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O6 yTBepKIeHIH IPaBWI MPOBEICHAS SKCIIEPTH3HI JICKAPCTBCHHBIX CPEACTB X METUIIMHCKHIX
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[Ipuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 27 ssaBapst 2021 rona Ne KP
JNCM-10. 3apeructpupoBan B Munuctepctse roctuiun Pecrybnuku Kazaxcran 2 sHBaps
2021 roma Ne 22144

B coorBercTBum ¢ nyHktamu 4, 10 craten 23 u nynkroMm 3 crtateu 239 Koapekca
Pecny6nuku Kazaxcran ot 7 wuitons 2020 roma "O 310poBhe Hapojga M CHUCTEME
3npaBooxpanenus’ [IPUKA3BIBAIO:

1. YTBepauTh:

1) npaBuiia npoBeAEHUS FIKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB COTIACHO MPUIIOKEHHIO 1
K HacTOSIIEMY MPUKA3Y;

2) npaBuiia MPOBEACHUS SKCIIEPTU3bI MEAUIIMHCKUX U3JIETUN COTJIacHO MPUIIOKEHHIO 2 K
HACTOSILEMY ITPUKA3y.

2. IIpu3HaTh yTPAaTUBIIMMHU CHIIy HEKOTOPBIE MTpUKa3bl MUHHUCTEPCTBA 31PaBOOXPAHEHUS
Pecny6ninku Ka3zaxcran corfacHO NpUI0KEHHIO 3 K HACTOALLEMY MPUKa3y.

3. Komutery mMeaunuHcKoro u (apManeBTUYECKOTrO KOHTPOJiE MHHHUCTEpCTBa
3npaBooxpaneHuss PecnyOnuku KazaxctaH B yCTaHOBJIEHHOM 3aKOHOJATEIbCTBOM
Pecniy6iiuku Kaszaxcran mopsiike o0ecneynTh:

1) rocy1apcTBEHHYIO PErHCTpalMI0 HACTOSIIErO MprKa3a B MUHUCTEPCTBE IOCTULIUU
PecnyOnuku Kazaxcran;

2) pa3MelleHHE HACTOAIIETO MpHUKa3za Ha HHTEpHET-pecypce MuHHCTEepcTBa
3npaBooxpaneHus Pecnyonuku Kazaxcran nocie ero opuinaibHOro onyOJuKOBaHNUS,

3) B TeueHue aecsATH pabouux JHEH Mmociie rocyJapCTBEHHON PerucTpaluy HacTOSIIEro
npukaza B MunucrepctBe roctunuu PecnyOonuku Kazaxcran mnpeacraBieHHE B
KOpunuueckuit nenaprameHT MunmctepcTBa 31paBooxpanenus PecmyOnuku Kaszaxcran
CBEICHUM 00 HCHOJHEHUHM MEPONPUSITUNA, MPEIyCMOTPEHHBIX MOANYHKTaMu 1) u 2)
HACTOSILETO IMyHKTA.

4. KoHTpOnb 32 UCIOJHEHUEM HACTOSILIETO NPUKa3a BO3JIOKUTh HA KYPHUPYIOLIETO
BHIIe-MUHHCTpA 3apaBooxpanenus PecnyOnuku KazaxcraH.

5. Hacrosimuit npuka3 BBOAUTCS B AEUCTBUE IO UCTCYEHUU AECITU KaJCHAAPHBIX JHEHU

MOCJIE JTHSL €r0 NEPBOro OPUIIMAIBHOTO OITyOJIMKOBAHMS.

MuHnctp 3apaBooxpaHeHus

A. Hoii
Pecry6ininu Kazaxcradn Kot

"COTJITACOBAH"
MuHucrtepcTBO nuupoBOTO pa3BuUTHS, MHHOBAILUU 151



A2POKOCMHUUYECKOM NPOMBIIIIEHHOCTH
PecnyOnuku Kazaxcran

[Ipunoxenue 1 k npukaszy
MuHucTpa 3paBoOXpaHEHUS
Pecny6nmkn Kazaxcran
ot 27 suBaps 2021 roga
Ne KP ICM-10

ITpaBuia mpoBeIeHUA SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEACTB
I'masa 1. O0Omme moJyioXxeHu

1. HacTosimue npaBuiia TpOBEICHUSI SKCIIEPTU3bI JICKAPCTBEHHBIX CPEACTB (Jajiee —
[IpaBuna) pa3paboTaHbl B COOTBETCTBUH ¢ IMyHKTamH 4, 10 cTaThu 23 ¥ MyHKTOM 3 CTaTbU
239 Konekca Pecnyonuku Kazaxcran ot 7 urons 2020 roxa (nanee — Kopaekc), cratbeit 14
3akona Pecnybnuku Kazaxcran ot 15 ampenst 2013 roga "O rocygapcTBeHHBIX yciuyrax' u
OTIPENICIIAIOT TOPSIIOK MPOBEACHUS SIKCIIEPTU3HI JICKAPCTBEHHOTO CPEACTBRA.

2. DKcrepTHu3a JEKapCTBEHHBIX CPEJCTB B COOTBETCTBHM C IIYHKTOM 2 cTatbu 239
Konekca nmpoBoauTCs rocy1apCTBEHHOM SKCHEPTHOM opraHuzanueil B chepe oOpaieHus
JEKApCTBEHHBIX  CPEACTB M  MEAMUMHCKUX  M3JEJIUM,  OCYHIEeCTBISIONIEH
MPOU3BOJACTBEHHO-XO3SUCTBEHHYIO JIEATEILHOCTh B OOJACTH 3/PAaBOOXPAHEHHS IO
o0OecrnieueHnt0 0e30MmacHOCTH, F(P(PEKTUBHOCTH M KadyecTBa JIEKAPCTBEHHBIX CPEACTB, Ha
OCHOBAaHHMHU 3aKJIIOYEHHOTO C 3asiBUTEJEM JOTOBOpa Ha IMPOBEJICHUE HKCIEPTU3BI
JIEKapCTBEHHOI'O CPE/ICTBA.

Ormiata CTOMMOCTH SKCIEPTHU3bl JIEKAPCTBEHHOTO CPEACTBA OCYUIECTBISAECTCA B
COOTBETCTBUM C MPEUCKYpPAHTOM, YCTAaHABIMBAEMbIM YIIOJHOMOYEHHBIM OpPraHOM IIO
COTJIACOBAHHUIO C AHTHMOHOIIOJBHBIM OPraHOM B COOTBETCTBMHM C IIyYHKTOM 2 CTaTtbu 239
Konexkca.

3. DkcnepTuse nojajiexkar npousBenieHHbie B Pecnyonuke Kazaxcran, a Tak:ke BBO3UMBIE
Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHBIE CPE/ICTBA.

4. DkcnepTr3a HE MPOBOJUTCS HA JIEKAPCTBEHHBIE CPEJCTBA MOJ OJHUM TOPTOBBIM
HAaNMEHOBAaHUEM, HMEIOIIUX Pa3JIMYHBbIII KAa4eCTBEHHbIA COCTAaB AKTHUBHBIX BEIIECTB.
DKcrepTu3a Ha JICKapCTBEHHBIE CPEACTBa, Mpou3BeeHHble B Pecnybnuke Kazaxcran s
AKCHOpTa MPOBOAUTCS IO pelieHuto npousBoauTteneit Pecriyonuku Kazaxcras.

5. Jlo mojgayu 3asiBIEHUSI HA DKCIEPTU3Y 3asiBUTEIb MO COOCTBEHHON MHUIIMATHBE
MOJIy4aeT B rOCYAapCTBEHHON 3KCIIEPTHOM OpraHu3alliy HAYy4YHbIE U TIPEAPETUCTPALIMOHHbBIC
KOHCYJbTallUM Ha JOTOBOPHOM OCHOBE IO BOIpPOCAaM, CBSI3aHHBIM C MPOBEICHUEM
AKCTIEPTU3HI.

6. Jluist mpoBeeHMs SKCIEPTU3BI JIEKAPCTBEHHBIX MPENapaTOB KPOBU U KOMIIOHEHTOB
KpPOBU TOCYJapCTBEHHasi JKCIEpPTHas OpraHu3alus MPUBJIEKAET CHEHHATUCTOB U3
PO MIIBHBIX OPTaHU3AINH, OCYIIECTBISIIONTNX JIEATEILHOCTD B Chepe CIyKObI KPOBH.



7. B Hactosimux [IpaBuiax uCronap3yroTCs CAEAYOIMNE TEPMUHBI U ONIPEACIICHUS :

1) OuoaHasOrMyHBIA JIEKApCTBEHHBIN mpenapaT (OuoaHaiaor, OMONMOAOOHBIN
JIEKapCTBEHHBIN TpenapaTr, OMOCUMUIISP) — OMOJOTHYECKUN JIEKapCTBEHHBIN Mpemnapar,
KOTOpPBIA  COJEPKUT BEPCHUIO JEHWCTBYIOUIErO BEIIECTBA, 3apPETHCTPUPOBAHHOIO
OMOJIOTMYECKOTO OPUTHHAIBHOTO JIGKAPCTBEHHOT'O TMpernapara Wid pePepeHTHOTO
JIEKapCTBEHHOIO TpernapaTa U 1Mo KOTOpOMYy MPOJAEMOHCTPUPOBAHO CXOJCTBO (mMojgo0ue) Ha
OCHOBE CpPaBHUTEJBbHBIX HCCIEJOBAaHUNA MO MOKa3aTeasiM KauecTBa, OHOJOTHYECKOU
aKTUBHOCTH, 6e30macHOCTU U 3 (PEKTUBHOCTH;

2) OMOAOCTYITHOCTbh — CKOPOCTh M CTENEHb, C KOTOPOM aKTUBHOE BEILECTBO BCACHIBAETCS
U3 JIEKapCTBEHHOU ()OPMBI U CTAHOBUTCS JIOCTYIIHBIM B MECTE ICUCTBHUS;

3) Guosiornueckuii JiekapCTBEHHBIN Mpenapar — JEKapCTBEHHBIN Npenapar, AeicTByollee
BEILIECTBO KOTOPOTO MPOMU3BEACHO WJIM BBIAEICHO M3 OMOJIOrMYECKOr0 MCTOYHHUKA U JJIS
OMKCAHMsS CBOMCTB M KOHTPOJISI KAYeCTBA KOTOPOr0 HEOOXOJIMMO COYETaHHE OMOIOTUYECKHUX
U (PU3UKO-XMMHYECKUX METOJOB aHaju3a C OLIEHKOW MPOM3BOJCTBEHHOIO Mpolecca H
METOJO0B €r0 KOHTPOJIS;

4) OMOTEXHOJIOTMYECKUI JIEKapCTBEHHBIM MIpenapaT — JEKapCTBEHHBIM Ipemnapar,
IIPOU3BEACHHBIN MPU MOMOIIN OMOTEXHOJIOTUYECKUX MPOIECCOB U MPUMEHEHUSI METO/I0B C
UCIIOJb30BAaHUEM TEXHOJOTUH PEKOMOMHAHTHOM J€30KCUPUOOHYKIEMHOBON KHCIIOTHI,
KOHTPOJIUPYEMOM SKCIPECCUH T'€HOB, KOAUPYIOUIUX BBIPAOOTKY OMOJOTMYECKH AKTHUBHBIX
O0€IKOB, THOPUIOMHBIX TEXHOJOTUWA, MOHOKJIOHAJIBHBIX AaHTUTEN WIH JPYyTUX
OMOTEXHOJIOTMUYECKUX TPOIIECCOB;

5) 6uodapmaneBTrueckas cucrema kinaccuduxanuu (naisee — BCK) — nayunas cucrema
KJIaCCU(PUKALIMM AaKTHBHBIX BEIIECTB HAa OCHOBE HUX pAacTBOPUMOCTH B cpeaax ¢
ONpPEAETIEHHBIM T0Ka3aTelIeM KUCIOTHOCTU (1enoyHoct) (pH) u cTeneHn npoHUKaHUS
4yepe3 CTEeHKY KUIICUHHKA;

6) OmosioruYecKas SKBUBAJICHTHOCTh (OMOPKBUBAJICHTHOCTh) — OTCYTCTBUE 3HAUUMBIX
pazuyuil MO0 CKOPOCTU U CTENEHHU, C KOTOPHIMHU JEUCTBYIOIIEE BELIECTBO WM AKTHUBHAs
4acTh MOJIEKYJIbl JIEMCTBYIOIIETO BEIIECTBA (PapMalleBTUUYECKUX SKBHUBAJIECHTOB WIH
(dbapMaleBTHUECKUX aJIbTEPHATHB CTAHOBATCS JAOCTYIHBIMU B MECTE CBOErO JCUCTBUS MpHU
BBEJICHUM B OJIMHAKOBOM MOJIAPHOM J03€ B CXOXKHUX YCJIOBHUSIX B HCCIEJOBAHUU C
HaJUIeKAIINM IU3aiHOM;

7) OpUTMHANIBHBIN JIEKAPCTBEHHBIN IMpenapaT — JIEKapCTBEHHBIN IMpenapar ¢ HOBBIM
JCHCTBYIOLIUM BEIIECTBOM, KOTOPBIA ObLI MEPBBIM 3apETUCTPUPOBAH M pa3MEIIeH Ha
MUPOBOM (hapMalleBTUYECKOM DPBIHKE, HA OCHOBAHUH JI0ChE, COAEPIKAILEro Pe3yJbTaThl
MOJHBIX JOKJIMHUYECKMX (HEKIMHUYECKHMX) U KIMHUYECKUX HCCIEIOBaHUM,
MOJITBEPKAAIOIINX €ro 0€30MaCHOCTh, KAYeCTBO U 3(PPEKTUBHOCTS;

8) mpouenypa "OuoseliBep" — npouenypa, B COOTBETCTBUU C KOTOPOW OMpe/iesieHue
HKBUBAJIEHTHOCTH BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOTO CPeCTBA (TeHEpUKa) MPOBOAUTCS Ha
OCHOBaHUU OuodapMaleBTUUECKON CHUCTEMBbl KJaccU(UKAMU U  PE3yJIbTaToOB



CPaBHUTEIIbHBIX UCCIENOBAHUIN BHE OpraHu3Ma (MH-BUTPO) C UCIOJIb30BAHUEM HUCIIBITAHUS "
PacTBopenue" u mnpumeHsieTcss sl TBEPAbIX JIEKAPCTBEHHBIX (QOPM HEMEIJIEHHOTO
BbICBOOOXKeHU (1 1 3 Kiace mo 6uodapmarieBTHUecKol cucTeMe Kiaccuukaium);

9) ruOpuaHBINA TeKapCTBEHHBIN Npenapar — JIEKapCTBEHHBIN Mpenapar, He MO/AMa a0l
M0J1 OIpEJEIeHUE BOCIPOU3BEICHHOIO JIEKAPCTBEHHOI'O IMpernapara Mpu HEBO3MOXHOCTH
MOJATBEPKIEHUSI €ro OMOAKBUBAJICHTHOCTH C MOMOIIBI0 MCCIIEIOBAHUNA OMOMIOCTYTHOCTH, a
TaKXke B Clydae, €clii B JIaHHOM IIpernapare MPOU30LUIM HU3MEHEHUs JEHCTBYIOIIETrO
BelIecTBa (BEIIECTB), MOKAa3aHUN K MPUMEHEHHIO, JO3UPOBKHU, JEKAPCTBEHHON (DOPMBI HIIH
ITyTH BBEACHUS 110 CPABHEHUIO C OPUTHMHAIBHBIM MPEIapaToM;

10) romeonaTuyeckuii JIEKapCTBEHHBIM NpemnapaT — JEKapCTBEHHBIN Ipenapar,
MIPOU3BEJICHHBIN 10 TOMEOINATUYECKOW TEXHOJIOTUU C UCIOJIb30BAHUEM T'OMEONATUYECKOTO
CBIPbSI B COOTBETCTBUHU ¢ TpeboBaHusiMu (apmakomneir PecryOnmmku Kazaxcran u (uim)
EBpa3zuiickoro 3KOHOMHUYECKOT0 COI03a WJIM B CIydae UX OTCYTCTBUS B COOTBETCTBHUH C
TpeOOBAHMUSIMHU TOMEONIATHIECKUX (PapMaKomeil;

11) nexapcTBEHHOE CPECTBO — CPENICTBO, MPECTABISAIONIEe COO0M MM coliepxkKaliee
BEILIECTBO JTMOO KOMOMHAIIMIO BEUIECTB, BCTYMAIONIEE B KOHTAKT C OPTraHU3MOM YEJIOBEKA,
MpeIHa3HAYCHHOE IS JIeUeHUs1, TPOQHIaKTHKY 3a00JIeBaHUI YeTTOBEKA UITM BOCCTAHOBJICHHUSI
, KOPpEKIMH WJIM HU3MEHEHUs ero (U3HOJOTHYecKuX (GYHKLIUH TOCPEICTBOM
(bapMaKoIOrH4ecKoro, MMMYHOJIOTHUECKOT0 JTUOO METa00INYEeCKOr0 BO3ACHCTBUS, WM AJIs
JTMArHOCTUKH 3a00JI€BaHUN U COCTOSIHUSI YETIOBEKA;

12) 3aximrodenre o 6e30macHOCTH, KadecTBe U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA
— JIOKYMEHT, COJAEpKallluii pe3yibTaThl SKCHEPTHU3bI 3asBICHHOTO Ha TOCYJAapPCTBEHHYIO
pPEruCTpaIuio, NEePEPErUCTPALMI0 WM BHECEHUE H3MEHEHUN B PETrMCTPALMOHHOE JI0ChE
JIEKapCTBEHHOI'O CPENICTBA;

13) HepamumoHanbHasi KOMOMHAIMS COCTaBa JIEKAPCTBEHHBIX CPEACTB — COCTaB
JIEKapCTBEHHOTO CPEJICTBA, HE COOTBETCTBYIOMIUN MPEANOIaraeMbiM (papMaKoIOTHIECKUM
CBOMCTBaM U JICHCTBUIO;

14) mHCTpYKIUA NO MEIUIMHCKOMY NPUMEHEHUIO JIEKApCTBEHHOIO cpeacTBa (
JUCTOK-BKJAJbIIN) — JTOKYMEHT, coJepXamuii HuHbOpMalUI0 [Js NOoTpeduTens u
COMPOBOXK/IAIOIINN JIEKAPCTBEHHBIN NpenapaT B yIaKOBKE;

15) HOpMATUBHBIA AOKYMEHT MO Ka4eCTBY JIEKAPCTBEHHOTO CPEICTBA — JOKYMEHT,
YCTaHABJIUBAIOLWMNA TpeOOBaHUA K KOHTPOJIIO KayecTBa JIEKAPCTBEHHOIO CpEJCTBA B
MIOCTPErUCTPALMOHHBIN MEPHOJI HA OCHOBAHUM IPOBEAECHHOW 3KCIEPTU3BI JIEKAPCTBEHHOTO
CpEelICTBa MPHU €0 PErMCTPALUU U COAEPKAIUN crielU(UKAIUIO, OMIMCAHUE AaHATUTUYECKUX
METOJMK Y UCIBITAHUN JIEKAPCTBEHHOI'O CPEJICTBA MJIM CCHUIKM HA TAKWE UCTIBITAHUS, a TAKKE
COOTBETCTBYIOIINE KPUTEPUU IPUEMIIEMOCTH JJIs MTOKa3aTesiel KauecTBa,

16) cranmapTHbie 00pa3Ibl JEKAPCTBEHHBIX CYOCTAHIIMM M MX MpHUMECEil — BellecTBa
CpPaBHEHHUSI, UCIOJIb3yEeMble MPHU MPOBEAECHUU IKCIEPTU3BI HCIBITYEMBIX JIEKAPCTBEHHBIX
CPEICTB;



17) mpou3BOAHUTENL JIEKAPCTBEHHBIX CPEACTB — OpPraHu3alus, OCYIIECTBISIONMIAS
NEATEIbHOCTh MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB U HMEIOINIAs JIMIEH3UIO Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJICTB;

18) nexapcTBEHHOE PACTUTENIBHOE CHIPhE — CBEXKHE WJIM BBICYIICHHBIE pPacTeHUS,
BOJIOPOCIH, TPUOBl WU JUIIANHUKA JTUOO KX 4YacTH, IEIbHBIE WIM H3MEJIbYCHHBIC,
UCITOJIb3YEMBIE JUIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB;

19) oOmias xapakTepuCTHKA JEKApPCTBEHHOTO CPEACTBA - JIOKYMEHT, YTBEPKIAEMbIi
YIIOJTHOMOUYEHHBIM OPTraHOM IPU IOCYAapPCTBEHHOW PETUCTPALIUH JIEKAPCTBEHHOTO CPEICTBRA,
cojiepKaiuii UHPOPMAIUIO [T METUIMHCKUX PAOOTHUKOB 0 O0e30macHOM U 3(P(HEKTUBHOM
MIPUMEHEHUU JIEKApCTBEHHOT 0 IIpenapara;

20) nexapCTBEHHBIN MpenapaT ¢ XOpOII0 U3YUYCHHBIM MEIUIIMHCKUM NMPUMEHEHHEM —
JIEKapCTBEHHBIN TMpenapar, aKTUBHOE BEHIECTBO KOTOPOTO XOPOIIO H3YyYEHO B XOJE
MEJUIIUHCKOTO MPUMEHEHHS, MPH TOM HpHU3HAHBI €ro 3(PQPEeKTUBHOCTb U TpUEMIIEMast
cTeneHb 0€30MaCHOCTH, MOATBEPKACHHbIE NOJAPOOHBIMU OUOIMOrpa)uueCKUMH CChUIKaMU
Ha OMyOJIMKOBAaHHbBIE JAaHHBIE O TOCTPETUCTPALMOHHBIX U (WJIM) SMUAEMHUOJIOTUYECKUX
HCCIIEOBAHUAX, U Mpoluuio He MeHee 10 jeT ¢ jgarhl MEepBOTO CUCTEMATHYECKOTO U
JOKYMEHTUPOBAHHOTO MPUMEHEHUS JIEMCTBYIOIIETO BEIIECTBA (ICHCTBYIOIIUX BEIIECTB)
JAHHOTO JIEKApPCTBEHHOTO Mpernapara;

21) nexkapcTBeHHbIE TpenapaThl nepenoBoi tepanuu (nanee — JITIIIT) — nexkapcTBeHHBIE
npenaparbl MEIUIMHCKOTO IPUMEHEHHS, SBIAIOLINECS JIEKAPCTBEHHBIMU IIpenapaTamu
TEHHOM Tepamuu, Tepanuu COMAaTHUYECKUMM KJIETKAMHU, TKAaHEMHKXEHEPHBIMU IpernapaTaMmu
WK KOMOMHUPOBAHHBIE MpeTapaThl s IEPeI0BOM Teparuu;

22) UMMYHOJIOTUYECKUU JIEKapCTBEHHBIM Npenapar (MMMYHOOMOIOTHYECKUI
JIEKapCTBEHHbI MpemnapaTr) — JIEKapCTBEHHBIM Tmpenapar, MNpeAHAa3HAYEHHBIN IS
dbopMHUpOBaHUS AKTHUBHOTO WJIM MAaCCUBHOIO MMMYHMTETA WM JAUATrHOCTUKUA HAJIUYMS
UMMYHUTETA, WA TUATHOCTUKH (BBIPAOOTKH) CHEIIMPUIECKOTO TPUOOPETEHHOTO N3MEHEHHUSI
MMMYHOJIOTHYECKOTO OTBETA Ha alNIEPTU3UPYIOIINE BEIlIECTBA;

23) nnaH ynpaBJieHUs pUcKaMu — OJAPOOHOE ONMKUCAHUE CUCTEMbI YIIPABICHUS PUCKAMU,

24) nepuoANYECKUil OOHOBISAEMBIN OTYET MO OE30MaCHOCTH — OTYET Jiep KaTels
PETUCTPALIMOHHOTO YJOCTOBEPEHHUSI JIEKAPCTBEHHOT'O IMpernapaTa 3a ONpeeTIeHHbIA NepUOL
BPEMEHU B TEUEHHE MOCTPETUCTPALMOHHOrO MEPUOAA MPEAOCTABISIEMBIA ISl OLIEHKHU
COOTHONIEHHUS "MOJIb3a — PUCK" JIEKAPCTBEHHOTO MIPEMNapara;

25) BOCTIPOU3BEACHHBIN JIEKAPCTBEHHBIN ITpenapaT (FTeHEpUK) — JIEKapCTBEHHbIN Mpernapar
, KOTOPbIA MUMEET TAaKOW K€ KOJHUYECTBEHHBIM U KAYECTBEHHBIM COCTAB JACHCTBYIOIIMX
BEIIIECTB U TY K€ JIGKAPCTBEHHYIO ()OpMY, YTO U OPUTHHAILHBIN JICKApCTBEHHBIN Mpemnapar, u
OMOPKBUBAJIEHTHOCTh KOTOPOI'0  OPHUTHMHAJIBHOMY  JIEKAPCTBEHHOMY  IIpernapary
MOATBEPAKIAETCA COOTBETCTBYIOIIUMHU UCCIEAOBAHUSIMU OMOAOCTYIMHOCTU. PaznuuHeie conu,
3(UpBbI, U30MEPBI, CMECH U30MEPOB, KOMILJIEKCHI MJIM MMPOU3BOHBIE IEHCTBYIOIIETO BEIIECTBA
MPU3HAIOTCS OJTHUM M TE€M XK€ JCHCTBYIOIIMM BEIIECTBOM, €CIIM UX O0€30MacHOCTh U



3¢ (HEeKTUBHOCTh CYIIECTBEHHO HE OTJIMYaOTCs. PaznuyHble JeKapCcTBEHHbIE (OPMBI IS
IpueMa BHYTPb C HEMEJJICHHbIM BBICBOOOXIECHUEM BEUIECTB IMPU3HAIOTCA B paMKax
HCCIIeIOBAaHUM OMOIOCTYITHOCTH OJTHOM M TOM K€ JISKAPCTBEHHOM (hOPMOI;

26) cTpanbl pernoHa MexayHapoAHOW KOHPEPEHIIMU MO TapMOHU3AIUN TEXHUYECKUX
TpeOOBaHUIl K PErUCTpalMy JICKAPCTBEHHBIX MPENapaToB JJIsi MEAUIIMHCKOIO MpUMEHEHUs (
ICH) (AiCuDdity) — rocynapcTBa, peryjisiTOpHbIE OpraHbl KOTOPBIX BXOJAT B COCTaB
yupenuteneit u noctossHHbIX wieHoB ICH (ctpanbl EBponeiickoro corosa, Benukobpuranus,
Coenunennsie Lllrarer Amepuxu, Anonus, lseinapus, Kanaga) (manee — ctpansl peruoHa
ICH (AitCuDdiiu));

27) DKcnepTHBIM COBET TOCYJapCTBEHHOM SKCIEPTHOW OpraHu3auuu (najiee —
DKCHEPTHBIN COBET) — KOJJIETHAJIbHBIN OpraH, CO37aBaeMblil B TOCYJapCTBEHHOM 3KCIEPTHOM
OpraHU3alliy 110 PACCMOTPEHHUIO CIIOPHBIX BOIIPOCOB B PE3yJIbTaTax 3KCIEPTU3bI, OCHOBAHUI
(IpuyMH) BBIJAUYM OTPHULATEIBHBIX 3aKIOUYEHUH O OE30MacCHOCTH, KauyecTBe U
3(PEKTUBHOCTU JIEKAPCTBEHHOTO CPEACTBA WJIM MEIULMHCKOrO MU3JENIUs U TMPUHSITHIO
OKOHYATEJIBHOTO PEMICHUS;

28) opdannblil (peakuii) JIEKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIM Ipemnapar,
NIpEAHA3HAYECHHBIA Il JUArHOCTHKH, 3THONATOI€HETUYECKOIO0 WIIA IMaTON€HETUYECKOTro
nedyeHus: opdaHHbIX (peAKUX) 3a00J€BaHMI, YACTOTa KOTOPHIX HE MPEBBIIAET O(QUIIMATIBHO
omnpezeraeHHoro ypoHs B Pecnyonuke Kazaxcran;

29) nmpou3BOJCTBEHHAS IUIOUIAJKa — TEPPUTOPUATILHO O0O0COOJIEHHBIN KOMIJIEKC
MIPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB, MEIAULMHCKUX W3ACIIHNA, IPEeIHA3HAYEHHBIN IS
BBITIOJIHEHUSI BCETO MPOILECCa MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB, MEIHUIIMHCKUX
W3JIETUI WIH €T0 ONPENeNIEHHbIX CTaaui;

30) 3asBUTENH — pa3pabOTUMK, MPOU3BOIAUTENb, JAEPKATEIb PETUCTPALIMOHHOTO
YIAOCTOBEPEHHS] WJIM HX JOBEPEHHOE JHUIO, YIOJHOMOYEHHOE NOAaBaTh 3asBJICHUE,
JOKYMEHTBl M MaTe€pHasibl U BBINOJHATH JEUCTBUSA, MPELyCMOTPEHHBIE JOBEPEHHOCTHIO
JIOBEPUTEIIA HA MPOBEJCHUE HKCIIEPTU3BI MIPU PETUCTPALIMU, IEPEPETUCTPALIMU U BHECEHUU
WU3MEHEHUI B pETUCTPALIMOHHOE JOChE JIEKAPCTBEHHBIX CPECTB;

31) panuodapmMalieBTUHUECKUN JTE€KapCTBEHHBIN MTpenapar — JIEKapCTBEHHBIN Mpenapar,
coJiep>Kallliii B TOTOBOM JIJIs1 IPUMEHEHHS COCTOSIHUU OJIMH WJIM HECKOJIBKO PaJHOHYKIUAOB (
pPaIMOaKTUBHBIX HM30TOMOB) B KauyeCTBE JICHCTBYIONIEr0 BEIIECTBA HWJIM B COCTaBe
JNEUCTBYIOIIETO BEUIECTBA;

32) pedepeHTHBIN JIEKAPCTBEHHBINA Mpemnapar — JEKapCTBEHHBIN Ipemnapar, KOTOPhIN
UCIIOJIB3YeTCsl B KauecTBE Iperapara CPaBHEHUS U SIBISIETCA 3TajJOHOM, MO KOTOPOMY
ONpeNeNSItoTCs (HOPMUPYIOTCS) CBOMCTBA JIEKAPCTBEHHOT'O MPEIapaTa;

33) Haasexaniasi IpOU3BOJICTBEHHAS IPAKTUKA — COCTABHAS YacTh CUCTEMbI 0OECTICUCHHUSI
KaueCTBa, FapaHTUPYIOLIAsl IPOU3BOACTBO U KOHTPOJb KAY€CTBA JIEKAPCTBEHHBIX CPEJICTB MO
CTaHJapTaM B COOTBETCTBHUM C UX IpPEJHA3HAYECHUEM U TPEOOBAHUAMH PETUCTPALMOHHOTO
TOCBE;



34) perucTpamoHHOE J0ChE — KOMIUIEKT JOKYMEHTOB U MaTE€pPUaIOB YCTAHOBJIEHHOIO
coJiep KaHusl, MPECTABISEMbIN K 3asBJICHHUIO HA SKCIIEPTHU3Y;

35) nepkaresb perucTPalMOHHOIO yIOCTOBEPEHUS — FOPUINYECKOE JIULIO, SBIISAIOIIEECS
pe3uaeHToM uiau HepesuaeHToM PecnyOnuku Kazaxcran, Ha MMS KOTOPOTO BBIJAHO
pPErHCTPAllMOHHOE YAOCTOBEPEHUE HA JIEKAPCTBEHHBIN ITpenapar;

36) BHeceHHEe M3MEHEHUM B PETUCTPAIIMOHHOE JOChE — HU3MEHEHHUS, BHOCHMBbIEC
3asBUTEJIEM B PErUCTPALMOHHOE JOChE B TEUEHUE JEUCTBHUS PErUCTPALlMOHHOTO
YAOCTOBEPEHUS, HE BIUSIONINE OTPUIIATETLHO Ha 0€30MaCHOCTh, KauecTBO U 3 (HEKTUBHOCTH
JIEKapCTBEHHOI'O0 CPEACTBAa M MOJJIEkKAUIUE SKCIEPTHU3€ B COOTBETCTBUMU C HACTOSIIUMU
[IpaBunamu;

37) dbapmaneBTuueckas cyOctaHius (akTUBHas QapmalneBTHUYecKasi CyOCTaHIMs) —
JIEKapCTBEHHOE CPEJACTBO, MpPEJAHA3HAYEHHOE JUISI MPOU3BOJACTBA WU HU3TOTOBJICHUSA
JIEKapCTBEHHBIX MPENnapaTos;

38) uccienoBaHME 3KBUBAJIEHTHOCTH — HCCIEIOBAaHHUE, KOTOPOE OIpEeaeIsieT
HKBUBAJIEHTHOCTh MEXJy T€HEPUKOM M OpPUTHHAIBHBIM (pedepeHTHBIM) JEKapCTBEHHBIM
CpPEJCTBOM TIPU HCIOJIb30BAHUM HCCIEIOBAaHWM WH-BUBO (BHYTpH OpraHusma) u (W)
WH-BUTPO (BHE OpraHU3Ma);

39) nexapCTBEHHBIN pacTUTEIBHBIN MpenapaT — JIEKapCTBEHHBIN Mpemnapart, CoAep Kallun
B KQUE€CTBE aKTUBHBIX KOMIIOHEHTOB UCKIIOUUTENBHO JIEKAPCTBEHHOE PACTUTEIIBHOE ChIPhE U
(w1M) mpernapaTtsl Ha €ro OCHOBE;

40) no3upoBKa — KOJUYECTBO (COAEpKaHUE) JIEHCTBYIOLIETO BEIIECTBA B €IUHHUIIE
JIEKapCTBEHHOM (hOPMBI, a TAK)KE B €IUHUIIE MACCHI MJIK 00beMa JIEKApCTBEHHOIO Mpernapara,
3HAYMMOE JJIs IPAaBUIIbHOM HICHTU(DUKAIMN U TPUMEHEHUS JIEKaPCTBEHHOrO Mpernapara.

41) ynmoaTHOMOYEHHBIN OpraH B 00J1aCTU 3/I[paBOOXpaHeHus (j1aiee — yIOoJIHOMOYECHHBIN
OpraH) — UEHTPAJbHBIM HCHOJHUTEIBHBIA OPraH, OCYIIECTBISIOIMIMI PYKOBOACTBO U
MEXOTPACIEBYI0 KOOpPAMHALIUIO B 00JIaCTM OXpaHbl 3A0pOBbA TrpaxaaH PecmyOnuku
Kazaxcran, wMeguiuHCKO W  (QapMalneBTHYECKOW HAyKU, MEJUIMHCKOTO H
dbapmareBTUYECKOro 00pa3oBaHUs, CAHUTAPHO-3MUIEMUOJIOTHYECKOTO OIaronosydus
HaceJeHusl, OOpallleHHs] JICKAPCTBEHHBIX CPEACTB M MEIUIMHCKUX HU3JENUi, KadyecTBa
OKa3aHMsI MEIULIMHCKUX YCIYT (IOMOLIN);

42) rocynapCTBEHHBIM opraH B cdepe oOpalieHHs JEeKapCTBEHHBIX CPEACTB H
MEIMLUMHCKUX M3JEIUN (Jangee — rocyJAapCTBEHHBIM OpraH) — rocyJapCTBEHHBIM Opras,
OCYILIECTBIISIIOLIUNA PYKOBOJACTBO B cdepe oOpalieHus JEKapCTBEHHBIX CpPEACTB HU
MEIUIMHCKHUX U3/, KOHTPOJIb 32 O0pallleHHeM JIEKAPCTBEHHBIX CPEJICTB U MEIULIMHCKUX
WU3CIINI;

43) rocynapCTBEHHas SKCIIEpTHAs OpraHu3anus B cepe oOpalleHus JeKapCTBEHHBIX
CPEACTB M MEIULUMHCKUX HW3AENUN (Jajiee — SKCHEpTHAas OpraHu3anusi) — CyOBEKT



rOCyIapCTBEHHOM MOHONOJHUM, OCYIIECTBIIAIOMMNA MPOU3BOJACTBEHHO-X03SIHCTBEHHYO
JEeSTENbHOCTh B 00JIaCTH 3APaBOOXPaHEHHUs 10 oOecreueHnto 0e30MacHOCTH, 3P(HEKTUBHOCTH
Y KauecTBa JIEKAPCTBEHHBIX CPEJCTB U MEAUIIUHCKUX U3EITUH.

I'maBa 2. ITopamok mpeaocTaBiIeHUs PErHCTPALMOHHOIO AOCHE IS MPOBEACHUA
SKCIIEPTH3HI JIEKAPCTBEHHBIX CPEICTB

8. Jlnsg mpoBeneHUs] SKCHEPTU3bl JEKapCTBEHHOIO CPEACTBA U MOJIYyYCHUS
rocylapcTBeHHOW ycayru "Beimaua 3akimodeHuss o0 0O€30MacHOCTH, KayecTBE U
3(pHEeKTUBHOCTU JIEKAPCTBEHHBIX CPEACTB W MEAUIMHCKUX wu3aenui" (mamee —
rocy/apCTBEHHAs ycllyra) 3asBUTeNIb yepe3 MH(POPMALUOHHYIO CUCTEMY IOCYyAapCTBEHHOM
skcneptHor opranu3anuu PI'TI na [1XB "HaunoHanbHbIA HEHTP SKCIEPTU3HI JIEKAPCTBEHHBIX
CpeICcTB W MeAuIMHCKUX wu3fenuit" KomuTera MeAMIIMHCKOTO M (papManeBTHYECKOTO
KOHTPOJIA TOBapoB U yciayr M3 (nmamee — uHpOpMalMOHHAs CHCTEMA) WIIM IOPTal
AJIIEKTPOHHOI'O NPAaBUTENBLCTBA" (Jajiee - MopTal) NPEJOCTABISET CAEAYIOMINE JOKYMEHThI U

"

MaTepuabl:
1) 3asBieHME HA MPOBEECHUE IKCIIEPTU3HI JIEKAPCTBEHHOI'O CPEICTBA (Aajiee — 3asBICHUE)
B DJICKTPOHHOM BHJIE TI0 popMe corjacHO npuioxkeHuto 1 k Hacrosmm [Ipasunam;

2) perucTpalMoHHOE JOChe B 3JEKTPOHHOM BHUJIE B (popMare MeXIIaT(GOpPMEHHOTro

ANEKTPOHHOTO AokyMmeHTa (pdf dopmar):
[IEpEUYEHb JOKYMEHTOB, NPEIOCTABIAEMBIX [IJIs 3KCHEPTHU3bl MPOU3BOAUTEISIMU
PecnyOnuku Kazaxcran o ¢gopme coriacHo NpUIOKEeHHIO 2 K HacToamuM [IpaBunam;
nepeveHb IOKYMEHTOB, IIpeiocTaBisieMbiX B popmare OOIIEro TeXHUYECKOTo JOKYMEHTa
, I0 (hopMe corytacHo npuiiokeHuto 3 K HacTosumM [IpaBunam;
3) cBeaeHWs, MOJATBEPXKIAIOIINE OMJIATY 3aABUTEIEM HA PACUETHBIM cCUET
rocyJapCTBEHHOW SKCIEPTHON OpraHu3alyy CyMMBI JIJIsl IPOBEJICHUS SKCIIEPTU3bIL;

4) oOpa31ipl JIEKapCTBEHHBIX CPEACTB, CTAHIAPTHBIE 00pa3I(bl XUMUYECKUX BEIIECTB,
CTaHJapTHbIEe O0Opa3ibl OMOJOTHMYECKUX IMpEenapaToB, TECT-IITAMMbl MUKPOOPTaHU3MOB,
KyJbTYpPhl KJIETOK, B KOJWYECTBAX, IOCTATOYHBIX [JII TPEXKPATHBIX J1a00OPaTOPHBIX
UCMBITAHUNA C OCTAaTOYHBIM CPOKOM TOJHOCTH HE MeHee 9 (neBsiTH) MecsieB (3a
HCKJIIOUYEHHEM CIIy4daeB, HE TPEOYIOUIMX MPOBEACHUS JIa0OPATOPHBIX UCHIBITAHUN), a TAKXKe
crenu(pUYEcKue peareHThl, pPacXOJHblE MaTepHaybl, MPUMEHAEMbIE MpPHU IMPOBEIACHUU
71a00pPaTOPHBIX UCTIBITAHUI JIEKAPCTBEHHBIX CPEJCTB 3asBUTEIb IPENOCTABISET B TeUEHUE S (
naTH) pabouyux JTHEW ¢ MOMEHTA IMOJa4yM 3asBJICHHUS HAPOYHO IO aKTy MpueMa-fepeaadn B
Lentp obOciy’uBaHMs 3asBUTEIEH TOCYJapCTBEHHOM SKCHEPTHOW OpraHu3auuu (Jajee -
HO3).

OO6pa3ipl JIeKapCTBEHHBIX CPEJCTB, COJEpXkallhue HAPKOTHYECKUE CpPE/ICTBA,
MICUXOTPOMHBIE BEIIECTBA M MPEKYPCOPHI, a TaKKe TpeOyromue 0coObIX YCIOBUNA XpaHeHHS (



TEMIIEPATYPHBIII PEKHUM, BIAXHOCTh) IPEJOCTABISIOTCA 3asBUTEIIEM 110 aKTy
npuema-fnepeadyl HemoCPEACTBEHHO B UCTIBITATENBHYIO JIA0OPATOPHIO.

[lepedyeHp MpegoOCTABISIEMBIX MAaTEPUAIOB PETUCTPALMOHHOIO JOChE B 3aBUCUMOCTH OT
BU/JIA JIEKAPCTBEHHOT'O CPEACTBA COOTBETCTBYET NMPHIIOKEHNIO 4 HacTosuux [IpaBu.

9. Ilpy BO3HMKHOBEHMH YPE3BBIYANHBIX CUTyallUd NMPHUPOJHOTO WIM TEXHOTEHHOIO
XapakTepa, OpraHM3alud W IPOBEACHUHM CAHUTAPHO-IPOTUBOIMUIEMHUYECKUX U
CaHUTAPHO-NIPOPUIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAaHUYUTEIbHBIX
MEpOIPUATUH, B TOM 4YHCIE KAPAHTUH, NPU [O0JAa4Y€ 3asBJICHUS HA JKCIEPTU3Y IPHU
perucTpanuu, NepeperucTpalud WiId BHECEHUM W3MEHEHUW B PETUCTPALUOHHOE JOChE
3asBUTEJIb NPEJOCTABISIET B COCTABE PETHCTPALIMOHHOIO JOChE TapaHTUHWHOE MUCBMO O
NpPEIOCTABICHUN JIOKYMEHTOB, TpeOYIOIMX HOTApUAJIbHOTO 3aBEPEHUs UIHU
anoCTWJIMPOBAHHUS, O 3aBEPUICHUS dTana CIeUUaJIu3upOBaHHON JKcnepTusbl. B ciiydyae He
IPEOCTABIICHNS 3aBEPEHHBIX WJIM alOCTUIMPOBAHHBIX JOKYMEHTOB, dKCIIEPTHBIE PaOOThI
ITPEKPALLAFOTCS.

10. Ha skcniepTu3y paznudHbIX JEKapCTBEHHBIX (JOPM OJJHOTO U TOTO )K€ JIEKAPCTBEHHOI'O
Ipernapara 3asBUTENb NPEACTABISAET 3asBICHUS M PETMCTPALIMOHHBIE JTOChE HA KAXAYIO
naekapcTBeHHYI0 ¢opmy. Ilpu ycinoBum OJHOBpEMEHHOM moAauM Ha HKCHEPTU3Y
JIEKApCTBEHHOTO MpernapaTa B OJHOM JEKapCTBEHHOW ¢Gopme, ¢ pa3auyHON IT03UPOBKOM,
KOHIIEHTpanuei, oObeMOM 3allOJIHEHUS 3aABUTENb MPEACTABISAECT OJHO 3asBICHUE H
PErUCTPALlMOHHOE JOChE C IPUIOKEHUEM MAKETOB YNAKOBOK M ATHUKETOK Ha KaXAYIO
J03UPOBKY, KOHIICHTPALIUIO, 00bEM 3aMOJIHEHUSI U KOJIWYECTBO 703 B yMAaKOBKE, a TAKKe
HOPMAaTHBHOI'O JOKYMEHTA 110 Ka4E€CTBY B CIy4ae PAa3IN4Ms B METOJUKAX KOHTPOJIS.

11. B cnyyae npenocTaBieHUs] BOCIIPOU3BEAEHHOT0, OMOAHAIIOTUYHOTO JIEKAPCTBEHHOTO
npernapata OTEUYECTBEHHBIM IPOU3BOJIUTENIEM Ha JKCHEPTU3Yy 0€3 JaHHBIX HCCIIETOBAaHUMN
SKBUBAJIEHTHOCTH, B TOM 4YHCJI€ HAXOMSIIMXCS Ha 3Tale SKCIEpPTU3bl, 3asBUTENb B
PErHCTPALIMOHHOM JI0CHE IIPEIOCTABISAET:

1) pa3pelieHre Ha MPOBEJACHUE KIMHUYECKOTO MCCIENOBAHUS U (WJIM) UCTIBITAHUS
(bapMaKoJIOTHYECKUX U JIEKAPCTBEHHBIX CPEACTB, BHIAAHHOE YIIOJIHOMOYEHHBIM OPTaHOM;

2) xonusl yBe1OMJIEHHUs (MPOU3BOJIbHASL (hOpMa) O Hayajie KIIMHUYECKOTO UCCIIEIOBaHUS
(apMaKOJIOTrMYECKUX U JIEKAPCTBEHHBIX CPEJCTB.

12. Ilpu sxcnepTuse opaHHBIX JEKAPCTBEHHBIX MIPENapaToOB 3asiBUTEINb MPEIOCTABISAET
MpOrpaMMy HCCIEIOBAHUMN, PE3YyJbTaThl KOTOPBIX OYyIyT SBISATHCS OCHOBAHUEM JJIs
MEPEOIICHKNA COOTHOIICHHS "T0JIb3a-puck”, ¢ COOIOICHHEM MTPUMEHEHHUS JICKaPCTBEHHOTO
npernapara MoJ CTPOTMM HaOJIOJEHHEM Bpadya U HEMEJJIEHHBIM MPEIOCTaBICHUEM
KapT-COOOIIEHUI 0 HEeKEIaTeNbHbIX PEaKIHIX, CEPbE3HBIX HEXENAaTEIbHBIX PEaKlUix U 00
OTCYTCTBUU 3()PEKTUBHOCTU JIEKAPCTBEHHOI'O Ipernapara B COOTBETCTBUU C IOPSAKOM
YCTaHOBJICHHBIM ITYHKTOM 3 ctartbu 261 Koznekca.

13. IlepeueHb OCHOBHBIX TpPeOOBaHUN K OKAa3aHUIO TOCYAapCTBEHHOW YCIYTH,
BKJIIOYAIOIIMK XapaKTEPUCTUKU Tpolecca, popMy, COAEpKaHHe U Pe3ysibTaT OKa3aHUsd, a



TaK)K€ MHbIE CBEJICHUS C YUYETOM OCOOCHHOCTEH MpeaoCcTaBiIeHHs FOCYAapCTBEHHON yCiIyTH
npuBeqeH B CTaHgapTe rocy1apCTBEHHOW YCIYTH COTJIACHO MPHIIOKEHHUIO 5 K HACTOSIIUM
[IpaBuiiam (nanee — Cranmapr).

14. TlonTBepkaeHUEM NPUHATUS JOKYMEHTOB 4epe3 MH(OPMALMOHHYIO CHCTEMY
ABJISIETCSI OTOOpakeHUE B "TUYHOM KaOWHeTe" 3asBUTEI cTaTyca O MPUHATHH 3ampoca s
OKa3aHMsI TOCYJapCTBEHHOU YCIYyTH.

B cnyyasx momaum 3asBUTEIEM JOKYMEHTOB uepe3 mopTail B "IMYHOM KaOuHere"
oToOpakaeTcs CTaTyc O MPUHATHUU 3ampoca JJIsl OKa3aHUs TOCyAapCTBEHHOW YCIyIH ¢
yKa3aHUEM JaThl U MECTA MOJYUYEHUS PE3ysibTaTa rOCyJapCTBEHHOM YCIyTH.

CBeneHusl 0 JOKYMEHTE, yA0CTOBEPSIOIIEM JIMYHOCTD, O TOCYAAPCTBEHHOM perucTpanuy (
MepeperucTpanum) IPUINIYECKOro JMia, CBUAETENbCTBA O IOCYIapCTBEHHONW PEruCTpalvU
3aBUTENd B KA4YECTBE WHAMBHUAYAJIBHOIO NPEANPUHUMATENS, COJAEpKAIIUECS B
roCy/1apCTBEHHBIX MH(POPMALIMOHHBIX CUCTEMAX, TOCYJapCTBEHHAs HKCIIEPTHAsE OpraHU3alus
MOJIyYaeT U3 COOTBETCTBYIOLIUX IOCYAapCTBEHHBIX HH(POPMALIMOHHBIX CUCTEM Yepe3 1LT03 "
3JIEKTPOHHOTO MPABUTEIbCTBA".

15. 3asBneHue U JOKYMEHTBI, MPEIyCMOTPEHHbIE MyHKTOM & Hactosmux [IpaBun
MOCPEICTBOM MH(MOPMAITMOHHON CUCTEMBI MOCTYMNatoT Ha o0paboTky B [1O3.

YnonuomouenHslii padotHuk 1[O3 mocpeacTBOM HMHPOPMALMOHHON CHCTEMBI
pacrpenenser NOCTYNUBINHME 3asBICHUS OTBETCTBEHHOMY HCIOJHUTENO. B ciydae
MOCTYIJICHUS 3asBJICHUS IIOCIE OKOHYaHMsI pab04Yero BpEMEHH, B BBIXO/IHbIE U NTPa3JHUYHBIE
IHU COTJIACHO TPYJIOBOMY 3aKoHoJaTenbcTBY PecnyOnuku KazaxcraH, npueM 3asiBICHHUS
OCYILECTBIISIETCS CASAYIOUUM pabOunM JTHEM.

OtBercTBeHHbINM UcntonHUTeNb [{O3 nmocne npuema TOKyMEHTOB, ITPEyCMOTPEHHBIX
NyHKTOM 8 HacTtosiux [IpaBui B TeueHre 0AHOrO paboyero AHs:

1) ocyuiecTBisi€T pErucTpanuIo 3asiBJICHUS B UH()OPMAITMOHHON CUCTEME;

2) pazMmemaetr uHpOpMaIU0 Ha OQUIIMATIBHOM CalTe TOCY/IapCTBEHHOW IKCIEPTHON
OpraHu3aliid O TOJAHHBIX Ha OHKCHEPTU3y JIEKAPCTBEHHBIX CpeNCTBaxX (TOProBoe
HAaUMEHOBAaHHE, MEXTyHAPOJIHOE HEMaTEeHTOBAHHOE HAUMEHOBAHUE, JIEKapCTBeHHAs (hopma,
J03UPOBKa, KOHIIEHTPALHsl, OpraHNu3alusA-IPON3BOANTEND, CTPaHA);

3) mpoBepsieT OCTAaTOYHBIM CPOK TOJHOCTH OOpa3lOB JEKApPCTBEHHBIX CPEJICTB,
CTaHJApPTHBIX O0OpPa3LOB XMMUYECKUX BEIIECTB, CTAaHAAPTHBIX OOpPa3LOB OMOJIOIMUECKHX
MpenapaTroB, TECT-IITAMMOB MUKPOOPIaHU3MOB, KYJIbTYp KIETOK, CIIEHU(PHUUECKUX pEareHTOB
, PaCXOJIHBIX MaTEPUaJIOB, HEOOXOAUMBIX JJIsi BOCIPOM3BOIUMOCTH METOAMK J1a00paTOPHBIX
UCIIBITAaHUH JIEKAPCTBEHHOI'O CPEACTBA M BHOCHUT JIaHHbIE B MH(OPMALIMOHHYIO CUCTEMY.

16. B cnyyasix He cOOJIIOJEHUS YCIOBUM, MPEAYCMOTPEHHBIX MYHKTOM 8 HACTOSIIIUX
[IpaBun orBercTBeHHBINM HcnoaHuTenb O3 B TeueHue AByX pabouMx AHEN HampasiseT
MOCPEACTBOM MH(POPMAIIMOHHOM CHCTEMBI B "MUYHBIA KaOUHET" 3asBUTENS yBEAOMIICHHE 00



OTKa3e B TpUEME 3asBJICHUS, 3aBEPEHHOE HJIEKTPOHHO-NMU(POBON TMOIAMUCKHIO
ynosHoMouyeHHoro padotHuka L{O3 nmo dopme cormacHo nNpuiiokKEHHIO 6 K HACTOSAIIUM
[IpaBunam.

17. T'ocynapcTBeHHasi SKCIEpTHAsE OpraHu3alus o0ecreynBaeT BHECCHUE JaHHBIX O
CTaJNU OKa3aHWs TOCYJAapCTBEHHOW YyCIyTd B WH()OPMAIMOHHYIO CHCTEMY MOHUTOPHHTA
OKa3aHMsl TOCYJapCTBEHHBIX YCIYr B COOTBETCTBUM ¢ [IpaBuiamMu BHECEHUs INAaHHBIX B
MHPOPMAIMOHHYI0 CUCTEMY MOHUTOPHMHIA OKa3aHUsl FOCYJAapCTBEHHBIX YCIYT O CTaauu
OKa3aHMs FOCYIapCTBEHHOM YCIYTH, YTBEPKIACHHBIMU IIPUKA30M U.0. MUHHCTpa TpaHCcopTa
n kommyHukanuit PecyOnuku Kazaxcran ot 14 utons 2013 roga Ne 452 (3apeructpupoBaH B
PeecTpe rocyaapcTBEHHOM perucTpanMd HOPMATHUBHBIX MPaBOBbIX akToB 3a No 8555) u
€KEKBapTaIbHO HAIMPABIISIET COOTBETCTBYIOIIYIO HH(POPMAIINIO B TOCYAapCTBEHHBIN OpraH B
cdepe oOpateHust TIEKapCTBEHHBIX CPEJCTB U MEAUITMHCKUAX W3JIEITHIA.

I'maBa 3. ITopamok mpoBeACHHUS YKCIIEPTU3HI JICKAPCTBEHHBIX CPEACTB

18. DkcnepTH3a JIEKapCTBEHHOTO CPEACTBA COCTOUT U3 CIEAYIOIINX 3TAMOB:
1) HayasibHAs SKCIIEPTH3A;

2) crenuaan3upoBaHHAas HKCIIEPTU3a;

3) nabopaTtopHbI€ UCTILITAHUSI.

19. Dxcneprtusza NpOBOAWUTCA C HMCHOJB30BAHHEM DSJIEKTPOHHOM IPOTrpamMMBbI
rOCyJJapCTBEHHOM AKCIIEPTHON OpraHU3aIlii, WHTETPUPOBAHHON C €IMHOW 0a30il JaHHBIX "
Cucrtema ynpaBiieHHs JIeKapcTBeHHOTO oOecrnieueHus" EnuHol nHPOPMAIMOHHON CHCTEMBI
3/IpaBOOXPaHEHUS.

3asBUTENb MONIyYaeT UH(OPMAIIMIO O TIOPSIIKE U CTaTyce OKa3aHMs rOCyAapCTBEHHOM
yCIYTM B pEXUME YAAJCHHOrO JOCTyHa NOCPEeACTBOM "nUYHOro kKabuHera"
MH(GOPMAITMOHHONW CUCTEMBI TOCYJaPCTBEHHOM SKCIEPTHON OpraHu3allid, a TaKKe eIUHOrOo
KOHTAKT — I[IEHTPa [0 BONPOCaM OKa3aHMsI TOCYIaPCTBEHHBIX YCIIYT.

[Tpu 3TOM CcpoK 3asiBUTEIN Ha MIPEIOCTABIEHNE OTBETAa U HEOOXOAUMBIX MaTepuaioB Ha
3aMpoCkl SKCIEPTHOM OpraHu3alii UCYUCIISIETCS OT JIaThl MOJMKUCAHUS UCXOASIIEro 3amnpoca,
3aBEPEHHOT0 3JIEKTPOHHO-IIU(POBOI MOIIHUCHIO.

20. B cayuae cOos B pabotre MHPOPMALIMOHHON CHCTEMBbI WJIM MOpTaja MpH IMojaue
3asBJICHUS. W PErUCTPALMOHHOIO JIOChE HA HKCHEPTU3Y WIM NPU NPEAOCTABICHUU
JIOKYMEHTOB Ha 3alpoc 3KCMEPTHON OpraHu3alMyi Ha dTare dKCHEPTHBIX padoT, 3asiBUTEINb
U3BEUIAET CIYKOy TEXHUYECKON MOJAEPKKU rOCYIapCTBEHHOW SKCHEPTHON OpraHU3aluu
WM oreparopa MHPOPMAIMOHHO-KOMMYHHUKAIIMOHHON HHQGPACTPYKTYphI "3JIEKTPOHHOTO
MPaBUTENBCTBA" TOCPEACTBOM MPEIOCTABICHUS MO 3JEKTPOHHOM MOYTE HOMEpPA 3asiBKU U
MOIIArOBBIX CKPUHIIOTOB C MOMEHTA aBTOPU3allMU A0 MOMEHTAa BO3ZHUKHOBEHHMSI OIIMOKU C
yKa3aHUEM TOYHOTO BPEMEHU OLLIMOKH.



IMTaparpa¢ 1. ITopsanok npoBeeHNA HAYAIHHOMH SKCIICPTU3HI JIEKAPCTBEHHBIX CPEICTB

21. Ilocme perucrtpanuu 3agBICHUS W MPUEMa PETUCTPAUMOHHOTO Aochke B 1103
MIPOBOAMUTCS HayajbHAasl SKCIIEPTH3a JIEKAPCTBEHHOTO CPEACTBA B CPOKH, MPETyCMOTPEHHBIE
rnaBor 6 Hactosux [IpaBuo.

22. Ilpu HauanbHOW SKCIEPTU3E JIEKAPCTBEHHOI'O CPEJICTBA MPOBOJUTCS OLIEHKA MOJTHOTHI,
KOMIUIEKTHOCTH U MPaBUILHOCTH 0OPMIICHUS TOKYMEHTOB, MPEICTABICHHBIX 3asBUTEIEM B
PETUCTPAIIMOHHOM JO0Ch€ B OTHOIICHWH JOKa3aTelbCTB OE€30MacHOCTH, KayecTBa U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

23. B cnyyae Hanu4us 3aMEYaHUM K JOKYMEHTaM PETUCTPALlMOHHOTO JTOCHE 3asIBUTEITIO
yepe3 HMHGOPMALMOHHYIO CHUCTEMY B "IHYHBIM KaOWHET" HampaBiseTcs 3ampoc (B
MPOU3BOJBLHON (OpMe), 3aBEPEHHOE DJIEKTPOHHO-IU(POBON MOANUCHIO, C yKa3zaHUEM
BBISIBIICHHBIX 3aMEYaHUI U HEOOXOJUMOCTH UX YCTPAHEHHS B MOJHOM 00BEME B CpPOK, HE
MPEBBIIAKOIINN ECTHAECCAT KAIECHAAPHBIX THEU.

24. Ilpu He yCTpaHEHUH 3aMEYaHUI U HENPECTABICHUN OTBETA B YCTAHOBIICHHBIE CPOKH,
npeayCMOTpeHHbIe MyHKTOM 23 Hacrtosmux I[lpaBun, rocygapcTBeHHass SKCIEpTHas
OpraHu3aIvs HaMpaBIsSeT 3asgBUTENI0 yBeIOMJICHHWE (B TPOW3BONBHOW (opme) o
NPEKPALIEHUN SKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUHU C MOAIMYHKTOM 1)
nyHkra 4 crateu 239 Kognekca.

25. Tlo pe3ysipTaTaM HayajdbHOW SKCIEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA COCTABIISAETCS
OTYET HAYAIBHOM DKCIEPTU3bl JIEKAPCTBEHHOTO CPEICTBA COTJIACHO IPUIIOKEHHIO 7 K
HacTosiuM IlpaBuiiaM WM OTYET HAYaJbHOM SKCNEPTU3bl U3MEHEHUH, BHOCUMBIX B
PETUCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO CPENICTBA COMIACHO MPUJIOKEHUIO 8 K HACTOSIUM
[IpaBunam.

IMaparpad 2. ITopsmokx OpoBEACHNAA CIIENUAIM3APOBAHHON YKCIIEPTH3HI
JICKapCTBEHHBIX CPEZCTB

26. 11on0XUTENBHBIA PE3YNAbTAT HAYAJIBHOM IKCIEPTU3bI JEKAPCTBEHHOI'O CPEACTBA
SBJISIETCS. OCHOBAHUEM ISl IPOBEICHUS CIICLIUATIM3UPOBAHHOM 3KCIIEPTU3BI JIEKAPCTBEHHOIO
CPEACTBA B CPOKH, IIPETyCMOTPEHHBIE TN1aBoU 6 HacTosAmux [IpaBuit.

27. Cneunanu3upoBaHHasl SKCIEPTU3a JIEKAPCTBEHHOTO CPEJICTBA BKIIIOYAET OLEHKY
0e301acHOCTH, KauecTBa U 3PHEKTUBHOCTH U COOTHOIIEHHUS MOJIb3a-PUCK JICKAPCTBEHHOTO
CpEACTBAa Ha OCHOBAaHWM aHAJIN3a U SKCIIEPTU3bl JAHHBIX B JOKYMEHTAX PETUCTPALIMOHHOIO
JI0ChE, B TOM YHCJIE PE3yJIbTATOB JIaA0OPATOPHBIX HCHBITAHUI OOpa3IOB JIEKAPCTBEHHOTO
CpelicTBa, aHalMU3 OT4YeTa MO pe3yiabTaraM ¢(apMaleBTUUECKON MHCHEKIUU MpU
roCy1apCTBEHHOM PETUCTPALIMU JIEKAPCTBEHHBIX CPEACTB, 4 TAKKE OLICHKY PallMOHAIIBHOCTH



KOMOMHAIIUY JEHCTBYIOIIUX BEIECTB B COCTABE JIEKAPCTBEHHOT'O CPEACTBA B COOTBETCTBUU C
[lepeunem HepaMOHAIBHBIX KOMOWHAIIMN JIEKAPCTBEHHBIX CPEJICTB COTJIACHO MPHIIOKEHUIO
9 k nacrosiuM I[IpaBunam.

28. Crnenuanu3upoBaHHas 3KCIEPTU3A JIEKAPCTBEHHOTO CPENICTBA OCYLIECTBISETCS
IPYIION 3KCHEPTOB IOCYJAPCTBEHHOW 3KCIEPTHOM OPraHM3aldH C MPUBJIECYEHUEM (IIpU
HEO0OXO0IMMOCTH ) BHEIITATHBIX MPOMUIBHBIX SKCIIEPTOB.

29. Ilo pesynpraTaM H3y4EHHS ITOKYMEHTOB PETMCTPALMOHHOIO JIOChE Ha JTale
CIELMAIU3UPOBAHHON S3KCIEPTU3bl 3asiBUTEII0 HAIPaBJISIETCS CBOJHBIA 3ampoc (B
MPOU3BOJBLHON (QopmMe) Mo Oe30MacCHOCTU, KayecTBY M 3((PEKTUBHOCTH JEKAPCTBEHHOTO
CpEaCTBa.

CBonHbBIN 3ampoc, BKIIOYas 3aMe4aHusi K oOllel XapaKTepUCTHUKE JIEKapCTBEHHOTO
CPEACTBA, MHCTPYKLUMU MO MEJULUMHCKOMY NPUMEHEHHUIO (JIMCTOK-BKJIAJBIII), MaKeTaM
MapKUPOBKH YNAKOBKH, STUKETOK, CTUKEPOB C MapKHUPOBKON, HOPMATUBHOMY JIOKYMEHTY,
3aBEPEHHBII MOCPEACTBOM 3JEKTPOHHO-UM(POBON MOANUCH HAINpaBISETCS 4Yepes
UH(QOPMAIMOHHYIO CHCTEMY 3asBUTENI0 B "JIUYHBIN KaOuHeT" B JE€Hb MOAMUCAHUS
HCXOJSIIETO 3anpoca.

30. 3asgBUTEND B T€YEHUE IIECTUAECCATH KAJCHIAPHBIX THEW HAIpPABIISIET B MOJIHOM
o0beMe OTBET M HEOOXOJMMbIE MaTepualbl Ha 3aMpOC TOCYAAPCTBEHHOW 3KCIEPTHOU
OpraHU3alUH.

B cinyyae BO3HMKHOBEHHS IONOJHUTENIBHBIX BOIMPOCOB, KACAIOIIUXCS CBEICHUN,
IIPEJCTABIICHHBIX 3asiBUTEIIEM B OTBETE Ha MPEAIIECCTBYIOLIMN 3aMpOC, 3aBUTEIb B TCUCHUE
TPUALIATA KaJICHAApHbIX JHEW C MOMEHTAa MOJYYEHHUs 3ampoca HampabisIeT OTBET M
HEOOXOAMMBbIE MaTepualibl Ha JOMOJHUTEIbHBIA 3aMpoC TOCYIapCTBEHHOM HSKCHEPTHOM
OpraHU3alHUu.

31. Ilpu He mpenOoCTaBICHUM 3asBUTEIEM OTBETOB Ha 3alpOC TOCYJIapCTBEHHOMU
AKCHEPTHOM OpraHM3allMi B yCTAHOBJIEHHBIN CPOK coriacHo MyHKTY 30 Hactosmux [IpaBun,
a TaKXe MPEOCTAaBICHUU HEIMOJHOTO OTBETa U HEOOXOAMMBIX MAaTEpPHATIOB COCTABISAETCS
OTPULATENILHBIA CBOJAHBIM OTYET JKCIEPTOB IO OLEHKE JIEKAPCTBEHHOIO Ipernapara u
MaTepualbl HaMpaBISIIOTCS B DKCHEPTHBIM COBET JJIsI MPUHATHUS penieHus o0 OTKaze u
IIPEKPALLEHUH SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA.

OKCHEPTHBIM COBET PAacCMATPUBAET IMOCTYNHUBIINE MaTEPUabl €KEMECSYHO, U
pe3yJIbTaThl PEUIEHUS C YKAa3aHUEM INPUYHMH HAMNPABISAIOTCSA 3asBUTENIO B TEUEHUE JIECATH
KaJICHJAPHBIX JHEU.

32. I1o pe3yibTaTaM CHENHAIM3UPOBAHHON dKCIIEPTU3BI cocTaBisieTcss CBOAHBIN OTYET
HKCIIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO Mpemnapara 1no ¢opMe corjacHo npuioxenuto 10
HacrosmuM [IpaBunam u CBOAHBINM OTUET 3KCIIEPTOB MO OLIEHKE JIEKAPCTBEHHOI'O IIpenapara
IIPU HW3MEHEHUSX, BHOCHUMBIX B PETMCTPALIMOHHOE JOChE COTJACHO INPWIOKEHUI0 11 k



HactoamwuM [IpaBunam. B ordere sKCnepToB MO OLEHKE JIEKAPCTBEHHOTO Ipernapara
OTpPa)KarOTCsl BCE aCMEKThl 0€30MacHOCTH, KauecTBa M 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara.

[Ipu oTpuLaTeNbHBIX pe3yJibTaTax AKCIEPTU3bI IKCIEPTHAS OpraHU3alUsl HAIMpaBJseT
3asIBUTEINIO PEIIEHNE DKCIEPTHOTO COBETA C YKA3aHUEM MPUYUH.

IMTaparpad 3. ITopsamok npoBeaeHNS Ta60PaTOPHBIX HCIILITAHMH JTEKAPCTBEHHBIX
CPEICTB

33. B ciiy4ae MoioKUTEIBHOTO OTYETa CEUAIM3UPOBAHHON SKCIEPTU3BI TPOBOIATCS
nabopaTOpHBIE UCTIBITAHUS JIEKAPCTBEHHOTO CPEJICTBA B CPOKH, TIPETYCMOTPEHHBIE TJIaBOU 6
HacrosAmux [Ipasuir.

34. JlabopaTopHble HCHBITAHUS JEKAPCTBEHHOTO CPEICTBA OCYIIECTBISIOTCS B
UCIIBITATEIbHBIX JIA00PATOPUSAX TOCYJAPCTBEHHOM HKCIEPTHOW OpraHu3aluu B IEJsIX
MOATBEPKICHUSI COOTBETCTBUS IOKa3aTesleil 0e30MacHOCTH M KadecTBa JIEKAPCTBEHHOTO
CpEIICTBA U BKJIFOYAIOT:

1) aHanu3 aHaTUTUYECKOTO HOPMATUBHOTO IOKYMEHTA JIEKAPCTBEHHOI'O CPEACTBA B YaCTH
METOJUK MPOBEICHUS UCTIBITAHU;

2) ucnbITaHUE 00Pa3IIOB JICKAPCTBEHHOTO CPEICTRA;
3) omnpenenieHue BOCIPOU3BOAMMOCTA METOAUK aHAIU3a.

HcnbiTanue o0pa3loB JIEKAPCTBEHHBIX CPEJCTB C HMCIOJIb30BAaHUEM KOMILIEKCa
(U3UKO-XUMUYECKUX, OHOJOTUUECKUX WCCICAOBAHUI HANPaBICHO Ha OMpEICIICHUE
KOJMYECTBEHHOTO W KAaue€CTBEHHOI'O COJEpKaHUsA JEUCTBYIONIUX M BCIIOMOTaTEIbHBIX
BEILECTB, PUMECEH, a TAK)KE CTENIEHU OMOJIOTUYECKON 0€30MacHOCTH (MUKPOOHOIOrnYecKast
YUCTOTA, TOKCUYHOCTb, TUPOTEHHOCTH ).

Onpenenenne BOCHPOU3BOAMMOCTA METOJUK aHaln3a MO KOHTPOJI KayecTBa
JIEKapCTBEHHOT'O CPEJCTBA OCYILIECTBISICTCS B LIEJSIX MOJATBEPKACHUS UX COOTBETCTBUS,
MIPEYCMOTPEHHBIX HOPMATUBHBIM IOKYMEHTOM 10 Ka4eCTRY.

35. JJaGopaTopHbIe UCTIBITAHKS HE IPOBOASITCS TPU:
1) mepeperucTpalyu JIEKapCTBEHHOTO CPECTRA;

2) sKCHepTU3€e JIEKAPCTBEHHOI'O CPEACTBA, Mpou3BeaeHHOro B crpanax peruona ICH (
AiiCuldiiu), B Pecnybnuke Kazaxctan B coorBercTBuM ¢ GMP PK u wumeromero
perucTpaunoHHoe 1ocke B popmare OOLIEro TEXHUUYECKOTO T0KYMEHTA;

3) osKcrmepTHu3e JEKapCTBEHHBIX CPEACTB, MPEKBATU(GUIIMPOBAHHBIX BceMupHoi
OopraHu3aluen 31paBOOXpPaHEHUS;

4) yCKOpEHHOM 3KCIIEPTU3E JICKAPCTBEHHBIX CPEICTB.
36. B ciyuyae BbIsBIEHUSI 3aMEYaHUM MPHU MPOBEICHUU J1aOOPATOPHBIX MCIBITAHUN
3agBUTEIIO Yepe3 HHPOPMAIIMOHHYIO CUCTEMY B "THYHBIA KaOWHET" HaMpaBIsSIeTCs MUCHMO C



yKa3aHHUEM BBISIBICHHBIX 3aMEYaHUi U HEOOXOJUMOCTH UX YCTPAHEHHUS B MTOJIHOM 00beME B
CPOK, HE MPEBBIIAIONINN IEBIHOCTA KAIECHIAPHBIX THEU.

37. llpu He NpenoCTaBICHUM 3aABUTEIEM OTBETOB BBICTABICHHBIE B IHCHME
rOCY/IapCTBEHHOM 3KCIEPTHOW OpraHU3aldM 3aMEYaHus B YCTAHOBJIIEHHBIA CPOK COTJIACHO
nyHKTy 36 HacTosmumx [IpaBui v oTpULATENbHBIX PE3yJIbTaTaX JIA0OPATOPHBIX MUCIBITAHUN
MaTepualbl HAMpaBISIOTCS B DKCHEPTHBINM COBET JJIsI MPUHATHUS penieHus o0 OTKaze u
IIPEKPALLEHUH SKCIIEPTU3BI JIEKAPCTBEHHOIO CPEJCTBA.

38. Ilo pe3ynapraTaM na0OpPaTOPHBIX HUCIBITAHWNA JIEKAPCTBEHHOTO CPEICTBA
UCIIBITATENbHOM J1abopaTopuell COCTaBIsAETCS MPOTOKOJ UCTBITAHUNA MO (OpME COrJIacHO
npuioxenuto 12 k HacrosiuuMm [IpaBunam.

39. B caydasix HEBO3MOXHOCTU IPOBEAECHUS JA0OPATOPHBIX MCIBITAHUN 00pa3loB
JIEKapCTBEHHBIX CPEACTB B HUCIBITATEIIBHON Ja00paTOpUM rOCYyAapCTBEHHOM SKCIEPTHOM
OpraHu3alluy, B TOM YHUCIE MPU UX OTHECEHUWU K KaTeropuu opQPaHHBIX, HAPKOTUUECKHUX,
IICUXOTPONHBIX WM TMPEIHA3HAYCHHBIX JUIS JICYEHUS BBICOKO3AaTPATHBIX HO30JIOTUU
BCJIEJICTBUE MX BBICOKOM CTOMMOCTH, HEBO3MOXXHOCTH COOJIOJICHUS YCIOBHUH
TPAHCIIOPTUPOBKH yYKa3aHHBIX 00pa3ioB Ha TeppuToputo Pecnybnuku Kazaxcran u (wim) ux
XpaHEHUH, OTCYTCTBUM CIIELIMAIBHOTO OOOPYJOBAaHUS U PACXOJHBIX MaTepuagoB B
DKCIEPTHOM OpraHM3aldH U B CIIy4asX, €CJIM HOPMAaTHUBHBIMHU JOKYMEHTaMHU IO Ka4e€CTBY
MPOAYKIIUM YCTAHOBJICHBl HCIBITAHUS, CBSI3aHHBIE C OOJBIIMMH 3aTpaTaMHU CPEICTB
IPOU3BOIAUTENS, TOPOTOBU3HON 00pa3loB, ¢ oOpa3aMu, TpeOYIOIHUMH OCOOBIX YCIOBHIA
TPAHCHOPTHUPOBKH, CHEHU(PHUUIECKOr0 OOOpYJOBAHUS M BCIIOMOTaTENbHBIX CPEACTB
7a00paTOpPHBIE HUCIBITAHUS TPOBOMASTCS B MPUCYTCTBUU IMPEACTABUTEIEH HKCIEPTHOM
OpraHu3alid B Ja0OpAaTOpPUU KOHTPOJS KayecTBa MPOU3BOAUTENS WIM B KOHTPAKTHOU
71a00paTopuu, UCTIOIb3yEMON IPOU3BOAUTEIIEM.

[To pesynpratam 1a0OpATOPHBIX UCHBITAHUM cocTaBigeTcss OTUeT O pe3ysbTaTax
MPOBEJCHUS JIaOOPATOPHOTO UCTIBITAHUS B JJAOOPATOPUH KOHTPOJIS KauyeCcTBa MPOU3BOAUTENS
WM B KOHTPAKTHOM 1ab0paTopuu, UCIONb3yEMOI MTPOU3BOAUTENIEM COTIACHO MPUIIOKEHHUIO
13 x HacrosiuMm I IpaBuiam.

40. B ciayuyae HEBO3MOXKHOCTHU MPOBEJEHUS TA0OPATOPHBIX UCTIBITAHUM JIEKAPCTBEHHOTO
CpeICTBa MO OTAEIBbHBIM IMOKa3aTeNsIM, Ja00opaToOpusl SKCIEPTHOW OpraHU3aluu MPU3HAET
pe3yJbTaThl JIAOOPATOPHBIX MCIHBITAHUM MO OTACJIBHBIM IIOKAa3aTeNsiM, YKa3aHHBIM B
ceptudukate (IPOTOKOJIE) aHATK3a MPOU3BOAUTENS 10 peleHuto JkcreptHoro Cosera.

I'naBa 4. Ilopsamox (opMHUpOBaHHA PE3YIHTATOB MIPOBEACHHOM SKCIIEPTH3EI
JIEKapCTBEHHEBIX CPE/CTB

41. Ilo OKOHYAHUU BKCNEPTHU3bl (HAYAIBHOM HKCHEPTHU3BI, CHEUUAIU3UPOBAHHON
DKCTIEPTU3BI U JTAOOPATOPHBIX WCIBITAHHI) 3asIBUTEIh B TCUCHUE TPULATH KaJICHIAPHBIX
JTHEH, He BXOJAIIUX B CPOK MPOBENEHUS HKCIEPTU3BI COTIACOBBIBAET C TOCYJapCTBEHHOMN



HKCHEPTHOW OpPraHM3alMeil B 3JIEKTPOHHOM BHUJE MO MHIAMBHIYAJbHOMY MapoOJI0 4epe3

JUYHBIM KaOMHET WM TyTeM NpeaoCTaBlIeHUs] JIMCTa corjacoBaHus oOmue (
aIMUHHCTPATUBHBIE) CBEICHUS O JIEKAPCTBEHHOM IIpENapare, UTOTOBbIE TOKYMEHTHI (
HOPMATUBHBIA JOKYMEHT MO KayeCTBY, MHCTPYKIMIO MO MEIUIUHCKOMY NMPUMEHEHUIO U

MaKeTOB MapKHpPOBKM YNAKOBKH, 3TUKETOK, CTHUKEPOB C MapKHpPOBKOIl), B TOM 4YHCIIE

KOPPEKTHOCTh 3aHECEHHBIX JAaHHBIX WM TPU BBISIBICHUM HECOOTBETCTBUS OOHOBJICHUS

UTOTOBBIX TOKYMEHTOB.

CornacoBaHue OCYIIECTBIISAETCS B 3JIEKTPOHHOM BUJE M0 MHMBUIYAIbHOMY IAPOJIIO
yepe3 JIMYHBIN KaOMHET UM yTeM MPEJOCTABICHHUS JINCTA COTJIaCOBaHUSI.

B cirydyae oTcyTCTBUS COINIACOBAHMSI 3aIBUTENIEM IO HCTEUEHNUH TPUALATH KaJICHIAPHBIX
JTHEN ¢ JaThl OKOHYAHMS SKCIEPTU3bI CBEJIEHUN O JEKapCTBEHHOM CPEJICTBE, 3aKIIOYEHUE O
6e3omacHoOCTH, KadecTBe 1 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO CPeACTBA (hOPMHUPYETCS O€3 ero
COTJIACOBAHMSI.

42. Ilo pesynpTraTtamM MNPOBEIEHHOM JKCIEPTHU3BI JIEKAPCTBEHHOI'O CPEACTBA
roCyJJapCTBEHHAsl DKCIIEpTHAsi OpraHU3alldsl COCTaBIISIET 3aKJIIOYEHHE O 0e30MacHOCTH,
KadecTBe UM A()PEKTUBHOCTU JEKAPCTBEHHOT'O CPEACTBA, 3asBICHHOTO Ha 3KCIEPTHU3Y
corjacHo mnpuioxxkeHuto 14 k HacrosmuMm [lpaBunam u 3akirodeHue O O€30MACHOCTH,
KadyecTBe UM A(OPEKTUBHOCTU JEKAPCTBEHHOTO CpPEACTBA, 3asBICHHOTO Ha JKCIEPTHU3Y
W3MEHEHUH, BHOCUMBIX B PETMCTPALIMOHHOE JOChE COIIaCHO MPHUIIOKEHHUIO 15 K HACTOAINM
[IpaBunam.

Pe3ynbrar rocy1apcTBEHHOM yCIIyIM HalpaBisieTCs 3asABUTENIO B "MTWYHBIN KaOuHeT"
yepe3 HMH(POPMAIMOHHYIO CHUCTEMY HJIM TOpTal B (OpME DIEKTPOHHOTO JTOKYMEHTA,
YIOCTOBEPEHHOT'0 3JEKTPOHHOU nudpoBoit noanuceto (ganee — D) ynmomrHoMoueHHOTO
JIMLIA TOCYJapCTBEHHOW 3KCIIEPTHON OpraHU3alUu.

43. T'ocynapcTBeHHas 3KCIEpTHAsl OpraHu3alus HampaBiseT B AJEKTPOHHOM BHJE C
ANEKTPOHHO-UU(PPOBON MOAMUCHI0 PYKOBOAUTENS (WJIM YINOTHOMOYEHHOIO JUIA) U
OTBETCTBEHHBIX JIMII, MPOBOJAMUBIINX IKCIEPTU3Y, B TOCYAAPCTBEHHBIN OpraH:

3aKJII0UeHuE 0 Oe30MaCHOCTH, KauecTBE U 3()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPE/ICTBA;

oOIIyI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO CPEACTBA, HHCTPYKIHUIO MO MEIUIIMHCKOMY
MIPUMEHEHHIO JIEKaPCTBEHHOI'0 Ipenapara (JIMCTOK-BKJIAAbIII) HAa Ka3aXCKOM M PYCCKOM
A3BIKaX, pa3padaThIBAEMYIO B COOTBETCTBUU C MOPSIAKOM YCTAHOBIEHHBIM TyHKTOM 4 CTaThU
242 Kopaekca 1 cOriacoOBaHHYIO 3KCIIEPTHOM OpraHu3aluei;

MaKeThl yHaKOBOK, TUKETOK, CTUKEPOB JIEKAPCTBEHHOI'O CPEJICTBA, HAa Ka3aXCKOM H
PYCCKOM SI3bIKaX, COIVIACOBAHHbBIE AKCIIEPTHON OpraHu3anue.

44. 3axmroueHue o 6€30MacHOCTH, KauecTBe U 9(PPEKTUBHOCTU JIEKAPCTBEHHOTO CPEICTBA
JNEHUCTBUTEIBHO CTO BOCEMBJIECAT KAJIICHIAPHBIX JHEW. B cilyyae ucTeueHus: Cpoka JeriCTBUs
3aKJIOYEHUS, 3asBUTENb MOBTOPHO IOJAET 3asBJICHUE, AOKYMEHTHlI M MaTepUalibl Ha
OPOBEICHUE JKCIEPTU3bl JIEKAPCTBEHHOIO CPEACTBA, MPEIYCMOTPEHHBIX B IYHKTE &
Hactosimux [IpaBuo.



45. Iyt nekapCTBEHHBIX CPENCTB OTEYECTBEHHOI'O NMPOU3BOJICTBA, MPOU3BOIUMBIX IS
AKCIIOPTA U BHYTPEHHETO PhIHKA CTPaHbI MO pa3HbIMU TOPTOBBIMU Ha3BaHUSMHU, SKCIIEPTU3A
MPOBOJUTCS C BblAauel OJTHOTO 3aKIIOUYEHUs OE30MaCHOCTH, KauecTBe U 3(P(PEKTUBHOCTU
JIEKapCTBEHHOI'O CPEJICTBA.

46. OCHOBaHUAMHU BBIJIAYM OTPUIATEIBHOTO 3aKJIIOUYEHHUS O O€30MacCHOCTH,
7 ()EKTUBHOCTH U KAYECTBE JICKAPCTBEHHOTO CPEICTBA SIBIISIOTCS:

1) HenmpeacTaBIeHHE MOJTHOIO KOMIUIEKTa PETMCTPALMOHHOIO J10ChE MOCHE BbIIAYU
3aMEUaHUi 3asBUTEII0 B MPOILIECCE MPOBEACHUS SKCIEPTU3bl B CPOKH, YCTAHOBIICHHBIE
HactosuMH 1IpaBunamuy;

2) mpeACTaBJICHUE 3asBUTENIEM HEJOCTOBEPHBIX CBEJCHMUIA;

3) OTHOIIEHHE 0KUJIAEMOM TOJIb3bl K BOBMOXKHBIM PUCKAM, CBS3aHHBIM C IPUMEHEHHUEM
JIEKapCTBEHHOTI'O IIpenapara, He SIBISETCS 0JIarOnpUsTHBIM;

4) Oonee HU3KHE IMOKa3aTeNIM KayecTBa M 0€30MaCHOCTH, PEriaMEeHTHPOBaHHBIE
l'ocynapctBennoit ¢apmaxoneeir Pecnyonuku Kazaxcran wunm  dapmakonesimu,
NpU3HAHHBIMU JEHCTBYIOMMMU Ha TeppuTopun Pecnybnuku KazaxcraH, uiu B CpaBHEHUH C
paHee 3aperucCTpUPOBAHHBIMU aHAJIOTAMU;

5) Hanu4Ke B COCTaBE JEKAPCTBEHHOIO CPEJCTBA BEIIECTB U MAaTEPUAIIOB, 3aIPEILEHHBIX
K npuMeHeHuto B Pecniyonuke Kazaxcran;

6) HaJIM4Ke B COCTaBe TBEPABIX JIEKAPCTBEHHBIX (DOPM KOHCEPBAHTOB;

7) nmony4eHue OTPHULATEIbHBIX PE3yJIbTAaTOB OJHOTO M3 ATANOB 3KCIEPTU3BI U (KIIN)
OTPHUIATEIBHBIX 3aKIIOYCHHUH SKCTIEPTOB MPO(PUIBHBIX OPTaHU3AIIHIA;

8) HecooTBETCTBUE (PAKTHUECKUX YCIOBUM MPOM3BOJCTBA M CUCTEMBI OOECIeUeHUS
KauecTBa YCJIOBHUSM, OOECIEUMBAIOIIMM 3asBICHHYIO 0€30MacHOCTh, 3(PPEKTUBHOCTh H
Ka4yecTBO, 10 pe3yJibTaTaM OLEHKU CUCTEMbI OOECIIeUeHus KauecTBa;

9) oTka3 3asBUTENS OT OPraHM3alMU MOCEIIECHUs NMpeanpusaTus (IpOU3BOJCTBEHHOM
IJIOIIAJIKH) C LEJIbI0 OIEHKH CHCTEMbl OOECIEUYeHHs] KadecTBa B COOTBETCTBUHU C
TpeboBaHMsIMU 3akoHOAaTeNbcTBa Pecnyonuku Kazaxcran;

10) BbIIBIIEHUE HEPAIIMOHATBHBIX KOMOMHAIIUM JIEKAPCTBEHHBIX CPEJ/ICTB;
11) 3asBuUTEenEeM HEe J0OKa3aHa KIWHWUYEcKas 3(PEKTUBHOCTh U 0€30MacHOCTh
JIEKapCTBEHHOT'O IIpenapara;
12) ka4ecTBO JIEKAPCTBEHHOTO Mpenapara He MOATBEPK/ICHO;

13) nokazaHHOe HEOJAronmpusiTHOE COOTHOIIEHHE "MOJIb3a-pUCK'" WIIU BBISIBICHHOE
OTCYTCTBUE TepaneBTUYECKOW A(HPEKTUBHOCTH MPU COOJIOJACHUU YCIOBUNM MPUMEHECHHS
JIEKapCTBEHHOTO TMpenapaTra, ONUCAHHBIX B YTBEPKICHHOM 0OIIell XapaKTepHCTUKE
JIEKapCTBEHHOTI'O IIpenapara B MOCTPErUCTPALMOHHBINA IEPUOL;

14) ycrtaHoBiIeHHbIE MO AaHHBIM (apMakoHaA30pa (akThl, yKa3bIBAIOIIUE Ha
HEOIaronpuaATHOE COOTHOILIEHHE ''TOJIb3a-pUCK" JIEKapCTBEHHBIX CPEACTB, B TOM YHUCIE



MPEBBIIIEHUE YaCTOThl PENOPTUPOBAHUS HEXKENATEIbHBIX pPEAKIUid MO CPABHEHUIO C
JTAHHBIMHU, YKa3aHHBIMU B YTBEPXKJICHHOU OOIIel XapaKTEpUCTUKE JIEKApCTBEHHOTO
npenapara;

15) HECOOTBETCTBHE KAauYE€CTBEHHOTO W KOJHMYECTBEHHOI'0 COCTaBa Ipernapara
3asIBJICHHOMY WJIM HEOJHOKPATHOE HECOOTBETCTBHE KaueCTBA JIEKAPCTBEHHOIO Mpenapara B
NEPUOJ] €ro oOpallleHHs Ha PhIHKE 3asiBICHHOMY Ha MOMEHT €ro PerucTpaluu;

16) HeBBINIOJIHEHUE JEpKaTEIEM PErUCTPALIMOHHOTO YIOCTOBEPEHUSI 0053aTEILCTB MO
(bapmakoHaI30py;

17) BHOCHMBIE U3MEHEHHUSI OKa3bIBAIOT OTPUIIATENILHOE BJIMSIHUE HA COOTHOLIEHuEe "
M0JIb3a-pUCK" JIEKAPCTBEHHOIO Mpenapara.

47. B caydasx OTpPULATEIBHOTO 3aKJIIOYEHHS O O€30MaCHOCTH, KaueCTBE H
() PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJACTBA WM OT3bIBAa 3asIBUTEJIEM 3asBIICHHUS Ha
AKCIIEPTU3Y TOCNIe Havyasla MPOBEACHUS SKCIEPTHU3bI, CTOMMOCTh MPOBEJACHUS IKCIEPTHBIX
paboT 3asIBUTENIO HE BO3BPAIAETCS.

48. 1o pe3ynbTataM SKCHEPTU3BI TOCYJAPCTBEHHAS SKCIIEPTHAsL OpraHu3aius GopMUpyeT
CBOJIHBIN OTUET MO OE30MaCHOCTH, Ka4eCTBY U A((PEKTUBHOCTH JICKAPCTBEHHOTO TIpernapara B
COOTBETCTBUU C MpmiioxkeHueM 16 k HacrosmM [IpaBunam, He KoH(DUICHIIMAIbHAS YaCTh
KOTOPOT'0 pa3MeIIaeTcsi Ha MHTEPHET-PECYPCE TOCYAAPCTBEHHON HKCIIEPTHON OpraHu3anuu.

49. Tlocne 3aBepuI€HHS] MPOLEAYPHI AKCIEPTU3BI T'OCYAAPCTBEHHAS AKCIIEpTHaA
opranuzaius GOpMHUpPYET AIEKTPOHHBIA APXMBHBIN 3K3EMIUISIP PETHCTPALIMOHHOTO JOChHE,
coAepkalluii JOKYMEHTBHl W MaTepUasibl pe3yjbTaTa AKCIEPTU3bl (JIOMOJHUTEIbHbBIC
MaTepualbl, MPEJICTaBICHHBIE 3asgBUTEIEM IO 3aMpOCy TOCYAapCTBEHHOW SKCHEPTHOM
OpraHU3alliy, 3aKII0UCHHE HaYalbHOU IKCIEPTU3bI (BAIMIAIIMU PETUCTPALIMOHHOTO JTOChE),
3aKJIFOUYUTEBHBIM CBOJIHBIM OTUET JKCHEPTOB IO KPUTUUYECKOW OLIEHKE JIEKAPCTBEHHOTO
npemnapara, NPOTOKOJIbI HCHBITATEILHOW JabopaTopuu), 3akiIoueHue o 0e30MacHOCTH,
Ka4ecTBY U J(DPEKTUBHOCTH, OOIIYI0 XapaKTEPUCTHKY JEKApPCTBEHHOTO CpPEJCTBa,
WHCTPYKIIUIO 110 MEIUIIMHCKOMY NMPUMEHEHHUIO (JIMCTOK-BKJIAJIBIIT), HOPMATUBHBIN JJOKYMEHT
[0 Ka4eCTBY JIEKAPCTBEHHBIX CPEJCTB, 3aPErUCTPUPOBAHHBIC MAKEThl YIIAKOBOK, STHUKETOK,
CTUKEPOB, XpaHSIIHECs B JJIEKTPOHHOM apXUBE.

Bo BpeMst aeiicTBUSI pEeruCTPallMOHHOTO YJOCTOBEPEHUSI apXUBHOE PETUCTPAIMOHHOE
J0ChE, JOTMOJHSIETCS PEruCTPAllMOHHBIM J0Che, MOJAaHHBIM Ha BHECEHHWE HW3MEHEHHH,
COJIEp KaIllM JIOKYMEHTBI U MaTepHUAJIbl PE3YIbTATOB SKCIIEPTHU3HI.

PeructpainOHHOE 10ChE XPAHUTCS B DIIEKTPOHHOM apXUBE Ha 3JEKTPOHHOM HOCHUTEIIE B
TEUEHUE JICCATH JIET.

I'naBa 5. OcoO€HHOCTH MPOBEAECHUA SKCIIEPTH3HI JICKAPCTBEHHBIX CPEACTB

50. Pa3baCcHEHUS WM YTOYHEHHUS, BOSHUKAIOIINE B NIEPUO]] TPOBEACHUS IKCIEPTU3I
MEXY IOCYJJapCTBEHHOW YKCIEPTHOM OPraHU3alUEN U 3asBUTEIEM, OCYILIECTBISIOTCS ITyTEM



(bopMHUpPOBaHUS IIEKTPOHHOTO JOKYMEHTA 10 WHANBUIYyAIBHOMY TApOJIIO 3asBUTENS Yepes
MHPOPMALIMOHHYIO CHUCTEMY C DBJIEKTPOHHO-IU(POBON NOANUCHIO 3adBUTENS U
roCy1apCTBEHHOM SKCIIEPTHOW OpraHU3alNH.

Ha Bpems mpenocTaBieHus: 3asBUTENIEM 3alpallliBaeMbIX JTOKYMEHTOB JKCIEpTHU3a
MIPUOCTAHABIINBAETCS.

51. B pamkax skcnepTu3bl rocyJapCTBEHHAsl SKCIIEPTHAsI OPraHU3alus OCYIIECTBIISET
MPOBEPKY AayTEHTUYHOCTH IEepeBOJA WJIM IEPEBOJ Ha Ka3axXCKUM A3bIK 00mien
XapaKTEPUCTHUKHU JIEKAPCTBEHHOTO CPEACTBA, HHCTPYKILIHMH 110 MEAULIUHCKOMY MPUMEHEHHUIO (
JIMCTOK-BKJIAJIBIII ), MAKETOB MAPKUPOBKHU YIIAKOBKH, STUKETOK, CTUKEPOB C MaPKHUPOBKOM.

52. Undopmarys B UHCTPYKIMH 110 METUITMHCKOMY MPUMEHEHHIO (JIMCTOK-BKJIA IBIII)
OpUTMHAJIBLHOTO JIEKAPCTBEHHOTO Mpenapara, npeanaraeMoi s Pecnyonuku Kazaxcran
COOTBETCTBYET HMH(OpPMAIUU, H3JI0KEHHOM B 0OIIEH XapaKTEpUCTHKE JIEKapCTBEHHOIO
npenapara 0JoOpEHHON yIOJTHOMOUYEHHBIMU OpraHaMU CTPaHbI IPOU3BOIUTEINS WM CTPAHbBI
JEPKATENs] pETUCTPALIMOHHOTO YIOCTOBEPEHUS.

B 001eii xapakTepucTUKE JEKapCTBEHHOTO CPEICTBA, MHCTPYKIIUU MO0 METUIIMHCKOMY
MPUMEHEHHUIO JIEKAPCTBEHHOTO IpenapaTta (JIMCTOK-BKIIAJBIII) OTpa)xaeTcss UHPOpMaIUs O
BCIIOMOTATEIbHBIX BEIIECTBAX, HOMUHAJIBHOM MX COJIEPKAaHUU B JIEKAPCTBEHHBIX Mpenaparax
, @ TAK)KE OTPaHUYECHUS] TPUMEHEHUS JIEKAPCTBEHHOT'O Mpernapara coriacHO MpUiIoKeHuto 17
K HactosiuM [IpaBunam.

53. O6u1as xapakTepUCTUKA JIEKAPCTBEHHOI'O CPEJICTBA, UHCTPYKLHUS IO MEAUIIMHCKOMY
MPUMEHEHUIO (JINCTOK-BKJIAABIII) BOCIIPOU3BEACHHOTO, OMOAHATIOTUYHOIO JIEKAPCTBEHHOTO
mpenapata COOTBETCTBYET OOIIeHd XapaKTEPUCTUKE OPUTHHAIBHOIO JIEKapCTBEHHOTO
npemnaparta. B ciyyae oTiIMYMS B HHCTPYKUMU [0 MEIULMHCKOMY MPUMEHEHHUIO (
JUCTOK-BKJIA/IbIII) BOCIPOU3BEACHHOIO, OMOaHAJIOTMYHOTO JEKapCTBEHHOI'O Mpernapara oT
OpUTMHAJILHOTO Mpernapara Mo MoKa3aHWsM K NMPUMEHEHHUIO B CTOPOHY PACIIMPEHHS, WU
peXUMa 103UPOBAHUS WIN MMYTH BBEICHUS MPENOCTABISIOTCS PE3YIbTAaThl COOTBETCTBYIOIIUX
KJIIMHUYECKUX HCCIIEIOBAaHU.

54. [lepxarteiib peTUCTPALMOHHOTO YIOCTOBEPEHUSI OPUTHMHAJIBHOIO Ipernapara nogaet
3asBJICHHE HA BHECEHHE M3MEHEHUWW B HMHCTPYKUIUIO MO MEAUIMHCKOMY MNPUMEHEHUIO (
JUCTOK-BKJIAJbIII) B TEUEHHE AEBSAHOCTA KaJEHIAPHBIX JHEH IMOcjae OOHOBIEHHUS OOIIeH
XapaKTEPUCTHKHU JIEKAPCTBEHHOI'O CPENCTBA B CTpPaHE NPOU3BOAUTENS WU JAepKaTems
PErMCTPALlMOHHOTO YIOCTOBEPEHUSI.

55. T'ocynapcTBeHHas dKCHEpTHAs OpraHU3alus I10CJIE BHECEHHS W3MEHEHUM B
MHCTPYKLHIO OPUTMHAJIBHOTO JIEKAPCTBEHHOTO IIpemnapara WiIH, HOPU OTCYTCTBUHU
perucTpanu OpuUrMHalbHOTO npenapata B PecnyOnuke KazaxcraH, mpu BBISIBICHUHU I10
MEXAYHAPOJAHBIM MCTOYHUKAM U pe3yJibTaraMm (apMakoHaI30pa 00 M3MEHEHUsX B oOlIei
XapaKTEPUCTUKE OPUTMHAIBHOTO JIEKAPCTBEHHOI'O Ipenapara U3BEIIAET 4Yepes
UH(OpMAIMOHHBIE PECYpChl BCEX JIepiKaTeliell pEerucTpalmoOHHbIX YJIOCTOBEPEHUMN
T€HEPUYECKUX MPEenapaToB 0 HEOOXOAMMOCTH BHECEHHUSI COOTBETCTBYIOUIMX M3MEHEHUU B



UHCTPYKIIMIO 10 MEAUIUHCKOMY TMPUMEHEHHIO (JTUCTOK-BKJIAQABINI) W OOIIYIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOT'O CPEJICTBA 4Y€pe3 MPOLEAYpPY BHECEHUS W3MEHCHUW B
PETUCTPALMOHHOE JI0OCBE€ B TEUEHHE JCBAHOCTA KAJEHIAPHBIX JHEW IOCJIE BHECEHHS
U3MEHECHUH B MHCTPYKIIUIO OPUTHMHAIBHOIO MpernapaTta WHPopMmanuu 1no 6e30macHOCTU ¢
JaThl pa3MenieHus nH(OOpPMAITUU Ha cCaiiTe SKCIIEPTHON OpraHU3aIlnH.

Jepxarenib perucTpalMOHHOrO YJIOCTOBEPEHUSI OPUTHMHAIBHOIO MpernapaTta BHOCUT
M3MEHEHUS! B MHCTPYKIIMIO 10 MEAUIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKIAIBIII) U OOUIYIO
XapaKTEPUCTUKY JIEKAapCTBEHHOI'O CpEICTBA Ha OCHOBAaHMM pPa3MEUICHHOW Ha
MH(POPMAIMOHHOM PECypce roCyAapCTBEHHOM SKCIEPTHON opraHu3aluv UHGOPMAIUU IO
HECOOTBETCTBHUSM, BBISIBICHHBIM B pe3yibTare (apMakoHaa3opa U 1O OGUIIHMATHHBIM
MEXTYHAPOIHBIM UCTOYHUKAM B TEUCHHE AEBSIHOCTA KaJEHIAPHBIX JHEW C IaThl pa3MEIICHUS
uH(OpPMAITUHU Ha CaiTe SKCTIEPTHON OpraHU3aIlnu.

56. IIpy HEBBINIOJTHEHUH YCIIOBUA, YKa3aHHOTO B NMyHKTaX 54 u 55 Hactosimux [IpaBu,
rocyJapCcTBEHHasi JKCHEpPTHAs OpraHu3ainus yBeaomisieT (B TPOU3BOJIbHON (opme)
roCyJapCTBEHHBIA OpraH B cdepe oOpalieHusi JeKapCTBEHHBIX CPEJICTB MU MEAUIIUHCKHUX
u3eui (Janee — rocy1apCTBEHHBIN OpraH) 0 HEOOXOAUMOCTH MPUOCTAHOBIICHUS JEUCTBUS
PETUCTPALMOHHOIO YIOCTOBEPEHHUS.

57. DxcnepTu3a N3MEHEHN, BHOCUMBIX B PETHCTPALIMOHHOE JOChE, OCYIIECTBISETCS Ha
JIEKapCTBEHHOE CPEICTBO B MEPUOJ ACUCTBUS PETUCTPALMOHHOIO YJOCTOBEPEHUS U HE
OKa3bIBAET OTPHUUATEIIBHOTO BIMSHHUS Ha COOTHOILICHHUE I0JIb3a-PUCK JIEKAPCTBEHHOTO
Ipernapara.

58. U3menenus kinaccuuuupyroTcs B COOTBETCTBUU ¢ [lepeyHeM BUIOB M3MEHEHUI,
BHOCHUMBIX B PETHCTPALMOHHOE JOCHE JEKAPCTBEHHOI'O CPEJICTBA COTJIACHO MPUIIOKEHUIO 18
K HactosituuM [IpaBunam Ha:

1) HecyuiecTBeHHOE u3MeHeHUe Tumna [A - (M3MEeHeHue, KOTOPOE OKa3bIBaeT
MUHUMAJIbHOE BJIUSHHUE WM HE OKa3blBaeT BIMSIHUS Ha OE30MaCHOCTb, KAa4eCTBO H
3 PEeKTUBHOCTH 3apETUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Ipernapara, MOJaHHOE B MEPHOI
JEHUCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO TIperapaTa u He TpeOyromiee
HOBOM perucTpaiun);

2) HecylecTBeHHOE u3MeHeHue tumna Ib - (u3MeHeHue, KoTopoe He MoANaAaroNIee Mo/
onpenenenus naMeHeHui tumna [A u tuma 1, He TpeOyroIee HOBOM perucTpalum);

3) 3Haunmoe u3MmeHenue tuna Il - ro0kie n3MEeHEeHHsT K MaTepualiaM PerucTPalMOHHOTO
J0Che, HE TpeOyIIIrMe HOBOW PErucTpaivi JIEKApCTBEHHOTO IIpernapara M KOTOpPBIE
OKa3bIBAIOT 3HAYUTEILHOE BIUSHHUE HAa €r0 0€30MaCHOCTh, KAYECTBO U A(D(PEKTUBHOCTE;

4) cpouHble W3MEHEHHMS, Kacaromuecs 0€30MacHOCTH JEKApCTBEHHOTO CPEACTBA -
CPOUHbIE BpPEMEHHbIE OTPAHUYEHUS, CBS3aHHbIE C OE30MACHOCTHIO MCIOJIb30BAHUS
JIEKapCTBEHHOT'0 IpErnapara, KOTOPhIE BHEAPSIOTCS 3asBUTEJIEM B CIIy4ae BBISIBIICHUS PUCKA
I OOIIECTBEHHOTO  3JI0pPOBbS MPU  MNPUMEHEHUH  3apETHUCTPUPOBAHHOTO  (
MepeperucTPUPOBAHHOIO) JIEKAPCTBEHHOTO Tpemnapara. JlepxkaTenb perucTpaliuOHHOTO



YIOCTOBEpPEHUSI B TEUEHUE [BAJLIATH YETHIPEX YacCOB YBEIOMIISIET O BBOJUMBIX UM
OTPAaHUYCHUSX TOCYJIapCTBEHHBINM opraH. Eciu B TeueHue ABaJlIaTH YEThIPEX YaCOB IMOCIIE
MOJIyYeHUsI 3TOW MHGOPMAIMU OT TOCYJAaPCTBEHHOTO OpTraHa HE MOCTYIUJIO BO3PaKEHUI,
AKCTPEHHBIE OrpaHUYCHHUS], CBSI3aHHBIE C 0€30MaCHOCThIO, CUMTAIOTCS NPUHATHIMU. CpOKHU
peanu3aluy OrpaHUYCHUM OroBapUBAIOTCS AEPKATEIIEM PErUCTPAlMOHHOTO YAOCTOBEPEHUS
Y TOCY/IapCTBEHHBIM OPTaHOM.
OKCTpeHHbIE OTpaHUYEHUs, CBA3aHHBIE C 0€30MaCHOCTHIO, MHUIIUMUPYIOTCS

roCyJJapCTBEHHBIM OPraHOM IIPU HAJTMYHMH PUCKA JUIS 5KU3HU U 3JOPOBbS YEJIOBEKA.

3asiBlieHNE HA BHECEHUE U3MEHEHUH, KacalolUXCs BBEJICHHS SKCTPEHHBIX OIpaHUYeHUH (
MHUILIMUPOBAHHBIX JAEPKATEIEM PETHCTPALMOHHOTO YAOCTOBEPEHUS WIH TOCYJapCTBEHHBIM
OpraHoM), MOJAeTCs JIepKaTesieM PETUCTPAIIMOHHOTO YAOCTOBEPEHUS Ha pacCMOTPEHUE HE
MO3/IHEE, YEM B TCUCHUE IIECTUACCATH KAICHAAPHBIX JHEH C MOMEHTA YBEIOMJICHUS.

59. B ciiyyae BHECEHHS U3MEHEHUS, KOTOPOE HE KIACCU(PHUIIMPOBAHO B HACTOSIIHUX
MpaBwiax, 3asBUTEIb OOpAIAETCS B FOCYJAApPCTBEHHYIO AKCHEPTHYIO OpPTaHU3aIMI0 dyepe3
IpoleAypy KOHCYIbTAlMM C IEJbI0 TOJYYEHHS PEKOMEHIALMH M0 KilaccuuKaiuu
WU3MEHEHUS.

['ocynapcTBeHHast SKCEepTHAsA OpraHU3alys B TE€UEHHE TPUALATU KaJeHIAPHBIX JTHEH
MOCJI€ TOJIyYEHHS 3aIllpoca HAIMPaBIIIE€T OTBET 3asiBUTEIIO B DJIIEKTPOHHOM U (MJIM) OyMaskHOM
BHJIE.

60. IIpu BHeceHnn n3MeHeHui tumna [A:

1) 3asBUTENH IPEICTABIISACT 3asBICHUE TIO (POpME COTTACHO MPUIIOKECHUIO | K HACTOSAIIUM
[IpaBuiam U TOKYMEHTHI COTJIACHO MpHiiokeHuto 18 k HactosamuM [IpaBumnam;

2) 3adBUTENIb M3BEIIACT TOCYJApCTBEHHYIO JKCIEPTHYIO OpPTraHU3aIlMI0 B Cllydyae
u3MeHeHust tuma [A, TpeOyromero HeMeIEHHOTO HM3BEHICHUS C IEeJIbI0 HEMPEPHIBHOTO
KOHTPOJIS JIEKAPCTBEHHOTO CPECTBA;

3) nepxaTeiab PErucTpallMOHHOTO YJIOCTOBEPEHHUS B paMKaxX OJHOTO 3asBICHUS
YKa3bIBa€T O HECKOJIbKUX HECYIIECTBEHHBIX M3MEHEHUAX Tumna [A, Kacaronuxcs OJHOTO
PETUCTPAIMOHHOTO yA0CTOBEPEHHUS;

4) B cmydae BHECEHHUS U3MEHEHHM, TPeOYyIOIUX U3MEHEHUS TAHHBIX PETUCTPAIMOHHOTO
YIOCTOBEPEHUSI, TOCYJapCTBEHHBIM OPraHOM BBIJAETCA HOBOE PETUCTPAIUOHHOE
yIOCTOBEPEHUE MO/ MPEKHUM HOMEPOM Ha OCTATOYHBIN CPOK JIEUCTBUS PErHUCTPALIMOHHOTO
YIOCTOBEPEHUSI.

61. IIpu BHecennu uameHenuii tumna Ib:

1) 3asBUTENBL IPEACTABISET 3asBJICHHUE IO (POPME COTIIACHO MPUIIOKEHHIO | K HACTOSIIIINM
[IpaBuiiam ¥ TOKYMEHTHI coriacHo npriioxkeHuto 18 k Hactosimum I[IpaBuiam;

2) nepxaTelyd PEerucTPalMOHHOrO YJOCTOBEPEHHUS B paMKaxX OJHOTO 3asiBICHUS
YBEIOMJIIOT O HECKOJIBKMX M3MEHEeHUsX Thna Ib, kacarouuxcs 0JHOTO perucTpaiioHHOTO
yIOCTOBEPEHUS, WIN CTPYNIHUPOBATH OJHO UIIM HECKOJbKO M3MeHeHu# tuna Ib ¢ npyrumu
M3MEHEeHUsIMU Tuma [A, CBSI3aHHBIMU C OJHUM PETUCTPAIIMOHHBIM YAOCTOBEPEHUEM, NPHU



YCIIOBHH, YTO TaKasi FPYHIIUPOBKA COOTBETCTBYET YCIOBHUSM, IIEPEUUCIEHHBIM B ITPUIIOKECHUU
18 k HacTosimum [IpaBuiam;

3) B cllyyae BHECEHHS] U3MEHEHUH, TPEOYIOINX U3MEHEHUS TaHHBIX PETUCTPALIMIOHHOTO
yIOCTOBEPEHUSA, TOCYJapCTBEHHBIM OpPraHOM BBIJAETCS HOBOE PETUCTPALMOHHOE
YIOCTOBEPEHUE IO MPEKHUM HOMEPOM HAa OCTATOYHBIN CPOK JIEMCTBUS PETUCTPALMOHHOTO
YAOCTOBEPEHMUSI.

62. B ciaywyae BHeceHMsi uM3MeHeHus tuna lIb, Biaekyuiero 3a coboil apyrue
nocieioBaTeabHble n3MeHeHus Tuna [A u tuna Ib, momaeTca oaHO 3asiBICHUE, COAEpKaIlee
BCE MOCJIEN0BATEIIbHBIE U3MEHEHU Thna I.

63. B ciiyyae BHECEHUS 3HAUUTENIbHBIX U3MEHEeHUM Trna I1:

1) 3asBUTEBL IPEACTABIISET 3asBJICHHE IO (POPME COTIIACHO MPUIIOKEHHIO | K HACTOSIIIINUM
[IpaBuiiam ¥ TOKYMEHTHI coracHO npuiioxkeHuto 18 k Hactosimum [IpaBuiam;

2) 3asiBJIEHUE COJEPKUT OAHO M3MeHeHue Tuna II. B cnydyae BHeceHUsT HECKOIbKHUX
n3MeHennit tumna II, ornensHOE 3asBlIeHNE MOJAETCA OTHOCUTEIBHO KaXJ0r0 MU3MEHEHMUS,
KQXKJ10€ 3asIBJICHUE COAECPKUT CCBUIKM Ha JPYroe 3asBJICHUE;

3) B cinyyae ecnu u3MeHeHue Tumna Il mpuBoAUT K APYruM MoOCIeI0BaTEIbHBIM
n3MeHeHusM tuna I, 01HO 3asdBiIeHNE BKIOYAET BCE MOCIIEN0BATEIbHBIE N3MEHEHUSI BMECTE
C ONIMCAHUEM COOTBETCTBUU MEXKAY TAKMMU MOCIEI0BATEIbHBIMU U3MEHEHUAMU THIA [1.

B cnyuae ecnu n3menenue tumna Il npuBOaUT K APYTrUM MTOCIEI0BATENIBHBIM U3MEHCHUSM
Thna I, 01HO 3asBJIEHNE BKIIIOYAET BCE I1OCIJIEN0OBATEIbHBIE N3MEHEHNSI BMECTE C OIIMCAHUEM
COOTBETCTBHUM MEXK]ly TAKUMH NOCJIEA0BATEIbHBIMU n3MeHeHnssMu tuna [ u I1.

ITogaua 3asiBIeHUs Ha SKCcHepTU3y BHeceHus u3MeHenui tumna IA, Ib, II B
PETUCTPALIMOHHOE JIOChE OCYILECTBIISICTCS 3asBUTEIEM B TEUCHUE TPEX MECAIEB IOCIE
YTBEPKIACHUSI BHOCHUMBIX HW3MEHEHHMW B CTpaHE IMPOU3BOAUTENS WM JepKaTens
PETUCTPALMOHHOIO YI0CTOBEPEHHS.

64. CBOJIHBIM OTYET MO OLEHKE BHOCUMBIX U3MEHEHUN JIEKAPCTBEHHOTO IIpenapara npu
M3MEHEHMSIX, BHOCUMBIX B peructpanuoHHoe aocbe tuna I u II, He TpeOyromux HOBOM
pErucTpaIuy CoCTaBIsIeTcs o GpopmMe coriacHo npriioxeHuro 11 k HacTosmum [IpaBumam.

65. Ilo pesynapTaTaM NPOBEAECHHON SKCIEPTU3Bl T'OCYAApCTBEHHAs JKCIEpPTHAs
Opra”u3aius COCTaBJsIeT 3aKIoueHue O 0e30MacHOCTH, KauecTBe U 3P(PEKTUBHOCTHU
JICKAPCTBEHHOI'0 CPEICTBA, 3asBICHHOTO HA OJKCHEPTU3y HW3MEHEHUM, BHOCUMBIX B
perucTpanuoHHoOe 10Che Mo PopMe cortacHO NpuiiokeHUo 15 k HacTosium [IpaBunam.

I'maBa 6. Cpoku mpoBeACHMS SKCIIEPTH3HI JICKAPCTBCHHBIX CPELICTB

66. DxcnepTu3a JEKapCTBEHHOTO CPENCTBA IPU TOCYAAPCTBEHHOM pPETHCTpPALMU
IIPOBOJUTCS B CPOK, HE MPEBBILIAIONINI IBYXCOT JIECATH KAJIICHAAPHBIX JTHEW, B TOM YHCJIE:
1) HayasibHAsI BKCIIEPTH3A JIEKAPCTBEHHOTO CPEJCTBA — TPUALIATH KaJCHAAPHBIX THEH;



2) crnenuaan3upoBaHHAs IKCIEPTU3a — JEBSIHOCTO KaJeHJApPHBIX THEW (B TOM YHUCIE,
MpPOBEPKa ayTEHTUYHOCTH WJIM TEpPEBOJ] Ha Ka3aXCKUU SI3bIK OOIIEH XapaKTepUCTUKH
JEKApCTBEHHOTO CpEeJACTBA H HMHCTPYKIMU 10 MEIUIMHCKOMY TpPUMEHEHUIo (
JIUCTOK-BKJIAJIBII ), MAPKUPOBKH MaKETOB YIIaKOBKH, STUKETOK, CTUKEPOB);

3) nabopaToOpHbIC UCTIBITAHUSL — CEMBJIECAT KaJICHIAPHBIX JHEH;

4) popmupoBaHUE 3aKIIOUCHHS 0 0€30MacHOCTH, 3 ()EKTUBHOCTH M KaueCTBE — JIBAAIATh
KQJICHIAPHBIX JHEH.

67. DKkcrnepTr3a JIEKapCTBEHHOTO CPEACTBA MPU MEPEPETUCTPAIIIN TPOBOAUTCS B TEUCHUE
CTa IBAJIaTH KaJlCHAAPHBIX JHEH, B TOM YHCIIE:

1) HayasbHAs SKCIIEPTH3A JICKAPCTBEHHOTO CPEJICTBA — JIBA/IIIATh KAJICHIAPHBIX JTHEH;

2) crenuanu3upOBaHHAS SKCTIEPTH3a — JAEBIHOCTA KaJlGHJAPHBIX THEH, (B TOM YHCIE,
MOATBEPKICHUE ayTEHTUYHOCTH WJIU TIEPEBOJI HA KAa3aXCKUU S3BIK OOIIEH XapaKTePUCTUKU
JEKapCTBEHHOIO CpEeICTBA M HMHCTPYKIMU 1O MEAULUMHCKOMY MpUMEHEHUIo (
JUCTOK-BKJIAJIBII ), MAKETOB MAPKUPOBKU YIAKOBKH, STUKETOK, CTUKEPOB);

3) dbopmupoBaHHe 3aKIIOUEHUS 0 0e30macHOCTH, Y3 (PEKTUBHOCTH U KauyeCTBE — JIECATh
KaJI€HJAPHBIX JHEH.

68. DOkcmepTusza JEKapCTBEHHOrO CPEACTBAa IMPU BHECEHHM HU3MEHEHUI B
peructpaunonnoe ngocke tumna IA, tuna Ib u tuma Il ¢ mpoBeaeHumeM 1abOpPATOPHBIX
UCIIBITAHUN TIPOBOJIUTCSA B CPOK, HE TIPEBBIMIAIONINN JIEBIHOCTO KAJICHIAPHBIX JHEH, B TOM
quclie:

1) HauanmpHAas SKCIEPTU3A JIEKAPCTBEHHOTO CPEACTBA — MATHAATh KAJICHIAPHBIX THEH;

2) cnenuanu3upoBaHHasl SKCIEPTU3a — MIECTHACCAT MATh KaJICHIapHBIX JHEH, B TOM
yyciie jJabopaTOpHbIE HCTBITAaHUA (B TOM YHCIE, MOATBEPKACHHE AyTEHTUYHOCTH WIIU
MepeBO/i Ha Ka3axCKUH SA3bIK OOIIEeN XapaKTEepUCTHUKHU JIEKAPCTBEHHOI'O CPEJCTBA U
WHCTPYKIUH 10 MEIUIMHCKOMY TPUMEHEHUIO (JIMCTOK-BKJIAIBIII), MAKETOB MapKHUPOBKH
YIAaKOBKH, 3TUKETOK, CTUKEPOB);

3) dbopmupoBaHue 3aKiIIOYEHUS 0 0e30macHOCTH, I3 (PEKTUBHOCTU U KauyeCTBE — JIECATh
KaJI€HJAPHBIX JHEU.

69. DxcnepTusa JIEKapCTBEHHOTO CpEACTBa MpPU BHECEHUUM HU3MEHEHHUH B
peructpauronHoe aocke thna IA, tuna Ib u tunma II Oe3 mpoBeneHus 1abOpaTOPHBIX
UCIIBITAHUM TPOBOJUTCS B CPOK HE MPEBBIMIAIONINI MIECTUIECCATH KaJICHAAPHBIX HEH, B TOM
qHCTe:

1) HayasbHAs SKCIIEPTHU3A JICKAPCTBEHHOTO CPEJICTBA — JIECATh KAJICHIAPHBIX JTHEH;

2) cmenuanu3upoBaHHAs SKCIEPTH3a — COPOK KaJeHAApHBIX JHEH (B TOM YHCIE,
MOATBEPK/ICHUE ayTEHTUYHOCTU WJIU TIEPEBOJI HA Ka3aXCKUU S3BIK OOIEH XapaKTepUCTUKU
JEKapCTBEHHOr0 CpEeJICTBA M MHCTPYKIMU 1O MEAULUMHCKOMY MpUMEHEHUro (
JUCTOK-BKJIAJIBII ), MAKETOB MAPKUPOBKU YIAaKOBKH, STUKETOK, CTUKEPOB);

3) dbopmupoBaHHe 3aKIIFOUEHUS 0 0e30macHOCTH, Y3 (PEKTUBHOCTH U KauyeCTBE — JIECATh
KQJICHIAPHBIX JHEH.



70. YckopeHHasl 3KCIepTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOJAMUTCA B CPOKH, HE
MIPEBBIIAIONINE CEMUIECATU KaJICHAAPHBIX JHEH, B TOM YHUCIIE:

1) HavanbpHAs SKCTIEPTH3a — HE OoJiee ABAIATH KaJeHIapHBIX THEH;

2) crienManu3upOBaHHAs dKCIEpTU3a — HEe 00Jiee COpOKa KaJleHAAPHbIX THEH, B TOM YHCIIe
MOATBEPKICHUE AYTEHTUYHOCTH MEPEeBOJa MAapPKUPOBKUM MAaKETOB YIAKOBKU, ITHUKETOK,
CTUKEpPOB, O0OIell XapaKTepUCTUKH JIEKAPCTBEHHOTO CPEACTBA, HWHCTPYKLIHH IO
MEJIUIIMHCKOMY TPUMEHEHUIO (JTUCTOK-BKJIAIBIIII);

3) ¢opmupoBaHue 3akirO4YeHHUs O 0e30MmacHOCTU, dIPHEKTUBHOCTH M KAdeCTBE
JIEKapCTBEHHOTO CPEJICTBA, MPOEKTOB MUTOTOBBIX JIOKYMEHTOB IKCIEPTHU3bI JIEKAPCTBEHHBIX
CpencTB — He OoJiee ecATr KaJleHIapHBIX THEH.

71. DxcnepTu3a JEKapCTBEHHBIX CPEJICTB, YUACTBYIOIIMX B MPOIEIYpPE COBMECTHOM
npekBandukanuu BO3 mpoBoauTCsS B CPOKH, HE MPEBBIMIAIONINAE ACBIHOCTO KAJTICHIAPHBIX
THEH, B TOM YHCIIE:

1) HauanbHas 3KcnepTU3a — HEe Oosiee ABAAIATH KaJICHAAPHbBIX JHEH;

2) crienManu3upOBaHHAs dKCIIEPTH3a — HEe OoJiee MIEeCTUIECATH KaJIeHIapHBIX JHEH, B TOM
Yucie MOATBEPKACHUE ayTEHTUYHOCTHU MEPEBO/Ia MAaPKUPOBKU MAaKETOB YIIAKOBKH, dTUKETOK,
CTUKEpPOB, O0OIIell XapaKTepUCTUKH JIEKApPCTBEHHOTO CPEJICTBA, HWHCTPYKIHH 10
MEIUIMHCKOMY PUMEHEHHIO (JINCTOK-BKIIAJIBII);

3) dbopmupoBaHHE 3aKIIOYCHHUS O Oe30macHOCTH, dG(PEKTUBHOCTH W KadyeCTBE
JIEKApPCTBEHHOT'O CPEACTBA, MPOEKTOB MUTOTOBBIX JOKYMEHTOB JKCIEPTU3bI JIEKAPCTBEHHBIX
CpeacTB — He OoJiee AeCSITH KalleHAapHBIX THEH.

72. B cpoku NpoBeIeHUs IKCIIEPTU3bI JIEKAPCTBEHHOTO CPEJICTBA HE BXOJIUT:

1) Bpemsi BOCIIOTHEHUSI HEKOMITJIEKTHOCTH PETUCTPALIMOHHOTO J10ChHE;

2) BpeMsl IPeIOCTABJICHUS 3aBUTENIEM JIOKYMEHTOB U MAaTEPHAJIOB I10 3aMpOCy Ha JT000M
13 3TAMOB DKCIEPTU3HI,

3) BpeMs opraHu3aIiii 1 IpoBeieHns (papMareBTHIECKON HHCTIEKIIUU, OCYIIECTBIIEMOMN
B MOPSIIKE, PEYCMOTPEHHOM ITyHKTOM 6 ctatbu 244 Koxaekca;

4) CpoKM TIPEAOCTABICHUS OTUETAa KIMHUYECKUX HMCCIIECAOBAHUN MPU COOIIOCHUH
yCIOBHUH, ompeneneHHblx nyHkToM 11 Hacrosmux IIpaBun. Ilpu sToM cpoku
MPEJIOCTABIICHUSI OTUETa KIMHUYECKOTO0 HCCIIEIOBAaHUS HE MPEBBINIAIOT CTa BOCBMUJIECSITU
KaJICHJApHBIX JTHEH ¢ AaThl HaYalla KIIMHUYECKOTO UCCIIeI0BAHMUS;

5) opranu3zanus ¥ IpoBeAeHuEe DKCIEPTHOTO COBETA;

6) coriiacoBaHusi 3asBUTEJIEM UTOTOBBIX IOKYMEHTOB.

IIpunoxenue 1
K IIpaBHJIaM IPOBEACHHS SKCIIEPTH3HI
JICKapCTBCHHBIX CPEACTB

dopma

3asgBieHne Ha IPOBEIECHUE SKCIIEPTU3H JIEKAPCTBEHHOTO CpeICTBa*



1.

)]

Tun nponenypsl

CBeZleHHS. O PErHCTPAllMOHHOM YIOCTOBEPEHUH (
NP NePeperucTpalvid 1 BHECCHUN W3MECHCHUH B
PETUCTPAIIMOHHOE JTOCHE)

ToproBoe HaUMEHOBaHUE

TOpFOBOC HAaMMCHOBAHUC Ha JKCIIOPT (,HJ'I;I
OTCYCCTBCHHBIX HpOI/ISBO,HPITGJICﬁ)

Mexc,uyHapo;[Hoe HCIIATCHTOBAHHOC Ha3BaHHC

JlekapctBenHas gopma

Jlo3upoBka (koHIEHTpanus) (3amoyiHAeTCs Hpu
Hannuud. OObEeM 3aI0IHSETCS B YIIAKOBKE)

AHaTOMO-TEpPaNneBTUYCCKO-XUMHYECKAsI
KiaccupuKaIus

Perucrpanus

L]

Ilepepeructpanus

]

Bnecenue nsmMeHeHUM

L]

Ne perucrpanmonHoro yapocroBepenust BeiganHoro B Pecry0imke Kazaxc:

neicTBUS

Ha Ka3aXCKOM SI3bIKE
Ha PYCCKOM SI3bIKE
Ha aHTJINHCKOM SI3BIKE

Ha Ka3aXCKOM A3BbIKE Ha pYCCKOM S3BbIKC

Ha Ka3aXxCKOM SI3BIKE
Ha PYCCKOM SI3bIKE

Ha aHTJIMHCKOM SI3BIKE
Ha Ka3aXCKOM SI3BIKE
Ha PyCCKOM SI3BIKE

KOHHeHTpaHI/ISI yKaSLIBaeTCH
U OKMAKUX, MATKHUX H

ra3000pa3HbIX JIEKAPCTBEHHBIX
(opm

Kon

HaumenoBanue Ha Ka3axcKoM
SI3BIKC

HaumeHnoBaHue Ha pycckom
SI3bIKE

Ha aHI

Tun JICKAPCTBCHHOT'O CPEICTBA (SaHOHHﬂGTCﬂ JJIs1 COOTBETCTBYIOLICTO JICKAPCTBCHHOT'O ITpeIiapara, BLI6I/IpaGTC$[ TOJIBKO OOHH *

[]

OpurrHa bHBIN JIEKAPCTBEHHBIN MTpenapaT

[ ]

OIHOKOMIIOHEHTHBIH

[]

OMONIOrMYECKHUil JIEKapCTBEHHBIN MperapaT

[ ]

MHOroKOMIIOHEHTHBIH

[]

MMMYHOOMOJIOTUYECKHH JIEKAPCTBEHHBIH Mper



2)

3)

[]

[]

HOBasi aKTUBHAsI (papMarieBTHUCCKas CyOCTaHIIHS bank-npoaykr

[]

BocrnpousBeneHHbII IeKapCTBEHHBIN IIpenapaT

[]

[ ]

OIHOKOMIIOHEHTHBIH MHOroKOMIIOHEHTHBIH

[]

Bank-npoayxr

OpurrHaIbHBIA JeKapCTBEHHBIA Ipenapar:

HAaUMEHOBAaHHE JIEKapCTBEHHOTO Ipernapara, JO03MPOBKA, JIEKapCTBEHHAs
dhopma

Jiep KaTellb PErHCTPAIMOHHOTO YAOCTOBEPEHNUS (KOMITaHHSI, HAa UMsI KOTOPOH
BBIJIAHO PErHCTPALMOHHOE YJOCTOBEPEHME), NaTa PErucTpanud, HOMEp

PETUCTPALIMOHHOTO YIOCTOBEPEHHUS, TOCYNApCTBO, TZ€ 3apETUCTPUPOBAH
OpUTMHAJIBHBIN JIEKapCTBEHHBIN IIpenapaT

PedepeHTHBIN NIeKapcTBEHHBI NpenapaT Uil OTEYeCTBEHHOrO IPOU3BOAMTENSI, KOTOPBIA HCIONB30BAJICA B HCCICIOBAHH
TIPOBOIMIINCE ):

HaWMCHOBAHHE JIEKAPCTBEHHOTO Mpernapara, J03UPOBKa, JCKapCTBCHHAsI
dhopma

JiepKaTellb PErnCTPAIMOHHOTO YAOCTOBEPEHNUS (KOMITAHHUS, Ha MUMSI KOTOPOM
BBIZIAHO PETHCTPAMOHHOE YIOCTOBEPEHHE), JaTa PETHCTPAldH, HOMEp

PErUCTPaLMOHHOTO YJOCTOBEPEHUs, TOCYJapCTBO, IJie 3aperuCTpUpPOBaH
pedepeHTHBIN JIeKapCTBEHHBIH Npernapar

MpUBECTH OOOCHOBAHMS HCIOJIB30BaHMSA pe)epeHTHOrO Mpernapara MpH €ro
OTJIIMYHMHU OT OPUTHHAIBHOTO TIpenapaTa

HpHMeanMe. Pa3en HeOOXOAMMO 3aIMOHATE JIs KaXKIOr0 JICKapCTBCHHOTI'O ITpcrapara, KOTOpHﬁ HCIIOJIB30BAJICA B UCCIICIOB

[ ]

BuoananormyHsIit TekapcTBeHHBIH npenapat (broanaor)

[]

bank-npoxyxr

OpurnHaIbHBIN OMOIOTHYECKH JIEKapCTBEHHBIN TIpenapar:

HAaUMEHOBAaHUE JIEKapCTBEHHOrO Ipenapara, J03UPOBKA, JIEKapCTBEHHAas
¢dopma

JeprKaTelb PErHCTPAIMOHHOTO YAOCTOBEPEHNUS (KOMITAHMSI, HA UM KOTOPOH
BBIIAaHO PETUCTPAIMOHHOE YJIOCTOBEPEHME), AaTa PETUCTPALUU, HOMEp

PErucTpallMOHHOT0 YJAOCTOBEPCHHA, TOCYAAapCTBO, TAC 3ap€TUCTPHUPOBAH
OpI/IFI/IHaJ'ILHHﬁ J'IeKapCTBeHHLIﬁ npemnapar

PedepenTHBI OMOIOTHYECKUI JTIeKapCTBEHHBIH penapar:



4)

HalMEHOBaHHWE JICKApPCTBEHHOTO Iperapara, J03MpPOBKa, JIEKapCTBEHHas
tdhopma

JiepKaTellb PErMCTPAIIMOHHOTO YJOCTOBEPEHHs, JaTa PErUCTPALluK, HOMEp
PETHCTPAllMOHHOTO YJOCTOBEPEHUs], FOCYIapCcTBO, IJi€ 3aperHCTPHPOBaH
pedepeHTHBIN JIeKapCTBEHHBIH Npernapar

pas3nuyus 10 CPAaBHEHHUIO C ped)epeHTHBIM OHOIOTHYECKUM JICKApCTBEHHBIM
npemnapaToM (€CJId TaKOBBIE HMEIOTCS):

[ ]

['OpuHEI TeKapcTBEeHHBIH MTpenapar

[]

OOHOKOMIIOHEHTHBIN

[ ]

Bank-npoayxr

OpurvHaibHBIN JIEKApCTBEHHBIH MIpernapar:

HAUMEHOBaHWE JICKApCTBEHHOTO IIpemapara, JO3WPOBKA, JIEKAPCTBEHHAS
thopma

Jlep>KaTenb PEeruCTPallMOHHOIO yAOCTOBEPEHHUS], 1aTa PETUCTpALK, HOMEP

PETUCTPALIMOHHOTO YAOCTOBEPEHUs, TOCYJapCTBO, € 3aperUCTPUPOBAH
OPHUTHHAIBHBII JEKapCTBEHHBIH Ipenapar

[]

pa3janius B UICXOAHOM MATCpHATIC,

[]

pasnuYus B IPOU3BOJICTBEHHOM MPOILIECCE;

[]

JIpyTre TOKa3aHus K IPUMEHEHHIO;

[]

pas3nuyus B JIEKapCTBEHHOH (opme;

[]

Jpyras J103UpOBKa;

[]

(KonM4ecTBeHHbIC U3MEHEHHSI aKTUBHOM (hapm

[]

IpyToii crioco® BBEACHNUS;

a

o

yrue

[]

MHOTroOKOMITOHEHTHBIN

[]

M3MEHEHHS aKTUBHOH (apMareBTHIeCKOi cyo



5)

6)

Paznu4us o cpaBHEHMIO C OPUTHHAIBHBIM JIEKAPCTBCHHBIM IIPEMapaToM:

[]

KomOuHUpOBaHHEIH JeKapCTBEHHBINA penapaT

[ ]

HU3BCCTHaAA KOM6I/IHaHI/I$I

[]

Bank-npoaykr

OpuTrHHAIBHBIHA JEeKapCTBEHHBINA IpenapaT (B CIiydae H3BECTHOW KOMOWHAIINN)
HalMEHOBaHUE JICKAPCTBEHHOTO Ipernapara, J03MpPOBKa, JIEKapCTBEHHAs

dhopma

Jep KaTellb PEerUCTPAllMOHHOTO YJOCTOBEPEHHs, AaTa PETHUCTPALUH, HOMEP

PETHCTPALIMOHHOTO YIOCTOBEPEHHUs, TOCYNApCTBO, TZ€ 3apETUCTPHPOBAH
OpUTIMHAJIBHBIN JIEKAPCTBEHHBIN IIpenapaT

[ ]

.HCK&pCTBeHHBIﬁ mnpenapar ¢ Xopouo U3y4CHHbIM MEAUITUHCKUM NPUMCHCHUEM

[]

Bank-npoayxr

HAUMCHOBAaHWE JICKApCTBEHHOTO IIpenapara, JO3MPOBKA, JIEKAPCTBCHHAS
thopma

JiepKaTeNb PEerucTpallMOHHOIO YJOCTOBEPEHHs, JaTa PErucTpallud, HOMep
PETUCTPAIMOHHOTO YAOCTOBEPEHUSL.

[]

Jpyras JieKapcTBeHHas popma;

[]

npyrasi(ue)  mo3upoBKa(M)
(dhapMareBTHYCCKON CyOCTaHIINN);

[]

IpyToii (me) criocoO(bl) BBEICHNUS;

[ ]

npyrast (hapMakOKHHETHKa (BKJIIOYAs APYTYIO (

[]

JIpyroe rnoka3aHue K MpUMEHEHHUIO;

(KOJIMIEeCTB(

yrue

[ ]

HOBasa KOM6I/IHaIII/I$I



7)

8)

9)

10)

[]

PaagnodapmanieBTiueckuii iekapCTBEHHBIN TIpenapaT

[ ]

Bbank-npoxyxr

[ ]

panuodapmaneBTHIECKHiT HabOp

[]

IPEKypCcop paIHoHyKIHIA
HCTOYHUK PaTUOHYKINAA (TIEPBUYHBIA ¥ BTOPUYHEIN) (TIPH HATAIHN)

I'eneparop

[ ]

I'omeonaTuueckuii 1eKapCTBEHHBIN IpenapaT

] ]

HOBBI/ TOMEONATUYECKUI IIpenapar TOMEOIAaTHYECKHUH MpernapaT, BKIIOYSHHBIN B (

[ ]

PacturenbHbI IeKapCTBEHHBIN MTpenapaT

OMHOMHUHAIBHOE HayYHOE Ha3BaHUE pacTeHUs (poJl, BU, pa3HOBUIHOCTH)
HUCTOYHHK TIPOMCXOKACHUS CHIPBS (JTaOOpaTOPHBII KOM)

9aCTH NMPOU3BOASIIETO PACTCHUS

Ha3BaHWe (ONpeseNeHne) CyOCTaHIMN PacTUTENBLHOTO INPOUCXOXKACHUS U
JpyTHe Ha3BaHUs (CHHOHMMBEI, yKa3aHHbIe B PapMaKormesx)

[]

OpdanHbIl JIeKapCTBEHHBIH Tpernapar

[IpucBoeH 1 eKapcTBEHHOMY TIpenapary cratyc opGpaHHOro JIeKapcTBEHHOro npenapaTa B Pecriyonmke Kazaxcran

[]

Her

[ ]

B npomnecce paccMotpeHns

[ ]

JHa
Jlata

HOMEpP PETUCTPAlMOHHOTO YAOCTOBEPEHHUS OpP(AaHHOTO JIEKapCTBEHHOTO
npenapara



11)

12)

13)

10

11
12
13

14

15

16

17

OTKa3aHo B IPUCBOCHHUH CTaTyca OphaHHOTO JIEKapCTBEHHOTO TIpernapara
Jlara
Howmep pemenus

3asBicHNE Ha MMPUCBOCHHUE CTATyCa OTO3BAHO: JaTa

[ ]

Tpasacderp
HanmeHoBanue, agpec Mporu3BOACTBEHHON IUIOLIAAKH IEPEAAIOIIEN CTOPOHBI

[ ]

AxTuBHas (l)apMaHCBTI/I‘IeCKaH Cy6CTaHIII/I$I, IPOU3BCACHHAA HE B YCIIOBUAX GMP nmn JICKaAPCTBCHHOC PACTUTEIILHOC ChIPhE

[]

[pexBanmudpukanus BO3

IT o peunuemnrty
®dopma 0TIIycKa B CTpaHe 3asBUTEIIS

bes peuenra Bpaua
Crioco0Ob! BBEJICHUS
WNudopmanms o ycrpoiictBaM BBOIA

‘YnakoBka (3aloJHseTCs CIIUCOK 3HAYCHUN)
Bun (nmepBr4Has unu BTOpUYHast) Haumenosanue Pa3mep (npu Hanmunu) OOBEM (IIpU HATUYHN

IlepBuuHnas
IIpomexxyTouHas (TIpH HAAYIHAN)
Bropuunas

HItpux-xon BropuuyHoi ymnakoBkn (GTIN) (

YKkazaTh MTPUX-KOJ JUIST KOXKIOW JO3UPOBKH (KOHIIEHTPALIUHA
e P p ( paitim)

ITonHBI KaueCTBEHHBIN M KOJIMYECTBEHHBIN COCTAB (3aIOIHIETCS CIIMCOK 3HAYCHU)

HopMaTuBHBIN Kourpoaupyercs
P IIpousBoaurens, pompy
JOKYMCHT, MexIyHapoaHeiM Hanudaue
Tun BemectBa ( KonunuectBo Ha ., CTpaHa M ajpec
perIaMeHTHPYIOIIN . KOMUTETOM IO SJOBUTBIX
aKTHUBHOE HIIH 191970420104 MIPOU3BOICTBEHHOM
Haunmenosanue . KauyecTBO MU KOHTPOJIFO 32 BEIIECTB
BCIIOMOTaTeJIbHOE JIeKapCTBEHHON naomaaku  (Jis
®dapmakoness ¢ HapKoTHKaMu ( oTMedaercs
) (dhopmbI AKTHBHBIX BEIIECTB
yKa3zaHHeM Troja ) OTMeYaeTCs MPU  MPH HATAYIH
U3J1aHus HaJINYHN)
11 Tab. 1
cnu
AKTHBHOE I11 Tab.
2 CITMCOK
IV Tab.

Bcnomorarenbsaoe
HammeHoBaHMe akTHBHO#H (papManieBTHUECKOW CyOCTaHITUN

IpeAaraeMblii CPOK XpaHEHHUS
Cpoxk XpaHEHHsS JEKapCTBEHHOI'O

IpeyIaraeMblii Iepuo;] IpUMEHEHHs (TI0CiIe IEPBOTo BCKPBITHS KOHTEHHEpa)
cpencraa

MpejyIaraeMbIid TICpUO;] IPIMEHEHUS (TIOCIIe PACTBOPCHUS WITH Pa3BEICHIS)
YcnoBus TpaHCIOPTUPOBAHUS

npeajiaracMbi€ yCIIOBUSA XpaHCHU S



18
19

20

21

22

1.1
1.1.1
1.1.2

1.2

1.3

2)

3)

4

5)

23

VYcnoBus xpaHeHUst

npeajiaracMbli€ YCIIOBHA XpaHCHUS IMOCJIC IIEPBOIr0 BCKPBITUSA YITAKOBKHU

Peructpanus B cTpaHe-IpON3BOAMTEINE U IPYTUX CTPAHAX

Ha3zBanue ctpaHsl

Ne perucTpaioHHOT0 YJ0CTOBEPEHHUS (YKa3bIBACTCS IPU HATUYUH) Hat

Hannuue oxpaHHOTO JOKyMEHTa Ha H300peTEeHUE WU TIOJIE3HYIO MO/IENb, TOBAPHBIN 3HAK

HasBanme OXPAaHHOI'O JOKYMCHTa

IIpoussoxcTeo

Ne oxpaHHOrO JOKyMEHTa Hat
1) ITonrHOCTHIO Ha JTaHH!
2) HacTtuuHo Ha JaHHOQ

3) IToaHOCTBIO HA APYTOM NPOU3BOACTBE

IIponsBoauTens (1) IEKApPCTBEHHOTO Iperapara U y4acToK (M) IPOU3BOJICTBA (BKIII0YAsl YIACTKU TPOU3BOACTBA JIFOOOTO KO!

JIEKapCTBEHHON ()OPMBI), KOTOPBIH SBIISETCS YaCThIO JEKAPCTBEHHOTO Tperapara)

Tun MIPOU3BOAUTEIIA

IIpousBonurenn
[IpennpusiTie-ynakoBIIHK
MepBUYHAS

BTOpUYHAS

IIpousBonurens,
OCYIIECTBISIONINA  KOHTPOJIb
KayecTBa

IIpousBoauTens, OTBETCTBEHHBIN
3a BBIIIYCK CepUil

Hepxatens nuieH3un

Jepxarenb perucTpaniioHHOTO
YAOCTOBEPEHUS

3asAsBUTEND AN
MPE/ICTABUTEILCTBO

VIOIHOMOYEHHOE JIMLIO IO
OCYIIECTBICHHIO (hapMaKOHaa30pa
B PecnyOmmuke Kazaxcran

HaumenoBanue
, cTpaHa (Ha
Ka3aXCKOM,
pycckowm,
aHTJINHCKOM
SI3BIKAX )

No, nmata u cpok

IeWCcTBUI IOpunmaecknii Qaktnueckuit  Tenedon, ¢
pa3pemunTeIbHOT0  aIpec azapec e-mail
JIOKyMEHTa

Janubie mno
JUIEH3UN  Ha
MPOU3BOJCTBO,
BBHIJTaHHAS
YIOJIHOMOYEHHBIM
OpraHoOM CTpaHbl
TIPON3BOIUTENS

Janubre mno
JIOBEPEHHOCTH

JlaGopaTopus CTpaHBI-IIPOU3BOAUTEINS IO KOHTPOJIIO KauecTBa MpenapaToB KPOBU U BaKIIMH, OTBETCTBEHHAs 32 KOHTPOJIb Kaye

HauMCHOBaHHC na60paTopI/H/1

aapec MECTa OCYIIECTBIICHUA AEATEIIbHOCTHU

Crpana
TenedoH (Ppaxc)

3JIEKTPOHHAs [TOYTa



24. I/I3MCHCHI/I${, BHOCHMBIC B PCTUCTPALIMOHHOC TOCHE JICKAPCTBCHHOI'O CPCACTBA (yKa3aTL BHOCHMBEIC I/I3MCHCHI/I${)

Ne  Twum u3MeHeHHUS Pepnaknus 1o BHECEHHST U3BMEHEHUH

25. JlaHHBIE ITO JOTOBOPY Ha MPOBEJCHUE SKCTIEPTU3HI JICKAPCTBEHHBIX CPEACTB
1. Ne noroBopa

2. Jlara 3akmroueHus

3. Cpoxk nmemctBus

26. CyOBeKT, OCYIIECTBIIONINI OIIaTy 3a MPOBEIACHNE KCTIEPTHU3HI
1.  HaumeHoBaHue

Crpana

IOpunnueckuii agpec

dakTuyecKuil apec

@®.1.0. (mpu HATTMYUH), TOJKHOCTh PYKOBOIUTEISL

Tenedon

Pakc

e-mail

el PN BN I N B

Busnec-uneHTH(UKAITMOHHBIN HOMEp

_.
e

WuauBuyanbHbIA WICHTH(QUKAIIMOHHBIH HOMEP

—_—
—_—

bank

_.
N

Pacuernsblii cuer

—_
W

BanroTHeli cuet

_.
>

Kong
15. baHkoBCKUil HICHTUDUKAITMOHHBIN KO

3asBHUTEND:

["apaHTHPYIO: JOCTOBEPHOCTh HH(OPMAIIMH PETUCTPAIIMOHHOIO I0ChE, HEHAPYIIICHHE UCKIIOYUTEIBHBIX PaB TPETHUMH JIUIIAMH Hé
a/IEKBaTHOCTh IIEPEBOIOB METOJIMK KOHTPOJIS Ka4yeCcTBa, NHCTPYKIMH MO0 MEJUIIMHCKOMY ITPUMEHEHHIO JIEKApCTBEHHOTO CPEJICTBA,; |
CpPEeZCTB, CTaHAapTHBIE 00pa3llbl JIEKAPCTBEHHBIX CyOCTaHIMI M WX MPUMECEH B KOJMYECTBAX, JOCTATOYHBIX JUIS TPEXKPATHOTO
pacxoJHble MaTepuallbl, TPUMEHIEMbIC MTPH MPOBEACHUH HCIBITAaHUN JEKAPCTBEHHBIX CPEICTB (B MCKIIOUUTEIBHBIX CIydasx M
COOTBETCTBHE HOPMAaTHBHBIM JOKYMEHTAaM, npencTaBliieMbIM

O06s13y10ch cO00IaTh 000 BCeX M3MEHEHHSX B PETHCTPAIMOHHOE JOChE, a TAKKE MPEACTABIATh MaTePHAJIBl P OOHAPYKEHUN HEXE
JIEKapCTBEHHOT'O CPEJICTBA, paHee He YKAa3aHHBIX B HHCTPYKIMH 110 MEAUIMHCKOMY IIPUMEHEHHIO.

Jara

@®.1.0 (mipu HATMYXN) U JOJDKHOCTH OTBETCTBEHHOTO JTUIIA 3asIBUTEIS
IMoanuce
[Ipumeuanue:

* Jlannas ¢dopma 3asgBJICHUS NPEIOCTABISIETCS TakKXke MPU TEepeperucTparuu
JIEKapCTBEHHOTO CPEJCTBA B COOTBETCTBUM C MOPSAKOM TOCYJAPCTBEHHOM PETHUCTPAaLNH,
MEPEPETUCTPALIMM U BHECCHUS WM3MEHEHHH B PETUCTPALIMOHHOE JIOCHE JIEKAPCTBEHHOIO
CPEACTBA WJIM MEIUIIMHCKOIO W3JAEJHUS, ONPEAEIAEMbIM YIOJIHOMOYEHHBIM OpPraHOM
cornacHo nyHKTY 3 cratbu 23 Koaekca Pecnmybnuku Kazaxcran ot 7 mronsa 2020 roga "O
3I0POBBE HAPOJA U CUCTEME 3PaBOOXPAHECHUS" .

** 3asiBieHUE 3aI0JIHICTCS OJHOKPATHO M HE TIOICKUT KOPPEKTHUPOBKE.

IIpunoxenue 2



K ITpaBUJIaM MPOBCACHUS SKCIICPTU3DI
JICKapCTBCHHBIX CPCACTB

IlepedeHb JOKYMEHTOB, MPEAOCTABIAEMBIX I SKCIIEPTH3EI IPOAN3BOAATEIIMHA
PecyOmku Kazaxcran

Ne

n/m

1

HanMeHoBaHuE TOKyMEHTOB

2

Yacts [ O0mas moxkymeHTanus*

IA1

A2.

A3.

A4.

AS.

A6.

AT.

AS.

A

A

10.

I.B

I.B

1.B

1.B

I.C

Cepruduxar GMP (c ykazaHueMm aaTbl W pe3yJIbTATOB MOCIEJAHEH MHCIEKIUH HOTApUAIbHO
3aCBUJIETEIHCTBOBAHHBIC) IPH HATUYHH

Komus FOCY,HapCTBeHHOﬁ JIUOCH3MHU  Ha q)apMaHGBTI/I‘leCKyIO JACATCIIbHOCTD (HOTapI/IaHBHO
SaCBI/I,HeTeHBCTBOBaHHaﬂ)

[IpunoxeHue K JUIEH3UH (U1 PACTUTEIBHOTO CHIPBS - pa3pellieHHe Ha 3aroTOBKY Ui OTEUECTBEHHBIX
MIPOU3BOAUTENEH)

Ecnu B Mpon3BOACTBEHHOM IIPOIIECCE YYACTBYET HECKOJIBKO MPOU3BOAUTENEH NOKYMEHTHI IyHKTOB A2,
1A3, TA4 mpenocTaBisAIOTCS Ha BCEX YYACTHUKOB IMPOU3BOICTBA

JIMIeH3MOHHBIN TOTOBOP (COTJIalleHue) Ha IPaBo IPOU3BOJICTBA (10 HCTEUESHHUS CPOKA JICHCTBHS MaTeHTa Ha
OPHUTHHAIIBHBIH IIpenapar)

HortapuanbHo 3acBHIETENbCTBOBAHHASI KOMUS OXPAaHHOTO JAOKYMEHTa Ha M300pETEHHE WM TOJIE3HYIO
MOJIeJIb OPUTHHAIBHOTO JIEKApPCTBEHHOIO CpeAcTBa (IIPEJOCTaBIIACTCS MaTeHTOOONafaTeIeM OXPaHHOTO
JIOKyMEHTa), OXpaHHOTO IOKYMEHTa Ha TOBapHBIH 3HAK;

Jeknapanusi OT MPOU3BOMUTENS (EpIKATEINS PETUCTPAIIMOHHOTO YAOCTOBEPEHUSI) MUCHMO O HEHAPYIICHUU
HCKJIIOYHUTENBHBIX MPAB TPETHUMH JIMIIAMU HA NU300pETEHUE MITH TOJIE3HYIO MOJICIb (IIPEAOCTABISETCS U
9KCIEPTU3E TeHEPUIECKOTO JIEKAPCTBEHHOTO TIpernapaTa)

JIOKyMeHT, MOJTBEp)KIAfONINi KayecTBO TOTOBOTO IPOJYKTA TPeX MPOMBIIUIEHHBIX cepuil (cepTuduxar
aHaJIM3a, TPOTOKOJI aHAJIN3a), O/IHA CEpHUs KOTOPOTO COBMAJAET C Ceprel 00paslia JIEKapCTBEHHOTO CPEICTBA
, IOJJAHHOTO Ha PETUCTPALHIO

JIOKyMEHT 0 IPHOHOBOH 0€30MaCHOCTH Ha BEIECTBA )KUBOTHOTO IPOUCXOKACHHS OT IPOM3BOAUTEIS

Komnmus - perucrpanuonsoro ynocrosepenns: Pecryonuku Kazaxcran (pu nepepeructparim)

IIpoexkT o6OmIeit xapakTepucTHKY JiekapcTBeHHOTO cpeactBa (OXJIC) B anekTpoHHOM BUe B opmare "doc (
JIOK)" Ha Ka3aXCKOM H PYCCKOM SI3BIKaX

ITpoeKT MHCTPYKLUHUHK 10 MEAUIMHCKOMY PHMECHEHHIO (JINCTOK-BKIA/BINI) B JJICKTPOHHOM BHE B opmare
"doc (10K)" Ha Ka3aXCKOM M PYCCKOM SI3bIKax

Texcr MAapKHUpPOBKHU I HepBI/I‘lHOﬁ n BTOpH‘IHOfI YIIAaKOBOK, CTUKEPOB, 3TUKCTOK Ha Ka3aXCKOM U pYyCCKOM
SA3bIKaX

I{BeTHBIEC MaKeThI MOTPEOUTEIHLCKUX YITAKOBOK, STHKETOK, CTUKEPOB B JIEKTPOHHOM BHJIE B hopmare "jpeg (
Joxurner)"

Macrep ¢aitn cucteMsl hapMaKOHAI30pa ASPKATEIS PETUCTPALMOHHOTO yJOCTOBEPEHNUS (IIPEACTABISIETCS B
cilydyae, KOTAa Jep:KaTelb PErHCTPAllMOHHOTO yIOCTOBEPEHUS BIIEPBBIC ITOAACT 3asBKY Ha PETUCTPALUIO
JISKapCTBEHHOTO TIperapara) MM KpaTkas XapaKTepHCTHKa CHCTEeMbl (apMakoHaa3opa JAepiKaTeis
PETUCTPALIMOHHOTO yIOCTOBEpeHHUsl (NP IepeperkucTpaluy) BKIOYAOMas: nHPOPMaUI0 O TOM, YTO
JiepaKaTelb PEruCTPALlMOHHOTO YAOCTOBEPEHMSI UMEET B CBOEM PACHOPSKEHHUU OTBETCTBEHHOE JIMIO 3a
rII00abHBIA (hPapMaKOHA30P;KOHTAKTHBIE JaHHBIE OTBETCTBEHHOTO JIMIIA 32 TTI00AIbHBIA (apMaKkoHaa30D;
JIeKJIapanuio, MOJNHCAHHYIO Jep)KaTeJIeM PEernCTPalMOHHOTO YIOCTOBEPEHHS O TOM, YTO OH HMEET CHCTEMY



I.D

(apMakoHag30pa U BBINOJHEHHMS 3a7ad M OOSM3aHHOCTEH IO IOCTPETUCTPALIMOHHOMY KOHTPOJIIO
0e30MaCHOCTH JICKAPCTBEHHBIX CPEACTB;CCHUIKY Ha MECTO (anpec), rie XpaHUTCS MacTep-(aiia cuCTeMBl
(dapmakoHam3opa.

[lepronnveckn 0OHOBISAEMEBI OTYET IO OE30MACHOCTH (TIPH TIePEePETUCTPALIIH)

[lnman ympaBneHws puckaMu (U1 OPUTHMHAIBHOTO JIGKAPCTBEHHOTO Mpenapara, OMOIOTHYECKOTO,
010aHaIOTMYHOT0, OMOTEXHOJIIOTHYECKOTO, @ TAK)KE€ MMMYHOJIOTHUECKOTO JIEKAPCTBEHHOTO TIpenapaTa)

JIOKyMeHT, TOATBEPKIAIOIIUIL, YTO AepKaTelb PETUCTPALIIOHHOTO YJJOCTOBEPEHUSI UMEET YIIOJTHOMOUEHHOE
(kxoHTaKTHOE) JIMIIO 3a (hapMakoHa30p Ha Tepputopun Pecybnukn Kasaxcran

Yacte 1 Xumuueckas, hapmateBTHyecKas 1 OMOJOrHYecKasi JOKyMeHTaus ™

II
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IT
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I1
A3

IT
B
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B1
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IT
B3

IT
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IT
C

IT
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C
1.1

I1
C2

IT
C
2.1

I1
C3

Copnepxanue
CocraB

KadecTBeHHBINI 1 KOJIMYECTBECHHBIA COCTaB JICKApCTBCHHOI'0 Mperapara (aKTI/IBHI)IG, BCIIOMOT'aTCIIbHBIC
BC€IICCTBA, COCTaB 000J104KH TaOJIETKH WIIH KopIryca KaHCYJ'ILI)

I[OKyMeHT, HOI[TBep)KI[aIOH.[I/Iﬁ Ka4CCTBO YITAKOBOYHOI'O U YKYIIOPOYHOI'0 MAaTCPHUAJIOB 'OTOBOI'O MMPOAYKTa

dapmarnetTuueckas pazpadoTka (onucanne ADPC, BcnoMoraTeabHbIX BEIIECTB, Pa3padoTKa JIEKapCTBEHHOTO
mperapaTa B CpaBHEHHH C OpUTHHHAIBHBIM (peepeHTHBIM) IpenapaTtoM (B ciydae, €clii TeHEepHUK),
pa3paboTka NPOM3BOACTBEHHOIO IPOLECCAa, COBMECTHMOCTh KOMIIOHEHTOB, H3JIHIIKH, CTaOHIBHOCTD,
MHUKpPOOHOJIOTHYECKast YUCTOTA)

CBeneHus o MpoU3BOJICTRE:

TIPOU3BOJICTBEHHAS (hopMyTIa

OIMMCAaHUE TEXHOJIOTUHN ITPOU3BOACTBA

KOHTPOJIb B MPOLECCE MPOM3BOCTBA (OIIEPAIMOHHBIA KOHTPOJIb)

BaJIMAAIMS] IPOU3BOICTBEHHBIX IPOIECCOB (BalMJaus MPOIECCOB, TPOBOANMBIX B ACENTUIECKUX YCIOBHAX
, BKJIIOUAET MOJIEIMPOBAHME TIpollecca C UCIOIb30BAHMEM IHTATENbHON cpenbl (HamolHEHUe
MUTATEIbHBIMU CPEIaMHU)

METOAbI KOHTPOJIA UCXOJHBIX MAaTECpUaIOB

aKTUBHAs CyOCTaHITUA

JIoKyMeHT, TOATBEP KJAFONINH Ka4eCTBO aKTHBHOTO BEIIECTBA TPEX NMPOMBIIUIEHHBIX cepuu (cepThdukat
aHaJM3a CyOCTaHIMM OT IIPOM3BOAMTENS, CepTH(UKAT COOTBETCTBUS MoOHorpadmuu EBponerckont
dapmaxoriey, IPOTOKOJT aHATIN3a, AaHATUTHYECKHUI MTacopT)

BCIIOMOTI'aTCJIbHBIC BEIICCTBA

CepTI/I(l)I/IKaTI)I Ka4ycCTBa Ha BCIIOMOTI'aTCJIbHBIC BCUICCTBA

YIaKOBOYHBIA MaTepHai (IIepBUYHAS M BTOPUYHAsK yIIAKOBKA)
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CepTI/Iq)I/IKaTI)I Ka4yeCTBa YIMaKOBOYHOT'O MaTe€puajia ¢ MPUIOKCHUEM JOKYMCHTOB, PCIIIaAaMCHTHPYIONIUX UX
Ka4y€CTBO

MCTOAbI KOHTPOJIAA Ka9€CTBA TPOMEIKYTOUHBIX IPOAYKTOB (HpI/I H606XOZ[I/IMOCTI/I)

crienuQuKaIys Ka4ecTBa ¥ METOAMKH KOHTPOJIS TOTOBOTO MPOJXYKTa C ayTEHTHYHBIM IIEPEBOIOM C SI3bIKa
TIPOM3BOANTETS HA PYCCKHH SI3BIK

HOPMATHUBHBIA TOKYMEHT MPOU3BOIUTENS MO KOHTPOJIIO KayecTBa M 0OE30IaCHOCTH JICKApCTBEHHOTO
CpeJICTBa B 3JICKTPOHHOM BHJIe B hopmate "doc (J10K)", MOSICHUTENbHASL 3aIIUCKa K HEMY

BIUAIMSA METOOUK HMCIBITAHMH JEKapCTBEHHOTO Ipemnapara (IpH MepeperucTpaliy AOIOJHHTEIBHO
KOIHMIO HOPMAaTHBHOTO TOKYMEHTa M0 Ka4eCTBY, yTBepKaeHHoro B Pecrybnmke Kazaxcram)**

pe3yibTaThl HMCHBITAHMS CTAaOMJIBHOCTH HE MEHEe YeM Ha TpeX MPOMBIIIJIEHHBIX WU
OITBITHO-TTPOMBIIIUICHHBIX (ITMJIOTHBIX) CEPHAX

CBeJIeHHUS O Mpoduiie pacTBOPEHHS (U1 TBEPBIX JO3UPOBAHHBIX JIEKAPCTBEHHBIX (hopMm)

JaHHBIC KOHTPOJIA Ha )KUBOTHBIX

JaHHBIC I10 BepOHTHOﬁ OITIACHOCTH IJIA oxpyma}omeﬁ Cpeabl IJId MperapaToB, COACPkKAIUX ICHETUUCCKU
U3MCHCHHBIC OPIraHU3MbI

JOIIOJITHUTCIIbHAaA I/IH(l)OpMaIII/IH, IMOATBEPKAAro1Ias Ka4€CTBO (HpI/I HeOGXO)II/IMOCTI/I)

UYacrts III. ®apmakonoruueckas 1 TOKCHKOJIOTUYECKAs JOKYMEHTAIIHS

1.

I11
A.

IT1
B.

I1I
C.

I1I
D.

111
E.

I11
F.

IT1
G.

111
H.

100
Q.

Conepxanue

JlaHHbIE IO TOKCHMYHOCTH (OCTpOIl M XpOHHYECKOH), (MEIUIMHCKUNA HMMYHOOHOJIOTHYECKUH Npenapart -
TOKCUYHOCTb NTPYU OJHOKPATHOM BBEICHUU U BBEJIECHUH ITOBTOPHBIX J103)

BnusHue Ha penpoIyKTUBHYIO (pyHKINIO

JanHpie 10 S MOPHOTOKCHYHOCTH M TEPATOTEHHOCTU

I[aHHLIC MO0 MYTAareHHOCTHU

JlaHHbBIE 110 KaHLIEPOT€HHOCTH

q)apMaKOI[I/IHaMI/IKa (JI.HSI MEIUIMHCKHX T€HHO-OMOJIOTHYECKHX npenapaTroB — PE3YJIbTAThl UCCICIOBAHUA
PEaKTOreHHOCTH)

dapMaKOKHHETHKA (11 MEMIIUHCKAX UMMYHOOHOIOTHYECKHX MPENapaToB — pe3yJIbTaThl CenupHIecKoi
AKTHBHOCTH)

Z[aHHI)Ie 0 MECTHO-pasJapaxaronem ﬂeﬁCTBHH (Z[J'If[ MCIUIIMHCKUX I/IMMyHO6I/IOJ'IOI‘I/I'-IeCKI/IX npernaparoB —
PE3YIbTATBI UCCICAOBAHUS I/IMMyHOFeHHOCTI/I)

JononauTtenpHas HHPOPMAIH, TOATBEPKIAIOIAas 06e30MacHOCTD (TIPH HE0OXOAUMOCTH)

Yacts [V. Kiuanueckas mokyMeHTamus * **

IVv.

v
A.

v
B

Conepxanue

JanHble o KMHUYECKOH (apmakonoruu (papMakoguHaMuKa, papMaKOKHMHETHKA)

Knuanaeckas, nMmyHonorudeckas 3GpQeKTHBHOCTh



v
JuarHoctrueckas 3h(HEeKTHBHOCTh

v
PC3yJ'IBTaTBI KIIMHUYCCKUX UCCJIICJOBAHUHN (I/ICHBITaHI/II/I), HAYYHBIC r[y6n1zn<au1/m, OTYCThI

v
Dl

v

IlaHHI)Ie MOCTPETUCTPALIMOHHOT'O OIIbITAa (HpI/I HaﬂH‘II/II/I)

JononauTtenpHas HHGOpMAIH, MOATBepKAAI0Mast 3(PPEeKTUBHOCTD

[Ipumeyanue:

* Tlpu mnepepeructpanuud OCYHIECTBISIEMOM B COOTBETCTBUU C MOPSAKOM
rOCyJJapCTBEHHOM perucTpaluu, TMepeperucTpaliudy W BHECEHUS H3MEHEHHH B
PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHOIO CpEACTBA WM MEIUIIMHCKOrO W3JeNus,
ONpeeNsieMbIM YIIOJJHOMOYEHHBIM OpPraHoM corjiacHo nyHKTy 3 cratbu 23 Kojnekca
Pecmy6ommmkun Kazaxcran ot 7 wurons 2020 roma "O 310poBbe Hapoja U CHCTEME
3apaBooxpaneHus” npeaocrapiarorcs yactu [ u Il ganHoro nepeuns.

** Jlnst hapmMakoneHHBIX METOIMK TIPEIOCTABISIOTCS JaHHBIE BEpUPUKAIIUU.

*E¥ yTBEpIKICHHBIA MPOTOKOJ MCCIEIOBAHUS, YTBEPKICHHBIA OTYET HUCCIEOBaHMUS,
paspeluieHre peryasaTOPHOTO OpraHa Ha IMPOBEACHUE HCCieAOoBaHUsA (IIpU HAJTUYWH),
0/100peHre STUYECKONW KOMMCCHHU, KOIHMIO JOTOBOpPAa CTPAxXOBAHUS OTBETCTBEHHOCTH
CIIOHCOpA B CiIyyae NPUYMHEHUS BpeJa KU3HU U 3I0POBBIO CYOBhEKTa UCCIEIOBAHMS, KOTTMU
WHJUBUyIBHBIX PETUCTPAIMOHHBIX KapT CyObEKTOB UCCIIENOBAHUS (711 MEXKIYHAPOIHbIX,
MHOTOLIEHTPOBBIX KJIMHHYECKUX wuccienoBanud 20 %), xpomartorpammsl (mpu
MPEOCTABICHUN UCCIEIOBaHUS OWOAKBUBAJICHTHOCTH), KOMHUHU JOTOBOPOB MEXKIY
CIIOHCOPOM KJIIMHUYECKOTO HCCIIEIOBAHUS U HMCCIIEAOBATEIbCKUM IIEHTPOM (KOHTPAKTHOMU
MCCIIEIOBATENILCKOW opraHu3anueii) (B clydyae HEOOXOAMMOCTH TIOCTE W3bITUS

KoH(puACHIIMaTLHON HHpOpMAITUN).
[Tpunoxenune 3
K HpaBI/IHaM HpOBeI[eHI/IH 3KCHCpTI/I3]:-I
JICKapCTBCHHLIX CPEACTB

ITepedeHs OKYMEHTOB, MPEAOCTABIAEMBIX AJIA SKCIEPTH3H B (hopMare OOmero
TEXHUIECKOTO JOKyMEHTa

Ne i/m  HammeHOBaHHE TOKYMEHTOB
Monmyns 1.*
1.1.  OOGwast foKyMeHTalMs

Ceprudukar Ha (QapManeBTHUECKUH MPOAYKT COINIACHO PEKOMEHJauunu BcemupHOW opraHu3anuu
3IpaBOOXpaHCHUs (HOTapUATHHO 3acCBUACTENHCTBOBAHHBIN) (mpm Hammumu) win Ceprudukar (
pPErUCTPallMOHHOE YIOCTOBEPEHHE) O PETHCTPaldd B CTpaHEe-NPOU3BOAHUTENE (HOTapHaIbHO

3aCBHU/IETEIHLCTBOBAHHBIN (TIPH HATUIHH)

121 Ceprupuxar GMP (c ykasanueM xaThl W pe3yNbTaTOB MOCHEAHEH HMHCIEKIMH) (HOTAapHANBHO
3aCBHJCTEILCTBOBAHHBIA) WIM aJpec caldTa peecTpa BBIJAHHBIX YIOJTHOMOYCHHBIM OPTaHOM



ceprudukaroB  coorBercTBUs  TpeboBaHusmM  GMP  (manpumep, EudraGMP) B
HH(POPMAMOHHO-KOMMYHHUKAIIMOHHOH cetd "MHTepHeT"

1.2.2. CepTtudurar IpoucX0oxXIeHHI ToBapa (A1 OTCUECTBEHHBIX IPOU3BOAUTEINEH)
123 JIMLeH3MOHHBIN 10rOBOP (COTJIAlICHNE) Ha ITPABO ITPOM3BOACTBA (10 HCTEUEHUs CPOKa JeHCTBHS NaTeHTa
7" Ha OpMIMHAIILHBIH IIpenapar)
124 CBelleHUSI O PETUCTPAIMH JIEKAPCTBEHHOTO CPE/ICTBA B APYTHX CTPAaHAX C yKa3aHHEM HOMEpPA U JATHI
" perucTpanMoOHHOrO YA0CTOBEpEeH s (MM KOMMU CePTU(UKATA HIIM PETUCTPALIMOHHOTO YI0CTOBEPECHHS)
1.2.5 Komnust 0XpaHHOTrO JOKyMEHTa Ha TOBapHBI 3HaK
13 OO6mas xapaKTepUCTHKA JIEKAPCTBEHHOTO CPEICTBA, MHCTPYKIHS IO MEIUIMHCKOMY NPUMEHEHHIO (
" JIMCTOK-BKIAJIBINI), MADKUPOBKA (IIBETHBIE MAKETHI):
1.3.1. OOGmas xapakTepuCcTHKa JIEKapCTBEHHOTO TperapaTa ¢ JaTOH MOCIEeIHEro IIepecMoTpa
YTBepKJeHHas HMHCTPYKIUS II0 MEAWLIHUHCKOMY IPHUMEHEHHIO JIEKapCTBEHHOTO cpeacTBa (ams
1.3.2. opranusanuii-npousBogutenein ctpan ConpyxkectBa HesaBucumbix [ocymapcT), 3aBepeHHas
OpraHu3alUeH-TIPOU3BOUTEIICM
133 [IpoekTs! 00mIeit xapakTepucTuku JekapcTBeHHOro cpenctBa (OXJIC), HHCTPYKINHU IO METUIIMHCKOMY
" IpUMEHEHHIO JIEKAPCTBEHHOTO CPENCTBA (JIMCTOK-BKJIABILI) HA Ka3aXCKOM M PYCCKOM SA3BIKaX
134 TekcT MapKUPOBKHU NEPBUYHON M BTOPUYHON YIIAKOBOK, STHKETOK, CTUKEPOB Ha Ka3aXCKOM M PYCCKOM
77 a3bIKax
135 [[BeTHBIE MaKeThl MOTPEOUTENBCKUX YITAKOBOK, STHKETOK, CTUKEPOB B JJIEKTPOHHOM BHUje B (opmare
7 jpeg (mwxuner) B macitade 1:1
1.4.  Hudopmanus o0 3kcrepTax
1.4.1. Hudopmanus o6 dkcnepre 1o Ka4ecTBy
1.4.2. HWudopmanus o0 3KcrepTe M0 JOKTHHAICCKAM JTaHHBIM
1.4.3. HNudopmanus 06 skcriepTe 1Mo KIIMHUYECKAM TaHHBIM
1.5. OueHka NOTEeHIATIBLHON OMACHOCTH ISl OKPY KAIOIEH cpebl
1.5.1 JlexapcTBeHHBIE IIpenapaThl, COAEPIKAIINE FITH IOTyYeHHBIE W3 TCHOMOAN(PUINPOBAHHBIX OPTaHU3MOB
1.6.  Hudopmanus oTHocuTensHO GapMakoHaa3opa 3asButens B Pecrryonuke Kazaxcran
Mactep ¢aiin cuctemsl (apMakoHan30pa JepXKaTens PETUCTPAMOHHOTO YJOOCTOBEpeHHus (
MIPEACTABISIETCS B CIydae, KOTAa AepKaTeNlb PErHCTPAllMOHHOTO YAOCTOBEPEHHSI BIIEPBBIC TIOAAET 3asBKY
Ha PETUCTPALUIO JIEKAPCTBEHHOI'0 TpeTapaTa) WK KpaTKasi XapaKTepHCTHKa CUCTeMBbI (hapMaKoHaa30pa
JIepKaTessl peruCTPAlMOHHOTO yIOCTOBEpEHUs (IIpH MEpeperucTpay) BKIIOYaoIIas: 10Ka3aTeIbCTBO
1.6.] |TOTO: ITO AEpXKATeNh PETHCTPAIMOHHOTO YAOCTOREPEHNS HMEET B CBOEM PACTIOPSIKEHIH OTBETCTBEHHOS
" nuuo 3a rnoGaneHBIM (GapMaKOHA30D;KOHTAKTHBIE [AHHBIE OTBETCTBEHHOIO JIMIA 3a TI0GaTbHBIN
(apmMaxkoHa30p; A€KIapannio, HOANNCAHHYIO JIepXKaTeJIeM PErHCTPAllMOHHOTO YIOCTOBEPEHUS O TOM,
YTO OH HMEeT cHucTeMy (apMaKkoHaA30pa A BBINOJHEHHS 3a4ad W OO0f3aHHOCTEH 110
MOCTPETUCTPALIMOHHOMY KOHTPOJII0 0€30MacHOCTH JISKApCTBEHHBIX CPE/ICTB;CCHIIKY Ha MECTO (azpec),
rJie XpaHuTcs Mactep-daiin cucremsl papmMakoHaazopa.
1.6.2 Ilepnoamueckn OOHOBISIEMBIH OTYET MO 0€30MacCHOCTH (TIPH MEPEPETUCTPALIIH)
163 [Tnan ympaBieHus pUCKaMH (U1 OPUTHMHAJIBHOIO JIEKAPCTBEHHOIO IIpenapara, OMOaHaJOTM4HOTIO,
"7 OHOJIOTHYECKOT0, OUOTEXHOJOTHYECKOTO, & TAKIKE HUMMYHOJIOTHYECKOT0 JIEKAPCTBEHHOTO MPEnapara)
1.6.4 JIOKYMEHT, TOITBEpKIAIOMUNA YTO JIEpKaTesb PEruCcTPallMOHHOTO YIOCTOBEPEHHUS HMeeT
" YHOJHOMOYEHHOE (KOHTAKTHOE) JIMLO 33 (papMaKoHaa30p Ha TeppuToprn Pecnybnuku Kasaxcran
Monyb 2.*
Pe3tome 00111€TO TEXHUIECKOTO TOKYMEHTA
2.1.  Copnepxanue Moaynei 2-5
2.2.  Baenenue B 0Omui TEXHUYECKHUH TIOKYMEHT



2.3, OOmwuii OTYET 1O KaYeCTBY

2.3.S AxtuBHas QapManeBTHUECKasi CyOCTaHIIHA

2.3.8

) Ob6mas nabGOpMAaIHS
2.3.8

) IIpousBoacTso
2.3.8S

3 XapaKkTepucTUKa
2.3.8

4 KoHTponbs akTHBHOTO BelecTBa
2.3.8

5 CrangapTHbIe 00pas3Ibl WK BELIECTBa
2.3.8

6 Cucrema ymakoBka (YKyIopka)
2.3.8

7 CTaOUIbHOCTD
2.3.P JlexapcTBeHHBIH penapar
23.P

1 OnwucaHne U COCTaB JICKapCTBEHHOT'O Npernapara
2.3.P

) ®dapmarnieBTHYECKAs pa3paboTka
2.3.P

3 [IpousBoacreo
2.3.P

4 KoHTposs BcrioMoraresibHbIX BEIECTB
2.3.P

5 KoHTpomns nexkapcTBEHHOTO Ipernapara
23.P

6 CrangapTHBIE 00pas3Ibl WK BELIECTBA
2.3.P

7 Cucrema ymnakoBka (YKymnopka)

2.3.P

2 CTaOuIbHOCTD
2.3.A JomonHeHns

2.3.A

) TexHudeckne cpencTsa U 000pyIOBaHUE
2.3.A

) OreHka 0€30MaCHOCTH OTHOCUTENBEHO TTOCTOPOHHUX MUKPOOPTaHU3MOB
2.3.A

3 Hosgrle BcrioMoraTenbHbIEC BEIIeCTBa
2.3.R PermonampHas nHpopMaIH
2.4.  O030p DOKIMHUYCCKHUX TAaHHBIX
2.5. 0O030p KIMHUYECKUX JaHHBIX
2.6.  PestomMe 1o TOKIMHUYECKUM JAHHBIM

2.6.1. Pestome papMaKoIOTHIECKHUX TaHHBIX B TEKCTOBOM (hopMare

2.6.2. Pestome (hapMaKoOJIOTHIECCKUX TAaHHBIX B BUJIC TaOJIHUIT



2.6.3. Pestome papMaKOKMHETHUYECKNX JaHHBIX B TEKCTOBOM (popmare
2.6.4. Pesrome (hapMaKOKMHETUIECKHUX NAaHHBIX B BUJIE TaOJIHUIT

2.6.5. Pe3romMe TOKCHKOJIOTHYECKHX JaHHBIX B TEKCTOBOM (popmare
2.6.6. Pe3rome TOKCHUKOJIOTMYECKNAX MAHHBIX B BUIE TAOJIHIL

2.77.  Pe3tome KIMHUYECKUX AaHHBIX

2.7.1. Pestome OnoapManeBTHUECKUX NCCIECIOBAHUI H CBSI3aHHBIX C HUMH aHATNTHYECKAX METOJIOB
2.7.2. Pe3roMe HCCIIeI0OBaHUI IO KIMHUYECKOH (hapMaKoJIOTHH

2.7.3. Pe3tome 1o kIMHAYECKON 3(h(HEKTHBHOCTH

2.7.4. Pe3roMe o KIMHUYECKOH O€30MaCHOCTH

2.7.5. Komnus ucnonb30BaHHBIX JINTEPATYPHBIX HICTOUHUKOB

2.7.6. KopoTkue 0630pbl HHANBHTY aTHHBIX UCCIICTOBAHUN

Mopyns 3. KauectBo*

3.1. Copaeprxanue

3.2.  OcHOBHBIE JaHHBIE

HeKapCTBeHHaﬂ Cy6CTaHIII/IiI (,HJ'IH JICKAPCTBCHHBIX IIPEIIApaTOB, KOTOPLIC COACPIKAT Ooitee OJTHOT'O
3.2.S. aKTHBHOTO BCIICCTBA, I/IH(bOpMa]_II/ISI IPEaOCTABISICTCA B IIOJTHOM 00beME OTHOCHTEIIBHO KaXJ10ro u3 HI/IX)

kk
3.2.8
: Ob6mas uadopmarms™*
3.2.8 HasBanue**
1.1
3.2.
N 2.S Crpykrypa**
3.2.8
13 OO6mwe cBoiicTBa™*
3.2.8
) IIpousBoacTBo
3.2.8
[IpousBoauTens**

2.1.
3.2.8

29 Onwmcanne NpoN3BOACTBEHHOTO TPOIECcca U €r0 KOHTPOJIb
3.2.8

23 KOHTpOHI) HUCXOOHBIX MaT€praioB
3.2.8 .
24 KOHTpOJIE KPUTHYECKUX ITANOB U MPOMEKYTOUHOMH NPOAYKIUH
3.2.8

25 Banupanust nponecca u (Min) ero oneHka
3.2.8

26 Pa3paboTka IpOM3BOACTBEHHOTO MpoIiecca
3.2.8

3 XapakTepucTika®*
3.2.8

31 JlokazaTenabCTBO CTPYKTYPhI M XapaKTePUCTHKU
3.2.8

k%
39 [Ipumecu



3.2.S KoHTposbs aKTHBHOTO BemecTBa**

4.
3.2.8
Crermuuramms™*

4.1,
3.2.
42 S AHaTUTHYECKHE METOIUKH* *
3.2.8
43 Banupganusa aHaIuTHYECKUX METOMUK * * *
3.2.8
a4 Amnanussl cepuii**
3.2.8
45 O0ocHoBaHMe crieluduKanu
3.2.8

5 CrangapTHbIe 00pa3Ilbl WK BELIECTBA
3.2.5

6 Cucrema ynakoBka (yKynopka)™**

2.
37 S CrabuibpHOCTE* *
3.2.8

71 Pe3roMe OTHOCUTENBHO CTAOMILHOCTH U BEIBOILI* *

3.2.S TIpoTOKON MOCTPETUCTPAIMOHHOTO W3yYCHHUs CTAOMIBHOCTH M 00513aTeIhCTBA OTHOCUTEIBHO
7.2.  crabuipHOCTH**

3.2.8
73 Jlannsle o crabuinbHOCTH™ *
3.2.P. JlexapcTBEHHBIN mpenapar
32.P
) OnucaHne U COCTaB JIEKAPCTBEHHOTO TIpernapaTa
3.2.P
) dapmarieBTHUECKAs pa3paboTKa
3.2.P
21 CocTaBHBIE BeIIeCTBa JICKaPCTBEHHOTO Mperapara
3.2.P
211 JlexapcTBeHHAs CyOCTaHITHS
3.2.P
BcmomorarenbHbIe BemecTBa

2.1.2.
32.P N

29 JlexapcTBEHHEIH Tpemapat
3.2.P

a9l Paspabotka cocrasa
3.2.P

299 Wznumku
3.2.P .
293 OU3NKO-XUMUYECKUE U OHOIOTUIECKHAE CBOHCTBA
3.2.P

23 Pa3paboTka mpon3BOICTBEHHOTO IIpoIiecca
32.P

24 Cucrema ynakoBka (YKyIopKa)



3.2.P Muxkpo6uosoruueckue XapakTepHCTUKHU

2.5.
3.2.P
CoBMECTHIMOCTH
2.6.
3.2.P
3 IIpoussoxcreo
3.2.P
31 [IpousBoauTens (1)
3.2.P
CocTaB Ha cepuIo
3.2.
3.2.P
13 Onwucanue NPOU3BOJCTBEHHOTO TIPOIecca U KOHTPOJIsI poliecca
3.2.P .
34 KOHTpOJIE KPUTHYECKUX ITANIOB U MPOMEKYTOUHOM NPOAYKIUH
3.2.P .
15 Banunanus npouecca u (Min) ero oreHKa
3.2.P
4 KOHTpOIIB BCIOMOTaTEeNIbHEIX BEIECTB
3.2.P
Crerudukanuu
4.1
3.2.P
40 AHanuTHYECKHEe METOANKN
3.2.P oo
43 Bamunanust aHaATUTHYECKAX METOTUK
3.2.P N
44 O06ocHoBanMe crienuduKanui
39p BcnoMmorarenbHble BeLIECTBa YEJIOBEYECKOTO M XKMBOTHOTO MPOUCXOXKICHUS (IIpU HCojb30BaHnu BB
4' 5' KMBOTHOT'O WJIM YEJIOBEYECKOTO IPOUCXOXKJICHUS IPEIOCTABISETCS CEepTUPHUKATHI BUPYCHOM,
"7 0aKTepHOJOrHYECKOU U MPHOHOBOM GE30IIACHOCTH)
3.2.P
46 HoBble BcrioMorarenbHbIe BEIIECTBA
3.2.P
5 KoHTposbs iekapcTBEHHOTO TIpenapaTa
3.2.P
51 Crermudpnkanms (1)
3.2.P
59 AHaTUTHYECKHE METOJUKH
VY TBepKAE€HHbI HOPMAaTHBHBIA JOKYMEHT IO KOHTPOJIIO KauecTBa M OE30MaCHOCTH B AJIEKTPOHHOM BUJIE
B Qopmare doc (mpu mepeperucTpanuy JOMOJHHUTENBHO KOIHIO YTBEPXKIEHHOIO HOPMAaTHBHOTO
nokymeHTa B Pecriybnuke Kazaxcran)
3.2.P
53 Bamunanust aHATUTHYECKAX METOTUK
3.2.P .
Amnanu3ssl cepuit
S5.4.
3.2.P

55 XapaKkTepHucTHUKa IpUMECE



3.2.P O6ocuoBanus crenupuranum(ii)
.5.6.

3.2.P
.6.

32.P
.

2.P
38 CTaOHIBHOCTH

32.P
2.1 Pe3roMe H BBIBOJI O CTaOMIIBHOCTH

CTaHZ[apTHBIe O6paB].[BI " BCUICCTBa

Cucrema ynakoBka (YKynopka)

3.2.P TIpoTOKON MOCTPETUCTPAIIMOHHOTO W3yYCHUs CTAOMIBHOCTH M 005S3aTeIhCTBA OTHOCUTEIBHO
.8.2. cTabMIbHOCTH

3.2.P

23 JlaHHbIE O CTAOMIIBHOCTH

3.2.A. JlononHeHus

3.2.A
1.

32.A
2.

32.A
3 HoBble BcioMoraTenbHbIE BEIIECTBA

Texundeckue cpeacTBa u 000pyJ0BaHHE

OreHka 0€30MacHOCTH OTHOCUTENBEHO TTOCTOPOHHUX MUKPOOPTaHU3MOB

3.2.R. PermonamsHas nHpopMaIHs

3.3.  Komnus ucnoiab30BaHHBIX JUTEPATypPHBIX HCTOUHUKOB

Monyne 4. OTYeTbl 0 JOKIMHIYECKUX (HEKIMHUYECKHX ) UCCIEI0BaHMAX
4.1.  Conepxxanue

4.2. Ot4yeThl 00 HCCIIENOBAHUAX

4.2.1. dapmakoyorus

4.2.1.1
[NepBuuHas papmakoanHaMuKa

4.2.1.2
Bropuunas ¢apmakoguHaMuKa

4213
dapmakonoruueckas 0e30MacHOCTb

42.14
dapMakOJUHAMUYECKHE JIEKAPCTBEHHBIE B3aUMOACHCTBH

4.2.2. ®dapMakOKHHETHKA

4.2.2.1
AHaJINTUYECKUE METOJUKHU U OTYETHI IO BaJIHUIALNH

4222 o

4223
Pacnipenencnue

4.224 MeTaboausm

4.2.2.5
DKkckpenus (BbIBEICHHE)



4.2.2.6 dapMaKOKHHETHYECKUE JIEKapCTBEHHBIE B3aHMOACHCTBHS

4.2.2.7

4.23.
4.2.3.1

4232

4233

4234

235

4.2.3.6

Hpyrue GpapMaKoOKHHETHIECKUE HCCICJOBAHUS
Toxcukonorus

ToxcuaHOCTH TP OAHOKPATHOM BBEIACHUN

TokcuuHOCTH P MHOT'OKPATHOM BBECACHUN

I'eHOTOKCHYHOCTH (I/IH—BI/ITPO, HWH-BHUBO, TOKCUKOKMHCTHUYCCKAA OI_leHKa)

KaHHCpOFeHHOCTL (,HOJ'IFOCpO‘IHLIe HCCIICAOBAHUA; KPATKOCPOYHBIC NJIM CPEAHCCPOYHBIC I/ICCJ'IGJ_IOBaHI/ISI)

PenponykTHBHAsI 1 OHTOTEHETUYECKAsE TOKCUIHOCTh: (DePTHIIBHOCTD U paHHEEe SMOPHOHAILHOE PA3BUTHE,
IMOpHO-peTalbHOe pa3BHUTHE; IPEHATAIBHOES W TOCTHATANIEHOC pAa3BHUTHE; HCCICAOBAHHS, Ha
HETI0JIOBO3PEJIOM IIOTOMCTBE C TIOCIECAYIOINM HaOIf0IeHIEM

MecTHas 1epeHOCUMOCTh

4.2.3.7 lpyrue uccnenoBaHnsi TOKCHYHOCTH: aHTUTEHHOCTb, MMMYHOTOKCHYHOCTB, MCCIICIOBAHUS MEXaHU3Ma

4.3.

JIEUCTBHSA, ICKAPCTBEHHAS 3aBUCUMOCTh, META0OJIUTHI, IPUMECH U JIP.

Konus ucmonas30BaHHBIX JINTEPATYPHBIX UCTOYHUKOB

Monyns 5. OT4eTH 0 KITHHAYECKUX UCCICTOBAHUAX 1 (WMIIH) MCTIBITAHUSX ** % *

5.1.

5.2.

5.3.

5.3.1.

5.3.2.

5.3.3.

5.34.

5.3.5.

5.3.6.
5.3.7.

Copeprxanue

[TepeyeHb Bcex KIMHMYECKUX HMCCICIOBAHUI (MCIBITAHUH) B BHIE TaOMHI (Ha3BaHHE MCCICIOBAHUH C
MIEPEBOIOM Ha PYCCKHHU S3BIK)

OT4eThl O KIMHUYECKHUX HCCIICAOBAHUAX (I/ICHLITaHI/IHX)

OTueTsl 0 6HO(1)apMaHeBTI/I‘I€CKI/IX HCCIICOOBAHUAX: OTYET HCCICHOBAHUI II0 6I/IOZ[OCTy1'[HOCTI/I; OTYECT
CpPaBHUTEJIBHBIX I/ICCHCHOBaHI/Iﬁ 110 6I/IO,I[OCTyHHOCTI/I n 6I/IOBKBI/IBaHeHTHOCTI/I; OTYET IO KOPPEIAnNn
HCCHeHOBaHHﬁ HWH-BUTPO, UH-BUBO; OTYECT I10 OHMOaHAIMTHYECCKUM U aHATUTHYCCKUM METOdaM

OT4eTh I/ICCJ'IGJ_IOBaHI/Iﬁ 1o (I)apMaKOKI/IHeTI/IKe npu HUCIOJb30BAHUUN 6I/IOMaTepI/IaJ'IOB YCJIOBCKA: OTYUCT
I/ICCJ'ICZ[OBaHI/Iﬁ CBA3BIBAHUA C 66HKaMI/I; OTYECT I/ICCJ'IG,I[OBaHI/Iﬁ IIEYECHOYHOI'0 MeTaboau3Ma u
BSaHMOHCﬁCTBI/Iﬁ; OTYET IO UCCICAOBAHUAM C MCITIOJIb30BAHHUEM 6I/IOMaTepI/IaJIOB YCJIOBCKa

OTueThl 0 papMakOKMHETHYECKUX UCCIICOBAHHUSX Y UEIOBEKa: OTUET HCCIIEI0BaHUI (papMaKOKMHETHKU
Yy 3I0POBBIX JOOPOBONBLEB W HCCIEJOBAHHIO NMEPBHYHONH NEPEHOCUMOCTH; OTYET HCCIEIOBaHUM

(hapMaKOKWHETHKN y TAIEHTOB W HCCIECJOBAaHHUIO IEPBUYHOMN IEPEHOCHMOCTH; OTYET HCCIIeIOBAHUM
BHYTPEHHET0 (akTopa (papMaKOKHHETHIECKMUX HUCCIECIOBAHNI; OTUET MCCIEI0BAaHMH BHEITHETO (haKTopa
(hapMaKOKMHETHYECKUX MHCCIIEJOBAaHUH; OTYET MHCCIIENOBaHUH (DAPMAKOKMHETHKH B PAa3JINYHBIX

TOMYJISIUSX

OTueTsl 0 hapMaKoJMHAMUYECKUX MCCIIEAOBAHUAX Y YEIOBEKa: OTUYET MCCIIeIOBaHNH (hapMaKoANHAMUKI
u  (papMakoKMHETHKH ((papMaKOIMHAMHUKH) Yy 30OPOBBIX JOOPOBOJBLEB; OTYET HCCICIOBaHUI
(hapMakoIMHAMHKY U (papMaKOKHHETHKH ((hapMaKOAHMHAMIKH) y MAIIEHTOB

OtueTsl 00 uccnenoBaHuK 3(Q(OEKTUBHOCTH M OE30MACHOCTH: OTYET KOHTPOJHPYEMBIX KIMHUYECKUX
WCCIIEIOBAaHUM 1O 3asBJICHHBIM MOKa3aHUSIM; OTYET HEKOHTPOJIMPYEMBIX KIMHUYECKUX HCCIICIOBaHUM;
OTUETHl aHajM3a JaHHBIX Oojee YeM OJHOTO WCCIEIOBaHWs, BKIIOYas JOOble (opMalbHbIE
WHTETPUPOBAHHBIC AaHAIW3bl, METAaHAJIHM3bl W MEPEKPECTHBIC aHANU3bl; OTYETHl IO JAPYTHM
HCCIICIOBAHUAM

OT4eTsI O MOCTPETUCTPAIIUOHHOM OIIBITEC IPUMCHCHUSL

O6pa3L[LI WHAWBUAYAJIBHBIX PETUCTPAINOHHBIX (bOpM 1 MHAWBUAYAJIbHBIC CIIMCKHU MMAIUCHTOB



54. Konus ncnoiap30BaHHBIX TUTEPATyPHBIX HCTOYHUKOB

[Ipumeyanue:

* Tlpm mepeperucTpanuu, OCYIIECTBISIEMON B COOTBETCTBUHM C TMOPSIIKOM
rOCyJJapCTBEHHOW perucTpanud, IepeperucTpaliiy W BHECEHUS M3MEHEHHH B
PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHOIO CPEACTBA WM MEIUIIMHCKOrO W3JeIus,
OmpeieNIsIEMbIM YIIOJTHOMOYEHHBIM OpraHoM corjlacHo myHKTy 3 cratbu 23 Kopgekca
Pecnyonuku Kazaxcran ot 7 wutons 2020 roma "O 310poBbe Hapoja U CHUCTEME
31paBOOXpAHEHUs" MPEAOCTABIAIOTCS MOLYIH 1-2.

** [lpu nmepeperucTpaluy NpeaoCTaBIsAIOTCS PE3yAbTaThl CTAOMIBHOCTH, CEPTU(DHUKATHI
KadecTBa (cepTuduUKaT aHaIM3a, MPOTOKOJ WCIBITAHUM) JUISI CEpHil, NMPOU3BEJECHHBIX B
MOCTPETUCTPALIMOHHBIA TMEPUOJ aKTUBHON (apMalleBTUUECKOW CyOCTaHIIUU U (WJIH)
JIEKapCTBEHHOT0 Mpenapara. Eciii oTaeapHbIe YaCcTH JOKYMEHTAIIMU HE BKJIIOUEHBI B JIOCHE, B
COOTBETCTBYIOILIEM pa3jieie He00X0JMMO MPECTaBUTh 0OOCHOBAHUE.

Jns mpenapaToB AKUBOTHOTO MPOUCXO0XKACHUS B pazzaeine 3.2.S HeoOX0IMMO MPEICTABUTh
CJIeIyIOIIKEe JTOTIOJHUTENbHBIE CBEJICHUS: JaHHbIE OTHOCUTEIBHO BUA, BO3pAcTa, pallioHa
KUBOTHBIX, OT KOTOPBIX MOJIYYEHO CHIPbE; JaHHbIE O XapakTepe (KaTeropuu) TKaHU, U3
KOTOPOM TOJIYYEHO ChIPhE JJIsi MPOU3BOJICTBA JEKAPCTBEHHOIO IMpernapara, ¢ TOYKUA 3pEeHHUs
€ro OMAaCHOCTU OTHOCHUTENBHO COJIEpKaHUS MPUOHOB; TEXHOJOTMYECKas cxema 00paboTKu
ChIPbSl C YKa3aHUEM JKCTPAreHTOB M TEXHOJOTMYECKUX MAPAMETPOB; METOJbI KOHTPOJIS
KauyecTBa ChIPhs, BKJIFOYasi METObI BBISIBJICHUS MMPHUOHOB B JIEKAPCTBEHHOM Ipernapare (mpu
HEOOXOIUMOCTH).

JlonyckaeTcsi mpenocTaBlieHue TOKyMeHTOB Moayneit 3, 4, 5 Ha aHTJIMUCKOM SI3BIKE C
NEPEBOJIOM Ha PYCCKUH S3BIK CIEAYIOMUX pazaenoB Moayns: crneunduxanuu (3.2.P.5.1.),
ananutuyeckue meroauku (3.2.P.5.2.), obocHoBanue crnenudukanuii (3.2.P.5.6.).

kA Jlns papMakoneHbIX METOJIMK MPEJOCTABIISIIOTCS JaHHbIE BEpU(DUKALUY.

*EEEX Banmmpanus IpoIecCoB, MPOBOJUMBIX B ACENTUYECKHUX YCIOBHSAX, BKIIOYACT
MOJIETMPOBAHUE TMpOlLlEcCa C UCIOJIb30BAHMEM IUTATEIbHON cpenbl (HAMOJHEHUE
MUATATEJIbHBIMU CPEJIaMH).

RAEKE M KAXKIOTO KIMHUYECKOTO HCCleaoBaHHUs (B T.4. HCCIEIOBAHUS
OMOAKBUBAJICHTHOCTH) TPEIOCTABISIOTCS: YTBEPXKICHHBIM TPOTOKOJ HCCIECIOBAHUSA,
YTBEPKJICHHBIA OTYET UCCIEIOBAHMS, Pa3pelIeHUe PEryIsITOPHOIO OpraHa Ha MPOBEJACHHE
ucciegoBaHus (MpyU HalU4YMH), OJOOpPEHHE STUYECKOM KOMHUCCHH, KOIHIO JOrOoBOpa
CTpaxOBaHUs OTBETCTBEHHOCTU CIIOHCOpA B CiIy4yae MPUYMHEHHUS BpeJa >KU3HU U 370POBBIO
CyObEeKTa HCCJIEIOBAaHUS, KOMUU HHIUBUAYAIbHBIX PETUCTPALIMOHHBIX KapT CyOBEKTOB
uccie0Banus (11 MEXAYHAPOIHBIX, MHOTOLIEHTPOBBIX KIIMHUYECKUX HcciienoBanuii 20%),
XpomaTorpaMMbl (TIpU MPEIOCTaBICHUU MCCIEJOBaHUS OMOIKBUBAJICHTHOCTH), KOMHUU
JIOTOBOPOB MEXK]1y CIIOHCOPOM KIIMHUYECKOI'0 UCCIEAOBAHUS U UCCIEA0BATEILCKUM LIEHTPOM
(KOHTpPaKTHOM HCCIEA0BATENIbCKOM Opranu3aiueil) (B ciiydae HEOOXOIUMOCTH MOCIE U3BATUS
KOH(DHIeHIINATFHON HHPOPMAIIHHN).



IIpunoxenue 4
K IIpaBHJIaM IPOBEACHHS SKCIICPTH3HI
JIEKapCTBEHHBIX CPEACTB

Hepeqertb MpEaoCTaBIACMBIX MAaTCPHAJIOB PCTUCTPAOIMOHHOI'O 1OCHE B 3aBHUCHMOCTH
OT BHA JICKAPCTBCHHOI'O CPpECACTBa

1. J1ms aKCnepTU3bl IPU TOCYJaPCTBEHHOM PETUCTPALMA OPUTHMHAIBHOIO JIEKAPCTBEHHOTO
CpPEACTBa U €r0 HOBBIX JIEKAPCTBEHHBIX (OPM, B TOM YHUCJIE UMMYHOOHOJIOTHYECKOTO
Ipernapara npegoCTaBIAIOTCS MOJIHBIA KOMIUIEKT PEFUCTPALMOHHOTO JOCHE.

Ha moMeHT mopaum 3asiBI€HHUS HA DKCHEPTU3Y JEKAPCTBEHHOI'O CPEICTBA
NPEAOCTABIAECTCS PETUCTPALMOHHOE JOChE C JaHHBIMU KIMHUYECKUX HccienoBanui I — 11
dba3sbl.

2. Bocnipou3BeAeHHBIN JIEKAPCTBEHHBIN Mpenapar

JIns BOCIIpOM3BEAEHHBIX JIEKAPCTBEHHBIX NMpPENapaToB JaHHbIE (hapMaleBTUYECKOM
pa3pabOTKH MPEICTABIAIOTCS B CPABHEHUH C OPUTHHAIBHBIM UK pedepeHTHBIM MpernapaTom

Jlnst mokaszaTeabCTBa AKBUBAJIGHTHOCTU T€HEPHUKA C OPUTHMHAIBHBIM (peEepeHTHBIM)
npenapatoM B Moayne 5 dopmara OTJ wim yactu IV IlepeuHss TOKyMEHTOB,
MPEAOCTABISIEMBIX JIJISl AKCTepTU3bl mpousBoauTensmMu PecnyOnuku Kazaxcran (manee —
[lepeuenn) B perucTpaliMOHHOM JIOChE T'€HEPHKa B 3aBUCUMOCTU OT (PapMaKoJIOTHYECKUX
CBOWCTB U JICKAPCTBEHHOU (POPMBI MPEIOCTABIISIFOTCSI:

1) oT4eT cpaBHUTEIBHBIX (PAaPMAKOKMHETHUYECKUX HCCIEAOBAHUM (MCCIEOBAHUS
OMO3KBUBAJICHTHOCTH);

2) OTYET CPaBHUTEIBHBIX (hapMAKOJUHAMUYECKUX KIMHUYECKUX UCCIIEIOBAHUN;
3) OTYET CpaBHUTEIBHBIX UCCIIEIOBAHUN TEPANIEBTUUYECKON HKBUBAJICHTHOCTH;
4) OTYET CPaBHUTEIIBHBIX UH-BUTPO UCCIEIOBAHUI;

OGocHoBaHKEe BBIOOpA UCCIIEA0BaHUS SKBUBAJICHTHOCTH TIPOBOIUTCS:

1) nnst nekapCTBEHHBIX CPEACTB, JJisl KOTOPBIX BO3MOXKHO IMOJYYUTh U3MEPSEMbIE
KOHIIEHTpallMid aKTUBHOTO BellecTBA B OHOJOTHYECKON >XUAKOCTHU (IJIa3ma, Moua),
MPECTABIIAIOTCSA OTYEThl CPABHUTEIBHBIX (PaPMAKOKMHETUUECKUX UCCIICI0BaHUM;

2) Ayis JeKapCTBEHHBIX CPEJNICTB, JJISI KOTOPBHIX HEBO3MOXHO TMOJIYYUTh U3MEpsSEeMbIe
KOHIIEHTPAIIUM AKTUBHOTO BEIIECTBA B COOTBETCTBYIOIICH OHOJIOTMYECKON KUIKOCTH,
MPEJCTABISIOTCA OTYETHl CPAaBHUTEIBHBIX (apMaKOJUHAMUYECKUX KIMHUYECKUX
HUCCIECIOBaHUM;

3) Ias JIEeKapCTBEHHBIX CPEACTB, MJISI KOTOPBIX HEBO3MOXHO OIPEIEIUTh
(hapMakoKMHETHYECKUN TTpoduiIb, HAUTU TIpUeMIIeMble (papMaKkoJIUHAMUYECKUE KOHEUYHBIE
TOYKM AKTHBHOT'O BEIIECTBA, MPEJCTABISIOTCS OTYEThl CPABHUTEIbHBIX KIMHUYECKUX
UCCJIEIOBAaHUN TE€pareBTUYECKON YKBUBAJICHTHOCTH;



4) mponeaypa OuoBeBep NSl JIEKAPCTBEHHBIX CPEJCTB CUCTEMHOTO JACHCTBHS NS
OpaJibHOTO TMPHUMEHEHUSI C HEMEIJIEHHBIM BBICBOOOXKJIECHHEM, COJIEpKAIIUX CYOCTaHLIHUU
kiacca [ u I 6umodapmaneBrrueckoit cuctemsl kinaccudukauu (bCK).

OT OTEYEeCTBEHHOI'0 MPOU3BOJUTEINSI, UMEIOIIETO JOKYMEHT, MOATBEPKIAIOIIHI
COOTBETCTBHE TMPOU3BOJCTBA HaAJEXKAallel NPOU3BOJCTBEHHON MpakTuke PecmyOmuku
Kazaxcran (GMP) unu ot 3asButens, umeromero GMP, BbIIaHHBIN yIOJIHOMOYEHHBIMU
opranamu ctpaH-peruoHoB ICH, He TpeOyeTcs mpeaocTaBlIeHHE OTUYETOB HUCCIEIOBAHUMN
AKBUBAJICHTHOCTU BHYTPH OpraHu3Ma (MH BUBO) MPHU yCIOBUHU, YTO:

1) nexapcTBeHHbIE CPEACTBA ISl MAPEHTEPAIBHOTO NMPUMEHEHHUS (BHYTPUBEHHO,
MOJKOKHO WM BHYTPUMBIIIEYHO) B BUJIE BOJHBIX PACTBOPOB, COAEPKAIIMX OJAMHAKOBBIN
Ka4eCTBEHHBIM M KOJWYECTBEHHBIM COCTAB aKTUBHOTO BEIIECTBA, YTO U pedepeHTHHIN
mpemnapar, ¢ OJWHAKOBBIMH WM TOJOOHBIMH BCTOMOTATEIbHBIMH BEIIECTBAMHU B
CpaBHHMBaeMbIX C pedepeHTHBIM IpenapaToM KOHIEHTpauusx. [Ipu 3ToM, HEKoTOphIe
BCIIOMOTaTeJbHbIE BeulecTBa (B YacTHOCTH Oy(epHble pacTBOPbl, KOHCEPBAHTHI,
AHTUOKCHUJAHTHI) OTJIMYAIOTCA MPU YCJIOBUHU J0KA3aTeNbCTBA JIOOBIM CIOCOOOM, YTO B
JAHHBIX KOHIEHTpALUSAX OHM HE BIUSIOT Ha Oe3omacHOCTh U (Wiu) 3(PEHEeKTUBHOCTH
JIEKapCTBEHHOIO CPEACTBA (MUCKIIOUEHHE — IIpenapaThl Kejie3a, aMUHOKHUCIIOT, TPOU3BOIHbBIC
KpaxMala, xejlaTuHa, KOMILIEKCOOOpasyIoIue nmpenaparsl);

2) JIeKapCTBEHHBIC CPENICTBA ISl IpUeMa BHYTPh M IIPUMEHsSIeMbIe B (popMe BOJHBIX
PacTBOPOB, COAEPKAIIKME OJTMHAKOBBI KAYECTBEHHBIN U KOJIUYECTBEHHBIN COCTaB aKTUBHOTO
BEIIECTBA, YTO W pedEepeHTHBIN mpemapar, C OJWMHAKOBBIMU WJIH MOJO0OHBIMU
BCIIOMOTATEIbHBIMH BEIIECTBAMU B CPABHUBAEMBIX pe(hepEeHTHBIX Mpenaparax;

3) nexapCTBEHHBbIE CPEJCTBA B (POpME MOPOIIKOB JJIsI IPUTOTOBIEHUS BOJHBIX PACTBOPOB,
€CJIM PaCTBOP OTBEYAET TPEOOBAHUSM MOAIMYHKTOB 1) MK 2) HACTOSIIETO MyHKTA;
4) nekapCTBEHHbIE CPENICTBA, KOTOPHIE SABISAIOTCS ra3amu;

S) yluIHbIE WU TJIa3HBIE JEKAPCTBEHHBIE CPEJICTBA, U3TOTOBJIEHHBIE B BHUJI€ BOJHBIX
PacTBOPOB, COJIEPKAITUX OJMHAKOBBIM KaueCTBEHHBIH U KOJUYECTBEHHBIM COCTAB aKTUBHBIX
BEIIECTB, UYTO MW pePepeHTHBI mpemapar, C OJWHAKOBBIMH WA TOJO0OHBIMH
BCIIOMOTATEIbHBIMA BEIIECTBAMU B CpPaBHUBAEMbIX C pe(EpEeHTHBIM MpernapaToM
KOHIIeHTpauusx. [Ipm 3ToM, HEKOTOpbIE BCIIOMOTraTelibHbIE BEIIECTBA (B YaCTHOCTHU
OyQepHbie pPacTBOpPbI, KOHCEPBAHTHI, BEIIECTBA, KOPPEKTUPYIOIIHE TMJIOTHOCTh, WIIU
3aryCTUTENHN) OTIMYAETCS MPHU YCIOBUHU J0KA3aTeIbCTBA JIIOOBIM CIIOCOOOM, YTO B JIAHHBIX
KOHIIGHTPAIMSAX OHU HE BIUSIOT Ha 0€30MacHOCTh U (Win) 3(PPEKTUBHOCTD JIEKAPCTBEHHOTO
CpEJICTBA;

6) JeKapCTBEHHbIE CpPEACTBA MECTHOTO JEHCTBHS B BHUJAE BOJHBIX PacTBOPOB,
COJIEPKAIINX OJIMHAKOBBIA KaYE€CTBEHHBIM M KOJUYECTBEHHBIN COCTAB AKTUBHBIX BEIIECTB,
9T0 U pedepeHTHBIA TpemnapaTr, ¢ OJUHAKOBBIMU WM TMOJOOHBIMH BCIIOMOTATEIHHBIMU
BEIIECTBAMHU B CPABHUBAEMBIX C pe(pepEeHTHBIM MpernapaToM KOHIIEHTPALMSIX;



7) neKapCTBEHHBIE CPEJICTBA, KOTOpbHIC SIBISIOTCS BOJHBIMU PAacTBOPAMHU U
MpeHa3HAYCHBI [IJI1 WHTalAuii HeOynalW3epoM WM B BHAE HA3aIbHBIX CIIPEEB,
MPUMEHSEMBIE C TIOMOIIIBIO MPAKTUYECKH OJJUHAKOBBIX YCTPOUCTB JTOCTABKH JICKAPCTBEHHOTO
CpEJICTBA U COJCPIKAIINE OJMHAKOBBIN KaUeCTBCHHBIM M KOJTMYCCTBEHHBIM COCTaB aKTHBHBIX
BEIIIECTB, TaKUE K€ BCIIOMOTATEIbHBIC BENMIECTBA B CPABHUMBIX KOHIICHTPAIHUSAX, YTO U
pedepenTHsIii npenapart. [Ipu ’ToM HEKOTOPbIE BCIIOMOTaTeNIbHbIE BEIECTBA OTIMYAETCS TIPH
YCIIOBHH J0Ka3aTeIhCTBA JIFOOBIM CITOCOOOM, YTO B JJAHHBIX KOHIICHTPAIMSIX OHU HE BIUSIIOT
Ha Oe3omacHOCTh U (W) 3PHEKTUBHOCTH JEKAPCTBEHHOT'O CpeACTBa (HMCKIIOYEHUE —
Ipemnaparkl, COASPKaIIue TOPMOHBI, TIPETapPaThl ¢ MPOTHBOOOCTPYKTUBHBIM JICHCTBUEM);

8) JMekapCTBEHHBIC CPEJACTBA CUCTEMHOIO JECHCTBHS B BHUJEC BOJHBIX PACTBOPOB IS
PEKTATLHOTO WJIM BarMHAIBHOTO MPUMEHEHHSI, COACPIKAIUX OJMHAKOBBIN KaueCTBCHHBIA U
KOJIMYECTBEHHBI COCTaB AaKTHUBHBIX BEIIECTB, YTO M pePEepeHTHHI mpemapar, ¢
OJIMHAKOBBIMHM WJIM TMOJOOHBIMU BCIIOMOTaTEIbHBIMU BELIECTBAMU B CPAaBHUBAEMBIX C
pedepeHTHBIM TIpenapaToM KOHIICHTPAIUAX, HEKOTOPHIE BCIIOMOTATENIbHBIC BEIIECTBA
OTIIMYAETCS TIPU YCIOBUH JI0KA3aTEIHCTBA JIOOBIM CIIOCOOOM, YTO B JIAaHHBIX KOHIICHTPALIUSIX
OHM HE BIUSAIOT Ha 6€30MacHOCTh U (W) 3 (PEKTUBHOCTH JIEKAPCTBEHHOTO CPEACTBA;

3asBUTENH MPEIOCTABISET JI0KA3aTEIHCTBA SKBUBAJICHTHOCTH MH-BUBO B Cliydae, KOT/ia
CYIIECTBYET PHUCK TOTO, YTO BO3MOJXKHBIC Pa3IM4Us B OHWOJOCTYIHOCTH IPHUBEIAET K
TepaneBTUYECKON HEAKBUBAIICHTHOCTH TeHEpHKa pedepeHc-npenapary:

1) nexapcTBEHHBIE CPEACTBA CUCTEMHOTO JEUCTBUSA ISl OPajJbHOIO MPUMEHEHUS C
HEME/JICHHBIM BBICBOOOKICHNEM, €CITH K HUM MTPUMEHEHBI OJTUH UJIH HECKOJIBKO CIICTYIOITIX
KPUTEPUEB:

Y3KHUM CHEKTP TepareBTUUYECKOTO JercTBUs mnpenaen 3PpdhekTuBHOCTh (0€30MacHOCTD),
KPYTOW HaKJIOH KPUBOM /1032 - OTBET;

TOKYMEHTAJbHO TMOATBEPKACHHBIC MPOOJIEMBI MO OWOMOCTYNHOCTH WU
OMOHEIKBUBAJICHTHOCTH, CBSI3aHHBIE C AKTUBHBIM BEIIECTBOM WK ¢ (hopMamu (HE UMEIOIITIX
OTHOUIEHUS K PACTBOPEHHUIO);

JAHHBIE O TOM, YTO Ha OMOAKBUBAJICHTHOCTH BIMSIET MOTUMOP(PHU3M aKTHBHOTO BEIIECTBA,
BCIIOMOTaTeJIbHbIE BEIECTBA, O KOTOPBHIX MU3BECTHO, YTO OHM BIHUAIOT HA MPOXOXKICHUE B
xenynouHo-kuiieunoM tpakte (nanee — XKKT), nponuniaemocts B XKKT u, Takum 06pazom,
Ha abcopOuuio U (WIK) cTabMIBHOCTh aKTUBHOTO BemecTa B JKKT;

2) JexapCTBEHHBIE CPEACTBA CUCTEMHOTO JIEHCTBUS, HE PEAHA3HAUCHHBIE ISl OPATTLHOTO
UM TApEeHTEPaJbHOTO MpPUMEHEHUs (Takue, KakK TpaHCASpMaJbHbIE TUIACTHIPH,
CYNIO3UTOPHH, HUKOTHHOBBIC JKEBATCIbHBIC PE3WHKH, TEIH TECTOCTEpOHA W
TpaHCAepMaIbHbIC KOHTPAIICTITHBHI);

3) JekapcTBEHHbIE CpEJICTBA CHUCTEMHOrO AEHUCTBUA C MOAU(PUUUPOBAHHBIM (
MIPOJIOHTUPOBAHHBIM, 3aMEJICHHBIM ) BRICBOOOXKICHUEM;



4) nexapCTBEHHBIE CPEACTBA CUCTEMHOTO JEHCTBUS C (PUKCHPOBAHHON KOMOWHAIIMEH, B
KOTOPBIX KaK MHUHUMYM [UJIS OJIHOTO AKTUBHOTO BeIlIeCTBa TpelOyeTcsi MpOBEICHUE
UCCIIEIOBAHUS HH-BUBO;

5) JNeKapCTBEHHBIE CPEJCTBAa HECUCTEMHOTO JICMCTBHS, B YACTHOCTH JIJIsi OPaJIbHOTO,
HA3aJILHOTO, 0()TaTEMOJIOTHYECKOTO, IEPMATOIOTHIECKOTO, PEKTATHFHOTO WIIH BarMHAIIBHOTO
npUMEHEHUs1, 0e3 cUCTeMHOM abcopOIMK, KOTOPBIE HE SIBJISIOTCS BOJHBIMU PAaCTBOPaMU; B
TaKOM CJy4ae OJKBUBAJCHTHOCTh JOKa3bIBAIOT MYyTEM MPOBEACHUS, CPaBHUTEIbHBIX
KJIMHUYECKUX  HUCCIEJOBAaHUM  TepamneBTHUYECKOM  HSKBHUBAJICHTHOCTH  WIIHU
(hapMakoAMHAMHYECKUX HMCCIEAOBaHUMN, AepMaTOhapMaKOKUHETHIECKUX UCCIETOBAHUMN U (
WJIM) UCCJEA0BAaHUN UH-BUTPO;

6) 15l TeHepUKa, AKTUBHOE BEIIECTBO KOTOPOTO MPEJICTABIEHO APYToil COJbio, 3(hUupom
WIW TPOU3BOAHBIM AaKTUBHOTO BEIIECTBA 3aperUCTPUPOBAHHOTO Mpenapara,
IPEAOCTABISIOTCS OTYEThl COOTBETCTBYIOIIMX JOKJIMHUYECKUX U (MIU) KIMHUYECKHX
UCCIIeIOBAaHUN (MCCIeIOBAaHMN OMOAKBUBAJIEHTHOCTH), JOKAa3bIBAIOIIME OTCYTCTBHE
U3MEHEHUN B (apMaKOKHHETHKE, (apMaKoJIUHAMUKE W (MJIM) TOKCHYHOCTU T€HEepHKa, B
Clydyae HENpPEACTABICHUS TAaKUX J0KA3aTENIbCTB, JAHHOE BEIIECTBO PACCMATPHUBAETCS KaK
HOBO€ aKTUBHOE BELIECTBO.

J171s1 TEHEPUKOB B TBEPJIBIX JIEKAPCTBEHHBIX (hOpMax HEMEIJIEHHOT'O BRICBOOOKICHUS 1JIsI
prueMa BHYTPb M KOHIIEHTpalMsi aKTHUBHOTO BELIECTBA, KOTOPBIX H3MEPSETCA B
OMOJIOTMUECKUX KUIKOCTAX OpraHu3Ma (TuiazMa KpoBH, MOYa) MPEJOCTaBISIOTCS JaHHbIE
WCCJICTIOBAaHU OMO’KBUBAJICHTHOCTH.

J1J1si TeHEpUKOB B TBEP/IbIX JIEKAPCTBEHHBIX (POpMax HEMEJJIEHHOTO BBICBOOOXKICHUS JIJIS
rpueMa BHYTPb, KOHIICHTPAIIUIO aKTUBHOT'O BEIIECTBA KOTOPOrO HEBO3MOXKHO U3MEPUTH B
OMOJIOTHYECKUX KHUJKOCTSIX OpraHu3Ma, MPEJOCTABISIOTCS JaHHBIE CPaBHUTEIBHBIX
(hapMakoMHAMUYECKUX KIMHUYECKUX HUCCIEAOBAHUM WIJIM HCCIEAOBAHUM CPaBHUTEIBHOU
TepareBTUYECKON IKBUBAJICHTHOCTH.

Perucrpannonnsie MaTepralibl Ha TEHEPUKH, PETUCTPUPYEMBIE TIO MpolLieType OroBeiBep,
B citydae cyOcranmuii kinacca [ u [II BCK

buogeliBep, ocHOBaHHBIN Ha OuodapmareBTuueckor cucreme kinaccudukanun (bCK),
HalnpaBjeH Ha YMEHBIICHHE KOJMYECTBA MCCIEIOBAHUN OMO’KBUBAJIEHTHOCTH 1n VIVO, TO
€CTh OH CJIYXXHUT 3aMEHOM OMOPKBHUBAJIEHTHOCTU In vivo. [lpoBeneHust wuccienoBaHui
OMOPKBUBAJICHTHOCTH 1IN VIVO MOXHO H30€XKaTh, €CIH JKBHBAJEHTHOCTH IN VIVO
MOATBEPKIACTCS 00OCHOBAaHHBIMU JTAHHBIMH, MIOJYYEHHBIMHU 1N Vitro.

buogeiiBep, ocHoBaHHbIM Ha BCK, orpaHnyeH jnekapCTBEHHBIMH IpenapaTaMH IS
mpueMa BHYTPh B TBEPJBIX JIEKAPCTBEHHBIX (POPMax CHCTEMHOTO JEUCTBUS C HEMEJICHHBIM
BBICBOOOKACHUEM, COJEpP)KAIUMHU BBICOKO PACTBOPUMBIEC JACHCTBYIOIIME BEIIECTBA C
npeackazyeMoi abcopOuuel y yenoBeka, Mpyu YCIOBUH, YTO ATU JIEUCTBYIOIINE BEIIECTBA
UMEIOT IIUPOKUI TEPANEBTUUECKUN TNAMA30H.



buogeiiBep, ocHoBaHHbI Ha BCK, HenmpuMeHUMM K NOIBSA3BIYHBIM, 3aICYHBIM
JEeKapCTBEHHbIM (opMaM U JIEKapCTBEHHBIM (opmaM ¢ MOAUGUIIMPOBAHHBIM
BBICBOOOXK/ICHUEM, a TaKXKE€ KOTJa HCCIEAYEMbI JI€KapCTBEHHBIM mpenapar (TeHEpHK)
COJICPKUT JAPYTOM CIOXKHBIN 3Pup, IpocToit 3dup, U30Mep, CMECh U30MEPOB, KOMILJIEKC WU
MPOU3BOJHOE JIEKAPCTBEHHOE BENIECTBO, OTIMYHOE OT Mpernapara CpaBHEHUS, IIOCKOJIbKY 3TH
pasuyus MPUBOJAT K Pa3HOM OMOJOCTYMHOCTH M HE OLEHUBAETCS C MOMOIIBIO UH-BUTPO
MCCJIEI0BAHMI, NCIIONB3YyEMBIX B KOHLIENIUK OnoBeliBepa Ha ocHoBe BCK.
buogeiiBep, ocHoBanHbli Ha BCK, mpumMeHuM Jisi MOABA3BIUHBIX, 3aIECYHBIX
JIeKapCTBEHHBIM (hopMaM, €ClId TOJIbKO CIOCO0 MX MPUMEHEHUs BKJIHOYAET UCMOJIb30BAHUE
BOJIBI.
B oTHomeHuu nexkapcTBEHHBIX (POpM, JUCTIEPTUPYIONIUXCS B TIOJIOCTH pPTa, OMOBEIBED,
ocHoBanHbIi Ha BCK, nmpumeHnM, eciii HCKIr0YeHa abCcopOIus U3 MOJOCTH PTa.
[IponekapcTBa paccmarpuBaroTca s OuoBeiiBepa Ha ocHoBe BCK, ecnu onu

BCAaChIBAIOTCS B BUJE MTPOJIEKAPCTBA.

buoseiiBep, ocHoBanHubiil Ha BCK, B OTHOIIEHNN KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX
npenapaToB C HEMEJJICHHBIM BBICBOOOXKIECHUEM BO3MOXKEH, €CJIM BCE JEUCTBYIOIIUE
BemiectBa npuHamiexkatr [ wnm Il knaccy mo BCK, a BcmoMorarenbHbIE BelIeCTBa
COOTBETCTBYIOT YCTAaHOBJICHHBIM TpeOoBaHUsM B HacTosmux I[IpaBuinax. B ocrambHBIX
CIIydasiX OCYyIIECTBIIACTCS MPOBEACHUE HCCIICIOBAHUS OMOIKBUBAJIEHTHOCTH 1n Vivo.

B cnydae aeicTByrollee BEIIECTBO B COCTABE TE€HEPUKA YAOBJIETBOPSET CIEAYIOLIUM
YCIIOBUSIM:

1) nmokazaHo, 4TO CyOCTaHIIMSI JIEKAPCTBEHHOTO CPEJCTBa XOPOUIO PAcTBOpUMA H
noHocThIo abcopoupyeres (kiacca [ u 111 BCK);

2) nedCTBYIOIME BEIIECTBA B UCCIEyEMOM U peepeHTHOM JIEKapCTBEHHBIX MpernapaTax
UJICHTUYHBI, a TaK)Xe €CJIU HUCCIEeAyeMblil U pedepeHTHBINH JeKapCTBEHHBIC MpernapaThl
coJiep KaT pa3HbIe COIM MPU YCIOBUH, 4TO 00a IEHCTBYIONMINX BEUIECTBA OTHOCSITCS K KJIaccy
I mo BCK (BbIcOKasi paCTBOPUMOCTb U BBICOKAsl MIPOHUIIAEMOCTH); JACHCTBYIOIIEE BEIIECTBO
XOPOIIIO pacTBOPHUMO M IoaBepraercs orpannaeHHoi adcoporuu (111 kmacc mo BKC);

3) ouens ObicTpas (> 85 % B TeueHue 15 MUH) WK OAMHAKOBAs pacTBOPUMOCTH (85 % B
teueHue 30 MUH) UH-BUTPO TECTUPYEMOro U pedepeHTHOIro JEKAPCTBEHHBIX CPEICTB
IPOJEMOHCTPUPOBAHA B TPEOYEMBIX YCIOBUSIX;

4) nexapctBeHHass (opMa M JIO3MPOBKA T€HEpPUKA OJWHAKOBas C peepeHTHbIM
JIEKapCTBEHHBIM IPENapaToM;

5) BcmomoraTeabHbI€ BEIIECTBA, KOTOPhIE BJIUSIOT HA OMOJOCTYIMHOCTh, IO CBOEMY
(GyHKIIMOHATFHOMY Ha3HAYCHUIO OJIMHAKOBBI KOJTUYECTBEHHO U KAYECTBEHHO C pedepeHTHBIM
penapaTom.

Jns renepuxkoB ¢ cyocranumii knacca I BCK paspemienbl KauecTBEHHbIE U
KOJIMYECTBEHHBIE pPa3JU4YMsl B BCIOMOTAaTEIbHBIX BEUIECTBAX, 3a HWCKIIOYECHUEM



BCIIOMOTATENIbHBIX BEIIECTB, KOTOPHIE BIUSIOT HAa a0COPOIIUIO C OAMHAKOBBIMU Kaue€CTBEHHO
Y KOJIMYECTBEHHO MOIOOHBIMHU.

AHanornyHo, To ectb B npeaenax = 10% oT konuyecTBa BCIIOMOTaTeIbHOTO BEIIECTBA B
KOHTPOJILHOM TIpoaykTe. KpoMe Toro, COBOKyIHas pa3Hulia JJisi BCIIOMOTaTeIbHbIX BEIIECTB,
KOTOpBIE TIOBJIMSIET HAa abcopOLuto, cocTaBiseT B npenenax + 10%.

Hns npenapatoB kinacca III BCK Bce BcmoMmorarenbHBIE BEIIECTBA SIBISIOTCS
Ka4eCTBEHHO OJIMHAKOBBIMU U KOJMYECTBEHHO MOJOOHBIMU (32 UCKIIIOUEHUEM HAMOJHUTEIICH
JUTSI TUIEHOYHOT'O TOKPBITHS WK 000JI0UKH KarcyJbl). BecmoMorarensHbie BEIeCTBa, KOTOPHIE
BIIUSIET HA a0COPOIINIO, C OAMHAKOBBIMU KaU€CTBEHHO U KOJMYECTBEHHO MOJA00HBIMU, TO €CTh
B nipezenax = 10% oT KoJmdecTBa BCIOMOTAaTEILHOIO BEIIECTBA B KOHTPOJILHOM MTPOAYKTE, a
COBOKYITHAsI pa3HUIIA JIJIsl ’TUX BCIIOMOTAaTEIbHBIX BEIIECTB COCTaBsAeT B npenenax + 10%;

6) OTCYTCTBYIOT PUCKHU, CBSI3aHHBIE C BEPOSTHOCTHIO IPUHATH OLIMOOYHOE 3aKJIIOYEHUE O
BO3MOXKHOCTH HCIIOJIb30BaHUS TMpoleAypbl OuoBeiiBepa, € YyYETOM BEJIHMYUHBI
TEpaNeBTUYECKOTO UHJICKCA U KIMHUYECKUX MOKAa3aHUM K TPUMEHEHUIO JJIsl IEUCTBYIOIIETO
BEILECTBA B COCTaBE JIEKAPCTBEHHOTI'O Mperapara.

KpuTtnyHo moaxoauTh K OIIEHKE BBHITIOJIHEHUS YCIOBUM (HampuMep, MecTo abcopOiuuy,
BO3MOJKHOCTh B3aMMOJICHCTBUSA C O€IKaMH-TIIEPEHOCYMKAMU B MecTe abcopOIuu, cocTaB
BCIIOMOTaTEIbHBIX BEIIECTB M TEPANeBTUUYECKHUE PUCKH) B OTHOIICHUU JIEKAPCTBEHHBIX
npenapatoB III knacca no bCK, yeM k npenaparam I kinacca no bCK.

JlecTBytoliee BEMECTBO

Jns cyOGcranumii, 1uist koTopbix HensBecTeH kiacc BCK, 3asButens npenocTtaBiser
UCCJIEIOBAHUS PACTBOPUMOCTHU U aOCOPOLIHH.

a) B mensx omucaHus CBOMCTB JI€MCTBYIOIIEr0 BEIIECTBA, MOJMAJANOLIETO MOJ
KOHIIETIIIUIO OMOBEiBepa, JOCTATOUHO JTUTEPATYPHBIX JAHHBIX O COCTMHEHHSIX, U3JI0KEHHBIX
B pedepupyembix (LIUTUPYEMBIX) HAYUHBIX H3JAHUSIX U JOKYMEHTaX YMOJHOMOYEHHBIX
opraHoB (opraHu3aIuii) B cgepe oOpaleHus JeKapCTBEHHBIX CPE/ICTB;

0) [elicTByroliee BEIIeCTBO HE 00IaaeT Y3KUM TEPANeBTUUECCKUM JTUAa30HOM.

PactBopumMocCTh

HeoOxoauMo ycTaHOBUTH M MpoaHalIU3upoBaTh mpoduiab pH-pacTBOpUMOCTH
JNENCTBYIOIIETO BEIIECTBA. J[EMCTBYIOIIEE BEIIECTBO MPU3HAETCS XOPOILIO PaCTBOPHUMBIM,
eciu nipu temriepatype 37+1 0C ero MmakcumalibHasi OTHOKpaTHas 03a (11 JIeKapCTBEHHOTO
npernapara ¢ HEMEHJIEHHbIM BBICBOOOXKJAEHUEM) MOJHOCThIO pacTBopsieTcss B 250 M
O0ydepnoro pactBopa B quanazone pH ot 1 10 6,8.

Jlns aToro tpebyercss MpOBECTH HUCCIIeOBAaHUE HE MeHee yeM ¢ 3 OydepHbIMU
pacTBOpaMH ¢ pa3nuuHbiMH pH, HaxoasmuMcs B BBIIIEYKa3aHHOM JHana3oHe (
npeanouturenbHo npu pH 1,2; 4,5 u 6,8) u, mo Bo3MoxHoctu, ipu pKa, ecnmu pKa naxoaurcs
B YKa3aHHOM Juana3one pH.

B nensx ogHo3HayHOrO OmpeneneHus KiIacCU(PUKAIMOHHOW MPUHAICKHOCTH IO
PaCTBOPUMOCTH TMOHAI00UTHCS MOBTOPHBIC UCTIBITAHUS TpH KaxaoMm pH (Hanmpumep, MeTo



BCTPSAXUBAHUSI WM JApYyrod mnoaxonsimui). pH pactBopa ompexaensiercs 10 U MOCIE
no0aBieHus JEHCTBYIONIETO BellecTBa B Oydep.
AOGcopOrust (IpOHUKAFOIIAs CIIOCOOHOCTH )

[Ipu 3asBiIeHMU Ha PETUCTPAIMIO JIEKAPCTBEHHOrO Ipernapara Kak OuoBenBep,
ocHoBaHHbIM Ha BCK, pexomMeHayeTcsi MOATBEpAUTh MOJHYI0 a0COpOLHUI0 NEHCTBYIOIIETO
BelecTBa y yenoBeka. C 3TOH 1eNblo MO/ MOJHBIM BCACHIBAHUEM MMOHUMAIOT a0copOIHio >
85 %. IlonHOEe BcachbiBaHHE OOBIYHO OOYCIIOBJIEHO BBICOKOW MPOHUKAIOMIEH CIIOCOOHOCTHIO
JICHCTBYIOIIETO BEIIECTBA Yepe3 KUIICUHBIN Oapbep.

Hanuuue monaHoro BcachkiBaHUsS OOOCHOBBIBAETCS MCCIEIOBAHMAIMU y 4yelloBeka. B
KauecTBe 00OCHOBAHUS JIOYCKAETCS MCIIOJIBb30BaTh PE3YyIbTAaThl UCCIEIOBAHMI:

abCOMIOTHON OUOAOCTYTHOCTH;
MaTepHaIbHOTO OanaHca.

[Ipu ucnosnb30BaHUM METOJ]a MaTEpUAIBHOTO OajlaHca JJIsl BHIYMCIICHUS] BCOCABIIEHCS
(dbpakuru HEOOXOJUMO YIOCTOBEPUTHCS, YTO META0OJMTHI, YUYTEHHBIE MPU pacuere
BCocaBIeics ¢pakiuu, oOpa3oBaiuch nocie adbcopoiuu. B cBsizu ¢ 3TUM TIpH pacuere
oO1el paIuOaKTUBHOCTH, 3KCKPETUPYEMOU ¢ MOYOM, HEOOXOAUMO YAOCTOBEPUTHCS, YTO B
KEJIYyJIOYHOM WJIM KHUIIEYHOM COKE HE€ MNpOW30IlIa 4YacTU4YHas JAerpajanus WId
OouoTtpaHchopmalsi HEU3MEHEHHOTO JIeHCTBYoIIEero Bemectsa. Peakiuu [ pasel (Harpumep,
okucnenue) win 1 ¢a3er (HampumMep, KOHBIOTAIMS) METa00IM3Ma TPOUCXOAATH JIHIIIb TTOCIIE
abcopOruy (He B KEIyJAOYHOM WJIM KHUIIEYHOM COKe). TakuM oO0pa3oM, OCHOBBIBAsICh Ha
JTAHHBIX WCCJIEAOBAaHUN MaTepHAIBHOTO OajaHCa, BCAChIBAHWE MPHU3HACTCS TOTHBIM, €CITU
oO1ee cojiep>kaHre UCXOAHOTO CO €IMHEHUS B Moue U ero MeTabonuToB (mpomeamux [ u (
unn) 11 pa3er MeTabonu3Ma) B Moue U Kajie cocTaBisieT >85 % OT NpUHATOMN J03BI.

Kpome Toro, BBICOKO pacTBOPUMBIE IEUCTBYIOIINE BEIIECTBA C HETIOTHBIM BCACHIBAHUEM (
[T xnacc nmo BCK) Takke moananaer moa OMOBEHBEP, €CIU BBIMOJHSIOTCS OMpPEACTICHHbIC
TpeOOBaHMUS K COCTaBYy JIEKAPCTBEHHOTO IMperapaTta ¥ nmpouiio pacTBOpeHus in vitro. [Ipu
otHeceHuu coeauHeHui k | knaccy nmo BCK u oTcyTcTBUM 0O00CHOBAHHBIX JI0KA3aTENIbCTB B
MOJIb3Y MX MOJIHOTO BCACHIBAHUS K HUM TaKXKe MPEIbABISIIOTCS 00Jiee )KECTKHEe TpeOoBaHuUS (
HanpuMep, IPOBEICHUE UCCIEI0BAHNI OMO’KBUBAJICHTHOCTH 1N ViVO, MHBIX KIMHUYECKHUX
HCCIICTIOBAHUM ).

OnHuM U3 yciIoBUN OMOIKBUBAICHTHOCTH MEXK]Y BOJAHBIMU PACTBOPAMHU U TBEPIBIMU
JeKapCTBEHHBIMU (opMamMu JIO00r0 COEAUHEHUS, NMPUHUMAEMOIO0 BHYTPb, SBISETCS
OTCYTCTBUE CYIIIECTBEHHBIX Pa3inuuii B nmpoduse abcopOIuu, 00yCIOBICHHBIX Pa3IUYHIMU
B JIEKAPCTBEHHOHN (hopMe C OBICTPHIM BBICBOOOXKICHUEM.

YcranoBrneHHas OMOIKBUBAICHTHOCTh MEXIY BOJIHOM M TBEPJOH JIEKAPCTBCHHBIMH
(dbopMamMK HEMEIJIEHHOTO BEICBOOOXKACHUSI HEKOTOPOTO COEIMHEHHUSI, IPUHUMAEMOT'0 BHYTPb,
MPUHUMAETCA B KAaueCTBE NOATBEPKACHUS, MOCKOJBbKY CBHUIETEILCTBYET O TOM, YTO
orpanuyeHue abcopOuuu, OOYCIOBIEHHOE CBOWCTBAMHU JIEKAPCTBEHHON (HOpMBI
JEKapCTBEHHOr0 Tpemapata (¢ HEMEIJEHHBIM BBICBOOOXKICHUEM), SBISIETCS



HE3HAUYMUTENIbHBIM. KauecTBeHHBIC MCCIIEIOBAHMS MPOHUIIAEMOCTH In Vitro, B TOM YHUCIE C
UCIIOJIb30BAaHUEM CTaHJAPTHBIX 00pa3lioB, TAaK)Ke CBUJIETEILCTBYIOT B IMOJIb3Y PE3YJIbTATOB,
MOJIYYSHHBIX 1N VIVO.

JlexapcTBEHHBIH npemnapat

[TpoBenenme TecTa CpaBHUTEITLHOW KHHETUKHA PACTBOPEHHUS in Vitro

[Ipu n3ydyeHnn CBOMCTB JIEKaPCTBEHHOTO Mpernapara He0OXOANUMO JTI0Ka3aTh HEMEIJIEHHOE
BBICBOOOXK/IEHHE M COMOCTaBUMOCTh MCCIEAYEMbIX JEKapCTBEHHBIX IMPENnapaToB, TO €CTh
MOATBEPAUTh COMOCTABHUMYIO KHHETHUKY PACTBOPEHHMS In ViItro MEXIy HCCIEAYEMBbIM H
pedepeHTHBIM JeKapCTBEHHBIMU TpernaparamMu Ipu (U3UOJIOTHYEeCKUX 3HadyeHusx pH B
YCJHOBUSIX DKCIIEPUMEHTA.

OnHako 3TO HE MO3BOJSET YCTAHOBUTH KOppessiuio in vitro (in vivo). Kuneruky
pacTBOpeHws in vitro uzyqaercs B auanaszone pH 1,0-6,8 (ae menee yem npu 3 3HaueHusx pH
:1,2,4,5u16,8).

JlononHUTENbHBIE HCCaeA0BaHUs TOTpeOyeTcs npu pH ¢ HauMeHbIIel paCTBOPUMOCTHIO
JICHUCTBYIOIIETO BellecTBa (MPEACTaBIsSETCS 000CHOBAHUE OTCYTCTBUSI HEOOXOAMMOCTU TaKUX
uccnenoBanuil). Mcmnonp3oBaHue KakuX-IMOO TMOBEPXHOCTHO-aKTUBHBIX BEIIECTB HE
JOITyCKAETCS.

B cooTBercTBUM € 3TUMH TPeOOBAHUAMHU PEKOMEHAYETCS MPOBOJAUTH UCCIIEA0BAaHUE B
OTHOIIIEHUH Oosiee ueM | cepuu ucciaeayeMbIX JIEKapCTBEHHBIX MPEnapaToB.

CpaBHUTENbHBIE UCIBITAHUS PACTBOPEHHUS In Vitro COOTBETCTBYET TPEOOBaHUSIM
dapmakonen PK unu ED. B cBs3u ¢ 3TUM HEOOXOIUMO TIPEACTABUTH MOAPOOHOE OTTMCAHUE
YCJIOBUH UCCIEAOBAaHUS U AHAIUTHYECKUX METOAUK, BKIIIOUas TaHHBIE 10 UX BaJUJALUU.

JUIsl CTAaTUCTUYECKOM TOCTOBEPHOCTH KaX b SKCIIEPUMEHT PEKOMEHAYETCS POBOAMTD
¢ 12 npobamu (0Opa3iiaMu) JIeKapCTBEHHOTO Mpernapara.

CrangapTHbIE YCIIOBUS UCCIEAOBAHMS, BKIIOYAIOT:

npubop: IomacTHast MeIlaiKa WA KOP3UHKA,;

o0beM cpenbl pactBopenust: 900 M1 wiiv MeHee;

Temreparypa cpeasl pactBopenus: 37+1 0C;

CKOPOCTb BpaIllEHUs: JIOMAcTHAs Melalika — 00br4HO 50 000pOTOB B MUHYTY, KOP3UHKA —
00b14HO 100 000POTOB B MUHYTY;

cxema oToopa mpo6: Hanpumep, Ha 10, 15, 20, 30 u 45 MuHyTax;

o0ydepubie pactBopsl: pH 1,0 — 1,2 (06sruno 0,1 M HCI unu umurtaius xeiaya04Horo
coka 0e3 depmenTon), 4,5 u 6,8 (MU UMHUTALMS KUIIEYHOTO coka 6e3 depmenton), pH
PErYISIPHO KOHTPOJIUPYETCH.

Pexomennyercst ucnonb3oBath 0ydepusie pactBopsl o dapmakomnee PK win ED;

OpPOYUE YCIOBUS: OTCYTCTBUE IOBEPXHOCTHO-aKTUBHBIX BellecTB. lIpuMeneHnue
(epMEHTOB JOMYCKAeTCS B OTHOIICHUH JKEJIATUHOBBIX KAICyJl WM TaOJIETOK, MOKPBITHIX
KEJIATUHOBON 000JIOYKOH.



HeoOxoaumo mpencTaBUTh MOJTHBINA aHATUTHYECKUW OTUET O MPOBEICHUU TECTa
cpaBHuTENbHOU KuHETUKU pacTBopenus (TCKP) in vitro, BKiItoyast MpoOTOKOJ UCCIIEI0OBAHNUSA,
CBEJIEHHS 00 HCClIeyeMbIX CepUsX M CepusX CpaBHEHHS, MOAPOOHOE OMHCaHUE
AKCIIEPUMEHTAIBHBIX YCIOBUU, PE3YyJIbTAaThl BAJIUAAIMU UCIOJIb30BAHHBIX METOOB,
WHJUBUJYyalIbHbIE W CpEJIHUE 3HAYEHUS, a TAKXKE COOTBETCTBYIOLIME 0000IIaroIIne
CTaTUCTHUKHU.

OueHka pe3yabTaTOB TECTA CPABHUTEIBLHON KHHETUKH PACTBOPEHMS 1n VItro
JlekapcTBeHHBIE MpemnapaThl MPU3HAIOTCS OYeHb OBICTPOPACTBOPUMBIMH, eciau 85 %
3asIBJIEHHOT'O COJIEpP>KaHMs JIEUCTBYIOIIETO BEUIECTBA pacTBOpseTcs B TeueHue 15 munyt. B
TOM Cily4yae MNpOQUIN PACTBOPEHUSI HCCIEAYEMOIro M pPePEepeHTHOro JIEKapCTBEHHBIX
MpenapaTroB MPU3HAIOTCS COMOCTABUMBIMU 0€3 JaIbHEUIINX MAaTEMAaTHYECKUX PACUETOB.
Ecnu mporiecc pacTBOpeHHUsI CO CTENEHBbIO BBHICBOOOXKICHUS 85 % OT 3asBICHHOIO
coJiep KaHusl JEHCTBYIOUIETO BeIlecTBA AIUTCS Oosiee 15 MUHYT, HO He TpeBbimaeT 30 MUHYT
, TO HEOOXOAMMO J10Ka3aTh OTCYTCTBHE 3HAUYMMBIX pa3Inyuil (COMOCTaBUMOCTh). B memsx
MOJTBEPKIEHUSI COOCTABUMOCTH Mpoduiield pacCTBOPEHHS UCCIENYEMOTO U pedepeHTHOTO
JIEKapCTBEHHBIX MPENapaToB UCIONIb3YIOT Kputepuil {2 unu apyrue noaxoasiuue tectol. [lpu
ATOM OOBSICHEHUE PANTUUUN B MPOPUIISIX PACTBOPEHHUSI C KIIMHUYECKUX UITU TEPATIEBTUYECKUX
MO3ULIUNA Helleleco00pa3Ho, MOCKOIbKY UCTIBITAHUE PACTBOPEHUS HE OTPAKAET KOPPEISALHUIO
in vitro (in vivo).
BcnomorarenbHbie BENIECTBA

HecmoTpss Ha TO, YTO BIIMSHHE BCIIOMOTaTEJIbHBIX BELIECTB, COJAEPKAIIUXCS B
JIEKapCTBEHHBIX (hopMax ¢ HEMEJICHHBIM BBICBOOOXKICHHEM, HA OMOIOCTYITHOCTh XOPOIIO
PacCTBOPHUMBIX M MOJHOCTHIO BCACHIBAIOIIUXCS AEHCTBYIOUIUX BEIIECTB (TO €CTh OTHOCAIIUXCS
K | knaccy no BKC) cuutaercst ManoBepOSTHBIM, €r0 HEJIb3s MTOJIHOCTBIO UCKII0UaTh. B cBs3n
C 3TUM BO BCEX cllyyasx (B TOM umcie ¢ JnecTByronuM BemectBoM | knacca mo BKC) B
UCCJIEAYEeMOM JIEKapCTBEHHOM IIpernapaTre PpPEeKOMEHAYETCS UCIO0JIb30BaTh IOJ00HBIE
BCIIOMOTATENbHbIE BEUIECTBA MO CBOEMY (YHKIMOHAIbHOMY HA3HAYEHHUIO, YTO U B
pedepeHTHOM JIEKapCTBEHHOM IIperapare.

B nensx uckioueHus: pa3iIuyHOro BIMSHUSA Ha MeMOpaHHbIE IEPEHOCUUKU OJIHUM W3
ycioBuid OuoBeliBepa B oTHoleHuu Jeictytoiero Bemiectsa Il knacca mo BKC siBnsieTcst
OTCYTCTBHUE PA3JIMUUN MO KAYECTBEHHOMY M BBICOKAsI COIOCTABUMOCTD MO KOJIMYECTBEHHOMY
COCTaBY BCIIOMOTATEJIbHBIX BEIIECTB B COOTBETCTBUU C KPUTEPUSIMHU, NMPUBEIACHHBIMU B
Tabnuiie.

Tabnuua: PexoMmeHnayemble KpUTepUu AJis yCTAHOBJIEHUSI BBICOKOW COMOCTaBUMOCTHU
JIEKapCTBEHHBIX MPENapaToB MO KOJIMUYECTBEHHOMY COCTaBY BCIIOMOTaTEIbHBIX BEIIECTB

Otnuuust B mpoleHTax (mo Macce) OT o00Imeil Macchl

Tun BcIroMoraTenpHOTO BEIEeCTBa
JICKapCTBCHHOT'O ITpeIiapaTa HE Oonee

Hanomaurenu +5,0 %

Pa3peixuintenu



Kpaxmai +3,0 %
HWHBIE BEIIEeCTBA +1,0 %
Cas3ylolniue BelecTBa +0,5 %

BeltiecTBa, crmocoOCTBYIOIUE CMa3bIBAHUIO
(JTEF0OpUKaHTHI)

creapar MarHus Ui KaJbLHs +0,25 %
HWHBIC BEIIECTBA +1,0 %
BerectBa, CriocOOCTBYIOIINE CKOJIBLKCHUIO

TaJIbK +1,0 %
HHbBIE BEIECTBA +0,1 %

[Ipumeuanus. 1. Eciu BcmoMoraTenbHble BEIECTBA BBITOIHIIOT HECKOIBKO (QYyHKIHM (
HalpuMep, MHUKPOKPHUCTAIIIMYECKas IEJIII003a BBINONHICT (YHKIMIO HAIMOJHUTENS U
paspeIxjuTens), TO BblOpaeTcss HauOojiee KecTKU Kputepuil (B ciayyae cC
MUKPOKPHUCTATUIMYECKOHN 1EU010301 - £ 1 %).

KoHIleHTpanys BCIOMOraTelIbHOTO BEIMIECTBA B 2 BOAHBIX PACTBOPAaX JIEKAPCTBEHHBIX
MpenapaToB CYUTAETCS CXOXKEM, eclu pa3HuLa cocTaBisgeT He 6osee £10 %.

Paznuuus B conaepkaHuUM JPYruX BCIOMOTATENIbHBIX BEUIECTB, HMEIOIIUX
(YHKIMOHAIBHOE HAa3HAYEHUE, HE YNOMSHYTOE B BBILIENPUBEICHHOM Ta0mHIE, TpeOyroT
HAy4YHOTO 00OCHOBAHUA.

Paznuumuss B coaep’KaHUM JPYTUX BCIOMOTATENbHBIX BEIIECTB, HMMEIOIIUX
(GyHKIIMOHAJIbHOE HA3HAYCHHE, HE YIIOMSHYTOE B IIPUBEICHHON Tabulie, TpeOYyIOT HayUYHOTO
000CHOBaHMUSI.

Kak npasuio, ¢ neiictytouumu BemectBamu | nnm 111 xnacca mo BCK Heobxoanumo
UCIIOJIb30BaTh CTAHIAPTHBIE KOJIMYECTBA XOPOILIO U3yYEHHBIX BCIIOMOIaTEIbHbIX BEIIECTB, a
TaKKe MPOAHAIM3UPOBATh U OOBSICHUTH UX BO3MOXHOE BIUSHUE HA OMOIOCTYITHOCTD U (WJIN)
pactBopuMocTh. HeoOxoaumo onucaTh Ha3HAUEHHE KaXKJI0TO U3 BCIIOMOTaTENIbHBIX BEILIECTB
C 0OOCHOBAaHHEM TOTO, YTO KOJHUYECTBO KaXKJIOI0 M3 HUX HAXOJIUTCS B MNPHEMIEMOM
nauana3one. Heo6xoaumo onucats Bce BCIOMOraTeabHbIe BEIECTBA, CIOCOOHBIE TIOBIUATH Ha
OMOIOCTYNIHOCTh (HampuMmep, COpOMTOJ, MAaHHUTOJ, HATpUs JaypuwicyibdaT U mpouue
MTOBEPXHOCTHO-aKTUBHBIE BEIIECTBA), C YKa3aHUEM MX BIIMSHUS HA:

a) MOTOPHKY >KEJTyI0YHO-KHUILIEYHOTO TPAKTa;
0) MOABEPKEHHOCTh B3aMMOJEHCTBHUIO C JIEMCTBYIOIIMM BELIECTBOM (Hampumep,
KOMILIEKCOOOpa3oBaHue);
B) IPOHHUKAIOUIYIO CIOCOOHOCThH JIEMCTBYIOIIETO BEILIECTBA;
I') B3aUMOJICICTBHE C MEMOpPaHHBIMU [IEPEHOCUUKAMH.

KadecTBEeHHBII U KOJTMYECTBEHHBIA COCTAB BCIIOMOTATENIbHBIX BELIECTB IO CBOEMY
(GYHKIIMOHATFHOMY HAa3HAUYEHHUIO, 10KAa3aHO CIIOCOOHBIX MOBIUATH HA OMOAKBUBAJIIEHTHOCTb,
UCCIIEIyEMOT0 U pe(pepeHTHOTO JIEKaPCTBEHHBIX MTPENapaToB U SBISETCS MOAOOHBIM.

TECT cpaBHUTENbHON KWHETHKH PACTBOPEHUS M COMOCTABUMOCTH Mpoduiei
pacTBOpEHUS



OO01mue acneKkTsl TecTa CPaBHUTEIbHONM KMHETUKH PACTBOPEHUS BO B3aWMOCBS3U C
OMO3KBUBAJICHTHOCTHIO

[Tpu pazpaboTke cocTaBa JIEKapCTBEHHOIO IMpernapara TECT CPAaBHUTEIbHOU KUHETHKHU
pactBopenust (TCKP) ciiyUT WMHCTpYMEHTOM YyCTaHOBJEHUsS OuodapmaneBTHUECKUX
CBOMCTB JIEKAPCTBEHHOTO IIpemapaTa, TO €CTh CBOWCTB, CIOCOOHBIX MOBIUATH Ha
ouonoctynHocTh. [lo 3aBepiieHnn pa3pabOTKU cocTaBa JIEKAPCTBEHHOrO Mpemnapara u
npousBoacTBeHHOTO Tmponecca TCKP wucnmons3yercs niad KOHTpOJIST KadecTBa
MacITabMpOBaHUS U MTPOMBIIIUICHHBIX CEpUi, YTOOBI 00ECTIEUUTh KaK MOCTOSHCTBO KauecTBa
CepHil, TaK U COMOCTAaBUMOCTh MPOQUIIEH PACTBOPEHHS C CEPUSMH, UCIOIb30BAHHBIMU B
OMOPHBIX KIIMHUYECKUX uccienoBanusx. Kpome toro, B otaensHbix ciydasx TCKP ciyxuthb
3aMEHOU MUCCIIE0BAHUSIM OMOIKBUBAJICHTHOCTH.

TCKP npecnenyet pa3audHbIe LEIIN:
a) MpU HKCIIEPTU3E KauecTBa JIEKAPCTBEHHOIO Mpenapara:

ISl TIOJIYYEHHS] XapaKTEPUCTUK CEpUM, HUCIOJb30BAaHHOW B HCCIEIOBAHUAX
OMOIOCTYNMHOCTH (OMOIKBUBAJICHTHOCTH) U OMOPHBIX KIMHUYECKUX UCCIIEIOBAHUIX, YTOOBI
o0ocHOBaTh cnienupuKany (HOpPMAaTUBHBIN JOKYMEHT MO KOHTPOJIIO KauecTBa);

KaK MHCTPYMEHT KOHTPOJISI KayecTBAa CEpPUM JIEKAPCTBEHHBIX CPEACTB B LEIAX
MOATBEPKIEHUS TOCTOSHCTBA MPOU3BO/ICTBA;

JUIS. TIONMYyYEHUs] XapaKTEePUCTUK pedepeHTHOro JIEeKapCTBEHHOrO Ipernapara,
UCIIOJIb30BAHHOT'O B MCCJIEIOBAHUSAX OMOJOCTYNHOCTH (OMOPKBUBAJIEHTHOCTH) U OMOPHBIX
KJIIMHWYECKHUX UCCIIEI0BAHUSX;

0) KaKk 3aMeHa UCCIe0BaHUNI OMOAKBUBATICHTHOCTH:

YTOOBI MOATBEPAUTH (B ONPEAEICHHBIX CIydYasX) aHAJIOTMYHOCTh Pa3JUYHbIX COCTABOB
HCCIIElyeMOro JIEKapCTBEHHOrO Ipemnapara u pedepeHTHOro JeKapCTBEHHOro npemnapara (
OHnoBeMBepbI, HAPUMED, P BHECEHUH U3MEHEHHI, N3MEHEHUU COCTaBa B X0J€ pa3padoTKu
JIEKapCTBEHHOTI'O IIpenapara u BOCIPOU3BEACHHbBIE JIEKAPCTBEHHBIE MPENAapaThl);

YTOOBl YCTAHOBUTH MOCTOSIHCTBO KauyecTBa CEpPUU JIEKAPCTBEHHBIX MpenaparoB (
UCCIEyeMOTO0 U pePEepeHTHOTO JIEKapCTBEHHOrO0 IpemapaTra), Ha KOTOpPBIX Oyner
OCHOBBIBAThCSl BHIOOP COOTBETCTBYIOIIUX CEPUN JJIA UCIOJIb30BAHUS B MCCIIEIOBAHUSIX 1N
Vivo.

MeTtonbl UCTIBITAHUN HEOO0XOAMMO pa3padoTaTh MPUMEHUTEIBHO K KaXIOMY
JIEKapCTBEHHOMY IIpenapaTy Ha OCHOBAaHMHM OOmMX U (KMJM) YaCTHBIX (hapMaKOmeHHBIX
TpeboBanuii. Eciiu ykazanHbie TpeOOBaHUSA HE YJOBICTBOPHUTEIBbHBI U (UIH) HE OTPAKAIOT
MPOLIeCC PACTBOPEHMS U BCACBIBaHUS in Vivo (OMOPENEeBaHTHOCTS), AOMYCTUMO HCHOIb30BATh
albTEPHATUBHBIE METObI, IPU YCIOBUU HAJIUYUS Y HUX JOCTATOUHOW AUCKPUMHUHAIIMOHHON
CIIOCOOHOCTH, TO €CTh CIOCOOHOCTH YJIaBJIUBATh Pa3HUILY MEXKIY CEPUSIMU C MIPUEMIIEMON U
HEMpUeMJIeMOil OMOJOCTYNMHOCTBIO JIEKAPCTBEHHOI'O TMperapaTa B YCJIOBHUSAX In Vivo.



HeoOxoamMo Bcerma mnpuHUMATh BO BHUMAaHUE COBPEMEHHBIC CBEJCHHS (BKIIOUas
B3aMMOJEHCTBUE XapaKTEPUCTUK JIEKAPCTBEHHOI'O0 Mpenapara, OCHOBAHHBIX Ha
OuodapmMaleBTHICCKON CHUCTEME KIacCH(PUKAITUU U BUJT JICKAPCTBEHHON (DOPMBI).

Jl1st TOrO 4TOOBI MOTYYUTH MOJTHOIIEHHBIE MPO(UIN PACTBOPEHUS, HUHTEPBATIBI MEKITY
oTOopoM TpoO OCTATOYHO YACTHIMU (HE peke ueM depe3 Kaxaplie 15 munyT). B mepuon
MaKCUMaJILHOTO HW3MEHEHHUs Mpoduisi pacTBOPEHUS OTOOPHI MPOO PEKOMEHIYeTCs
OCYLUECTBIIATH enle yauie. [[ns moctpoeHuss npaBuiIbHOrO npoguis pacTBOPEHHs! OBICTPO
pPacTBOPSIIOIIMXCS  JIEKAPCTBEHHBIX IPENapaToB, I[OJHOE pPACTBOPEHHE KOTOPBIX
ykiaaeiBaerca B 30 MUHYT, oTOOpBI IPOO HEOOXOAMMO OCYLIECTBIATh Kakiable 5 uin 10
MHUHYT.

Ecnau pnelicTByloliee BEIIECTBO SIBJISIETCS XOPOIIO PACTBOPUMBIM, JIOMYCKAETCs
MPEIOJIOKEHHUE, YTO POOIEMbI ¢ OMOJIOCTYITHOCTHIO HE BO3HUKHYT, €CJIH B JIOTIOJTHEHHUE K
ATOMY JIEKapCTBEHHas (hopMa OBICTPO pacTBOpsAETCs NMpU (Ppu3nonorniyeckux 3nayeHusx pH, a
BCIIOMOTAaTENbHbIE BEIIECTBA HE BIMUSIOT HA OMOI0CTYNHOCTh. HanpoTus, ecnu AeicTByo1IEEe
BEIIECTBO OTPAHUYEHHO PACTBOPUMO WM MaJIOPACTBOPUMO, (HaKTOPOM, JIUMHUTHPYIOIIUM
CKOPOCTh BCAChIBaHUsI, CTAHET PACTBOPUMOCTBIO JIEKApCTBEHHOM (OpMBbIL. AHaJOTHYHAS
CUTyaIusi BO3HHUKAET, €CIIM BCIIOMOTATEJIbHBIE BEIIECTBA BIUAIOT HAa BHICBOOOXKIECHHE U
MOCJEAYIOIIee PACTBOPEHUE ACHCTBYIOIIETO BellecTBa. B Takux ciydyasx HE0OXOAUMO
npoBouTh TCKP B paznu4HbIX YCIOBUSX C COOTBETCTBYIOIIEH cXeMon 0TOopa mpoo.

ConoctaBuMOCTb Npouieit pacTBOPEHUs

Pesynbratel TCKP 1 ocHOBaHHBIE Ha HHMX BBIBOJbI (HampuUMeEp, B 0OOCHOBaHUE
OuoBeliBepa) NPU3HAIOTCS NPaBWIBHBIMHU, €CIM MOCTpOEHUE MpOodUIs PpacTBOPEHUS
OCHOBBIBAJIOCHh HA IOCTATOYHOM KOJIMYECTBE BPEMEHHBIX TOYEK.

B nomonnenue k TpeOOBaHUSIM, U3JI0OKEHHBIM B pasjiesne | HacTosImero npuioKeHus, B
OTHOILIEHUHU JIEKAPCTBEHHBIX (OPM € HEMEIJEHHBIM BBICBOOOXKIEHHEM HEOOXOIUMO
MIPOBECTU CpPaBHEHHE BO BpeMEHHOH Touke "15 MUHYT", 4TOOBI BBISICHUTH, TPOU3OIILIO JIH
MOJIHOE PACTBOPEHUE 0 OTIOPOKHEHHUS JKETTyIKa.

Ecnu B Teuenue 15 muHyT pacTtBopmioch 6omnee 85 % aeiicTByromero BemecTa (0T
HOMHUHAJIBHOTO KOJIMYECTBa), MPO(GUIN PACTBOPEHHUS MPHU3HAIOTCS COMOCTABUMBIMHU 0€3
JabHENIIeld MaTeMaTu4ecKoi 00padOTKH TaHHBIX.

Ecnu 85 % nelicTByroliero BellecTBa pacTBOpuiock B TeueHue 30, a He 15 MUHYT, TO
HEOOXOJAUMBI 3 BPEMEHHBIE TOUYKH: O UCTeUeHUs 15 MuHYT, Ha 15-i1 MUHYTE U B TOUKE,
KOI'J1a CTEIEHDb BEICBOOOKIECHUS COCTABIIIET OKOJIO 85 %.

PekoMenmanuu 1mo JEKapCTBEHHBIM IpernaparaM ¢ MOJAU(PUIIMPOBAHHBIM
BBICBOOOKICHIUEM HU3JI0KEHBI B COOTBETCTBYIOLINX JOoKyMeHTax Coro3a.

ConocTaBUMOCTh MPOQuUIIeH pacTBOPEHUs ONPEALIIAETCS C UCI0JIb30BaHUEM (pakTopa {2

0 CIIeYFOIIeH Gopmyiie:
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2 - dakTop MOOOMS (CXOTUMOCTH);
N - KOJUYECTBO BPEMEHHBIX TOUCK;

Qe (1)
- CpellHee 3HAYEHUE CTETICHU BHICBOOOXKICHHUS (B IPOIICHTAX ) IEUCTBYIOLIETO BEIIECTBA B
TOUKe t [[mocie Havama ucciieoBanus| u3 peepeHTHOTO JIEKAPCTBEHHOTO Mpenapara;

Qx(t)
- CpellHee 3HAYEHUE CTETIEHU BHICBOOOXKICHUS (B MIPOLIEHTAaX ) IEUCTBYIOLIETO BEIIECTBA B
TOUKe t [[ocie Havasa ucclieIoBaHusI | U3 UCCIIEAYEMOro JeKapCTBEHHOTO IIpernapara.

[Ipu ucnonb3oBaHUM AaHHOW (QOPMYJBI HEOOXOAUMO OMNPEACTUTH CTENEHb
BBICBOOOYKICHUS IEUCTBYIONIETO BEIIECTBA U3 UCCIIEIYEeMOTro JIEKApCTBEHHOIO TIpernapara u
pedepeHTHOro JIEKapCTBEHHOIO Mpenapara.

Ornenka ¢akropa moaodus (CXo0aUMOCTH) OCHOBaHA Ha CIEIYIOMINX yCIOBUSX:
a) MUHUMAJIbHOE KOJINYECTBO BPEMEHHBIX TOUEK - 3 (HE cuMTasi HyJICBOM TOUKH 0TOOpA);

0) M1 000MX CpaBHUBAEMBIX JIEKAPCTBEHHBIX MPENApaTOB BHIOUPAIOTCS OJMHAKOBBIC
BpPEMEHHBIE TOUKU;

B) IUIS KaXJIOW BPEMEHHOW TOYKH HEOOXOJAMMO MUHHMYM 12 3HAYEHHI CTEMCHH
BBICBOOOXICHUS ICUCTBYIONIETO BEIIECTBA /17 000MX JIEKAPCTBEHHBIX MPENapaToB;

I) I KaKJIOr0 U3 COCTaBOB JOMYCKaeTcs He 0ojee OJHOro ciydas MpEeBBIIEHUS
CpEIHETO 3HAYCHUS CTEIICHH BBHICBOOOXKIeHHS 85 %;

J1) OTHOCUTEIBHOE CTaHJAPTHOE OTKJIOHEHHE (KO3(P(IUUMEHT BapHaluu) g CTeNeHU
BBICBOOOXKJICHHS JICHCTBYIOIIETO BEIIECTBA B IIEPBOM BPEMEHHOM TOUYKE JHOOOTO W3
JIEKapCTBEHHBIX MpernapaToB He npesbimatotcs 20 %, a Bo Bcex nocieayomux — He oonee 10
%.

Kputepuii npuemnemoctu aist dakropa nogodus (f2) cocrasnser ot 50 mo 100, uro
MOATBEPKIAET CONMOCTABUMOCTh PO(HIIEH PaCTBOPEHHUS.

B cnydae HecooTBeTCTBUS KpUTEpHUIO NpuemiieMocTd o f2 mpodunu pacTBopeHus
MO>XHO CpaBHUBaTh, WCIOJIb3ysl allbT€pPHATUBHBIE METOJbI (HAMpUMEp, pacueT QakTopa
pasznuuus fl, d¢yHkuuio pacnpenenenus BeitOynna unu cpaBHEHHE CTeENEHEH
BBICBOOOYKICHUS B Pa3HBIX BPEMEHHBIX TOUKaX (Harpumep, 1o t-kputepuio CTbIOEHTA)).

Metonasl, anbTepHATUBHBIE pacyeTy Mo f2, CYUTAIOTCA MPUEMIIEMBIMHU, €CIIM OHH
CTaTUCTUYECKU KOPPEKTHBI, @ UX UCIIOJIb30BAHUE JOCTATOYHO 0OOCHOBAHO.



Heo6xonumo 3apanee onpeneianuTs U 000CHOBATh MPEACNbl IPUEMIIEMOCTH KPUTEPUS
COMOCTAaBUMOCTH, HO TIpU 3TOM OHHM He TpeBblmarT 10 %. Kpome Toro, BapnadenbHOCTh
PACTBOPEHHS MEXy JaHHBIMHU HCCIETyeMOTO U PePEpPEHTHOTO JEKapCTBEHHOTO Ipemnapara
TaKXe COMNOCTaBJAETCS, OJHAKO OoJjiee HM3Kas BapuabEIbHOCTh MJIsI HMCCIEAYEMOTO
JIEKapCTBEHHOTI'O IIpenapara sBJIeTCs PUEMIIEMOIA.

HeoOxoauMo mnpeacTtaBuTh 0OOCHOBAHHME, YTO CTATHCTUYECKOE MPOTrpaMMHOE
obOecrnieueHre MPoIILIO BaTUAAIUIO.
Heobxoaumo nate moapoOHOE onrcaHue U 00ObSICHEHUE BCEM JIEHCTBUAM, MPEATPUHSITHIM
B XOJI€ UCCJIEIOBAHMUS, C IPEICTABICHUEM COOTBETCTBYIOUIMX 0000IIAIONINX TaOIHII.
[Tpouemypa GuoBeiiBep HE MPUMEHSIETCS B CIIy4asiX, KOT/Ia JIEKAPCTBEHHOE CPEJICTBO:
1) npeaHa3zHayeHO JJis1 KYITUPOBAHUS HEOTIOKHBIX COCTOSIHUM;
2) UMeeT y3KUil TepaneBTUUECKUI TUaIa3oH;

3) conepxuT npyrou 3¢gup, U30Mep, CMECh U30MEPOB, KOMIUJIEKC WU MPOU3BOJIHOE
JEHCTBYIOLIErO BEIIECTBA B OTIMYUE OT peepeHTHOro Mpenapara, Tak Kak TaKue pa3inyus
NpUBEIET K Pa3IMYHOM OMOJOCTYMHOCTH, KOTOpash HE OOHApYXHBAETCS C IMOMOIUIBIO
HCCIIeIOBAHUM, MPOBOJMMBIX B KOHIICTIIIUU OMOBEHBEPA;

4) comep>KUT B COCTaBe BCIIOMOTATENIbHBIC BEIIECTBA, BIUSIONME HA aOCOPOIHIO
aKTUBHOTO BEIIECTBA;

5) B cyOnMHTBaIbHOM, OYKKAIBHOW U JIEKapCTBEHHON (hopme ¢ MOAUGDUIIMPOBAHHBIM
BBICBOOOXKICHUEM;

6) B JJeKapCTBEHHOH (opMe, TUCTIEPTUPYEMOI B POTOBOM MOJIOCTH, KOT/Ia HE UCKITIOUEHA
abcopO1IMs aKTUBHOTO BEILIECTBA B POTOBOM MOJIOCTH.

3. 'uOpuaHbIi JeKapCTBEHHBIN NpenapaT
JInsi rocyapCTBEHHOW perucTpanuu THOPHIHOTO JIEKAapCTBEHHOTO Ipemnapara
MPEIOCTABIISIOT CIEAYIOIIHNE TaHHBIE:

B Moayne 1 wnu Yacrtu I [lepedns 3asBUTENb MPEAOCTABISIET KPATKYIO0 HH(POPMAIIHIO,
0000111a10111y}0 000CHOBAaHUS M (PAKThI, UTO JIEKAPCTBEHHBIN Mpenapar, sBisieTcsi THOPUAHBIM
MO0 OTHOLIEHUIO K COOTBETCTBYIOIIEMY OpUTMHAIbHOMY mpenapaTy. O6001eHrne coaepxuT
uH(popMaIMIO O TpenapaTre, aKTUBHOM (apMaleBTHUECKON cyOCTaHIUU, JIeKapCTBEHHON
(dbopme, 103UPOBKAX, MOKA3aHUAX K MPUMEHEHHUIO, CIOCO0E MPUMEHEHHS IO CPABHEHUIO C
OpUTHHAIBHBIM MPENapaToM, a TakkKe, P HeOOXOAUMOCTH, CBEICHHSI O OMOJJOCTYITHOCTH U
OMOSKBUBAJIEHTHOCTH JJAHHOTO IIpenapara.

B ompenenennbix cnydasx TpeOyeTcs TUIaH YIPaBICHUS pUCKaMHU.

B cnydae oTCyTCTBUS ONpPEACIICHHBIX JIEMEHTOB MPEJCTABISIETCS 00OCHOBAHHE HUX
OTCYTCTBHS B COOTBETCTBYIOLLEM PA3LEIIE.

B 0030pe NOKIMHUYECKUX M KIMHUYECKUX HAHHBIX YJeNseTcss 0co00e BHUMAaHUE
CJIEIYIOLUM AJIEMEHTAM:



pe3toMe npoduiis mpuMeceld aKTUBHOTO BellecTBa (M B COOTBETCTBYIOIIUX CITydasX,
BO3MOKHBIX MTPOJAYKTOB Pa3loKeHUs, 00pa3yIoIUXCcs MPU XpaHEHUHN) B CEPUSIX Mpernapara,
KOTOPBIN TOJIJICKHUT peanu3any Ha (apMaIieBTUYECKOM PHIHKE;

OOHOBJICHHE JTUTEPATYPHBIX MyOJIMKAIIUM IO aKTUBHOMY BEIIIECTBY B paMKaX HACTOSIIEH
3asBKM Ha PETUCTPAIMIO; JAaHHOE TPeOOBaHUE BBIMOJHSIETCS IMYTEM CCHUIOK Ha CTaThbU B
PELEH3UPYEMBIX KypHAIAX;

KaXJblil MyHKT B OOIIEH XapaKTEpUCTUKE JEKApCTBEHHOTO Ipemnapara, paHee He
M3BECTHBIN WM BBITEKAIONIMI U3 XapaKTePUCTUK Mpernapara u (Uin) ero TeparneBTUYECKON
PYNIbI, MPOAHAIM3UPOBATh B JOKJIMHUYECKMX M KIMHUYECKHUX 0030pax (pe3oMe U
MOJAKPENUTh JOKA3aTeIbCTBAMHU U3 OIMYOJIMKOBAHHOW JTUTEpATyphl U (WJIH) U3 PE3yIbTaTOB
JOTIOJIHUTEJIBHBIX UCCIIEIOBAHUM;

[IpencraBuTh MOMOTHUTENBHYIO WHGOPMAILHIO, JOKA3BIBAIONIYIO, YTO MPOGUIN
6e3onacHocTH U (Min) 3 (HEKTUBHOCTH 3asIBJICHHOTO Mperapara He OTIIMYaI0TCs OT TAKOBBIX
y pedepeHTHOro npenapara (pe3toMe COOCTBEHHBIX NOKIMHUYECKUX U (MJIM) KIMHUYECKUX
UCCIICIOBaHUN ).

PesynbTaThl HOKIUHWUYECKUX W (MIM) KIMHUYECKUX MCCIEIOBAaHUN THOPUIHOTO
JIEKapCTBEHHOTO Ipernapara BKIOYAET B COOTBETCTBYIOIIME pa3aensl Moaynei 4 u 5 win
Yacru I1I1, IV Ilepeuns.

[IpoBeaeHME MOMOIHUTEIBHBIX UCCIETOBAHNN, HEOOXOUMBIX JIJII BOCIIPOU3BEIEHHBIX
JIEKapCTBEHHBIX MPENnapaToB U THOPUJIHBIX MTPENAPATOB:

1) paznuunble conu (CI0XKHbIE) FGUPHI (KOMIUIEKCHI) UX MTPOU3BOJIHBIE (C OJTHOU U TOU Ke
AKTUBHOM YacThI0O MOJIEKYJIbI) MPEAOCTABIISIIOT JOKA3aTENbCTBA TOTO, YTO HET HUKAKUX
M3MEHEHUN B (papMaKOKMHETUKE aKTUBHOM 4YacTH MOJEKYJIbI, papMakoAMHAMUKE U (WJIN)
TOKCUYHOCTH, KOTOPBIE CYIIECTBEHHO BJIUSIOT Ha MPoduib 6e30nacHOCTH (3P(HEKTUBHOCTH)
(MHAYe paccMaTpUBAETCS KaKk HOBOE aKTUBHOE BEIIECTBO);

2) npyro# cmocob mpuMeHeHus (Jpyras) JekapcTBeHHas popma (sl mapeHTEPATbHOTO
BBEJICHUS, HEOOXOIUMO MPOBOAUTH Pa3InUUs MEX1y BHYTpUAPTEPUATbHBIM, BHYTPUBEHHBIM,
BHYTPUMBIIIICUYHBIM, TTOJKOXHBIM U JAPYTUMHU METOJAaMU BBEJCHUS) HOBBIM MyTh BBEICHUS
WHas JIeKapcTBEeHHas hopmMa (MPU TOM ke CrocoOe BBEACHUS ) IPEIOCTABISAIOT KIMHUYECKUE
nanHele  (O0ezomacHOCTh  A(P(DEKTUBHOCTH), HCCIeAOBaHUS  (PapMaAKOKUHETHUKH,
COOTBETCTBYIOIINE TOKJIMHUYECKUE TAHHBIE (HAPUMEp, MECTHAsl IEPEHOCUMOCTD), €CITU ITO
MIPUMEHHUMO;

3) apyrasi JO3UpOBKA MIPHU TOM Ke IMyTHU BBEACHUS (JIeKapCTBEHHOM (popMme) U MoKa3aHUSIM
K MPUMEHEHHUIO TIPEIOCTABIISIIOT UCCIICIOBAHNS CPABHUTEIIBHOU OMOOCTYITHOCTH;

4) cBepXOMOAOCTYITHBIE TIpemapaThl MPU COXpPAaHEHWH WHTEpBaJia JO3UPOBAHUSA, HO CO
CHUKEHUEM JI03bl, MPEJHA3HAUYCHHbIE JJIS IOCTHKEHUSI CXOJITHON KOHIEHTpAlMU B I1a3Me (
KPOBH) MPEIOCTABIIAIOT UCCIEAOBAHUS CPAaBHUTEILHON OMOIOCTYITHOCTH.

4. buonoruyeckue npenaparsl



1) Jlns mekapCTBEHHBIX MpenapaToB, MOJTYUYEHHBIX M3 KPOBU WM IIa3Mbl YEJIOBEKA
3asBUTENb MPEJOCTABISAET MOJHOE PErMCTPALMOHHOE JI0ChE JIEKAPCTBEHHOI'O Mpernapara,
KOTOPOE COMPOBOXKIACTCS MPUIIOKEHUEM OTACTHLHOTO MacTep-(aiiyia Ha TazMmy.

Macrep-daiin Ha m1a3mMy KpoBH SIBISIETCS CAMOCTOSITEIbHBIM JJOKYMEHTOM, OTIE€IbHBIM
OT PErucTPalMOHHOrO J0ChE JIEKAPCTBEHHOI'O Ipernapara U COJAEpPXAUIUM BCE 3HAUMMBIE
1oipoOHbIE CBEJICHUS O XapaKTEPUCTUKAX BCEH IJI1a3Mbl KPOBHU YeJIOBEKA, UCIIOJIb30BAHHOMN B
KaueCTBE HMCXOJHOTO Marepuana W (WIM) CbIpbs NPH MNPOU3BOACTBE CyOdpakuuili wiu
MPOMEKYTOUHBIX (PpaKIUii, KOMIOHEHTOB BCIIOMOTATEIbHBIX BEIIECTB WM aKTUBHBIX
BEILIECTB, SABJISIOIINXCS YaCThIO JIGKAPCTBEHHBIX MPENapaToB WIK MEAUIIMHCKUX U3ICTUH;

KKJIBIN TIEHTP WIH YUIpeKJeHue, PppakiuoHupyoomue (nepepadaThiBaronye) miazmy
YeJIoBeKa MOArOTABIMBAIOT U MOJACPKUBAIOT B OOHOBJIEHHOM COCTOSIHUM HA0Op MOAPOOHOM
3HaUYMMOU MH(GOpPMAIINH, YKa3aHHOUW B MacTep-(daiisie Ha Tu1a3My KPOBH;

€CJIM PETUCTPALIMOHHOE JOChE OTHOCHUTCS K KOMIIOHEHTY, IOJIyYEHHOMY U3 IIJIa3Mbl, TO
I8 HCIOJb30BAHHOW TIUIa3Mbl B KAa4eCTBE MCXOJHOTO Marepuaina (ChIpbs)
IpeyCMaTPUBAETCS CChUIKA Ha MacTep-Gaiii Biaiesblia.

Macrtep-daiin Biagenblia COACPKUT CIACAYIOIYI HHPOpMAIMIO O TMjIa3Me,
HCTOJIb30BaHHOM KaK MCXOJHBIN MaTtepua (ChIpbe):

POUCXOK/ICHUE TIIIa3MBbl:

uHdOpMaIUs 0 IIEHTPAX WIH YIPEKICHUAX, B KOTOPHIX MMPOBOIUTCA COOp KpOBHU (TII1a3MbI
), BKJIIFOYasi JaHHbIe 00 MHCTIEKIIMU U MPEICTABICHHUE CIIEUAILHOTO Pa3pelleHts Ha BEJICHHE
JAHHOTO BHUJA JEATEIBHOCTH, a TaKXKE JMUIACMUOJIOTUYECKHE MaHHbIe 00 WH)EKIHsX,
NepealoIInXCs Yepe3 KPOBb B PETUOHE, II€ MPOU3BOJIUTCS 3ar0TOBKA KPOBU (TUIa3MBl);

nH(popMaIUs 0 IIEHTpaxX WK YUPEKICHHUSIX, B KOTOPBIX TPOBOJAUTCS KOHTPOJIb TOHAIMI U
MyJOB IUIa3Mbl, BKJIIOYAsl MHCIEKIHMOHHBI U PETYJSATOPHBIM CTATyC 3THUX LEHTPOB WIHU
YUYPEKIACHUM;

KpUTEpHUH 0TOOpa (MCKITIOYEHUS) JOHOPOB KpOBHU (TU1a3MBl);

OIMCAHUE JIEMCTBYIOIIEN CUCTEMBI, MO3BOJISAIOIIECH OTCIAEAUTD MYTh KAXKIAOW JOHALIUU OT
YUpEXAEHUA, TA€ COOUPaIOT KPOBb (IJ1a3My), 0 TOTOBOTO JIEKAPCTBEHHOTO Ipernapara u
Ha000pOT;

Ka4yeCTBO IUIa3Mbl U €€ 0€3011aCHOCTb:

COOTBETCTBHE Ka4eCTBA CTaThsIM (MOHOTpadusiM) rocy1apCcTBEHHBIX (hapMaKoIei;

KOHTpPOJIb COOpaHHOM KPOBH (ILJ1a3Mbl) U €€ IMyJIOB Ha HAJIMYue Bo30yauTenei nHQEKIuii,
BKJIFOYasi ”HGOPMAIIMIO O METOJIaX KOHTPOJISI M B CJIy4ae MyJIOB TUIa3Mbl - JaHHBIC BaJIUIAlUN
WCIIOJIb30BaHHBIX METOJIHK;

TEXHUYECKUE XapPaKTEPUCTUKU KOHTCHHEPOB Uil cOOpa KPOBHW U TUIA3MBbl, BKIIOYAs
nH(popMaIuio 00 UCIOIb30BAHHBIX PACTBOPAX aHTUKOATYJISTHTOB,;

YCJIOBUSI XpaHEHUS U TPAHCIIOPTUPOBKHU MJIa3MBbI;

npoleypa XpaHeHus JJI000ro MaTepualia, UCIoib3yeMOTo AJis MPOU3BOJICTBA U (WIIH)
Mepuo KapaHTUHA,



XapaKTEepPUCTHKA I1yJIa ILIA3MBbl;

ONMCAHUE YCTAHOBJIEHHOM CHCTEMBbI B3aUMOJAECHUCTBUS MEXKAY IPOU3BOIHUTEIEM
JIEKapCTBEHHOTI'O Ipernapara, oJy4eHHOIO U3 IJIa3Mbl, U (WIM) LEHTPOM WJIH YUPEXKICHHUEM,
(bpakuUOHUPYIOMIMM U (KUJIK) miepepadaThIBAIOIINM TUIa3My, U LIEHTPOM HIIM YUPEKACHUEM 110
cOOpy ¥ KOHTPOJIIO KPOBH (II1a3Mbl), @ TAK)KE COTJIACOBAaHHBIE UMU CIIEHU(DUKAIINY Ha TUIa3My

Macrep-¢aiin Ha mia3My TakXe COJEPKHUT MEepeueHb JEKAPCTBEHHBIX IPenapaTroB, Ha
KOTOpBIE OH PAacHpOCTPAHSAETCS, HE3ABUCUMO OT TOTO, SIBJISIFOTCS JU 3TU JIEKAPCTBEHHBIE
npenaparbl 3aperucTPUPOBAHHBIMM, HAXOJATCS B IMPOIECCE PErUCTpalvi WU B CTaauu
KIIMHUYECKUX UCCIIECOBAHUM.

Macrep-daiin Ha rma3My NOAJIEKHUT €KEr0JTHOMY OOHOBJICHUIO U TIOBTOPHOM 3KCIIEPTH3E.

[Ipu BHEeceHMU M3MEHEHUW B MacTep-(hailyl Ha MIa3My OH TOJICKHUT IKCIEPTU3E B
COOTBETCTBHHM C MPOLETYPO BHECEHUS] N3MEHEHU.

2) B oTHOIIEHUU BaKIUH JJI1 MEIULIMHCKOTO MPUMEHEHUS] TPEOOBaHUSI K UCXOIHBIM
MaTepualiaM U ChIPbIO 3aMEHSIIOTCS MacTep (aiaoM BaKIMHHOrO aHTUreHa. B ciydae
BaKIMHbI, HE SBJISIOLICHCS BakIMHOW 1 NOpoUIAKTUKU TpUIIa YeJIOBEKa,
MpEeAO0CTaBISIETCS MacTep (ailyl BaKIIMHHOTO aHTUTE€HA JJIsi KaKJIOTO0 aHTHTE€HA, KOTOPBIM
SIBJISIETCSI aKTUBHBIM BEIIECTBOM ATOM BaKI[UHBI.

Mactep-¢aitn BaKIIMHHOTO aHTUTEHA COJEPXKHUT CIEAYIONyl HH(OpMaIuio,
U3BJICUCHHYIO U3 COOTBETCTBYIOIIEH yacTu (AKTHUBHas (apMmaleBTHUECKas CyOCTaHIIHS)
moxayns 3 "KauecTBo".

AKTUBHOE BEIIECTBO:

obmass mHpopmanus, BKIKOYasl CBEJICHUS O COOTBETCTBUU CTaThe (MOHOTpadum)
roCyJapCTBEHHBIX (hapMaKomei;

nH(popMaIus 0 IPOU3BOIUTENIE AKTUBHOTO BEIIECTBA: UH(POPMAIUs O TPOU3BOICTBEHHOM
Mpolecce, HUCXOJHBIX MaTepuajax M ChIpbe, CHEHUAIbHBIX MepaX OTHOCHTEIbHO
TPAaHCMUCCUBHBIX TyOYaThIX HSHIEe(aTonaTuii M OIeHKe Oe30MacHOCTH MOCTOPOHHUX
WH()EKITMOHHBIX ar€HTOB, TOMENICHHIX U 000PY/I0BAaHUY;

XapaKTepUCTHKA aKTUBHOT'O BEIIECTBA;

KOHTPOJIb Ka4€CTBa aKTUBHOTO BEILIECTBA;

CTaHJapTHBIE 00pa3Ibl U MATEPUAIIBL;

NEepBUYHAS YITAKOBKA M YKYTIOPOYHAsl CUCTEMa aKTUBHOT'O BEIIIECTBA;

CTaOMJIBHOCTh aKTUBHOTO BEIIECTBA.

JI71s1 HOBBIX BaKIIMH, KOTOPBIE COJACPKAT HOBBIN BaKIIMHHBIN aHTUTEH, 3aIBUTENb MOaET
MOJTHOE PETHCTPAIIMOHHOE J0ChE, BKJIIOUas BCe MacTep-(ailyibl BAaKIIMHHOTO aHTUTEHA Ha
KaXIbli BAaKUWHHBIA AHTUIE€H, KOTOPBIM SABJIAETCS YacTbIO HOBOM BaKIMHBI, €CJIU
MacTtep-Qaill BAKIIMHHOTO aHTUTEHA HAa TaKOW BaKITWHHBIN aHTUTEH OTCYTCTBYET.



VYka3aHHble TPEOOBAaHUS TaKXKe MPUMEHSIOTCS K KaXKJ10M BaKIIMHE, KOTOpasi COCTOUT M3
HOBOI KOMOMHAIIMU BaKI[MHHBIX aHTUTE€HOB, HE3aBUCUMO OT TOTO, SIBJSIETCS OJAMH WK OoJiee
AHTUTE€HOB YacCThIO BAaKI[MH, KOTOPHIE YKE 3apETUCTPUPOBAHBI.

[Ipu BHeceHuM M3MEHEHMI B MacTep-(ailll Ha BaKIMHHBIN aHTUTEH, MacTep-(daiin
MOJJIEKUT SKCIEPTU3E B COOTBETCTBUM C MPOLEAYPOI BHECEHHS N3MEHEHHU.

5. buoaHanoruyHpIi JEKapCTBEHHBIM Tpenapar (OuWoaHanor, OMOIMOJO0OHBIM
JIEKapCTBEHHBIN MpenapaT, OMOCUMUIISP)

Jlist sKcriepTr3sl OMOAHATOTHYHOTO JIEKAPCTBEHHOIO IMperapara MpeaoCTaBISIOTCS
JAHHBIE CPAaBHUTEJIBHBIX MCCIEIOBAHMI €ro ¢ OpUTHMHAIBHBIM (pedepeHTHBIM)
OMOJIOrMYECKUM JIEKapPCTBEHHBIM CPEJCTBOM.

B Mogyne 1 dopmara OTJ] peructparnmonnoro aocke unu Yactu I [lepeuns 3asButennb
NPEACTABISIET pe3loMe OOOCHOBaHWN W (DAKTOB, MOKA3BIBAIOMIMX, YTO JIEKAPCTBEHHBII
npernapar, mojaBacMbli Ha JKCIEPTHU3Y, SABJISECTCS OMOAHATOTHYHBIM (OHOIOI00HBIM)
JIEKapCTBEHHBIM MIPENapaToM OPUTHHAIBHOMY (pedepeHTHOMY) JIEKApCTBEHHOMY IIpenapary.
Pestome comepxuT uHGOpPMAILUIO O JIEKAPCTBEHHOM IIpernapare, aKTUBHOM BEIECTBE,
JIEKapCTBEHHOU (popMe, T03UPOBKaX, MOKA3aHUSIX K MPUMEHEHHIO U CI0OCO0Ee MPUMEHEHHUS B
CpPaBHEHUU C aHAIOTUYHON MH(pOpMaIueit 00 opuruHaaIsHOM (peepeHTHOM) JIeKapCTBEHHOM
rpernapare.

B Monyne 1 ¢dopmara OT/] peructparmontoro nocke win Yactu I [lepeuns Bmecte ¢
KpaTkoil uHpopmanueil o cucreme QpapMakoHaA30pa JepKaTessi PEerucTpaliioOHHOTO
YAOCTOBEPEHUS MPEICTABISAETCS IUIaH YIPABICHUS PUCKAaMU Ha 3asBIISIEMBIM HA SKCHEPTU3Y
OmoaHaOruyHbIi (OMOIOI00HBIN) JTIEKapCTBEHHBIN IIpenapar.

KauectBo, 6e30macHOCTh, 3P(HEKTUBHOCTE U UMMYHOT€HHOCTh OMOAHAJIOTUYHOTO
JIEKapCTBEHHOTO TIpernapara Ha MPOU3BOJICTBEHHOM, NOKJIMHUYECKOW M KIMHUYECKOU ¢ase
ero pa3pabOTKH CpPaBHHUBAIOTCS C OJHUM M TEM K€ JTAJIOHHBIM pe(epeHTHBIM
OMOJOTMYECKUM JIEKapCTBEHHBIM CPEACTBOM B COOTBETCTBHM C MPAaBHJIAMU HMCCIEAOBAHUS
OMOJIOTUYECKUX JICKAPCTBEHHBIX CPEJICTB B paMKax EBpazuiickoro 3kOHOMHUYECKOro CO03a.

B Monynsx 2, 3,4 u 5 popmarta OTJ] wum Yactu 11, 111, IV [lepeunst peructpaimoOHHOTO
J0Che OMOCUMUIISIPA COACPIKUTCS cieayrolas nadopmamus:

1) moaTBEp)KIEHHE CXOJACTBA MOJIEKYJISPHBIX U OMOJIOTMYECKUX XAPAKTEPUCTHUK
AKTUBHBIX BEUIECTB OMOCHUMMIISIPA U STAJOHHOT'O OMOJIOTMYECKOT0 JIEKAPCTBEHHOTO CPEJICTBA
(meranu mnNO NEPBUYHONW CTPYKTYpe M CTPYKTypam ©Oojiee BBICOKOrO MOpPAAKA,
MOCTTPAHCISAIMOHHBIM  MoAudukanusam (BKJIOYasgs, B YaCTHOCTHU TIUKODOPMBI),
OMOJIOTMYECKON aKTUBHOCTHU, YUCTOTE, IPUMECSIM);

2) NOATBEPXKICHHUE CXOJICTBA XapaKTEPUCTHUK TOTOBOTO IpenapaTta (JIeKapCTBEHHAas
dbopma, KOJIMYECTBEHHBIM M KaueCTBEHHBIM COCTaB, JO3UPOBKA, CIOCOO MNpUMEHEHHS,
yCIIOBUS XpaHEHUS, CPOK XpaHEHHUs, CTAOMIBHOCTh, MPOGUIb MpUMeceil) OuocuMuisipa u
ATAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOT'O CPEJICTBA; IOMYCKAETCA pa3inure B mpoduiie
IpUMEcel M BCIOMOTATENIbHBIX BEIIEeCTBAaX OMOCHUMMWISIpa M pedepeHTHOro mpenapara,



3asiBUTEJIEM MPUHUMAETCS] BO BHUMAHNE HAJTU4YMe HOBEUIINX TEXHOJOTUM, IEMOHCTPUPYETCS
COOTBETCTBUE BBIOPAHHOI'O COCTaBa MO TaKUM KPUTEPHUSIM, Kak Npo(WIb TpPUMECEH,
CTaOMIBHOCTh, COBMECTUMOCTH (CO BCIIOMOTATEIbHBIMH BEIIECTBAMHU, PACTBOPUTEIISAMH H
MaTepuagaMy YIaKOBKH), [IEJIOCTHOCTh (KaK Ha OMOJIOTHYECKOM, TaK U (PU3UKO-XUMHUIECKOM
YPOBHE), aKTUBHOCTh U CUJIa JACHCTBUSI aKTUBHOTO BEILIECTBA;

3) kpuTepuu BHIOOPA STAJTOHHOTO OMOJIOTMYECKOT0 JIEKAPCTBEHHOT'O CPECTBA;

4) B cnyuyae pa3nuuyuil mpu pazpaboTke OuMocHUMUIIsIpa, KOTOpble 00JamaroT
MOTCHIIMAILHBIM  BO3JCMCTBHEM Ha ero 0Oe3omacHOCTh HWIH 3()EHEKTUBHOCTD,
MPEIOCTABJISIOTCS JIOMOJHUTENbHBIE JaHHBIE 110 MCCIEAOBAHUAM Ha >XUBOTHBIX U
KIIMHAYECKUM UCCIIEOBAHUSAM JJI TOTO, YTOOBI 0XapaKTEPU30BaATh PA3ITUYMS;

5) moJiHOe ONMCaHWE W MaKeT JAHHBIX MO MPOU3BOJACTBEHHOMY IPOIECCY, HaUMHAs C
pa3pabOTKU BEKTOPOB IKCIPECCUN U OAHKOB KJIETOK, KyJIbTYpbl (OpOKEHUS) KIETOK, cOopa,
OUYMCTKH, peakInii MoAu(PUKaLUU, HATIOTHEHUS! KOHTEHHEPOB AJi OaIK-MIPOIyKTa U TOTOBOU
JIEKapCTBEHHOM (OPMBI, XpPAaHEHUS;

6) uccienoBaHus, MPOBOJMMBIE B XoJ€ (apMaleBTHUYECKON pa3pabOTKH st
ONpeJeNIeHUs] U BajuJalluy JIEKapCTBEHHON (OpPMBI, cOCTaBa M CHUCTEMBI YMaKOBKU (
YKYNOPKH) (BKJIFOYas MX LETOCTHOCTD ISl MPEOTBPAIIEHUS MUKPOOHOTO 3arps3HEHU );

7) cnenudukamnus OWOCHUMIISIpA, OTpa)karollas W KOHTPOJUPYIOIIAs BaXKHbIC
Ka4eCTBEHHBIC TOKA3aTENIM JICKAPCTBEHHOTO CPEJCTBA, HW3BECTHBIC ISl ATAaJOHHOTO
OMOJIOTUYECKOTO JIEKAPCTBEHHOI'O CpeACTBa (Takue Kak HJICHTU(UKALMSA; YHCTOTA;
aKTUBHOCTH; MOJIEKYJISIPHAS TETEPOTCHHOCTh B TUTAHE Pa3MepoB, 3apsaa U ruapodoOHOCTH,
r7€ BO3MOXHO UX OINpeAeeHUEe; CTENeHb CHAIMPOBAHUA; KOJUYECTBO OTACIbHBIX
MOJIMMNENTUIHBIX TENel; TTIMKO3UINPOBaHNEe (PYHKIIMOHAIBHOW 00JaCTH; YPOBHU arperaiuu;
npuMecH, Takue kak 6ernok u JIHK kineTku-xo3smHa);

8) uccienoBaHus CTaOUIBHOCTH;

9) pe3ynbTaThl NOKIUHUYECKUX (HEKJIMHUYECKUX) HUCCIEJOBaHUI (B OCHOBE
JTOKJIMHUYECKUX MCCIICIOBAaHUMN JISKUT IMOX0]I, OCHOBAaHHBIN Ha OLIEHKE PUCKOB, U, TaM TJe
BO3MOXHO, U30€raTh MPOBEICHUSI UCCIIEIOBAaHUN HAa KUBOTHBIX): UH-BUTPO HCCIIECIOBAHUS
CBA3BIBAHUA C PELENTOPOM WM KJIETOYHBIC aHAJIU3bl (HampuMmep, aHaIu3 mpoiudepanuu
KJIETOK WM aHalu3 HUTOTOKCUYHOCTH) SIBIAIOTCS HEOOXOIUMBIMHU JTOKIMHUYECKUMU
UCCJIEIOBAaHUSIMU; UH-BUBO HCCJICIOBAHMS Ha TMOJXOJSINEM BUJIE KUBOTHBIX (HA KOTOPOM
ObU1a U3ydeHa papMakogMHAMUUECKast U (WJIM) TOKCUKOJIOTMYECKasi aKTUBHOCTh ATaJIOHHOTO
OMOJIOTMYECKOTO JIEKAPCTBEHHOTO CPEJNICTBA); KpuBas 3aBUcUMOCTH d(ddexra oT 10361 ("
no3a-3¢g¢pext"), onpeaeneHne HavyaJIbHOW OE€30MacHOM J03bI U CXEM IOBBIIICHUS O3Bl B
MOCJEAYIONUX KIMHUYECKUX HCCIENIOBAaHUAX, HCCIEA0BaHuS (PapMaKoJIOTHIECKOM
0€30IMMacHOCTH; pe3yJbTaThl Kak MHUHHUMYM OJHOTO HCCIIEJIOBAaHUU TOKCUYHOCTU TMPHU
MHOTOKPAaTHOM BBEJICHWHU, BKIIOYas OIECHKY TOKCHUKOKWHETHKH, OMpEACICHUE W
XapaKTepUCTUKU HMMMYHHBIX OTBETOB, B TOM 4YHCII€ TUTPhl aHTUTEIN, MEpPEKpecTHas
PEaKTUBHOCTb C TOMOJIOTUYHBIMU SHJIOTCHHBIMU OCJIKaMH M HEUTPaTU3YIOIlasi CHOCOOHOCTb;



OLIEHKA MECTHOW MEPEHOCHMOCTH; JaHHbIE TOKCUKOJIOTHYECKHX MCCIEIOBAHUMN,
BKJIIOYAIOUIUE OLIEHKY PENpPOAYKTUBHOM TOKCUYHOCTH, T€HOTOKCUYHOCTH, MyTar€eHHOCTH U
KaHILIEPOT€HHOCTH (IIPH HEOOXOJUMOCTH) TpeOyeTcsl MPeaoCTaBlIATh B TeX CIy4asxX, Koria
pe3yabTaThl MCCIEAOBaHUS TOKCUYHOCTU MPU MHOTOKPATHOM BBEICHHH, HCCIEIOBAHUS
MECTHOM MEPEHOCUMOCTH BBIABISIOT MOTEHIMAIbHBIE PUCKH M (WJIM) KOTZA H3BECTHBI
TOKCHUKOJIOTUYECKNE CBOMCTBA ATAJIOHHOTO OMOJIOrMYECKOro JIEKApCTBEHHOI'O cpeacTBa (
HaIpuMep, U3BECTHBIE TOOOYHBIE 3(PPEKTHI FITAITOHHOTO OMoNpenapaTa Ha PENPOLYKTUBHYIO
GbyHKIINIO);

10) pe3ynbTaThl KIMHUYECKUX UCCIEAOBAHUN (XapaKTep M CIOXKHOCTh PePEepeHTHOTO
npenapar, CTENEeHb CXOJACTBa, HabOmogaemas B (DU3UKO-XMMHUYECKUX, OHOIOTHYECKUX
MCCJIEeI0BAHMUSIX OYIyT BIMATH Ha MJIAHUPOBAHUE KIMHUYECKUX HCCIIEJOBAaHUN):

dapmakoknHeTHYECKHE HccaeaoBaHMs ((papMaKOKMHETHUECKUE UCCIIENOBAaHUS MPU
OJIHOKPAaTHOM BBEJIECHMM; (PapMaKOKMHETHUYECKUE HCCIEAOBAHUS P MHOTOKPATHOM
BBEJICHUM I[pHU HAJIUYUU 3aBUCUMOCTU (PapMaKOKMHETHUKH OT J103bl U BPEMEHU;
(apMaKOKHHETUYECKOE CpaBHEHHE OMOCHMUIISIpAa M PEePEpEeHTHOTo Ipemnapara BKIKOYaeT
BCAChIBaHUE, OMOJOCTYNHOCTbh, XapaKTEPUCTUKU BBIBEIECHUS (KIUPEHC U (WJIH) MEpPUOA
MOJTYBBIBEACHUA));

dapmakoarHamMu4eckue ucciaeaoBanus (papmaxoanHaMudeckue 3p(eKThl OEHUBAIOTCS
Ha MOAXOJSIIEH MONYJIALMHA U C MPUMEHEHUEM J103 U3 KPYTOM 4acTH KPUBOW 3aBUCUMOCTH
103a-3p(}EeKT B AOKIMHUYECKHUX MCCIENOBAHUAX; (PapMaKOJUHAMUYECKHE MapKephbl
BBIOMPAIOTCS B 3aBUCUMOCTH OT MX KIIMHWUYECKOW 3HAYMMOCTH);

CpaBHUTEJbHBIC KIMHUYECKHUE UCCIIETOBaHMsI, BKIIIOYasl OLIEHKY BHJIA, YACTOThI U TSXKECTH
HEXXEeNATeIbHbIX SIBICHUN (MMOOOYHBIX pEeaKInii);

UCCIIEOBAaHUSI UIMMYHOT€HHOCTH Ha LIEJIEBOM rpynne (CpaBHEHHE 4acTOThI M THIA
00pa3yIoIUXCsl aHTUTEN U MOTEHIUAIbHbIE KIIMHUYECKHUE MOCIEACTBUS UMMYHHOTO OTBETa
Wist OMocMMMIIApa U peQepeHTHOro Impemnapara; UMMYHOT€HHOCTb HCCIENyeTCs Ha
MONYJISIMUUA TAIMEHTOB C CaMbIM BBICOKMM PUCKOM HMMYHHOI'O OTBETa U HMMYHHBIX
nOoOOYHBIX pEeaKINil; MpeaoCTaBisieTcs] 0OOOCHOBAHHME CTPATErMH ONpPENETICHUS aHTHUTEIl,
BKJIFOUasi BEIOOP, OLIEHKY U XapaKTEpUCTUKY METOOB, YCTAHOBJIEHHE BpeMEHU 0TOOpa mpoo,
B TOM YHMCJE€ Ha HCXOJHOM YpOBHE, 00bEMBbI, 0OpadOTKYy M XpaHeHuEe Npod, a TaKxKe
CTaTUCTUYECKUE METOJIbl aHAJIN3a JaHHBIX; AHAIUTUYECKUE METO/bl ONPEICICHNUs aHTUTEN
BAJIMUPYIOTCS JJI1 HAMEUEHHOM II€JIM, MPOBOJMUTCS CKPUHUHIOBBIA aHAJIU3 JOCTATOYHOMN
qyBCTBUTEIBHOCTH METOJ1a, IPOBOJUTCS ONPEACICHUE HEUTPATU3YIOINUX aHTUTEN; EPUOL
HaOJIIOJIEHUs] TIPU HUCCJIEAOBAHUSIX HAa MMMYHOT€HHOCTh COOTBETCTBYET IUIAHUPYEMOM
JUIATEIBHOCTH JICYEHHS U MPEJoJIaraeMoro BpeMeH! 00pa30BaHUs aHTHUTEI, U HE MEHbIIIE
12 mecsiueB, npu Ipyroi AJIMTENbHOCTH MCCIEA0BAHUS MIPEICTABISAETCS 0OOCHOBAHUE; MPU
3HAUYMMBIX CIIy4asx 0Opa30BaHMS TUTPOB AHTUTEN, X CTOUKOCTh B T€UYEHUE ONPENEIEHHOTO
BPEMEHH, IMOTEHIUAIbHbIE HU3MEHEHHS XapakTepa MMMYHHOTO OTBE€Ta M KIMHUYECKUE
MOCJIEJICTBUS TPEOYETCSA UCCIEA0BATh B J10- U MOCJE PErUCTPALIMOHHBIN MEpUO);



OCHOBHBIE KJIMHUYECKHUE JAHHBIE IMOJYYAKOTCA C UCIOIb30BAHUEM JIEKAPCTBEHHOIO
CpEACTBa, MPOU3BEJECHHOIO MyTEM OKOHYATEIbHOTO MPOU3BOJCTBEHHOrO Mpolecca, T.e.
JIEKapCTBEHHOTO CpEJCTBa, HAa KOTOPOE IOJAETCS 3asBJICHUE Ha TOCYJapCTBEHHYIO
perucTpanuio;

U1 JTIOOBIX OTKJIOHEHUH OT 3TUX TpeOOBaHMI 3asBUTEb MIPEICTABIsIET 000OCHOBAHUE, U
0pu HEOOXOJIMMOCTH, JaHHBIE JOIMOJHUTEIBHBIX (AapMaKOKHMHETUYECKUX HCCIEAOBAHUM,
CpaBHUBAIOIIMX (apMaKOKMHETHYECKHME NPOPUIN JIEKApCTBEHHOTO CpPEICTBA C
OKOHYATeJIbHBIM U 00Jiee paHHUM COCTaBOM;

11) cneuudukanuio O0€30MaCHOCTH (C ONMUCAHMEM BaXHBIX BBIABICHHBIX H
NOTEHUHUAIbHBIX POOJIeM 0€30IaCHOCTH 3TaJIOHHOrO Ouonpenapara, Kiacca JeKapCTBEHHOTO
BemiectBa W (unm) OuwocuMmuisipa) U IlaH ¢dapmakoHaa3zopa Ouocumuisgpa B
MOCTPErUCTPALMOHHBIN MEpHOJ (C ONUCAHHEM IUIAHUPYEMBIX MOCTPErHCTPALIMOHHBIX
MEPOIPUATUN U METOJIOB, OCHOBBIBAIOIIMXCSA Ha creuu@ukanuu 0e30MacHOCTH, IIaHa
YIOpaBJIE€HUS U MUHHMMH3ALMU PUCKOB, B TOM YHUCJIE 00pa30BaTENbHbIE MaTEpUAIbI IS
HalMEeHTOB U (WJIM) Jeyalux Bpaueh);

12) skcTpanoaupoBaHUe JAHHBIX MO 3P(EKTUBHOCTU U OE30MACHOCTU C OJIHOTO
TEpaneBTUYECKOT0 OKa3aHus Ha JAPYroe: eciiu peepeHTHBIN MpenapaT uMeeT 0osiee 0HOTO
MOKa3aHus K TMPUMEHEHMIO, 3asBUTENb MPEAOCTaBIIeT OOOCHOBaHUE OTCYTCTBUS
KIIMHUYECKUX HCCIEeNOBaHUN 2(P(HEKTUBHOCTH U 0O€30MaCHOCTH OMOCUMUIISIpA O JIPYTUM
[OKa3aHMUSIM K MPUMEHEHHI0, 10 KOTOPHIM HE IPOBEACHBI KIMHUYECKUE HCCIEJOBaHUSA
OnocumMmIIsipa; B 000CHOBAaHUHU OTPAKAETCS OIBIT KIMHUYECKOTO MPUMEHEHHUS, TOCTYITHOCTD
JAHHBIX JINTEPATYPbI, MEXaHU3MOB JICHCTBUS aKTUBHOI'O BeLIECTBa pehepeHTHOro npenapara
JUTSL KQKI0TO MOKa3aHus (BKJItOYas CTENEHb UX JOCTOBEPHOCTH) U BOBJICUYEHHBIX PELIETITOPOB;
[P HaJIMYUU JTOKA3aTEIbCTB, YTO MPHU PA3HBIX MMOKA3aHUIX K MPUMEHEHUIO BOBJIEKAKOTCS
pa3inyHble aKTUBHbBIE LIEHTPHI JEUCTBYIOUIErO BEUIECTBA pEePEpPEeHTHOTO Mpernapara WM
pa3uyHble PELENnTOpbl KJIETKM MHUIIEHH WM 4YTO MHpoduib Oe30MacHOCTH Ipernapara
paznuyaercss JJs8 pa3HbIX MOKa3aHUW K MPUMEHEHHIO, NPEJOCTaBISIOTCA JaHHbIE
KJIIMHWUYECKHUX UCCIIEI0BAHU; ISl SKCTPAIOJMPOBAHUS JAHHBIX MO0 0€30ITaCHOCTH NPUHUMAET
BO BHUMaHHME (AKTOpbl, CBS3aHHbIE C TMAIMEHTOM (CONIYTCTBYIOIIEE JIE€YEHHUE,
COITYTCTBYIOLLME 3a00JI€BaHUSI U UMMYHHBIN CTaTyc), (aKTOPbI, CBI3aHHBIE C 3a00J€BaHUEM (
peaKkuu, CXOIHbIE C TAKOBBIMH KJIETOK MULIEHEH); 00bEM TaKUX JTaHHBIX PACCMaTPUBAETCS B
CBETE€ COBOKYITHOCTH JIOKAa3aTeNIbCTB, MOJYYECHHBIX MPU YCTAHOBJIEHUU COMOCTABUMOCTH
OMocUMMIIIApa U MOTEHIMAIBHBIX OCTAIOLINXCS HEONpeAeIeHHOCTEH.

6. KoMOuHupoBaHHbIE JIEKAPCTBEHHBIE TIPETAPATHI

JUis1 HOBBIX JIEKAPCTBEHHBIX MPENapaToB, MPeACTaBISIONINX CO00 KOMOMHAIUIO ABYX
wnu Oojee paHee M3BECTHBIX AaKTHUBHBIX BEIIECTB B OJHON JIEKApCTBEHHON (¢opwme,
MpEJCTABISETCS MOJHOE peructpauuonHoe gocke (Moaymu 1-5, Yactu [-IV Ilepeuns).
Monayne 3 wnu Yacte Il BkitoyaeT cBeieHHS O MPOU3BOJICTBE, KOHTPOJIE KayecTBa,
MIPOU3BOJUTENE KaXKJOr0 aKTUBHOIO BELIECTBA, BXOSIIETO B COCTaB KOMOWHHMPOBAHHBIX



JeKapCTBEHHBIX mpemnapatoB. B Moaynsax 4 u 5 wim Yacrax III, IV Ilepeuns
MPEJCTABIISIIOTCS] PE3YIbTAThl JOKJIMHUYECKUX U KIMHUYECKUX HCCIICIOBAHUN 3asiBIISIEMbIX
KOMOUWHAITM{ aKTUBHBIX BEIIECTB.

7. JlekapCTBEHHBIE CPEJCTBA C XOPOILIO U3yUYEHHBIM MEAUIIMHCKUM IPUMEHEHHUEM.

K nexapcTBEHHBIM CpPEICTBAM C XOPOIIO M3YyYEHHBIM MEIMIIMHCKUM MPUMEHEHUEM
OTHOCSITCS JIEKAPCTBEHHBIE MIPEMAPaThI C MOATBEPKICHHON 3((HEKTUBHOCTHIO U TPUEMIIEMBIM
ypOBHEM 0€30MaCHOCTH:

AKTUBHOE BEILIECTBO, KOTOPBIX XOPOILIO U3YYEHO B MEIUIIMHCKOM NMPUMEHEHUU;

JIEKapCTBEHHBIE MpernapaThl U3 ChIPhs MPUPOTHOTO MPOUCXOKACHUS (HATpUMEP: NETOTh
Oepe30BbIi, 3MEHHBIH 71,

MPOAYKTHI MUETOBOACTBA, MEIUIIMHCKUE MUSABKH, KEJIUb, MUHEPAJIBI U AP.);

BUTAMUHBI 1 BATAMUHHO-MUHEPAIbHBIE KOMILJIEKCHI,

PacTBOpPHI aHTUCENTUKOB (IIEPEKUCH BOJOPOA, O, OpUIITHAHTOBBIN 3€JICHBIN U JIp.);

BOJIa JUISI HHBEKIIUH;

a7copOeHTHI (YroJib aKTUBUPOBAHHBIN );

KapMHUHATUBHbBIC JIEKAPCTBEHHBIE IIpenapaThl;

JIEKapCTBEHHBIE MperapaThl U3 TPYIIBI Pa3ApaKalomnuX U 00BOJTAKUBAIOIINX CPEICTB.

B peructpanmonnom nocwe npeacrasisitoress Moaynu 1, 2 u 3 u Yacru I, 11 [lepeuns. B
Monynsax 4 u 5 wim Yacru III, IV Ilepeuns B moapoOHOI HayuHOU Oubmuorpaduu
YKa3bIBAIOTCS JOKIMHUYECKUE U KIMHUYECKUE XapAKTEPUCTUKH.

JInst 1eKapCTBEHHBIX CPEACTB C XOPOIIO HM3YYEHHBIM MEAUIMHCKUM MPUMEHECHUEM
PEAOCTABIISIIOTCS CIEAYIOIINE TaHHbBIE:

1) dbaxTopsl, KOTOpbIE HEOOXOUMO YUUTHIBATH MPU OMPEACICHUU XOPOIIO U3YYEHHOTO
MEJIUIIMHCKOTO MPUMEHEHNS KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpeMsi, B TEYEHUE KOTOPOT0 UCIOJIb3YETCS aKTUBHOE BEIIECTBO B MEAUIIMHCKOM MPAaKTUKE

KOJIMYECTBEHHBIE ACTIEKTHI MCIIOJIb30BaHUS AaKTUBHOT'O BELIECTBA;

4acTOTA HAYYHBIX MyOJIMKALMA U aKTYaJbHOCTH MCIIOJIb30BaHUs aKTUBHOT'O BEILIECTBA B
TEUEHHE MOCJIEAHUX 5 JIeT mepej nojayed 3asBieHUd (CO CChUIKOW Ha MyOJuKaluu B
Hay4YHBIX UCTOYHUKAX);

COINIACOBAHHOCTH HAYYHBIX OLICHOK.

Jns onpeneneHust XOpomo U3YyYEHHOTO NMTPUMEHEHHUS PA3JIMYHBIX AKTUBHBIX BEIIECTB
IIPEIOCTABIISETCS OLIEHKA 3a pa3jIMyuHble eprobl BpeMeHu. [lepros BpeMenu, He0OX0AUMBIii
IUISL OIIPEAEIIEHUSI XOPOIIO M3yYEHHOTO MEIMIIMHCKOTO NMPUMEHEHNS aKTUBHOI'O BELIECTBA,
cocTaBisieT He MeHee 10 JeT ¢ JaTel NepPBOro CUCTEMATHYECKOr0 U JOKYMEHTHPOBAHHOTO
IIPUMEHEHHUS JIEKAPCTBEHHOTO CPEJICTBA.

2) MaTepHalibl PErUCTPALIMOHHOTO J10ChE, MPEACTABICHHBIE 3asIBUTEIEM, BKIIOYAIOT BCE
aCIeKThl OIIEHKU 0e30macHoCTH U 3P(HEKTUBHOCTH, COJAEpPKAT CCBUIKY Ha 0030p
COOTBETCTBYIOLIEN JIMTEPATYPHI C YUYETOM IPEA- U MOCTPETUCTPALMOHHBIX UCCIIEIOBAHUN U



OINyOJIMKOBAaHHON Hay4YHOW JIMTEPATypbl OTHOCUTEIBHO PE3YJIbTATOB 3MHUIEMUOIOTMYECKUX
UCCIEIOBAaHUI M OCOOEHHO CpPaBHUTEIbHBIX HCCIEIOBAHUM, BCIO JTOKYMEHTAlMIO, Kak
MOJIOKUTENBbHYIO, TaK U OTpHIaTeIbHY10. bubianorpaduueckas ccpliika Ha Ipyrue HCTOUHUKH
JI0Ka3aTeNIbCTB (MOCTPErUCTPALIMOHHBIE UCCIIEI0BAHUS, AMUAEMHUOIOTUYECKUE UCCIIeI0BAHUS
), KpoMe€ [JaHHbIX, KacarmlUXCsi METOAOB KOHTPOJS M UCHBITAHUHN, SBJIAETCA
J0Ka3aTebCTBOM 0€30MacHOCTU U 3P (EKTUBHOCTH JIEKAPCTBEHHOIO MIpenapaTa npu yCI0BUH
, UTO B PETHCTPALMOHHOM JIOChE€ YETKO OOBSCHEHO W OOOCHOBAHO MCIOJIb30BAHHE 3THX
MCTOYHUKOB MH(POPMAIINH;

3) o0OocHOBaHUE JIOKAa3aHHOIO NPUEMJIEMOTO YpPOBHSA 0€30MacHOCTH U (UJIH)
3¢ (HEKTUBHOCTH, HECMOTPS Ha OTCYTCTBUE HEKOTOPBIX UCCIIEI0BAaHUII;

4) B JOKIMHUYECKUX U (UJIM) KIMHUYECKUX 0030pax OOBSICHUTH 3HAYUMOCTH JIOOBIX
MPEJCTABICHHBIX JaHHBIX, KacCalIIMXCS YK€ 3aperuCTPUPOBAHHOrO JIEKAPCTBEHHOTO
npernapaTa, OTIMYHOIO OT TOTO, KOTOPBIN Ipeanaraercs K perucrpauuu. [Ipeacrasnsercs
000CHOBaHHUE O MOBOAY TOTO, MOKHO JIM 3asIBJICHHBIN JICKAPCTBEHHBIN Ipenapar CUuTaTh
HOJOOHBIM YK€ 3aperucTpUPOBAHHOMY JIEKAPCTBEHHOMY IIpenapaTy, HECMOTpsl Ha
CYILIECTBYIOILLUE PA3IUYUHLS;

5) mocTperucTpalMOHHBIA OMBIT HUCMHOJb30BAaHUS COACPKUT HH(DOpManuio 00
UCIIOJB30BAaHUM JIPYTHX JIEKAPCTBEHHBIX IPENapaTroB, COJAEPKAIIUX T€ K€ AKTHUBHBIC
BEILECTBA;

6) nepuoaMYecKy OOHOBIIAEMBII OTUET IO 0€30IIaCHOCTHU JIEKAPCTBEHHOIO Mpenapara 3a
MOCJIETHUE 5 JIET C MOMEHTA PErucTpali B CTPaHE MPOU3BOAUTENS 10 MOJIaYy 3asBICHUS
3apyOeKHBIMU POU3BOAUTEISIMH.

buonoruyeckue jekapcTBEHHbIE TPeNapaTbl HE OTHOCATCS K KATETOPHUH JIEKAPCTBEHHBIX
IIPENapaToB ¢ XOPOLIO U3yYEHHBIM IPUMEHEHUEM.

8. PacTuTenbHbIE JEKapCTBEHHBIE MPETAPATHI

Jnst sKcnepTusbl JIEKAPCTBEHHBIX MPENAapaToOB PaCTUTEIBHOIO MPOHUCXOKICHUS
MPEIOCTaABIAIOTCS pe3yabTaThl COOTBETCTBYIOIIHNX (bapMaKoJIOruYeCcKuXx,
TOKCUKOJIOTUYECKUX W KIMHUYECKUX HCCleNoBaHMA. Marepuaibsl M JTOKYMEHTHI IO
JOKJIMHUYECKUM (HEKJIMHUYECKUM) U (MJIM) KIMHUYECKUM HCCIIE0BAHUSAM BKIIFOUYAIOT:

MaTepHasibl JTOKIMHUYECKUX (HEKJIMHUYECKHUX) MCCIEAOBAaHHUI crenuduueckon
aKTUBHOCTH;

MaTepHallbl UCCIIEIOBAHUS OCTPOM U XPOHUYECKON TOKCUYHOCTH;

JAHHBIE 0 MECTHO-Pa3IpakaroIIEeM JICHCTBHH;

JaHHBIE 00 AJUIEPTU3UPYIOLUIUX CBOWCTBAX;

OMBIT KIIMHUYECKOTO IPUMEHEHUS B CTPAHE-IIPOU3BOUTENE UIIU APYTUX CTpaHaXx.

IIpu 3TOM MaTepuanbl OTHOCHUTEIBHO KAaYECTBEHHBIX ACIIEKTOB JIEKAPCTBEHHOI'O
npernapara npe0CTaBISIOTCS B IIOJTHOM 00BbEeMe.

Jlj11 cOOpOB JIEKapCTBEHHOTO PACTUTENBHOIO ChIPbs, (PUTO-4aeB MPENIOCTABIAETCA 0030p
Hay4HOH JIUTEPATyphl MO JEKAPCTBEHHBIM PACTEHUSIM, BXOJSAIINX B UX COCTAB.



9. 'omeonaTuyeckue npenaparsl

3asBUTEIb ISl DKCIIEPTU3BI TOMEONIATHYECKUX MPEeNapaToB MPEACTABISAET JOKYMEHTHI U
MaTepuaibl, BKItouatomue napopmaruio mo Moaynsam 4 u 5 unu Yactsam I u IV Tlepeuns:

JJ11 TOMEONATUYECKUX TPEenapaToB, COOTBETCTBYIOIIMX BCEM HHUKENEPECUHUCIECHHBIM
YCIIOBHSIM B KOMILIEKCE:

npenapaTsl IpeIHa3HauYEHbl AJI IEPOPATbHOTO WX HAPY>KHOTO IPUMEHEHHS;

Ha ATUKETKE JIEKapCTBEHHOTO MpernapaTa UM JIF0OOH OTHOCSIIEHCS K HeMy UH(pOopMaIun
HE MPUBEJICHO KOHKPETHOI'O TEPANIEBTUYECKOTO MTOKa3aHUs K IPUMEHEHMUIO;

CTEIEHb PACTBOPEHHUS JIEKAPCTBEHHOIO Tpenapara sBIsSE€TCS T0CTATOYHOM ISl TapaHTUHU
ero 0e30IMacHOCTH; B YaCTHOCTH, JIEKapCTBEHHBIN Mpenapar He coaepxkarh Ooyee 1 gacTu Ha
10 000 yacreit MaTouHOTO pacTBopa MK 6osiee 1/100 MuUHUMAIBHOM J103bI, IPUMEHSIEMON B
aJUIONATUH B OTHOLIEHUH JEUCTBYIOUIErO BEIIECTBA, HATMYKME KOTOPOTO B AJTIONATHYECKOM
JIEKapCTBEHHOM Ipenapare TpedyeT 00s3aTeIbHOT0 HAIMuMsl pelienta Bpayva, it Mopaynei 4
u 5 win Yacrei 111 u IV Tlepeuns npenoctaBisitorcst 0030p JaHHBIX HAYYHOU JUTEpaTyphl 00
a¢dpexTUBHOCTH U 0E€30MAaCHOCTH TOMEONATHYECKOro MpenapaTa B 3asBIsieMOW 00JacTH
MIPUMEHECHUS;

JUIS. HOBBIX TOMEOIATHYECKHX MPenapaToB, HE YIMOMUHAEMBIX B (apMakomnesx u
MOHOTpadusx; 11l KOMOMHUPOBAHHBIX TOMEOIATUUECKUX IIpenapaToB, KOTOPhIC MPUBEAET K
BO3MOKHBIM B3aMMOJICUCTBHUSAM, CHHEPTETUUECKUM dPdeKTaM Wi aJauTUBHEIM 3¢ dhekTam
Pa3IMYHBIX WHTPEIUEHTOB; [JII FOMEOINAaTHYECKUX IpenapaToB, MHIPEAUECHTBI KOTOPBIX
MPEACTABISAIOT PUCK TOKCHYECKUX WIIM JIPYTUX HEOJIArONMPHUSATHBIX BO3JCUCTBUN, OCOOECHHO
KOrJa WHTPEAUEHTHl KOHIIEHTPUPOBAHBI WM TPEACTABICHBl B HU3BKUX pa3BEICHUIX (
Hanpumep, 1X, 2X unu 1C), winm He KOHTPOIUPYIOTCS TOKHBIM 00pa3oM B Mpoliecce
MIPOM3BOJICTBA; JJIsl TOMEONATUYECKUX MPENAapaToB, MPEIHA3HAYEHHBIX U1 UHBEKIUN U JJIs
MpernaparoB, NPUMEHSIEMbIX B 0(TalbMOJIOTUH; MPEeIHA3HAYCHHBIE JJISI UCIIOJIb30BaHUS C
[eNTbI0 MPOGUIAKTUKH WU JICUYEHUS] CEePhe3HBbIX 3a00JeBaHUM; M1 TOMEOMATHYECKHUX
npemnapaToB, NpeJHA3HAUYCHHBIX IS YA3BUMBIX TPYNIl HaceleHHs (Hampumep,
HOBOPOXXICHHBIC U JICTH, OEPEMEHHBIC U TTOXKHIIIbIE, MAIIMEHTHI C OCTA0JICHHBIM UMMYHHUTETOM
u ap.): 1 Monayns 4 unu Yactu 11 [lepeunst npeactaBiastoTcs JaHHBIE TOKCUKOJIOTHYECKHX,
UCCIIeIOBAaHUN (B ciaydae coAepkKaHHUs HWH(PEKIMOHHOTO AareHTa MOATBEPKICHHE
UCCIEeJOBAaHUEM OHOJIOTUYECKON 0e30macHOCTH), O0OCHOBaHHME TMOAOOpa pPa3TUYHBIX
IMOTCHIMW, JAHHbIE KIMHUYECKOrO OMNbITa NpuMeHeHus; miua Moaynsa 5 mnm Yactu VI
[lepeunsi mpeaCTaBIAIOTCA JaHHbIE KIMHHUYECKUX HUCCIeoBaHUNM 00 3(P(HEKTUBHOCTH H
0€30MacHOCTH TOMEONMAaTUYEeCKOro Ipenapata B 3asdBIseMON 00JacTH NMPUMEHEHUS U
000CHOBaHME TOI00PA PA3TUYHBIX TO3UPOBOK.

oO111asi XapaKTepUCTUKa JIEKAPCTBEHHOTO Mpenapara U UHCTPYKIIMIO 110 MEAUIIMHCKOMY
MPUMEHEHHUIO (JINCTOK-BKJIAIBINI) C YKa3aHUEM, YTO JIEKAPCTBEHHOE CPEJCTBO SABISETCS
rOMEONaTUYECKUM IPenapaToM.

10. ButamMuHbI, MUHEPAITBI



JIns SKCHepTU3bl JIEKAPCTBEHHBIX CPEACTB, COAECPKAIIUX BUTAMUHBI U (WJIH)
MIPECTABIISIONIUX COOON KOMIUIEKC BUTAMUHOB U (MJIM) BUTAMUHOB U MUHEPAJIOB, 3asIBUTEIIb
MPEACTABISAET OJUH U3 HIKECIEAYIONINX IOKYMEHTOB U MaTE€pPUAJIOB:

1) 6ubnuorpaduueckuii 0030p JAHHBIX MO 0E30MACHOCTH JIEKAPCTBEHHBIX CPEJICTB,
BMECTE C OTYETOM IKCIIEepPTa, BKJII0UYast HHGOpMaIio 00 dKCIepTe;
2) Hay4Hble TyOJUKAIIMK HA 3asBIsIEMbII Mpenapar;
3) naHHbIE UCCIEOBAHUM OCTPOM U (MJIM) XPOHUYECKON TOKCUYHOCTH.

11. PagnodapmaiieBTHUeCKue MpenapaThl

Jlist skcnepTussl paarodapMalieBTUHUECKUX MPernapaToB U UX MPeKypcopoB B Mojyie 3
mwm Yactu II Ilepeuns npencTaBisIIOTCS MOKYMEHTBl M MaTepHaibl, BKIIOYAIOLIUE
CIeAYIONIYI0 crienuduieckyro HHGOPMaIUIO:

1) B pannodapmaineBTudecKkoM HabOpe, KOTOPBIN CHaOKaeTcs pajOaKTUBHON METKOU
1oCJIe TMOCTABKH MPOU3BOIUTEIEM, 32 aKTUBHOE BEIIECTBO MPUHUMAIOT YacTh Halopa,
NpEeJHA3HAYEHHYIO Ui MEPEeHOCAa WM CBS3bIBaHUS paguoHykiauaa. OmnucaHue MeToja
MPOU3BOJICTBA paguodapMalneBTHYeCcKOro Habopa BKJIIOYAET MOAPOOHbIE JaHHBIE IO
MPOU3BOACTBY HaOOpa W JaHHbIE PEKOMEHIYEeMOW OKOHYATEeIbHOM O0OpabOTKM Jist
MPOU3BOJICTBA PATMOAKTUBHOTO JIEKAPCTBEHHOrO Tpemnapara. TpeOyemble crienudukanuu
pPaIMOHYKJIMIa ONMKUCHIBAIOTCS B COOTBETCTBHUH, €CJIM MPUMEHHUMO, ¢ OOIIEH WM YacTHOMN
cratheit (MoHOTrpadueit) I'ocymapcrBenHoit @apmakonen PK, mubo mpu oTCyTCTBUM TaKUX
crateir (MoHorpaduii) — cTarhsaM (MoHoOrpadusMm) dapMakonei, NpU3HAHHBIX
AecTByIOUME Ha TeppuTopuu Pecy6onuku Kazaxcran.

B nomnonnenue, omuchiBae€T BCE COEIUHEHUS, HEOOXOIUMMBbIC IJIsI BBEICHUS
PaIOaKTUBHON METKH, a TAKXKE CTPYKTYPY COCIMHEHHUS C paIHOAKTUBHON METKOM.

AHAIU3UPYIOTCA SIAEPHBIE PEAKIIUU PAJUOHYKIHIOB.

Kak maTepuHckuit, Tak U 10YEpHUN paIMOHYKIIUJIBI T€HEpATOpa CYUTAIOTCSI AKTUBHBIMU
BEILIECTBAMU;

2) cBeICHUS O MPUPOJIE PATUOHYKIIN/IA, TOJJTMHHOCTA U30TOIA, BO3MOXKHBIX MTPUMECSX,
HOCHTEIIe, TPUMEHEHUH U CIeIN(PUIECKON aKTUBHOCTH;

3) ucxoHbIe MaTepuasbl BKIIOYAIOT IEJIEBbIe MaTePUANIbI 11 O0TyUSHHUS;

4) paccMOTpeHUE XUMHYECKOW (paJuOXMMUYECKOW) YHUCTOTHI U €€ CBSI3b C
OouopacmpeneneHueM;

5) onucanue paaAuOHYKIUAHON YUCTOTHI, PATUOXUMUYECKON YUCTOTHI U CrIeIU(UUECKOM
AKTUBHOCTH;

6) JUIsl TeHEePaTOPOB MPEACTABISIOTCS MOAPOOHBIC JaHHBIE UCIIBITAHUM MAaTEPUHCKUX U
JOYEPHUX PATUOHYKIUAOB. [ reHepaTopoB-3II0aTOB MPEACTABISIOTCS HCHBITAHUS
MAaTE€PUHCKUX PATUOHYKIIUIOB U IPYTUX KOMIOHEHTOB CUCTEMBI TEHEPATOPA;

7) conepkaHUE aKTUBHBIX BEIIECTB HA OCHOBAHMM MAaCChl aKTUBHOM YaCTH MOJICKYJIbI
NpUMEHSIETCSl TOJbKO K paguodapmaneBTuyeckuM Habopam. [ paguoHyKIHIOB



PaIMOAKTUBHOCTh BBIPAXKAETCA B OCKKEpeNsiX, ¢ yKa3aHHeM JaThl M, €CIH HEe0oOXOAMMO,
BPEMEHH M YaCOBOT0 MOsICa. Y Ka3bIBACTCS TUI PAIMOKTUBHOCTH;

8) crenudukauy JEKapCTBEHHOTO Mpenapara, siBIsIIOIIErocs paanodapMareBTUIECKUM
Ha0OpPOM, BKJTIOUAIOT UCIIBITAHUS CBOMCTB Mpernapara 1mocie BBEJSHUS paIu0aKTUBHON METKU
, COOTBETCTBYIOIIME KOHTPOJIM HA PAAUOXHUMHUYECKYI) WU PAJTHUOHYKIUJIHYIO YHUCTOTY
COCJMHEHHS C paJlOaKTUBHOW MeTkoul. JIroOol Marepuan, HEOOXOIUMBIA JJII BBEICHUS
PaIMOAKTUBHOW METKHM IMOJMJICKUT YCTAHOBICHUIO MOJJIMHHOCTA M KOJWYECTBEHHOMY
ONPEIEIIEHHUIO;

9) nundopmanus 0 CTaOMIBHOCTH JJIsI U30TOMHBIX T€HEPATOPOB, U30TOMHBIX HAOOPOB U
JIEKapCTBEHHBIX MPENapaToB ¢ PaJMOAKTUBHOW METKOW. YKa3bIBaeTCsl CTAOMIBHOCTH TMPHU
HCIIOJBL30BAaHUU pajuodapMalieBTUUECKUX JIKAPCTBEHHBIX IpenapaToB B KOHTCHHEpaxX Jis
MHOTOpPa30BOT0 UCIIOJIb30BAHUS.

B Mopyne 4 wnu Yactu III [1epeuns yka3plBatoTCsl aCEKThI paAMAllMOHHON JO3UMETPUHU
(nme¥icTBue w3nydeHus Ha opraH (TkaHb)). [lokazaTenb MOTrJIOIMIEHHOW 03Bl W3IyUYECHUS
PACCUMUTHIBAETCS C yKAa3aHHEM CHCTEMBI HCIIOJb30BAHHBIX MEXIYHAPOJAHO MPU3HAHHBIX
€IMHUI] U3MEPEHHUS TIPU ONPEICTICHHOM ITyTH BBEJICHUS.

B Mopyne 5 nnu Yactu 1V Ilepeuns, ecnu npuMeHUMO, NPEACTABISIIOTCS PE3YJIbTAThI
KIMHUYECKUX UCIbITAHUNM WM TPUBOAMUTCA B KIMHHMYECKHX o0030pax (Moaynps 2)
000CHOBaHHUE X OTCYTCTBHSI.

B cinywae paanodapmaneBTHYECKOro MpeKypcopa, NpeaHa3HaueHHOTO TOJIbKO IS
BBEJICHHUS PAJMOAKTUBHBIX METOK, MPEXKIE BCETO MPEACTaBIseTCsS HWHMOpMAIus o
BO3MOJKHBIX TOCJEACTBUSAX HEIOCTATOYHOU 3(P(HEKTUBHOCTH BBEACHHUS PATUOAKTUBHBIX
METOK WJIM JUCCOLMAIUM 1IN VIVO KOHBIOTaTa ¢ PaguOaKTUBHOM METKOW, T.€. BOMPOCHI,
CBSI3aHHBIE C JICHCTBHEM CBOOOJHOTO PaJMOHYKIHIA Ha TalueHTOB. B gomonHeHwue,
MpEACTABIAETCS COOTBETCTBYIOUIass MH(GOpMaLUs OTHOCUTEIBHO (PAaKTOpPOB pHUCKaA, T.€.
PaMOAKTUBHOTO BO3/ICHCTBUS HA MTEPCOHAN OOJIBHUIIBI 1 OKPYKAIOIIYIO CPEy.

B wactHOCTH mpencTaBiseTcs cienyroas naopmanus:

[Tonoxenns Monyna 3 wim Yactu Il [lepeuyHss mpuMEHSIIOTCS NMPU PETUCTPALUAUN
paarodapMalieBTHUECKUX MPEKYPCOPOB, KAK YKa3aHO BBIIIE, €CIIU TPUMEHUMO.

B Monyne 4 wiim Yactu III Ilepedunss OTHOCUTENBHO TOKCUYHOCTH IPU OJHOKPATHOM U
MHOTOKPAaTHOM BBEIECHUU MPEICTABIISIIOTCS PE3YIbTAThl JOKIMHUYECKUX HCCIEIOBAHUM,
MIPOBEJICHHBIE B COOTBETCTBUU C MIpaBUJIaMH HaJIeKallel T1a00paTopHO MTPaKTUKHU.

HccnenoBannss Ha MyTareHHOCTb PAJUOHYKIMIOB HE CUUTAIOTCA NMPUMEHHUMBIMHU B
JAHHOM KOHKPETHOM CJIy4ae.

[IpencraBnsercss mHGOpPMAIUS OTHOCUTEIBHO XUMHUYECKOW TOKCUYHOCTH U
pacrpeniesieHus COOTBETCTBYIOLIEro "XoJoAHOTO" (HE CcOoAep)Kallero paJarOaKTUBHBIX
BEILIECTB) HYKJIUA.

B Monayne 5 unu Yactu IV Ilepeuns knuHuueckas uHGopMalus, MoJydeHHas B X0JIe
KJIIMHAYECKHUX MCCIIEOBAaHUM C MCIOJIb30BAHUEM MIPEKYypCcOpa caMoro 1o cede, He CUUTaeTCs



3HAYUMOW B ciydae paanodapMaieBTHYECKOro MpeKypcopa, MNpeaHa3HAuYEHHOTO
WCKJIFOYUTEILHO JJIS BBEJICHUS paIUOAKTUBHON METKHU.

[IpencraBnsercs wHbOpMAIUsI, TOATBEPKAAIONMIAS KIMHUYECKYIO A(DPEKTHBHOCTD
paauodapmalnieBTUUECKOr0 TMpeKypcopa MOpud MPUCOCIUHEHUU K  MOJIEKyJam
COOTBETCTBYIOILIETO HOCUTEIS.

12. Opdannbie TekapCTBEHHBIE MTPENapaThl

[Ipu skcnepTuse oppaHHBIX IPEenapaToB MOJOKUTEIBHOE 3aKIIIOUEHHE O 0€30MaCHOCTH
BBIJIAETCS MOJ] 0053aTENbCTBO 3asIBUTEIS HA YCIOBHSIX:

1) BBITIOJTHEHUSI B OMNpPENICICHHBIE CPOKHU OMpPEICICHHON MpOorpaMMbl MCCIIEOBaHUMH,
pe3yJbTaThl KOTOPBIX OYIyT SBISATHCS OCHOBAHUEM JJIsI TIEPEOICHKH COOTHOIICHHS
MOJIb3a-pUCK";

2) mpuMeHEeHUs JIEKapCTBEHHOTO Ipemnapara Mo CTPOTUM HaOII0CHIEM BpaJa;

3) HEMEeIJIEHHOr0 YBEIOMJICHHMSI TOCYJapCTBEHHOTO OpraHa O JOOBIX MOOOYHBIX
NEUCTBUSX, BO3HUKIIIUX MPU MPUMEHEHUU OphaHHOIO Mpenapara, U NpeIpUHATHIX Mepax.

B nepuon BBIOTHEHHUS TMOCTABJIEHHBIX YCIOBUW SKCIEpPTHAs OpraHu3aus
MPEOCTaBIsIET B TOCYJapCTBEHHBIM OpraH HMH(OpPMAIUIO, MOIYyYaeMyl OT 3asiBUTENS O
NPOBEACHUU OINPEJCICHHON IPOrpaMMbl HMCCJIEIOBAHUM IS €XKETOJAHOW MEPEOLECHKH
COOTHOILIEHHS "MOJIb3a-pucK" [Ji1 3aperucTPUPOBAHHOIO TakUM oOpa3oM opQaHHOIO
npenapata. MHCTpyKuMs MO MEAUIMHCKOMY MPUMEHEHUIO W Jpyras MEIULNHCKas
uH(popMaLUs O 3apErUCTPUPOBAHHOM TakUM 00pa3oM op(aHHOM Mpernapare COAEPKHUT
yKa3aHUsI O HEIOCTaTOYHOCTH JTaHHBIX.

13. JlekapcTBeHHBIE MTpenapaThl MEPEI0OBOI Tepanuu

Martepuaibl perucTpalluOHHOTO JOChE JIJIsi BBICOKOTEXHOJIOTUUYECKUX JEKAPCTBEHHBIX
MpenapaToB COOTBETCTBYIOT pazaeny 4 IIpaBui peructpanuu 1 3KCIEepTU3bI JIEKAPCTBEHHBIX
CPEeACTB JJIsI MEIUIIMHCKOTO MPUMEHEHHUsI, YTBEPKIeHHBIX penienrneM CoBeta EBpaszuiickoit
PKOHOMHYECKON KoMuccHH OT 3 HOsO0pst 2016 roga Ne 78.

14. Tpancdep

[Ipu sxcnepTU3e JIEKapCTBEHHBIX MpenapaToB, MPOU3BOJMMBIX Ha OCHOBE mepeHoca (
TpaHcdepa) MOJHOTO UKJIA WM YacTH MPOU3BOACTBEHHBIX M TEXHOJIOTUYECKUX MPOIIECCOB,
K PErMCTPAllMOHHOMY JIOChE IONOJIHUTEIBHO MPEJOCTABISIFOTCS CIEAYIOINE JOKYMEHTHI:

1) moroBop o mepeHoce MPOU3BOJCTBEHHBIX U TEXHOJOTUYECKUX MPOIIECCOB MEXIY
OTEUYECTBEHHBIM MMPOU3BOIUTENIEM U 3apyOEIKHBIM MPOU3BOAUTENIEM;

2) OTYET MO pe3yibTaTaM MPOBEACHHOTO TpaHcdepa, BKIIOYAIOIIETO OMKMCAHUE TIPOEKTa
Tpancdepa, macmtad TpaHcdepa, KpUTHYECKUE MapaMeTphl, MOJyYEHHbIE OCHOBHOU H
JOTIOTHUTENFHON TUIOMIAJKaMHK, 3aKIIOYUTEIbHBIE BBIBOJBI TpaHc]epa, ¢ MPUTOKEHUEM
ceprudukara GMP (c ykazanuem nathl 1 pe3yabTaTOB MOCHEAHEN HHCTIEKIIUN) (HOTapuaibHO
3aCBUIETEICTBOBAHHBIN) 3apyO€KHOT0 MPOU3BOIUTES;

3) oTdeT BaJdUIAIMU MPOU3BOJCTBEHHBIX IMPOILECCOB Ha OTEYECTBEHHOU
MIPOU3BOACTBEHHOM ITOIIAJIKE;



4) 0 MOATBEPKACHUU TOTO, YTO KAYECTBO MCXOJHOTO ChIPhA (aKTUBHOW CyOCTaHIIUH,
BCIIOMOTaTeNIbHBIX BEIIECTB), UCIOJIb3yEMOr0 Ha OTEYECTBEHHOW IUIONIAJKE HE BIMSET Ha
MIPOLIECC WJIN TOTOBBIN IPOAYKT;

5) Mo KOHTpPOJIIO KadecTBa MpenapaToB, MPOU3BOJMMBIX Ha OTEYECTBEHHOU
IIPOU3BOACTBEHHOM IJIOMIAJIKE, M MPENapaToB 3apyOeKHOTO MPOU3BOAUTENS OCYIIECTBIIAECTCS
no ojfHOM creuudukanuu (0AMHAKOBBIM Npoduib npumeced, (hapMaKOKMHETUYECKHI
po(uib pacTBOPEHHUS (I1s1 TBEPIBIX JEKAPCTBEHHBIX (POPM) M HH-BUTPO MCCIIETOBAHUA);

6) OTUeThl HCCIIEIOBAaHUN OMO’KBUBAJIEHTHOCTU WU KJIMHUYECKUX HCCIIEIOBAHMM
JIEKapCTBEHHBIX NPENApPaToOB, MPOU3BEACHHBIX Ha NPOW3BOJCTBEHHBIX IUIOMIAJIKaX BHE
Kazaxcrana (B cimydae oTCyTCTBUSI — 000CHOBAHUE).

B ciyuae, ecnu nepenaronas miomnaaka peErucTpupoBalia Ha CBOEN TEPPUTOPUU TTpeErnapar
no mpolenype TpaHcepa TEXHOJIOTHUM M UCMIOJIb30Bajlia OTYET MCCIEIOBAHUS
OMOPKBUBAJIEHTHOCTH WJIM KIIMHUYECKUX HCCIEAOBAaHUN TPETbeW CTOPOHBI, IaHHBIE OTYETHI
IIPUHAMAIOTCS K PACCMOTPEHUIO IPU IKCIEPTU3E PETUCTPALMOHHOIO TOCHE.

7) Ha MOMEHT T0/Ia4YM 3asiBJICHUS HA HKCIIEPTU3Y MPHU PETUCTPAIIMH TIEpeiatolas CTOPOHA
MPEIOCTABIISIET PE3YyJIbTaThl UCCIEIOBAHUN YCKOPEHHON CTaOUJIBHOCTH W HE MeHee O-Tu
MECSYHBIX HCCJIEIOBAaHUN JOJITOCPOYHOM CTaOMIBHOCTH, JUISl MPUHUMAIOIIEH CTOPOHBI —
MporpamMmy UCCJIeI0BaHUI CTAOUIILHOCTH C YKa3aHUEM CEpUi JIEKApCTBEHHOIO Mpernapara u
MOCTPETUCTPALMOHHBIE 0053aTeNbCTBA O MPEJOCTABICHUU JAHHBIX CTAaOMJIBHOCTH C
IUIOIIA/IOK Tepenaroued U NpUHUMaroUIed CTPOH (MEPUOJUYHOCTb MPEJOCTABICHUS
uH(GOPMAIIUU COTJIACHO MPOTPAMME U3YYEHUS CTAOMIBHOCTH).

[Tpu nomuom neperoce (TpaHcdepe) NPOU3BOJACTBEHHBIX U TEXHOJIOTMYECKUX MPOIIECCOB
3asBUTENIb OOECIEUYMBAET IOJHOE COOTBETCTBHE YCJIOBUU MPOMU3BOJCTBA U CHUCTEMBI
obecrnieyeHrss KadecTBa Ha MPOU3BOJCTBEHHOM Miomaake B PecmyOnuke Kaszaxcrtan
YCJIOBHSIM IIPOU3BOJACTBA M CUCTEME 00OeCleUeHusl KauecTBa MPOU3BOJICTBEHHOM IUIOIMIAIKU
BHe Ka3axcrana.

15. Ilepepeructpanus

3asgBUTENIb MOJAET 3aABJICHUE HA MPOBEICHHUE 3KCIEPTU3BI IS EPEPErucTpatuu J10
OKOHYaHHUS M (WJIM) B TEYEHHE IIECTH MECSIEB MOCJe OKOHYAaHUS JeHCTBUS
PETrUCTPAIMOHHOTO yAOCTOBEPEHMUS.

Ha skcnepTusy npu rocy1apcTBEHHOM MEPEPETUCTPAIMU JIEKAPCTBEHHOTO CPEICTBA
npousBoautensimMu Pecnyonuku Kazaxcran mnpenocrasnstorcs vactd | m Il Tlepeuns
npuioxeHuss 2 Kk HactosuuM [IpaBunam, 3apyOeXHBIMM HPOU3BOIAUTEISIMU
npenocTaBisAoTess Moaynu 1-2 cornacHo npuitokeHuro 3 K HacTtosuuM [IpaBuiiam.

B oOmiem oTtdere mo kauecTBy mpenocTaBisieTcss 0030p MHGOPMAIINK, CBI3aHHOM ¢
XUMUYECKUMHU, (hapMaleBTUUECKUMHU U OMOJOTUYECKUMU JaHHbIMU. [JokymeHnTsl Moayns 2
OXBAaTBIBAKOTCS BOMPOCHI U ONHUCHIBAIOTCS COOTBETCTBYIOLIME JTaHHBIE, KOTOPBIE MOJIPOOHO
npeacTaBiaeHbl B Mogyiie 3.



[Ipu BBISBICHUS B XOJIe MPOBEICHUS IKCIEPTU3bI (AaKTOB, CTABSIINX MOJI COMHEHHE
JIOCTOBEPHOCTh CBEJICHUM, MPEACTABIEHHBIX B Moayne 2 perucTpalmoHHOTO JOChE B
OTHOIIICHUU Ka4yeCTBa JICKAPCTBEHHOTO Mpernapara, SKCIEepTHAs] OpraHu3alns 3anpaiinBaeT
NOKyMeHThl Monyis 3.

JlononautensHo npousBoautenasimMu PecnyOnuku Kazaxcran uz Yactu IV Ilepeuns
COTJIaCHO MPUIIOKEHUIO 2 K HacTosuuM [IpaBunam u 3apyOekHBIMUA MPOU3BOIUTEISIMU U3
Mopyia 5 corslacHO MPUIIOKEHUIO 3 K HacToAmKM [IpaBrunamM npenocTaBisroTCs:

1) OT4ETHI MOCTPETUCTPAIMOHHBIX KIMHUYECKUX HCCIeq0BaHUM d(PGEKTUBHOCTU U
0€30MacHOCTH B COOTBETCTBUU C TUIAHOM YIPABJICHUS pUCKAMU;

2) mepuoANYEeCKH OOHOBJISIEMBIA OTYET NMO O€30MacHOCTH 3a MOCIEIHHE S5 JeT
HaxO0XXJICHUSl JIEKApCTBEHHOI'O IMpemnapara Ha ¢apMaleBTUYECKOM pblHKe PecmyOnuku
Kazaxcran ¢ KpaTkuM ayTEHTUYHBIM MEPEBOJIOM C SI3bIKa MPOU3BOAUTENSL HA PYCCKUU SI3BIK
OCHOBHBIX Pa3JIeJIOB.

16. BHeceHrne U3MEHEHHUI B PETUCTPAIMOHHOE JI0CHE

1) BHecenue M3MEHEHUN B PETUCTPAIIMOHHOE JOCHhE OCYIIECTBISAETCS A0 MOJauu
3as1BJICHUSI HA NIEPEPETUCTPALIMIO B COOTBETCTBUM C TpeOoBaHUsIMU Hactosmux [IpaBui, 3a
MCKIIFOUCHHEM M3MEHEHUI M0 peKOMEH Ay (papMakoHaA30pa U SKCTPEHHBIX OTPaHUYCHHM,
CBSI3aHHBIX C 0€30MaCHOCTBbIO NMpUMEHEeHUsi npenaparta. [Ipy BHeceHUM H3MEHEHHU B
peructpanmonHoe jocke tuma IA, Ib nim Il 3asBuTeneM npenocTaBisieTcss MOSICHUTEIbHAS
3aIMKcKa, coJieprkaiias 000CHOBaHHE HEOOXOAMMOCTH BHOCUMBIX U3MEHEHUH.

[lomaya 3asiBI€HHMS HA DKCIEPTHU3y BHECEHMS M3MEHEHHM B PETMCTPALIMOHHOE JOCHE
OCYILIECTBIIIETCS 3aABUTEIIEM B TEYEHUE CPOKOB, MPEAYCMOTPEHHBIX IMyHKTaMu 62 u 65
Hactosimux [IpaBuo.

2) IIpu BHECEHHUIT U3MEHEHUH B PErUCTPallMOHHOE 10che Thna I1:

no nyHktam b.I mpepoctaBnsercs nepedeHb aokymeHtoB Yactu I, II Ilepeuns (
oOHOBNeHHBIE pa3nenbl | A7 - JIOkyMeHT, MOATBEPKIAONINN Ka4eCTBO aKTUBHOTO BEIECTBA
(ceptudukar anamuza 3-X cepuid aKTUBHOUW (apMmaleBTUUECKON CyOCTaHIUH OT
NPOU3BOJUTENS, cepTU(HUKAT aHaIM3a CyOCTaHIIMM OT MNPOU3BOIAUTENS, cepTUHUKAT
cooTBeTcTBUS MOHOTpaduu EBponeiickoit @apmakonen, MpOTOKOJ aHAN3a, AHATTUTUYECKUN
NAacrnopT JAaHHBIE MO U3YYEHUIO CTaOMIBHOCTU FOTOBOTO MPOJYKTa MPH JOJTOCPOUYHBIX U
YCKOPEHHBIX YCIOBUSAX U3YUYEHUS CTAOMIBHOCTHU C UCTIOIb30BAaHUEM 3asIBIIIEMON CyOCTaHIINU
3a mepuoj kak MUHUMYM 6 mecsieB.) U I C 1 - akTuBHast cyOCTaHIMS B COOTBETCTBUU C
BHOCHUMBIMU n3MeHeHusMH) win Monyns 3 [Ipunosxkenus 3 (oOHOBIEHHBIE pa3aensl 3.2.S u
3.2.P B COOTBETCTBUU C BHOCUMBIMHU U3MEHEHUSIMU );

no myHnkTam b.II npegocraBnsercs nepedeHs jokyMeHToB Yactu | (0OHOBICHHBIN pa3/en
I A8 - JlokyMeHT, MOATBEPKAAIOIIMK KAYECTBO TOTOBOTO MPOAYKTA TPEX MPOMBIIUIEHHBIX
cepuii (cepTuduKar aHanuza, MPOTOKOJ aHAIH3a), OJIHA CEPUSI KOTOPOTO COBIAJIAET C CepHUeit



oOpasla JeKapCTBEHHOTO CpPEACTBa, MOJAHHOIO Ha PETUCTPALUI0 B COOTBETCTBUHU C
BHOCUMbIMU U3MeHeHusiMH) U Il [lepeuns wnu Moayne 3 Ilpunoxenus 3 (0OHOBIEHHbIE
paznensl 3.2.P B COOTBETCTBUU C BHOCUMBIMU U3MEHEHUSIMHU ).

17. YckopeHHast aKkcnepTu3a JIeKapCTBEHHOTO CPEICTBA

[Ipu npoBeaeHNH YCKOPEHHOMN MPOLIEYpPhl HE CHIKAIOTCS TpeOOBaHUs K O€30MacHOCTH,
KayecTBY M 3PHEKTUBHOCTH JIEKAPCTBEHHBIX CPEICTB.

1) YckopeHHast skcrepTu3a Ha J€KapCTBEHHBIE CPEACTBA OCYILECTBIIAECTCS MO PEIICHUIO
YIOJIHOMOYEHHOT'O OpraHa B 00JIaCTH 3/IpaBOOXPAHEHUS U MIPOBOJAUTCS B CIIydasiX:

- IpeIHa3HAYEeHUS JI€KaPCTBEHHBIX CPEJICTB AJisl MPOPUIAKTUKH, JICUEHUS, TUarHOCTUKU
penkux 3a00JIeBaHUM;

- TpEeNOTBpAILEHUSI YpPE3BbIYAWHBIX CHUTyalliil, BOSHUKHOBEHUS M YCTpPAaHEHUU
MOCJIEACTBUI SMUACMUN, TaHIASMUU WHOEKIMOHHBIX 3a00JeBaHUN (JIEKapCTBEHHBIE
Ipenaparbl 3TUONATOTEHETUYECKOW TEpanuu, MPUMEHAEMBbIE B dKCTPEHHBIX CHUTYalUSAX B
OTBET Ha YrpoO3bl 3J0pPOBbI0 HaceleHHs (MMAHAEMUU) M BKIIOYEHHBIE B KIMHUYECKHE
IPOTOKOJIbI JICUCHHS]).

2) DkcrepTu3a JEKapCTBEHHBIX CPEJCTB, YUACTBYIOIIMX B MPOIETYPE COBMECTHOM
npekBanupukanun BO3, ocymectBiusercs B coorBeTcTBuM c [lpunoxenuem 8 Cepumn
Texnnuecknx noknanoB BO3, Ne 996., 2016 r. "lIpouenypa cOBMECTHON permcrpanuu
MEK]ly TPYINION MO MpeABapUTENbHON OlleHKEe BeceMupHoOil opranu3anuu 31paBooxXpaHeHus (
BO3) u HauuoHaJdbHBIMM OpraHaMu pEryJUpPOBaHUS Il OLIEHKM M YCKOPEHHOMU
HAIMOHAIBHOW peructpanuu ¢GapManeBTUUECKUX MPOAYKTOB M BAKIMH, MPOIISAIINX
npenBapuTeabHyo kBanudukanuo BO3".

Hacrosdiiee npuiiokeHre pacupoCTpaHseTCs TakKe Ha JEKapCTBEHHbBIE CPEJICTBA,

HaxoJAIIuECA Ha JTali€ HayaJbHOMU OKCIICPTHU3BI JO BCTYIVICHUA B CUJIY HACTOAIIUX HpaBI/IJ'I.
IIpunoxenue 5
K IIpaBUJIaM MPOBEACHHS SKCIIEPTH3HI
JICKapCTBCHHLIX CPEACTB

Crangapt rocymapcTBeHHOM ycayru "Brinada 3akmodenns o 0e30macHOCTH,
KagecTBe H 3P PEKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX M3HeIIHit"

Pecny6nukaHcKoe TOCYAapCTBEHHOE NpEANPHUATHE HAa IpaBe XO3SAHCTBEHHOIO
HaumenoBanue BeneHus "HanuoHanbHBIH IEHTP JKCIEPTU3Bl JIEKAPCTBEHHBIX CPEJICTB,
ycIyroaatens MEIUIMHCKUX u31enuii" Komurera MeMIMHCKOro ¥ (papMareBTHYECKOT0 KOHTPOJIS

MunncrepcTBa 3apaBooxpanenus Pecrry6nmku Kazaxcran (nanee — ycimyrogareins)

Cnocobsr

) Npea0CTaBICHUS 1) ycunyroanartenas;
rocyJapCTBEHHOM 2) BeO-mopTal "IIEKTPOHHOTO MpaBUTeIbcTBA" Www.gov.kz (manee — moprain).
yCIIyTH
CBenenuns 00

3 Ou3nuecKue U I0PUIMYECKUC JHIA (Jlaiee — YCITyTOIOoIyYaTelb)

ycIIyromnoiryyaTesne

T 5T JEKapCTBEHHBIX CpPEenCTB:
IIPY TOCYIapCTBEHHO peructpanun — He 6osee 210 (IByXcOoT AecsTH) KaJeHIapHBIX



Cpok  okasaHus
roCyJapCTBEHHOMN
4 ycimyru

dopma okazaHUsA
5 rocylnapcTBEHHOMU
ycIyru

hit H e " ;

IPU TOCYIJapCTBEHHOW mepeperucTpanuu — He Oomee 120 (cra mBaamarw)
KaleHIapHBH X nHEen,;
IIpH BHECEHWH M3MEHEHHH B PerHCTpannoHHOe Aocke Thma IA, tuma Ib u tima 11 ¢
MIPOBEACHNEM JTa00OPaTOPHBIX UCHIBITaHUH — He Oonee 90 (neBsHOCTa) KaJIeHAAPHBIX
hi H e H ;

IIpY BHECEHWU U3MEHEHUI B perucTpanronHoe gocke Tina IA, tuna Ib n tuna 11 6e3
IIpOBeICHNS TabOPaTOPHBIX UCHBITaHUH — He Oojee 60 (IecTuaecsTn) KajJeHAapHbIX
I H e " ;

Ha MIPOBEICHNE YCKOPEHHOW SKCIIEPTU3HI JIGKAPCTBEHHOTO cpeacTBa — He Oomee 70 (

CEMHUAECSITH) KaJleHJapHBIX JHEH.
JKCIEPTU3a JIEKAPCTBEHHBIX CPEICTB, YYaCTBYIOLIUX B NPOLEAYPE COBMECTHOM

npexkBanudukanuu BO3 — He Oonmee 90 (ACBAHOCTO) KaJCHAAPHBIX JIHCH;
IUT ST MEIHIUHCKHUX U3ACHUN:

IPU TOCYNApCTBEHHOI perucTpanuu, NepeperucTpannd kiacca 1 u kiacca 2a,
TpeOYIOMHUX MPOBEINCHUS JIA0OPATOPHBIX HCIBITAaHUN — He Oonee 90 (meBstHOCTA)
KaJleHIapHBHX nHEn,;
[IPY TOCYJAPCTBEHHOI PErucTpaluy, rnepeperucrpanun kiacca 20 (¢ nmoBbILIEHHOM
CTENEeHbI0 pUCKa) M Kiacca 3 (C BBICOKOW CTENEHbIO PHUCKA), TPEOYIOMIMX
MPOBENICHUsT JTA0OPATOPHBIX HCHBITAaHUNA — He Ooyee 160 (cTa MIECTHICSCATH)
KalTleHIapHEBH X oHEH,;
IIPU FOCYAApCTBEHHON PErucTpalny, NepeperucTpaid MEAUIMHCKOTO U3IeNHs, He
TpeOyromIero nNpoBeAeH s 1abopaTOPHBIX HCIBITAaHWI HE3aBUCHMO OT Kilacca — He
Oonee 90 (neBssHOCTA) KaJeHAapHBIX THEH;
IIpA BHECEHHWHM H3MEHEHHH B pErucTpaluoHHOe mochke (06e3 mpoBeieHUs
71a00paTOPHBIX UCHBITaHUI) — He Oonee 60 (IecTHIECATH) KaleHAapHBIX IHEH;
IIpH BHECEHWHM HW3MEHEHHH B PETUCTPALMOHHOE J0Che (C TpOBEAEHHEM
mabopaTOpHBIX UCHBITaHW) — He Oonee 80 (BOCHMUIECATH) KalleHAAPHBIX IHEH;
IpU yCKOpeHHOW »JkcmepTuze — He Ooxee 30 (Tpuamatu) pabodymx [HEHH;
MakcuMaJIbHO JOIyCTUMOE BpeMs OXKUAAHMSA Ul CIAa4yM ITaKkeTa JJOKyMEeHTOB - 15
M W H y T ;

MakcuMallbHO JIOIyCTUMOE BpeMsl 00CITyKuBaHus yciyrononaydarens — 30 MUHYT.

VcnoBusa MNPpUOCTAHOBJICHUSA OKa3aHu4d ycuayru:
B CPOKH MPOBCACHHA ODKCIOCPTU3bI JICKAPCTBEHHOTO CPEACTBA, MEAUIHNHCKOIO
nu3agecinund HE BXOOAT CpPOKH:

1) mpemocTaBiieHHs yCIyTroOMOIydaTeleM JOKYMEHTOB U MaTepUalioB T10 3a1pocy Ha
m000M W3 3TamoB 3KCHEPTHU3Bl M HMX PACCMOTPEHHE YCIyrojaaTeleMm;
2) opraHuM3alMd M TNpOBeJeHHs (apMaleBTHUECKOW WHCIEKIMH, WHCIEKLIUU
MEIHULUHCKOTO H3genus,;
3) OpraHHu3aluu U NpOBEJEHUS OKCIEepTHOTO COBETAa;
4) cornacoBaHMs yCIIyronoiayJaTeIeM HTOTOBBIX JOKYMEHTOB.

DJeKTpoHHAs (YACTHYHO aBTOMAaTU3UpOBaHHas1) (OyMakHas)

Hdns JE€KapCTBEHHBIX CpEencTB:
Bbiaua 3akmodeHust 0 6€301acHOCTH, KauecTBe U AP PEKTUBHOCTH JIEKaPCTBEHHBIX
cpencts mo ¢opmam coracHo mpuioxeHusMm 14, 15 k [IpaBunam mpoBeacHUs
9KCIIEPTU3HI JICKAPCTBCHHBIX CPEJICTB, MO0 MOTHBHUPOBAHHEBIN OTBET 00 OTKa3e B
OKa3aHUHM TOCYJapCTBEHHOW YCIyrM B Cly4yasXx U 1O OCHOBAHMHSIM,
MPEAYCMOTPEHHBIM MYHKTOM 10 HacToflero craHfgapra rocygapCTBEHHON YCIyTH.
®opma Bplaya pe3yibTaTa OKa3aHUS TOCYJApPCTBEHHOM YCIYTH: 3JEKTPOHHAs
VecioBue  Bblaud  pe3ysbTara  OKa3aHMsT  TOCYIAapCTBEHHOW  YCIYTH:
Yepes ycliyrogartens
Hns MEOJULUUHCKHUX U30€NUHN:



PesynpraT oOKazaHug
6 rocymapcTBeHHOM
yCIyTH

Pasmep omuartsl,
B3UMaEMOU c
yCIIyroToTyyaTesns Ipu
OKa3aHUHU
roCcyJapCTBEHHOUN

7 yCIIyTH, U CIIOCOOBI e
B3UMAaHHS B CIydasx,
MpeayCMOTPEHHBIX
3aKOHOJATEeIbCTBOM
PecnyOnuku
Kazaxcran

I'padpux  pabotsl
YCIIyro/iaTes

Briaua 3akmodeHust o 6€30mMacHOCTH, KadecTBe U 3()(HEKTHBHOCTH MEIUIIMHCKUX
m3nenuii mo gopmam coriacHo mpmiokeHusM 11, 12 k IlpaBunam mpoBeneHus
9KCHEPTHU3bl MEAWIMHCKUX W3JENUH, TN00 MOTHBHPOBAHHBIH OTBET 00 OTKa3e B
OKa3aHUU TOCYAApCTBEHHOW YyCIyrH B CiIy4dasxXx M IO OCHOBAaHUAM,
MPEAYCMOTPEHHBIM TTyHKTOM 10 HacTOAIIEro craHiapTa rocyJapCTBEHHON YCIyTH.
dopma BbIAuYa pe3yibTaTa OKa3aHHWs TOCYAapCTBEHHOW yCHyrH: OyMmakHas.
VYcnoBue  BBIIAaUM  pe3ynbTaTa  OKa3aHUS  TOCYJApCTBEHHONW  yCIyTH:
Uepes ycunyronpgatTens
VYcioBue XpaHEHUS YCIyrojaTeleM HEBOCTPEOOBAaHHBIX B CPOK JIOKYMEHTOB:
ITpu He oOparieHnn yciryromnoayvaTess 3a pe3yIbTaTOM FOCYAapCTBEHHON YCITyTH B
YKa3aHHBI CpOK, ycCIyrojarenb oOeclieduBaeT XpaHEHHE 3aKIIOUEHHUs O
Oe3omacHOCTH, KadecTBe M J(PQPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB U
MeAMLUHCKUX n3aenuii B TeueHue 180 (cTa BocbMuaecsaTH) KaJeHJapHbIX THEH

Omnara, B3UMaeMas ¢ yCIIyTroIoJydarens Mpyu OKa3aHUW TOCYAapCTBEHHOHN YCIIyTH,
YCTaHABIMBAE€TCS B COOTBETCTBHM C MPEHCKYpaHTOM  YyCIyrojarteis,
yCTaHABJIMBAEMbIH  YIMOJIHOMOYEHHBIM OpPraHOM IO COIJIaCOBaHUIO C
AHTUMOHOIIONBHBIM OPraHOM B COOTBETCTBHM ¢ MyHKTOM 2 ctaThu 239 Kopekca
Pecrryomukn Kazaxcran ot 7 mrons 2020 roma "O 310poBbE Hapoaa U CHCTEME
3IpaBOOXpaHEHUA" W OCYIIECTBISIETCS B OE3HAMYHON (popMe Ha pacdeTHBIH cUeT
YCIyToaTels

1) ycmyromarens — ¢ moHenmedapbHWKa mo matHHEMy, ¢ 9.00 mo 17-00 gacoB c
nepepsiBoM Ha 00en ¢ 13.00 go 14.00 yacoB, KpoMe BBIXOTHBIX M IPa3IHUYHBIX
nHe# cormacHo TpynoBomy komekcy Pecmyonmuku Kasaxcran ot 23 Hosiops 2015
roja (nanee - TpynoBoii KOJIEKC).
2) mopraia — KpyriIoCyTOYHO, 3a UCKITFOUCHHEM TEXHUYCCKHUX MIEPEPHIBOB B CBS3H C
MPOBENICHUEM PEMOHTHBIX paboT (Tpu OOpAaIeHUH YCIYyTOMONydaTeNst IMocie
OKOHYaHHs pabodvero BPEMEHU, B BBIXOJHBIC WM MPA3AHUYHBIC JHU COTJIACHO
TpynoBoMy KOJAEKCY MNpHEM 3asiBICHHsS K BblJada pe3ylbTaTa OKa3aHUs
rOCy/IapCTBEHHO# YCIYyI'HM OCYLIECTBISIETCS CIEAYIOUIMM pabodyuM  JTHEM).

YcnoBue 00CIIyKMBaHUS yciayromarteieMm:
I'ocynapcTBeHHas ycioyra okas3bIBaeTCs B MOPsAKE odepeau, 0e3 mpeaBapuTenbHoi
3alucHu, 6e3 YCKOPEHHOTO o0ciyXxnuBaHUs.
Anpeca MecT OKa3aHHS TOCYIJapCTBEHHOH  yCIyrH pa3MemleHbl Ha:
1) HHTEpHET-pecypce ycayromaTens - www.ndda.kz;

2) moptane www.egov.kz

K ycunyrogaTteni:
1) 3asBiIeHHE HA NPOBEACHHE SKCIEPTH3HI JIEKAPCTBEHHOTO CPEACTBa 1O (Gopme
cornacHo mpuiioxeHuro 1 k IIpaBunaM mpoBeOeHUsT SKCHEPTU3BI JEKaPCTBEHHBIX
CPEACTB, 3asBIICHHE Ha INPOBEACHHE SKCIEPTHU3bl MEAHMIMHCKOTO H3IENHs Ha
9JIEKTPOHHOM HocuTene 1o ¢opMme coriacHo mnpumioxenuto 1 kx IlpaBmiam
MPOBCACHUA OKCIEPTHUIEBI MCIOHUIIMNHCKHUX H3I[eJ'IHI>i;
2) perucTpalioHHOE JIOChE JIEKAPCTBEHHOTO CPEJICTBA, COAEpIKaIlee MaTepHabl U
JOKYMEHTBl 1o ¢Qopme coryiacHo npuioxenuto 2 k IlpaBuinam mnpoBeaeHus
9KCIIEPTH3BI JEKAPCTBEHHBIX CPEACTB IS mpou3Bonutenei Pecryonukn Kasaxcran
unmu B ¢opmate OOmEro TEXHUYECKOTO MTOKyMEHTa IO (opMe COTIACHO
npwioxenuro 3 x [IpaBuiaM mpoBeneHHs SKCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB,
PETHCTPAllMOHHOE J0ChEe MEIUIIMHCKOTO M3[eJUS Ha DJIEKTPOHHOM HOCHTEIE,
coJieprkalliee MaTe€pUallbl U JOKYMEHTHI 1O (opMe COINIaCHO NPUIOKEHHI0 2 K
[MpaBunam MIpOBENCHUS 9KCHEPTHU3HI MEIHUIIMHCKUX W3eNHi;
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IlepedyeHbp NOKYMEHTOB
HEOOXOAUMBIX IS
OKa3aHHs
rocyJapCcTBeHHOM
yCayru

OcHoBaHus I OTKa3a
B OKa3aHUHU
rocy1apCTBEHHOM
yCIYyTH,
YCTAHOBJICHHEIC

3) o0Opasipl JIEKapCTBEHHBIX CPEJCTB, MEIUIMHCKUX M3AEIHH (32 HUCKITIOYEHHEM
MEIUIMHCKUX M3/ENNH, SBISIONIMXCS anlapaTtaMy, NpuoopaMu, o00pyaoBaHuEM),
CTaHAApTHBIE O00pa3Ibl XWMHUYECKHX BEIIECTB, CTAHAAPTHHIE O0Opa3Ibl
OMOJIOTMYECKHUX IIPENapaToB, TECT-IITAMMBI MHKPOOPTaHU3MOB, KYJIbTYp KIETOK,
crenn(UUecknxX peareHTOB, PAacXOIHBIX MAaTEpHaloB, HEOOXOMUMBIX IS
BOCIIPOM3BOJIUMOCTH METOJUK JIADOPATOPHBIX HCIBITAHUA B KOJIUYECTBaX,
JOCTaTOYHBIX ISl TPEXKPATHBIX JIAOOPATOPHBIX MCHBITAHUI C OCTATOYHBIM CPOKOM
TOZHOCTH HE MeHee 9 (IeBATH) MecsleB (3a UCKIIOUYEHUEM CIIy9aeB, He TPeOYyIommx

MpOBEICHUS n1abopaTOpHBIX NCHBITAHUN);
4) KOIMIO TOKYMEHTa, MOATBEPKAAIOIIETO OIUIATy yCIyTOMOMydaTeNieM CyMMBI JUIs
NPpOBEAEHHUS 9KCNEPTHU3H.
H a oI opTaruix

1) 3asBneHHE B 2JIEKTPOHHOM BHJIE HA MPOBEJCHHE HKCIEPTHU3BI JIEKAPCTBEHHOTO
cpezacTBa 1o ¢popmMe coracHo npuiokeHuto | k IlpaBunaM npoBeaeHHUs SKCIIEPTH3BI
JIEKapCTBEHHBIX CPEJICTB, HA MPOBEACHHE SKCIEPTU3Bl MEIMIIMHCKOTO HM3IEIHS T10
¢dopme coriacHo mnpmiaoxkeHnto 1 k IIpaBuinaM mpoBemEeHUS DKCIEPTH3BI
MEIHUIUHCKHX U30CNUui;
2) SIEKTPOHHYIO KONHUIO PETHCTPALMOHHOIO JI0ChE JEKapCTBEHHOI'O CPEICTBa,
coJieprkalliee MaTe€pUallbl U JIOKYMEHTHI 1O (opMe COINIaCHO NPUIOKEHHI0 2 K
[IpaBuiiam npoBeneHUS AKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB JUIS TPOM3BOAMUTEINCH
Pecny6nmuku Kazaxcran niam B gopmarte OOIIEro TeXHHYECKOTO JOKYMEHTa IO
¢dopme coriacHo mnpuiaoxkeHuto 3 k IIpaBuiaM mNpoBeAEeHUS DKCIEPTH3BI
JIEKapCTBEHHBIX CPEACTB, JJIEKTPOHHYIO KONHMIO PErHCTPAaliOHHOTO JOChE
MEIUIMHCKOTO H3AEIHs COIVIACHO IpHiIoXeHuio 2 k IlpaBuiaM mpoBeneHHs
OKCIICPTHUIDBI MCIJHUIOHHCKHUX HSHCHHﬁ;
3) oOpa3upl JIeKapcTBEHHBIX CPEJCTB, MEIMIMHCKUX H3JIENNUH, CTaHAapTHBIC
o0pasupl, crierdruyeckne peareHTsl, pacXoAHble MaTepHalbl, HEOOXOIUMBIE IS
BOCIIPOM3BOAMMOCTH  METOIUK JIaDOpPAaTOPHBIX  HCIBITAHUH, 3asBUTENb
npenocrasisieT B LierTp obcmyxuBanus 3assureneit (namee — [{O3) yeayrogarens B
KOJIMYECTBAX, AOCTATOYHBIX ISl TPEXKPATHBIX MCIBITAHUI ¢ OCTaTOYHBIM CPOKOM
TOZIHOCTH He MeHee 9 (IeBSATH) MecsleB (3a UCKIIOUEHHEM CIIy4aeB, He TPeOyoImxX

NIpOBEACHUSA nabopaToOpHBIX HCHBITAaHUN);
4) DJIEKTPOHHYIO  KONHIO JOKyMEHTAa, MOATBEPXKJIAIOIEr0  OIJIATy
yCIyromnoJyydarenemM CYMMBI JUTSt NpOBEICHUS 9KCIEPTH3HI.

CeemeHHsT O JMOKYMEHTE, YIOCTOBEPSIOIIEM JHYHOCTH, O TOCYAapCTBEHHOM
peructpanu (MepeperucTpaluy) OPUIMYECKOr0 JIHLA, CBHICTENIBCTBA O
rOCYJApCTBEHHON PETHCTpalUy yCIyTrONoydaTess B Ka4eCTBE MHAUBUIYAIbHOTO
npeanpuHuMareia, CcolAcpKamuecsds B TOCYJapCTBECHHBIX HH(bOpMaLII/IOHHbIX
CHUCTEMaX, YCIIyrojaTelb IOJydYaeT M3 COOTBETCTBYIOIIMX T'OCYAapCTBEHHBIX
WH(GOPMAIIMOHHBIX CHCTEM dYepe3 [UII03 "IJIEKTPOHHOTO IPaBHTEIHCTBA'.
YeayromoiydaTens JaeT COrjache Ha WCIOJb30BAaHUE CBEACHHH, COCTABIISIOIIMX
OXpaHsAeMYI0 3aKOHOM TaifHy, CollepiKalixcs B HHOOPMALMOHHBIX CHCTEMax, IpH
OKa3aHUM T'OCYIAPCTBEHHBIX YCIYT, €CIM HHOE He IPeLyCMOTPEHO 3aKOHAMH
Pecnyb6nuku KazaxcraHn.
[MonrBepskaeHrEeM NPUHATHS 3asiBICHNs] HA OyMa)KHOM HOCHTEJE SIBIISIETCS OTMETKa
Ha ero konuu o perucrpauuu B 1103 yciyronarens ¢ ykasaHneM AaThl U BpPEMEHU
npreMa NakeTa JOKyMEHTOB.

1) ycraHoBieHHE  HEJOCTOBEPHOCTH JOKYMEHTOB, IpEICTaBICHHBIX
yCIIyronoixy4areneM JUlsl MOJy4YeHHUs TOCydapCTBEHHON ycinyrH, U (WJIM) AaHHBIX (
cBeJeHuil), conepkamuxcs B HUX;
2) HECOOTBETCTBHE YCIyromoiydaress M (WIH) TpeNCTaBICHHBIX MaTepHaloB,
00BEKTOB, JAHHBIX W CBEACHUH, HEOOXOIMMBIX JUISI OKa3aHWS TOCYAapCTBEHHOMH
ycnyrd, TpeboBaHusaM IIpaBuin npoBeneHMs SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U
MEIHUUIHUHCKHX U3AENUuMn;



3aKOHOJIATENILCTBOM  3) B OTHOLICHWH YCJIYTOIOJydYaTells MMEETCS BCTYNHBIICE B 3aKOHHYIO CHITY

PecnyOnuku pemieHre (IIPUTOBOP) Cyda O 3aNPEIICHUH AEATEIbHOCTH WM OTIEIbHBIX BHJIOB

Kazaxcran JEeSATEIFHOCTH, TPEOYIOIUX MOIYyYEHHs ONpPENeIEHHON ToCyJapCTBEHHON YCIyTH;
4) B OTHOLICHMH YCIYrONOJydYaTelss MMEETCS BCTYIHUBIIEE B 3aKOHHYIO CHIY
pelieHre cyna, Ha OCHOBAaHMH KOTOPOTO YCIyTOMOIy4aTeNb JHUIICH CHEIHaIbHOTO
IIpaBa, CBS3aHHOT'O C MOJIYYEHHUEM roCy1apCTBEHHOHN YCIyTH.

Ycnyronoydarenb 3akiIi0odaeT C yCIyroAaTeleM JIOroBOp Ha IPOBEACHUE
9KCTIEPTU3BI ¥ TPOM3BOANT OIUIATy B COOTBETCTBUH C IPEHCKYyPAaHTOM YCITyTroJaTels,
YCTaHaBIMBAaEMbIM YNOJIHOMOYEHHBIM OPraHOM IO COTJIACOBAHHWIO C
AQHTMMOHOIIOJIEHBIM OPTaHOM B COOTBETCTBUHU ¢ IyHKTOM 2 ctaTbu 239 Konekca
Pecny6nuku Kaszaxcran ot 7 mrons 2020 roma "O 310poBbe HapoJa M CHUCTEME
3paBooOXpaHeHus".

[TomHOMOUMS TIpenCTaBUTENS YCIYronoiaydaTessi O(hOPMIISIFOTCS B COOTBETCTBHH C
rpaXkAaHCKUM 3aKOHOIATEIbCTBOM PecrryOnukn Kazaxcran.

Wnble TpeboBaHus C N
Jis momy9eHuns ToCyIapCTBEeHHON yCIyTH depe3 mopTai Heooxoanmo Hammane D11

y4eToOM 0COOCHHOCTEH

11 oxkazaHusg
Ycnyromonydarens MoidydaeT HWH(DOpPMAIMIO O MOPSAKE M CTaTyce OKa3aHUs

roCyapCTBEHHOU YCIYTH B PEKUME YAAJICHHOTO JOCTyIa MOCPEACTBOM 'JIMYHOTO
kaOuHeTa" WHQOPMAIMOHHONW CHCTEMBI YCIyTroAaTels, a TaKXe eJHHOro

rocyJapCTBEHHOMN
yCIyTH

KOHTaKT-IIEHTpa MO  BONPOCAaM  OKa3aHWs  TOCYNAapCTBEHHBIX  YCIYT.
Ycnyrogarens HpH  HEOOXOIWMOCTH 3alpallliBaeT y YyCIyTONONIydaTems
Pa3bIACHEHUS WIM YTOUYHEHHs 1O KOHKPETHBIM IOJIOXKEHUSM B IIPEJOCTABICHHBIX
JOKyMEHTaxX ¥ MaTepualax perucTpalMoOHHOTO focke. [lepemnucka ocylecTBiseTcs
myTeM (JOpMHUPOBaHUS 3JIEKTPOHHOTO JOKYMEHTA Yepe3 HH(POPMAIIOHHYIO CUCTEMY
yciyrojarenass wWiM Ha OyMaxHbIX Hocutensx uepe3 1103 yciyromarens.
Enunblil KOHTaKT-LEHTP 10 BOIpPOCaM OKa3aHUs TOCYdapCTBEHHBIX ycnyr: 1414.

Kanoba momaercs B MUCHMEHHOH (opMe Ha UMS PYKOBOAMTENS yCIyrogaTens U
MOJUISKUT PACCMOTPEHHUIO B Te4eHHe 5 (I1Th) pabovmX JHEH CO JIHS €€ PerucTpaunum

[Mopsimox o0xamoBaHU -
. MOTHBHUPOBAHHBIH OTBET O PE3yJbTaTax PACCMOTPEHHUsS KaIOOBI HApPaBISACTCS

peuieHu#, nedcTBUi (
Oe3nelricTBUA)

12 ycnyromatens 1o
BOIIpOCaM OKa3aHUs
rocyaapcTBEHHOM
yCIyTH

3aSMBUTENIO IO TOYTE JTUOO BBINACTCS HAPOYHO B KAHIECISIPUU YCIYromaTeis.
JKamnoba, moctynuBIIas B agpec YIOJTHOMOYCHHOTO OpTaHa Mo OIEHKE W KOHTPOIIO
32 KauyeCTBOM OKa3aHUS TOCYAAPCTBEHHBIX YCIYT, TOIUICKHUT PACCMOTPEHUIO B
Tedenne 15 (maTHamnmaTtu) paboyumx JHEW CO JOHSA €€ PEerHCTpaIuu.
B ciyuasx Hecoriacusi ¢ pe3ysibTaTaMH OKa3aHHON TOCYINapCTBEHHOH YCIyTH,
3asBUTENH 00palaeTcst B CyJl B yCTAaHOBJICHHOM 3aKOHOAATENILCTBOM PecnyOmuku
Kazaxcran nopsiaxe.

ITpunoxenue 6
K IIpaBHJIaM IPOBEACHHS DKCIIEPTH3HI
JIEKapCTBEHHBIX CPEACTB

dopma
YBenomieHue 06 0Tkase B IpHeMe JOKyMEHTOB

PykoBoacTBysick myHKTOM 2 ctatbu 19-1 3akona Pecnybnuku Kaszaxcran ot 15 anpens
2013 roma "O rocymapctBeHHbix ycayrax', PI'IlT wma IIXB "HaunoHanbHBIN LIEHTP
AKCTIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX u3aenuit" KoMurera METUIIMHCKOTO U
(bapmareBTHIeCKOro KOHTpoJss MunuctepcTBa 3apaBooxpanenus PecmyOnuku Kazaxcran
OTKa3bIBa€T B IpHUEME JOKYMEHTOB Ha OKa3aHHE TOCYJapCTBEHHON yciyru "Bsimaua
3aKITIOYCHUST O 0€30MacHOCTH, KadecTBe M A(PGEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB,
MEIUIIMHCKUX U3AETui" BBUY:



1) :
2) ;
3)

®.N.O (npu Hanuuuu) (YMOJHOMOYEHHOTO pabOTHHUKA YCIYTrojaress Mo mpuemy

JIOKYMEHTOB) (ITOITHUCH)
Ucnonuurens: ®©.1.0 (npu Hanmuuun)
Tenedon

" n

20  rox;

IIpunoxenue 7
K IIpaBUJIaM MPOBEACHHS SKCIIEPTH3HI
JICKapCTBCHHLIX CPEACTB

®dopma
OTuer HaYaIbHOM SKCIEPTU3HI JIEKAPCTBEHHOT'O CPEJICTBA
1. IlpoBeneHa HavYaabHAS PKCIEPTH3A JICKAPCTBCHHOTO CPEICTBA
1) @®.1.0. (mpn HaNM4MM) SKcIrepTa
2) JlomKxHOCTB 3KcTIepTa
2. Nudopmanus o JeKapcTBEHHOM CPEJICTBE
1) Howmep n mara 3asBku
2) Toprosoe HauMeHOBaHUE IIpenapaTa
3) MexayHapomHOE HeaTeHTOBaHHOE HazBaHue (manee — MHH)
4) JlekapcTBenHas Gpopma
5) Jo3upoBka
6) Konnentpanus
7) Crioco6 BBeICHHS
3. YnakoBka
Bun ynakoBku KomanuecTBo
Ne HammeHnoBaHme yrmakoBKH (mepsuunas, OObeM egWHHI] B
BTOpHUYHAs) YIaKOBKE
1)
2)
4. JlanHbIe O MPOU3BOAUTENE
Ne Twun opraHu3anuy WM y9aCTOK MPOU3BOJICTBA Hanverosatie aHa {Opuaecknit
OpTaHU3aINH azapec

1. TlpousBoautenn

2. VYhmakoBIIMK

2.1 IlepBuunas

2.2 BropuyHast

3. TlpousBoauTelh, OCYIIECTBISAIONINN KOHTPOJIb KauecTBa

4. IIpomsBoauTenb, OTBETCTBEHHBIN 3a BBIMYCK CEpUil



5. I[epxcaTem) PEruCTpaAliOHHOr0 YyA10CTOBEPCHUS

5. Ilopsinok otiycka

[]

10 pelenTy

[]

6e3 pemernta

1) Ycmosus otirycka:(HE0OX0AUMOE OTMETHTB)

6. B Pecniybnuke KaszaxcraH mop yka3aHHBIM TOPTOBBIM HaWMEHOBAHHMEM paHEe 3aperHCTPUPOBAH IPYrou
JIEKapCTBEHHBIN MpETapaT ¢ IPyTruM COCTABOM aKTHBHBIX BEILIECTB

[]

1) Her

[ ]

aa

7. OHeHKa MOJIHOTBI, KOMIUICKTHOCTU PETrUCTPAIMOHHOTO JOCHE U NIPAaBUJILHOCTH 0(1)0pMJ'IeHI/ISI MMPpEACTaBJICHHBIX
JAOKYMCHTOB

[]

Hocke cdopmMupoBaHO MO paszfenaM, CTPaHHIBI IPOHYMEPOBAaHBI, OINUCH HET
JOKyMEHTOB COCTaBJICHA

1)

[]

a

)=

[]

jast
(¢}
-

2) Kommekr JOKYMCHTOB COOTBCTCTBYCT YTBCPIKACHHOMY NIEPCUHIO

Hanuuue nBeTHBIX MAKETOB YIIAKOBOK M (DaKT 3aBEPCHUS UX MOMIIMUCHIO 3asBUTEII,
COOTBETCTBUE YMAKOBKHU JIEKapCTBEHHOTO mpemnapata IlpaBunam MapKUpOBKH
JEKAPCTBCHHBIX CPEACTB M MCIWIMHCKAX M3[CIUH, YTBEPKIAEMBIM  HET
YIOJIHOMOUYEHHBIM OPraHOM B COOTBETCTBUM C NMyHKTOM 4 ctaThu 242 Konekca
Pecrry6mmku Kazaxcrar ot 7 urons 2020 roma "O 310poBbe Hapona U CHCTEME
3IpaBOOXpaHeHHA"

0° 0O

3)

[]

a

)=

TexkeT MapKHpOBKH 00pa3loB MaKETOB YIAKOBKH, JSTHKETOK, CTHKEPOB
COOTBeTCTBYET [IpaBmiTaM MapKHPOBKH JIEKAPCTBEHHBIX CPEICTB U METUIIMHCKHAX

4) wu3menuii, yrBEepKAaeMBbIM yIIOJHOMOYEHHBIM OPTaHOM B COOTBETCTBHH C TYHKTOM
4 crateu 242 Konekca Pecrybnmku Kazaxcran ot 7 uronsa 2020 roxa "O 310poBbe
HapoJia U CUCTEME 3paBOOXPaHEeHU"

[]

jas)

T

[]

Ja

8. OHGHKa COCTaBa JICKAPCTBCHHOT'O IperiapaTa

[]

Hanmume B cocTaBe JIeKapCTBEHHOIO NpelapaTa 3alpelleHHBIX KpacuTelnedl W HeT
JPYTUX BCIIOMOTATEJIBHBIX BEIIECTB

O



2)

3)

[]

Hanuaue B cocTaBe JIeKapCTBEHHOTO TIpeTapaTa BEUIECTB, MOIYUIEHHBIX U3 KPOBH,
OpraHOB U TKaHEW 4eJI0BEKa U )KUBOTHBIX

jas)

T

[]

a

|

[]

Hannuue B cocTaBe HAapKOTHYECKUX CPEJACTB, INCHXOTPONHBIX BELIECTB U HET
MIPEeKypcopoB (IIpH HAJTMYUH yKa3aTh TaOnuIly, MO3HIUIO)

[]

=
[

9. OueHKa Ha3BaHUS JIEKAPCTBEHHOTO TIpeNapaTa Ha MPeAMET OTCYTCTBUS B HEM:

1)

2)

3)

10.

)]

11.

)

11.

D)
2)

CXOJICTBO C PaHee 3aperucTpUPOBaHHBIMU JIEKAPCTBEHHBIMU IIPENIapaTaMU U CJIOB €
He0JIaro3ByYHbIMHU BBIPKEHHUSMH

& O

X
[

[]

CIIOCOOHOCTH BBECTH B 3a0NIyXJCHHWE OTHOCHTEIHHO HCTHHHOIO COCTaBa M HET
JIEHCTBUS Tpernapara

[]

a

X

[]

cxoactea MHH wu (I/IJ'II/I) CXOJHbI€ C HHWMMU Ha3BaHUA OJId JICKAPCTBCHHOTO HET
npemapara Apyroro XuMn4eCKoro cocraBa njin ﬂCﬁCTBHﬂ

[]

Ja
OL[CHKa CBGZ[CHI/Iﬁ (6] q)apMaKOHOFI/I‘IGCKOM HCﬁCTBHH JICKapCTBCHHOT'O ITpeIiapaTa

CooTBeTCTBHE CTPYKTYPbl M O(GOPMIICHHS HHCTPYKIHH MO MEIMLIUHCKOMY
MPUMEHEHHIO JICKAPCTBEHHOTO IMpenapara MOPsAKY COCTaBICHUS U 0(OpMIICHHS
WHCTPYKIIMM [0 MEIUIIMHCKOMY IPHMEHCHUIO JICKaPCTBCHHBIX CPEACTB U
MEIUIIMHCKUX W3JCTHi, Oo0IIell XapaKTepUCTHKE JIEKApCTBEHHOTO CpEACTBA
OIPE/ICTSIEMOTO YIIOJHOMOYEHHBIM OPIraHOM B COOTBETCTBHH C IIYHKTOM 4 CTaThH
242 Komexca ot 7 wmions 2020 roma "O 300poBRE Hapoda W CHCTEME
3/IpaBOOXpaHeHuUs" .

OHCHKa HOPMATUBHOI'O IOKYMCHTA 10 KOHTPOJIIO Ka4eCTBa U 0€e30IMacHOCTH JICKapCTBCHHOT'O CPCZICTBA

CooTBeTCTBUE CTPYKTYpPBHl HOPMAaTUBHOTO JOKyMEHTA I10 KaueCTBY U O€30IIaCHOCTH
TpeOOBaHMAM HOPsAKAa Pa3pabOTKH, COTJIACOBAHUS M HKCIEPTU3bI HOPMATHBHOTO
JOKYMEHTa TI0 KaueCTBY JIGKapCTBEHHBIX CPEJCTB, OIPEIEIIeMOro

YIIOJIHOMOYEHHBIM OpPraHOM B COOTBETCTBUH C MOZIYHKTOM 2) IMyHKTa 5 CTaThu
231 Kopmekca ot 7 wurons 2020 roma "O 310poBbE Hapola U CHUCTEME
3/1paBOOXpaHeHus" .

3aKIIIOYeHUS:

OTKa3aTh B JAIbHEHIIIEH SKcTIepTH3e (C 000CHOBAaHHEM)

MIPOJOIDKUTH SKCIEPTUIY



PykoBoautens CTpyKTYypHOTO IMOApa3aeaeHUs

MOJITHUCH @®.1.0 (mpu HATUYKK)
DKcnepT
- _n:)n_m;c; _________ @®.1.0 (mpu HATUYHH)
[lara

IIpunoxenue 8
K IIpaBHJIaM TPOBEACHHS DKCIIEPTH3HI
JIEKAPCTBEHHBIX CPEACTB

®opma

OT4eT Ha9AIBbHOM SKCIEPTU3HI H3MEHEHHH, BHOCHUMBIX B PETUCTPALMOHHOE AOCHE
JICKapCTBEHHOTO CPEACTBA

1. HpOBCI[eHa HaydaJlbHag 3KCIIEPTHU3a PI3MGH€HHI71, BHOCUMBIX B PETHUCTPAIIMOHHOC OOCHE JICKAPCTBECHHOI'O
CpeacTBa

1) ®.MN.O. (npu HanU4IUK) IKCIIEepTa

2)  JIoJKHOCTB 3KcIepTa

2. 3asBICHHBIC U3MEHEHUS SIBIISIFOTCSI:
tuna I: Tuma [ A, tuna I b VYkazath BHOCUMbIC H3MCHCHHSI
Tuna [l VYkazath BHOCUMBIE U3MEHEHHUS

3. MHdopmarus o JIekapcTBEHHOM CPEJICTBE

1) Howmep u nata 3asBKu

2)  ToproBoe HaMMEHOBaHHE Ipernapara

3) MexayHapoJHOE HETTATCHTOBAHHOE HAa3BAHHE

4)  JlekapcTBeHHas Gpopma

5)  Hdos3upoBka

6)  Konnentparms

7)  Cnoco0 BBeneHUs

8)  OpraHu3anus-MPON3BOIUTETH

9)  No perucTpanmoOHHOTO yJIOCTOBEPEHHS

4. YakoBka

Bun ymakoBku (mepBudHas, KonnuectBo enunun B
Ne HaummeHoBaHMe yaKOBKU O6Bem
BTOpPUYHAS) YIaKOBKe
1)
2)
5. JlaHHbBIE O IPOU3BOAUTEIIEC
Tun opraHu3amuu WIH YYacTOK .
0 HaumenoBanue opranuzanuu Ctpana IOpunnaeckuii agpec

"~ MpOM3BOJICTBA

1. TIpousBomutesnn



2. YnakoBIIUK
2.1 IlepBuunas
2.2 BropuyHas

IIpousBonuTtens, OCYIIECTBIISIOMINI

3.
KOHTpPOJIb KauecTBa
4 IIpousBonuTens, OTBETCTBEHHBIH 3a
" BBIIYCK CepHid
5 Hepxarenps  perucTpanuoOHHOTO

yLOCTOBEPEHHUS
6. [lepeueHb BHOCUMBIX U3MEHEHUI

HoBas
1) HawmmeHoBaHHe TOKyMEHTa Crapas penakuus

peaaKifus

7. OHGHKa MOJIHOTBI, KOMIUICKTHOCTU PErUCTPAIMOHHOTO JOCHE U MPABUJIBHOCTH Oq)OpMJ'ICHI/IH MMpeACTaBJICHHBIX
JAOKYMCHTOB

[]

Hdocbe chopmupoBaHO MO paszfenamM, CTPaHHIBI IPOHYMEPOBAHBI, HET
OIMCh JOKYMEHTOB COCTaBIICHA

1° O

HET
2) KoMIUIeKT TOKyMEHTOB COOTBETCTBYET YTBEPKACHHOMY ITEPEUHIO

[]

8. 3aximoueHue:
1) otka3atp B manpHeHIIEH 3KciepTr3e (¢ 000CHOBaHHEM )

2) TNPOAOIKUTH IKCIEPTH3Y

PykoBoauTeNb CTPYKTYPHOTO TOAPA3ACICHUS

MOJIHUCH ®.1.0 (ipu HATUYKK)

MOJITHACH ®.1.0 (ipu HATUYKK)
JlaTa

[Tpunoxenne 9
K IIpaBuJIaM IMPOBCIACHUSA DKCIICPTUSDI
JICKAPCTBCHHBIX CPE/ICTB

ITepedens HepaMOHAIHLHBIX KOMOMHAIM JIEKAPCTBEHHBIX CPEACTB

Ne Hasanue JICKapCTBCHHOT'O CPCACTBA, UX KOM6I/IHaHI/II/I

1. ®ukcupoBaHHbIE KOMOMHAIIMY BUTAMUHOB C TPAHKBHIIM3aTOPAMHU



2. cDI/IKCI/IpOBElHHI)IC KOM6I/IHaIII/II/I aTpoIrHa (anOHI/IHOHOI[O6HI)IX) JICKApCTBCHHBIX BCHICCTB C aHAJIbI'CTUKAMU 1
AHTUITUPCTUKAMU

3. ®ukcupoBaHHBIC KOMOHWHAIIMN HOXHUMOMHA C TECTOCTEPOHOM U BUTAMHUHAMU
4. ®ukcupoBaHHBIC KOMOWHAIIMH Keje3a ¢ HOXHMOMHOM

(I)I/IKCI/IPOBaHHBIe KOM6I/IHaI_[I/II/I AHTUTUCTAMUHHBIX JIEKAPCTBEHHBIX CPEACTB C aHTHHHapCﬁHHMH
JICKapCTBCHHBIMU CPEICTBaAMU

6. q)I/IKCI/IpOBaHHI)IG KOM6I/IHaIII/II/I INCHUIIUJIJIMHOB C CyJ'ILq)OHaMI/I,HaMI/I

CDI/IKCI/IpOBaHHBIe KOMOMHAI[UH BUTAMHUHOB C aHAJIbIeTHKaMU (33 HCKIIIOYCHUEM TTapaneTramMolia ¢ BATAMHUHOM

7. .
C, aneTuIcanuuIoBON KUCIOTHI ¢ BuTaMuHOM C)
p OuUKCHUpOBaHHBIE KOMOWHAIIMM XWHOJOHOB C JIIOOBIMH JIPYT'MMH JIEKapCTBEHHBIMH CPEJICTBAMHM, 3a
" MCKJIIOUEHHEM IPENapaToB Ui HAPYKHOTO IPUMEHEHHUS]
9 (DI/IKCI/IPOBaHHI)IC KOM6I/IHaHI/II/I KOPTHUKOCTEPOUIOB C J'IIO6I>IMI/I JAPYTUMU JICKAPCTBEHHBIMH CPEACTBAMU JIA

npuemMa BHYTpb

10 ®ukcupoBaHHBIE KOMOMHAIMH XJIOpaM(EHUKOA C JIIOOBIMH JIPYTUMH JICKAPCTBEHHBIMH CPEICTBAMU IS
IpueMa BHyTpb

11 ®ukcupoBaHHble KOMOMHALMK BHUTAMHHOB C NPOTHBOTYOEPKYJE3HBIMH IIpernapaTaMi, 3a HCKIIOYEHUEM

N30HWA3M/a C MMPUAOKCHH THAPOXIOPUAOM (BUTaMHHOM B6)

12
KOM6I/IHaIII/II/I CTCPOUIHBIX aHa0OJIMKOB C APYTUMH JICKAPpCTBEHHBIMU CPECACTBAMU

13 q)I/IKCI/IPOBaHHI)Ie KOM6I/IH&HI/II/I CCIaTHBHBIX (CHOTBOpHBIX) (aHKCI/IOJ'II/ITI/IqCCKI/IX) JICKaAPCTBCHHBIX CPEACTB C
AHAJIbI'€CTUKAMH-aHTUIIUPCTUKAMHU (HCCTepOI/II[HHMI/I) IPOTUBOBOCHAJIUTCIIBHBIMU CPEACTBAMU

14 ®ukcupoBaHHbIe KOMOMHAIMK aHTAarOHUCTOB H2-rucTaMuHOperienTopoB (MHrHOUTOPOB) IPOTOHHOM ITOMITBI
C aHTaIUaMu

15
(DI/IKCI/IpOBaHHLIe KOM6I/IH3HI/II/I, CoAcCpIKaIue OoJiee ueM OOHO AHTUTUCTAMUHHOEC JICKAPCTBCHHOC BCUICCTBO

16
CDI/IKCI/IpOBaHHbIC KOM6I/IHaI_lI/II/I AHTUT CJIBMUHTHBIX JICKAPCTBEHHBIX CPEACTB CO CIa0UTCIBHBIMU

17 ®ukcupoBaHHbIE KOMOWHAIIMHM JIEKAPCTB C OPOHXOPACIIHPSIOMHUM IEHCTBHEM C IMPOTHBOKAILIEBBHIMU
JIEKapCTBEHHBIMH CPECTBAMH IIEHTPAIBHOTO EHCTBUA U (M) aHTUTUCTAMUHHBIMH CPEICTBAMH

18 cDI/IK(}I/IpOBaHHHC KOM6I/IHEIIII/II/I MYKOJIUTUKOB (OTXﬁpKI/IBaIOHII/IX) CpeaACcTB C INPOTUBOKAIJICBBIMU
JICKapCTBCHHBIMU CPEACTBAMU U (I/IJ'II/I) AHTUTUCTAMHUHHBIMU CPEACTBAMU

19 ®ukcupoBaHHBIE KOMOMHAIMK CIAOUTENBHBIX M (WIM) CHa3MOJIMTHYECKHX JIGKAPCTBEHHBIX CPEACTB C
(hepMEHTHBIMU IIpenapaTaMu

20 ®uKCHpOBaHHbIE KOMOMHAIIMHM IPOTHBOPBOTHBIX JIEKAPCTBEHHBIX CPENCTB MHTHOMTOPOB JOMAaMHHOBBIX
PELEnTOpOB C JEKAPCTBCHHBIMH BEIIECTBAMH, MIMEIOIINMH CHCTEMHYIO a0COPOIIHIO

21 (DI/IKCI/IPOBaHHI)Ie KOM6I/IHaHI/II/I MMPOTHUBOKAIJICBBIX JICKAPCTBCHHBLIX CPCACTB LCHTPAJIBHOI'O NEUCTBUS C
AHTUTUCTAMUHHBIMU JICKAPCTBECHHBIMU CPEACTBAMU

®uKcHpOBaHHBIE KOMOWHAIINH, COASPKAIINe NEeKTHH W (WIM) KAONHH C JIOOBIMH JIEKapCTBEHHBIMU

22 BeleCTBaMH, KOTOPBIE BCACHIBAIOTCS B CHCTEMHBIH KPOBOTOK M3 KEIYJAOYHO-KHIIEYHOTO TPAaKTa, 3a
UCKIIIOYeHNEM KOMOWHAIMI MEeKTHHA W (WIM) KAaoJIMHA C JIEKapCTBEHHBIMH BEIECTBAMHU 0€3 CUCTEMHOMN
abcopOrmu

®dukcnpoBaHHble KOMOMHAIMY IPOTHBOIMAPEHHBIX JIEKAPCTBEHHBIX CPENICTB C IJIEKTPOIUTAMH
24 ®uxcupoBaHHbIE KOMOMHAIMK OKCU(EeHOYTa30Ha WK (heHMI0yTa30Ha C JIFOOBIMU IPYTUMH JIEKapCTBaMH

cDI/IKCI/IpOBElHHI)IG KOM6I/IHaHI/II/I METaMH30J1a C JTI0OBIMU ApPYTUMH JICKAPpCTBEHHBIMU CPEACTBAMU



26

27

28

29

30

31

32

33

34

35

36

37

38

39

40

41

42

43

44

45

cDI/IKCI/IpOBaHHI)Ie KOM6I/IHaHI/II/I HECTCPONUJHBIX MTPOTUBOBOCHAIUTCILHBIX JICKAPCTBCHHBIX CPCIACTB (
napaueTaMona) (MeTaMI/ISOJ'Ia) C anOHI/IHOHOZ[O6HBIMI/I JICKapCTBCHHBIMH CPCACTBAMHA (CHaSMOJ’II/ITI/IKaMI/I)

®uKcHpOBaHHbIE KOMOWHAIIMM HECTEPOUIHBIX TPOTHBOBOCHAIUTENBHBIX JIEKAPCTBEHHBIX CPEACTB (
mapareTamosia) (aHaJbrMHa) C ONHOAHBIMH aHAJIBI€TUKAMH (OO THBIMU-HEONNOIHBIMHU) aHAJIBI'€THKAMHU

OuKcHpOBaHHbIE KOMOWHAIMK ABYX M 0OJee HECTEPOMIHBIX NMPOTHBOBOCIAINTEIBHBIX JEKapCTBEHHBIX
CpENCTB
OuxcupoBaHHble KOMOMHALMK Tapaneramoia ¢ OapOuTyparamu, TpPaHKBHJIM3aTOpaMH M JIPYTHMHU

JICKapCTBCHHBIMU CPECACTBAMU, UHAYKTOpaMHU (l)epMeHTOB HHTOXpOMHOﬁ CHUCTCMBI IICUCHU.

OukcupoBaHHBIE KOMOMHAIINH TTapareramona (Boime 200 MUIMTpaMM B pa3oBOH J03€) C HECTCPOUTHBIMHU
[POTHBOBOCTIAIIUTEILHBIMU JIEKAPCTBEHHBIMH CPEACTBAMH, 332 HCKJIIOYEHHEM JIEKAPCTBEHHBIX IPENapaToB
KpPaTKOBPEMEHHOTO MPUMEHEHHS

®urcHpoBaHHbIE KOMOMHAIIMY MEHUIMUIMHOB CO CTPENTOMUIIMHOM B MapeHTEPAJbHBIX JIEKAPCTBEHHBIX
¢dopmax

dukcHpoBaHHbIC KOMOHMHAIIMY TTAHKPEATHHA WJIH MMaKPEeaTUITas3hl, COACPKAIINX aMHUIIa3y, IPOTeasy U JHIa3y,
C JIFOOBIMU IPYTHMHU (PEPMEHTAMU, B TOM YHCJIC OBIYBEH JKEITYbI0, TEMHIICILTION030M

®ukcnpoBaHHble KOMOMHAIIMN HUTPO(ypaHTOWHA U TPUMETONIPHMA

(DI/IKCI/IpOBaHHI)Ie KOM6I/IHaHI/II/I 6ap61/ITypaTOB C APpYIuMH JICKApCTBECHHBIMU CPEACTBAMU, 3a UCKIHOYCHUEM
PACTUTCIIBHOTO MTPOUCXOKICHU A

DuxcupoBaHHBIE KOMOMHAIINY JIEKAPCTBEHHBIX CPE/ICTB, YTHETAIONINX LEHTPATIbHYI0 HEPBHYIO CUCTEMY CO
CTUMYJIITOPAMU LIEHTPAIbHON HEPBHOM CUCTEMBI

®ukcHpoBaHHBIE KOMOWHANUUA OapOWTYpaTOB C THOCHIHAMHUHOM W (WJIM) THOCIHMHOM, OCIIaJoOHHOW W
JIPYTUMH aTPOMUHOMOAOOHBIME JIEKAPCTBEHHBIME CPEICTBAMHU

®uxcrpoBaHHBIe KOMOMHAINN 0apOUTYPATOB C IPrOTAMUHOM

ODuKCHpPOBaHHbIE KOMOMHAIMKM TallONEPHUI0ia C JIFOOBIMH AHTUXOJWHEPIHYECKHMHU JIEKAPCTBEHHBIMHU
CpeAcTBaMHU

(DI/IKCI/IPOBaHHI)Ie KOM6I/IHaHI/II/I aHTI/I6aKTepI/IaJ'H>HI>IX u aHTHHpOTOSOﬁHHX JICKaApCTBCHHBIX CPCACTB, 3a
HCKJIFOYCHUEM IIPEIapaToOB HAPYIKHOI'O MIPUMCEHCHUS, HC OKAa3bIBAIOIINX CUCTEMHOT'O HeﬁCTBHH

(DI/IKCI/IPOBEIHHLIC KOM6I/IHaHI/II/I JionepaMuia ruApoxJjiopuaa ¢ (1)ypa30m/m0HOM

®dukcupoBaHHble KOMOMHAIMY aHTHOAKTEPHUANIbHBIX JIEKAPCTBEHHBIX CPEJCTB M MPOOHOTHKOB, MPEONOTHUKOB

qDI/IKCI/IpOBaHHLIC KOM6I/IHaI_[I/II/I munporenTagnuHa ¢ JIN3UHOM HUIIA TIENTOHOM

OUKCUPOBAHHBIE KOMOWHAIIMM HECTEPOUIHBIX MPOTUBOBOCHAIUTEIBHBIX CpeAcTB (mapareramona) (
ANeTHIICATTMIAIOBON KUCIOTH) U aHTaruaoB (H2-6mokatopoB) (MHTHOUTOPOB) MPOTOHHOM TTOMITBI

OukcupoBaHHbIE KOMOWHAIMK TIIOKOKOPTUKOCTEPOMIOB, AHTHOAKTEPHAJIbHBIX M AHTHIIPOTO30MHBIX
JIEKapCTBEHHBIX CPECTB 3a UCKIIIOYEHHEM JUIsl HAPY>KHOTO PUMEHEHUS
®dukcupoBaHHBIE KOMOMHAaNWK mapaneramoina (Beime 500 Mr B pa3oBOi 703€) B MHOTOKOMIIOHEHTHBIX
npernaparax
[punoxenne 10
K TIpaBUJIaM IIPOBEICHHS SKCIIEPTH3bI
JICKapCTBCHHBIX CPEACTB

dopma

CBoJHEIA OTHET 3KCHEPTOB II0 OIIEHKE JIEKAPCTBEHHOTO IIpenapara



1. HpOBez[eHa 9KCIICPTHU3a PCTUCTPAMHMOHHOI'O I10CHE JICKAPCTBCHHOI'O CPCACTBA

1. ®.N.0O. (npu HAIMYMK) ¥ JOJDKHOCTh SKCIEPTOB
YyeHas cTeneHb, 3BaHUE

Ne 3asBKH

Jlata

ToproBoe HaMeHOBaHUE Tpernapara

AN IR I Bl

MexayHapoaHOE HeTaTeHTOBaHHOE Ha3BaHue (namee - MHH)

7. JlekapCTBEHHBIN IIpenapar sIBIsIeTCs

[ ]

OpurnHaNbHBIA  JIEKapCTBEHHBIN
npenapar

[ ]

BocnpousBeneHHbI  JIeKapCTBEHHBIN
npemnapar

[ ]

T'uOpuaHEIi TeKapCTBEHHBIN MpenapaT

[]

buonoruueckuit  nexapcTBEHHBIH
npemnapar

[]

MIMMyHOOHOIOTHYECKHI JIeKapCTBEHHBIH
mpenapar

[]

brononoOHbIH JeKapCTBEHHBIN Mpenapar
(buocummisp)

[]

KoMOuHUPOBAaHHEIN  JIeKapCTBEHHBIH
mpemnapar

[ ]

JlekapcTBeHHBIN mpenapar ¢ XOpOIIo
M3y4YEHHBIM MEIUIIMHCKIM IPUMEHEHUEM

[ ]

PanmodapmaneBTuueckuit
JEKApCTBEHHBIH  Mpemapar  HIH

peKypcop

[ ]

T'omeonaTtuueckuid  J€KapCTBEHHBIN
npemnapar

[ ]

PacturenbHbli TeKapCTBEHHBIN Npenapar

[]



OpanHbIi JIeKapCTBEHHBIH Npenapar

[]

AKTHUBHas ¢dapmaneBTuYeCKas
cyOcTaHIusi, NpOW3BEACHHAas He B
ycnoBusax GMP

[]

JlekapcTBeHHBIN OANK-IIPOAYKT

[]

Bronmorngeckuii 0ank-mpoayKT

[ ]

JlekapCcTBEHHOE TPHPOJHOE CHIpbE (HE
(hapmakoneitHoe)

[ ]

[pexBammdukanus BO3

[]

Tpauchep
JInist reHepHKa yKa3aTh Ha3BaHWE OPUTHHAIBHOTO JIEKAPCTBEHHOTO
npernapara

9. JlexapcTBeHHas popma

Jlo3upoBka

KonuenTtpauuns

12
dapmakoTepaneBTHIECKast TpyIIa

KO,I[ B COOTBCTCTBHUHU C aHaTOMO—TepaHCBTI/IHCCKO-XI/IMI/I‘ICCKOﬁ
maccmbnxauneﬁ (z[anee - AHaTOMO—TepaHeBTI/IquKO- XUMHYCCKas

)

13

14
®opmMma oTIycka I:I

o peuenTy 0e3 perenta

2. YakoBka

HaumenoBanue Bun ynakoBku (TmepBHuHAaf, Komuuectso enunuiy B Kpartkoe
0 Pasmep O6pem
YIaKOBKH BTOpPHYHAs) YIIaKOBKe OIIHCaHUE
1.
2.
3. JlaHHbIE O TPOU3BOAUTETIE
HaumenoBanue IOpunnueckuit
Ne 'Tun opraHuzanyy Wi y4acTOK IPOU3BOJCTBA Crpana
OpraHH3alx azipec

1. IlpousBogurteins



2. YnakoBIIUK
2.1 IlepBuunas
2.2 Bropuunas

3 IIpousBoautenp, OCYIIECTBISIIOLIUMNA KOHTPOJIb
" KauecTBa

4. TlIpousBoauTesb, OTBETCTBEHHBIH 32 BBIITYCK CEPUIA
5. Jlepxarenb perucTpaliiOHHOTO YOCTOBEPEHHUS

4. Peructpanusi B CTpaHe-MPOU3BOJIUTENE U IPYTUX CTPaHAX

Ne  HaszBaHue cTpaHsl Ne perucTpaliluOHHOTO yJIOCTOBEPEHMS Hata Beinaun Cpoxk aeiicTBus

5. B pe3ysibTaTe NpoBEeIEeHHOM 3KCIIEPTU3bl YCTAHOBIICHO:
1) CocTaB J1€KapCTBEHHOI'O0 CPENCTBA M 3aKIIOYEHHE O €ro pPalMOHAIBHOCTU M
COBMECTUMOCTH MHTPEIUCHTOB (yKa3aTh JIEKAPCTBEHHBIC CYOCTAHIIMU W BCTIOMOTATEIHHBIC
BEIIECTBA, BKJIIOUasi KOHCEPBAHTHI, COCTABHbIE BELIECTBA 000JI0YKHU MPENapaToB):

KommuectBo Ha HOpMaTI/IBHBII\/‘I JOKYMEHT IIO KOHTPOJIO Ka4deCcTBa U 06e30IacHOCTH

eIMHUI JEKapCTBEHHBIX CpEeACTB, MWIHM locymapcTBeHHas (apmakomnes
Ne Hammenosanue y . P p ’ ymap bap
nexapctBeHHOH PecryOnmukn Kaszaxcran, 3apy0OexHble ¢apMakornen, MpH3HAHHBIC
(bopmeI JIEMCTBYIOIIMMH Ha Tepputopun Pecriyonuku Kazaxcran
JlexapcTBeHHas(
1. vIe) cyOcranmus (
n):
) Bcnomorarenbabie
" BellecTBa:

CoctaB 000/10YKH
3. TabjIeTKn WIH
KOpITyca KarcyJibl:

2) 111 1eKapCTBEHHOI'O PACTUTENBHOTO ChIPhs

borannueckue HopmaTuBHBIII TOKYMEHT IIO KOHTPOJIIO KadyecTBa U

JaTHHCKHE 0C30MacCHOCTH  JICKAPCTBEHHBIX CPEJACTB, WIH
Jukopacrtyiuee
No HA3BAHUA locynapcTBennass  ¢apmaxones PecrnyOunku MecTo
° . UJau
pacTeHni, Kazaxcran u 3apyOexHble (apMakonen, IpU3HAHHbBIE TIpOM3pacTaHus
N KyJIbTUBUPYEMOE
BXOASOIMX B  ACHCTByIOmMMH Ha Tepputopun Pecrmybnukn Y 24
cocTas cbopa Kazaxcran

6. [Ipon3BoauTenu aKTHBHBIX CYOCTaHIIMH, BXOISIIMX B COCTaB JICKAPCTBEHHOTO
cpencTsa

HaumeHoBaHue BEIIECTBA, HaumeHoBaHue Npou3BOAUTENSL Anpec NpOU3BOICTBEHHOI
Ne Bxonsmero B cocTas Ha PYCCKOM M aHIIMHACKOM IUIONIAIKU Ha PYCCKOM H
JIEKapCTBEHHOI'O CPEICTBA SI3BIKaX AHTTIMHCKOM S3BIKaX

7. B cinyyae Hanuuusl B COCTABE JIEKAPCTBEHHOIO CPEACTBA BEILECTBA, MOMJIEKALIETO
KOHTpPOJIIO B COOTBETCTBUU ¢ 3akoHOM PecmyOnuku Kazaxcran ot 10 uronst 1998 roma "O



HapKOTUYECKUX CPEICTBAX, ICUXOTPOIHBIX BEUIECTBAX, UX AHAJIOTAaX U MPEKypcopax U Mepax
MPOTUBOACHCTBUS UX HE3aKOHHOMY 000pPOTY U 3JI0yNOTPeOIeHUIO MU'

3axroueHre 0 MPUHAIC)KHOCTH K MTOJAKOHTPOJIHHBIM BEIIeCTBaM (Ha OCHOBAHHH M3YYECHUS MEKITYHAPOTHOTO
HENaTeHTOBAHHOTO HAUMEHOBAHUS, TOPTOBOTO HA3BAaHUS, XMMUYECKOTO Ha3BaHUs, CTPYKTYPHOU (OPMYIIHI O
MPUHAUICKHOCTH K MOJKOHTPOJBHBIM BEIIECTBAM C yka3zaHueM mo3unuu Tabmwn Crnwucka, sBISETCS JIU
BEIIECTBO CTEPCOM30MEPOM HApKOTHYeCKHX cpeacTB Taomumbl I, B Tex ciydasx, KOrja CyIIeCTBOBaHHE
) TaKk“X M30MEPOB BO3MOXHO B paMKaxX JaHHOTO KOHKPETHOTO XMMHYECKOro 00O3HadeHUs (eCIH TaKOBBIC

OTIpE/ICTICHHO HE MCKIIIOYCHBI), COJBIO BCEX HAPKOTUIECKUX CPENICTB, MepeurcieHHbIX B Tabmuie 11, Brimrouas

—_

COJTM M30MEPOB, KaK MPEIyCMOTPEHO BHIIIE, BO BCEX CIyYasX, KOT/Ia CYIECTBOBAHUE TaKUX COJICH BOSMOXKHO;
COJBIO ICUXOTPOMHBIX BemecTB Tabmums! 11 u Tabmuier 111, korna cymecTBOBaHHE TaKHUX COJICH BO3MOXKHO

Hay‘lHO-O6OCHOBaHHOC OIpPCACIICHUC CTCIICHU PUCKaA 3H0yHOTp66J'IeHI/IHZ BBICOKHIA PUCK 3H0yHOTp66J'IeHI/IH,
2 unn pHUCK 3H0yHOTp€6HGHI/IH OTCYTCTBYCT, WJIHN SBJIACTCA HCE3HAUYUTCIBbHBIM OIMPCACICHUC MaKCUMAJIbHO
) AOIYCTUMOTO COACPKAHUA HAPKOTHYECCKHUX CPEACTB, ICHUXOTPOITHBIX BEUIECTB HW IIPEKYPCOPOB B
JICKApCTBEHHBIX CPEACTBAX;

3 3aKJIIOYEHHEO BO3MOYKHOCTH MJIM HEBO3MOXKHOCTH U3BJICUCHUS JICTKOAOCTYITHBIM CrocoooM TNOAKOHTPOJILHOT'O
) BCIICCTBA B KOJIMYCCTBAX, JOCTATOYHBIX JJIA 3J'IOyHOTpe6J'I€HI/IH

3aKJIIOYCHUEC B TOM, YTO B OTHOIICHUHU IIpCrapaTta CHATHI HCKOTOPBIC MEPbI KOHTPOJIA

)
8. AHanM3 CBEIEHUN O MPOUCXOXKAEHUHU, peructpauuu B Pecnybnuke Kaszaxcraw,

Ka4eCTBE WU BBIBOJBI O BO3MOXKHOCTH HCIOJIb30BaHUS CyOCTaHIMU (TIpU OTCYTCTBUH
ceptuduxata GMP)

9. AHanu3 cBeIEHHWM O KayecTBE, KOJMYECTBE C BBIBOJAMHU O JOIMYyCTHMOCTH
UCMOJIb30BaHUS HCIIOIb3yEMbIX BCIIOMOTaTEIbHBIX BELIECTB

10. 3akmtoueHue o0 Npou3BOACTBE (IPOU3BOACTBEHHAS! (POPMYIIa, ONMUCAHUE TEXHOJIOTUU
IIPOU3BOJICTBA, KOHTPOJb B MPOILECCE IMPOU3BOACTBA, BaduJalus IPOU3BOJICTBEHHBIX
IIPOIIECCOR)

11. XapaktepucTuka roToBoro npoaykTa (COOTBETCTBUE MPEACTABICHHBIX TAPAMETPOB B
cepTuduKkaTe KadecTBa Ha TOTOBYIO MPOAYKIMIO HWJIM B  HACIOpPTe
OpPraHU3aLUH-TIPOU3BOIUTENSL ONMCAHHBIM METOAMKAM KOHTPOJIS Ka4eCTBA B HOPMATUBHOU
JOKYMEHTAllUHM, COOTBETCTBUE CEPHUIl MPEICTaBICHHBIX OOpPAa3IOB CEpHsIM, YKa3aHHBIM B
ceprudukare)

12. 3akinoueHre 0 MapKUPOBKE U YIAKOBKE Ha MPEAMET UX JOCTATOYHOCTHU s
oOecrieueHus1 COXpaHEHUsI KauecTBa JIEKAPCTBEHHOI'O CPEACTBAa BO BpEeMs XpPaHECHHUS U
TPAHCTIOPTUPOBKH, (HEOOXOUMOCTh JOTOJHUTEIIBHBIX HAAMUCEN), HATMUNE CrielrpUKaIui



Ha NEPBUYHYI0 M BTOPUYHYIO YNAaKOBKY. | UTMEHMYECKOE 3aKIIFOUEHHE HAa YNAKOBKY (IS
OTEUYECTBEHHBIX MPOU3BOIUTENEH)

13. 3akitoueHue 0 HAJIMYWU WM OTCYTCTBUU B HA3BaHUU JIEKAPCTBEHHOTO CPEJICTBA:

1) rpadgudeckux CXOACTB C paHee 3apEeTUCTPUPOBAHHBIMU JICKAPCTBEHHBIMU TIPeTmapaTaMu
M CJIOB C HE0JIaro3ByYHBIMU BHIPAXKCHUSIMU;

2) criocOOHOCTHU BBECTH B 3a0JIyKAECHUE OTHOCUTEIHLHO UCTUHHOTO COCTaBa U JIEUCTBUSA
npenapara;

3) cxoactea MHH u (u1m) cxoaHble ¢ HUMU Ha3BaHUs JJIsl JIEKAPCTBEHHOT'O CPEICTBA
JIPYroro XMMHUYECKOr0 COCTaBa Uiu JEHCTBHS.

14. Cnenudukanusi TOTOBOTO MPOAYKTa

15. 3akitoueHne o JaHHBIX XUMHYECKOH, (hapMarieBTUYECKOM U OMoJioruyeckoi (MH
BUTPO) IKBUBAJIEHTHOCTH, MIPECTABICHHBIX (PUPMOM Ha JIEKAPCTBEHHOE CPEACTBO

16. 3akiroueHne O CTaOWIBHOCTU JIEKAPCTBEHHOT'O CPEACTBAa, 00OCHOBAHHOCTH
3asBJICHHOT'O CPOKa XpaHECHUS

17. Ananmn3 ¥ OIEHKAa NPOEKTOB MHCTPYKLIMU IO MEIUIMHCKOMY INPUMEHEHMIO
JIEKAPCTBEHHOI'O CPEJCTBA, MAaKETOB YIMAKOBOK M ATUKETOK, IPOBEPKAa HA UACHTUYHOCTH
YKa3aHWM YCIOBUM XpPaHEHHUs] U TPAHCIIOPTUPOBAHHUSI, YKa3aHHBIX B IPOEKTE HOPMATUBHOTO
JOKyMEHTa IO KOHTPOJII0O KadecTBa M O€30MacCHOCTH JIEKapCTBEHHOI'O CpEJCTBA U
BBIIICYKA3aHHBIX IIPOEKTaX

18. 3akntoueHue o0 yCIOBUSX XPAHEHHUS U TPAHCHOPTUPOBAHUS JIEKAPCTBEHHOTO
CpeacTBa U HEOOXOUMOCTb BBEACHUS TOMOJHUTENBHBIX TPEOOBAHUH C LENbI0 00eCTIeUeHHUS
COXPaHEHUs KayeCcTBa JIEKAPCTBEHHOI'O CPEJICTBA

19. Ananms HOPMATHUBHOT'O JOKYMCHTA IIPOU3BOIUTCIIA IIO KOHTPOJIIO KAaUCCTBA U
0e30MmacHOCTH JICKAaPCTBCHHOI'O CPEACTBA U MCTOAMUK KOHTPOJIA Ka4CCTBA T'OTOBOI'O IIPOAYKTA

20. CpaBHeHUE C aHaJOraMu, 3apeructpupoBaHHbiMU B PecnyOnuke Kaszaxcras.
CpaBHHTENBHAS XapaKTEPUCTHKA OCHOBHBIX IOKAa3aTEIe KauecTBa

21. AHanu3 TOCTOBEPHOCTH KAYECTBEHHOTO M KOJWYECTBEHHOI'O COCTAaBa aKTUBHBIX U
BCIIOMOTaTEJIbHBIX BEIIECTB, YKa3aHHBIX B MHCTPYKLUHUHU MO MEIUIIMHCKOMY NMPUMEHEHHUIO,



CpaBHHUBAA C 3a4BJICHHBIM COCTABOM B 3d4BJICHHUHU, AHAJIUTHYCCKOM HOPMAaTHBHOM JOKYMCHTC
N MAKCTC YIIAKOBKH

22. Ouenka (hapMaKoJOTHYECKOW COBMECTUMOCTHA KOMIIOHEHTOB, B ClIy4ae PEerucTpanuu
BOCIIPOU3BEACHHOIO JICKAPCTBEHHOI'O CPEACTBA IPOBECTH CPABHEHUE C COCTaBOM
OPUTMHAJIBHOIO Ipenapara

23. * AHanmu3 JOKyMEHTAIMH 10 JTOKIMHUYECKUM MCCIIC0BAaHUSAM: TOKCUYHOCTH (0CTpas,
xponnueckas, LD50, LD100), kaH1ieporeHHOCTH, SMOPUOTOKCUYHOCTH, TEPATOI€HHOCTH,
MYTareHHOCTH, MECTHO-Pa3Apakaroliero JACUCTBUSA, BIUSAHUS HAa HUMMYHHYIO CHCTEMY,
cnenuduyeckor papmakosoruueckoit (OMOIOTUUECKOM) aKTUBHOCTH.

[Ipumeuanue: mpu dKcHepTU3E OMOCHUMUWISPOB YKas3aTh Tpernapar CpaBHEHUS,
MCIIOJIb30BAaHHBIA HA BCEX JTallax CPaBHUTEIBHBIX HCCIETOBaHHUHN (OT (apMalieBTUUECKON
pa3paboOTKu [0 KIMHUYECKUX HCCIEJOBaHUIN): Ha3BaHWE, AKTUBHOE BEIECTRBO,
MPOU3BOAUTENb, CTPAHA-TTPOU3BOAUTENb, CEPUSi, CPOK TOAHOCTH

24. * AHanu3 JOKYMEHTallMM KJIMHUYECKUX HcclienoBaHu ((pa3bl KIMHUYECKUX
HCCIIeIOBaHUM, TTOCTMAPKETUHIOBBIE HMCCJIEJOBAaHMS, MPOTOKOJBI U OTYETHI, 3aKIIOUCHUS
Otrdeckoit komuccun). [Ipu 3ToM HEOOXO0AMMO yKa3aTh MECTO, JaTy, CHOHCOpPA MPOBEACHUS
UCCJIE0BaHUA, LIeNb, TU3ailH, NJIUTEIbHOCTh HCCIENOBAaHMS, KOJIMYECTBO, MOJ BO3PACT
HCIIBITYEMBIX, PEXHM JO3WPOBAHMS Tperapara, MOHHUTOPUHT IMOOOYHBIX JEUCTBUU B
mpoliecce MPOBEACHUS KIMHUYECKUX MCCIEIOBAHUM, COOTBETCTBHE OTYETa MPOTOKOINIY,
3aKJIFOYEHHUE O COOTHOIIICHUH "TIOJIb3a-pUCK .

[Ipumevanue: mpu SKCrepTH3e OHMOCUMUIISIPOB yKazaThIperapaT-CpaBHEHUS,
HCIIOJIb30BAHHBIM Ha BCEX ATallax CPABHUTENBHBIX UCCIETOBaHUHN (OT dapMalieBTUUECKON
pa3pabOTKM A0 KIMHUYECKUX HCCIEJOBaHUI): Ha3BaHWE, AKTUBHOE BEIIECTBO,
MIPOU3BOJIUTEIb, CTPAHA-IIPOU3BOIUTEIIb, CEPHUS, CPOK TOJTHOCTH.

25. O1leHKa UCTOYHHKA TPOUCXOXKICHHS (KPOBb, OPTaHbl U TKAHU YEJIOBEKA U YKUBOTHBIX )
U crielupruyYecKor aKTUBHOCTH ISl UMMYHOOMOJIOTUYECKHX MTPenapaToB

26. * Ouenka Oe3omacHOCTH M 3(PPEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJCTBA IO
pe3yJibTaTaM KJIMHUYECKUX HCCIIENOBAaHWK B OTHOUIEHWH 3asBJICHHBIX BO3PACTHBIX TPYIII
OOJbHBIX, OOOCHOBAaHHOCTU BBIOOpA MOKAa3aHWUN K MPUMEHEHHUIO, MPOTUBOMOKA3aHUU,
MPEeIOCTEPEKEHUM TPU TPUMEHEHUU Tpenapata, Npodusist MoOOYHBIX AEUCTBUI

27. 3anoaHsAeTcs TOJBKO MPU MOJ1a4ye Ha 3asBJIECHUS FOCYJapCTBEHHYIO EPEPErUCTPALIUIO
JIEKapCTBEHHOI'0 Ipernapara



Ornenka 6e3omacHoCcTH M 3G(HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA HA OCHOBE JTAHHBIX
NEPUOJIUYECKH OOHOBIIIEMBIX OTYETOB O O€30MAaCHOCTH - aHAIW3 MpoQuiIs 6E30MacCHOCTH,
BHECEHUU HOBBIX NMOOOYHBIX IE€UCTBUM, MPOTUBONOKA3aHUN B KPATKYIO XapaKTEPUCTUKY
JIEKapCTBEHHOr'0 MpenapaTa U MHCTPYKIHUIO 10 MEIUIMHCKOMY NMPUMEHEHUIO WM OTKAa3€ B
IIEpEPErUCTPALMM NIPENAPATA, U3MEHEHNS B PETUCTPALIMOHHOM CTaTyCe Ipernapara B Ipyrux
CTpaHax, OOHOBJICHHBIE JIaHHBIE O MeEpaxX, MPUHATHIX PETYIATOPHBIM OpPraHOM WU
MPOU3BOAUTEIEM N0 cOOOpaxeHUsIM O€30MacHOCTH, M3MEHEHUS B HHPOpPMALUHU 10
0€30MacHOCTH Ipenapara, 00beM MpoJaxK, KOJIMYECTBO MAlMEHTOB, MOJYUYUBIINX Mpenapar
3a OTYETHBIN NEPHUO/I, U3YUEHUE ONMUCAHUS UHIUBUAYAJIbHBIX CIy4YaeB U MEPEUHs MOOOYHBIX
JAEUCTBUI U CBOAHBIX TaOMUI, MHANBUAYAIbHBIX CIy4aeB MPOSBICHUS MOOOYHBIX ACHCTBHI
BBISIBJIEHHBIX JIEPKATEIEM PETUCTPALIMOHHOTO YIAOCTOBEPEHMS, XapakTep M KOJIUYECTBO
CEPbE3HBIX MOOOYHBIX NEUCTBUU M paHEE HE 3apPErMCTPUPOBAHHBIX KoMmmaHueu. OOmias
OllcHKa 0Ee30MacHOCTH Ha OCHOBE JAaHHBIX NEPUOAUYECKH OOHOBISEMBIX OTYETOB O
0€30MacHOCTH U 3aKIIOYEHHE O COXPAHEHUM WM U3MEHEHUU Mpoduis Oe30MacCHOCTH,
BHECCHUU HOBBIX MOOOYHBIX JIEHCTBUN, MPOTUBOINOKA3aHUN B WHCTPYKIHIO IO
MEIULIIMHCKOMY ITPUMEHEHUIO UM OTKA3€ B IEPEPErucTpalvy Mpernapara.

[Ipumedanue: mpoBeeHNE SKCIEPTU3BI IPETapaTOB-OMOCUMUIIIPOB B COOTBETCTBUH C
TpeOOBaHUSIMU:

Ha »skcnepTtuszy npu rocylapCTBEHHOW NepeperucTpanuud OHOJIOTHYECKOro
JIEKapCTBEHHOT'O CPEJCTBa, B TOM 4HCiIe Ounocumuisipa, npenocraBisiorcs Yactu [-1I1
Ilepeuns, u3 Yactu V:

1) neproanyecku 0OHOBIIEMBII OTYET MO0 0€30MaCHOCTH WM NePUOAUYECKUN OTYET

2) pe3ynbTaTbl MOHUTOpUHra [lnaHa ynpaBiieHUs pUCKaMHU U MUHHMU3ALHUKN PUCKA,
MMMYHOT€HHOCTH, MIPU MPUMEHEHHH OMOJIOTMYECKOTO JIEKAPCTBEHHOI'O CPENICTBA, B TOM
yrcine B Pecmy6nuke Ka3zaxcraH, HogyueHHBIX B pe3yibTare:

MOCTPETUCTPALIMOHHBIX HAOMIOAATENbHBIX MCCIEI0BaHUN 0€30MacHOCTU U
3((PEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA (METOJOM aKTUBHOI'O MOHUTOPUHIA, METOJOM
Cily4ail KOHTPOJIb WJIM KOTOPTHBIX PETPOCTIEKTUBHBIX U (MJIM) MPOCIEKTUBHBIX UCCIIEIOBAHUN

)

aHany3a PerucTpoB manyeHTOB, MOJYUYAIONIUX JICUCHHUE OINPEeIeHHBIM OUOJOTHYECKUM
JIEKapCTBEHHBIM CpPEJICTBAM

IMOCTMAaPKCTUHT OBBIX KIIMHHUYCCKHUX I/ICCJIe,HOBaHI/Iﬁ




IpOBEJIEHUS 00yJaroMX MEPONPUATUH 0 MOBBIIIEHUI0 HHPOPMUPOBAHHOCTH BpaueH,
(apMalleBTOB M NALMEHTOB C LEJIbI0 CHHXKEHHUS PUCKOB, CBSI3aHHBIX C NPUMEHEHUEM
OMOJIOrMUECKOro JIeKapCcTBEHHOTo cpesicTBa B PecrryOnuke KazaxcraH.

28. Ouenka 6e30macHOCTH U 3(QPEKTUBHOCTU JIEKAPCTBEHHOT'O CPEACTBA C YUETOM
COOTHOIIEHUS "MOJb3a-pUCK" - MPOTHUBONOKA3aHUS, NPEIYIPEKICHUS U MPEIOCTEPEKEHUS
Ipy MPUMEHEeHUH Tipenapara. Tpedyercs oOpaTuTh 0co00e BHUMAHUE Ha JIETCKUN BO3pacT,
OEpeMEHHBIX M KOPMSAIIHUX >KCHIIWH, MOXHUJIOH BO3PacT, MAIMEHTOB C IMOYEYHOU U
[IEYEHOYHOMN HETOCTATOYHOCTHIO

29. DkcnepTu3a UHCTPYKIUHU 110 MEIUIIMHCKOMY MPUMEHEHUIO TPOBOJAUTCSI B CPABHEHUH
C KpaTKOM XapaKTepUCTUKOW JEeKapCTBEHHOTO mpemnapara. JlemaeTcs 3akiIlOueHHe O
COOTBETCTBHHM WM HECOOTBETCTBUHU IMOKA3aHWN K MPUMEHEHUIO, TTOOOYHBIX IEHCTBUIA,
POTHUBOIIOKA3aHUM, OCOOBIX yKa3aHUH, JIEKAPCTBEHHBIX B3aUMOJCHCTBUHN, TIEPEI03UPOBKH,
YKa3aHHBIX B UHCTPYKIHMHU MO MEAUIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO CPE/CTBA,
KpaTKOM XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpenapara

30. 3akiIroueHUe 0 HAJTUYKMU WIM OTCYTCTBUM B HA3BaHUM JIEKAPCTBEHHOTO CPEJICTBA!
1) rpaduuecKkux CXOJCTB C paHEe 3apErUCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU TperapaTaMu
1 CJIOB C HEOJIaro3ByYHBIMH BBIPAKCHUSAMU
2) CIIOCOOHOCTHU BBECTH B 3a0JIyKJE€HHE OTHOCUTEILHO UCTUHHOI'O COCTaBa U JICUCTBUS
npemnapara
3) cxoactBa MHH u (unm) cxoaHble ¢ HUMU Ha3BaHUS ISl JICKAPCTBEHHOTO CPEJICTBA
JIPYTrOTO XMMHUYECKOT0 COCTaBa WU JEHCTBUS

31. Omnenka mpaBUILHOCTH MPUCBOCHHS KOJIa AHATOMO-TEPANEBTUYECKO-XUMHUUECKOM (
nanee — ATX) knaccudukaimm, COOTBETCTBUS (papMakoTepaneBTHueckoi rpymnmsl kogy ATX
KJaccupukanuu, GapMakoJIOrn4ecKoMy ACHCTBHIO, MOKAa3aHUSIM K MpUMEHEeHHuIo. B ciydae
HernpaBwibHO 3asBiIeHHbIX ATX kona u QapmakoTepaneBTHYECKOM TpyNIbl, TpeOyercs
yKa3aTb pEKOMEHyEMBIE 3KCIIEPTOM

32. IIpoBepka aAeKBAaTHOCTH 3asBJICHHBIX J03 M PEXUMA JO3UPOBAHMS COTJIACHO
(hapMaKOKMHETUYECKUM MapaMeTpaM (TIeprojia MOJYBBIBEICHUs, CTEIIEHU CBS3bIBAHUS C
OenKkaMHu TJIa3Mbl KPOBM, BIWSHUE HAa AKTUBHOCTh NEYEHOYHBIX ()EPMEHTOB, BpeMs
coxpaHeHHUs OakTepuocTaThUueckodl (OaKTEepUIMIHON) KOHIEHTpPAUUM B cClyyae
aHTHUOAKTepHUATIbHBIX TpemnapaToB). TpelOyercs oOpaTuTh 0co00€ BHUMAaHUE Ha J103BI,
PEKOMEHTyeMble AETAM, OKUIIBIM, OOJIBHBIM C HApYLICHUSIMHU (PYHKIIMU MTOYEK U EYECHU

33. IIpoBepka COOTBETCTBHS 3asBJICHHOTO CPOKA XPAHEHUS, YKA3aHHOTO B 3asBJICHUH, B
KpPaTKOM XapaKTEpUCTUKE JIEKAPCTBEHHOI'O Ipernapara, MHCTPYKIHUH MO0 MEJUIUHCKOMY



MPUMEHEHUIO0, MaKeTaX YMaKOBKH CO CPOKOM XpaHEHHs, yKa3aHHbIM B HOPMAaTHBHOM
JTOKYMEHTE
34. CoOTBETCTBHE MPEACTABICHHOW MHCTPYKIUU MO MEIUIMHCKOMY MPUMEHECHUIO
JeicTByIOIIEMY 3aKoHOAaTenbcTBY PecnyOnuku Kazaxcran.
35. JleranpHoO€ ONKCaHUE CUCTEMBI (papMaKOHAA30pa U YIPABICHUS PUCKAMMU:
1) KpaTkast xapakTepucTHKa CUCTeMbI (hapMaKOHa130pa Jep KaTelis perucTpalmoHHOro
YAOCTOBEPEHUS BKIIIOYAETh CIAEAYIOIINE 3JIEMEHTHI:
JI0Ka3aTeJIbCTBO TOTO, UTO JIEPKATEIb PErUCTPALMOHHOTO YJOCTOBEPEHUS UMEET B CBOEM
pacropsiK€HUHU OTBETCTBEHHOE JIUIIO 3a I100abHbIN (hapMakoHaI30p

KOHTAKTHBIE JaHHbIE OTBETCTBEHHOTO JIMIIA 32 II100albHBIN (papMakoHaI30p

JeKnapanus, IoIUCaHHas JepKaTeIeM PEeruCTPalluOHHOIO YAOCTOBEPEHUS O TOM, YTO OH
UMEeT cucremMy (apMakoHaJA30pa I BBIIOJHEHUs 3aJad M O0A3aHHOCTEH IIO
HOCTPETUCTPALMOHHOMY KOHTPOJIIO O€30MAaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB

CChUIKa Ha MeCTO (aapec), TAe XpaHUTcs macTtep-¢aiin cuctembl (hapmakoHaI3opa

2) OTBETCTBEHHOE JHIO 3a JIOKaJIbHBINA (hapMakoHan3op B Pecnybnuke Kazaxcran:
JOKYMEHT, MOATBEPKJAIOUIMN Ha3HAYeHUE OTBETCTBEHHOro JMia 3a (apMakoHaA30p B
PecnyOnuke Kazaxcran

KOHTaKTHBIC JJaHHBbIE OTBETCTBEHHOTrO Jinila 3a (apmakoHan3op B Pecnybnuke Kazaxcran

3) Ilman ynpaBiaeHUsS pUCKaMH TPU MEIUIIMHCKOM TPUMEHEHHUHU JIEKapCTBEHHOTO
CPEACTBA, 3asIBJICHHOI0 Ha PETHCTPALHIO (IEPEPErUCTPalMIO) WK BHECEHUE U3MEHEHUM (17151
OpUTHHAJBHBIX TMPENapaToB, OMOCUMUIISPOB, BAKIMH, MPENapaToB KPOBU, TCHEPUUICCKUM
npenaparaM TpeOyroImero 0co60ro KOHTPOJIS)

[Ipumeyanue: * oTMEUeHHbBIE Pa3/Ieibl 3aMOIHSIIOTCA MIPU TIEPEPEruCcCTpaluu

3aKIIFOYEHHE:

MOJIOKUTENIbHOE OTPHUIIATEIbHOE (C 000CHOBAaHUEM)

JlaTa mocTyIUICHHSI TOKYMEHTOB DKCIIEPTY

JlaTa 3aBepIIeHUS IKCIIEPTU3bI TOKYMEHTOB

Bce nannble, mpuBeICHHBIC B SKCIICPTHOM 3aKIIFOUCHHH, JOCTOBEPHBI U COOTBETCTBYIOT
COBPEMEHHBIM TPEOOBAHMSIM, UYTO MTOATBEPIKIAI0 TMIHOU MOIHUCHIO.

PykoBoguTeNnb CTpyKTYpHOTO MOJIpa3aeieHus

NOANKUCH ®.1.0 (npu Hanuuuu)



DKkcnept

MOJITUCH ®.1.0 (ipu HATUYKN)
Jlata

IIpunoxenne 11
K MpaBUJIaM MIPOBEICHUS IKCIIEPTU3HI
JIEKapCTBEHHBIX CPE/ICTB

dopma

CBOHEIN O0TYET 3KCIIEPTOB IO OLIEHKE JICKAPCTBEHHOTO IpenapaTa Mpu H3MEHECHUX,
BHOCHMEIX B PETHCTPAMIOHHOE IOCHE

1. ®.1.0. (mpu HaAIMYKN) U JOJDKHOCTH SKCIepTa
VY4eHas creneHb, 3BaHHE

Ne 3asBKH

Jlara

ToproBoe HauMEHOBaHHE ITpeNapaTa

SR IR B Bl B

Memz[yHapozmoe HCIIAaTCHTOBAHHOC HAa3BaHHUC

[ ]

OpuruHaneHbI  JIEKAPCTBEHHBIN
mpenapar

[ ]

BocnpounsBeneHHbIl  neKapCTBEHHBIN
npenapar

[ ]

I'nOpuHbIT TeKapCTBEHHBIH MTpenapar

[]

buonornueckuii  JexkapCTBEHHBIN
npenapar

[]

NMMmyHOOHOOTHYECKUH JIeKapCTBEHHBIH
npemnapar

[]

BuononoOHEI TekapcTBEHHBIH TpenapaT
(buocummisip)

[ ]

KoMOMHMpOBaHHBIA  JIEKapCTBEHHBIN
npenapar

[ ]

JlexapcTBEHHBIN HpemapaT ¢ XOPOLIO
N3Y4EeHHBIM MEAULIHHCKAM
7. JlekapcTBEHHBIN MpenapaT NIPUMEHEHUEM



9.
10

11

12

J1s  BOCHpPOM3BEAEHHOTO JIEKAPCTBEHHOTO IIpemapar Wil
OuocuMMIIsIpa yKa3aTh Ha3BaHUE OPUIMHAILHOTO JIEKAPCTBEHHOTO
mpemnapara

JlexapcTBeHHasT hopma

Jo3upoBka

Konuenrpauus

®dapmakoTepaneBTHIEcKas Tpymnmna

13 Kox B COOTBETCTBHH C aHATOMO-TEPANEBTUICCKO-XUMUUYECKON

KiaccuuKaIuei

®dopma oTIrycKa

2. YakoBka

[]

PannodapmaneBTHUCCKUT
JIEKapCTBEHHBIH  Mpemapar  HIH

MIpeKypcop

[]

I'omeonaTuyeckuil  J€KapCTBEHHBIN
npenapar

L]

PacturenbHbiit JIEKapCTBEHHBIN
npenapar

]

OpdanubIil TeKapCTBEHHBIH Mpemapar

[ ]

AKTUBHAs bapmaneBTuyecKas
cyOcTaHIUs, NPOM3BEJCHHAs HE B
ycioBusix GMP

[]

JlexapCTBEHHBIH OATK-TIPOYKT

[ ]

Bronornyeckuii 6ank-mpomyKr

L]

JlexkapcTBEHHOE MPHPOIHOE ChIpbe (HE
(dhapmMakorneiHoe)

[ ]

110 peLenTy

[]

0e3 perernta



Ne HammeHoBaHUE Bung ynakoBku  (mepBHuHAf, Pazmep O6bvem KonmmyecTBo enmnHul, B
YIIaKOBKH BTOPHUYHAs) YIaKOBKE

3. JlanHbIE O TPOU3ZBOAUTETE

HaunmenoBanue IOpuamaecknii
Ne Tun opraHm3anuy WM Y9acTOK MPOU3BOJICTBA Crpana
OpraHu3aIiH azapec

1. TIlpousBoguTtesns
2.  YIaxkoBIIHK
2.1 IlepBuuHas
2.2 Bropuunas

[IpousBoauTenb, OCYLIECTBISIIOIIMA KOHTPOIb
KauecTBa

3.

4. TlpowsBoauTenb, OTBETCTBEHHBIH 3a BBIYCK CepHil
5. Jlepxarenb perucTpallMuOHHOTO yA0CTOBEPEHNUS

4. Peructpanus B CTpaHE-NPOU3BOAUTENE U IPYTUX CTPAHAX

Ne  HaszBanue cTpaHsbl No perucTpalimoOHHOTO yIOCTOBEPEHUS Jara Bergaun Cpoxk nelicTBus

5. 1) CocrtaB JieKapCTBEHHOI'O Cpej/icTBa (yKas3aTh JIEKaPCTBEHHbIE CYyOCTaHIIUU U
BCIIOMOTATEIbHBIE BEIIECTBA, BKIIOYAs KOHCEPBAHTHI, COCTABHBIC BEIIECTBA OOOJOYKHU
nmpenapaToB):

KommuectBo Ha HopMaTHBHEIN MOKYMEHT IO KOHTPOJIO KadecTBa W 0€30MacHOCTH

eIMHUL JeKapCTBEHHBIX CpPEACTB, WM [ocynapcTBeHHas (apmakores
Ne HammenoBanue y . P p ’ ynap bap
nekapcrBeHHol PecnyOnuku Kazaxcran, 3apyOexHble (apMakoreu, NpU3HAHHBIE
(hopMeI JIelCTBYIOIIMMH Ha Tepputopun PecrryOnnku Kazaxcran
JlexapcTBeHHasA(
1. vIe) cyocranmus (
n):
) Bcnomorarenbabie
" BelecTBa:

CocTaB 00010YKH
3. TabjaeTKn HIHN
KOpITyca KarcyJibl:

2) JInst nekapCTBEHHOTO PACTUTEIBLHOIO ChIPhS

boranuueckue HopmaTuBHBIII TOKyMEHT IO KOHTPOJIIO KadecTBa U

JATUHCKUE 0C30MacCHOCTU JICKAPCTBCHHBIX CPEJACTB, HIIH
Huxopactyiiee
No|H33BAHHA locynmapctBennass  ¢dapmakomness PecmyOmuku MecTo
° . UJau
pacTeHUi, Kazaxcran u 3apy0OexHbpie papMakorier, MpHU3HAHHEIC TIPOU3PACTAHUS
N KYJIBTUBUPYEMOE
BXOIAIIMUX B  JACHCTBYIONIMMH Ha TeppuTopun PecmyOmuku Y 24
cocTaB cbopa Kazaxcran

6. [Ipou3BoauTenu aKTHBHBIX CYOCTaHIIMH, BXOMISIIMNX B COCTaB JICKAPCTBEHHOTO
cpencTsa



No HaumMenoBanue BEIllECTBA, Haumenosanue mpoussoautens CTpaHa Azxpec NIpOU3BOACTBEHHOM

BXOAAIIECTO B CcoCTaB Ha PYCCKOM H aHTJIUHCKOM * IJIOMaAKKU Ha PYCCKOM U

JICKapCTBCHHOT'O CPE/ICTBA A3BIKaxX AHTTIMACKOM SI3BIKaX

7. 1) CocTtaB JIeKapCTBEHHOTO CpeacTBa (yKa3aTh JEKAPCTBEHHBIC CYOCTAaHIIMU H
BCIIOMOTAaTeIbHBIC BEIECTBA, BKIIOYAs KOHCEPBAaHTHI, COCTaBHBIC BEIIECTBa OOOIOYKH
MpenapaToB):

KonmuectBo Ha HopMaTuBHBIA JAOKYMEHT 1O KOHTPOJIO KadyecTBa M 0€30MacHOCTH

eAMHUIL JIEKApCTBEHHBLIX CpPENCTB, WAM locygapcTBeHHas Qapmakones
Ne HamMeHOBaHME y . P p ’ ynap bap
nekapctBenHol PecnyOnuku Kazaxcran, 3apyOexHbie (apMakoren, HOpU3HAHHBIE
(hopmbl JIeWCTBYIOIMMHE Ha TeppuTopun Pecrybnnku Kazaxcran
JlexapcTBenHas(
1. bie) cyOcraHums (
n):
) BcnomMorarenbHbIe
" BellecTBa:

CocraB 000JI0YKH
3. TableTKu WIHA
KOpITyCa KarcCyJibl:

2) 1711 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhs

borannueckune HOpMaTI/IBHHﬁ JAOKYMCHT IO KOHTPOJIFO Ka4YCCTBa U

JaTHHCKHUE 0€30IMacHOCTH  JICKAPCTBEHHBIX CPEACTB, WIH
HukopacTtyiee
N Ha3BaHHSA locymapctBennas  ¢apmakomess PecmyOnuku MecTo
° . uau
pacreHuu, Kazaxcran u 3apy0exHbie (papMakoreu, NpU3HaAHHbIC [IpoU3pacTaHus
KyJIBTHBHPYEMOE

BXOJASUIMX B  ACHCTBYIOIMMH Ha Teppuropun PecnyOnuku
cocras cOopa Kazaxcran

2.
8. IlpousBoauTeNnn aKTUBHBIX CYOCTaHIM, BXOJSAIIMX B COCTaB JIEKAPCTBEHHOIO

CpeacTBa

HaumenoBanue BCIICCTBA, HaumenoBanue MMPOU3BOAUTEIIA Crpana AI[pCC HpOI/IBBO,IlCTBCHHOﬁ

TpaH

Ne BXOOAIIETrO B COCTaB Ha PYCCKOM H aHTIIMHCKOM % p IIomagku Ha PYCCKOM H

JIEKApCTBEHHOI'O CPEACTBA SA3BIKaX AHTIMHACKOM S3BIKax
1.
2.

9. Tumn u3sMeHeHui

BHOCHMBIE Crapas HoBas

1) Tun U3MEHEeHU B COOTBETCTBUU C NIPUIIOKEHHEM 17
N3MCHEHUS penaxkmus penaxkmus

10. OrmeHka pEeTHCTPAIMOHHOTO JOChE IO acIeKTaM KadecTBa, O€30MacHOCTH U
a3 PexkTUBHOCTH

Pexomennanuu:



| 3asBnennsic M3MEHEHHS THIIA (Yka3aTh THII) HE OKa3bIBAIOT BIMSIHMUSA Ha Ka4ecTBO, O€30MaCHOCTh U
) 3 QEeKTUBHOCTE JIEKAPCTBEHHBIX CPEACTB. 3asBIEHHOE H3MEHEHHE PEKOMEHJYETCS K PETUCTPAllUH.
CoOutoieHb! YCIIOBHS JUTS BHECEHHST M3MEHEHNUH 110 3asBIICHHOMY THITY H3MEHEHHH.

2 3asBiIeHHbIE U3MEHEHUS THIIA (yka3aTp THIT) OKa3bIBAIOT BIMSIHHUE Ha KAYeCTBO, O€30MIaCHOCTh U
) 3 PEKTUBHOCTD JIEKAPCTBEHHBIX CPEICTR. 3asBICHHOS H3MEHEHHIE HE PEKOMEHAYETCS K PETHCTPaIlUH.

B cooTBeTcTBUM C 3asBICHHBIMA M3MEHEHUSIMH HE TIPEIOCTAaBICHBI JOKYMEHTHI PETHCTPAlMOHHOTO JJOChE B
3 mosiHOM 00BEME COTIACHO HPWIOKEHHIO 17 MM He cOONIONEHBI YCJIOBHS Ui BHECEHHS M3MEHEHHUH IO
) 3asBICHHOMY THITy M3MeHeHHH. HeoOxoanmMo paccMOTpeTh TOKYMEHTHI MTOBTOPHO IIOCJE NMPEJOCTABICHUS
JIOTIOJTHUTEIBHBIX MaTEPHUaJIOB II0 3aIpOCy 3KCIepTa:

JlaTa mocTymuieHus: JOKYMEHTOB 3KCIIEPTY

JlaTa 3aBepiieHus: SKCIEPTU3bl JOKYMEHTOB

Bce nanHble, mpuBeEHHBIC B SKCIIEPTHOM 3aKIIOUYEHUH, JOCTOBEPHBI U COOTBETCTBYIOT
COBPEMEHHBIM TPEOOBAHUSIM, UTO MOATBEPAKIAAI0 TUYHON MOAMUCKIO.
PykoBouTeNnb CTpyKTYpHOTO MOIpa3AeieHus

NOJAMKUCH ®.1.0 (npu Hanuuuun)
DKcrnepT
- _HZ)LL_HI;C; _________ ®.1.0 (npu Hanuuuun)
Jlara

[Ipunoxenue 12
K TIpaBHJIaM IPOBEACHHS SKCIIEPTH3HI
JIEKapCTBEHHBIX CPEACTB

®opma
MunuctepctBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HaumeHnoBaHue FOCY,HapCTBeHHOfI BKCHepTHOﬁ opraHusanunun

ATTecTaT aKKpeIuTalliy UCTIBITaTeNIbHOM Tabopatopuu (Ne, Cpok J1eicTBHS)

Anpec, TenedoH SKCIEPTHON OpraHU3aIiK (UCIBITATEIbHON Jab0paToOpun)

[IpoTtokon ncnbiTanuii Ne or " " roja

Crpanuna (KonuuecTBo nuCTOB )
3asBuTeNb (HAMMEHOBAHUE, aJIPEC):

HaumeHnoBaHue IMPOAYKIINHU:

Bun ucnerrannin:

OcHoBaHue:

dupma U3roToBUTENb (IPOU3BOIUTEND), CTPAHA!
Cepus, naptusi: JlaTta nmpon3BocTBAa: CpOK TOIHOCTH:

JlaTa Havayia ¥ 1aTa OKOHYaHUS UCTHBITAHUM:
KonunuecTBo 006pa3ios:
O06o03HaueHNe HOPMATUBHOIO JOKYMEHTA MO KaY€CTBY Ha MPOAYKIIUIO:




O603HaYeHNEe HOPMATUBHOTO JOKYMEHTA 110 Ka4eCTBY Ha METO/IbI UCTIHITAHUM:
Pe3ynbpTarsl HCTIBITAaHUN

HaumenoBanue TpeGoBanus  HOPMATHUBHOTO QaxTtruecku momydeHHsie Temmepatrypa 0 C u
MoKazaresen JIOKyMEHTA I10 Ka4eCTBY pe3ynbTaThl BIaXHOCTH (%)
1 2 3 4

3akmrouenue: IlpencraBieHHble 00pa3lbl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHHUSIM HOPMATUBHBIX JIOKYMEHTOB U METOJUKHU BOCHPOU3ZBOIATCA (HE
BOCIIPOU3BOMASTCS) (YKa3bIBaTh IPU HEOOXOAMMOCTH). (HY>KHOE NMOAUYEPKHYTh)
MeToIMKN He BOCITPOU3BOAATCS 110 CIEAYIOIUM IT0KA3aTENSIM

HOI[HI/ICI/I YIIOJIHOMOYCHHBIX JIMIT

(AOJKHOCTB) (moamucs) ®.1.0 (npu HATUYUMN)
(_I[(_)JI;K};OET;)_ o _(1;0311;1(;))— - ®.1.0 (ripu HAJIUYUN)
(_I[SJI;K;IO_CT_B)_ - En;);?n;c;)_ o ®.1.0 (npu HATMYKH )

IIpunoxenue 13
K IIpaBHJIaM IPOBEACHHS DKCIIEPTH3HI
JIEKapCTBEHHBIX CPEACTB

dopma

OrtueT 0 pe3ynbTaTax IpoBeACHNS 1a00PaTOPHOI0 HCIILITAHUSA B JIAOOpaTOpHH
KOHTPOJI Ka9€CTBa IPOU3BOAUTEIIA WIH B KOHTPAKTHOM J1aboparopuu,
HCIOJIB3yEeMOM IPOU3BOTUTEIIEM

1. Pe3rome
HaI/IMCHOBaHI/IG J'ICKapCTBeHHOFO CpeHCTBa
HaumenoBanue, agpec peKBU3UTHI MPOU3BOJICTBEHHOM IIOMIAAKU

HaumeHoBanue, agpec, peKBU3UTHI J1a00OPaTOPUU KOHTPOJIS Ka4ecTBa U (MIIH)
KOHTPAKTHOH J1a00paTOpruu KOHTPOJIS KauecTBa

OcHoBaHMe MPOBENCHUS JTA00PaTOPHOTO HCIIBITAHHS

Howmepa nuuensun (npu HaIu4uM), cepTUPHUKATOB, 3aIBOK Ha SKCHEPTH3Y
TIPY TOCYTapCTBEHHOM PErnCTpannuu

IIpoBenenne mabopaTOPHBIX
HCTIBITAHUN

PestoMe neqTebHOCTH 1a00paTOPHU KOHTPOJIS KauecTBa BeIyck B peanm3anuio Cepuu
JIEKapCTBEHHOTO CPE/ICTBA

Huoe (He0OX0AMMO yKa3aTh)



Jara(s1) mpoBecHUS JIA0OPATOPHOTO MCTIHITAHUS
@®.1.0. (mpy HATIMYUH) SKCTIEPTOB (WIEHOB KOMUCCHH), JOJDKHOCTh
2. Broanas undopmanus
Kparkoe omucanue nabopaTopurt KOHTPOIISI Ka4eCTBa
Hannure 10KyMEHTHPOBAHHBIX MPOLCAYD MPOBEACHUS UCIIBITAHHMA
BeinonHenue TpeOoBaHUM JOKYMEHTUPOBAHHBIX MPOLEIYP MPOBEICHUS UCTIBITAHUN
Ienp mpoBeaeHus 1a0OPATOPHOTO UCIIBITAHHS
OOBEKTHI UCIIBITAHUS
[epconan naboparopun KOHTPOJIS KAYECTBa, YUACTBYIOLIUN B MPOBEICHUH Ja00PATOPHOTO UCIIBITAHUS

I[OKyMeHTBI, IIOAAHHBIC Opl"aHPI3aIIPIeI>i-HpOI/I?)BO,HI/ITeJ'IeM u (I/IJ'II/I) na60paTop1/Ief/'1 KOHTPOJIsI KadecTBa 10
OpOBCACHUSA q)apMaueBTqucxoﬁ HHCIICKIUU

3. HaGmrogeHus u pe3yabTaThl MPOBEACHUS JTA0OPATOPHOTO UCTIHITAHUS
Cchuika Ha HOpMaTPIBHBIﬁ JOKYMCHT

Howmep cepun, naTa npou3BoaCTBa

TpeboBanust HopMaTHBHOTO DaKTHUECKHE Temmepatypa 0 C m CooTBeTcTBYyeT(HE

ITokazaTenn
JIOKyMEHTa pe3yJbTaThI BJIAKHOCTH COOTBETCTBYET)

4. IlpunoxeHus

JoxyMeHTBI (TepBUYHBIC NaHHBIC, MIPOTOKONBI UCHBITAHUI) U 00pa3ubl, OTOOpaHHBIE B XOIE MPOBEIACHHS
712a00paTOPHOTO UCITBITAHHS

5. PexoMeHamm 1 3aKII0UCHUS
Pexomenmanun

3aKIoYeHne
[Ipumeuanue: * K oTuery o pesyipTarax IpOBEAEHHUS Ja0OPATOPHOIO HCIBITAHUS
HEO0OXOAMMO MPUIIOKHUTHh KOTHUIO cepTU(UKaTa aHanMu3a U (WJIM) MPOTOKOJIA UCTIBITAHUN Ha
NPOAYKLIHIO J1a00OpaTOpPUU KOHTPOJISI KadyecTBa MPOU3ZBOAUTENS WM KOHTPAKTHOU
1abopaTopuu, WCIOIB3YEeMOW Npou3BOAUTENEM. Bce MPUIOKEHHS K OTUETY SBIISIIOTCS
HEOTHEMJIEMOM €0 YaCThIO.
PykoBonutens koMuccuu:

(MOJMUCH) @®.1.0 (ipu HATUYUK), TOTHKHOCTh
YJI€Hbl KOMHCCHU:

(moamnucsk) ®.M.0 (npu HaAIUYUHU), TOIKHOCTH

(moamucs) @®.1.0 (pu HATUYKMH), TOTHKHOCTh
n " 20 1_,.
CornacoBaHo:




(moamnuce) ®.M1.0 (npu HAIUYUHU), TOTKHOCTD

[Ipunoxenue 14
K TIpaBHJIaM IPOBEACHHS SKCIIEPTH3HI
JIEKapCTBEHHBIX CPEACTB

3akmoueHne 0 6€30IaCHOCTH, Ka4eCTBe B A()(PEKTUBHOCTH JIEKApCTBEHHOI'0
CPEACTBa, 3a4BJICHHOT'O Ha SKCIIEPTU3Y B IEJIAX I'OCYIapCTBEHHOM PETUCTPAINH,
nepepeructpamm B Pecrry6mikxe Kazaxcran

1. PecmyOnrkaHckoe TOCYJapCTBEHHOE MPENPUATHE HA TTPaBE XO3SIMCTBEHHOTO BEICHUS
"HannoHanbHBIM LEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJACTB, MEAULMHCKUX H3IeIUi"
Komurtera MeaumuHckoro u  (apMaleBTUUECKOTO KOHTpoJiss MuHucTepcTBa
3apaBooxpaneHus Pecny6nukn Kaszaxcran cooOmaer pe3ynabTaThl 3KCHEPTH3Bl Ha
0e30MacHOCTh, Ka4ecTBO M A(PHEKTUBHOCTH JEKAPCTBEHHOT'O CpEJACTBA [Js Iielieit
rocyJIapCTBEHHOM perucrpanuu, rnepepeructpaiuu B Pecnyonuke Kazaxcran:

Howmep u nara 3asBku

ToproBoe HanMEHOBaHHE JEKAapCTBEHHOTO CPEIACTBAa (C YKa3aHHWEM JIEKApPCTBEHHOH (OPMBI, TO3MPOBKH,
KOHLICHTPAIX ¥ 00beMa 3al0THEHHS, KOJINIECTBA 103 B yITAKOBKE - IJIs IEKAPCTBEHHOTO TIpeTapaTa)

Opranu3anus-npou3BoIUTENb, CTPaHa-IPOU3BOIUTEND
3aKiroYeHre HayaJabHOU SKCIICPTU3BI (HOJ'IO)KI/ITGHBHOC HnIn OTpI/H_laTeJ'ILHOG)
3aKrovYeHne CIEIUAN3UPOBAHHON AKCIIEPTU3HI (TIOJOKUTENBHOE W OTPUIIATEILHOE)
3aKIr0YeHNE HUCITBITATeIIbHOKN na60paT0pHH: Jara u Ne mpoOTOKOJIAa, (HOHO)KI/ITGJ'IBHOC Ui OTpI/H_IaTGJ'ILHOC)

2. 3akmroueHue (MONOKUTENIbHOE): MaTepualbl U TOKYMEHThI PETUCTPALMOHHOTO 10ChE
Ha JIEKQPCTBEHHOE CPEJCTBO, IMPEJOCTaBIEHHbIE ISl TOCYJAapCTBEHHOW perucTpaimi,
nepepeructpanuu B Pecryonmke Kazaxcran, COOTBETCTBYIOT yCTAaHOBJICHHBIM TPEOOBAHMSIM,
0e30MmacHOCTh, Ka4ecTBO M I(PEKTUBHOCTH JICKAPCTBEHHOTO CPEICTBA IMOJATBEPHKICHbI
COOTBETCTBYIOIIMMU MaTepuagaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

JlekapcTBEHHOE CpPEACTBO (TOProBO€ HAaMMEHOBAHHWE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHUEM JIeKapCTBEHHOM (OpPMBI, JO3UPOBKHU, KOHIIEHTpAlMUM U O0ObeMa 3amoJHCHUS,
KOJIMYECTBA JI03 B YIIAKOBKE) 3apeructpupyercs (mepepeructpupyercs) B PecrnyOnmke
Kazaxcran cpokom Ha JIET Wi OECCPOYHO.

3akmtoueHue (oTpuuaTeabHoe): MaTepuanbl U TOKYMEHThI PETUCTPAIMOHHOTO 10ChE Ha
JIEKapCTBEHHOE CpEJICTBO, MPEJOCTaBIEHHbIE [ TOCYJIapCTBEHHOW pErucTpaluu,
nepepeructpanuu B PecnyOnuke KazaxctaH, He COOTBETCTBYIOT YCTaHOBJIEHHBIM
TpeboBaHUAM, 0€30MaCHOCTh, Ka4eCTBO U 3()PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA HE
MOATBEPAKACHBI COOTBETCTBYIOIUMH MaTE€pUaiaMu U MPOBEJCHHBIMU UCTIHITAHUSIMU.

JlekapcTBEHHOE CpPEACTBO (TOProBOE€ HAaMMEHOBAHHWE JIEKAPCTBEHHOTO CPENICTBA C
yKa3aHUuEM JIeKapCTBEHHOM (OpPMBI, JO3UPOBKH, KOHIICHTpAlMU M O0ObeMa 3amoJHCHUS,



KOJIMYECTBA /103 B yIMaKOBKE) HE 3aperucTpupyercs (mepepeructpupyercs) B Pecmybnuke
KazaxcraH.
3akiroueHue aercTBuTenbHO 180 KaleHAapHBIX AHEH ¢ JaThl TOAMUCAHNS.
PykoBoauTens rocy1apCTBEHHON KCIEPTHOM OpraHu3aiuu (WK yIOJHOMOYEHHOTO
b u i a )

MIOIINCH ®.1.0 (ripu HAIM4YUN)
JlaTta

[Ipunoxenue 15
K IIpaBHJIaM MPOBEACHHS DKCIIEPTH3HI
JIEKaPCTBEHHBIX CPEACTB

dopma

3aximodeHne 0 6€30IMaCHOCTH, Ka9eCTBE H 3(P(PEKTHBHOCTH JICKApCTBEHHOTO
CPEICTBa, 3a4BJICHHOT'O Ha SKCIICPTU3Y B LIEJIIX BHCCCHUA H3MCHCHHI B
PETHCTPAIMOHHOE JIOCHE

1. Pecny0nnkaHCKOE rocyJapCTBEHHOE MPEANPUSTHE HA MTPaBe X039WCTBEHHOTO BEICHUS
"HanuoHanbHbI LEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB, MEAMIMHCKHAX H3IEIUn"
Komurera MenumuHckoro u  (papMaleBTHYECKOTO KOHTpoJds MuHuCTEpCcTBa
3npaBooxpaneHust Pecny6nuku Kaszaxcran cooOuiaer pesysiabTaThl SKCIIEPTU3bI O BIUSHUU
BHOCUMBIX H3MEHEHHH B PETHCTPAlMOHHOE J0ChE€ Ha O0€30IaCHOCTh, KauyecTBO U
3(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA:

Howmep u nara 3asBku

ToproBoe HauMeHOBaHHE JIEKAPCTBEHHOTO CPEICTBAa (C YKa3aHHWEM JIEKapCTBEHHON (OPMBI, JO3MPOBKH,
KOHLIEHTPAIK 1 00beMa 3aIl0JTHEHHs, KOJIMYECTBa 103 B YIIaKOBKE — ISl JIEKAPCTBEHHOTO TIperapaTa)

Opraan3anys IPOU3BOIUTENb, CTPAHA-IIPON3BOIUTEIH

Tumn BHOCUMBIX U3MEHEHUI

3aKIroYeHIEe HayaJbHOM OKCIICPTU3BI (HOJ'IO)KI/ITeJ'IBHOG HUIn OTpI/IL[aTCJ'ILHoe)

3aKTrovYeHne CIEIUAT3UPOBAHHON AKCIIEPTU3HI (TIOJOKUTENBHOE WU OTPHUIIATEITLHOE)

3aKIII0YeHNE UCIIBITATSILHOM na60paT0pHH: Jara u Ne mpoOTOKOJIAa, (HOHO)}(I/ITCHBHOG nim OTpI/IHaTeJ'IBHOC)

2. 3akmtoueHue (MOJIOKUTENbHOE): Martepuanbl U TOKYMEHTHI Ha JIEKAPCTBEHHOE
CpPEICTBO, MPEAOCTABJICHHbIC I BHECEHHS H3MEHEHUU B PErUCTPAIMOHHOE [I0ChE,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPeOOBaHUSM, BIUSHHE HAa 0€30MACHOCTH, KAYECTBO H
3(PEeKTUBHOCTh JIEKAPCTBEHHOTO CpEJICTBA MOJATBEPKIEHBI COOTBETCTBYIOLIUMHU
MaTepuagiaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocumMbie HM3MeHEHHS 3aperucTpupyercs ¢ Bblaadeld (06e3 BbIIa4M) HOBOTO
PErUCTPAIMOHHOTO YAOCTOBEPEHHUS.

3akmoueHue (oTpuuaTeabHoe): MaTepuansl U1 JOKYMEHTBI Ha JIEKAPCTBEHHOE CPENICTBO,

MpEeI0CTaBICHHbIC /IJI1 BHECEHUSI U3BMEHEHUM B PETUCTPAIIMOHHOE JJOChE, HE COOTBETCTBYIOT



YCTAHOBJICHHBIM TpeOOBaHMM, BIMSHUE Ha 0O€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
JEKapCTBEHHOTO CpPEACTBAa HE MOATBEPXKICHBI COOTBETCTBYIOIIMMU MaTepualaMu U
MPOBEICHHBIMU UCTIBITAHUSIMHU.
BHOcuMBIC M3MEHEHUS HE 3apPETUCTPUPYETCS.
3aknroueHue 1ecTBUTENbHO 180 KaneH apHbIX JHEH C 1aThl HOIMUCAHUA.
PykoBonutenb rocyaapcTBEHHON AKCHEPTHOW OpraHu3anuu (Wi yIOoJIHOMOYEHHOTO
b | u i a )

MIOIINCH @®.1.0 (mpu HAIUYKH)
JlaTa

[Ipunoxenue 16
K IIpaBHJIaM MPOBEICHHS DKCIIEPTH3bI
JIEKapCTBEHHBIX CPEACTB

dopma

CBomHEIi oT9eT IO 6€30IIaCHOCTH, KaueCTBY M 3()(PEKTHBHOCTH JICKAPCTBEHHOTO
mpenapara

Jlara

Kaszakcran Pecny6nukacel Jlencaynbik cakray  PecrnyOnukaHckoe rocynapCTBEHHOE MPEINpUsATHE Ha
MUHHCTPIIITT MenuHamibK jkoHe (papMareBTUKANBIK | IIpaBe XO3IHCTBEHHOTO BeaeHHs "HalnnoHanbHEIH IEHTP
Oakputay KoMHTeTiHIH "Jlopilik 3aTTap MeEH  OKCHEPTHU3bI JEKAPCTBEHHBIX CPEICTB, METUITMHCKHX

MEIUIMHANBIK OYHBIMIapAbl capanrtay VATTBIK  U3geauil” Komurera MEIUIUHCKOTO u
OpTaNbIFbl" MIAPYAIIBUIBIK KYPTi3y KYKBIFBIHIAFBI | (HhapMaleBTHYECKOTO KOHTPOJiE MUHHCTEPCTBA
PeCITyOIUKATBIK MEMIICKETTIK KOCITOPHEI 3npaBooxpaHeHus Pecyomiku Kazaxcran

CBomHslii oTUeT N0 6e30macHOCTH, 3¢ PeKTHBHOCTH H Ka9ECTBY JIEKAPCTBEHHOT'O
npemnapara

HaumenoBanue npenapara, mpou3BOAUTENb, CTPaHA

U3 oTuera yaanena koHpuaeHnansHas nHpopmaus

1. CnpaBouHast uHGOpMAIIHS O MPOLIETYyPE

1.1. Ilomaua perucTpauOHHOTO JOCHE

2. Hayunoe obcyxaenue

2.1 AcriekThl KauecTBa

2.1.1 AxTtuBHas (apmaleBTHUecKasi CyOCTaHIMs: aHAIN3 CBEJACHUN O MPOUCXOKICHUH,
KaueCTBE U BBIBOJIbI O BO3MOKHOCTH MCIOJIb30BAHUS CyOCTaHIIUU

2.1.2. BcrmoMorarenbHBIC BEIISCTBA: aHAIN3 CBEJICHHUM O KadeCTBE, KOJHYECTBE C

BBIBOJIAMH O JJOMYCTUMOCTH UCIIOIb30BaHUS



2.1.3 JlexkapcTBEHHBIH Mpenapar 3aKIF0YeHUe O MTPOU3BOCTBE CICM(pUKAIINS KauecTBa

CTAa0OMJIBHOCTD

2.2. JIOKIMHUYECKUE aCIICKThI
2.3 Kinmauueckue acreKkThl
2.4 OueHka noib3a-puck

2.5 ®apmaxonamzop Onucanue cucteMbl papmakoHaazopa [1nan ynpasnenus puckamu

2.6 YcnoBus OTITyCKa

[Ipunoxenune 17

K IIpaBUJIaM MPOBCACHUS SKCIICPTU3BI
JICKapCTBCHHBIX CPCACTB

HNHupopMamys 0 BCIOMOTaTeIbHBIX BEMECTBaX, HOMUHAIILHOM HX COEP)KaHUM B
JICKapCTBEHHBIX MpENapaTax, a TAKke OrpaHMICHHUS IPUMEHEHHUS JICKapCTBEHHOTO
mpemnapara

Ne
/ HaumenoBanmne
I

I

[TyTb BBeACHUS
BCIIOMOTaTEJIbHBIX BEIIECTB

2 3
. ANpoTHHMH MectHoe

MecTHOEC,

ApaxucoBoe Macio nepopajbHoOe,
HapeHTepabHOe

Acnapram (E951) ITepopanbHoe

Asoxkpacurenu:1) E 102

Taprpasun2) E 110 XKenrsrii

zakat (FCF)3) E 122

A K 4) E

30py6un, Kapmounsnn4) MepopanbHoe

124 Tlonco 4R (myH10BBIH 4R
), Komennnp xpacnas AS) E

151 BpunanaHTOBBIN YepHBII

BN, uepnsbrit PN

E 104 XenTblii XHHOJIMHOBBIH
(Quinoline Yellow)

Honyctumsie
npeaeasl
COoJepKaHUs
BCIIOMOTaTENbHBIX
BEIICCTB

4

Nudopmannus,
moJuIexanias
OTPaXCHUIO B
HHCTPYKIIUH
MEIUIIUHCKOMY
MIPUMEHEHHUIO

5

mo

['unepuyBCTBUTENBHOCTD
UiIu
ajylepruyeckasl peakius

cepbe3Has

[IpoTuBOMOKa3aHbI
JIMLAM C aJJIEPru4ecKon
peakuuel Ha Opexu Win
COI0

Conmepxur
(¢heHUNaNaHNH,
MIPOTHUBOIOKA3aH JIIOJSIM
¢ eHUITKETOHYpHEi

Anneprudeckue
peakuuu

Kommenrtapun**

OuniieHHoOE
apaxMcoBOE Macjo
MOJKET COJIEPIKATh
OeIoK

MoskeT HaHECTH
Bpel JHIaM C
(heHMITKETOHY pUEH

E 102, E 110, E
122 - 3ampemnieHsI
K HpI/IMeHeHI/I}O B
J'leKapCTBeHHI)IX
mpemnapaTtax s
neTei

3ampelnes K
MPUMEHEHHUIO B
JIEKapCTBEHHBIX
mpemapaTtax s
neren



E 107 XKents1ii 2 G (Yellow 2
G)

E 120 Kopmenuns,
KapMHHOBas  KHCJOTA,
kapmuHbl  (Cochineal,
Carminic acid, Carmines)

E 128 Kpacuspiii 2 G (Red 2 G
)

E 131 Cunnii maTeHTOBaHHBIN

V (Patent Blue V)

E 132 HWHIWTOTHH,
WNugurokapmun (Indigotine,
Indigo Carmine)

11 E 133 Cunuii Onecraimuii

FCF (Brilliant Blue FCF)

12 E 155 Kopuunessiii HT (

Brown HT)

E162 CBexonmpHBIN KpacHBIH,
beranun (Beetroot Red,
Betanin)

Kpacurenu:1) E121
HutpycoBeiit kpacHbI 2 (
Citrus Red 2)2) EI123

3ampemes K
NPUMEHEHHUIO B
JIEKapCTBEHHBIX
mpemapaTax s
nereu

3ampelieH K
NPUMEHEHHUIO B
JIEKapCTBEHHBIX
mpemapaTax s
neremn

3ampeleH K
NPUMEHEHHUIO B
JIeKapCTBEHHBIX
mpemapaTax s
nerem

3ampeleH K
NPUMEHEHHUIO B
JIEKapCTBEHHBIX
mpemapaTtax s
nerem

3alpene K
NPUMEHEHHUIO B
JIEKapCTBEHHBIX
nmpemnaparax s
IeTen

3alpene K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax st
neTen

3alpelleH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax st
JeTen

3alpelleH K
NPUMEHEHUIO B
JIEKapCTBEHHBIX
npenaparax aJist
neTen

3allpCUICHbBl K
MNPpUMCHCHUIO B

Awmapant (Amaranth)3) E154 HICKapCTBEHHbIX
Kopuunessiit FK Brown FK fperapatax
mpemapaTr  Helb3s 3ampemeH K
15 Ha3HAYaTh U MPUMEHATh MPUMEHECHHIO B
Oputposun (E127) [TepopanbHoe 0-0,1 mr/kr namgueHTaM c JIEKapCTBEHHBIX
’ natojoruei mpenapaTtax Ajs

IIUTOBHIHOM sKeJI€3bI neTei



16 Iepyanckuii 6aap3am

17
benzankonus xmopun

Kucmora

6enzoarel:1) E210 kucnora
Oenzoiinas2) E211 watpus
oenszoat3) E212 kanus

OeHs3oar

bensunoBslii ciupt

OeH3oiiHas

MecTtHoe

OdranpMonornyeckue

JeKapCTBEHHBIC
hopmbl

MectHOEe

HuransuuonHoe

MectHOEe

IMapenTepanbHoe

ITapenTepanbHOe

0
Macno 6epramora bepranten MectHoe

Bpononon

MecTtHOoE

ES

10 mxr/B 1 gose

IIpu no3ze menee
90 mr/kr/cyT

IIpu moze 90 wmr/
KI/CyT

Bo3MOXHBI KOXHBIE
peakuuu
Bo3moxHBbI HUPHUTHI;

n30eratb KOHTAaKTa C
MSTKMMH KOHTaKTHBIMU
JINH3aMU;yAaJUTh

KOHTAKTHBIC JIMH3BI
nepen IpuMEHEHHEM U
BBDKIATh HE MeHee 15
MUHYT
3aKarnbplBaHUs Mpenapara

Imocie

;HE TIpUMEHseTcs Y
nereit 1o 8 ner

KosxHbIe peakunu
Bbponxocnazm

Paznpaxkenuss koxwu,
rjia3 ©u CIHU3UCTHIX

000J104€EK

[IporuBonokaszaHo
HOBOPOX/ICHHBIM JIETAM

[IpoTuBomoxazano
HEOHOMIEHHBIM,
HOBOPOXACHHBIM U
IeTsIM 10 3 JeT;
nmoOoyHOe ACHCTBUE -
aHaUIaAKTOUTHBIC
PCEaKINH;KOJITIECTBO
OCH3UJIOBOrO CHHUPTA B
mperapare (Mr/min)

IIporuBonokaszaHo
HEJOHOIIEHHBIM,
HOBOPOXACHHBIM U
JeTsiM 10 3 JeT;upu
NIPUMEHEHUH
OCH3UIIOBOTO CIUPTa B
no3ax 90 mr/kr/cyt u
BBIIIE TTOBBIIACTCSI PUCK
baTadpHBIX
TOKCHYECKUX peaKkunit

I[ToBbimaeTcs
YYBCTBUTEIBHOCTh K
yIBTPO(HOIETOBEIM
nydaMm  (Kak K
HaTypalbHBIM, TaK H
HCKYCCTBEHHBIM JIy4aMm)

MecTHBIE  KOXHBIC
peakuuy (KOHTAaKTHBIE
JICPMaTHTHI)

benzankonus
XJAOPH I
o0ecIBEUnBaET
MATKHUE
KOHTaKTHBIE
JIUH3EI

Bricokuili puck
pa3BUTHA
KEITYyXH Yy
HOBOPOXKJICHHBIX

Bo3MoxHE
crydau
TOKCHUYCCKUX H
aNIeprUUeCcKux
peakuuil y gerei
1o 3 ner

He ucnosb3yercst
OpH  HaJUIHH
OepramteHa B
Macie
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Bytunruapoxcunanuzon E320

Byrunrunpokcuronyon E321

Macno KaCTOpOBO€
MOJHUITOKCUIUPOBAHHOC,
KaCTOpPOBOC
ITOJIN3TOKCHUINPOBAHHOEC

THIPOTCHU3NPOBAHHOE

24
Macio

25 Coupt  1EeToCTeapu-JIOBHIA;
CIIUPT LIETUIIOBBII

Xnopkpeson

JumMeTunicynbhokcun

DTanon

MectHOE

MecTtHoe

[TapenTtepanbHOE

IlepopanbHoe

MecTtHoe

MectHOe

MecTHOE
[TapenTtepanbHOE

MecTHOE

IMepopansHOE
MapeHTepabHOe

[Iepopansuoe
MapeHTepaIbHOe

CopepxaHue
3TaHoOJNIa B
pa3zoBoi 103e
menee 100 mr

or 100 Mr mo 3 r
3TaHoOJNa B
pasoBoii 1o3e

3 r B pa3oBoil
JI03€ TIpernapaTa

MecTHbIC
peaknuu (KOHTaKTHEIC
JE€pPMAaTHUTHI),
pa3apakeHus Tia3 u
CIIU3UCTBIX 000JI0YEK

KOXHBIC

MecTHbIE  KOXHBIE
peaknuu (KOHTaKTHEIC
JEPMATHTHI),
pa3apaxkeHusi ria3 u
CITU3UCTBIX 000JI0UEK

Cepbe3Hble
AICPTHICCKUE PEaKIIUU

Hapymenus
KEJITyJOYHO-KHUIICYHOI'O
TpakTa u [uapes

Koxurie pcakun

MectHbIE
peakiuu (KOHTAaKTHBIE
JIepMAaTHUTHI)

KOXHBIC

Anneprudeckue
peakuun

Paznpaxxenus: koxu

[Ipenapar conpepxur
HU3KUH  YpOBEHb
3TaHoJa

IIpoTuBOTIOKA3aHO: 151
JHI[  CTPaJarolluX
aJIKOTOJIU3MOM,
SIUJIETICUCH,
OepeMEeHHBIM u
KOPMSIIIIUM >KEHIIHHAM,
00N bHBIM c

ICTSIM,

3a00JICBAHUSAMM [IE€YECHU

[IpoTuBONOKa3aHO: ISt
JHIl  CTpaXaromux
aJIKOTOJIU3MOM,
SIHJICTICUEH, JETIM,
OepeMeHHBIM u

KOpMAIUM KCHIIUHAM 1
B

OOJIBHEIM c
3a00JIEBAaHNAMH TIEUEHU;
BJIMSIET HA CIIOCOOHOCTH

ynpaBIeHUs
TPaHCIOPTHBIMH
cpeiAcTBaAaMHM WU
OMacCHBIMHU

MEXaHW3MaMH; BIMSACT K
nelcTBUA
IPYTUX JEKapCTB

U3MCHACT

Copepxarniue
3TaHoJIa, MEHee
100 mr B pazoBoii
Jo3e

KonuuecTtBo
STHIIOBOTO CIIHPTA
3THUX
JIEKapCTBEHHBIX
npenaparax
MOXKET BIUATh U
U3MEHATH
JIEUCTBUA PYTUX
JIeKapcTB



Bo3moxHEI cliyuaun

MecTHoe * MECTHBIX  KOXHBIX
peakuuii (KOHTaKTHEIE
®dopmanbaerus JICpPMATHUTBI)
Hapymenus
ITepopanbpHOE * KEITy TOYHO-KUIIIEYHOT O

TpaKTa U AUapest

Ilepen HazHaueHuem
npemnapaToB
YCTaHOBIIMBAETCS
NepPeHOCHUMOCTh
GPYKTO3HI;
MPOTHUBONIOKA3aHO
0O0IbHBIM c

[epopansHoe *

HacJIeICTBEHHOH
HEIMEPEHOCUMOCThIO

(bpPyKTO3BI

KommaectBo GpyKTO3HI B
I B pa3oBOM [J03€

ITapenrepanbHoe 5r Ipenapara;He Ha3HadaTb
MaIMeHTaM C CaXapHbIM
IrabeToM

30
DpykTOo3a

Kungkue

JIEKAPCTBEHHBIE

¢dopmbl Ui mpuema ¥ Hanocsr Bpen 3yoam
BHYTpPb, TaOJETKH

JKEeBaTeIbHbIC

Ilpu nnurensHOM
HCIIOJIB30BaHUU B
TEUYCHHE JIBYX WU
Oosee HeIEIb

[IporuBonokaszaHo
JUIAaM c
IlapenTepansHoe " HaclIeICTBEHHON
HENEPEHOCUMOCTBIO
rajgakTO3Fbl,

rajlakTo3eMuei

IIporuBonokaszaHo
THIaM c
HACJICJACTBECHHOMN
lamakro3a HEMEPEHOCUMOCTHIO
[epopansHoe *
rajakTo3bl,
rajlakTo3eMHed WU
ManbabcopOIueit
TJIFOKO30TaIaKTO3bI

KonmuecTBo ramakTo3sl
B I' B pa3oBOil J103e
5r npenapara;ocTOpOKHO
Ha3HayaTh OOJIBHEIM C
CaxXapHBIM THabeTOM

IlepopanbHoe
[TapenrepanbHoe

[IpotuBonokaszaHo

TUIaM c

ITepopanpaOe * .
ManbabcopOuuei

TJIFOKO3BI-IraJIaKTO3bI



[TepopanbHoe KonuuecTBo riatoko3sl B
[MapenTepansHOE 5t I B pa3oBOH J03€
npenapara;ocTOpOKHO

I'moko3a PeTiapata;oetop
Ha3Ha4aTh OOJIEHBIM C

caxapHBIM JHa0eToM

JaHnHas
nHdopmamus
Oxka3bpIBaeT BKJIIOYAeTCs B
* MOBpEXAa0Iee MHCTPYKIHIO, TIPU
JeHCTBHE Ha 3yOBI JIUTEIbHOM
MIPUMEHEHHH (IBE

PactBops! i1 npuema
BHYTphs CocaTenbHbIe
JKEeBaTEIbHBIE
TabneTKn

1 OoJiee HEeIh)

[MoGouHbIE peakiuu:
roJOBHAs 001b,
[TepopanbHoe 10 r/B 1 no3e HapymeHHus
TCuuepoi JKEITYyT0YHO-KHIIEYHOI'O
TpaKTa, Iuapes

ITocmabnsromee

PexransHoe 1r .
NeHCTBUE

Anneprudeckue

peaKiuu, CHIKEHHE
lemapun (B KkauyecTBe

BCIIOMOTI'aTCJIbHOI'O BCHICCTBa HapeHTepanLHoe *

)

34 CBEPTHIBAEMOCTH KPOBHU:
MPOTHBOIIOKA3aHO
JIMLAM C aJJIEPru4ecKou

peakuuei Ha rernapyuH

[IpoTuBomoka3aHo
THIaM c

* HACIEICTBEHHON
HEMEePEeHOCHMOCTHIO
(bpyKTO3BI

IHepopankHoe YMepeHHOE
nmociabasromnee
JIEHCTBUE; YKAa3bIBAETCS
KaJJOpUHUHOCTH

Cupon
35 rugporeHu3upoBaHHON
TJIIOKO3bl (MM MaJbTUT
JKHATKAN)
10r

TUAPOreHU3UPOBAHHOU
[JIFOKO3EI - 2,3 KKaju/T

[IporuBonokaszaHo
JUILAaM c
HacJeJdCTBEHHOU
HETNEPEHOCUMOCTBIO
GpPYKTO3HI HIH
MairbabcopOiueit
[TepopanbHoe TIFOKO3BI-TAJIAKTO3BI

KomnnuecTBo ri10K0361 U
(pYyKTO3BI B T' B pa3oBOi

Caxap WHBEPTHBIH no3e npemnapara;
OCTOPO’XKHO Ha3HayaTh
OONBHBIM C CaxapHBIM
nabeToM

PactBops! U1 npuema
BHYTpb; cocaTelIbHbIE



J)KeBaTelbHbIE * OKka3bIBaeT IIpu muTenbHOM
TaOJIETKHA MOBpEKIAOTICE MpUMEHEHHH (1B
JeicTBUE HA 3yOBI u OoIlee HEIEIH)

IIpoTuBOMIOKa3aHO
JHUIAaM c
HacJeJICTBCHHOM
HENEPEHOCUMOCTBIO
(PYKTO3BI, TaIAaKTO3HI,
rajakTo3eMuedl I

37 N
Jaxtur E 966 IepopanbHoe Masnbabcopbuneit
’ TJIFOKO3bI-TaJIaKTO3bI

YMepeHHOE
nociabasrouee

10T NefCTBHE; YKa3bIBaeTCA
KaJIOpUHUHOCTD JIAKTUTA -
2,3 kkan/t

IIpoTuBOTIOKA3aHO
THIaM c
HacJIeICTBEHHOU
HEMEePEeHOCUMOCTHIO

* rajlakTo3bl, JCPHUIIUTOM
¢depmenta Lapp (JIAIIIT)
-ITaKTa3Hml,

Jlakro3a [TepopanbHoe Manbabcopbuneit
TITFOKO3BI-TalTaKTO3bI

YKka3beiBaeTCs
KOJIMYECTBO JIAKTO3HI B T
B pa3oBOoil mo3e
MperapaTa;oCTOPOKHO
Ha3Ha4aTh OOJILHBIM C
caxapHbIM TrabeToM

MecTHBIE  KOXHBIC
Jlanommn (ILlepctsHoii xxup) MecTHOE * peaknuu (KOHTaKTHBIN
JepMaTHT)

IIporuBonokaszaHo
TUIaM c
* HaCIeICTBEHHOU
E 965 Manstut;E 953 HENICPpEHOCHMOCTBIO
40 HN3zomaneTuTom;MansTut (pykTo3BI
KU KU (cupom [lepopanbHoe YMepeHHOE
TUJIPOr€HU3UPOBAHHOMN nocaabusonee
TJIFOKO3bI) 10 JIEHCTBUE; YKa3bIBaETCs
s KaJOPUHUHOCTH
TUAPOr€HU3UPOBAHHON

IJIFOKO3EI - 2,3 KKan/T

YMepeHHOE
Mannunron (MaHeHT) E421 ITepopanpHOE 10r mociuabustonee
JercTBue

O¢TOoaBMATOTHYCCKUE
JIeKapCTBEHHBIE *

thopmbl

Anneprudeckue
peaxiuu



42

43

45

Opranudeckue COeIUMHEHUS

prytu:l)  THOMepcanl)
GeHnI-pTyTH  HHUTpAT3)
¢deHmI-pryTH  anerar4)

¢benmI-pTyTH OOpaT

[MaparunpokcnbeH30aThl U UX
3bpups:l)
STHINAapa-rupokcroensoar (
E 214)2) nponwun-naparun-
pokcubenzoar (E 216)3)
HaTpHu4
MpOoNIINaparupoKCHOeH30aT
(E 217)4)
METWJI-NaparuipoKcHOeH30at
(E 218)5) mHarpus
METHUIIIaparuApoKcudeH30ar
(E 219)

Ddennnananud

Kannii

MecTtHoe

[TapenTtepanbHOE

IIepopanbHoe;

0 TOTBMATIOTHUCCKUE

JIeKapCTBEH-HBIE
(hopmbI;MecTHOE

[TapenTepanpHOE;
MHTaJIallMOHHOE

MecTHOE,
nepopalpHoOeE,
MapeHTepantbHOE

ITapenrepanbHoe

ITapentepansHoe
IlepopanbHoe

*

*

CopepxaHue
Kanus MeHee 1
MMOJIb B pa30BOi
Zo3e

ConepxaHue
Kanus 1 MMOJb B
pasoBoii 103€

MecTHBIE  KOXHBIC
peakuuu (KOHTAKTHBIH
JIepMaTHT), HapyIICHHE
MUTMEHTAUH KOXKH

Anneprudeckue
peaxiuu

Annepruyeckue
peaKknuy 3aMeICHHOTO
THUIIA

Anneprudeckue
peakuuu 3aMeUIEHHOTO
THIa, OPOHXOCTIAa3M

[IporuBonokaszaHo
JIHUIaM c
(eHnnkeTonypuei

B wuHcTpykuumn
nHpoOpMAIUS
OTHOCHTEJBHO
coJepKaHUS
Kajau4
OCHOBBIBAETCS Ha
obmem
CoJepKaHUH
Kallus B
npenapare;MeHee
1 mmons (39 mr) B
pa3oBoil jgo3e,
CUHTAIOTCS

Yka3piBaeTCs
KOJIMYECTBO Kalusi B
MMOJIb (WJIH MT) B
pa30Boii 103e mpernapara npenapaTaMu
CBOOOAHBIMH OT
Kaust; 0COOEHHO
BAaXHO, IIpH
MPUMCHCHUHU B
neIMaTPUIECKON
MpaKkTUKe, Te
Ha3HAYaKTCS
nmpemaparsl ¢
HU3KHM YPOBHEM
KaJus

VYka3eiBaeTcs
KOJHMYECTBO Kalus B
MMOJNb (MJIH MT) B
pa3oBoil no3e mpemnapara
; OCTOPOXXHO Ha3HayaThb
JUIIAM CO CHIDKEHHOU
(YHKIHEH TOYeK WIH Y
KOTOPBIX



46 IlponuneH-TJIUKOJIb U €ro
3¢upHI

Macno KyHXyTHOe

Harpuii

49 Kucnora copOuHOBas u ee
conu

BHyTpuBeHHOE
BBECJICHUE

MecTtHoe

IlepopanbHoe
[TapenTtepanbHOE

Bce nyTtu BBEneHus

ITapenTepansHoe

[TapenTepanpHoOE;
HepopanbHOe

MectHOEe

30 MMOJIB/IT
%

400 mr/kr - mis
B3pocibix 200 mr/
KT - U1 TeTeH

ConepxaHue
HaTtpus MeHee 1
MMOJIb B pa3oBOM
J03€ Ipemnapara

ConepxaHue
HaTpus 1| MMOINb B
pa3oBoii no3e

KOHTPOJUPYETCS
MOCTYIICHUE Kajaus C
HUIIEH

Boib B MecTe HHBEKIIUH
Paznpaxenue koxu

O¢pdexTrr, momOOHBIE
JIEHCTBUIO AJIKOTOJISI

Penkue cillyyau
CepbEe3HBIX
IJIEPrUYEeCKUX peaKIuii

B wuHCcTpykunmn
nHPOPMAIU
OTHOCHUTEIBHO
coJepKaHus
HaTpus
OCHOBBIBAETCS Ha
obmem
COZepKaHUH
HaTpHs B
npemnapare;
npenaparsl
cojJepikalue
HaTpusi MeHee 1
MMOJb (23 MT) B
pa3oBoil nmo03e,
CUUTAIOTCS

Vka3pBaeTcsa
KOJIMYECTBO HATPHUSA B
MMOJIb (WIH MT) B
Pa30BOii 103¢ mpemapara
npemnapaTaMmu
CBOOOIHBIMH OT
HaTpUSL;
OcobeHHO 3TO
BaXHO, IIpH
NpUMEHCHUU B
MeIUaTPUIECKOM
rae
Ha3HAYaITCA
mpemaparsl  C
HU3KAM YPOBHEM
HaATpUs

MMpaKTUKE,

Yka3bsiBaeTcs
KOJIMYECTBO HATpHUS B
MMOJb (WM MT) B
pa3oBoii 103e mpemnapara
;  OCTOpPOXHO TpH
Ha3HAYCHUHU JIUIAM,
COONIO A0 IUM
GecconeBylo aueTy

MecTHBIE KOXHBIE
peakiuu (KOHTaKTHBIH

JIepMaTHT)



IMepopanbHOE IIpoTuBOMOKa3aHBI
[MapenTepansHOE * nalueHTaM c
HACJICJACTBEHHOMN
50 HEMEPEHOCUMOCTHIO
Cop6urton E420 bpyKTo3HI

YMepeHHOE
nocnabnswouee
[lepopanbHoe 10r JIEHCTBUE; YKAa3bIBACTCS
KaJOPUHUHOCTH
copburona - 2,6 KKal/T

MecTHBIE  KOXHBIC
51 Macmao coeBoe,Macio coeBoe

Bce mytn BBeenns ¥ peakiuy (KOHTAKTHBIH
THJPOTCHU3UPOBAHHOE
JICpMATHT)

MecTHBIE  KOJXHBIE
CreapuiioBblil CiupT MecTtHoe * peakiuu (KOHTaKTHBIH
JIepMaTHT)

[IporuBonokaszaHo
TUIaM c
HacJIeJCTBEHHOU
HEINEPEHOCUMOCTBIO
* GpPYyKTO3HI,
MairbabcopOimeit
TJIFOKO3BI-TaIaKTO3bl,
IepopansHoe nepunuToM (QpepmeHTa
CYKpa3bl-U30MabTa3bl

Vka3pBaeTcsa
KOJIMYECTBO CYKpa3bl B
rpaMMax B pa3oBOM 103€
Tpenapara;ocTOPOKHO
Ha3HayaTh OOJBHBEIM C
CaxapHbIM JTHabeTOM

Cyxkpo3a

JdanHas
nHpOpPMAIU
BKJIIOYAETCS B
HHCTPYKUHIO,

PactBops! U1 npuema
Korpga

BHYTPb;COCATCNBHbIC, IToBpexnaroniee
JKeBaTeJbHBIE JeicTBUE HA 3yObI

Ta0JIETKH

JIeKapCTBEHHBIN
npemnapar
npeHa3HAYCH ISt
JUTUTEILHOTO
IpUMeHeHUs (J1Be
1 OoJiee HEJeIh)

Cynsdutel,  BKIOYaAA

MeTabuCyIppuTH: 1) ceps

nuokcun E 2202) Hatpus

cyneputr E 2213) narpus IlepopanbHoe; Cepbe3Hble
oucynsur E 2224) HaTpus mapeHTepantbHOE; * AJIEPrUYECKUe PEeaKIUU
Mertabucynspur E 2235) wuHTranmamuoHHOE n OpoHXOCTIa3M

kanus Mertabucynepur E

2246) xamms Oucynepur E

228



55 IporuBonokasan nuuam I[limeHUYHBIH
ImeHuHbIH Kpaxma IepopanbHoe * C QUIEPTHYECKMMHU  Kpaxmal MOXKET
peakuusaMu Ha co/iepXaTh
MIIEHWYHBIA KpaxMas  [umoTeH (ciezpr)

YMmepeHHOE
nocnabnsouee
Kcunuron IepopanbHoe 10r JeficTBHE; yKa3bIBACTCS
KaJOpPUHUHOCTH
KCHJINTOJA - 2,4 KKan/T

Hcnonp3yembie COKpAIIEHUS: MT' — MIJITUTPaMM; KT — KAJIOTPaMM; MKT — MHKPOTpamMM; T
— TpaMM; KKaJl — KIJIOKQJIOPHIA; MMOJIb — MIJIUMOJTb; JT — JIUTP.
[Ipumeyanue:

* He3aBUCHMO OT KOJHMYECTBEHHOTO COJEPKaHUsI BCIIOMOTATEIbHBIX BEIIECTB,
uHbopmaIusa, YyKa3zaHHas B KOJOHKE 5, oOTpaxaeTrcsi B HHCTPYKIHU TIO
METUITTHCKOMY TIPUMCHCHHIO.

** Wudopmamus, ykazaHHas B KOJIOHKE 6, TpeIHa3HA4YeHa ISl DKCIEPTOB
NpU TIPOBEJICHUH CIICIIUATH3UPOBAHHOM IKCIIEPTH3BI JICKAPCTBEHHOTO CPEJICTBA.

ITpunoxenne 18
K MIPaBHUJIaM SKCIICPTH3BI
JICKAPCTBCHHBIX CPE/ICTB

Ilepedens N3MEHECHHI, BHOCHMBIX B PETHCTPAIHOHHOE AOCHE JICKAPCTBECHHOT'O
CpencTBa

A. AAMUHUCTpPATUBHBIC U3MEHEHUS

A.1 V3amenenne Ha3BaHUA U (MIIM) ajipeca JIepKaTels perncTpanuoHHOTO JloKyMeHTHI 1

VYcenosus [Ipouenypa
YIOCTOBEPEHHS JaHHBIC
a) Jlepkarenb perucTpaliiOHHOTO YAOCTOBEPEHHUS HE MEHSIETCS 1 1,2 1A
0) CMeHa nepKaTens perucTPaoOHHOTO YIOCTOBEPEHHS 2,3,4 1B

Y ¢ 1 o B u 1
1. epxaTeneM peTUCTPallMOHHOTO yIOCTOBEPEHUS SIBIISIETCS IOPUINUECKOE JIUILIO.

JdoxkxkyMmMeHT aUu™s

1. IoKkyMeHT OT COOTBETCTBYIOIIETO yIIOJIHOMOYCHHOTO OpraHa (HallpuMep, HaJOrOBOTO OpraHa), B KOTOPOM
yKa3aHo HOBOE€ Ha3BaHHEC AU anpec.
2. TlepecmoTpeHHass MH(pOpMAIHs O JICKAPCTBCHHOM mpernapare (OOHOBJCHHAs KpaTKas XapaKTePUCTUKA
JICKApCTBEHHOT'O TpernapaTa, MHCTPYKIHUS 110 MEIUIIMHCKOMY MPUMCHCHUIO (JIMCTOK-BKJIAJBIII), MapKUPOBKA).
3. KpaTtkas xapakTepuCTHKa CHCTEeMBI (hapMaKOHaJ30pa OT HOBOTO JACpPXKATENS PETHCTPAI[MOHHOTO

yAOCTOBEpEHHUS (APY) BKJIIOYAMOT clenyoume SJIEMEHTHI:
uHbOpMALIUS O TOM, YTO JEPIKATENb PErHCTPAIMOHHOTO YIOCTOBEPEHHUS HMMEET B CBOEM pPaCIOPSIKCHUU
OTBETCTBEHHOE JTHUI0 3a rno6anbHBIH bapmakoHaa3op;
KOHTaKTHBIC JaHHBIC OTBETCTBEHHOT'O JUIa 3a ra00anbHbBIH dbapmakoHam3op;

JeKIapanys, MOoANUCaHHAas JAepKaTelleM PEruCcTPAllMOHHOTO YJOCTOBEPEHHUS O TOM, UYTO OH MMEET CHCTEMY
(hapmakoHa30pa 1S BBITOJIHEHUS 3a/1a4 M 00513aHHOCTEH 110 IIOCTPErHCTPAlMOHHOMY KOHTPOJIIO 0€301acHOCTH
TeKapcTBEHHEB X CpencTB;
cchlmka Ha  MecTto  (ampec), THAe  XpaHHTCA  MacTep-¢daiin  cuctemsl  ¢dapmakoHan3opa.
4. JloroBOpHBIE B3aHMOOTHOIIIEHHS MEX Ty Tpon3BoanuTeneM U JIPY Ha mpaBo OCYIIECTBICHUS ACATEIHHOCTH 110
(hapmakoHamzopy.



A. 2 U3aMeHeHue (TOProBoro) HAaMMEHOBAHUS JIEKApCTBEHHOT O npenapara  Ycnosus Jlokyments! 1 Ilponenypa
JaHHBIC

a) JlekapcTBeHHBIE TIpeTapaThl 1 1,2,3,4,5 1B

Y ¢ o1 o B un 14

1 M30erath mMyTaHMIBI C HA3BAHUSIMHA CYIIECTBYIOIINX MEANIIMHCKUX IPETapaToB WM ke ¢ MeXIyHapOoJHBIM
HeNaTeHTOBaHHBIM Ha3zBaHneM MHH, ecnu ke HanMeHOBaHWE OOIIENPUHSITOE, U3MCHEHHE NMPOU3BEACHO B
CIIEIyIOIEeM MOPSIKE: OT OOIICTIPUHATOrO Ha3BaHM K hapmakoneitnomy i kK MHH

JdoxyMmMeHT anuuus

1. MortuBupoBaHHOe  OOOCHOBaHHE  HCOOXOAMMOCTH  W3MCHCHHS  Ha3BaHHWSA  IIpemapara.
2. TlepecmorpenHast uH(OpMAIMS O JICKAPCTBEHHOM Mpenapare (OOHOBICHHAs KpaTKas XapaKTEepUCTHKA
JICKApCTBEHHOTO Tperapara, HHCTPYKIHS 110 MEIUIIMHCKOMY TMPHUMEHEHUIO (JIMCTOK-BKJIABIII), MAPKUPOBKA).
3. Konusi OKyMeHTa, BBIJAHHOT'O KOMIIETCHTHBIMUA OpraHaMU CTPaHbBI-IPOM3BOAUTENS], KOTOPBIA YA0CTOBEPSIET

H3MEHEHUE ero Ha3BaHUI.
4. IMoanucaHHast AeKaapanys 0 TOM, 4YT0 MECTO, CIIoco0, COCTaB, HOPMaTHBHBIN JIOKYMEHT, PEerJIaMEHTHPYIOIIU
KauyecTBO npenapara OCTalHUCh 6e3 U3MEHEHHUS.

5. BemoMoCTh HM3MEHEHHH K YTBEPXKJACHHOMY HOPMATHBHOMY JMAOKYMEHTY 10 KOHTPOJIO KayecTBa H
oe3omnacunoctu JIC.

A. 3 lI3MeHeHMEe HaWMEHOBAaHMS aKTHBHOM (hapMaleBTHYECKON v JIOKyMeHTHI U
CIOBUS

Cy6CTaHHI/II/I WK BCIIOMOT'aTCJIIbBHOTO BCIICCTBA JaHHBIC

1 1,2 1A

[Ipouenypa

Y ¢ 1 o B u 4
1. dapmarneBTHYECKas CyOCTaHIMS (BCIIOMOTaTeIbHOE BEIIECTBO) HE M3MEHSICTCS.

JdoxkxkyMeHT aUnuqs

1. CBunerenscTBO BeemupHo#l opranuzanum 3apaBooxpanenus (naigee — BO3) 00 yTBepKAeHUH WM KOTHUS
MEpeUYHA Me)KuyHapongoro HenaTeHTOBAaHHOTO HanMeHoBaHMA. Ecian MPUMEHNUMO, TIMOATBEPKIACHUE TOI'0, YTO
u3MeHeHue cootBercTByeT [ocymapctBennoit ®apmakomnee Pecny6mmku Kazaxcran. [lexmaparus, 4To
HaUMCHOBAaHUC PACTUTCIHHBIX JICKAPCTBCHHBIX IPEIAPaTOB PACTUTEIBHOTO MPOUCXOXKIACHUS COOTBETCTBYET
JOKYMEHTaM Pecnybonuku Kazaxcras.
2. [lepecmoTrperHas nHpOpMAIHS O JCKAPCTBEHHOM IIperapare.

A. 4 VI3ameHeHue Ha3BaHUA U (WIH) ajJpeca: MPOU3BOAUTENS (BKIOUas,
€CJI MPUMEHHUMO, TUTOMIAJ0K IO KOHTPOIO KauecTBa), W JepiKaTes
MacTep- (aiina akTHBHON QapmaneBTHUECKol cyOcTtaHimm (maiee —
MOA®C), nnn mocTaBIIMKa aKTHBHOW (papMarieBTUIecKOi CyOCTaHIInH,

HCXOIHBIX MAaTEpUaJIOB, PEAaKTHBOB WM IMPOMEKYTOUHBIX NMPOAYKTOB, JlOKyMeHTHI 1

N . YcioBus [Ipouenypa
UCIOJB3yeMbIX B IIPOM3BOJCTBE aKTUBHOW (hapMaleBTUUYECKOM JAHHBIE
cyocTtannuu (eclid yKa3aHO B TEXHHYSCKOM [OChE), €CIu B
PETUCTPAITMOHHOM JTOChE OTCYTCTBYIOT CepTHU(HUKATHI COOTBETCTBHs Ph.
Eur., win npou3BoanuTeIsl HOBOTO BCIIOMOTATEILHOTO BEMIECTBA (eCiH
YKa3aHO B TEXHIHUYECKOM JOChE)
1 1,2,3 1A

YV ¢ 1 o B HuH 4
1. TIpou3BoACTBEHHAS IUIOIIA/IKA M HU OJ{HA U3 MPOM3BOACTBEHHBIX ONEPAIMil HE U3MEHSIETCSL.

JdokymMeHT anmsd

1. OdunmanpHBIA TOKYMEHT OT YIIOJTHOMOYEHHOTO OpraHa (HanpuMmep, HaJIorTOBOTO OpraHa), B KOTOPOM yKa3aHo
HOBOE Ha3BaHUEC u (unm) axpec.
2. IMonpaBka K COOTBETCTBYIOIIEMY(HUM) pasneny(am) Joche.
3. [Ipu n3meneHnu HazBaHUs aepxkaTtenss MOADC — oOHOBICHHOE pa3pelIeHUe Ha TOCTYII.

A. 5 N3MeHenme Ha3zBaHuUd U (WIM) agpeca MPOU3BOJIUTENA
JIEKapCTBEHHOr'0 Mpemnapara, BKJIIOUYas BBIMYCKAIONIME IUIOMAAKA U Y CIOBUSA
IJIOIIAKHU 110 KOHTPOJIIO KadecTBa

JloKyMeHTHI U I
oLeaypa
JaHHBIC POferyP



a) JeiicTBus, 3a KOTOpBIE OTBEYAET INPOMU3BOAUTENH (MMmmopTep), 1 1,2,3 IA
BKJIFOYAOT BBIYCK CEpUit

6) HeiicTBHs, 3a KOTOpBIE OTBEYACT MPOU3BOJIUTENH (MMIIOPTEp), HE

o 1 1,2,3 1A
BKJIIOYAIOT BBIIYCK CEPUil

YV ¢ 1 o B HuW 4
1. Her m3MeHeHHS B MPOM3BOACTBEHHOM Iporecce, (PaKTHIeCKOM MECTE PACIOJOKEHHUS IUIOMAAKH, B
HOPMATHBHOM JOKYMEHTE 110 KOHTPOITIO Ka4ecTBa M Oe30MaCHOCTH JIEKAPCTBEHHOTO CPECTRA.

JdoxyMmMeHT anuuus

1. Komust ucnpaBieHHOTO pa3penieHns] Ha MPOU3BOACTBO (TIPH HAIWYMHN) WIN O(UIMATIBHBIA JOKYMEHT OT
COOTBETCTBYIOIETO YNOJIHOMOYEHHOTO OpraHa, B KOTOPOM YHNOMHHAeTCsl HOBOE Ha3BaHue W (WIH) ajpec.
2. Eciim mpuMeHNMO, TOMpaBKa K COOTBETCTBYIOMIEMY(MM) pasneny(aM) J0oChe, BKIIIOYas IEPECMOTPEHHYIO
HHpOPMAIHUIO 0 JTEeKapCTBEHHOM npemapare.
3. OOHOBIIEHHAasl KpaTKas XapakTepUCTHUKa JIEKApCTBEHHOTO Ipernapara, MHCTPYKUHS 110 MEIUIMHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKIIABIIT), MAPKHPOBKA.

V3meHeHne Kosa aHaTOMO-TepaneBTHIECKO-XUMHIecko (nanee - ATX Tpebyemas Bun
ST

. YcaoBu

6 ) KITaccU(pUKaIuu JIOKYMEHTalusl NpOLeaypbl
1 1,2 1A

Y ¢ m1 o B U 4

1. I3meHeHune BeneacTBUE yTBep K IeH ninn u3meHenus BO3 kona ATX.

JdoxyMmMeHT aUnus

1. CBHUOETENBCTBO BO3 00 YTBEPXKACHUU Ui KOIIus nepeyHs KOIOB ATX.

2. TlepecmoTrpenHas wH(pOpManus O JEKapCTBEHHOM Ipemnapare (0OHOBIEHHAs KpaTKas XapaKTepUCTHKa
JIeKapCTBEHHOT' O Iperapara).

HckntoueHne NpOM3BOACTBEHHON IUIOIAAKU (B TOM 4YHCIE IS
aKTUBHOW (apMaleBTHUECKON CyOCTaHIMM, IIPOMEKYTOUHBIX

MIPOLYKTOB, JIEKAPCTBEHHOTO MpeIapara, YIIaKOBIIUKA, TPOU3BOANTE, Tpebyemas Bun

Ycenosus
. OTBETCTBEHHOT'O 3a BBIMYCK CEPHH, KOHTPOJsSI KauecTBa CEpUil HIIU JIOKYMEHTAIHS TIPOLIESYPbI
IMOCTaBIIMKa UCXOAHOI'O0 MaTepuaia, p€akKTuBa UJIM BCIIOMOTI'aTCIIbHOTO
BEIIECTBA (€CJIH YKa3aHbl B JIOChE)
1,2 1,2 1A

Y ¢ o1 o B u 14

1. Ocraercs He MeHee OIHON paHee OJOOPEHHOW NPOM3BOACTBEHHOW IUIONIANKH (TIPOU3BOJUTEIS),

OCYIIECTBISIIOIINX T€ e (QYHKIHMH, YTO ¥ TOAJexamue uckmodeHnto. Ecnum nmpumennmo, B PecnyOnuke
Kazaxcran ocraercs, o MeHbIIEH Mepe, OIUH MPOU3BOIUTENb, OTBEUAIONINH 32 BBITYCK CEpHH, CIIOCOOHBIH
CepTUOULIHMPOBATh HCIBITAHUE MPOAYKTa B LeIsIX BblNycka cepudl B Pecny6nuke Kazaxcran.
2. UckimoueHne He SBISIETCS CISACTBHEM KPUTHUECKUX HEAOCTATKOB IPOH3BOCTBA.

JdoxywMmMeHT anuwuws

1. B popme 3asBieHNsT 0 BHECEHUN M3MEHEHHH HEOOXOIMMO YeTKO 0003HAUNTh "Tekymux" U "mpeaiaraeMbix”
MPOU3BOAUTEIICH, MepevYnCcIeHHBIX B 3asiBICHUU 0 perucTpanui.
2. IompaBka K COOTBETCTByMOIEMY(MM) pa3ieny(aM) Ioche, BKIOYas MEPEeCMOTPEHHYI0 HH(POpPMALHIO O
JIEKapCTBEHHOM TIpenapaTe.

A. 8 U3MeHeHusl JaThl ayauTa s BEpUPUKANUHA COOTBETCTBUS
Y puch Tpebyemas Bupg

MIPOU3BOJUTENS aKTHBHOHW (hapManeBTHUECKOW CyOCTaHIIMM HpaBwiaM Y CIIOBHS
JIOKYMEHTalus IPOLEeIypPbl

HaJJIeKallel IPOU3BOJCTBEHHON IPAKTUKU
- 1 IA

JdoxyMmMeHT aUuus

1. TlucpMeHHOE TMOATBEPXKACHUE IPOW3BOAUTENS JICKAPCTBCHHOTO IIpemapara, cojaepkamiee yKazaHdhe O
BepU(UKAIUA COOTBETCTBUS IPOU3BOAWUTENS aKTHBHOW (QapmaneBTudeckoil cybcrannuu [IpaBuiam
HaJJIeXaIel Iporu3BOACTBEHHON pakTuKu PecnyOmmku Kazaxcran.



b. I3smenenns kauectBa

b.I AktuBHas dapMaiieBTHUYECKas CyOCTaHIUs

B.1. a) [Ipou3BoacTBo

b.l.a.1 U3meHeHue mnpou3BOAUTENS HMCXOIHOTO
MaTepuaia (peakThBa) MPOMEXYTOYHOIO HPOJYKTa,
HCTIOJIB3YEMOTO B IIPOIIECCE TPON3BOJICTBA aKTHBHON
(hapmareBTHUECKOH CYOCTaHIIMA WM W3MCHEHHE
MPOU3BOAMUTENS AKTUBHOH (apMarieBTUIECKOI
cyOcraHuuu (BKJIIOYAs, €CJIM IPUMEHUMO, TUIONIAIKN
no KOHTPOJIIO KayecTBa) aKTUBHOM
¢apmaneBTHyeckoii  cyOcraHmuM, eciu B
PETUCTPAIMOHHOM JI0ChE OTCYTCTBYET CepTHU(HKAT
coorBercTBUsl EBponeiickoit dapmakonu.

VcaoBus

a) I[lpeanaraemplii TPOU3BOAUTENh MPUHAIJICKUT K
TOH ke (apMameBTHYECKOH Tpymme, uyro u 1,2,3
0JTOOPEHHBIN TPOU3BOIUTEI

0) BHecenme HOBOTO MPOW3BOAMTENS AaKTHBHOMN
(hapmarneBTHUECKOH CcyOCTaHIIMHA, OOOCHOBaHHOW -
MOADC

B) [Ipennaraemplii MPOU3BOJUTENH HCHONB3YET PE3KO
OTJIHMYAIOIIMICA CIOocO0 CHUHTE3a WM YCJIOBHS
IPOU3BOACTBA, KOTOPHIE MEHSIOT BXKHBIC [TOKA3aTEIIH
Ka4yecTBa aKTHBHOM (hapMalleBTHUCCKON CYyOCTaHITHH,
TaKue KaK Ka4eCTBEHHBIH M (MJIM) KOJIMYECTBEHHBIH
npoduib MpuMecei, TpeOyIomuil KBaTMpUKAIN, HITH
(bU3NKO-XMMUYECKHUE CBOWCTBA, BIUAIOIIUE Ha
OMOIOCTYIHOCTD

r) HoBblil mpou3BoauTe s MaTepuaia, TPEOYHOIIEro
OIICHKM BUPYCHOW Oe3omacHocTH W (WJIM) pPHCKa
TpancMmuccUBHOM ryOuaroif sHIedanonaTuy (Janee —
TI3)

n) H3MmeHeHHMe 3aTparuBaeT OHOJIOTHYECKYIO
AaKTUBHYIO (DapMaleBTHUECKYI0 CYOCTaHIIMIO WM
UCXOIHBIH MarepHan (peakTHUB) INPOMEKYTOUHBIH
NMPOAYKT, HCHOJNB3YIOMUICA B NPOU3BOACTBE
OHOJIOTHYECKOTO (MMMYHOJIOTHYECKOTO)
JIEKapCTBEHHOTO IIpenapaTa

e) VzameHnenne nopsijika KOHTPOJIS Ka4eCTBa aKTHBHOM
(apmaneBTHUECKONH CyOCTaHIIMM: CMEHa WIH
Jo0aBlIeHNE IUIONIAAKY, HA KOTOPOU OCYIIECTBIIACTCS
KOHTPOITb (MCIIBITAaHHUE) CePHIA

2,4

k) BHeceHHe HOBOTrO MNPOU3BOAMUTENS AKTHUBHOM
(apManeBTHUYECKOH CyOCTaHIIMM, HE HMeEIoUeH
M®A®C n Tpebyromieii CymecTBeHHOT0 OOHOBJICHUS -
COOTBETCTBYIOIIETO pa3fiefla JO0Che II0 AaKTHBHOM
(hapMareBTHIECKON CyOCTaHINH

3) Bxkitouenue aHLTepHaTI/IBHOﬁ IIomaakKu  I10
CTepUIn3aliun AKTUBHOM (l)apMaHGBTH‘ICCKOﬁ

Tpebyemas
JOKyMEHTalus

1,2,3,4,5,6,7,

L5

Bun
MPOIIEeTyPhI

1A

II

II

II

II

IA

II

IB



cyOCTaHIIUM ¢  WCIOJIB30BaHHEM  METOZa 1,2,4,5,8
TocynmapctBennoit ®apmakomen PecnyOnukn
Kazaxcran

1) BHeceHre HOBOI MIIOMIAKK TI0O MUKPOHHU3AIIH 2,5 1,4,5,6 IA

K) V3MeHeHHs COTJIAIIeHWH 110 HWCHBITAaHUAM II0

KOHTPOIIIO KadecTBa OWOJOTHYECKOW aKTUBHOM

(apmarieBTHUECKOW CyOCTAaHIIMU: 3aMEHa WU

BKJIIOUEHHUE TUJIOIIAJIKH, HA KOTOPOM OCYIIECTBISAETCS - - II
KOHTPOJb  (MCHBITAaHMS) CepUM, BKIIOYad

OMOJIOTNYEeCKHUH (MMMYHOJIOTHYECKHIT) (

HMMMYHO-XHUMHUYECKHH) METO/T

1) HoBas tutomaaka mo xpaHeHHWIO TJaBHOTO OaHKa

- L5 1B
KJICTOK H (WIK) pabouux OaHKOB KJIETOK

Y ¢ o1 o B un 14

1. Cnerdukariu HCXOAHBIX MaTEPHUANIOB U PEAKTUBOB (BKIIIOYAs! BHY TPUIIPOU3BOICTBEHHBIE KOHTPOIIH, METOIBI
aHanmpW3a BCeX MaTepHajoB) WIACGHTHYHB paHee onoOpeHHeM. Crnemupuxanum (BKIIOYAs
BHYTPHIIPOU3BOACTBEHHBI KOHTPOJIb, METO/IBI aHAJIM3a BCEX MAaTEPUANIOB), CIIOCOOBI IPUTOTOBICHNS (BKIIIOUAS
pa3mep cepur) U MoAPOOHBIN CrIOCOO CHHTE3a MPOMEXYTOUHBIX ITPOJAYKTOB M aKTHUBHBIX (papManeBTHYeCKuX
cybcTtaHuui NIEHTUYHBI paHee ONOOpEHHBIM.
2. AxTuBHas QapmaneBTHUecKas CyOCTaHIUS HE SBISIETCS OWOJIOTHYECKOW (MMMYHOJOTMYECKOH) HWIIH
CTE€epHhuh a1s H O U

3. Ecm B mporiecce Mpon3BOACTBA HCHONB3YIOTCS MaTepHalIbl YEIOBEYECKOTO WIIN KUBOTHOTO ITPOMCXOXKICHUS,
MPOU3BOAMTENb HE HCIOIb3YET HOBOTO IMOCTABIUKA, B OTHOIIEHUH KOTOPOTO TpeOyeTcs OLEHKa BUPYCHOU
6e3omacHocty 1 cootBeTcTBUE ['ocynapcTBenHoN Dapmakonee Pecriyonuky Kazaxcran o MUHUMHU3AIMK pUCKa
nepefayn areHToB ry06yaToll dHIE(ANONaTHH >KUBOTHBIX ITOCPEICTBOM JIEKAPCTBEHHBIX IPENaparoB JUIs
MEAUIHUHCKOTO u BETEPUHAPHOTO NpUMEHEHUS.
4. Tpanchep MeToma €O  CTapod Ha  HOBYI  IUJIOMIAAKy  MPOM3BENEH  YCIENIHO.
5. Crnemm¢ukanns Ha pa3Mep YacTUI[ aKTHBHOW (apMaleBTUYECKOW CYOCTaHIIMM M COOTBETCTBYIOIIHA
AHAJTUTHYCCKUI METOJ HE U3MEHSIOTCS.

JdoxyMmMeHT aUu™s

1. Ecnmm mnpuMeHnMoO, TONpaBKa K COOTBETCTBYIOIIEMY(COOTBECTBYIOIIMM) paszzeny(pa3zsenaM) JJ0Che.
2. Jlexmapanus repxatelsi perucTpaoHHOro yaocToBepeHus mwi aepxkarent MOADC cooTBETCTBEHHO, YTO
MpoLeypsl KOHTPOJISI KadecTBa crocoda CHHTE3a (MM U PACTHUTENBHBIX JIEKAPCTBEHHBIX MpEnapaToB (
COOTBETCTBEHHO): METOJa IPUTOTOBIICHHS, Ieorpa(uyecKoro HCTOYHHKA, IPOU3BOICTBA PACTUTEIHHOH

(hapMmaleBTHUECKON CYOCTaHIMM M MpOLEecca MPOU3BOACTBA) U CIEHU(PHUKALUN aKTUBHON (apMaleBTHIECKOM
CyOCTaHIIMM M HCXOJHOTO MaTepuasia (peakTHBa) IPOMEXYTOUHOTO MPOJIYKTa B Ipoliecce MPOU3BOJCTBA

AaKTUBHOH (papMalleBTUYECKOH cyOcTaHIMM (ecilM NPUMEHHUMO) HE OTIMYAIOTCS OT paHee OJ0O0pEHHBIX.
3. JIubo ceprudukar coorsercTBus EBpomeiickoit ®@apmakonen mo TI'D mns mro00ro HOBOTO HMCTOYHHKA
MaTepuana, Ju00 (ecnM MPUMEHMMO) NOKYMEHTAIbHOE IOATBEP)KACHHWE TOTO, YTO HCTOYHHK MaTepHhana,

noaBep:keHHbIN pucky TI'D, paHee mccienoBaycsl YHOIHOMOYEHHBIM OPTaHOM; M OBLIO MOATBEPKAEHO €ro
cooTtBeTcTBHE l'ocynmapctBenHoit Papmaxomnee PecrmyOnmku KasaxcTtan mo MHHMMH3aLMK pUCKa Teperadd

areHToB ry04aTol sHIe]aIonaTHH KUBOTHBIX IOCPEICTBOM JIEKAPCTBEHHBIX MTPENapaToB JUIsi MEAUIIMHCKOTO 1
BETEPHHAPHOT0 prMeHeHus. HeoOXxoauMo npeacTaBuTh CIeIyIOMINe CBEACHUS: Ha3BaHHE IIPON3BOIUTEINS; BUJ
JKUBOTHBIX M TKaHHU, U3 KOTOPBIX MOJyYeH MaTepuall; CTpaHa MPOMCX0XK/ICHHUS JKUBOTHBIX, €T0 HCIIOIb30BAHNE U
NpPUEMIEMOCTH B NPOMIOM.
4. lannple aHanm3a cepuil (B popmare CpaBHUTEIHHON TaOIHIIBI), IO MEHBIIIEH Mepe, ABYX cepHid (110 MeHbIIeH
Mepe, OIBITHO-IPOMBIIUICHHBIX) aKTHBHOH (papMameBTHYeCKOH CyOCTaHIIMH OT TeKYIIMX U INpeljaraeMbIX

NPOU3BOJUTENCH (nmomagoxk).
5. B dopme 3asiBieHnst 0 BHECEHUH U3MEHEHHH HEOOXOAMMO 4eTKO 0003HAUMTh "Tekyux" u "npeaiaraembix”
NpOU3BOAUTENCH, KakK yKa3aHo B pasnene 2.5 dbopmbl 3as8BICHHUS.

6. Ecu akTuBHAS Q)apMaHeBTH‘ICCKaH Cy6CTaHLII/I${ HCIIOJIB3YCTCS B KaUCCTBC NCXOAHOTI'0 MaTcpuaia, ACKiIapanus
KBaJ’II/I('I)I/IHI/IPOBaHHOI‘O Jra KaXXJa0ro AEpKaTeiad JIUIECH3WU Ha IMPOU3BOACTBO, YKa3aHHOTO B 3asABJICHUU, U
KBaHI/Id)I/IHI/IPOBaHHOFO JiMOa KaxJaoro Ae€piKaTeid JIMOCH3WW Ha IMPOU3BOACTBO, YKa3aHHOT'O B 3asBJICHUH B



KayecTBE OTBETCTBEHHOTO 3a BBINYCK cepHil. B mekmapanusx HeoOXOAMMO yKa3aThb, YTO IPOU3BOJIUTEIH(
MIPOM3BOANTENN) AKTUBHOH (hapManeBTHUECKOH cyOcTaHIMM, yKa3aHHBIH (yKa3aHHBIE) B 3asBJICHUH,
OCYIIECTBISIET (OCYIIECTBIISIOT) CBOIO JESITEIBHOCTE B COOTBETCTBUM ¢ IlpaBmimamm Haamexamien
MPOW3BOACTBEHHOW mpakTUku PecnyOmmkn KaszaxctaH B OTHONMIEHHWH WCXOIHBIX MaTepuaioB. [lpu
OTIpeNIeIEHHBIX 00CTOSTEIBCTBAX IOIYCKACTCS MPEACTABIATh OAHY AEKIapalio (CM. IpUMeYaHne K H3MEHEHHIO
b .I11.6 .1)

7. TapanTuiiHoe MUCbMO (NP HEOOXOIUMOCTH) MPOU3BOJUTENS aKTHBHOW (hapManeBTHUECKON CyOCTaHIUH
OTIOBELIATh JIePXKaTeNsd PErHCTPAIlMOHHOTO yIOCTOBEPEHHUS O JIIOOBIX M3MEHEHHMSX Mpolecca MPOU3BOICTBA,
cnenquuKanuii W AHATUTUYECKUX  METOAMK  aKTHBHOW  (apManeBTHYECKOW  CyOcTaHIMH.
8. IloaTBepkAEHUE TOTO, YTO MpearaeMas IUIOIAAKa IOJDKHBIM 0Opa3oM JIMIEH3WPOBaHA B OTHOIICHHWU
paccMaTpuBaeMoi JIeKapCTBEHHOI (hOPMBI, JIEKapCTBEHHOT'O Nperapara Uil IPOU3BOICTBEHHOI! oneparuy.

b.1.a.2 3meHeHnus nponecca Ipou3BOACTBA AKTUBHOM v TpebOyemas Bun
CIIOBUS

apMareBTHYECKON CyOCTaHIIHNKU JIOKYMEHTALUS IIPOLIEAYPEI
p y y p yp

a) HecymecTBeHHOE W3MEHEHHE Tpoliecca
MPOU3BOJICTBA AaKTUBHOW  (hapMaIleBTUYCCKOU 1,2,3,4,5,6,7 1,2,3 IA
cyOCTaHIuH

0) 3HaunTeNPHOE H3MEHEHHE MPOoIecca MPOM3BOICTBA

aKTUBHOW (papManeBTHUECKOH CyOCTaHIIUHM, KOTOPOE

OKa3bIBAECT CYILIECTBEHHOE BJIMSHUE Ha KadyecTBO, - - II
0e30MmacHOCTh WK YPPEKTUBHOCTH JICKAPCTBCHHOTO

mperapara

B) U3meHeHme 3aTparmBaeT OHMOJNOTHYECKYIO (

HMMYHOJIOTHUYECKYIO) cybOcTaHIuIo UITH

UCIIOJIb30BaHKE JAPYroro BELIECTBa, IMOJyYECHHOTO

MyTEeM XHMHYECKOTO0 CHHTE3a, NPH IPOM3BOJICTBE

OMOJIOTMYECKOTO (MMMYHOJIOTHYECKOTO) - - II
JIEKapCTBEHHOIO IpernapaTa, KOTOPOe OKa3bIBaeT

CYIIECTBEHHOE BIIMSIHHE Ha Ka4eCTBO, 0E30IIacCHOCTb

nn 3G PEKTHBHOCTD JICKAPCTBEHHOTO TIperapara u He

CBSI3aHO C IIPOTOKOJIOM

r) V3MeHeHume 3aTparuBaeT pacTHTEJbHBIH
JEKapCTBEHHBIH  mpemapar, a  HMEHHO:

- - 11
reorpaUyecKuii UCTOYHHUK, CIIOCOO0 IPOM3BOJCTBA
WIIH IPUTOTOBIICHUS
n) HecymecTBeHHOE M3MEHEHHE 3aKpbITOM 4YacTH

- 1,2,3,4 IB

MOADC

Y ¢ o1 o B u 1

1. HexenatenbHOe HW3MEHEHHWE KAYECTBEHHOTO MJHM KOJHYECTBEHHOTO mpoduis mpumeceil uiu
GU3UKO-XUMHUUECCKUX CBO¥CTB OTCYTCTBYET.
2. Crioco0 cuHTe3a OCTaeTCsl TeM K€, TO €CTh IIPOMEKYTOUYHbIE MPOIYKTHl HE M3MEHSIOTCS W B IIpoliecc He
BBOJISITCSI HOBBIE PEAKTHBBI, KaTadH3aTOPHl WM pacTBOpUTENH. | eorpadudeckuii MICTOYHUK, IPUTOTOBIICHHE
PACTHTENBHOTO CHIPbS M CIIOCOO IPOM3BOJCTBA JICKAPCTBEHHBIX PACTHTEIBHBIX IMPETapaToB HE W3MEHSIOTCS.
3. Crermudukayy akTUBHOW (hapMaleBTHIECKOH CyOCTaHIIMK M MPOMEXYTOUYHBIX MPOAYKTOB HE M3MEHSIOTCS.
4. VI3MeHeHue MOJHOCTBIO OMMCHIBAETCSl B OTKPBITON yacTu (dactu "3asBurens') MOADC (ecau mpuMEHUMO).
5. AxtuBHas (apmaneBTHYECKask CyOCTaHIMS HE SBISAETCS OMOIOTHYECKON (MMMYHOJIOTHYECKOW) CyOCTaHIIUEH.
6. V3MeHeHHe He 3aTparuBacT reorpadUuecKuii MCTOYHHK, CIOCOO MPOU3BOJICTBA WJIM IPUTOTOBJICHHUS
JTEeKapCTBEHHOTO PacCTUTENBHOTO nmpemapara.
7. N3meHenne He 3aTparuBaeT 3akpbIToil yactu MOADC.

JdokymMeHT anmsd

1. [TonpaBka k cooTBETCTBYIOLIEMY(MM) pa3zieny(am) A0Cche, BKIOYas MPSIMOE CPAaBHEHHE TEKYILEro U HOBOTO
oI p oI ecc o B

2. Jlannple aHanm3a cepuil (B popMare CpaBHUTEIHHON TaOIHIIBI), IO MEHBIIEH Mepe, ABYX ceprid (110 MeHbIIeH



Mepe, OMNBITHO-IPOMBINUICHHBIX), POU3BEACHHBIX C TIOMOIIBIO OJOOPEHHOT0 M IPEJUIaraéMoro IMpoIecCOoB.
3. Konun YTBEPKICHHBIX crienupuKammit AKTHUBHOM (hapmaneBTHIECKOM cyOcTaHIINH.
4. lexmaparus qepKaTeisi perucTPalioOHHOTO yaocToBepeHus win nepxarenss MOADC coOTBETCTBEHHO, UTO
W3MEHEHHE KauyeCTBEHHOTO M KOJIMYECTBEHHOro Mpodmis mpumecedl win (PU3MKO-XUMHUYECKHX CBOMCTB

OTCYTCTBYET, clioco0 CHHTE3a, criequduKaniuy akTHBHOW (hapMaleBTHYECKOi CyOCTaHIIMKM M MPOMEKYTOUHBIX
MPOAYKTOB HE U3MEHSIOTCSI.

k b.l.a.2.6) Ilog 3HAYUTETbHBIMH W3MCHECHUSMH
aKTUBHBIX  (papMameBTHYECKHX  CyOCTaHIHH,
MOJIydYeHHBIX INYTEM XHMHYECKOTO CHHTE3a,
MOJPa3yMeBalOTCsl U3MEHEHHs crocofda CHHTe3a WM
YCJIOBUIl MPOU3BOJICTBA, KOTOPBIE CIIOCOOHBI M3MEHUTh
[Tpumeuanne Ba)KHbIE  IOKa3aTelM  KadyecTBa  AKTUBHOM
(dapmaneBTHYECKOH CyOCTaHIMM, TakhHe Kak
KaueCTBEHHBI W (WJIM) KOJWYECTBEHHBIA TPOQIIIb
npuMeceii, TpeOyomuid KBanU(UKALUH, WIH
(U3MKO-XMMHYECKHE CBOWCTBA, BIMSIIONIME Ha

OMOOCTYITHOCTb.
b.I.a.3 V3meHenme pa3Mepa cepud (BKIIOYAs
Juama3oHBl  pa3Mepa  Cepuu)  AaKTHUBHOHU
(hapmaneBTHUECKON cybcTtanuu UIu y Tpebyemas Bun
CJIOBHS
MPOMEXKYTOYHOTO TIPOAYKTa, MCIOJIB3YEMOIO B JIOKYMEHTaIHSI MIPOLICAYPHI
npounecce MPOMU3BOJICTBA aKTHUBHOM
(apmaneBTHYECKON CyOCTaHIMN
a) YBennuenne pasMepa cepuu BILIOTH 10 10 pas 1o
) pasmepa cep P 1,2,3,4,5,6,7,8 1,2,5 1A
CPaBHEHHUIO C 3apETUCTPUPOBAHHBIM Pa3MepoOM
0) 10-kpaTHOE pa3yKpyIHEHUE 1,2,3,4,5 1,2,5 1A
B) V3meHneHnne TpeOyeT aHamm3a COMOCTAaBUMOCTH
O6monoruvyecko (MMMYHOJIOTHYECKOH) AaKTUBHOM - - II

(hapMarieBTHUCCKON CYOCTaHIHH

r) YBenuwueHue pasMmepa cepuu Oomee 10 pa3 mo
CPaBHEHHIO C 3apETUCTPUPOBAHHBIM Pa3MEpPOM

; 1,2,3,4 B

o) YBennueHue (yMeHbleHHe) MaciiTaba

MIPOM3BOACTBA OMOJIOTHYECKOH (MMMYHOJIOTHYECKOH)

aKTUBHOW (apmaneBTHdyeckol cyOctaHmuum 0e3 - 1,2,3,4 IB
HW3MEHEHHs IIpolecca IMPOM3BOACTBA (Hampumep,

IyONMpoBaHHE JTHHUH)

YV ¢ 1 o B uU 4
1. Bce W3MEHEHHS METOJOB NPOU3BOJCTBA 3aTParMBAIOT JUIIb HEOOXOIUMBIC [UIS YKPYIMHCHUS WU

pasyKpynHEHUs, Hampumep, HCIIOJIb30BaHUE obopynoBaHue JIPyToro pa3mepa.
2. HeoOxommMo TpencTaBUTh pPE3yiIbTaThl HCIBITAHWN COTIIACHO CIEMU(PUKANUsSIM HE MEHee IBYX CepHi
NpeanaraeMoro paszmepa CEpHH.

3. PaccmarpuBaeMblif JIeKapCTBEHHBIM IpemapaT He SBISAETCS OHOJIOTHYECKHM (MMMYHOJIOTHYECKUM)

JEeKapCTBEHHB M npemnapaToM.
4. UV3meHeHue He BIHSET HeXelaTeIbHBIM 00pa3oM Ha BOCHPOM3BOAMMOCTH  IIpolecca.
5. HenpenBUICHHBIX CUTYalMAX, BOSHUKIIMX B XOJI€ TPOM3BOACTBA, WM HapyIIEHHUs cTaOMIBHOCTH U3MEHEHHE

H e OCymecTBISACTCSH .
6. Cneun¢ukanuy akTHBHON (hapMalleBTHUECKOH CyOCTaHINH (IIPOMEKYTOYHBIX) IPOIYKTOB HE W3MEHSIOTCS.
7. AKTHBHAA (bapmManeBTHYECKAS cybcTaHus HE ABIACTCA CTEPHJIBHOM.

8. Pa3mep cepum HaxonsaTcs B mpexerne 10-kpaTHOTo AMana3oHa pasMepa CEepHUM, NMPEeAyCMOTPEHHOTO MpH
pEerUCTpaIiK M MOCIIE TTOCIIEIYIOIEro N3MEHEH s, He SIBIISBIIErocs u3MeHeHneM [A tuma.



JdokyMeHT anmsd

l. I[MompaBka K COOTBETCTBYHOIMEMY(HM) pasgeny(am) nocke.
2. Howmepa cepui HCIBITAHHBIX cepui UMEIOT npeanaaraeMslil pasmep CEpHHU.
3. lanuble aHanm3a cepuil (B hopMaTe CpaBHHUTEIBHON TaOIHIIBI), IO MEHBIICH Mepe, OAHOM MPOMBIIUICHHON
Cepuu aKTHBHON (apMameBTUYECKON CyOCTaHIMM WJIM HPOMEXKYTOYHOTO MPOAYKTa COOTBETCTBEHHO,
MPOU3BEICHHON B YTBEPKAEHHOM M IpeanaraeMoM pasmepe. I1o 3anpocy He0OX0qUMO MIPEACTaBUTh JaHHBIE MO
CJIEAYIOIIMM JBYM IIOJIHBIM IPOMBIIIJICHHBIM CEPHsIM; JIepXKaTeNlb COOOIAeT, eCIM pe3yJbTaThl aHaIu3a He

YKJIaABIBAIOTCA B crnenupuKanuio u NPEeaIOKUTH MJ1aH necTBUH.
4. Komuu onoOpeHHBIX crenuuKanuid akKTHUBHOW (apmaneBTHUECKOH cyOcTaHIMU (M HPOMEXYTOUYHBIX
NPONXYKTOB, ecnu NPUMEHHUMO).

5. Jlexmaparust AepkaTels perucTpauoHHoro yaocroseperns mwiu aepxareinst MOADC cooTBETCTBEHHO, UTO

BCE N3MEHEHHS METOJI0B IIPON3BOJICTBA 3aTPArHBAIOT JIMIIb HEOOXOAUMBIE JUI YKPYIHEHHS WM pa3yKpyIHEHHS,
HaIlpUMep, UCTIOIb30BaHIe 000PYAOBaHHE APYTOro pa3Mepa; N3MEHEHUE He BIHMAET HexenaTelnbHbIM 00pa3oM Ha
BOCITIPOM3BOAMMOCTB IIPOIIeCCa; U3MEHEHHE He SIBIIETCs CIeCTBHEM HEelPEeIBUICHHBIX CUTYallui, BOSHUKIINX B

X071 TIPON3BOJICTBA, WIM HAPYIICHNs] CTAOMIIBHOCTH; criel(UKaIMy akTUBHOHM (papMalieBTHUeCcKOil cyOcTaHInN

(TPOMEKYTOUYHBIX MTPOLYKTOB) HE U3MEHSIOTCS.

b.l.a.4 W 3MeHeHue BHYTPUIIPOU3BOACTBEHHBIX

UCNBITAHUW WJIM KPUTEPUEB IPUEMIIEMOCTH, Tpebyemas Bun

. YciuoBus
WCTIONB3YIOMMNXCS TpPU TMPOUZBOJACTBE AaKTHUBHOM JIOKyMEHTaIUs MPOLIETyPhI

(apmaneBTHYECKOH CyOCTaHIIMN

a) VYIKeCTOYCHHE BHYTPUIPOHM3BOJICTBEHHBIX
) YTpHIp 1,2,3,4 1,2 1A
KPUTEPUEB MPUEMIIEMOCTH

6) HobOaBneHrne HOBBIX BHYTPHUIIPOHM3BOJCTBEHHBIX

. 1,2,5,6 1,2,3,4,6 IA
HCHBITAHUN WU KPUTEPUEB TPUEMIIEMOCTH

B) HUcknroueHue HE3Ha4YuMOro

1,2,7 1,2,5 1A
BHyTpI/IHpOI/BBOZ[CTBeHHOFO HUCIIBITAHUSA

r) Pacmupenne 0n0OpEeHHBIX
BHYTPHIIPOU3BOACTBEHHBIX KPUTEPHEB IPUEMIICMOCTH
, KOTOpbIe CYIIECTBEHHO BIHSIOT HAa COBOKYIIHOE

II

Ka4eCTBO aKTUBHOE (hapMaIleBTHUYCCKON CyOCTaHIIMN

n) HckmrodeHne  BHYTPHUIIPOU3BOJICTBEHHOTO
HCHBITAaHNUSA, KOTOPOE CYIIECTBEHHO IIOBIHMAET Ha I
COBOKYITHOE Ka4eCTBO aKTUBHOM (hapMareBTHIECKOi

cybcranun

e) HoGaBneHue U 3aMeHa
BHYTPHUIIPOU3BOJCTBEHHOI'O  HCHBITAHUS U3 1,2,3,4,6 1B
coo0OpakeHN 0e30MTaCHOCTH MIIA Ka4ecTBa

Y ¢ n o B u 1

1. VI3MeHeHHNe He SBISETCS CIEACTBHEM KaKOro-au0o 00s3aTeNbCTBA, NMPHUHSATOIO IO pe3yjbTaTaM paHee

MIPOBEJICHHBIX JKCIIEPTH3 C IICNBI0 aHAIM3a KPUTEPHEB MPUEMIIEMOCTH CHEIM(UKAINK (HAIPUMEp, B XOJe

perucTpanuu 1501871 BHECEHHUS H3MEHEHUU IT THIA).
2. "3MeHeHne He SBISETCS CIEACTBHEM HENPEABHACHHBIX CHUTyallMi, BO3HHUKIINX B XOJAE NPOM3BOJACTBA,

HaIpuMep, HOBas HEKBANH(UIMPOBAHHAS IPUMECh, U3MEHEHHE IPEIENIOB COICPXKAHUS CyMMBI IpHUMeceil.
3. JIroboe m3MeHEeHHe YKIAJIbIBAIOTCA B [HANa3oH JACHCTBYIOUIMX OJOOPEHHBIX KPUTEPUEB MPHUEMIIEMOCTH.
4. AHanuTHYeCcKas METOJMKA HE HU3MCHSICTCS nuim MU3MEHsEeTCs HE3HAYUTEIBHO.
5. Hu oawH HOBBIN METOX MCHBITAHUS HE OCHOBAaH Ha HOBOW HECTAHAAPTHON METOIOJIOTHHU WU CTAaHAAPTHOMN
METONONOTHH, HCTMONb3yeMOH MO-HOBOMY.
6. HoBBIif METOA MCIIBITAaHUS HE SBISAETCS OMOIOTHYECKAM (MMMYHOJIOTHYECKUM) (MMMYHOXUMHYECKHAM) HITH
METOJIOM, B KOTOPOM HCIOJIB3YeTCs] OMOJIOTHUECKUI PEaKTUB Uil ONOJIOrH4eCcKol akKTUBHOI (hapMaleBTHYeCKOi
cyOcTaHnMu (32 HUCKJIIOYEHHEM CTaHAApTHBHIX  (apMaKOMeHHBIX MHUKPOOHOJOTHYECKHX  METOJIOB).
7. IMapamerp crienudukanuy HE 3aTparvBaeT KPUTHYECKHH MapaMeTp, HampuMmep, JI000H M3 ClelyroluX:

KOJIMYECTBEHHOE OIpeJIeIeHHe, MPUMECH (ECIM TOJBKO ONpEAETCHHBIH pacTBOPUTENh OJHO3HAYHO HE



HCTIOJIB3YETCSl B TMPOU3BOJICTBE aKTMBHOW (hapMaleBTHUECKON cyOCcTaHIMM), ar00as KpuTHdeckas (pusndeckas
XapaKTEepHCTHKa, HAIIpUMep, pa3Mep 4YacTHUll, HaCBIIHAs MJIOTHOCTH JI0 M IOCJE YIUIOTHEHHS, UCIBITAHUE Ha
MIOJUTMHHOCTB, BOJ, JII000H 3ampoc Ha N3MEHEHNE YacTOTHI HCIBITAHUH.

JdokymMeHT anmsd

1. TIlompaBka K  COOTBETCTByIOIeMY (COOTBETCTBYIOIUIMM)  pasjaeny (paszenaMm)  JOChE.
2. CpaBHuTenpHas Ta0OiWIma TEKYNMX M MpeUlaraéMblX BHYTPUIIPOW3BOJCTBEHHBIX  HCIBITAHHH.
3. IonmpoOHoe ommcaHWe HOBOTO HehapMaKOIEWHON aHAaTUTHYECKOH METOAWKH W JaHHBIC MEePBUYHON

SKCIEPTHUIH (B COOTBETCTBYOIIUX crydasix).
4. JlaHHble aHaNM3a JBYX NPOMBIIUICHHBIX CepHi (A OMOJIOrMYeCKUX AKTHBHBIX (hapMaleBTHYECKUX
cyOCTaHIMH, B OTCYTCTBHE KOHKPETHBIX OOOCHOBaHHMW, — TPHU IPOMBIIUICHHBIE CEPHH) aKTUBHOU
(apmaneBTHUECKOH cyOcTaHuu no BCEM napaMmeTpam crienqupUKanuu.

5. O6ocHoBaHue (OIIEHKA) PHCKOB CO CTOPOHBI Jiep)KaTellsl PErHCTPAIMOHHOTO YAOCTOBEPEHUS WK JIepyKaTelst
M®ADC CcOOTBETCTBEHHO, MHOATBEPXKIAIOIINE, YTO BHYTPUIIPOM3BOJICTBCHHBIC I1apaMeTphl SBISIOTCS
HE3HAaYUMBIMHU U yCTapeBIUMU.
6. ObGocHOBaHHE CO CTOPOHBI JAEp)KaTels PETHCTPANMOHHOTO yAOCTOBepeHus wiu aepxarenss MOADC
COOTBETCTBEHHO HOBLIX BHYTPUITPOU3BOACTBEHHBIX HUCIIBITAaHUM U peaciioB.

b.l.a.5 U3meHenune axkTHBHOH (hapMareBTHUECKOH
CyOCTaHIIMM CE30HHOW, NpPENmaHAEMHYECKON WM Y CIOBHA
MaHIEMUYEeCKON BaKIMHBI [T TPODMIIAKTHKH TPHIIIA

Tpebyemas Bun
JIOKYMCHTAITUS MPOIETYPBI

a) 3aMeHa mTaMMa(IITaMMOB) CE30HHOM,
MpenaHJeMUYecKoil UM MaHAEMHYECKOM BaKIUHBI 1I
JUTS IPO(IIIAKTHKY TPHITIA

b.I. 6) KonTpons kauecTBa akTHBHOM (apMarieBTUIECKON CyOCTaHITUU

Bb.1.6.1 M3menenune mapamerpoB crnennpukanuu U (WIN) KpPUTEPHUEB

MPUEMIIEMOCTH aKTHBHOW (papMameBTHYECKON CyOCTaHIMH, UCXOIHOTO VernoBis Tpebyemas Bun
Marepuana (IpoOMeXyTOYHOTO IMPOAYKTa) PEaKTHUBA, HUCIIONb3YyEeMBIX B JOKYMEHTAIHS [IPOLETYPBI
Ipolecce IPOU3BOACTBA aKTHBHOI (hapMalleBTHIECKOH CyOCTaHIUH

a) YxKecToyeHHE KPUTEPHEB IPUEMIIEMOCTH CIeUU(UKAINH
JEKapCTBEHHBIX IpenapaToB, MNOMJIEKalUX BeIOYyCKy cepuid 1,2,3,4 1,2 IA
o(uIraNbHEIM KOHTPOIGHBIM OPTaHOM

0) YKeCTOUYeHHE KPUTCPUEB MPHUEMIICMOCTH CIIeIUUKAIHH 1,2,3,4 1,2 1A

B) JlobGaBmenme B cmnenupukanuio HOBOro mapamerpa u  1,2,5,6

1,2,3,4,7 1A
COOTBCTCTByIOH.[CFO CMy METOAAa UCIIBITAHUA . 7

r) MckirodueHne He3HAYUTEILHOTO MapaMeTpa creiubukaimu (HanpuMep,

1,2,8 1,2,6 1A
UCKIIIOUEHHE YCTapeBIIEro napaMerpa)

n) Hckmouenne mapamerpa crenu(uKanuy, KOTOPBIH CYIIECTBEHHO
MOBJIHSAET HAa COBOKYIHOE KAad4eCTBO AaKTHUBHOW (hapMaleBTHUECKOH II
cyOcTaHIuy U (WIH) JIEKApCTBEHHOTO Mpernapara

e) l3meHenue, BwIXOZsIIee 3a OJOOPEHHBIM [MAaNa3oH KPUTEPUEB
MPUEMIIEMOCTH  ClleNu(pUKanui aKTUBHOW  (apMareBTHUSCKOU II
cyOCTaHIIH

k) Pacmmpenue ogoOpeHHBIX KpUTEPHEB IPUEMIIEMOCTH ClielU(UKALNN
Ha HCXOAHbIE MaTepHallbl (TPOMEXYTOUYHBIE TPOIYKTHI), KOTOpEIE
CYIIECTBEHHO BIHUSIIOT HA COBOKYIIHOE KadyecTBO AaKTHBHOHU
(hapMareBTHUCCKON CYyOCTaHIINH U (WIJIH) JIEKAPCTBEHHOTO TIperapara

II

3) JloGaBieHue wuiaud 3aMeHa (HCKJIOYas OWOJOTHYECKYIO H
HMMYHOJIOTHYECKYI0 CYOCTaHIMIO) IapamMeTpa CHEUPUKAIME |
COOTBETCTBYIOIIEr0 €My METOJa HCOBITAHUS U3 COOOpaMKeHUIA
0€e30IMacHOCTH MITH KauecTBa

1,2,3,4,5,7 1B



u) Ecin Ha akTuBHYI0 (apManeBTHYECKYI0 CyOCTaHIMIO OTCYTCTBYET

cratbst ['ocynmapcrBenHoii ®apmaxoree Pecrybnuku Kasaxcran, 1,2,3,4,5,7 1B
W3MEHEHHE COOCTBEHHBIX JAHHBIX CHENU(QHUKAUN Ha JaHHBIC

Heo(punuansHOH hapmakonen Wi (hpapMaKoNeHn TPEThEH CTPaHbI

Y ¢ n o B Hu 1

1. V3MmeHeHWe He SBISETCS CIEACTBHEM JIO00Oro 00s3aTeNbCTBA, NPHUHATOrO MO pe3yjbTaTaM paHee

MIPOBEJICHHBIX YKCIEPTH3 C LEJIBIO IIEPECMOTpa KPUTEPHEB NPHEMIIEMOCTH CIIeHU(HKALUK (HapuMep, B X0JIe
perucTpanuu JIEKapCTBEHHOTO npemnapara unu BHECEHUU W3MEHEHUH I THTIA).
2. VI3MeHeHHNE HE SBISETCS CIEACTBHEM HENPEIBHACHHBIX CHTYaIlMi, BOSHUKIIMX B XOJ€ HPOHM3BOJCTBA,

HalpuMep, HOBOW HEKBATM()UIIMPOBAHHON IMPHUMECH, W3MEHEHHUS IPEIENIOB COAEPKaHMS CyMMBI IPUMECEH.
3. Jlioboe u3MEHEHHE YKJIAAbIBAIOTCA B JHANa30H TEKYLIMX OJOOPEHHBIX KPUTEPHUEB IPHUEMIIEMOCTH.
4. AHanuTH4ecKas METOJUKa HE H3MEHSeTCs I8 9% H3MEHsIeTCs HE3HAYUTEIBHO.
5. Hu onvH HOBBIM METOJ MCIBITaHUS HE OCHOBAaH Ha HOBOHM HECTaHIAPTHOM METOJOJIOTHM WM CTaHJapTHOU
METOAOJNOTHHU, HCNONIb3yeMOH MO-HOBOMY.
6. HoBBIif MeTO MCITBITAaHNSI HE ABISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHUECKHM) (MMMYHOXUMHUYECKUM) HIIH
METOJIOM, B KOTOPOM HCTIONIE3YETCS OHOIIOTHIECKUN pPeakTHB IS OMOIOTHIECKO aKTUBHOW (hapMarieBTHIECKON
cyOctannuu (32 HCKIIOYEHHEM CTaHAAPTHHIX  (apMaKOMEHWHBIX MHKPOOHMOJOTHYSCKUX  METOIOB).
7. N3menenue moboro marepuaiga He 3aTparuBaeT I'€HOTOKCHYHYIO NpHUMech. EciM BOBJEYeHa aKTHBHAs

(apmarieBTHUeCKasi CyOCTaHIMS, 33 MCKJIIOYCHHEM OCTAaTOYHBIX PacTBOPUTENEH, KOTOPBIE COOTBETCTBYIOT

TpeziesaM CooTBETCTBYIoMIeH craThe ['ocynapcrBennoit @apmaxonee Pecrry6nuku Kasaxcran, KOHTpouIb J11000#1
HOBOW  TIPUMECH  COOTBETCTBYIOT [l ocymapctBeHHoir  ®Dapmakomee Pecnybmukm  Kaszaxcraw.
8. Ilapamerp cnenmduKanuyu HE 3aTParvBacT KPUTHUECKUH MapaMeTp, HampuMep, J000i W3 cleryrommx:

KOJINYECTBEHHOE OIIpEJeNIeHNe, MPUMECH (eCM TOJBKO ONPEAEICHHBIH PACTBOPUTENh OJHO3HAYHO HE

UCIIOJIb3YETCsl B IPOM3BOJICTBE aKTUBHOW (hapMaleBTHYECKOi cyOcTaHImu), Jro0as KpuTudeckas (Gpusndeckas
XapaKTepUCTUKA, HAlIpUMEp, pa3Mep YacTHUll, HachIIHAas IUIOTHOCTh A0 U TOCHE YIUIOTHEHUS, UCIBITaHHE Ha
MOJJTMHHOCTb, BOJIA, JII00O0H 3a1poC Ha MPOIMYCK UCIBITAHUS.

JdoxkxkyMeHT aUnuus

1. ITompaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIIHM ) pasneny(pazaenam) JoChe.
2. CpaBHUTeNbHAA Tabnuia TEeKYUIHX u npeajgaraeMbIx cnenupUKamui.
3. HoxpoOHoe omucaHue 000K HOBOM aHATUTHYECKOH METOAWKM W JaHHBIE MEPBUYHON IKCIEpPTH3HI (B
COOTBETCTBYIIOIHUX caydasx).
4. JlanHBIEe aHANN3a ABYX NPOMBIIIIEHHBIX CEpHil (B OTCYTCTBHE 00OCHOBAHMS OOpPATHOTO JUII OHMOIOTHYECKUX
AKTUBHOW (papMaIeBTHUECKUX CYOCTaHIIUH — TPH CEPHH) COOTBETCTBYIOMICH aKTUBHOW (papMaIleBTHUECKON
cybcTaHIUH mo BCEM mapamMeTrpam cnmenupUKAHA.
5.B COOTBCTCTBYIOIIUX CliydadX HAaHHBIC TECTa CpaBHPITeJ'IBHOfI KHHETUKU PpaCTBOPCHUA JICKAPCTBCHHOI'O
mpernapara, COJAEpKallero akTHBHYI0 (apMaleBTHUECKyl0 CyOCTaHIMIO, IO MEHBIIeH Mepe, u3
OTIBITHO-IIPOMBIIIUIEHHO!M CEpUH, COOTBETCTBYIOUIYIO NIEHCTBYIOIIMM M TpejaiaracMbiM crenudukanusm. B
OTHOUICHUH JIEKAPCTBEHHBIX PACTUTEIBHBIX IPENapaToB JOCTATOYHBI JaHHBIC CPABHUTEIBHONW PacaJacMOCTH.
6. O6ocHOBaHKE (OLICHKA) PHCKOB CO CTOPOHBI Jep)KaTelsl PErHCTPAIMOHHOTO YAOCTOBEPEHUS WIIN JIep)KaTelst
MOA®C cooTBETCTBEHHO, TOATBEPKAAIOIIIE, YTO BHYTPUIIPOU3BOACTBEHHBIN TTapaMeTp SABISETCS HE3HAUUMBIM
U1Hu ycTapeBIll UM
7. OOocHOBaHME CO CTOPOHBI JEpKaTelNsl PETUCTPAIMOHHOTO yAOCTOBepeHus wiu aepxartensi MOADC
COOTBETCTBEHHO HOBBIX MTapameTpa criennpUKanui U KpUTEpHEB IIPHUEMIIEMOCTH.

b.1.6.2 l3MmMeHeHHe aHaAIUTHYECKOM METONMKH  aKTHUBHOM

(hapManeBTHUECKON CyOCTaHIMHM FJIM HCXOAHOTO MaTepmana ( Tpebyemas Bupg
CIIOBUS

MPOMEXKYTOUHOTO TPOAYKTA) pPEaKTHUBA, HCIOIb3YEMBIX B Tpollecce JOKYMEHTALHs IIPOLIEAYPBI

MIPOU3BOJICTBA AKTUBHOU (hapMaIleBTHICCKON CyOCTaHIIUN
a) HezHaunMeie m3MeHEHNS 0JOOPEHHON aHATUTHIECKOH METOIUKH 1,2,3,4 1,2 1A

0) UckiroueHne aHAIMTUYECKOW METOJUKH aKTHBHOW (hapMalieBTHIeCKON
CyOCTaHIIMM WJIM MCXOJHOTO MaTepHajia (IPOMEXKYTOUHOTO MPOIYKTa)
peaxkTHBa, €CiIM aJbTEpHATHBHAs €H aHaJIUTHYECKas METOJUKa YyKe
omobOpeHa



B) IIpoune u3MeHeHHs aHAIUTHYECKOH METOAUKHU (BKiIoYas 3aMeHy mwnu 1,2,3,5 1 o IA
b

Jo0aBlieHHe) peaKkTHBa, KOTOpas He OKa3blBaeT 3HAUYUMOrO BIMSAHMA Ha , 6

COBOKYITHOE KaueCTBO aKTHBHOII (hapMalieBTHYECKOl cyOCcTaHIUH

r) CymecTBeHHOE€ W3MEHEHHE WM 3aMeHa OHOJOTHYecKoTo (
UMMYHOJIOTUYECKOT0) (MMMYHOXHMHYECKOTO) METOJIA UCIIBITAHUS HITU
MeTOoAa, B KOTOPOM HCIOJB3yeTcsl OHMOJIOTHYCCKUN PEaKkTUB s

OHOIOrMYECKOM aKTUBHON (apMarieBTHUECKON CyOCTaHIINN

II

1) [Ipoune n3MeHeHus] aHAJTUTHUECKON METONUKH (BKIIIOYasl 100aBlIeHNE
WK 3aMCHY) aKTUBHOM (hapMaIeBTHUECKOW CYOCTAHIIUN MIIH UCXOIHOTO 1,2 1B
Marepuaia (IpOMeXyTOYHOTO POIYKTa)

Y ¢ n o B n 14

1. IIpoBenena HeoOXoMuMasl TIEPBUYHAS 3KCIIEPTH3a, MOATBEPKAAIONIAS TO, YTO OOHOBJICHHAS aHAJUTHYECKAs
METOAMKA, 1o MEHbIIEH Mepe, DKBUBAJEHTHA npeablaye.
2. Ilpenensl copepkaHHs CyMMBI NpUMecedl HE M3MEHMJINCh, HOBbIE HEKBAIU(HUIMPOBAHHBIC NMPUMECH HE
0060 Hapy XK eH B

3. Metox aHanu3a He H3MECHWICA (HapuMep, H3MEHEHHE JUTMHBI KOJIOHKH WM TEMIepaTyphl, HO He JPyTroi BHJ
KOITOHKH nIHu MeToJnd).
4. MeToz uCTIBITAaHUS HE SBIACTCS OMOJIOTHYECKUM (MMMYHOJIOTHYECKUM) (MIMMYHOXHUMUYECKAM) HITH METOJIOM,
B KOTOPOM HCIIOJIb3YeTCsI OMOJIOTMYECKUH pEeakTHB [y OMOJIOTUYECKOW aKTUBHOW (apManeBTHYeCKOi
cyOcTaHnmuu (32 HUCKJIIOYEHHEM CTaHAApTHBHIX (apMakoNMeHHBIX MHUKPOOHOJOTHYECKHX  METOJIOB).
5. Hu onuH HOBBIM METOJA MCHBITaHUS HE OCHOBAaH Ha HOBBIX HECTAHAAPTHBIX METOJAaX WJIM CTaHJapTHBIX
MEeTonax, HCHONB3YyEeMBIX MO-HOBOMY.
6. AxtuBHas (QapmameBTHueckass CcyOCTaHIHUA HE SABIACTCS OMONOTHYECKON (MMMYHOJOTHYECKOH).
7. AnpTepHaTHBHAS aHATUTHYECKAsT METOIUKA I IapaMeTpa CHeru(uKanuy yxKe oJo0peHa, Ipu 3TOM TakKas
METOJIMKa He ObLTa BKJIIOUEHA TTOCPEACTBOM [A-yBeOMIICHMSI.

JdoxywMmMeHT anus

1. INonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) pa3aeny(pasleliaMm) AOChbe, BKIIOYAs OIUCAHHE
AQHAIUTHYECKOIl METOHOJIOTHH, Pe3IOMe JaHHBIX NMEPBHYHOM 3KCHEPTU3BI, IEPECMOTPEHHBIE ClICHU(pHUKAIINN Ha
NpUMECH (ecnm OIPUMEHHUMO).
2. CpaBHI/ITeHBHBIe PE3YIbTATHI l'[epBI/I‘-IHOf/'I OKCHIEPTU3bI HUJIU, MPU HAJIUYUH O6OCHOBaHI/I5[, CPaBHUTCIIbHBIC
pe3yNbTaThl aHaIKM3a, HOATBEPKIAIOIIIe, YTO TEKyIlee U MpeaiaraeMoe UCIIbITaHne SKBUBAIEHTHBL. HacTosimee
TpeboBaHUE HE ITPUMEHSIETCS], €CJIN T00aBIISIETCS] HOBAsI aHATMTHYECKast METOTUKA.

b.I. B) YnakoBO4HO-yKynOpOUYHas CUCTEMA

b.I.B.1 3MeHeHne NMepBUYHON yIaKOBKH aKTUBHOH (apMareBTHYeCKOn v Tpedbyemas Bun
CIoBUs

cyOcTaHIuH JIOKYMEHTAITUS TIPOIICTYPBI
a) KadecTBeHHBIH 1 (W) KOJIMIECTBEHHBIN COCTaB 1,2,3 1,2,3,4,6 1A

0) KauecTBeHHBIN U (MITH) KOJTMYCCTBEHHBINA COCTAB JIJIS CTCPHIIBHBIX HITH
HE3aMOPOXKCHHBIX OUOJIIOTHYCCKUX (MMMYHOJOTHYECKHX) aKTUBHBIX II
(hapMareBTHIECKUX CYyOCTaHIIHIA

B) XKukue akTHBHbIC (papMalieBTUUECKHE CYOCTaHIIMK (HECTEPUIIbHbIE) 1,2,3,5,6 IB

YV ¢ 1 o B ®H 1

1. TTo cOOTBETCTBYOIIMM CBOMCTBaM Mpe/iiaraeMblii yIIaKOBOYHBINA MaTepHal, 10 MEHbIIeH Mepe, COOTBETCTBYET
K DKBHBAJTEHTHB M ONO0OpEHHOMY.
2. Hayatbl COOTBETCTBYIOIINE HCCIIEAOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMU
U 3adBUTCICM Ha MOMCHT BBCICHUA I/I3MeHeHI/II71 HpoaHaHI/ISI/IpOBaHbI COOTBeTCTByIOH_[I/Ie HapaMCTpBI
CTAOMJILHOCTH HE MEHEe YeM Ha JBYX OIBITHO-IPOMBINUICHHBIX WM MPOMBIIUICHHBIX CEPUAX, B €ro
PACTIOPSDKCHUAN HAXOJATCS YAOBICTBOPHUTEIBHBIC PE3yNBTAThI, M0 MEHBIICH Mepe, 3-MECSYHOTO H3ydCHUS
crabmipHOCTH. OTHAKO, €CIIH MpeIaracMas yIakoBKa 0oJiee yCTOHYHBa TI0 CPaBHEHHIO C 3apETUCTPHPOBAHHOM,
TO TPEXMECSYHbIC JaHHBIC MO CTAOMIBHOCTH He TpeOyroTcs. 1o 3aBepuieHMH TaKUX HCCIEIOBAHUMN, €CIH
pe3ysbTaThl HE YKIIAJABIBAIOTCS B CHCHU(UKAIMHA WIA MOTEHIHAIBLHO HE YKIAJbIBAIOTCSA B CHEUU(pHUKANNU HA
KOHEI[ CpPOKa TOAHOCTH (Teproaa) MOBTOPHOI'O HCHBITAHMS, MX HEOOXOAMMO HEMEIJICHHO MPEACTABHUTH



YIIOJTHOMOYCHHOMY oprany HapAdy c mpeiaracMbIM IJIaHOM neficTBuil.
3. Hckimovasi CTepHIIbHbBIC, XKHUIKAE U OHONOTHYECKHe (MMMYHOJIOTHUECKHE) aKTHBHBbIE (hapMalleBTHUECKUE
CyOCTaHITHH.

JdokymMeHT anmsd

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOLIUM ) paszzpeny(paszuenam) JloChe.
2. HeoOxoauMble NaHHBIE O HOBOH YITaKOBKE (HANpUMEp, CPaBHHUTEIBHBIC NaHHBIC MO IMPOHUIAEMOCTH,
HampuMmep, mna O? CO? Bnarm), BKJIIOYas TONTBEPXKACHHE TOrO0, YTO MaTephual COOTBETCTBYET
COOTBETCTBYIOIIUM (hapMaKOIIEHHBIM TPEOOBAHHSM O INTACTHICCKUX MaTepHaiax M 00beKTaX, KOHTaKTHPYIOMINX
c MUIIEeBB MU OPOAYKTaAaMHU.
3. B COOTBETCTBYIOIIHMX CIIy4asx HEOOXOTUMO MPEICTABUThH MOATBEPKICHHE TOTO, YTO B3aMMOJCHCTBHE MEXKITY
COJICP)KMMBIM M YIaKOBOYHBIM MATCPHAJIOM HE TMPOUCXOAMT (HAMpPUMEp, OTCYTCTBYET IEpEMEIICHUE
KOMIIOHEHTOB MpeajiaraeMoro maTepuaia B €ro COAEp>KMMOE, KOMIIOHEHTHI JIEKapCTBEHHOTO Ipernapara He
MEePEXOIAT B YMAKOBKY), BKJIIOYAs MOJITBEPKIACHHE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM
(hapmakornefHBIM TPeOOBAHUAM O IDIACTHYECKUX MaTepHalax M OOBEKTaX, KOHTAKTHUPYIOMIHUX C IHIICBHIMU
I ponay K KTaMHMH

4. HNexnapanus AepkaTeis PerucTPallioOHHOrO yaocToBepeHus uiu aepxkareias MOADC, uaro Tpebyembie
HUCCIICA0OBAaHUA CTAaOMJIBHOCTH HAYaThl B COOTBETCTBHH C YCTaHOBJICHHBIMU Tpe6OBaHl/I$[Ml/I (C YKa3aHuEM HOMECPOB
cepuii); U 4TO (B COOTBETCTBYIOIIMX CIIy4asX) Ha MOMEHT BBEJCHHS H3MCHCHHUI B €r0 pPacrmopsIKEHUU
HaXOJWIUCh TpeOyeMble MUHIUMAIFHBIC yIOBICTBOPUTEIFHBIC NAHHBIC IO CTAOMIBHOCTH; U YTO UMCIOIIHCCS
JAaHHBIC HE CBUAETEIBCTBOBAIN O KaKOH-IMOO mpobieme. HeoOXxomumMo Takke MpeNCcTaBUTh MOIATBEPKICHUE
TOT0, YTO MCCIIENOBAHUS OYOYyT 3aBEPIICHBI, U YTO €CNIH PE3yIbTaThl He OYAYT YKIAABIBAaThCA B CHCIU(DUKAIINT
WIN TIOTCHLIUAIBHO HE YKJIAABIBATHCSA B ClElU(UKALUK HA KOHEI[ CPOKa TOMHOCTH (IEepHOAa) MOBTOPHOTO
HCOBITaHUA, UX HEMEJICHHO NMTPEACTABAT YIIOTHOMOYCHHOMY Oprany Hapsaay € npeajiara€MbIM IJIaHOM )IeI‘/lICTBI/II‘/‘I

5. Pe3ynbrarsl nccneioBaHui CTaOMIBHOCTH, TPOBECHHBIX B COOTBETCTBUH C YCTaHOBJICHHBIMH TPEOOBaHUSIMH,
10 3HAYMMbIM [TapaMeTpaM CTAOMIBHOCTH HE MEHEE YeM Ha IBYX ONBITHO-TIPOMBIIUIEHHBIX WM IPOMBIIIJICHHBIX
CEepHsIX, OXBATHIBAIOLINX HE MEHEE TPEX MECSIEB, M MMOATBEPKACHHUE TOTO, YTO YKa3aHHBIE UCCIECIOBaHNS OyayT

3aBEPIICHBI, M €CITU PE3YNbTAThl HE OyIyT YKIaAbIBATECS B CHEHU(PHUKALUY WIN TIOTEHIMAIBHO HE YKJIJABIBATHCS
B crielU(UKalUK HA KOHEIl CpOoKa FOJHOCTHU (IIepruo/a) MOBTOPHOTO MCIBITAHUS, UX HEMEIJICHHO MPEACTaBST

YIOJIHOMOYEHHOMY oprany Hapany c npejaraeMblM MJIaHOM aencTBuil.
6. CpaBHEeHHE NEHCTBYIONIMX U TpeIaraeMpIX crielii(uKanyii MepBUYHON YIaKOBKH (€CTIH IPUMEHUMO).

B.I.B. 2 l3mMeHeHne mapameTpoB creruuKanuu u (WIn) KpUTEPHEB
MPUEMJIEMOCTH TIEPBHYHON YIAKOBKH AaKTUBHOH (hapMalleBTHUECKOW Y CIIOBHUS
CyOCTaHIUH

Tpebyemas Bun
JIOKYMEHTAIHS TIPOLEIYPHI

a) YrkecToUeHHE KPUTEPUEB PUEMIIEMOCTH CIEU(PHUKAIIH 1,2,3,4 1,2 1A

6) JloGaBienwme B cHenuuUKamUi0 HOBOTO IMapaMeTpa H

. 1,2,5 1,2,3,4,6 IA
COOTBETCTBYIOIEMY EMY METO/1a UCIILITAHUM

B) MckimroueHne HecyIecTBEHHOTo ITapaMeTpa crenupuKanuy (Hanpumep,

1,2 1,2,5 1A
HCKITIOYCHUE YCTapeBIIEro apaMeTpa)

r) JlobaBneHre WK 3aMEHa MapaMeTpa Crenu(UKaIuy U3 COOOpaKeHHIA

1,2,3,4,6 1B
0€30IaCHOCTH WIH KaueCcTBa

Y ¢ a1 o B u 4

1. M3MeHeHue He SBISIETCA CIEACTBHEM KakKOro-THO0 00s3aTeNbCTBA, MPUHATOrO MO pe3yjbTaTaM paHee
MPOBEJCHHBIX JKCIEPTHU3 C IIEIbI0 aHANW3a KPUTEPUEB MPHEMJIEMOCTH crenudukanuu (Hampumep, B X01e
perucTpanuu JeKapCTBEHHOT0 MpernapaTa Wi BHeceHus udMeHeHui Il Tuma), eciu TONBKO OHO paHee He
paccMOTpeHo U ono0peHo B Ka4€eCTBE MepBbI MocAeqyOUEro HaOIOICHUS.
2. V3MeHeHHe HE SBISIETCS CIIEICTBHEM HENPEIBUJICHHBIX CHUTyalud, BO3HHMKIIMX B XO0JI€ MPOU3BOJICTBA
YIaKOBOYHOTO MaTepualia WM T[pH XpaHCHHH AaKTUBHOW  (QapMaleBTHUeCKOW CyOcTaHIUH.
3. Jlioboe W3MEHEHHE YKIAABIBAIOTCA B JHANAa30H TEKYHINX OJOOPEHHBIX KPUTEPHUEB IPHUEMIIEMOCTH.
4. AHanmutudyeckas METOJMKa HE HU3MEHsIeTCA 381071 U3MEHseTCA HE3HAYUTEIbHO.
5. Hu oilvH HOBBIA METOJl UCTIBITAHHUSI HE OCHOBAH HAa HOBOW HECTAHJAPTHOW METOJIOJIOTMU WJIM CTaHJIapTHOM
METOJI0JIOTHH, UCTIOTIB3YEMON MTO-HOBOMY.



JdoxywMmMeHT anuwws

1. IMonpaska K COOTBETCTBYIOIEMY(COOTBETCBYIOLINM) pasneny(pasnenam) JIoChe.
2. CpaBHUTENbHASA Tabnuia TEKYIIHX " mpeaiaraeMbIX cuenupUKaAIUA.
3. IlogpobHoe ommcaHue OO0 HOBON aHANUTUYECKOW METOIWKH W JAaHHBIE MEPBUYHON SKCIEPTH3HI (B
COOTBETCTBYIOIHUKX cnydasax).
4. JlaHHble aHanM3a JBYX CEPHI YIAaKOBOYHOTO MaTepuana II0 BCEM IapamerpaMm CHelu(HUKaIH.
5. ObocHoBaHuE (OIIEHKA) PUCKOB CO CTOPOHBI JEpPKaTessl PErHCTPAlMOHHOTO YI0CTOBEPEHUS WITH JIepKaTeIst
M®A®DC cooTBETCTBEHHO, TIOATBEPKIAIONINE, YTO BHYTPUIIPOU3BOICTBEHHBIH MapaMeTp SBIISCTCS HE3HAYUMBIM
U1 Hu ycTapeBIONHM
6. ObocHOBaHME co cTOpoHHBI aepxartens PY wmmm pepxkatenss MOPADC cooTBeTCTBEHHO HOBBIX HapaMeTpa
crienin(UKAUU U KPUTEPHEB IPUEMIIEMOCTH.

B.1.B. 3 3MeHeHNE aHATUTUYECKOW METOAMKH UCHBITAaHHUS MEPBHUYHOU Tpebyemas Bun

. . YcnoBus
YIaKOBKH aKTUBHOHU (papMarieBTUIECKOi cyOCTaHIINN JOKYMEHTAITUS TPOIICTyPBI
a) HesnaunrenpHbIe M3MEHEHUS YTBEPKACHHON aHATUTHYECKON MeToauku 1, 2, 3 1,2 1A
0) [Ipoune M3MeHCHHS aHATUTHYCCKOW METOIUKHU (BKITtOYas J0OaBIICHHUE L34 12 A
b b b

I 3aMeHY)

B) HckimoueHne aHaIUTHYECKOM METOAMKH, €CIU albTepHATHBHAS €i 1 IA
METOJIUKA YK€ yTBEPKACHA

YV ¢ 1 o B HuW 4
1. CormacHO COOTBETCTBYIOMIMM JoKyMeHTaM PecmyOnmku Kasaxcran, mpoBeneHa HeoOXoAmMas TEpBUYHAS
JKCIEPTU3a, MOATBEPXKIAOIIas TO, YTO OOHOBJICHHAS AaHAIWTHYECKAas METOAMKA, 10 MEHBbIIeH Mepe,

DKBUBAJIeHTHa Npeabpgymeun.
2. MeToj aHanu3a He U3MEHHJICS (HaIpuMep, H3MEHEHHUE JUTMHBI KOJIOHKH WU TeMIICPaTyphl, HO HE JPYroi BU
KOJITOHEKH UIHU METOJ).

3. Hu onuH HOBBIII MeTOJ MCHBITAaHWI HE OCHOBAaH Ha HOBBIX HECTAHNAPTHBIX METOIAX WM CTaHIAPTHBIX
MeTOonax, HCHONBb3YEeMBIX NO-HOBOMY.
4. AxrtuBHas (apmaneBTHUECKas CyOCTaHIHWs (JIEKapCTBEHHBIH Ipemapar) He SBISIOTCS OMOJOTHYECKHMHU (
I/IMMyHOJ'IOFI/IquKI/IMI/I).

5. B oTHOLIECHUH napamMeTpa CHCLII/I(bI/IKaLII/II/I COXpaHACTCA aHAJIUTUYCCKad METOAMKA, P 3TOM TaKas METOJUKa
He Obu1a 100aBiIeHa mocpencTBoM IA (yBeaomiieHus ).

JdoxkxkyMeHT aUns

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) pa3aeny(pa3zenaM) AOChe, BKIIOYas OMHCAHHE
AHAJUTUYCCKOM METOI0JIOTHH, pe3ome JIaHHBIX MEepPBUYHOM SKCIEPTHU3HI.
2. CpaBHHUTENBHBIC PE3yJIbTAThl MEPBUYHONU AKCIEPTU3BI WU, MPU HATUYMUA OOOCHOBAHUS, CPABHUTCIHHBIC
pe3yNbTaThl aHANIA3a, MOATBEPKMAMIINAE TO, YTO TEKyIlee U MpeajiaraeMoe HUCIBITAHUC DKBHUBAJICHTHBHI.
Hactosmee TpeboBanme He IPUMEHSCTCS, €CIIH JOOABIISIETCS] HOBAsl aHAMTHYECKAs. METOTUKA.

b.I. r) CtabunpHOCTH

B.Lr. 1 V3meHeHue neprosia IOBTOPHOTO MCIBITAHUS (TIEPHOIA XPAHESHUS)

WITH yCIIOBUI XpaHEHWUsI aKTUBHON (papMalleBTUUECKON CyOCTaHIMHU, eCIIH
Tpedbyemas Bun

B PETHCTPAlMOHHOM JOChE OTCYTCTBYET CEPTH(HKAT COOTBETCTBHS Y CIIOBHSA
JOKYMEHTaIUs MPOLeTyphl

EBponeiickoii ®apmakoneu, OXBaTbIBAIOIIMI IEPUOJ MOBTOPHOIO
HCIIbITAaHUA

a) Ilepmox  moBTOpHOTO  HCHBITAaHHS  (TEpHON xpaHeHI/m)1

1,2,3 1A
1. Cokpaienue T

2. YBeiIu4YeHue Neproja MOBTOPHOTO MCIBITAHUS MYTEM 3KCTPAIOJISIIUN
JaHHBIX TIO0 CTaOWJIBHOCTH, HE COOTBETCTBYIOIEH JOKYMEHTaM I
Pecnyonmkn Kazaxcran (*)

3. YBennueHue neproaa XpaHeHus: OMOIOTHIeCKOi (MMMYHOJIOTHYECKOMH)
AKTUBHOW (papMaIeBTUYCCKON CyOCTaHIIMH, HE COOTBETCTBYIOIIHE II
0JI0OPEHHOM POrpaMMe U3y4YCHHUST CTAOMIIbHOCTH



4. YBenu4yeHue WK BBEICHHE IIEPHo/ia TOBTOPHOTO UCTIBITAaHMS (TIepruoa 1,2,3 IB
XPpaHEHUs), TOATBEPKACHHOTO JaHHBIMH €CTECTBCHHOTO XPaHEHUS

6) YcnoBus xpaHeHUS

1. M3MmeHeHne ycnoBHWH XpaHEHHS aKTHBHOE (hapMaleBTHUECKOM

1 1,2,3 1A
cyOcTaHIu Ha OoJee cTporue
2. V3MeHeHue yCIoBHH XpaHEHUs] OMOIOTHYECKUX (MMMYHOJIOTHYECKHX )
AKTHBHBIX (papMalneBTHYECKUX CYOCTaHIMi, €CJIH HCCICIOBAHHUS I
CTaOMIIBHOCTH ITPOBECHBI HE B COOTBETCTBHH C TEKYIIUM yTBEPKICHHBIM
MIPOTOKOJIOM CTaOMIBHOCTH
3. H3MmeHeHue YCIOBHU XpaHEHHs AaKTHUBHOW (hapMaleBTHYEeCKON 123 B
CyOCTaHIUH s 2y
B) I3MeHeHme yTBep KICHHOH TPOTpaMMbl H3yUeHHsI CTAOMIEHOCTH 1,2 1,4 IA

YV ¢ 1 o B ®u 4

1. I/I3MCHCHI/I€ HC ABJIAKOTCS CJIICACTBUEM HereHBI/I}:[eHHI)IX CHTyaHHﬁ, BO3HUKIIUX B XOIC l'[pOI/ISBO,E[CTBa, HJIn
H3MEHEHHUSI CTa0OUNBHOCTH.
2. Ni3MeHeHHs HEe NPUBO/IST K PACHTUPEHUIO KPUTEPHUEB MPHUEMIIEMOCTH HCITBITYEMBIX TAPAMETPOB, UCKITFOYCHHUIO
napamerpa cTabHUIbHOCTU WM CHHXEHHUIO YaCTOTHI UCTIBITAHHA.

JdokKyMeHT aunmsd

1. I[NompaBka K COOTBETCTBYIONIEMY(COOTBETCBYIONIUM) pas3aeiy(pasnenam) gocke. HeoOXoauMo mpeacTaBuTh
pe3yIbTaTBl COOTBETCTBYIOIIUX HCCIICNOBAHUN CTA0MJIIBHOCTH B pPEalbHOM BpPEMEHH, IPOBEICHHBIX B
COOTBETCTBHH C COOTBETCTBYIOIIUMH PYKOBOJCTBAMH IO CTAaOMIBPHOCTH HE MEHee 4YeM Ha JByX (s
OMOJIOTHYECKIX JIEKAPCTBEHHBIX MPETApPaTOB — TPEX) OMBITHO-TPOMBIIIICHHBIX N MPOMBIIUICHHBIX CEePHIX
AKTUBHOW (papMaIieBTHUECKOW CYOCTaHITNH, YIIaKOBAHHON C IOMOIIBIO 3apErHCTPUPOBAHHOTO YIIaKOBOYHOTO
MaTepHaja, 1 OXBaTHIBAIOIIMX BECh MPeIaraeMblid IEPHO/T TIOBTOPHOTO MCTIBITAHUS MU TIpeAaracMple YCIOBHS
X p a H € H U 4

2. [ToxTBepKAEHUE TOTO, YTO MCCIICIOBAHUS CTAOMILHOCTH MPOBEJCHBI B COOTBETCTBUU C TEKYIIEH 0JJ00peHHOM
nporpamMmoii. Pe3ynbraTsl MccaeI0BaHUs OATBEPIKIAIOTCS, YTO COOTBETCTBYIOIINE OJJOOPEHHBIC CIICIIU(PUKAIINN
MPOJXONXKAKWT cobOnmmagarscs.
3. Kommm yTBepXACHHBIX cHmenuuKanuid Ha aKTUBHYIO (apMameBTUUECKYI CyOCTaHIIHUIO.
4. ObocHOBaHUE MpETaraeéMbIX H3MCHEHHH.

MepHOJ TIOBTOPHOTO WCIIBITAHUS HE
MpUMEHNUM K OwnosormueckuMm (
UMMYHOJIOTHYECKIM) aKTHBHBIM
(hapMareBTHIECKIM CyOCTaHITUSIM

(*) lpumeuanue

b.1. 1) IIpoekTHOE MOJIe U MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHU

b.I.a.1 BBeneHnue HOBOTO NPOEKTHOTO TMOJ UM pacIIMpeHUe
0IOOPEHHOT0 TPOEKTHOTO TOJII AaKTUBHOH (apMaieBTUYECKOH  YCIIOBUS
cyOcTaHIuy, 3aTparuBaroliee

Tpebyemas Bupg
JIOKYMEHTAIHS TIPOIIE/TYPbI

a) OJHY OIEPalMOHHYIO EIUHMILy IpOILecca IPOU3BOJACTBA AKTUBHOMN
(apMmarieBTHUECKOW CYOCTaHIIMM, BKJIIOYas COOTBETCTBYIOIIUE 1,2,3 II
BHYTPHIIPONU3BOICTBEHHBIE KOHTPOJIH 1 (WJIN) aHATUTHYECKHE METOINKA

0) aHATUTUYECKHUE METOIUKH MCXOAHBIX MaTepUAIOB (IIPOMENKYTOYHBIX

. . 1,2,3 II
NPOJIYKTOB) M (WJIN) aKTUBHOH (hapMalleBTHIeCKOW CyOCTaHIMN

JdoxkxkyMeHT aUngs

1. IIpoexTHOE moONIe OBIIO pa3pabOTaHO HAa OCHOBAHWU COOTBETCTBYIOIIMX YCTAHOBIIEHHBIX TPEOOBAHHMNA H
MEXIYHApOJIHBIX HAayYHBIX PYKOBOJCTB. Pe3ynbTaThl HCClEIOBaHHMI pa3pabOTKU MPOAyKTa, Mpolecca U
AHAIMTAYCCKON METOMONIOTHN (HANpPUMEp, B3aHUMOJICHCTBUE pA3IMUYHBIX MapaMeTpoB, (HOPMHUPYIOIIUX
MOJJIeXKAIIEee HM3YYCHHUI0O MPOCKTHOE IMOJIe, BKIIOYAs OLEHKY PUCKOB U MHOTOMEPHBIC HCCIICIOBAHHS
COOTBETCTBCHHO), B COOTBETCTBYIONIMX CIydasXx MOJITBEPKIAIOIINE TO, YTO JOCTHTHYTO IEIOCTHOE
MEXaHHCTHYECKOe TTOHWMaHHE TOKa3aTeleld KadecTBa MaTepHANIOB W MapaMeTpoB Ipolecca Ha KPUTHUECKUE



MmoKaszaTesu KadecTBa aKTHUBHOM (dbapmaneBTHYECKOU cyOcraHuuH.
2. OnucaHue IPOEKTHOTO T0JIS1 B TAOJMYHOM BHJIE, BKIIFOUAs IIEPEMEHHBIC (CBOWCTBA MaTEpPHAIIOB M MTapaMeTphI
npomnecca NpPOU3BOACTBA) u ux npejairaraeMeie JUana3oHHl.
3. [TompaBKa K COOTBETCTBYIOIIEMY(COOTBETCBYIONINM) pa3aery(pa3aenam) 10Che.

B.1.n.2 BBencHue NOCTPETHCTPANMOHHOTO MPOTOKOJA YIPABICHUS
W3MCHCHUSAMU, 3aTPAarWBAIONIMMHU aKTHBHYIO (hapMalleBTHYCCKYIO Y CIOBHUSA
CyOCTaHITHIO

Tpebyemas Bupg
JIOKYMEHTAIUs MPOLETyPEI

1,2,3 |

JdoxyMmMeHT aUuus

1. MMonpoGHoOE OTMHCaHUE npejajiaraeMoro M3MCHCHHUS.
2. TlpoTokon ympaBieHHs H3MEHEHHSIMH, 3aTPArHBAIONIMMU aKTUBHYIO (apMalleBTUYECKYI0 CYOCTaHIIHIO.
3. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) pasieny(pa3aenam) 10Che.

Bb.1.x. 3 HWcknroueHue MOCTPETUCTPALIOHHOTO MPOTOKOJA YNpPaBIECHUS
W3MEHEHUSIMH, 3aTParvBalONIMMH AaKTHBHYIO ()apManeBTHYECKyl0  YCIIOBHS
CyOCTaHITHIO

Tpebyemas Bung
JOKYMEHTAIHS TIPOIIETYPhI

1 1,2 1A

YV ¢ 1 o B ©H 1

1. UckimroueHne MOCTPEruCTPAliOHHOTO IIPOTOKOJIA YIIPABICHISI H3MCHEHUSIMH, 3aTParuBalOINMA aKTHBHYIO
(hapMaIeBTHUECKYI0 CYyOCTaHIINIO, HE SIBIISICTCS CICICTBHEM HENPEABHACHHBIX CHUTYAI[MH MM HECOOTBETCTBUS
cnenudUKanuy B X0/I€ BBEIACHUS U3MCHCHHN, OMIMCAHHBIX B MPOTOKOJIC, M HUKAK HE BIUSICT HA YTBEPIKIACHHBIC
CBEJICHUSI, BKIIIOUEHHBIE B PETHCTPAIIIOHHOE JTOChE.

JdoxkyMmMeHT aUn™s
1. O0ocHOBaHHUE nmpeniaraeMoro HCKIIOUYEHUS.
2. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIIMM) pa3eny(pa3aenam) 10Che.

B.I.n. 4 N3MmeHeHHs yTBEpXKACHHOTO MPOTOKOJA YHPaBICHUS v Tpebyemas Bun
CIIOBUS
HM3MCHEHHUSIMHU JOKyMEHTAIHs TIPOLIETYPbI

a) 3HaYMMBbIe U3MEHEHHS TPOTOKOJIA YIIPABICHU U3MEHEHUIMHU II

6) He3naunmele M3MEHCHHS MIPOTOKOJa YHOpaBJICHUA HW3MCHCHUSIMU, 1 IB
KOTOPBIC HE UBMCHAIOT CTPATCTHUIO, OMMCAHHYIO B IPOTOKOJIC

JdokKyMeHT aunmsd

1. dexnapanus, 9T0 Jit000€ U3MEHCHHUC YKJIAABIBACTCS B UAMA30H JICHCTBYIOIIUX YTBEPXKIACHHBIX KPUTCPHECB
npueMieMocTd. [IoMHUMO 3TOTO, MEeKIaparus TOro, YTO B OTHOIICHHH OMOJIOTHYCCKUX (MMMYHOJOTHYECKHX )
JICKapCTBEHHBIX TPErapaToB He TPeOyeTCs OIIEHKA COMMOCTaBUMOCTH.

b.I.n. 5 Peanuzaunuss U3MEHEHUMH, NPEAYCMOTPEHHBIX YTBEPKIECHHBIM Tpebyemas Bun

VYcenoBus
MPOTOKOJIOM YIIPaBJICHHS U3MEHEHHUIMH JOKyMEHTAIHS TIPOLIETYPbI
a) Peanuzanus wu3MeHeHuss He TpeOyeT IOMOJTHHUTEIbHBIX 124 IA
BCIIOMOTATEbHBIX JAHHBIX >
0) Peanu3zarus u3mMeHeHus: TpeOyeT JOMOTHUTENBHBIX BCIIOMOTATEIbHBIX 1234 B
b 9 b

JaHHBIX

B) Peammsammst m3MeHeHHs OWOIOTHYECKOTO (MMMYHOJIOTHYECKOTO)
JIEKapCTBEHHOTO TpernapaTa

1,2,3,4,5 IB

YV ¢ 1 o B uU 4
1. IIpemnoxeHHOE W3MEHEHUE OCYIISCTBICHO B IOJIHOM COOTBETCTBHH C YTBEPKICHHBIM IPOTOKOIOM
yIpaBICHUS H3MEHEHUSIMU.

JdokymMeHT anumsd

1. Cchinka Ha YTBEPKIECHHBIN MPOTOKOI yhapaBleHUs U3MEHEHUSIMHU.
2. Jleknapatiusi, 4TO U3MEHEHHE COOTBETCTBYET YTBEPKACHHOMY MPOTOKOIY YIPaBIEHUS U3MEHEHUSIMH U YTO
pe3yabTaThl UCCIAENOBAaHUS YAOBIETBOPSIOT KPUTEPUAM MPUEMIIEMOCTH, OTOBOPEHHBIE B IpoToKoiie. [Tomumo
9TOTO, ACKJIAPALHs TOTO, YTO B OTHOIICHUHN OMOIIOTHICCKUX (MMMYHOIIOTHYECKUX) JICKAPCTBEHHBIX MPEIapaToB



HeE TpebyeTcs OLlEHKaA CONMOCTAaBHUMOCTH.
3. Pe3ynbTaThl UCCIEIOBAHUI, NPOBEACHHBIX B COOTBETCTBUH C YTBEP)KICHHBIM IPOTOKOJIOM YIIPaBICHHS
H3MEeEeHGEeHHTSIMH

4. ITompaska K COOTBETCTBYIOMEMY(COOTBETCBYIOIIUM) pazzeny(pazaenaam) JoChe.
5. Komnust yTBep»KICHHBIX CHIEU(PHKAIIH Ha aKTUBHYIO (hapMalleBTUYECKYI0 CYyOCTaHIHIO.

b.1I JIekapcTBeHHBIN npenapar
B.II. a) BHemHuit B U COCTaB

B.Il.a. 1 M3mMeHeHune unm n06aBiIeHUE OTTHCKOB, IPAaBUPOBKH WU
WHBIX 3HAKOB, BKJIIOYas 3aMeHy WJIM J00aBJIeHHE UYEpHHI, Y CIOBHSA
HCIIOJIb3YEMBIX NPH MPOH3BOJICTBE JICKAPCTBEHHOTO TIpenapara

Tpebyemas Bupg
JIOKYMEHTAIUs MPOLETyPEI

a) M3aMeHeHus OTTUCKOB, TPABUPOBKH MJITM MHBIX 3HAKOB 1,2,3,4 1,2 1A

6) 3menenne pucok (JMHUE pas3iioMa), IpeAHa3HAuYCHHbBIX JUIS
pazliesieHHs Ha paBHbIC 1036

1,2,3 IB

Y ¢ n1 o B u 4

1. Cnenudukanuu JIEKapCTBEHHOTO Mpenapara Ha BBITYCK U Ha KOHEI[ CPOKA TOJHOCTH HE U3MEHSIOTCS (32

HCKIIWYCHUECM BHEIIHET O BHUIA).
2. Bce dYepHHIBI  COOTBETCTBYEeT  JeHCTBymoImeMy  (apMameBTHYECKOMY  3aKOHOJATEIbCTBY.
3. Puckm (mmHEM pa3noMa), He TpeAHA3HAadYeHbBl Ha pa3JelieHue Ha paBHBIE  JO3HI.
4. 3HaK" JEKapCTBEHHOTO MperapaTa, NCTIONb3YeMbIe ISl Pa3UICHUS TO3UPOBOK, OJHOCTHIO HE YIaJCHBI.

JdoxyMmMeHT auuws

1. TlonpaBka K COOTBETCTBYIOLIEMY(COOTBETCBYIOIINM) pa3neny(pas3zenaM) Jocke, BKIIOYas IOAPOOHOE
rpaduueckoe WIM IIOBECTBOBATEIBHOE ONHCAHWE TEKYIIEr0o M HOBOI'O BHEIIHETO BHJA, a TaKke
COOTBETCTBYIOIHI IIEPECMOTP HHpOpMaALNHU 0 JIE€KapCTBEHHOM npemnapare.
2. B COOTBETCTBYIOIIHUX clrydasx 00pasubl JIEKapCTBEHHOTO npermnapara.
3. Pe3ynbTaTel COOTBETCTBYIOIMX HcnbiTaHMi 1o ['ocynapcrBenHoit ®apmakonee PecnyOnuku Kaszaxcraw,
MOJTBEPKIAI0IINE SKBUBAJIEHTHOCTb CBOMCTB (MIPABUIBHOCTD JO3UPOBAHUS).

Tpebyemas Bupg

B.IL.a. 2 I3menenune GopMbl i pa3MepoB JIeKapCTBEHHOH (Gopmbl | Y citoBus
JOKyMEHTAIHs TIPOLETYPbI

a) TaOneTkn, Kamcyiabl, CYNIIO3UTOPUM U IECCApUU C

1,2,3,4 1,4 1A
HEME/JICHHBIM BBICBOOOKIEHHEM

0) JlexapcTBeHHBIE (OPMBI C OTCPOUCHHBIM, MOTU(PHUIIMPOBAHHBIM
WM TTPOJIOHTHPOBAHHBIM BBICBOOOXKICHUEM U TaOJIETKH C PUCKOM, 1,2,3,4,5 1B
npeHa3HaYeHHOH [UIsl pa3/ieieH s Ha PaBHBIE JO3bI

B) loOaBieHne HOBOro Habopa I paanodapMareBTHICCKOTO

I
JIEKapCTBEHHOTO TpeTnapaTa ¢ ApyTruM 00bEeMOM 3alOTHEHHSA

Y ¢ 1 o B u 4
1. [Ipo¢uie pacTBOpEeHUS H3MEHEHHOTO JICKAPCTBECHHOTO MPEnapaTa COMOCTABUM CO CTaphIM, €CJIA TPUMEHUMO.
IIpu HEBO3MOXXHOCTH MPOBEICHHUS UCIBITAHHUS PACTBOPEHUS BPEMs PacliaJacMOCTH HOBOTO JIEKAPCTBEHHOTO

npemnapara B CpaBHEHHHU co HEN3MEHEHHBIM.
2. Cnenudukanuy JIEKApCTBEHHOTO IIperapaTa Ha BBITYCK W Ha KOHEIl CPOKa TOJHOCTH HE M3MEHIUTUCH (3a
HCKIIUYEHUEM pasMepoB JIEKapCTBEHHOH bopmer).
3. KayecTBeHHBIM U  KOJMUYECTBEHHBIH COCTAaB H  CpEeOHSsI Macca HE  HU3MEHHUINCH.

4. 3meHeHue He 3aTparuBacTt TabJIETKH C pHCKOﬁ, npez[Ha3HaquH0ﬁ JUTA pas3aciiCHUuA HeKapCTBeHHOﬁ (bOpMI)I
Ha paBHBIC TO3bI.

JoxkxkyMmMeHT anqs

1. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pasjaeny(pas3ienaM) J0chbe, BKIIOYas MOJIpOOHOE

rpaduueckoe OTOOpaKeHHE TEKYIIero W IPEeAaraeMoro IIOJIOKEHHs, a TakkKe HepecMoTp MHpopMmanuu o

JEKaAapCTBEHHOM npemnapare COOTBETCTBEHHO.
2. CpaBHHTEIBHBIC JaHHBIC PACTBOPCHUS HE MCHEE YeM OJIHOW OIMBITHO-IIPOMBINUICHHON CEPHU C TCKYIIUMHA H
TpenaracMbpIMU pa3MepaMi (OTCYTCTBHE 3HAUYHUTENBHBIX PAa3IMYUil C TOYKH 3PEHHS COMOCTABUMOCTH — CM.



HpaBHna MIPOBCACHU I/ICCHGHOBaHI/Iﬁ OHO3KBUBAJICHTHOCTHU JICKaPpCTBCHHBIX MpCHapaToB (,uanee — HpaBnna
OPpOBCACHUA I/ICCJ'Ie,IlOBaHI/Iﬁ 6I/IO3KBI/IB3H6HTHOCTI/I). B oTHOmEHNN JICKaPCTBCHHBIX PACTUTCIIbHBIX MPCHApaTOB

MpHEMIIEeMBI JaHHEBIC CPaBHUTENBHOHU pacmagaeMoCTH.
3. OOocHOBaHHS HEMPEACTABICHHUS PE3yJIbTaTOB HOBOTO HCCIEIOBAaHUS OWOPKBHUBAJCHTHOCTH COTJIIACHO
IIpaBunam MpOBEAECHUSI HCCIEeOBaHUN OMO3PKBHBAaJIECHTHOCTH.
4. B COOTBETCTBYIOIIUX ciaydasx 00pa3usl JeKapCTBEHHOTO mpenapara.

5. Pe3yibTaThl COOTBETCTBYIONIMX HCIBITaHWN 10 [ocynapctBennoir ®apmakonee PecryOnmkn Kazaxcras,
MTOJITBEP>KAAIOIINE SKBUBAJICHTHOCTH CBOMCTB (IIPAaBMIILHOCTh TO3UPOBAHMA).

Jna Bb.Il.a. 2.B), moboe H3MEHEHUE
JIO3UPOBKH" JIEKapCTBEHHOI'O IIpernapaTa

(*) Ilpumeuanne
TpeOyeT Mojauu 3asBJICHUSA O PACIIAPCHUN

pETUCTpAIHH.
B.Il.a. 3 W3MmeHeHue coctaBa (BCIIOMOTATEIHHBIX BEIIECTB) v Tpebyemas Bun
CIIOBHS
JICKaApCTBCHHOTO Iperapara JOKYMEHTAIUS TIPOIICIYPhI
a) MI3MeHeHue coctaBa BKYCOBBIX J00aBOK (apOMaTH3aTOPOB) MU
KpacuTeneu
1,2,3,4,5,6,7
1. JloGaBneHUe, HCKITIOUEHNE UITH 3aMEHA ’9 ’10’ T 1,2,4,5,6 IA
b b
2. YBenu4yeHue Wik yMEHbIIEHHE COIEPKaHUs 1,2,3,4,10 1,2, 4 1A
6) IIpoune BcriomMorarenbHbIE BEIIECTBA
Jlro6ast He3HAUHTENbHAS KOPPEKIUS KOJMYESCTBEHHOT'O COCTaBa
PP 1,2,4,8,9,10 1,2,7 1A

BCIIOMOTATCJIbHBIX BCIICCTB JICKAPCTBCHHOI'O IIperapara

2. KauecTBeHHBIE UM KOJMYECTBEHHBIE M3MEHEHUS OJJHOT'O HJIHN
0oJiee BCIIOMOTaTelbHbIX BCIIECTB, CYIECTBCHHO BJIMAIOIINUEC Ha

II
KayecTBO, 0e30macHOCTh WM 3()(HEKTUBHOCTH JIEKAPCTBEHHOTO
mperapara
3. HN3menenue, 3aTparvBaroniee OMOTIOTHYECKUI ( I
MMMYHOJIOTHYECKHIA) TIpenapaT
4. JIroboe HOBOE BCIIOMOTATENBHOE BEIIECTBO, MPEIIOIararomnee
HCIIOJIb30BAHNE MAaTEPHAOB YEIOBEUYECKOTO WM J>KHBOTHOTO I
MPOUCXOXKIEHUSA, TPEOYIOMMUX OLEHKH JaHHBIX BHUPYCHOM
6e3omacHocTH U (nnn) pucka TI'D
5. H3menenue, 00OCHOBaHHOE pe3yJlbTaTaMH HCCIIETOBaHHS I

OHMO3KBHBAJICHTHOCTH

6. 3amMeHa OJHOTO BCIIOMOTATEILHOIO BEIIECTBA CXOIHBIM
BCITOMOTaTEIbHBIM BEIIECTBOM C TeMHU ke (HYHKIMOHATHHBIMHU
XapaKTEPUCTHKAMHU B aHAJIOTHYHOM KOJHYCCTBE

1,3,4,5,6,7
”’,”IB
8,9

Y ¢ o1 o B mn 14

1. 3MeHeHHs (HyHKIMOHAJIBHBIX XapaKTePUCTHUK JIEKapCTBEHHOH (h)OPMBI, HAIIPHMeEp, BPEMEHH paclagaeMOCTH,
npoduns pacTBOpEHHHA OTCYTCTBYIOT.
2. Besikyro He3HaUUTENbHYI0 KOPPEKLHUIO cocTaBa JUIsl MOoJIepKaHust o011el Macchl HE00X0IMMO OCYIIECTBIISTh
BCIIOMOTATENIFHBIM BEIIECTBOM, COCTaBISIOIIMM B HACTOSAIIEE BpPEMS OCHOBHYIO YacThb JIEKapCTBEHHOTO
mn pemawparta

3. Crneun¢ukanus JeKapCTBEHHOTO IperapaTa OOHOBJICHA B YacTHW BHEIIHETO BHIa (3amaxa,BKyca) U, MpH
HEOOXOAUMOCTH, HUCKJIIOYEHO HCTIBITAHHE Ha MOJJIMHHOCTD.
4. HayaTe! COOTBETCTBYIOIIHUE NCCICAOBAHUA CTa6I/IJ'IBHOCTI/I B COOTBCTCTBHUU C YCTAHOBJICHHBIMU Tpe6OBaHI/IHMI/I
(c ykazaHHeM HOMEPOB cepuil); IpOaHAIM3UPOBAHBI COOTBETCTBYIOIINE apaMETPbl CTAOMILHOCTH HE MEHEEe YeM
Ha JIByX ONBITHO-NPOMBINIJICHHBIX WJIM HPOMBINUICHHBIX CEpPHSX; B PACIOpPSHKEHUH 3asBUTENST HaXOASTCS
YIOBIICTBOPHUTEINIEHBIC PE3yNbTaThl, IO MEHBIIEH Mepe, 3-MEeCSYHOTO M3Y4eHHs! CTaOMIBHOCTH (Ha MOMEHT
BBeJICHUS M3MeHeHni [A Tuma m yBemomiieHHs 00 m3MeHeHus X IB Twma); mpodiib cTabMIBHOCTH CXOX C



YTBEpIK/IEHHBIM B HacTosiee Bpems npoduitem. [loarBepskaeHue Toro, YTo UCCIEN0BaHUs OYAyT 3aBEPIICHBI, U
YTO €CIIM pe3yJIbTaThl Ha KOHEIl CPOKa TOJHOCTH HE OyAyT YKIaAbIBaTHCS B CIEHU(DHUKAINY W TOTEHINAIEHO
HE YKJIAABIBaThCAd B CHENU(HUKANNK, MX HEMEVICHHO MHPEACTaBAT YMOJHOMOUYEHHOMY OpraHy Hapsmy C
Ipe/ylaraéMpIM IIaHOM JeiicTBuil. Kpome TOro, B COOTBETCTBYIOIIMX CIy4asXx HEOOXOAMMO MpPOBECTH
HCIOBITAHUEC bOTOCTAaOHUIABHOCTH.
5. Bce HOBBIE KOMIIOHEHTHI YJOBJIETBOPSET TPeOOBaHUSIM COOTBETCTBYIOUIMX IOKYMEHTOB PecryOiuku
KazaxcraH, kacaromuxcsi KpacuTesel, UCIIOJIb3yEeMBIX B IHUINEBON IPOMBIIIIEHHOCTH, U BKYCOBBIX J00aBOK.
6. Hu ouH HOBBIN KOMIIOHEHT HE MPEANoIaraeT UCHOIb30BAHUE MATEPHUATIOB YEIOBEYECKOI0 MM KUBOTHOIO
MIPOUCXOXKICHHS, TPEOYIOINX OLEHKH JAaHHBIX BHUPYCHOW OE30MacHOCTH WM COOTBETCTBUS JICHCTBYIONIINM
TpeboBanmaM ['ocymapcrBenHoit ®apmakomnee PecmyOnmukn KazaxcraH mo MHUHAMH3AIMU pPHUCKa IEepeladd
areHToB I'y0uaTo 3HIe(aronaTHH KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX NIPEMapaToB Ul MEIUIIMHCKOTO U
BETECpHUHApPHOTO NPpUMECHCHUA .
7. B COOTBETCTBYIONUX CIIy4asX M3MEHEHHs HE BIMSAIOT HA PA3IN4Usg MEXIy IO3UPOBKAMHU M HE OKa3bIBAIOT
HETaTUBHOI'O BJIMSHUS HAa BKYCOBBIE CBOICTBAa JEKapCTBEHHBIX INPENapaToB, MPEJHA3HAUYEHHBIX IS AETEH.
8. Ilpo¢wmnp pacTBOpeHHST HE MEHEe 4YeM JABYX OIBITHO-IPOMBIIUIEHHBIX CEpHil HOBOTO JIEKapCTBEHHOTO
IperapaTra COIOCTaBHUM CO HEHW3MEHEHHBIM (OTCYTCTBHE 3HAYMTENBHBIX pa3IMUUd C TOYKH 3pPEHHS
COIOCTaBUMOCTH — CM. [IpaBuia mpoBeIeHHs HCCIEIOBaHUH OMOIKBHUBAJIEHTHOCTH). IIpH HEBO3MOKHOCTH
MMPOBEACHUA UCIIBITAHUA PACTBOPECHUSA C JICKAPCTBECHHBIMH PACTUTCIIbHBIMU MIpE€TIapaTaMu BPpEMA pacriaja€MOCTH
HOBOTO JIEKapCTBEHHOTO npemnapara COIIOCTaBUMO co HEHU3MEHEHHBIM.
9. V3MeHeHne He SBISETCS CIEACTBHEM HECTaOWIBHOCTH M (WJIM) HE CKas3bIBaeTcsl Ha OE30IIaCHOCTH, T.€.
pasnuuuAX MEXAY JO3UPOBKAaMHU.
10. PaccmarpuBaemblii JEKapCTBEHHBIH IIpemapar HeE SBISETCS OMOJIOTHYECKHM (MMMYHOJIOTHYECKHM)
JIEKaPCTBEHHBIM TIPETIapaTOM.

JdoxywMmMeHT anuwuws

1. ITonpaBka K COOTBETCTBYIOLIEMY(COOTBETCBYIOLINM) pa3eiy(pa3aenaM) 10Che, BKIII0Yas METOIbI HCIIBITAHHS
Ha TO/UIMHHOCTh BCEX HOBBIX KpacuTened (eciu NPUMEHHMO), a TakXe IepecMOTp HHGOpPMalHuH O
JTEKapCTBEHHOM nmpemaparte COOTBETCTBEHHO.
2. Jlexmapanusi, 94T0 Ha4aThl TpeOyeMble HCCICAOBAHHUSA CTAOMIBHOCTU B COOTBETCTBHM C yCTAHOBJICHHBIMH
TpeOOBaHMIMH (C YKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOLIMX CIy4asix) Ha MOMCHT BBEIACHHUS
U3MEHEHHUH B €ro pacnopsDKeHHH HaXOAWIUCH TpeOyeMble MUHUMAaJIbHBIE YJOBJIETBOPUTEIbHBIE JaHHBIE IO
CTaOMIIBHOCTH; M YTO MMEIOIINECS JaHHBIE HE CBUJIETEIILCTBOBAIIM O KaKoi-1m1bo npobneme. Heooxoaumo taxke
MIPEJCTAaBUTh MOJATBEPKACHUE TOTO, YTO MCCIEJOBAaHMS OyAyT 3aBEpIICHBI, M YTO €CIM pe3yibTaThl HE OyayT
YKIIaIpIBaThCA B CIEIM(UKAUN WM TOTCHIMAIbHO HE YKJIAIbIBaThCS B CIEHU(HUKAINK Ha KOHEI CPOKa
TOAHOCTH, UX HEMEIIEHHO MPEACTABST YIIOJIHOMOYEHHOMY OpTraHy Hapsiay ¢ IpeAIaraéMbIM IUIaHOM JeHCTBUH.
3. Pe3ysbraThl HCCIeIOBaHUH CTAOMIBHOCTH, TPOBECHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHUSIMH,
M0 3HAYMMBIM TTapaMeTpaM CTaOMIbHOCTH HE MEHEee YeM Ha JBYX OIBITHO-IPOMBILIICHHBIX WIIN MPOMBIIILICHHBIX
CepusiX, OXBAaTHIBAIOIIMX HE MeHee 3 MecsleB, U MOATBEPIKACHUE TOTO, YTO yKa3aHHBIC HCCIEAOBaHMS OyayT
3aBEpPIICHBI, M €CITN PEe3YNIbTaThl He OyIyT YKIabIBaTHCS B CHEHU(PHUKALUY WIN TIOTEHIIMAIEHO HE YKIJIJBIBATHCS
B crien()MKAIMK Ha KOHEIl CPOKa TOAHOCTH, HX HEMEUIEHHO MPEACTABST YIIOJIHOMOYEHHOMY OpraHy Hapsmy €
npeaigiaraeMb M NIaHOM OEWCTBHUMH.
4. B COOTBETCTBYIOIIHUX ciaydasix 00pa3ubl HOBOTO JIEKapCTBEHHOTO npemnapara.
5. JIubo ceprudukar coorBerctBus EBponeiickoit @apmakonen no TI'D Ha 000§t HOBBII UCTOYHHK MaTepuana,
1100 (eciy MPUMEHHMO) JOKYMEHTAIbHOE IOATBEPXKIECHHE TOT0, YTO MCTOYHUK MaTepHana, HOABEeP:KEHHbIH
pucky TI'D, paHee mpoBepeH YNOJHOMOYEHHBIM OpPraHOM; W OBUIO MHOJTBEPXKIEHO €r0 COOTBETCTBHE
nelicTByromeit cratbe ['ocymapctBenHoit ®@apmakomee PecrmyOmmkm KazaxcraH Mo MUHUMH3AIUU PHCKa
nepesaddl areHToB ry04aroi sHmedanonaTuy >KUBOTHBIX ITOCPEACTBOM JIEKAPCTBEHHBIX IPENApaToB UL
MEIUIMHCKOTO ¥ BETEPHHAPHOTO IPUMEHEHNs. [l KaKI0ro TaKoro poja MaTeprana HeoOX0ANMO IPEICTaBUTh
CIIEIYyIONINe CBEACHUS: HAa3BaHHE MPOU3BOANUTEINS; BUJ KUBOTHBIX M TKaHHU, U3 KOTOPHIX IOJIY4YEeH MaTepHa;
CTpaHa NPOUCXOKICHUS JKUBOTHBIX u ero HCIOJb30BaHUE.
6. B cooTBeTCcTBYIOIMMX CIyd4asx JaHHbIE, MOATBEPKJAIONIME TO, YTO HOBOE BCIIOMOTaTEIbHOE BEIECTBO HE
B3aMMOJIEHCTBYET ¢ AaHAINTUYECKMMH METOAMKAMHM CHEIU(UKAINK JEKapCTBEHHOro IIperapara.
7. HeobxoauMo mocpeacTBoM Hajiexaniel (hapManeBTHIeCKOH pa3paOboTKy (BKII0Yast BONPOCH CTaOMIBHOCTH
¥ TIPOTUBOMHUKPOOHOTO KOHCEPBHPOBAHUS, €CIM MPHUMEHHUMO) IMPEICTaBUTh 00OOCHOBaHHME CMEHHI (BBIOOpa)
BCNIOMOTAaTeENnhbHBH X BEU[ECTB.



8. CpaBHHTEIBbHBIC JaHHBIC MPO(HIS PACTBOPCHHS TBEPIBIX JICKAPCTBCHHBIX ()OPM HE MCHEE YeM Ha JBYX
OTBITHO-IIPOMBINUIEHHBIX CEPUSAX JIEKAPCTBEHHOTO IMperapara HOBOrO M CTaporo COCTaBOB. B oTHoOmIeHHH
JICKApCTBEHHBIX  PACTUTENBHBIX MPENapaToB JOCTATOYHBI JaHHbIE CPABHUTEIBHOW paclagacMOCTH.
9. O60CHOBaHHUS HETPEACTABICHUS PE3YIFTaTOB HOBOT'O UCCIIEAOBAHI OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
[IpaBunamu mpoBeAEHUS UCCIIEI0BaHUI OMOIKBUBAIEHTHOCTH.

B.Il.a. 4 M3menenne Macchl 000JI0YKH JIEKAPCTBEHHBIX (HOPM IS v Tpebyemas Bun
CIIOBUS
MpreMa BHYTPb WIHM H3MEHEHNE MacChl 000IOYKHN KarCyJIbl JOKYMEHTAIHs TIPOLETYPbI

a) TBepuple nekapcTBEHHBIE (POPMBI JIJIsS IPUEMa BHYTPb 1,2,3,4 1,2 1A

6) JlekapcTBeHHBIE (POPMBI C OTCPOUCHHBIM, MOAN(DHUINPOBAHHBIM
WY TIPOJIOHTUPOBAHHBIM BEICBOOOK/ICHHEM, B KOTOPBIX 000JI0YKA I
SBIISICTCA KIIFOYEBBIM (DAKTOPOM BBICBOOOIKICHHS

Y ¢ o1 o B un 14

1. Ilpoduip pacTBOpeHHS HE MEHEE 4YeM JABYX OIBITHO-IPOMBIIUIEHHBIX CEpUil HOBOTO JIEKApCTBEHHOTO
mpernapara COMOCTaBUM €O cTapbiM. [Ipy HEBO3MOKHOCTH TIPOBEJCHHUS HCIBITAHUS PACTBOPEHHUS C
JIEKapCTBEHHBIMU PACTUTEIBHBIMU TIPEapaTaMy BpPeMs pacrajaeMOCTH HOBOTO JIEKAPCTBEHHOTO Mperapara B
CpPaBHEHUH co CTaps M.
2. O6onouka HE ABIIAETCS KJIIOYEBBIM dbaxTopom MeXaHH3Ma BBICBOOOXKICHUS.
3. Crenudukaiiys JeKapCTBEHHOIO IpenapaTa 0OOHOBJICHA JIMIIIb B YaCTH MAcChl M pa3MepoB (€CiIu MPHUMEHUMO).
4. HauaTbl COOTBETCTBYIOIIHE UCCIIEJOBAHHS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMHU TPEOOBAaHUMHU
HE MEHee YeM Ha JIByX OIBITHO-TIPOMBIIIIEHHBIX W NMPOMBIIUICHHBIX CEPHUSX; B PACIIOPSDKCHUN 3asBUTENS Ha
MOMEHT BBEJICHUSI U3MCHEHHI HAaXOJSITCS YJOBJICTBOPHUTEIBHBIC, 0 MEHbBINEH Mepe, 3-MeCsS4HbIe JaHHbBIE MO0
CTaOMIBHOCTH; MOATBEPXKICHHE TOr0, 4YTO HCCICeNOBaHMS OyIyT 3aBepuieHbl. Eciu pe3yiabTaTbl He
YKJIaJIBIBAIOTCA B CHEUU(UKAIMKA WK TOTCHIMAIBFHO HE YKJIAABIBAThCs B CIEHU(HUKAINU HAa KOHEIl CpoKa
TOAHOCTU, UX HEMCJICHHO MPCACTABAT YIIOJIHOMOYCHHOMY OpraHy Hapsaay € nNpeajiaracMbiM INIaHOM HeﬁCTBHﬁ.

JdoxkyMeHT aUuugs

I. ITompaska K COOTBETCTBYIOMEMY(COOTBETCBYIOIIHM) pazzeny(pa3aenaam) oche.
2. Jlexiapanus, 9TO Ha4daThl TpeOyemble MCCICIOBAaHHUS CTAOMIBHOCTH B COOTBETCTBHH C yCTAaHOBICHHBIMHU

TpeOOBaHMIMH (C YKazaHHEM HOMEPOB Cepuil); U 4TO (B COOTBETCTBYIOIIMX CIydasx) Ha MOMEHT BBEICHUS

W3MEHEHUH B €ro PpacCrops>KEHUU HaXOAUJIUCh TpeﬁyeMble MHUHHUMAJIbHBIC YAOBJIECTBOPUTCIILHBIC IaHHBIC I10

CTaOMIIBHOCTH; M YTO MMEIOIINECS JaHHBIE HE CBUJIETEILCTBOBAIIM O KaKoi-11bo npodneme. Heooxoammo taxke
MPENICTABUTh MOATBEPIKICHUE TOTO, YTO UCCICAOBAHUS OyAyT 3aBEPIICHBI, H YTO €CIIH PE3yIbTAaThl HE OYIYT

VKJIaABIBAaThCS B CHCHU(PUKAIUN WIA MMOTCHIWAIHLHO HE YKJIAABIBATHCS B CHEHU(PUKAIMN Ha KOHEI CpOKa

TOTHOCTH, UX HEMEIJICHHO IPEACTaBAT YIIOJIHOMOYEHHOMY OpraHy Hapsy ¢ MpeuiaraéMbIM IDTAHOM JIeHCTBHH.
Kpome Toro, B COOTBETCTBYIOIIMX CIydasx HEOOXOAUMO MPOBECTH UCIIBITAHHE (DOTOCTAOMILHOCTH.

Bb.Il.a. 5 V3MeHeHHe KOHIEHTPALMH OJHOJO3HOTO, MOJHOCTHIO

BBOJMMOTO TMapeHTEPaIbHOTO JICKAPCTBEHHOI'O Iperapara MpH Venosus Tpebyemas Bupg
HEM3MEHHOCTH CONEp)KaHHUS aKTHBHOW (papMarieBTHUIecKoit JOKYMEHTAITUS TIPOIIeTyPBI
CyOCTaHITUH Ha €TUHUILY O3B (T.€. JO3UPOBKH)

I
B.Il.a. 6 MHWckimroueHue KOHTEHHEpa C PACTBOPHUTEIEM (y Tpebyemas Bupg
CJIOBHS
paz0aBuTeNIeM) U3 YIIAKOBKH JOKYMEHTAIHs MPOLEeTy b

1,2 IB

JdoxkxkyMeHT aUngs

1. ObocHOBaHME WCKIIOYEHUS, BKIIIOYAs yKa3aHWE Ha abTePHATHBHBIC CIIOCOOBI MONyYeHHUsS PacTBOPHUTENS (
pa3zbaBuTens) B Iensix Oe3omacHOro W 3(G(GEKTUBHOTO MNPHUMEHEHUs JIEKapCTBEHHOTO IMpenapara.
2. [lepecmoTpeHHast HHGOPMAIIHS O JIEKAPCTBEHHOM Ipenapare.

B.1I. 0) ITpousBoacTBO

B.I1.6. 1 3ameHa MPOU3BOACTBEHHOU
IUTOIIAKU JIIST YaCTH WM BCEX

Ycnosust Tpebyemas nokymeHTaIHs Bun npouenypsl



OpoueccoB npounus3BoACTBa
JICKapCTBCHHOTI'O IIpeIrapara

n .
a) Ilnomanka 1O BTOPUYHOU 1.2 13,8 A
YIaKOBKe

0) Ilmomagka MmO TEepPBUYHON
YITaKOBKE

1,2,3,4,5 1,2,3,4,8,9 1A

B) Ilmomanka, Ha KOTOpOH
OCYIIECTBISIOTCS
MIPOM3BOJICTBEHHBIC OTEPALUH IS
OMOTOTHYECKUX (
HIMMYHOJOTUYECKUX )
JEKapCTBEHHBIX IIPENapaToB WM
JIeKapCTBEHHBIX bopm,
MPOU3BEACHHBIX C IOMOIIBIO
CIIOXHBIX ~ IPOU3BOACTBEHHBIX

II

MPOLECCOB, 33 HCKIIOYEHUEM
BBIITyCKa CEPHH, KOHTPOJIS KauecTBa
CepUil U BTOPUYHON YIIAaKOBKHU

r) Ilnomanka, TpeOyromas
MPOBEIEHUS] MEPBUYHON MM II
MIPOLYKT CTIENU(PUIHON MHCTIEKIIUH

n) Ilnomanka, Ha KOTOpOt

OCYILIECTBISIOTCA no0bIe

MIPOU3BOJICTBEHHBIE ONEpaIUy IS

HECTECPUJIBHBIX JIEKaPCTBEHHBIX 1,2,3,4,5,6,7,8,9 1B
MpenapaToB, 3a HCKIOYEHUEM

BBIIIYCKA CEpUl, KOHTPOJI CEPHUI,

MIEPBUYHON U BTOPUYHOM yIIaKOBKH

e) [Ilmomanka, Ha KoTOpoH
OCYIIECTBIISIIOTCS mo0bIe
MIPOU3BOJICTBEHHBIEC OIEPAlNU CO
CTEPWJIBHBIMU JICKapCTBECHHBIMH
npernapaTramMmy, IPOU3BOIAIIUMUCS C
HCIOJIb30BAHUEM ACENTUYECKHX
METO/0B (ucknrouas 1,2,3,4,5,7,8 1B
OMoNIOTHYECCKHE (
HIMMYHOJOTHIECKHUE)
JEKapCTBEHHBIE TIpenapaTsl), 3a
UCKITIOUYEHHUEM BBIyCKa Cepui,
KOHTPOJII KadecTBa CEpPUH U
BTOPUYHON yNIaKOBKU

Y ¢ a1 o B u 4
1. Hanuuune ceprudukata HamjIekaiied mpon3BoAcTBeHHOW npakTHKH (GMP) mpou3BOACTBEHHON ILIOMIAIKH

nepenamuei u NPUHUMAIKIEH CTOPOHBEI.
2. [Inomaka MMLEH3UPOBaHA B YCTaHOBJIEHHOM MOpsIIKE (IJIs IPOU3BOACTBA PACCMATPUBAEMOM JIEKapCTBEHHON
bopMBI unu JEKapCTBEHHOTO npemapara).
3. PaccmarpuBaemsrit JIEKapCTBEHHBIN npemnapar HE SABIISECTCS CTEPHIIBHBIM.

4. B COOTBETCTBYIOIIUX CIIydasX, HalpuMep, B OTHOWICHWM CYCHECH3MH WM 3MYJbCHI, HMEETCs cxema
MEPBUYHON SKCHEPTU3Bl MM B COOTBETCTBHUH C TEKYIIMM IPOTOKOJIOM YCHEIIHO NPOBEACHA NEPBUYHAS
JKCIEpTHU3a HOBOW IUIOIAJKH C HE MEHee 4YeM TpeMs  NPOMBIIUIEHHBIMH  CEPUSMU.
5. PaccmarpuBaeMblii JIeKapCTBEHHBIH IpenapaT He sIBISETCS OMOJIOTMYECKUM (MMMYHOJIOTHYECKUM).



JdokyMeHT anmsd

1. TloaTBepxkaeHue TOro, YTO MpeasiaraeMas IUJIOMIaAKa JUIEH3UPOBaHA B YCTAHOBJIECHHOM TMOPSIKE IS
MPOM3BOJICTBA  JCKAPCTBEHHOW  (OpPMBI WM  pacCMaTPUBAeMOro  JICKApCTBEHHOTO  Ipemapara.
2. B COOTBETCTBYIOIUX CIyYassx HEOOXOIUMO YKa3aTh HOMEpa Ceprii, COOTBETCTBYIOIINE pa3Mep CEPHU U JaTy
mpousBoacTBa cepuil (3), MCHONB30BaHHBIC B BAJIHIAMOHHOM HCCIEAOBAHWH, W MPEICTABUTH aHHBIC
NEePBUYHOM OKCIEPTHU3Bl MM MPOTOKON (CXeMy) NEpBHYHOM HKCIEPTHU3BI, IOUISKANUNN Iojade.
3. B ¢dopme 3asiBieHHsT O BHECEHUHM M3MEHEHHH HE0OXOJMMO YeTKO yKa3aTh "Tekymux" u "mpemiaraeMbix"
MPOU3BOJUTENICH  JICKAPCTBEHHOrO  mpemaparta (corjgacHo  pasfaeny 2.5  ¢Gopmbl  3asiBICHHS).
4. Komuu yTBEepkKACHHBIX CHEIU(GUKANMA Ha BBITYCK M KOHEI[ CPOKa TOMHOCTH (€CIM MPUMEHHMO).
5. JlaHHBIE aHaNW3a ONHOW MPOMBIIUICHHONH CEPHH M ABYX ONBITHO-TIPOMBINIICHHBIX CEPUil, MMHTHPYIOIIINX
TpoIecc TMPOM3BOACTBA (WX NIB€ NPOMBINUICHHBIE CEPUH) W CPABHHUTEIBHBIC JAaHHBIE C TPEMS CEpPHUSIMH,
MPOU3BEICHHBIMI Ha MpPEIBIAYIIeH MpOM3BOACTBEHHOW muomaake. [lo 3ampocy HE0OXOAMMO TpPEICTaBHUTH
JaHHBIC IO CICAYIOIIUM JBYM ITIOJIHBIM HNPOMBIIIJICHHBIM CEPUAM; HCO6XOI[I/IMO COO6HH/ITI), €CJIN pE3yJIbTAThL
aHajdW3a  HE  YKIAJBIBAIOTCI B  CcHOeHHPHUKAIHUIO, U T[OpeNJIOKUTh  IJIaH  JIeHCTBUH.
6. COOTBETCTBYIOIINE NaHHbIE IEPBUYHOM IKCIEPTU3HI, BKIIOUAsl Pe3yJIbTaThl MUKPOCKOIIUYU paclpeaesieHus Mo
pa3MepaM YacTHIl ¥ UX MOP(OIOTHN MATKAX M KHUIKUAX JEKAPCTBCHHBIX (POPM, B KOTOPEIX (papMarieBTHYCCKast
cybcTtaHOHA HaXOOUTCS B HEpacTBOPEHHOM COCTOSHHH.
7. Ecniu Ha HOBOM HPOM3BOJCTBEHHOH IUIOIIAIKK B Kaue€CTBE MCXOIHOIO MarepHualla UCIOJIb3YeTCsl aKTUBHAs
(dhapmareBTHYCCKas CyOCTaHIIMSA, — JCKIapaIis YIOJHOMOYECHHOTO JIHIlA IUIONIAJKKA, OTBETCTBEHHOI'O 3a
BBIITYCK CEpHii, 4TO aKTHBHas (apmaleBTHYeCKas CyOCTaHIMsI NMPOU3BEACHA B COOTBETCTBHMHU ¢ llpaBuiamu
HaJJIeKaIell TPOU3BOJACTBCHHOW mpakTuke PecrmyOnmku Kazaxcran [ HMCXOIHBIX MaTepUAsoOB.
8. [MompaBka K COOTBETCTBYHOIEMY(HM) pasgeny(am) JOCheE.
9. Ecnu mpow3BOICTBEHHAs IDIOMIA[Ka W IUIOM[A/Ka, HA KOTOPOHW OCYIIECTBISETCS TMEpPBUYHAS YIAKOBKa,
pasnuyarTcs, HEOOXOIWMO ONHCAaTh W BATHAMPOBATH YCIOBHSA TPAHCIOPTHPOBKH W XPaHCHHS
HepachacoBanHoro npemnapara (bulk).

IIpy u3MeHeHNM UMM HOBOM NMPOU3BOJCTBEHHOH IJIOLIaJKE B CTpaHe 3a
npexnenamu PecrryOnmkn Kazaxcran, ¢ KOTOpoii He 3aKITIOYEHO COTJIalleHUe
o B3auMHOM npuszHanuu GMP, nepkaTensiM A0 MoJadul yBEIOMIICHUS
PEKOMEHIyeTCs MPOKOHCYIBTHPOBATHCSA C YIOIHOMOUYCHHBIM OPTaHOM H
MIPEACTaBUTh CBEJICHUS O BCEX NMPEIbIAYIIUX WHCIIEKIHUAX 3a HOCIeAHUE 2—
3 roma U (WaM) BceX 3AIUIAHMPOBAHHBIX WHCHEKIUSAX, BKIIOYas AAThl
HUHCIEKIHUHM, KaTeropuu WHCHEKTUPYEMBIX MPOAYKTOB, HaA30pHOE
BEJJOMCTBO M Tpouue CBeAcHHUA. Jleknapalid yHOJIHOMOYEHHOIrO JIUIIa,
3aTparuBaloline  aKTUBHYIO (dapmaneBTHUECKyl0  CyOCTaHIHIO.
JleprkaTenu MUICH3UH HAa POU3BOJICTBO B KAYECTBE HCXOIHBIX MaTEPUAIOB
UCIIONIb3YET UCKIIIOYUTENIHO aKTUBHbBIE (papMaleBTHUECKUE CyOCTaHLIUH,
npousBeeHHble B cOOTBeTCTBUM ¢ GMP, moaToMy KaKblii JepikaTeib
JUIEH3UM Ha MPOU3BOJACTBO MPOAEKIAPUPYET, YTO OH B KauecTBe
HCXO/JHOTO MaTepuaia HCIOJNb3yeT aKTUBHYIO (DapManeBTHYECKYIO
cyOcTaHIuIo, Mpou3BeneHHy0 B coorBercTBUH ¢ GMP. Kpome Toro,
MIOCKOJIBKY YTIOJIHOMOYEHHOE JIMIIO0, OTBETCTBEHHOE 3a CEPTH(PHKALNIO
cepun, Oeper Ha ce0s1 OOIIyI0 OTBETCTBEHHOCTD 33 KaXAYIO CEpHIO, €CITH
IUIONIA/IKa, BBITYCKAIOIIAs CEpPHI0, OTIMYAETCS OT YKa3aHHOM BHIIIE,

IIpumeuanusi:

YOOJIHOMOYEHHOC JIMIO, OTBETCTBCHHOC 3a CepTI/I(bI/IKaLII/I}O cepuu,

NpeaAcCTaBIsACT JAOMMOJTHUTCIBbHY IO JACKJapalnulo.
Bo muormx ClIy4dasxX BOBJICUCH JIMIIb OJWH ACPKATCIb JIMIICH3UNU Ha

MMpOU3BOJACTBO, MO3ITOMY HOTpC6y€TCfI JMib O/lHa ACKJIapanus. O,I[HaKO,
€CJIN BOBJICUCHBI HCCKOJIBKO BJIAACIIBIICB HI/IHCHSI/Iﬁ Ha TPOU3BOIACTBO,

BMECTO IIOJa4YM HCCKOJBbKHX z[eKnapauI/Iﬁ JOMYCKAa€TCd MNoJaaTb OAHY

JCKJIapanuio, NOANHWCAHHYIO OJHUM YIOJHOMOYECHHBIM JIMIIOM. i)

JAONYyCTHUMO npu yYCIOBHUHU TOoro, 4TO:
B JICKJIapallMM YC€TKO YKa3aHO, 4YTO OHa MHNOAMNHWCAaHa OT JIMa BCEX

BOBJICUCHHBIX YIIOJTHOMOYCHHBIX JIHLI.



b.11.6.2 M3menenue wmmnoprepa,

COrJallleHUuI O BBIMYCKE Cepui U
HCHBITaHUN IO KOHTPOJIO KauecTBa
JIEKapCTBEHHOTO TIpenapaTa

YcnoBust Tpebyemast JOKyMEHTAITHS Bun npouenypst

a) 3aMeHa IUIOIIAIKU, Ha KOTOPOH
OCYIIECTBIJISIETCS  KOHTPOJIb 1,2,3 1,2,4 1A
Ka4yecTBa (MCIBITAHUE CEPH)

6) 3ameHa TPOUIBOIUTENA,

OTBETCTBEHHOT'O 32 BBIMYCK Cepuil

61 0JIOTUYECKOTO (

UMMYHOJIOTHYECKOTO)

JIEKapCTBEHHOI'O IIpenapara u II
MOOBIX METOHOB HCIBITAHUH,

OCYIIECTBISIEMBIX Ha ILIOIIAJKE,

SBJSAIOMKUXCS  OMoJIorudeckuM  (

UMMYHOJIOTHYECKUM) METOJIOM

B) 3aMecHa TPOW3BOJUTENA,
OTBETCTBEHHOTO 3a BEIITYCK CEpPHii

1. 3a wHckIOYeHHEM KOHTPOJIS

. 1,3 1,2,3,4 IA
Ka4ecTBa (UCIBITAHHE CEPHI)

2. Bkitouasi KOHTPOJb KadecTBa (

N 1,2,3, 1,2,3,4 1A
HCIIBITAaHHUE CepHil)

3. Bxiroyass KOHTpOJIb KayecTBa

HCIBITAaHUE OWONOTHYeCKOTO  (

HMMYHOJIOTHIECKOTO)

JIEKapCTBEHHOTO TIperapara U OiH

U3  METOJIOB  HCHIBITAHUH, 11
OCYIIECTBJISIEMBI Ha TUTOMIAJIKE

SIBISIETCS OHMOJIOTUYECKHUM (

HUMMYHOJIOTHYECKHUM ) (

HMMYHOXUMHYECKUM )

YV ¢ 1 o B ®u 4

1. Ilnomanka JUIeH3UpPOBaHa B YCTaHOBIEHHOM nopsjaKe.
2. JlekapCTBEHHBIN Mpemapar He SIBIACTCS OMOJOTHYCCKUM (MMMYHOJIOTHYCSCKIM) JICKAPCTBCHHBIM MPEapaToOM.
3. TpaHcdep TEXHOIOTH CO CTapOoil Ha HOBYIO IDIOMIAIKY WM HOBYIO UCTIBITATEIBHYIO TAO0OPATOPHIO MPOU3BEICH
YCIICTITHO.

JdokymMeHT aunumsd

1. Konus nuneH3unit Ha TpOU3BOJICTBO WM B X OTCYyTCTBHE — ceprudukar GMP, BbiaHHBIA B TeueHHE TpeX
MOCJIEAHUX aeT COOTBETCTBYIOUIUM YIOJHOMOYEHHBIM OpraHoM.
2. B ¢dopme 3asBieHHs 0 BHECEHWM H3MEHEHHH HEOOXOAMMO yKa3aTh '"TeKymux" W "mpemnmaraembix"
MPOM3BOAMTENEH  JIEKAPCTBEHHOI0  mpemaparta (corylacHO  paszaeny 2.5  QoOpMBI  3asBICHHS).
3. Jlexnaparys yrnoJIHOMOUYSHHOTO JIMIIA, OTBETCTBEHHOTO 32 CEPTU(HKALIUIO CEPUH, B KOTOPOH yKa3bIBaeTCs, YTO
MIPOM3BOIUTENB(M) aKTUBHOW (papMalieBTHIECKOi CyOCTaHIINH, YKa3aHHOW B PETHCTPAIIMIOHHOM JIOChe, paboTaeT
B cooTBeTcTBUM ¢ [IpaBuiamu Hajajexaiiedl NpOW3BOJACTBEHHOW NpakTuku PecrnyOnukum Kaszaxcran s
MCXOJHBIX MaTepHaioB. [Ipu onpeneneHHbIX 00CTOSITENLCTBAX AOIMYCKAETCS MPEACTABIATh OHY AeKapanuio (
cCM. NpUMEYaHUE K H3MEHEHHUIO B.I1.6.1).
4. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3zaeny(pa3aenaM) I0chke, BKIoYas MHpopMannuu o
JIEKapCTBECHHOM TIpemnapaTe.

B.11.6.3 U 3meHenue mpoiiecca
MPOU3BOJICTBA JIEKAPCTBEHHOTO
mpemnapara, BKJIIOYAs



MPOMEXYTOUHBIH  NPOAYKT, Ycnosus TpeOyemas moxyMeHTanus Bun npouenypst
HCHOJB3YyEeMBIH B IPOU3BOJICTBE
JIEKapCTBEHHOTO TIpenapaTa

a) He3Hauumble U3MEHEHHUS

1,2,3,4,5,6,7 1,3,4,6,7,8 1A
npolecca Ipou3BOJCTBA

0) 3HauuMBIe U3MEHEHHUS TIpoIiecca
MPOU3BOJICTBA, OKAa3bIBAIOIIHE
CYIISCTBEHHOE BIIMSHUE Ha
Ka4ecTBO, 0€30MacHOCTh |
3((HEKTHUBHOCTH JIEKAPCTBEHHOTO
rperapara

II

B) JlekapCTBEHHBIH mpemapar
SIBISETCS OMOJIOTHYECKUM (
UMMYHOJIOTHUCCKUM), ¥ U3MECHCHUE
TpeOyeT OICHKH COMIOCTABHMOCTH

II

r) BBemenune HecTaHZapTHOTO
TEPMHUHAIBHOTO METOa 11
CTCPUIIN3AIIUT

n) Beemenwe wnm yBenmwdeHUE
n30BITKA, WCIOIB3yeMOTO B I
OTHOIICHUHU aKTHUBHOM

(hapMaIeBTHUCCKON CYOCTaHIHH

e) HecymecTBeHHOE W3MEHEHHE
npolecca MPOU3BOJICTBA BOJHOM 1,2,4,6,7,8 1B
CYCIICH3UH [UIS IIpreMa BHYTPhb

Y ¢ o1 o B un 14

1. V3MeHeHHs Ka4eCTBEHHOTO HJIM KOJMYECTBEHHOro Mpoduiis mpuMmeceil Win (pH3NKO-XUMUYECKHX CBOWCTB
OTCYyTCTBYIWOT

2. JlekapCTBeHHBIH Ipenapar He SBIACTCS OHOJOTHYECKMM (MMMYHOJOTHYECKHM) WM PACTHTEIBHBIM.
3. IlpuHOun npou3BOACTBA, BKIIOYas OTACIbHBIE €r0 OJTambl, HE HM3MEHSIOTCS, HampuMmep, oOpaboTka
OPOMEKYTOYHBIX MTPOIYKTOB, OTCYTCTBYIOT H3MEHEHHS KAKUX-JTHOO PACTBOPUTEINEH, HCIONB3yEMbIX B MIPOIECCE
O0poOwHW3BOTICTEBa

4. 3aperucTpUpOBAaHHBI B  HACTOsALIEe BpeMs IpOIECC MPOU3BOJACTBA  KOHTPOJIHPYETCS
BHYTPHIIPOM3BOJCTBEHHBIMU KOHTPOJISIMH, M U3MECHEHUE TaKMX KOHTpPOJIeH (pacliMpeHHe WM UCKIHOUYCHHUE
KpPUTEpHEB NPHEMIEMOCTH) He TpebyeTcs.
5. Crenudukanuy JEKapCTBEHHOrO IIpernapara MWJIH IPOMEXKYTOUHBIX IPOAYKTOB HE M3MEHSIOTCS.
6. Ilo pe3ymnpTaTaM HOBOTO Ipolecca 0OPa30BEIBACTCS UICHTHYHbIE ¢ TOYKH 3PEHHS BCEX acCIEKTOB KadyecTBa,
06e3omacHOCTH u spdexkTUBHOCTH JE€KapCTBEHHOTO npemnapara.
7. CoriacHO COOTBETCTBYIOLINM JOKyMeHTaM Pecry6miku Kasaxcran HayaTbl COOTBETCTBYIOIINE UCCICAOBAHUS
CTa0WIBHOCTH HE MEHee YeM Ha OJHOH ONBITHONH WIIM HPOMBILUICHHOW CEPUH; B PACIIOPSDKCHUH 3asiBUTEIS
HaXOJSITCS YIOBJICTBOPUTENBHBIC PE3yJIbTaThl, M0 MEHbLICH Mepe, 3-MECSYHOrO HM3yYeHHUS CTaOHMIBHOCTH.
[oaTBepkaeHNE TOTO, YTO UCCIECAOBAHUS OyAyT 3aBEPILUEHBI, H €CIH Pe3yJbTaThl HE OyIyT yKJIaIbIBaTHCS B
crenu(UKay WIM MOTSHIUAIbHO HE YKJIAbIBAaThCS B CHELM(HUKALUM Ha KOHEL CPOKa TOJHOCTH, HX
HEMCJICHHO MPEACTABAT YIIOJJTHOMOYCHHOMY OpraHy Hapsaay € npeajiaracMbiM IJIaHOM I[eﬁCTBI/Iﬁ.

JdoxyMmMeHT aUuus

l. ITompaska K COOTBETCTBYIOMEMY(COOTBETCBYIOIIUM) paszeny(pazaenam) oche.
2. B oTHOIIEHNH MATKHX U XKHUIKHX JIEKAPCTBEHHBIX (JOpPM, B KOTOPBIX aKTHBHAs (papManeBTHYECKas CyOCTaHIHs
HAaXOIMUTCSI B HEPACTBOPEHHOM COCTOSHHMHU: HaaJexkallas IepBHYHAs SKCIEPTH3a HM3MEHEHUs, BKIIOYas

MHUKPOCKOITUIO YaCTHIl B IIEJSAX MPOBEPKH BHIMMBIX W3MEHEHHH MOP(OIIOTHUHU; CPaBHUTEIbHBIC NAaHHBIE O

pacmpeneieHMH O  pa3Mepy 4YacTHLl (IJUCIIEPCHOCTH), MOJIy4EHHble HaJUIEKallMM CIIocoOoM.
3. B oTHOmEHNN TBEpABIX JIEKAPCTBEHHBIX ()OPM: JAHHBIE MPOQMIS PACTBOPEHHSI OXHOW perpe3eHTaTHBHON
MIPOMBINIICHHONH CEpHHM W CPaBHHUTENBHBIC NAHHBIC TPeX IMOCICIHUX CEPUH, MPOHM3BEICHHBIX C MOMOLIBIO



mpeaslaymero mpoiecca. Ilo 3ampocy HE0OOXOAMMO NPEACTaBUTH JAHHBIE MO CIECAYIOUIMM JIBYM ITOJHBIM
MIPOMBIIUICHHBIM CEPHUSIM WIIN COOOIIUTD, €CIIM PE3YNIBTAThl HE YKIAabIBAIOTCS B CIICHU(UKAIINIO U TPEIIOKUTD
IUTaH IeHCTBUH. B OTHOIIEHNN JIEKapCTBEHHBIX PACTUTEIBHBIX MPENApaToOB JOCTATOYHBI JaHHBIE CPaBHUTEIILHON
pacmanxaemMOoOCTH

4. OGocHOBaHHUS HENPEACTABICHUS PE3YIHTaTOB HOBOTO HCCIIEAOBAaHMUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUH C
IIpaBunamu IIPOBENECHUSA HUCCIIENIOBAHUN OMOD’KBUBAJIIEHTHOCTH PK.
5. Ilpu u3mMeHeHnn napameTpa(lapaMeTpoB) Ipolecca, KOTOPbIE CYMTAIOTCS HE OKa3bIBAIOLIMMU BIIMSHHE Ha
KadecTBO JICKAPCTBEHHOI'O TIpemnapaTa, JAeKjIapanus, 49TO 3TO JOCTHTHYTO B XOJle paHee IIPOBEICHHOMN
onobOpeHHOH OIMEHKH PHUCKOB.
6. Konun cnenudpukannit Ha BBINTYCK " KOHEI] Cpoka TOJHOCTH.
7. JlaHHble aHanu3a cepuit (B (GopMare CpaBHUTEIBHOW TaONMIIBI), IO MEHbIIEH Mepe, OIHON cepuH,
MPOM3BEJICHHOM C TIOMOIIBIO 0JIOOPEHHOTO U IpeasaraeMoro mpouecca. [1o 3ampocy He0OX0AUMO MPEACTaBUTH
JIAaHHBIE T10 CIJIAYIOIIUM JIBYM IOJIHBIM NPOMBIIIJICHHBIM CEPUSIM; COOOIINTh, €CIM Pe3yJbTaThl aHaln3a He
YKIIaJbIBAIOTCS B crenupHuKanuio " MPEIIOKHTD mJaH JNeHCTBUH.
8. [lexnmapanusi, 9YTO Ha4aThl COOTBETCTBYIOLINE HCCIIEIOBAHUS CTAOMIBHOCTH B COOTBETCTBUH C JOKYMEHTAMHU
Pecrry6nmku Kazaxcran (¢ ykazaHrmeM HOMEPOB CEpHil) M H3y4eHBI HEOOXOAMMEIE TTapaMeTpPhl CTAaOMIBHOCTH, 110
MEHbLIEH Mepe, Ha OHOM ONBITHO-IPOMBILIEHHON WJIM IPOMBIIIJIEHHOW CEPUM U HA MOMEHT YBEIOMJICHUS B
PacClopsAKECHUU 3adBUTCIIA HAXOAUINUCH YIOBJICTBOPUTEIBHBIC PE3YJIbTATHI, IO MCHBIIICH MEpeE, 3-MeCsITYHOr O
U3y4YeHUs] CTaOMIBHOCTH; M NPO(UIb CTaOMIBHOCTH aHAJOTMYEH TEKyIlei 3aperdCTpHpPOBAaHHOM CUTYyaluu.
[IpencrasiieHO MOATBEPKAEHUE TOTO, YTO UCCIENOBAHUS OyIyT 3aBEPILICHBI, U YTO €CIIM PE3yNbTaThl He OyIyT
YKIIaJbIBaThCA B CIEHU(UKAUN WM TOTSHIMAIbHO HE YKJIAJIbIBaThCS B CIECHU(HUKAINN Ha KOHEIl CPOKa
TOAHOCTH, X HEMEUICHHO MIPEACTABST YIOJIHOMOYEHHOMY OpraHy Hapsay ¢ IpeularaéMbIM IUIaHOM JCHCTBHI.

b.11.6.4 3meHeHue pazmepa cepuu
(BkirOyasi Juamna3oHbl pasMmepa | YCIOBHUS Tpebyemas TokyMeHTAUs Bun npouenypst
CepHH) JIEKapCTBEHHOTO TIperapara

a) YkpynHenue BIioth 10 10 pa3

1,2,3,4,5,7 1,4 IA
10 CPaBHEHHIO C 0JI00PEHHBIM

0) Paszykpymaenue mo 10 pas 1,2,3,4,5,6 1,4 1A

B) U3menenme TpebyeT aHanmmsa

COINOCTaBUMOCTH OMOJIOTHYECKOro (

UMMYHOJIOTHYECKOTO)

JIEKapCTBEHHOTO IIperapara WiH I
HM3MEHEHHE pa3Mepa cepur Tpedyer

HOBOTO HccieI0BaHus

0MO03KBUBAJICHTHOCTH

r) M3meHeHue 3aTparuBacT BCE

OCTaJIBHEIC JICKAPCTBEHHBIC (DOPMEL,

NMPOU3BOJAIIMECS C MOMOUIBIO II
KOMILIEKCHBIX MPOIIECCOB

TIPOM3BOJICTBA

r) Ykpynuenue Oonee 10 pas mo
CPaBHEHHIO C 0JOOpPEHHBIM
pasMepoM CepuH JICKapCTBEHHBIX
¢bopM ¢  HEMEAJICHHBIM
BBICBOOOXKACHUEM (i1 TIpUeMa

1,2,3,4,5,6 1B

BHYTPb)
n) MacmTab TpPOU3BOACTBA
OMOJIOTUIECKOTO (

HMMYHOJIOTHYECKOTO)
JeKapCcTBEHHOTO  IIpemapara

1B



yBeauumics (yMEHbIIWICS) Oe3 1,2,3,4,5,6
HM3MEHEHHUsI [TPOLIecca MPOU3BOJICTBA
(mamprmMep, TyOTUpOBaHHE JIMHUH)

Y ¢ n o B uU =1

1. I3MeHeHHe He BIMSET Ha BOCIPOM3BOJMMOCTD U (MIJIM) MOCTOSHCTBO KayecTBa JICKAPCTBEHHOT'O Iperapara.
2. V3MeHeHMe 3aTparuBaeT CTaHAAPTHBIC JEKapCTBEHHBIE (OPMBI ISl NpHEMa BHYTPb C HEMEIJICHHBIM

BBICBOOOXKICHUEM 1781971 HECTEepHUJIbHBIE KUAKHAE JIeKapCTBCHHBIC (bopMBI.
3. JIroOble M3MEHEHHsI METOJOB MPOU3BOACTBA M (WJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOIUMBI

JUIIb A7 U3MEHEHHs pa3Mepa CEpuH, HalpuMep, MHCIOIb30BaHHE O00OpyHOBaHHE IPYroro pasMepa.
4. Nmeetcs cxemMa MEepBUYHOI HKCIEPTU3BI WK B COOTBETCTBUH C TEKYIIUM NPOTOKOJIOM YCIELIHO IpOBeIeHa
MEepBUYHAs 3KCIIepTH3a MPOU3BOJCTBA HE MEHEE UYeM Ha TpeX MPOMBIIUIEHHBIX CEpUSX C HOBBIM Pa3MEpOM B
COOTBETCTBUU c ONPUMEHUMBIMHU TpeOOBaHUAMU.
5. PaccmarpuBaeMmblii JIEKapCTBEHHBIH Ipemapar He SBISETCS OHWOJOTHYECKUM (MMMYHOJIOTHUECKUM).
6. HempeiBuieHHBIX CUTYaITHSIX, BOSHUKIINX B XOJI€ MPOU3BOJICTBA, MM U3MEHEHHUS CTAOMIBHOCTH M3MEHEHNE
H ¢ ocymecTBISAETCSH.
7. Pa3zmep cepum ykmagsiBaercss B 10-KpaTHBIA Anana3oH, NPEAyCMOTPEHHBIM HPU PETHCTPALdH, WIH TOCIe

MOCICAYIOMIET0 UBMEHCHU S, HE ABJIABHICTOCA U3MCHCHHUEM IA tHna.

JdoxkxkyMeHT aUnus

1. TIlompaBka K  COOTBETCTByIOHmEMY  (COOTBETCTBYIOIIMM)  paszmeny  (pa3genam)  JOCheE.
2. Jlannable aHanm3a cepuil (B Gpopmare CpaBHUTEIBHON TaOJIHUIIBI), IO MEHBIIEH Mepe, OJHON MPOMBIIUICHHON
Cepuu, TPOM3BEJCHHOW B 3aperMCTPUPOBAHHOM M Ipe/uiaraeMoMm pasmepax. [lo 3ampocy HeoOXoAuMO

MPEJCTABUTh JAHHBIC MO CJICAYIONIMM JIBYM MOJIHBIM MPOMBINUICHHBIM CEPUsM; Jiepxareib PY coolraet, eciau
pe3ysibTaThl aHalW3a HE YKIAABIBAIOTCSI B CHeNU(HUKANHIO, ¥ MPEIIOXKHUTh IUIAH JICHCTBUU.
3. Kommm  onmoOpeHHBIX crnenumpuKanwié HAa  BBHIIYCK W KOHEI Cpoka  TOJHOCTH.
4. B COOTBETCTBYIOINX CIIyYasx HEOOXOANMO yKa3aTh HOMepa CepHii, COOTBETCTBYIOLIHNE Pa3Mepy CEpUH U JaTe
WX TIPOU3BOJCTBA (3), UCIIONB30BaHHBIX B BAIMIANMOHHOM HCCIIEIOBAHNH, MIIN IPEACTaBUTh IPOTOKOI (CXeMy)
NEeEpBUUYHOH DKCHEPTHS3BH.
5. Heobxonumo peacTaBUTh pe3yabTaThl NEPBUYHOHU 3KCIEPTU3HI.
6. Pe3ynbTaThl UCCIIEIOBAaHUI CTAOMILHOCTH, IPOBEACHHBIC B COOTBETCTBHH C JOKyMeHTaMu PK, 1o 3HaYMMBIM
rapaMeTpaM CTaOIIFHOCTH, IO MEHBIIEH Mepe, Ha OJHOM OMBITHOM WM MPOMBIIUICHHON CepHH, OXBaTHIBAIOIICH
, IO MEHBIIIEH Mepe, TPU MECALA; TIOATBEPKICHNE TOTO, YTO TAKHE UCCICIOBAHUS OYAYT 3aBEPIICHBI, 1 UYTO SCIIH
pe3ynapTaThl He OYIAyT YKIaabIBaTHCS B CHENU(UKAIINN WIH MOTCHINAIBHO HE YKIAABIBATHCS B CIEIU(UKAIIUI
Ha KOHEI[ CPOKa TOJHOCTH, UX HEMEIJICHHO MPEACTaBAT YIIOJIHOMOYEHHOMY OpraHy HapsIy ¢ MpeaiaraeMbIM
TUIAaHOM JIelicTBUI. B oTHOHIEHNMU OHOIIOTMUECKUX (MMMYHOJIOTHYECKUX) CPEICTB: NEKIapalus, YTO OLeHKa

COIIOCTaBUMOCTH HE TpeOyeTcs.

B.I1.6. 5 N3meHeHne

BHYTPHUIIPOU3BOACTBEHHBIX

UCNIBITAHUN WU KPUTEpPHEB
YcnoBust Tpebyemast JOKyMEHTAIHs Bun npouenypst

MIPUEMIIEMOCTH, HCIOJIB3YIOIIHUXCS

IIPU NPOU3BOJICTBE JIEKAPCTBEHHOIO

npenapara

a) VxecTtoueHHe
BHYTPHUIIPOU3BOJCTBEHHBIX 1,2,3,4 1,2 1A
KpUTEPUEB MPUEMIIEMOCTH

0) lobGaBneHNEe HOBBIX MCIIBITAHUN

1,2,5,6 1,2,3,4,5,7 IA
WJIN KPUTEPHUEB IIPHEMIIEMOCTH

B) MckimoueHne HEeCymeCTBEHHOTO
BHYTPUIIPOU3BOJICTBEHHOT'O 1,2,7 1,2,6 1A
HCITBITAHUS

r) NcknwoueHue
BHYTPHUIIPOU3BOJICTBEHHOIO
UCTIBITaHUS, KOTOPOE CYIIECTBEHHO I



TNOBJIHACT Ha COBOKYITHOC Ka4€CTBO
JICKapCTBCHHOTI'O IIpeIrapara

n) Pacmmpenue 0100peHHBIX
BHYTPUIIPOU3BOJCTBEHHBIX
KpUTEpPUEB  TNPUEMIIEMOCTH,

11
KOTOpBIe CyHIeCTBeHHO BJIUAKOT HaA
COBOKyHHOG Ka4deCTBO
JIEKaPCTBEHHOTO Ipenapara
e) JloOaBnenne wuiIM 3aMeHa
BHYTPUIIPOU3BOJCTBCHHOT O
YTPHIP 1,2,3,4,5,7 B

HUCIIBITAHUA U3 COO6pa)KeHHI>'I
0e30ITaCHOCTH UJIM KauyecTBa

Y ¢ n o B Hu 1

1. VI3MeHeHMe He SBISETCS CIEACTBUEM KaKoro-au0bo 00s3aTeNnbCTBa, NMPHHSATOIO IO pe3yjbTaTaM paHee
MIPOBE/ICHHBIX JKCIIEPTHU3 C IIEJbI0 aHalIN3a KPUTEPHEB NPUEMIIEMOCTH CIeUU(HUKanuu (HaIpuMep, B XOJe
perucrtpauuu 181978 BHECEHHUS H3MEHEHUHU IT THIA).
2. VI3MeHeHHE HE SBISETCS CIEACTBHEM HENPEIBUACHHBIX CHTYaIlMi, BOSHUKIIMX B XOJ€ HPOM3BOJCTBA,
HalnpuMep, HOBas HEKBAJU(HULIMPOBAHHAS NPHUMECh, U3MEHEHHE IIPENIENIOB COACPKAHUS CYMMBI NPHUMECEH.
3. JroGoe wu3MeHeHHEe YKJIAAbIBAETCS B JHANA30H TEKYIIMX OJOOPEHHBIX KPUTEPHEB MPHEMIIEMOCTH.
4. AHanuTH4ecKas METOJUKa HE HU3MEHseTCs 178951 HU3MEHsIeTCs HE3HAYUTEIBHO.
5. Hu ofuH HOBBIH METOJ| UCTIBITAHUS HE OCHOBaH Ha HOBOW HECTaHJAPTHOM METOMOJIOTHH MM CTaHJapTHOH
METONONOTHUH, HCIONIb3yeMOH MO-HOBOMY.
6. HoBbIif MeTOl MCITBITaHNSI HE ABISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHUYECKUM) HIIH
METOJIOM, B KOTOPOM HCTIONIB3YETCS OMOIIOTHIECKUN PeakTHB IS OMOIOTUIECKO aKTUBHOM (hapMarieBTHIECKON
cyOcTaHuuu (32 HWCKJIIOYEHHEM CTaHAApTHBHIX  (apMakoMeHHBIX MHUKPOOHOJOTHYECKHX  METOJIOB).
7. BHyTpUIPOU3BOACTBEHHOE HCIBITAaHHE HE 3aTParMBaeT KOHTPOJIb KPUTHUYECKOTO IMapaMmeTpa, Hampumep:
KOJINYECTBEHHOE OIpe/ieIeHuenlpuMec (€Clii  TOJBbKO ONpEAEICHHBIH pacTBOPHUTENb OJHO3HAYHO HeE
HCTIONIB3YETCSI B IPOU3BOJICTBE )JIIO0YIO KPUTHIECKYIO (PU3UUECKYIO XapaKTEPUCTHKY (pa3Mep YacTHII, HACHITHYIO
IJIOTHOCTBIO /O W TIOCJI€ YIUIOTHEHHS)UCHBITAHHE Ha MOJIMHHOCTh (B OTCYTCTBHE MOIXOISIIErO
ANBTEPHATUBHOTO KOHTPOJIT)MHUKPOOMOIOTHYECKAH KOHTPOJIb (€CITH TONBKO OH HE TpeOyeTcs B OTHOIICHHUU
OMpeIeICHHON JIEKAPCTBEHHOU (HhOPMBI)

JdoxyMmMeHT aUu™s

I. IMonpaBka K COOTBETCTBYIOIIEMY(HUM) pasneny(am) Joche.
2. CpaBHuTeNbHAs TaOIUIA TEKYIUX U MPEIJIAaraeMbIX BHYTPHUIIPOU3BOJCTBEHHBIX HCIIBITAHHI M KPUTEPHEB
OpUEeMIEeMOTCTH

3. IloapoGHoe omucaHWe HOBOW aHAaJUTUYECKOH METOAWKH U JaHHbIE TEPBUYHOW OKCIEPTU3BI(B
COOTBETCTBYIIOIHUX cayuyasax).
4. JlaHHbIe aHaIM3a ABYX IPOMBIIIICHHBIX CEpHUil (B OTCYTCTBHE JOJDKHBIX OOOCHOBAHHMHU JUIsl OMOJIOTMYECKHUX
AKTHBHBIX (hapMalleBTHUECKUX CYOCTaHIMH — TPU CEpHH) JIEKApPCTBEHHOI'O Ipemnapara Mo BCeM MapameTpam
cmenuduAKaMUAU

5. B COOTBETCTBYIOIIUX CIYYasix CPABHUTEIbHBIC JaHHBIC MPOQHIISI PACTBOPEHHS JICKAPCTBEHHOTO MpenapaTa He
MEHee YeM Ha OJHOW OMBITHO-IIPOMBIIUICHHON CepUH, MPOU3BEJCHHOW C UCIOJIb30BAHUEM TEKYIIMX U HOBBIX
BHYTPHUIIPOU3BOJICTBEHHBIX HCIIBITAHUI. B OTHOIIEHNH JIEKapCTBEHHBIX PACTUTENLHBIX MPENapaToB JOCTATOYHBI
JaHHBIC CPaBHUTEJIbHOH pacmajgaeMoCTH.
6. OGocHOBaHME (OIIEHKA) PUCKOB, MOATBEPKAAIOIINE, YTO BHYTPHUIIPOM3BOJCTBEHHOE WCIIBITAHHUE SIBISETCS
HECYI[ECTBECHHBIM UIu ycTapemno.
7. O60CHOBaHKE HOBOTO BHYTPUIIPONU3BOICTBEHHOTO UCIIBITAHUS M KPUTEPHEB IPUEMIIEMOCTH.

B.II. B) Kontposb kauecTBa BCHOMOTaTENbHBIX BEIIECTB

B.Il.B.1 U3meHeHne mapaMeTpoB CHEIU(PUKAIUN u (WIH) KPUTCPUECB v Tpebyemas Bupg
CIIOBUS
MIPAEMIIEMOCTH BCIIOMOTAaTEIFHOTO BEIECTBA JOKyMEHTAIs TIPOLETYPbI

a) Y)KeCTOUYCHHUE KPUTEPUEB PUEMIIEMOCTH Crieu(pHUKanu 1,2,3,4 1,2 1A



0) JobaBneHre B crienuUKaIUo0 HOBOrO mapamerpa cnenudukamma U 1,2,5,6 1,2,3,4,6,8 1A
COOTBETCTBYIOIIETO €My METOJIa UCIIBITAHUI ,7

B) MckimoueHne HECYIECTBEHHOTO apameTpa crieiudukanuu (Hanpumep,

1,2 1,2,7 1A
HCKJTFOYCHHE YCTAPEBIIEro MapaMeTpa)

1") I/I3MCHCHI/IC, BBIXOJAIICC 3a 0Z[O6peHHBIe KpUTCpHUU NPUEMIIEMOCTHU

X I
cnenuduKanmit

n) Hckmouenue mnapamerpa crenuduKalnuy, KOTOPBIH CYLIECTBEHHO
MOBJIUSIET HA COBOKYITHOE KaueCTBO JIEKAPCTBEHHOTO IpenapaTa

II

e) JloOaBnmernme wim 3aMmeHa (UCKI0Yas OWOJOTHYSCKUHA U

MMMYHOJIOTHYECKH Tpemapar) MapaMerpa crhenupukamud u 1,2,3,4,5,6, B
COOTBETCTBYIOLIIETO €My METOJa WCHBITAHUNA U3 COOOpakeHUi 8

0€301acHOCTH MJIM KauecTBa

g) Ecam Ha BcmomoraTeapHOE BEIMIECTBO OTCYTCTBYET CTaThA

T'ocynmapcreennoit @apmakonee PK, m3meHeHne B COOCTBEHHBIX TaHHBIX 1,2,3,4,5,6, B
crierupUKaMd Ha HEOPHUIHAIbHYIO (apMaKonel WiIH (apMaKoIe 8

TPETbEU CTPaHbI

YV ¢ 1 o B ©H 1

1. M3MeHeHHe He SBISIETCA CIEACTBHEM KaKOTO-THOO 00s3aTENbCTBA, IMPUHSATOTO MO pPe3yiIbTaTaM paHee

MPOBEICHHBIX JKCIIEPTHU3 C LEIhI0 aHATNW3a KPUTEpHEB MPHEMIIEMOCTH crnenudukanuu (Hampumep, B Xoae

perucTpanuu JIEKapCTBEHHOT O npemnapara 1581871 BHECCHUU U3MEHEHUU II THIIA).
2. V3MeHeHUe He SIBISETCS CIEICTBUEM HENPEABUIEHHBIX CHUTYallMi, BO3HHMKIINX B XOJE MPOU3BOJICTBA,

HATpUMep, HOBOH HEKBATU(DUIIMPOBAHHON MPHMECH, MU3MECHEHHUS IMPEACTIOB COJCPXKAHWS CYMMBI MpHMECEH.
3. Jlroboe w3MEHEHWE YKJIAABIBACTCS B JHMAMA30H TEKYIINX OJOOPECHHBIX KPHUTEPUECB MPHEMIEMOCTH.
4. AHanuTH4YeCKas METOAHNKa HE H3MEHICTCS HIHN H3MEHSIETCS HE3HAYHUTEIbHO.
5. Hu oavH HOBBII METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOW HECTaHAAPTHOM METOAOJIOTMH WIH CTaHAAPTHOM
METOJDOJNOTHH, HUCTOJIb3yeMOH MO-HOBOMY.
6. HoBBIif MeTOA MCIIBITAaHUS HE SBIAETCS OMOJIOTHYECKUM (MMMYHOJIOTHMYECKHUM) (MMMYHOXUMHUECKUM) WUIITH
METOJIOM, B KOTOPOM HCIIOJIB3yETCsl OMOJIOTHUCCKUI PEaKTHB JIsi OMOJIOTUYECKON aKTUBHOU (hapMaIleBTUICCKON
cyOctanmmu (32 HUCKIIOUCHHEM CTaHAAPTHBEIX (hapMaKOMEHWHBIX MHUKPOOMOIOTHYSCKUX  METOJOB).
7. U3MeHeHue He KacaeTcsi TeHOTOKCUYHOW MTPUMECH.

JdokymMeHT anumsd

1. [TonpaBka K COOTBETCTBYIOUEMY(HUM) paszneny(am) JoChe.
2. CpaBHUTeNbHAS Tabnuia TEKYIIHX u mpeiiaracMbIX cuenupuKamui.
3. IogpoOHOE omucaHwe JTOOOTO HOBOW aHATUTHYCCKON METOAWKH M NaHHBIC MEPBHYHOMN JKCIEPTH3HI (B

COOTBETCTBYIOIIHX canydasx).

4. lanHbIe aHANN3a ABYX MPOMBIIUICHHBIX CepUi (B OTCYTCTBHE IOJDKHBIX 0OOCHOBAaHUH IS OMOIOTHYECKUX
AKTUBHBIX (hapMaleBTHUECKUX CYyOCTaHIIMN — TPHU CEpHUU) BCIIOMOTATEILHOTO BEIIECTBA 110 BCEM MapaMeTpaM
comenuuduAKAaaINUU

5. B COOTBETCTBYIOIIMX CIy4asX JAaHHBIC TECTa CPABHUTCIBHON KHHETUKH PACTBOPCHUS JICKAPCTBCHHOTO

mpemnaparta, MO0 MEHbBIIEH Mepe, OIHOW ONBITHO-IPOMBINUICHHOW CEpHHU, COJAEpIKalleii BCIIOMOTaTebHOE

BEIECTBO, COOTBETCTBYIOIIETO TEKyIIeH M TpeuiaraeMoil crenn(ukanusM. B OTHOIIEHWH JIeKapCTBEHHBIX
pacTUTENbHBIX mpemnapaTos JIOCTaTOYHBI JTaHHBIE CpPaBHHUTEIBHOU pacmagaeMoCTH.
6. OG0CHOBaHMUS HETPEACTABICHHUS PE3YIHTATOB HOBOT'O UCCIICAOBAHMS OMOIKBHBAJICHTHOCTH B COOTBETCTBUH C
IIpaBunamu IIPOBENECHUSA HCCIIENOBAHUN OHMOPKBUBAIECHTHOCTH PK.
7. ObocHOBaHME (OlLIEHKA) PUCKOB, MOATBEPXKIAIONIME TO, YTO MapaMeTp SBISIETCS HECYIIeCTBEHHBIM HIIU

y ¢ T a p e I

8. O0ocHOBaHHE HOBOTO MTapaMeTpa CIICHUPUKAINN U KPUTSPUCB MPHEMIEMOCTH.

B.Il.B. 2 M3MeHeHne aHATUTUYECKON METOMUKH I BCIIOMOTATEILHOTO v Tpebyemast Bun
CJIOBHS
BCILIECTBA JIOKYMEHTAIUs MPOLETyPEI

a) HezHaunMere m3MeHEeHNs 0JJO0OpEHHON aHATUTHICCKON METOIMKHI 1,2,3,4 1,2 1A



6) VckiroueHne aHaMMTHYECKOM METOIWKH, €CIM albTepHAaTHBHas eil 5 1 IA
METO/IMKA YK€ 0100peHa

B) 3aMeHa OMOJIOTHYECKOro (MMMYHOJIOTHYECKOT0) (MMMYHOXHMHUYECKOTO
) MeToAa HCHBITAHUN WIM METOJa, B KOTOPOM HCIIOJB3YyeTCs II
OMOJIOTHYECKHUIT PEaKTHB

r) [Ipoune M3MEHEHNST aHATUTUIECKON METOINKH (BKITIOYas JOOABIICHHE

1,2 IB
WIIH 3aMeHY)

YV ¢ o1 o B u 14

1. CormacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IPOBEACHHI HEOOXOAWMEIC BalMIANMOHHBIC WCCIICTOBAHMUS,

MMOATBEPXKAAONINE TO, YTO OOHOBIICHHAs aHAJUTHYECKas METOJUKa, [0 MEHBIIeH Mepe, JKBHUBAaJCHTHA

npenx b Oy Wl € i

2. Ilpenensl comepxaHUs CyMMBI MpUMecel HE W3MEHMIJIWCh, HOBBbIE HEKBaTU(DUIIMPOBAHHBIE MPUMECH HE

00 Hapy X eH BH

3. Meton aHanu3a He U3MCHMWICS (HapUMEpP, M3MEHEHHE JUTMHBI KOJIOHKH HJIH TEMIICPaTyphl, HO HE JPYroi BH
KOJTOHKHU Hau METO).
4. HoBelif METOJ MCTIBITAHUS HE SBISACTCS OMOIOTHYCCKHM (MMMYHOJIOTHIESCKAM) (MMMYHOXAMHUYECKAM) T
METOJIOM, B KOTOPOM HCIOJTB3YeTCs] OMONOTHIESCKUI PEakTHB (32 HCKIFOYCHUEM CTaHIAPTHHIX (papMaKOIIeHHBIX
MHKPOOHMOTOTHYECKHUX METOTOB).
S. AnbpTepHaTHBHAs aHAJIMTHYECKass METOJMKa JJIsl IapaMeTpa crenuprKaluy yxe oJo0peHa, Ipyu dTOM Takas
METOJIMKa ObUTa BKIIOYCHA HE C MOMOIIBI0 [A-yBe1oMITCHUS.

JdoxkxkyMmMeHT aUnus

1. TTompaBka K COOTBETCTBYIOLIEMY(HM) pa3ieny(aM) AOCke, BKIFOUYAs ONMMCAHIE aHATUTHICCKON METOIOJIOTHH,
pe3ioMe JIaHHBIX MEPBUYHON 3KCIEPTH3bI, IEPECMOTPEHHBIE CHeUU(HUKALNU Ha IMpUMecH (€CIH MPUMEHHUMO).
2. CpaBHI/ITeHLHI)Ie PE3YIbTAThI HepBH‘IHOﬁ OKCHEPTU3bI HUJIU, MPU HAJIUYUHU O6OCHOBaHI/IH, CPaBHUTCIIbHBIC
pe3yNbTaThl aHAJIN3a, MOATBEPXKIAIONINE TO, YTO TEKYIIEee U MpeaiaraeMoe UCTIBITaHHE SKBUBaJICHTHBI. JlaHHOE
TpeboBaHUE HE ITPUMEHSIETCS, €CJIN 100aBIISIETCSI HOBAsI aHATMTHYECKast METOIUKA.

B.I1.B. 3 V3MeHeHNE NCTOYHHKA MTOTYYSHHS BCIIOMOTATEIEHOTO BEIIECTBA v Tpebyemas Bupg
CloBUs
WK peakTuBa ¢ puckom TI'D JOKYMEHTAalLMs NPOLELYPBI

a) U3 marepuana ¢ puckom TI'D Ha marepuan pacTHTENBHOTO WIH
CHHTETHYECKOTO MPOUCXOXKICHUS

1. JImst BcrioMOraTeIbHBIX BEIECTB WM PEaKTHBOB, HE HCIIOJIB3YEMBIX B
MPOU3BOACTBE OHMOJIOTMYECKOW (MMMYHOJOTHYECKOH) aKTUBHOU
¢apmaneBTHUeCKOH ~ cyOcTaHIMM  HJIH  OMOJIOTHYECKOTO (
HMMMYHOJIOTHYECKOT0) JIEKapCTBEHHOTO Ipernapara

2. Jlnsg BCIOMOTAaTENIbHBIX BEIIECTB WJIM PEAKTHBOB, MCIOJIB3YEMBIX B
MPOU3BOACTBE OHMOJIOTMYECKOW (MMMYHOJOTHUYECKOH) aKTUBHOW
(dhapmarneBTHYCCKON cyOcTaHIuu Winu OHOJIOTHYECKOTO (
HMMMYHOJIOTHYECKOT0) JIEKapCTBEHHOTO Ipernapara

1,2 1B

6) 3menenne wim BBeAeHHE MaTepuana ¢ puckom TI'D mim 3ameHa
Marepuana ¢ puckoM TI'D Ha apyroit marepuan c¢ puckom TI'D, He II
UMeroni ceptudukat coorsercTsus no TT'D

YV ¢ 1 o B HuW 4
1. Cnenmudukanuy Ha BBITYCK W KOHEI CPOKa TOJHOCTH BCIIOMOTATEIHHOTO BEIIECTBA M JIEKAPCTBEHHOTO
npenapaTa He U3MEHSFOTCS.

JdoxyMmMeHT aUu™s

1. Jdexmapamusi MPOU3BOTUTEINS WIH ACpKATels PErHCTPAIlMOHHOTO YIOCTOBEPCHHsI MaTepuaja, YTO OHHU
MOJIHOCTHIO pPacTUTEIBHOTO Uiu CHHTETHYECKOTO MPOUCXOKICHUS.
2. UccnenoBanue 3KBUBAJICHTHOCTH MAaTEPUAIIOB M BIUSIHHUE HAa MPOU3BOJCTBO FOTOBOIO MaTepHaia U BIUSIHUE
Ha XapaKTEePUCTUKH (HAIIpUMep, XapaKTEPUCTUKU PACTBOPEHHUsI) JIEKAPCTBEHHOTO Mpernapara.



B.IL.B. 4 V3meHenue cuHTe3a WM monydeHus Hedapmakomeiinoro YcmoBus Tpebyemas Bun
BCIIOMOT'aTeNIFHOTO BELIECTBa (€CIM OMMCAaH B PETUCTPALMOHHOM JIOCHE) AOKYyMCHTAllMs IIPOUCAYPbI
HJIA HOBOT'O BCIIOMOIaTEIIbHOTO BEIISCTBA

a) HecymecTBeHHOe W3MEHEHHE CHHTE3a WM MOJIYyYCHHUS
He(hapMaKOMeWHOro BCIIOMOIaTeIbHOIO BelllecTBa WX HOBoro 1,2 1,2,3,4 1A
BCIIOMOTATENILHOTO BEIIECTBA

0) HsmeHsroTcs crnenuUKAOWM WIH HWMEETCI H3MEHCHHUE
(hM3UKO-XMMHUYECKIX CBOWCTB BCIIOMOTATEIBFHOTO BEIIECTBA, KOTOPHIE II
BJIMSIFOT Ha KAYECTBO JICKAPCTBEHHOI'O Mperapara

B) BcroMorarensHOe BemecTBO — OHONOTHYECKOE (MMMYHOJIOTHIECKOE)
BEIIIECTBO

II

Y ¢ m1 o B u 4

1. CHOCO6 CHUHTEC3a U CHeLII/I(bI/lKaLII/II/I HUACHTHUYHBI U OTCyTCTBy}OT KAQUYECCTBCHHBIC U KOJIMYCCTBCHHBIC U3MCHCHU S
npoduss mpuMmeceil (HMCKIOYas OCTaTOYHBIC PACTBOPUTEIH, IMPH YCIOBHU TOTO, YTO HUX KOHTPOJb
OCYIICCTBIISICTCSI B COOTBETCTBHHU C TIPEICIBHBIM CONCpKaHHWEM, YyKa3aHHBIM B JHokyMeHTax PK) wmm
GU3MKO-XUMHUUECKUX CBOUCTB.
2. Uckmrouas aqprOBaHTEL.

JdokKkymMeHT anmusd

I. ITonpaBka K COOTBETCTBYIOIIEMY(HUM) pasneny(am) Joche.
2. lannble aHanMm3a cepuil (B popMare CpaBHUTEIHHON TaOIHIIBI), IO MEHBIIICH Mepe, IBYX cepHid (110 MEHbIIECH
Mepe, ONBITHO-MIPOMBIIICHHBIX ) BCIOMOTaTEIFHOTO BEIIECTBA, TPOM3BEICHHBIX C IOMOIIBIO CTAPOTO U HOBOTO
I p oI ec Cc o0 B

3. B COOTBETCTBYIONIMX CIy4yasX JaHHbIE TECTa CPABHUTEIHHONH KHHETHKH PACTBOPEHHUS JIEKAPCTBEHHOIO
mpemnapara, o MeHbIIeH Mepe, IByX cepuil (0 MeHbIIeH Mepe, OMBITHO-IIPOMBILIUIEHHBIX). B oTHOIIEHNH
JIEKapCTBEHHBIX PpACTUTEIBHBIX IpenapaToB JOCTATOYHBI JaHHbIE CPAaBHUTEIBHON pacnagaeMOCTH.
4. Korust o100peHHOI ¥ HOBOH (eciy IPUMEHNMO) crienn(UKannii BCHOMOTaTeIbHOTO BEIECTBa.

B.II. r) KoHTponp kadecTBa JJeKapCTBEHHOTO IIpenapara

b.Il.r. 1 H3MeHeHue mnapameTpoB
cienupuKanuun © (WIH) KPUTECPUEB  YCIOBHSA Tpebyemas mokymeHTanus Bux npouenypst
TIPHEMJIEMOCTH JIGKAPCTBEHHOTO TIpernapaTa

a) YkecTodueHHe KpUTEepHUEB MPHEMIIEMOCTH

1,2,3,4 1,2 1A
crienuduKanuu
0) YxecTroueHHe KpUTEPUEB IPUEMIIEMOCTH
criel(pMKALMN JIEKAPCTBEHHBIX MPerapaToB 1,2.3.4 1.2 A

, TOMJEKAIMMX BBINYCKY Cepui

o(HIIHATEHBIM KOHTPOJIBHBIM OPTaHOM

B) JloOaBieHne B crenu(UKAINI0 HOBOTO

rmapaMeTrpa HM COOTBEeTCTBylomero emy 1,2,5,6,7 1,2,3,4,5,7 1A
METO/1a UCIIBITAHUI

r) UcknroueHne HECYIIECTBEHHOTO

napaMerpa crnennpukanuu (Hampumep, 1,2 1,2,6 IA
HCKITIOUCHHUE YCTApPEBIIETO MMapaMeTpa)

n) M3meHeHune, BbIxosiee 3a 0JJ0OpEHHbIC

. I
KPUTEPUH PUEMIIEMOCTH CrIeHU(pHKAIIIA
e) Mckmouenne mapameTpa criennuKaIim,
KOTOPBII CYIIECTBEHHO MOBIUSACT Ha 1

COBOKYIHOE KauyeCTBO JICKapPCTBEHHOTO
npemnapara

k) JlobGaBneHrne WM 3aMeHa (MCKIIOYast
OMONOTHYECKUH W HWMMYHOJIOTHYECKHHA



mpemnapar) mapamerpa creludUKaiud u

penapar) napamerp b ) 1,2,3,4,5,7 IB
COOTBETCTBYIOIIETO €My METO/Ia HCIbITaHUH

n3 cooOpakeHHMH O€30MacCHOCTH WU

KayecTBa

3) OOHOBJEGHHE JOChE C IEIBIO

COOTBETCTBHSI TOJIOKCHHUSIM OOHOBICHHOU

obme#t cratpm  [ocymapcTBeHHOM 1,2,3,4,7,8 1,2 1A
®apmakomnee Pecrrybnmkn Kaszaxcran Ha

JieKapCTBEHHBIN Tpemnapar (*)

) Bromutcs craths ['ocymapcTBeHHOU
dapmakonen Pecrybnukm Kazaxcran
OIHOPOMHOCTH MJO3HPOBAaHUA" B IIENAX
3aMEHBl TEKYIIETo 3aperHCTPHPOBAHHOTO
MeTona, 6o crtaThs locymapcTBeHHOI

1,2, 10 1,2,4 1A

®apmaxonen Pecnybnuku Kaszaxcran
OnHOPOIHOCTH macchl", 6o
OmHOpOIHOCTE CoAep)KUMOro"

YV ¢ 1 o B ®H 4

1. M3MeHeHHe HE SIBISICTCS CIEACTBHEM KaKOrO-aHOO 00s3aTEeNIbCTBA, MPUHATOrO IO pe3yJjbTaTaM paHee
MPOBEACHHBIX 3KCIIEPTU3 C IIEIBI0 TEPECMOTPa KPUTEPHEB MPUEMIIEMOCTH Cenu(UKanuu (HampuMmep, B X01e
PETHCTpAIlMU JICKApPCTBEHHOTO MpenapaTa Win BHeCCHUU u3MeHeHuit I tumna), eciau ToabKko 000CHOBBIBAOIIAS
MOKyMCHTaIWs He Oblla paHee TMpoBepeHa M YTBEpXKACHA B paMKax JAPYrod MpoOIeAypH.
2. 3MmeHeHne He SBISIETCA CIEACTBHEM HENPEIBUACHHBIX CHTYAIlMi{, BO3HUKIINX B XOJ¢ IMPOU3BOJICTBA,
HallpuMep, HOBOW HEKBATM(UIIMPOBAHHONW NPUMECH, M3MEHECHHS MPEICTIOB CONEP)KaHUS CYMMBI NPHUMECEH.
3. Jlio6oe u3MEHEHHE YKIQJABIBACTCS B JUAIMA30H TEKYIIUX OJOOPEHHBIX KPUTEPHUEB MPHUEMIIEMOCTH.

4, AHanuTHyeckas MCTOJHKA HC U3MCHACTCA niin NU3MCHACTCA HC3HAYUTCIBHO.
5. Hu OJIMH HOBBII METOJ HMCIIbITaHWA HC OCHOBAH Ha HOBOI HeCTaHZ[apTHOﬁ METOA0JIOTMH WU CTaH)IapTHOﬁ
METOJOJIOIruM", HCHOJ’IB?)YCMOﬁ MO-HOBOMY.

6. HoBBIif MeTO MCITBITaHNSL HE SBISIETCSI OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXUMHYECKUM) HIIH
METOJIOM, B KOTOPOM HCTIONIB3YETCS OMOIOTHIECKUN PEeakTHB IS OMOIOTUIECKOH aKTUBHOW (hapMarieBTHIECKON
cybcrannmuu (32 HWCKIIOYEHHEM CTaHAAPTHBIX (apMaKOMEeHWHBIX MHUKPOOMOJIOTHYECKHX METOIOB).
7. W3MmeHeHue He 3aTparuBaeT Kakue-InOO mpuMecH (BKIOYas TEHOTOKCHUYHBIE) WJIM PacTBOpPEHHE.
8. Uzmenenue 3arparuBaeT 0OHOBJIEHUE KPUTEPHEB IIPHEMIIEMOCTH MUKPOOHOJIIOTHYECKUX KOHTPOJIEH B LEINSIX
COOTBETCTBHsI JeiicTBylonieid dapmakomnee, a 3aperMCTPUPOBAHHBIE HBIHE KPUTEPUH NPUEMIIEMOCTH
MHUKPOOHOJIOTHUECKMX KOHTPOJIEH HE BKIIOYAIOT KaKWEe-THOO JOTOJIHUTEIbHBIE KOHTPOJH, BKJIIOYCHHBIC B
cnenu(uKanmio, MOMIMO (hapMaKOMEHHBIX TpeOOBaHM B OTHOIIECHUH OIPEISIICHHONW JIEKapCTBEHHOUW (POpPMEI
9. IlapameTtp criermpuKanuy HE 3aTparuBaeT KPUTHIECKUI apaMeTp, HallpuMep: KOMUIECTBEHHOE OIpeiesIeHHE
npuMecH (€CIM TOJNBKO ONpPENeICHHBIN pPacTBOPHUTENh OJHO3HAYHO HE HCIOJB3YEeTCS B IPOU3BOJICTBE
JIEKapCTBEHHOTO IpEerapaTa)ito0y0 KPUTHUECKYIO (BU3HMUECKYI0 XapaKTepUCTUKY (POYHOCTh WIIM XPYIKOCTb
TabJeTOK, HE TOKPBITHIX 000JOUYKOW, pa3Mephl)n000i  3ampoc Ha  MPOMYCK  HMCIBITAaHUS
10. IpemmaraeMplii KOHTPOJIb ITOJHOCTBIO COOTBETCTBYET TabmuIe ctatbu [ocymapctBenHoit dapmakormee
Pecnybnmkn Kazaxcran u He BKITIOYAeT anbTepHATUBHbIC IPEIOKEHHS UCIIBITAHNS OTHOPOAHOCTH JO3UPOBAHUS
C TTIOMOIIIBIO BapUAIMK MACChl WIIM OHOPOAHOCTH COAEPKaHMUs, ECIIU MOCIECAHNE YKa3aHbl B CTaThE.

JdokKkymMeHT anmusd

I. ITonpaBka K COOTBETCTBYIOIIEMY(HUM) pasneny(am) Joche.
2. CpaBHHUTEenbHAA Tabnuna TEKYyIIUX " npeanaraeMbpIx cenupUKanui.
3. IogpoOHoOe omucaHme JTFOOOTO HOBOW aHATMUTHYECKON METOAWKH M NaHHBIC MEPBHYHOM JKCIEPTH3H (B

COOTBETCTBYIIOIHUX caydasax).

4. JlaHHble aHajaM3a ABYX MPOMBIIIICHHBIX CEpHUil (B OTCYTCTBHE JOJDKHBIX 00OCHOBAHHMHU JUIS OMOJIOTHYECKUX
AKTHBHBIX (hapMalleBTHYECKHX CYOCTaHIMI — TpPU CEpPHHM) JIEKAPCTBEHHOI'O Ipernapara 1o BCeM MapameTpam
cnenu ukangumu

5. B cooTBercTByIOmMX CilydasX JaHHBIE T€CTa CPAaBHUTEIbHOM KWHETUKH PAcTBOPEHHS JIEKAPCTBEHHOTO
mpenapara, IO MEHBIICH Mepe, OJHOH ONBITHO-NPOMBIIUICHHOH CEPHUH, COOTBETCTBYIOIIUE TEKyIIeH H



npeyraraeMoi crierudukanusaM. B OTHONIEHUH JICKapCTBCHHBIX PACTUTEIBHBIX PENapaToB JOCTATOYHBI JAHHBIC
CPaBHUTEINbHON pacnamgaeMOCTH.
6. OOocHoBaHWEe (ONEHKA) pPHUCKOB, MOATBEPXKIAOIIHE, UYTO TapaMmeTp SBIACTCS HE3HAYUMBIM.
7. ObocHOBaHIE HOBOTO IMapaMeTpa CIenn(pUKAIINH U KPUTEPUEB ITPUEMIEMOCTH.

€CJIM B JIOChE 3apEeruCTPUPOBAHHOIO JEKapCTBEHHOIO Ipemnapara

yroMuHaeTcs "TeKyuiee u3faHue” HeoOXOAUMOCTb B yBEJOMIICHUN

YIOJHOMOYEHHBIX OpraHoB 00 OOHOBIEHHOW cTaTbhe

% T'ocynapcrBennoit ®apmaxonee PK. B cBd3u ¢ 3tum Takoe

(*) lMpumeuanue
W3MEHEHHE TIPUMEHSETCS TPH OTCYTCTBHMM yINOMHHAaHUSA
OOHOBJIEHHOHW (hapMaKoIeiHHOI CTaThi B TEXHHYECKOM JOChE, a
HM3MEHEHHUE OCYILECTBISIETCA B LEISAX BKIIOUEHHUS YINOMHHAHUS

OOHOBJICHHOH BEPCHH.

B.Il.r.2 l3mMeHeHHE aHaIUTHYECKOH
VYcnosus Tpebyemast nokymenrams Bunx nporenypsl
METOAMKH JIEKapCTBEHHOTO Iperapara

a HesnaunrtenbHble  M3MEHEHUSA
) . N 1,2,3,4 1,2 1A

YTBEPKICHHOW aHATNTHIECKOH METOIUKH

0) WckmoueHne aHATUTUYECKON METOINKH,

ecnu ajbTepHaTHUBHAsA el Meroauka yxe 4 1 1A

omoOpeHa

B) M3menenune (3ameHa) Omojornyeckoro (

HMMYHOJIIOTHYECKOTO) (

I/IMMyHOXI/IMI/I‘IeCKOFO) HUCIBbITAHUSA WIIH

METOoZa, B KOTOPOM HCHOJIb3yETCs II
OMOJIOTHYCCKUIA pEaKTHUB, WM 3aMcHa

OMOJIOTHYECKOTO Tperapara CpaBHCHHS, HE

OXBAa4YE€HHOTO YTBEPKIACHHBIM POTOKOJIOM

r) Ilpoune wH3MEHEHHUS aHANUTHYECKON
METOOUKN (BKJItOYash NoOaBICHHE WIIU 1,2 1B
3aMeHy)

1) OGHOBIIEHNE aHATUTHYECKOH METOIUKH B
LEIAX COOTBETCTBHMS OOHOBIIEHHO# 001
crtatbe ['ocymapcTBeHHoil dapmakornee
Pecnyonuku Kazaxcran

2,3,4,5 1 IA

e) B memsax oTpaxkeHHs COOTBETCTBHS

T'ocynapcTBenHoit @apmaxonee PecryOmiku

KazaxctaH u WCKIIOYeHWS yNoMuHaHus 2,3,4,5 1 1A
ycTapeBIIeld COOCTBCHHOM aHATMTUYCCKON

METO/IMKH U ee Homepa (*)

Y ¢ m1 o B uU 4
1. CornacHo COOTBETCTBYIOIIMM JOKyMEHTaM, MPOBEJCHBI HEOOXOAMMbIE BajWJAAMOHHBIE HCCIEIOBAHUS,
HO]ITBep)KI[aIOLIlI/Ie, qTO O6HOBJ’ICHHaﬂ aHAJIUTHYCCKas METOAUKa, 110 MeHLLﬂeﬁ Mepe, OKBHUBAJICHTHA npe)lbmymei&

2. Ilpenensl copepkaHus CyMMBI NpHMeced HE HM3MEHIINCH, HOBBbIE HEKBATU(HIMPOBAHHBIC NMPHUMECH HE

00 HaAapy X eH H

3. Merox aHanu3a He H3MEHHIICA (HapuUMep, U3MEHEHHE JTHHBI KOJIOHKH MIIM TEMIIEPATyphl, HO HE IPYTOH BUI
KOTOHEKH nUau MeTOoJnd).
4. HoBelif METOJ HCTIBITAHUS HE SIBISETCS OMOJIOTHYECKUM (MMMYHOJOTHYECKUM) (MMMYHOXHMUYECKUM) HIIN

METOJIOM, B KOTOPOM HCIIOJIb3yeTCs OMOJIOTHUECKHI PEaKTHB (332 NCKIIOYEHUEM CTaHIAPTHBIX (apMaKomeHHbIX
MHUKPOOHMOITOTHYECKHX METOJOB).
5. 3aperucTprupoBaHHAs aHAIWTHYECKAs METOIWKA yXK€ CChUIaeTcs Ha OOIIyI0 CTaThio [ ocynapcTBEHHOM

®apmaxkoriee PK, a mo0ble n3MEHEHHS SBISIOTCS HE3HAYNMBIME U TPEOYIOT OOHOBJICHHS TEXHUIECKOTO JIOCKE.



JdoxywMmMeHT anuwws

1. onpaBka K COOTBETCTBYOIIEMY(KUM) pa3aeny(am) A0Che, BKIIIOYAs OMUCAHNE aHATUTHYECKOW METOI0IOTHH,
pe3ioMe JTaHHBIX MEPBUYHON JKCIEPTH3bI, IEPECMOTPEHHBIE CHeUN(BHUKANNU HA NpUMeECH (€CIH MPUMEHHUMO).
2. CpaBHUTEIbHbIC PE3ybTaThl MEPBHUYHON JKCIEPTH3Bl MU, MPU HATHUYUK OOOCHOBAHUS, CPABHUTEIbHbIC

pe3ysIbTaThl aHaIW3a, MOATBEPIKIAIONIME TO, YTO TEKyIIee U MpPeIIaracMoe HCIBITAHHE SKBHBAJCHTHBI.

Hacrosiee TpeboBaHue HE IPUMEHSICTCS, €CITH J00aBISACTCS HOBAst aHATUTHYCCKAs METOMKA.

€CITH B JIOChE 3apErUCTPHUPOBAHHOIO JIEKAPCTBEHHOTO Mpernapara
yHOMHUHaeTcs "TeKymiee n3aanue" HeoOXOAMMOCTb B YBEIOMIICHHN

(*) Ilpumeuanmne YIOTHOMOYEHHBIX OpPTaHOB 00 OOHOBICGHHOW CTaTbe
T'ocynapctBennoit ®apmakonee Pecmybnuku Kazaxcran
OTCYTCTBYET.

b.Il.r.3 U3MeHeHue, 3aTparuparouiee
BBEJICHUE BBIITyCKa B PEAJbHOM BpPEMEHU

VYcnosus Tpebyemast nokymenrams Bunx nporenypsl
WM BBIIYCKAa 10 TapamMeTpaM IIpH

IIPOM3BOJICTBE JIEKAPCTBEHHOTO IIpenapara
II

B.II. 1) YmakoBOoYHO-yKynopo4Hasi cuctema

. Tpebyemas Bung
B.II.1.1 M3MeHeHne epBUYHOMN yIIaKOBKH JEKapCTBEHHOTO IIpenapara Y CIOBHs
JIOKyMEHTaIUs POy pBI

a) KadecTBeHHBIN 1 KOJIMYECTBEHHBIH COCTaB
1. TBepapie TeKapCTBEHHBIE (DOPMBI 1,2,3 1,2,3,4,6 1A
2. Msirkre ¥ HeCTePHIIbHBIC JKUAKHE JIEKapCTBEHHBIC ()OPMBI 1,2,3,5,6 IB

3. CrepwibHbIE JIEKapCTBEHHBIE Mpenaparsl W Ouonormueckue (

II
I/IMMyHOJ'IOFI/I‘{eCKI/Ie) JICKapCTBCHHBIC ITPCIapaThbl

4. V3MeHeHHe 3aTparvBaeT YIAKOBKY, OOJaJaloIlyr0 MEHBIIMMHU
3aIIUTHBIMU CBOMCTBaM NP OJHOBPEMEHHBIX M3MEHEHHUAX YCJIOBHUH II
XpaHEeHMS U (W) COKPAILEHUH CPOKa TOJHOCTH

0) I3MeHeHne BUa KOHTEITHEpa Win A00aBICHHE HOBOTO KOHTEHHEpa

1. TBepapie, MATKHE U HECTCPUIIBHBIC YKHUIKUE JICKAPCTBEHHBIC (DOPMBI 1,2,3,5,6,7 1B
2. CrepunbHbIE JIeKapCTBEHHBIE IIpemaparbl M Owosiorndeckue ( I
MMMYHOJIOTHYECKHE) JIEKapCTBEHHBIE ITPEMapaThl

3. UckmroueHue KOHTEHHepa MEpPBUYHON YHNAaKOBKHM, KOTOpPOE HE

IPUBOAUT K MOJHOMY UCKJIIOUEHHUIO JO3MPOBKH WJIU JIEKAPCTBEHHOH 4 1,8 IA

(hopmbl
Y ¢ o1 o B u 1
1. i3MeHeHue 3aTparuBaeT TOJILKO OJMH K TOT JK€ BUJI YITAKOBKHU (KOHTeHHepa) (Hampumep, OnucTep Ha OJIMcTep)

2. Tlo 3HaYyuMBIM CBOMCTBaM MpeJjlaraeéMblii ymnakOBOYHBIM MaTepual MO MEHbLIEH Mepe SKBUBaJECHTEH
oOonmTo0OpeHHOMY

3. HagaTsl COOTBETCTBYIOIINE HCCICIOBAHUS CTAOMIEHOCTH B COOTBETCTBHIH C YCTAHOBIICHHBIMH TPEOOBaHUSIMH
W 3as{BUTEIEM Ha MOMEHT BBEACHHS H3MEHEHHH INPOAHAIU3UPOBAHBI COOTBETCTBYIOUINE IIapaMeTPHI
CTaOUIBHOCTA HE MEHee YeM Ha JIBYX OIMBITHO-NMPOMBINIJIEHHBIX WM TPOMBIIUICHHBIX CEPHUSIX, B €ro
PaCTIOPSDKEHUU HAXOJSTCS YIIOBJIETBOPUTEIBHBIE PE3YNbTAThl, MO MEHBIIEH Mepe, 3-MecSYHOro HU3yueHHUs
crabuipHOCTH. OMHAKO, €CH MpejiaracMasl yIrakoBka 0ojiee yCTOMYMBA 1O CPAaBHEHHIO C OJJOOPEHHOM, TO
TpEeXMeCsSYHbIE JaHHBIC [0 CTAOMIBLHOCTH He TpeOyroTcs. VccaemoBaHus 3aBepIIAlOTCs, €CIH X Pe3yJIbTaThl He
VKJIaJBIBAIOTCS B CHCHH(DHUKAIIMHA WM IMOTCHIIMATBFHO HE YKIAABIBATHECS B CHCHU(UKAIMN Ha KOHEI[ CpoKa
TOTHOCTH, UX HEOOXOOUMO HEMEIJICHHO IMPEACTAaBUTh YIOJHOMOUYEHHOMY OpraHy HapsAay C MpeaiaracMbIM
MmJaHOM newWwcTBHUH



4. OcraBmasi(ue)cst ¢opma(pl) BBIIYCKa JIEKApCTBEHHOTO IIpemnapaTa J0CTaTOYHA(b) AUl BBITOJHEHHS
PEKOMEHAAIMHA MO JO3MPOBAHUIO U HPOJODKHTEIBHOCTH JICYCHHS, yKa3aHHBIX B OOLICH XapaKTepHCTHKE
JIeKapCTBEHHOTO Iperapara.

JdokymMeHT anmsd

1. [TonpaBka K COOTBETCTBYHOMEMY(HM) pasneny(am) Joche.
2. HeoOxoauMble NaHHBIE O HOBOH YITaKOBKE (HANpUMEp, CPaBHHUTEIBHBIC NaHHBIC MO IMPOHUIAEMOCTH,
HamnpuMmep, I I 02, CO2, BlIaru).

3. B COOTBETCTBYIOIIMX CITydassx HEOOXOIUMO MPEACTaBUTh IOATBEPKICHUE TOTO, YTO B3aUMOJICHCTBHE MEKILY
COICPKUMBIM M YIAaKOBOYHBIM MaTEepHajOM HE IPOUCXOAUT (HAampHMep, OTCYTCTBYET IepeMeleHHe
KOMITOHEHTOB Tpe/ajaraeMoro MaTepHuaja B €ro COJIEpKMMOE, KOMIIOHEHTHI JISKapCTBEHHOTO Mperapara He
Mepexo/siT B YIAaKOBKY), BKJIIOYasl MMOJTBEPKICHHUE TOTO, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM
(bapmakomneHpIM TpeOOBaHUAM I 3aKOHOAATENBCTBY PecryOmiku Ka3zaxcraH o mIacTHYECKHX MaTtepuaiax u
o0BbeKTaM, KOHTaKTHPYIO UM c MU I[EBBIMHU NpONYyKTaMH.
4. Jlexnmapanusi, 4TO Ha4aThl TpeOyeMble HCCIICTOBaHHUSA CTAOMIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH
TpeOoBaHMAMH (C YKa3aHMEM HOMEPOB CEpHii); M 9TO (B COOTBETCTBYIOUINX CIy4asx) Ha MOMEHT BBEICHUSA
W3MEHEHUH B PacCiopsXKCHUHN 3adBUTCIIA HAXOUINCh Tpe6yeMl)Ie MHUHUMAJIBHBIC YIOBJICTBOPUTEIIBHBIC JJAHHBIC
0 CTAOMJIBHOCTH; U YTO MMCIONIMECS JAaHHBIC HE CBHJCTCIBCTBOBAIN O KakoW-1ubo mpobdieme. Heobxoaumo
TaKke MPEICTaBUTh IOATBEPXKICHHE TOT0, YTO HCCIIEJ0BaHUS OyIyT 3aBepIIeHbl, U YTO €CJIM pe3yJIbTaThl He
OyIyT YKJIaAbIBAaThCS B CHICHU(DUKALNK WK TOTCHIUATIBHO HE YKIIaIbIBAThCS B CICHHM(HKAMY Ha KOHEIl CPOKa
TOHOCTH, HX HEMEIJICHHO NPEACTAaBAT YIOJHOMOUYSCHHOMY OpraHy Hapsly ¢ IpelularacMbIM IDTaHOM JIeHCTBUIL.
5. Pe3ynbTaThl HCCIIeIOBAaHMI CTaOMIEHOCTH, IPOBEICHHBIX B COOTBETCTBHH C YCTaHOBJICHHBIMU TPEOOBAHMAMH,
TI0 3HAYMMBIM [TapaMeTpaM CTaOMIEHOCTH HE MEHee YeM Ha JIBYX OIBITHO-TIPOMBIIIIEHHBIX WM HPOMBIIUICHHBIX
CCpUX, OXBATBIBAIOUINX HE MCHEC 3 MECANICB, U MOATBEPKIACHUE TOTO, UYTO YKa3aHHbBIC HCCJICIAOBAHUA 6y):[yT
3aBEpIICHBI, M €CITU Pe3YJIbTaThl He OyIyT YKIaAbIBaTHCS B CHEUU(PHUKALUY WIN TIOTEHIMAIBHO HE YKIIAJAbIBAThCS
B criequ(UKALIK Ha KOHEl| CPOKA TOJHOCTH, UX HEMEIUICHHO MPEACTABAT YIIOJTHOMOYCHHOMY OpraHy Hapsay C

npeairaraeMb M NIaHOM OEWCTBHUMH.
6. CpaBHeHHE TEKyIIUX M TPEIaraeMbIX CHEMU(PUKANWNA TEePBUYHOW YHAKOBKH (E€CITH MPUMEHHMO).
7. B COOTBETCTBYIOMHX ciaydasx 00pa3msl HOBOTO KOHTEeHHepa (yKymopxn).

8. Hexmaparusi, 4To ocTaBmIui(e)cs pasmep(bl) YHaKOBKH COOTBETCTBYE(I0)T PEXHMY JO3UPOBAHHS H
MPOJIOSDKUTENEHOCTH JICYSHUS M JOCTATOYHBI JJIs1 BHITIOJIHEHUST PEKOMEH Al 110 I03UPOBAHHUIO, TIPHBEICHHBIX
B 00111}l XapaKTepHCTHKE JIEKapCTBEHHOT'O ITpernapara.

Hns B.ILJ.1.6) — ecnu u3MeHEHHE
NpuBOAUT K '"oOpa3oBaHHWIO HOBOM

[Ipumeuanue JekapcTBeHHOW (opMmbI", TO Takoe
U3MEHEHHE TPeOyeT MoJauu 3asBICHUS
0 pacIIUpPEHUH PETUCTPALINH.

B.Il.n.2 V3meHeHne mapamMeTpoB crielu(UKAIUN U (WIH) KPUTSPUEB v Tpebyemas Bun
. CJIOBHS

MIPUEMIIEMOCTH IIEPBUYHON YITAKOBKHU JIEKAPCTBEHHOI'O Ipenapara JIOKYMEHTaLNs NIPOLIEAYPBI

a) YkecToueHHE KPUTEPUEB PUEMIIEMOCTH CIIEU(PHUKAIIH 1,2,3,4 1,2 1A

§) oOaBiienre B crHenuUKALMUIO HOBOTO IapaMerpa |

) A : prxam pamerp 1,2,5 1,2.3.4.6 IA

COOTBETCTBYIOLICH eMy aHAJIUTHYECKOH METOIUKH

B) lcxioueHne HecyIIeCTBEHHOTO MapaMmerpa cnenudukanuu ( L2 125 A

HanpHuMep, HCKITIOUEHNE yCTapeBIIero napaMeTpa) ’ T

r o0aBlieHHe WJIM 3aMeHa NapaMerpa CcrheuupuKanuud |3

) A pavetp ¢ 1,2,3,4,6 1B

Co00paXkeHHI OE30MACHOCTH WIIH Ka4eCTBa

Y ¢ o1 o B n 14

1. MI3MeHeHHne He SBIAETCS CIEACTBHEM KaKOTo-THOO 00s3aTenbCTBA, NMPHUHATOIO IO PE3yJIbTaTaM paHee
MPOBEJIEHHBIX 3KCIEPTU3 C LIETbI0 aHAIN3a KPUTEPUEB MPUEMIIEMOCTU CleNU(HUKaUuU (HaIpuMep, B XOIe
perucTpanuu JIEKapCTBEHHOT O npemnapara 1581871 BHECCHUU U3MEHEHUU II THIA).
2. V3meHeHHE He SBISETCS CIIEJACTBHEM HENPEABUIEHHBIX CHUTYyalUil, BOSHMKIIMX B XOJAE NPOU3BOJCTBA.
3. Jlroboe wW3MEHEHWE YKIaAbIBaeTCsd B [HAama3oH TEKYIIMX OJOOPEHHBIX KPHUTEPHEB IPHEMIIEMOCTH.
4. AHanuTtuueckas METOJUKA HE H3MEHsEeTCS HIH U3MEHAETCS HE3HAYUTEIBHO.



5. Hu OJIMH HOBBII METOJ HMCIbITaHWA HC OCHOBAH Ha HOBOU HCCTaHZ[apTHOfI METOO0JIOTUH WU CTaH,HapTHOﬁ
METOO0JIOTHUH, HCHOHLSyeMOﬁ IO-HOBOMY.

JdokKyMeHT aunums

1. [TonpaBka K COOTBETCTBYIOUIEMY(UM) pasneny(am) JoCche.
2. CpaBHUTeNbHAS Tabnuia TEKYIIHX u npeiaracMbIxX crnenupuKamui.
3. [ogpoGHoe ommMcaHWe HOBOW aHATUTHYCCKOW METONWKMA W JaHHBIE TCPBUYHON 3KCIEPTHU3LI(B

COOTBETCTBYIOIHX cnydasx).

4. JlanHbIe aHaNM3a IBYX CEpUil yITaKOBOYHOTO MaTepHalia 0 BCeM mapameTpam (IT0Ka3aTelsiM) CIICII(UKAIINN.
5. OOocHoBanme (OIeHKA) PHCKOB, TOATBEPXKIAIOIMIKE, YTO IapaMeTp SABISIETCS HE3HAYMMBIM.
6. O60CcHOBaHKE HOBOTO NapaMeTpa crennuprKalul 1 KpUTEpPHUEB MPUEMIIEMOCTH.

b.Il.n.3 H3meHeHMe aHATUTUYECKOW METOOMKHU JUIsl MEPBUYHON y Tpebyemas Bung
CIIOBHS

YIaKOBKH JIEKapPCTBEHHOT'O Iperapara JIOKYMEHTALHS MIPOLEAYPHI

a) He3naunMble U3MEHEHUS 0JJ00PEHHON aHATUTHYCCKOH METOAMKH 1,2,3 1,2 1A

6) IIpoune M3MeHEHNsI AaHATUTUIECKOW METOAMKH (BKIIIOYAS 3aMEHY L34 1.2 A

WU J00aBIEHNE) *T ’

B) MckioueHne aHanuTH4eCKON METOMKH, €ClIU aJbTepHAaTUBHAS ei 1 IA

METOJIMKA yKe 0700peHa

Y ¢ o1 o B uU 4

1. CormacHO COOTBETCTBYIOIIMM JOKYMEHTaM, IpOBEIEHHAs HeoOXoauMmash TepBHYHAs HKCIEPTH3a,
MOATBEPKIAIONIasi TO, YTO OOHOBJEHHAs aHaJUTHUYECKass METOJWKa, MO MEHbIIed Mepe, DKBUBaJEHTHA
mnpeja s Ay Ol €U

2. Meron aHanu3a He M3MCHWJICS (HAIpUMeEp, M3MCHECHUE IMHBI KOJOHKH WM TEMIIEPAaTyphl, HO HE Apyras
KOJTOHKa Uau METOm).
3. Hu oavH HOBBI METOJ MCHBITAaHUS HE OCHOBAaH Ha HOBOM HECTaHAAPTHOM METOAOJOTMH WIH CTaHAAPTHOM
METOJOJNOTHH, HCTMONB3yeMOH MO-HOBOMY.
4. AxrtuBHas (apmaneBTHUecKas CyOCTaHIHUs (JEKapCTBEHHBIN Ipermapar) He SBISIOTCS OHOJOTHYESCKUMHU (
UHMMYHOINIOTHYECKUMHU) .

5. AnpTepHATHBHAS aHAJTUTAYCCKAss METOAMKA JJIs MapaMeTpa crenu(uKanuy yke oJ00peHa, Ipy 3TOM Takas
METOJIMKa ObIIa BKITFOYCHA HE C TIOMOIIBI0 [A-yBegoMITeHUS.

JoxkxkyMeHT angs

I. I[TonmpaBka K COOTBETCTBYyOImEMY(HM) pasgeny(am) nocke.
2. CpaBHHUTENBHBIE PE3YJIbTATHl MEPBHYHON SKCIEPTU3BI WM, NPH HATUYUM OOOCHOBAaHUS, CPaBHUTEIbHBIE

pe3ynbTaThl aHanuM3a, MOJATBEPXKAAIOIIME TO, YTO TEKyIIee W MpelaraéMoe HCIBITAaHWE JKBHUBAJICHTHBHI.

Hacrosmiee TpeboBanne HE IPUMEHSETCS, €CIIH 100aBIsSeTCs] HOBAsI aHAINTHYECKAs! METOINKA.

B.I1.1. 4 3meHenue GHOpMBI WIIK Pa3MEPOB MEPBUYHON YITAKOBKH HJIH y Tpebyemast Bun
N CJIOBHS
YKYTIOpKH (TIEPBHYHON YIIaKOBKH) JOKyMEHTaIus MpOLEYPEI
a) HectepupHble IeKapCcTBEHHBIC MPETTapaThl 1,2,3 1,2,4 1A
06) HM3menenue (OpPMBI HIIM Pa3MEPOB 3aTPArHBAcT KITHOUYCBBIC
MOKa3aTesH yIaKOBOYHOTO MaTepHala, KOTOphIe CYIIECTBEHHO BIIHSIOT I
Ha JOCTaBKy, NpUMEHEHHE, OE€30MacHOCTh WU CTaOUIBHOCTh
JIEKapCTBEHHOTO IIperapaTa
B) CTepibHBIE JIEKapCTBEHHBIE TIPETIapaThl 1,2,3,4 1B

YV ¢ o1 o B u 14

1. KavecTBeHHBIM W  KOJUYECTBEHHBIH COCTaB MEPBUYHOW  yMAKOBKM HE  H3MEHMIICH.
2. MI3MeHeHue He 3aTparuBacT KIIFOYEBBIC TTOKA3aTeIN KaueCTBa YIAaKOBOYHOTO MaTepHaia, KOTOPBIC BIMSIOT Ha
IOCTaBKY, MpUMEHEHHE, 06e30MmacHOCTh WU CTaOMIILHOCTh JIEKapCTBEHHOTO mpermnapara.
3. Ilpm wu3MeHEeHHH CBOOOJHOTO TIPOCTPAHCTBA WJIU OTHOIIEHUS TOBEPXHOCTh (00BEM) COTrJacHO
COOTBETCTBYIOIIMM JTOKyMeHTaM PecrmyOnukn KaszaxcraH Mo CTaOMIBHOCTH HadaThl COOTBETCTBYIOIIHE
UCCIICIOBAHMSI CTa0MILHOCTH; TIPOAHAIM3UPOBAHBI COOTBETCTBYIOIIHUE TAPAMETPhI CTAOMIBHOCTH HE MEHEE YeM
Ha JIBYX OIBITHO-IIPOMBINUICHHBIX (TSI OMOJIOTHYECKUX (MMMYHOJIOTHYECKUX ) JIEKAPCTBEHHBIX MPETapaToB —
TpeX CepHsAx) WM MPOMBIIUICHHBIX CEpUAX; B PACIOPSDKCHHUH 3asABUTENS HAXOIATCS YAOBICTBOPHUTEIHHBIC



pe3ynbTaThl, IO MEHBIIEH Mepe, 3-MEeCSYHOro Hu3y4YeHHsI CTaOWiIbHOCTH (1 Ouonormueckux (
MMMYHOJIOTHYECKHX) JICKapCTBEHHBIX IIPENaparoB — IIECTHMECS4YHOro). IloaTBepxaeHue TOrO, UYTO
WCCIIeIOBaHNA OyAyT 3aBEpIUICHBI, M YTO €CIM PE3yJbTaThl HE OyIyT YKIaIbIBaThCS B CHEHU(UKAINN TN
MOTEHIIMAIBHO HE YKIIAABIBAThCS B CIEIM(UKAINKM HAa KOHEI CPOKa TOAHOCTH, MX HEMEIUIEHHO NPEICTaBAT
YHOJHOMOYEHHOMY OpraHy Hapsay ¢ IpeaaracMbIM IJIaHOM JIeHCTBUI.

JdoxyMmMeHT anus

1. [ompaBka k cooTBeTCTBYIOIEMY(MM) pa3aeny(am) 1ocke, BKIIOYas ONHCaHNE, IIOAPOOHBIN YepTeX U COCTaB
MaTepuana KOHTEHHEpa WM YKYNOpPKH, a TaKKe MEepecMOTp HMH(OPMAIMM O JIEKAPCTBEHHOM IIpemapare.
2. B COOTBETCTBYIOMIHUX ciaydasx 00pa3isl HOBOTO KOHTeHHepa (YyKyTmopkn).
3. HpOBe[[eHI)I IMMOBTOPHBLIC BaJIMJAALMOHHBIC HCCICAOBAHUA CTCPUIIBHBIX IIpENapaToB, MNOJABCPIraroIIUXCs
TEPMUHANBHOM cTepuiau3alyd. B COOTBETCTBYIOHIMX CllydasX HEOOXOIMMO YyKa3aThb HOMeEpa CepHii,
HCIOJIB30BaHHBIX B BalMAallMOHHBIX UCCIENOBAHUAX.
4. ITpn u3MeHEeHNH CBOOOIHOTO POCTPAHCTBA WIIM OTHOIICHHMS TIOBEPXHOCTH K 00BbEMY JAEKIApaIisl, YTO HadaThl
TpeOyeMble MCCIIeOBaHUS CTAOMIFHOCTH B COOTBETCTBHH C yCTAHOBIICHHBIMU TpPeOOBaHHSIMH (C yKa3aHHEM
HOMEpOB CepHil); 1 4TO (B COOTBETCTBYIONINX CIIydask) HA MOMEHT peasn3alliil yBeZOMIICHUs 00 n3MeHeHnn [A
TUIIA U TTOJJa4YN YBECIAOMIICHUSA 06 n3Menenuu IB Tuna B ero PpacClopsAKECHUU HAXOOATCA yAOBJICTBOPUTCIILHBIC
PE3YIbTAThl U3YYCHUS CTa6I/IJ'l]>HOCTl/I; M 4YTO MMCIOIIHECA JAaHHBIC HC YKa3bIBaIOT Ha KaKI/Ie-HI/l6O HpO6ﬂeMbl.
Heo0xomumo Takke NMpencTaBUTh MOATBEP)KICHUE TOTO, YTO MCCIEIOBAaHUS OyAyT 3aBEpIIEHBI, U YTO €CIIU
pe3yabpTaThl He OyIyT YKIaAbIBaThCS B crienn(UKAINU WIN MOTCHINAIBHO HE YKIIaIbIBaThCSA B CIIEHU(PHUKAIINH
Ha KOHEIl CPOKa TFOJHOCTH, HX HEMEUICHHO NPEJCTABAT YIOIHOMOUYCHHOMY OpTraHy Hapsay C IpeslaracMbIM
IIJIAHOM JEMCTBUI.

Tpebyemas Bun

B.II.n.5 U3meneHnue pazmepa ynakoBKHU JIEKapCTBEHHOTO Npenapara VYcenosus
JIOKYMEHTaIUs IpOoLEeTy Pl

a) I3MeHeHne KOIMYEeCTBa €IUHHII JIEKApCTBEHHOM (GOpPMEBI (HaripuMep
, TaDJICTOK, aMITyJ1) B YITAKOBKE

1. N3meHeHue YKIaAbIBACTCSA B 0I[06peHHLII>i JAuanasoH pasMepoB

1,2 1,3 1A
YIAKOBOK
2. V3MeHeHmne He yKJIQIBIBAaeTCS B OZOOpPEHHBIN HANa30H pa3MepoB 123 B
YIIaKOBOK s 25
0) N3menenne pazmepa(oB) yIaKOBKH(OK) 3 1,2 IA

B) l3MeHeHHME HOMHMHAJIBHOW Macchl (HOMHUHAIBHOTO 0OOBema)

CTEPWIBHBIX MHOTOJO3HBIX (WJIM OJHOMO3HBIX C YAaCTHYHBIM

W3BJICUCHUEM) TAPCHTEPATbHBIX JICKAPCTBCHHBIX MPEMapaToB u II
OMONIOTHYECKUX (MMMYHOIIOTHYECKHX ) MHOTOJIO3HBIX MapeHTEPATbHBIX

JIEKAPCTBEHHBIX [TPEHapaToB

r) M3MeHeHWe HOMHUHAIBHOW Macchl (HOMHHAIBLHOTO 00BEMa)
HEMapEHTEPATBHBIX MHOTOJIO3HBIX (WJIM OJHOMO3HBIX C YaCTUYHBIM 1,2,3 1B
W3BIICYCHUEM ) JICKAPCTBEHHBIX MTPEIapaToB

Y ¢ o1 o B un 14

1. HoBplit pa3Mep yIakoBKH COOTBETCTBYET PEXXKHUMY JTO3HPOBAHUS U MPOIOIKUTEIBHOCTH JICUCHHUS, YKa3aHHBIM

B oOmrei XapakTepHUCTHKE JEeKapCTBEHHOTO npemnapara.
2. Martepuan NEepBUYHON yINaKOBKH HE U3MEHIETCH.
3. OcraBmmecs: GopMBbl BBITyCKa MO3BOJISIIOT BBHINOJHUTH PEKOMEHIAIMU IO JTO3MPOBAHHUIO U JIUTEIBHOCTH

JIeYeHNs], yKa3aHHbIE B OOIIEH XapaKTepHCTHKE JIEKapCTBEHHOTO Mpernapara.

JdokKyMeHT aunumusd

1. TlompaBka K cOOTBEeTCTBYIOIIEMY(MM) paszaeny(am) Jocbe, BKIOYas mepecMoTp HH(opManuu o
NTEeKapCTBEHHOM npemnapare.
2. O0ocHOBaHHE, YTO HOBas (OCTAIOIIMECS) pa3MEphl YIAKOBOK COOTBETCTBYIOT PEXKHMY TO3UPOBAHUS H
MPONOJDKUTENHPHOCTA JICUCHHS, YKa3aHHBIM B OOMed XapaKTEepUCTHKE JIEKapCTBEHHOTO IMIperapara.



3. Jlexmapanius, 4T0O €CIIM OXKHIACTCS BIUSHIE Ha CTAOMIBHOCTD, COTJIACHO COOTBETCTBYIOIIMM yCTaHOBICHHBIM
TpeboBaHMsIM OyAyT HAdYaThl HCCIEHOBaHWSA cTaOWiIbHOCTH. JlaHHBIE HEOOXOOUMO TMPEACTaBUTH (C
TpeTaraeMbIM TUTAHOM ACUCTBHH ), JIUIIb €CITH OHHM HE YKJIAIBIBAIOTCS B CIICIIU(DIKAIIHH.

s B.IL.n.5.8) u r) — ecnu u3MeHeHue
MPUBOAUT K U3MEHEHHIO "NO3UPOBKH"

IIpumeuanue: JIEKQpCTBEHHOr'0 Ipernapara, TO TaKoe
M3MeHeHHe TpeOyeT MoJaun 3asBICHUS
0 pacuIupeHu .

B.Il.Ln. 6 V3meHeHue Kakoi-1MOO COCTaBIISIONICH (TIEPBUYHON)

YIIaKOBKH, HETIOCPEICTBEHHO HE CONPHUKACAIOLICHCS C JIEKaPCTBEHHBIM
rpenaparoM (Harpumep, BET CheMHBIX KOJITaYKOB, IBETHBIE KOJIOBHIEC Y CIIOBHA
KOJIbIIa Ha aMITyJaX, M3MEHEHHE KOJayKa, 3alMIIAIoIero uriy (
HCIOIB30BAHUE IPYTOTO IJIACTHKA))

Tpebyemast Bun
JIOKyMEHTaIus MIPOLIEAYPBI

a) M3menenue, 3arparuBaromiee HH(GOPMALUIO O JICKAPCTBEHHOM
npemnapare

1 1 IA

0) M3menenune, He 3aTparuBaroniee HHPOPMALUIO O JEKapCTBEHHOM
npenapare

Y ¢ o1 o B un 14
1. Vi3MeHeHne He 3aTparuBacT 4acTH YIaKOBOYHOTO MaTepHana, KOTOpbIe BIHAIOT Ha JOCTAaBKY, IIPHMEHEHHE,
0e30MaCHOCTh WIIH CTA0MIIBHOCTE JIEKAPCTBEHHOTO TIperapara.

JdokKyMeHT anmsd
1. TlompaBka K COOTBETCTBYIOIIeMY(HM) pasfeny(aM) Jocbe, BKIOYAs IEePecMOTp HH(OpMAIUU o
JIEKapCTBEHHOM IIpemnapare.

B.Il.n.7 V3mMeHeHue MOCTaBIIMKAa KOMIIOHEHTOB YMAaKOBKH WU y Tpebyemast Bun
. CIIOBUS
YCTpOHCTBA (€CIIHM YKa3aHo B J0Che) JIOKyMEHTAaIIUS MIPOLIETYPBI
a) Mckirodenue mocraBmka 1 1 1A
0) 3ameHa unm 106aBIEHUE TIOCTABIITNKA 1,2,3,4 1,2,3 1A
B) Jlto0oe W3MCHECHHE ITIOCTABIIMKOB CIICHCEPOB JTO3UPOBAHHBIX I
HWHTaISATOPOB
YV ¢ o1 o B ®u 4
1. UcknrouyeHnue KOMIIOHEHTa YIIaKOBKH HIIN nu3aciiusa HEC IMpOUCXOAUT.

2. KauecTBeHHBII M KOJIMYECTBEHHBIH COCTaB KOMIIOHEHTOB YIIAKOBKH (M3AEHs) U CIEIU(PHUKALNHA ICKU3a He
U3 MeHSdI0TECcC

3. Cneuudukanud W METOABl KOHTPOJNS KadecTBa, @O MCEHBIIEH Mepe, OSKBHUBAJICHTHBHI.
4. MeTon cTepiIn3aliiil U €€ YCIOBHUA He H3MEHSIOTCS (€CII IPUMEHHMO).

JdokKkyMeHT anmsd

I. ITonpaBka K COOTBETCTBYIOIIEMY(HUM) paszneny(am) Joche.
2. IlonTBepxKIeHUE PErUCTPALlMU MEIUIUHCKOTO n3aenus B PecriyOirke KasaxcTaH B OTHOILCHUH MEIMIIMHCKHX
H3IeNHi, npuiIaraeMbX K JEeKapCTBEHHOMY npemnapary.

3. CpaBHHTENbHAS Ta0JINIA TEKYIINX U TPpeIaraeMbpIX Clenn(UKaIIi (€CIi IPIMEHUMO).

B.IL.n. 8 M3menenue au3aiiHa MapKUpPOBKM MEPBUYHONW U BTOPUYHOMN v Tpebyemas Bun
CJIOBUS
YIaKOBKH JOKyMEHTausi  NPOLEAyphI
1 1,2 1A

Y ¢ 1 o B HuU 4
1. KauecTBeHHBIN ¥ KOJHMYCCTBCHHEBIN COCTaB KOMIIOHEHTOB YITAKOBKH (M3ICIHs) U CIeUU(UKAIIUN ICKHU3a HE
U3MEHSIOTCS.

JdokKyMeHT aunumusd
1. [TonpaBka K COOTBETCTBYIOUEMY(HUM) paszneny(am) JoChe.
2. MaxkeTsl yIakOBOK B CTapOM AU3aiHE.



b.II. ¢) CtabunbHOCTH

B.Il.e. 1 H3meHeHnue cpoka TOJHOCTH MJIHM YCIOBHIl XpaHEHHUS Tpebyemas Bung

VYcenoBus
JIEKapCTBEHHOTO IIpernapaTa JIOKyMEHTALUsl  IIPOLEAYPHI
a) CokpalleHue cpoka roHOCTH JIEKapCTBEHHOT O Nperapara
1. Y1akoBaHHOTO B KOMMEPYECKYIO YIIaKOBKY 1 1,2,3 IA
2. ITocne mepBOTO BCKPHITHS 1 1,2,3 IA
3. [Tocune pa3BeneHus UM BOCCTAHOBJICHUS 1 1,2,3 1A

0) YBenmmueHne cpoka TOAHOCTH JIEKAPCTBEHHOTO TIperapaTa

1. YmakoBaHHOTO B KOMMEPUYECKYIO YMAaKOBKY (TOITBEPKIACHHOE

1,2,3 IB
JaHHBIMHU B PEAIbHOM BPEMEHH)
2. Tlocste TIEpBOro BCKPHITHS (MOATBEPKICHHOE JAaHHBIMH B PEATEHOM 123 B
BPEMEHH) »T
3. Tlocne pasBeldeHUs WM BOCCTAHOBJIEHHS (IMOATBEPHKIECHHOE 123 B

JTAaHHBIMH B pEaJIbHOM BPEMEHN)

4. YBenmueHHe CpoKa TOJHOCTH MyTeM SKCTPAIOJIALNU JAaHHBIX I10
CTaOMJIBHOCTH, HE COOTBETCTBYIOIICH IOKyMeHTaM PecmyOnuku II
Kazaxcran (*)

5.  VYBenuwueHme TmepuoAa  XpaHEHUs  Omoiormdeckoro  (
MMMYHOJIOTHYECKOT0) JIEKAPCTBEHHOTO Ipernapara B COOTBETCTBUU C 1,2,3 1B
0100pEHHOM MPOrpaMMOl U3yUeHHUs! CTAOUIHLHOCTH

B) U3menenue ycinoBui  XpaHeHus  Ouosiormyeckux  (
HMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX MPENApaToB, €CIIH UCCIICTOBAHNS

I
CTa0UJIBHOCTH MPOBE/ICHBI HE B COOTBETCTBHHU C TEKYIIEH 0100pEHHOM
MpOrpaMMOii U3y4YEHUsI CTAOMILHOCTH
r) M3MecHeHHE YCIIOBUI XpaHCHHS JICKAPCTBCHHOTO Mperapara WiH 123 B
JICKapCTBEHHOTO IpeTapara mociie pa3BeIcHUs (BOCCTAHOBIICHUS ) >
1) V3ameHeHne ogo0peHHOTO MPOTOKOIa CTA0MIBHOCTH 1,2 1,4 1A

YV ¢ 1 o B H®H 1

1. HenpeiBUIEHHBIX CUTYAIMSIX, BOSHUKIIUX B XOJI€ MPOU3BO/ICTBA, MM U3MEHEHHUS CTA0UIBHOCTH H3MEHEHUE
H e OCymec TBISETCS
2. VI3mMeHeHus He IPUBOAAT K PACHIMPEHUIO KPUTEPUEB MPUEMIIEMOCTH MCIIBITYEMBIX apaMETPOB, UCKITIOUCHHIO
napameTpa cTaOMIbHOCTH, UM CHIDKEHUIO YacTOTHI UCTIBITAHUH.

JdoxyMmMeHT aUuus

1. TTonpaBka Kk cCOOTBeTCTBYIOMmEMY(UM) pasmeny(am) nocke. OHa comepikaTh Pe3yIbTaThl COOTBETCTBYOIINX
WCCIIE/IOBAaHUN CTAOMIBHOCTH B peabHOM BpeMeHU (OXBATHIBAIOIIMX BECh CPOK T'OJHOCTH), MPOBEACHHBIX
COTJIACHO COOTBETCTBYIOLIMM AoKyMeHTaM PK, o MeHsblieii Mepe, Ha IBYX OMBITHO-IIPOMBIIUIEHHBIX cepusx(1)
JICKApCTBEHHOTO Mperapara, yIaKOBaHHOTO C IIOMOIIBIO 3apETUCTPUPOBAHHOIO YIIAKOBOYHOTO MaTepraia i (Win
) COOTBETCTBEHHO IMOCJE IEPBOrO BCKPBHITUS WM Pa3BEICHUSA; B COOTBETCTBYIOIIMX CIIy4asx HEOOXOIMMO

NnpeacTaBUTH pe3ynabpTaThl MHUKpPOOHOTOTHUECKUX HCIBITAHUMN.
2. ITepecmoTpenHas nHdopmanus 0 JEeKapCTBEHHOM npemnapare.
3. Komuu yTBep K IeHHBIX crieln(UKannii Ha KOHEI] CpoKa TOJHOCTH H, €CIIH MPUMEHUMO, Cenn(UKAINH 1T0CIIe
pa3BeneHUs (BoccTaHOBIICHUS) nnu nocine MEePBOTO BCKPBITHS.

4. O6ocHOBaHUE TIPEJIaraeMbIX U3MEHEHUH.

B orHomeHunn Ouonormyeckoro (
HMMYHOJIOTHYECKOT0) JIEKapCTBEHHOT'O
(*) llpumeuanue: Y ) P

npemnapara 9KCTPATOJIAIIHA

HECIIpUMEHHMA.



I[lpu Hanmumu  obs3aTenbcTBa
MPOBEPUTH CPOK TOJXHOCTH Ha
MIPOMBIIIJICHHBIX CEPUSAX JOITyCTUMBI

(M

OIIBITHO-IIPOMBIIIIJICHHBIC CCPHUU.

B.11. ) I[IpoekTHOE MOJIe ¥ MTPOTOKOJI MOCTPETUCTPAITMOHHBIX U3MEHEHUI

B.Il.x. 1 BBeageHue HOBOro MPOEKTHOTO TMOJS MWIM paclidpeHHe
OIOOPEHHOTO TMPOEKTHOTO TIOJS JICKAPCTBEHHOTO TpermapaTa (3a  YCIIOBUS
HCKITIOYEHUEM OMOIOTHYIECKOT0), 3aTparuBalomiee:

Tpebyemas Bung
JOKYMEHTAIHSI TIPOIIE/ Y PhI

a) Oxny minu Oojee OTAENbHBIE OIEpallUU Ipolecca MPOU3BOACTBA
JIEKapCTBEHHOI'0  IIpernapara,  BKJIHYas  COOTBETCTBYIOLIHE 1,2,3 II
BHYTPHIIPON3BOICTBEHHBIE KOHTPOJH 1 (WJIN) aHATUTHYECKHE METOINKA

0) AHaIUTHYECKHE METOAUKHU [JIi BCIIOMOTATEIbHBIX BeEIEeCcTB ( 123 I
[POMEKYTOYHBIX IPOAYKTOB) U (WJIK) JIEKAPCTBEHHOTO Mpenapara >
JdoxkyMmMeHT aUnus

1. PesymnpraThl uccmenoBaHmil pa3paboTKH Mpemapara U mporecca (BKII0Yasi OLEHKY PUCKOB M MHOTOMEPHBIE
HCCIIEIOBAHMS COOTBETCTBEHHO), TOATBEP)KIAIOMIAE TO, YTO JOCTHTHYTO LEIOCTHOE MEXaHHUCTHYECKOe

IMOHHMaHHe IToKa3aTenei KauecTBa MaTepHraJIoB U MapaMEeTPOB MpOoHeCCa Ha KPUTHUCCKUEC TTAapaMETPhI KauC€CTBa

JCKAapCTBCHHOTO npemnaparta.
2. Onucanue IMPOCKTHOI'O MOJIA B TaOJIUYHOM BUJC, BKIIIOYad MEPEMECHHBIC (CBOﬁCTBa MaTcpuaIoB U MapaMeTpPhI
nponoecca HpOI/ISBOZ[CTBa) u nx npegjgaracMbie AUaIlma3OHBbI.

3. [TompaBKa K COOTBETCTBYIOIIEMY(MM) pa3iery(aM) Tocke.

B.Il.x. 2 BBeneHue HOCTPErHCTPALlMOHHOTO IMPOTOKOJA YIPaBICHUS Tpedbyemas Bun

. YcnoBusa

M3MEHEHHSIMH, 3aTParuBaloOLIMMH JIEKAPCTBEHHBIN IperapaT JOKYyMEHTAIHs POy PhI
1,2,3 I

JdokyMeHT anmsd
1. I[MonpoGHoOE ONUCaHHUe npennaraemMoro U3MEHEHHUS.
2. Ilporoxos  ympaBieHWss  HM3MEHEHHSMHM,  3aTpParvBalOIIMMHM  JIEKApCTBEHHBIH  mpemapar.
3. [TompaBKa K COOTBETCTBYIOMEMY(HM) pa3iery(aM) Tocke.
B.Il.x. 3 UHckmtoueHne yTBEp)KJIEHHOTO MPOTOKONA YIpaBiICHHUS v Tpedyemas Bun

. CIIOBHSA
M3MEHEHHSIMH, 3aTParuBaloOIMMH JIEKAPCTBEHHBIN MpernapaT JOKYyMEHTAIHs TIPOLIETY PhI

1 1 1A

Y ¢ n1 o B u 4

1. VcknioueHwe MOCTPETUCTPALMOHHOIO TMPOTOKOJNA YIPaBICHHUS W3MEHEHUSMH, 3aTparuBaroliuMHU
JIEKapCTBEHHBIM Mpernapar, He SBJSETCS CJIEACTBUEM HENPEABUIACHHBIX CUTyalUd HIM HECOOTBETCTBUS
cnenu(UKanry B X0/ BBEICHUS N3MEHCHHM, ONIMCAHHBIX B MPOTOKOJIE, M HAUKAK HE BIUACT HAa YTBEPKIACHHBIC
CBEJICHMS, BKIIIOUCHHBIE B JIOCHE.

JdokyMeHT aunmusd

I. OGocHOoBaHUE npenmaraeMoro HCKIIOYEHUS.

2.

B.Il.x. 4 U3MmeHeHUs YTBEpXKACHHOTO IIPOTOKOJA YIPaBICHUS v Tpebyemas Bupg
CIIOBUS

W3MEHEHUSMU JIOKYMEHTAIUs MPOLETyPEI

a) 3HauMMble U3MEHEHHS IIPOTOKOJIA YIIPABICHUS N3MEHEHHSIMU II

6) Hesnaummble M3MEHEHHUS NPOTOKONA YIPABICHUS H3MEHEHHSIMH,
KOTOpBIE HE U3MEHSIOT CTPATETHUIO, ONMCAHHYIO B TIPOTOKOJIE

1 1B

JdoxkyMeHT aUuugs

1. dexmapanus, 9to 1000€ U3MEHEHHE YKIIAAbIBACTCS B QUAITa30H ACHCTBYIOIINX YTBEPKICHHBIX KPUTEPHEB
npuemiieMocTd. [IoMHMO 3TOro, AeKiapanus, 4TO B OTHOIICHWH OWOIOTHYECKUX (MMMYHOJIOTHYECKUX )
JIEKapCTBEHHBIX MPENapaToB HEe TPeOyeTCsl OIleHKa COTOCTABUMOCTH.



B.Il.x. 5 Peanuzauns n3MeHeHUi, NMpeIyCMOTPEHHBIX YTBEpXKICHHBIM YcioBus Tpebyemas Bu g

MIPOTOKOJIOM YTIPABJICHUS N3MEHEHUAMHU JOKyMEHTAIHs TIPOLIETYPbI
a) Peammzamus wu3MeHeHus He TpeOyeT JOMOITHUTEIbHBIX | 124 A
BCIIOMOTATENbHBIX JAHHBIX >
6) Peanuzamus n3mMeHeHns: TpeOyeT JOMOTHUTEIBHBIX BCIIOMOTATEIbHBIX 1234 B

b b b

JTaHHBIX

B) Peamusanus u3MeHeHHS OHOJOTHYCCKOTO (MMMYHOJIOTHYECKOTO)
JIEKapCTBEHHOT'O IIpenapaTa

1,2,3,4,5 IB

YV ¢ m1 o B U 4
1. IlpemnoxeHHOE H3MEHEHHE OCYUISCTBICHO B IOJIHOM COOTBETCTBHH C YTBEPXKICHHBIM IPOTOKOIOM
yIpaBlieHUs] U3MEHEHUSIMH, TpeOyIollee HeMEIJICHHOTO YBEJIOMIICHHS TIOCIIE €T0 pean3aliu.

JdoxyMmMeHT aUuuws

I. Ccrlika Ha YTBEpKICHHBIN MPOTOKOT yHIpaBIeHHS W3MCHCHUSIMHU.
2. Jlexnmapamusi, 9T0 U3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY IIPOTOKONY YIPABICHUS M3MEHEHUSIMH H UTO

PE3YIbTAThl UCCICAOBAHUA YAOBJICTBOPAIOT KPUTECPUAM NPHUEMIIEMOCTH, OT'OBOPCHHBIEC B IIPOTOKOIJIC. ITomumo

3TOrO, JeKIIapalus TOro, YTO B OTHOIICHHH OMOJIOTHYECKUX (MMMYHOJIOTHYECKHX ) JIEKapCTBEHHBIX MPENapaToB
He TpebyeTcs OIlE€HKa CONMOCTAaBUMOCTH.
3. Pe3ynmpTaThl MCCIIEJOBaHUMN, MPOBEJICHHBIX B COOTBETCTBHH C YTBEPKICHHBIM MPOTOKOJIOM YIIPABICHHUS

U 3MeHGEEHHTSIMH

4. I[MompaBka K COOTBETCTBYIOIMEMY(HM) pasgeny(am) nocke.
5. Konns yTBep)KICHHBIX CrIeU(HUKAINN Ha JIEKapCTBEHHBIN Ipenapart.

b.11. 3 be3omacHOCTh B OTHOLIEHUHU IOCTOPOHHUX areHTOB

B.11.3.1 O6HOoBNCeHNE MHPOpMarun "OmeHka 6e30MaCHOCTH OTHOCUTEIIEHO Tpebyemas Bupg

" Ycenosus
MOCTOPOHHUX areHToB" (pasaen 3.2.A.2 perucTpainoOHHOTO J0Che) JIOKYMEHTAIIUs TIPOIIeTyPhI
a) UccrnenoBanus, 3aTpariBaroIye MPOU3BOJICTBEHHEIC 3TAIlbI, H3Y4YCHHBIC I
BIICPBEIC HA MPEAMET OJHOTO WK 00Jiee TIOCTOPOHHHUX areHTOB
6) 3aMeHa ycTapeBIIMX HCCIEIOBaHUN, 3aTparvuBaIOIINX
MMPOU3BOACTBCHHLBIC dTallbl 1 TOCTOPOHHUE ar¢HThI, paHEC BKIIOYCHHLIC B
JIOChE
1. ¢ U3BMEHEHUEM OLIEHKH PUCKOB 11
2. 63 U3MCHEHUS OI[CHKH PHCKOB 1,2,3 1B

JdoxkxkyMmMeHT aUn™s

1. TlompaBka K COOTBETCTBYyIOImEMY(MM) pasnery(am) IOChe, BKIIOYAas BBEIACHHE HOBBIX HCCIICIOBaHUH,
HalpaBJICHHbIX HA W3yY€HHE CIOCOOHOCTH MPOU3BOACTBEHHBIX ITANlOB MHAKTUBUPOBATH (IIIMMHHUPOBATH)
MOCTOPOHHUEC arc¢HTBI.
2. OGocHoBaHUe TOTO, 4TO ucciael0BaHus HE U3MEHSIOT OICHKY PHUCKOB.
3. ITonpaBka k MH(OPMALIUH O JIEKAPCTBEHHOM Ipernapare (€ciiy MIPUMEHNMO).

B.IIT Ceptudukar coorBerctBus EBponeiickoit @apmakonee (CEP) (mpu nanuaun) (TI'3,
CTaTbU)

B.III.1 IMomawa HOBOTO WM OOHOBICHHOTO CepTU(HKATA COOTBETCTBH
EBpomneiickoit @apmakoriee HiIu UCKIIIOUSHUE CEPTU(HUKATa COOTBETCTBUS Y CIIOBUS
EBpomnelickoit ®apmakonee

Tpebyemas Bung
JIOKYMEHTAIHS TIPOIIE/TYPbI

Ha bapManeBTHYECKY IO cyOcTaHIHuIO
Ha wcxonmnbprit Marepman (peakTHB, MPOMEXKYTOUHBIH IPOIYKT),
HCIIOJIB3YEMBIH B IIPOIIECC IIPOU3BOACTBA (PapMaIieBTHUECKOW CyOCTaHIINN
Ha BcmomorarensHOE BEIIECTBO

a) Ceprudukar coorBeTcTBUs EBpomeiickoit  ®Dapmakomee
COOTBETCTBYMOLIEH cTaThe EBponelickoit ®apmakonen



1. HoBEr1it cepTuduUKaT OT paHee 0J00PEHHOTO MPOU3BOIUTEIIS 1,2,3,41,2,3,4,5 1A
,5,6,9

1,2,3,4
2. OOHOBIIEHHBIN cepTH(HUKAT OT paHee 0T0OPEHHOTO MPOM3BOTUTEISA ’6 7 1L,2,3,4,5 IA

3. HoBmeii ceprudukatr oT HOBOTO mpom3BoamTens (3ameHa wiun 1,2, 3,4

1,2,3,4 1A
Jo0aBrneHue) ,5,6,9 7 3,45

4. Hckirouenue ceprudukaroB (eciin K MaTepuany IpHIArajiuch
HECKOJIBKO CEpTH(UKATOB)

5. HoBerit cepTu(mkaT Ha HECTEPHIBHYIO aKTUBHYIO (hapMaIleBTHUECKYIO

cyOCTaHIMIO, MOJJICKANIYI0 HCIONb30BAHUIO B  CTEPUIBLHOM

JIEKapCTBEHHOM IIpernapare, Ipu HCIOJIb30BaHUM BOJbI Ha IMOCIEIHEM 1,2,3,4,5 1B
JTane CHHTE3a, a B OTHOILICHUH MaTepHajia He 3asBJICHO OTCYTCTBHE B HEM

SHIO0TOKCHUHOB

6) Ceptudukar coorBercTBus EBpomneiickorr @apmakonen mo TI'D Ha
aKTUBHYIO (hapMaleBTHUECKyI0 CyOCTaHIMI0 (MCXOIHBIH MaTepHal,
PEaKTHB, IPOMEXKYTOYHBIH POYKT) BCIIOMOTATEIbHOE BEIECTBO

1. HoBslit cepTuduKaT Ha aKTHBHYIO (hapManeBTHIECKYIO CyOCTaHIINIO OT

3,59 1,2,3,4,5 1A
HOBOTO WJIM paHee 0JI00PEHHOTO IIPON3BOIUTEIS

2. Hogslii ceprudukat Ha (papMaieBTUICCKyI0 CyOCTaHINIO (MCXOIHBIN
MaTepHal, pPEaKTHB, NPOMEKYTOUHBIH IPOAYKT) BcmoMmoraTenbHoe 3,6,7 1,2,3,4,5 1A
BEIIECTBO OT HOBOTO WK paHee 0J00PEHHOTO POM3BOTUTEISL

3. OGHOBIICHHBIN CepTH(PUKAT OT paHee 0T0OPEHHOTO MTPOU3BOTUTEIIS 7 1,2,3,4,5 1A

4. Hckirouenue ceprudukaroB (eciim K MaTepuany IpHIAraiich

8 3 1A
HECKOJIBKO CepTH(UKATOB)

5. HoBbrit (00HOBIICHHBIH) cepTU(HHUKAT OT paHee 0J00peHHOro (HOBOrO)

MIPOM3BOJUTENS, HCIOIB3YIOMEr0 MaTepHaibl YelOBEUECKOro MU

JKUBOTHOTO MPOUCXOXKJCHHS, B OTHOIICHIH KOTOPBIX TPeOyeTCs OLCHKa II
Ha TpeIMeT pPHCKa NOTCHIMAIBHONW KOHTAMHHAIIMHM ITOCTOPOHHUMU

areHTamu

Y ¢ o1 o B u 1

1. Cneundukanuu Ha BBITYCK U Ha KOHEIl CpPOKa TOJAHOCTH JIEKAPCTBEHHOTO Ipernapara HE W3MEHSIOTCS.
2. HeusmenenHsle (MCKIoUas yecToueHue) gornoiHuTensHble (k [ocynapcrBennoit ®apmakonee PecryOiamnku
Kazaxcran) cienudukanmuy Ha npuMecH (MCKIII0Yasi OCTaTOYHBIE PACTBOPUTENH, IIPH YCIIOBHU MX COOTBETCTBHS
TpeboBarmsam PecyOonuku Kazaxcran) mponykr-cnenuduyaapie TpeOoBaHus (Hampumep, Mpoduim pa3MepoB

JacTHI, nonuMoppHEIE bopmsml), eciu NPUMEHHUMO.
3. Ilpomecc mpou3BoAcTBa aKTHBHON (hapManeBTHYEeCKOH CyOCTaHLIMHM, MCXOJHOTO MaTepHana (peakTHBa,

MIPOMEXYTOYHOTO TNPOAYKTa) HE BKIIOYAET HCIOJIb30BAaHHE MAaTEpHUATIOB YEJIOBEYECKOTO WM YKMBOTHOTO

MPOUCXOXKJCHHS, JUIsI KOTOPBIX TpeOyeTcs MNpoaHaIU3UpOBaTh JaHHbIE O BHPYCHOW O€30MacHOCTH.
4. VcknrounTenbHO Al aKTHBHOW (papMarieBTH4eckoi cyOcTaHIMM: oHa OyJeT MCHBITaHA HEIoCPEICTBEHHO

Tepes] MCIOIb30BaHNEM, €CIH IIEPHOJ MOBTOPHOTO HCIBITAHHWS HE BKIIOYEH B CEPTU(HUKAT COOTBETCTBHS

EBpomneiickoit @apmakoriee Win JaHABIE, 000CHOBBIBAIOMINE TIEPHO]] TIOBTOPHOTO MCIIBITAHUS, YK€ HE BKITIOUSHBI

B I o ¢ b ¢
5. AktuBHas (apmaieBTHuecKas cyOcTaHIMs (MCXOIHBIH Marepuai, peakTHB, MPOMEKYTOUYHBIH MPOIYKT)
BCIIOMOTAaTEIbHOE BEIIECTBO HECTEPUIbHBHI.

6. PacturenbHble (apMaleBTHUECKHUE CyOCTaHIMHU: CIOCOO IPOU3BOACTBA, (PHU3MUYECKOE COCTOSHUE,
9KCTPArvpyIomni pacTBOPUTENs M KOA(PQUIMEHT HKCTPAKIMU JIEKAPCTBEHHOTO CPEJICTBA HE HM3MEHSIOTCS.
7. Ecnu cocraBe IeKapCTBEHHOrO Ipenapara sl IapeHTepalbHOTO BBEICHHUS HCIOJNB3YETCS JKEIaTHH,
MIPOM3BENCHHBIH W3 KOCTEH, €ro NPOM3BOJACTBO OCYLIECTBIISCTCS HCKIIOYHTENEHO B COOTBETCTBHH C
TpeOOBaHUAMHU COOTBETCTBYIOIIEH CTpaHBI.
8. B nmocee ocraercs, MO MeHbIIEHW Mepe, OJWUH NPOM3BOAMTENb OTOW CyOCTaHIIMU.
9. Ecim aktuBHast QapmaneBTuueckas cyOCTaHLUS HecTepHJbHA, HO OyJeT HCIIOIb30BaThCs B COCTaBE



CTEpUJIBHOTO JIEKAPCTBEHHOT0 Ipemnapara, Torjaa, B coorsercrsuu ¢ CEP, Ha mocnegHeM 3Tane CUHTE3a HENb3s
WCIOJIB30BaTh BOJY HJIM, €CIH TaKoe MPOMCXOIHUT, HEOOXOIUMO 00ECHEeYUTh OTCYTCTBHE OaKTepHaIbHBIX
9H/IOTOKCHHOB B aKTHBHOW (hapMaleBTHIEeCKON CyOCTaHIHN.

JdokymMeHT anmsd

1. Komms pgeiictByromero (oOHOBIEHHOr0) cepTudUKaTa CcooTBeTcTBHs EBpomeiickoii ®dapmakonee.
2. IIpn nobaBneHNH MPOM3BOACTBEHHON TUIOMIAAKH — B (DOpME 3asiBICHHS O BHECEHHH U3MEHEHNH HE0O0XO0IMMO
YeTKO 00O03HAYNTH "3aperHCTPUPOBAHHBIX" M "MpemnaraeMbIX' MPOM3BOAMTENCH, KaK yKa3aHO B pasperne 2.5
b opw™mH 3asABIEHUSH
3. I[TonpaBka K COOTBETCTBYMOIMEMY(HM) pasgeny(am) noche.
4. Ecnu mpuMEeHUMO, JOKYMEHT, COJIepKallluii CBECHHs O BCEX MaTepualiax, BXOJAINX B cepy NMPUMEHEHUS
crateu ['ocynapcrBenHoit dapmakonee Pecrybnuku Kazaxcran 1mo MUHMMH3alMM PHUCKa IEpeAadd arcHTOB
ry0uaToil SHIe]aaonaTHH >KUBOTHBIX ITOCPEICTBOM JICKAPCTBEHHBIX IIpeNapaToB JUIsi MEIUIMHCKOTO W
BETEPUHAPHOTO MPHUMEHEHHUs, BKJIIOYas HCIOJIb3yEeMble B IPOM3BOJCTBE AaKTHBHBIC (hapManeBTHUECKOH
cyOCTaHIIMHU (BCIIOMOTATEIFHOTO BemiecTBa). s Kakqoro Takoro poja Marepuaia HeoOXO0AUMO MPEICTaBUTh
CJIEAYIOIINE CBEJCHUS: Ha3BaHUE MPOU3BOAUTENS; B )KUBOTHBIX M TKaHH, U3 KOTOPBIX IOIyYeH MaTepHual;
CTpaHa MPOUCXOKICHUS JKUBOTHBIX u ero HCIOJNb30BaHUE.
5. B oTHOLIEHNU aKTHBHOW (papMaleBTHYECKOH CyOCTaHIMM: JEKJIapays YIOJIHOMOYEHHOTO JIMIa KaKI0To
JMLEH3UPOBAHHOTO ITPOM3BOANTENS, YKA3aHHOTO B 3asIBICHHUH, HCIIOIB3YIOIIEr0 aKTUBHYIO (hapMalleBTHIECKYIO
CyOCTaHIIMIO B KadecTBE HMCXOAHOTO MaTepHana, W YHNOJHOMOYEHHOI'O JIMIIA KaKIOTro JIHIEH3WPOBAaHHOTO
MIPOU3BOJIUTENS, YKa3aHHOTO B 3asBJICHHHM B KadeCTBE OTBETCTBEHHOTO 3a BBIMYCK cepuil. B mexmapammsax
HE0OXOIMMO yKa3aTb, YTO NPOU3BOIUTENH(M) aKTHBHON (apMmameBTHUeCKOW CyOCTaHIINH, YKa3aHHBIH(e) B
3asIBJIGHUHU, OCYILIECTBISIET(IOT) CBOIO JEATENbHOCTh B COOTBeTCTBUM ¢ [IpaBmiiamu Hamiexamien
MPOU3BOACTBEHHON mpakTuku Pecny6muku KazaxcTaH B OTHOIIEHMM HMCXOIHBIX MaTtepuanoB. llpu
OTIpEJICTICHHBIX 00CTOSITEILCTBAX JIOMYCKAETCS IIPEJICTABISATH OHY JeKJIapaluio (CM. IpUMedaHne K U3MEHEHHIO
B.I1.6.1). Ecnu 3arparuBatoTcs Kakue-a1u00 OOHOBJIEHUS CEPTH(QHMKATOB Ha aKTHUBHBIE (hapMaleBTHYECKHE
CyOCTaHIIMH ¥ TIPOMEKYTOUYHBIE MTPOTYKTHI, OT MPOM3BOAMUTEINCH MPOMEKYTOYHBIX MPOIYKTOB TaKkXke Tpedyercs
JeKJIapanys YIOJTHOMOYCHHOTO JINIA; ACKIAPALHs YIIOITHOMOYEHHOTO JINIA Hy>KHa, JIUIIb €CIN 10 CPABHEHHUIO C
paHee 3apeTUCTPHUPOBAHHONW BepcHel cepTU(UKaTa MMEETCS HM3MEHEHHE JEHCTBYIOIINX, BKIIOYCHHBIX B
MepevYeHb MPOU3BOJCTBEHHBIX IIJIOMIAIOK.

B.II1.2 V3MeHeHus B nensax cooTBeTcTBUs ['ocynapcteennoin dapmakonee v Tpebyemas Bun
CIIOBUS
Pecnybnmkn Kazaxcran JOKyMEHTAIHs TIPOLIETYPbI

a) 3menenue crenudukaiuu(ii) panee HeGapMaKkoneiiHON cyOCcTaHIIUN B
nesix cooTBeTcTBUs [ocymapctBenHo#t ®dapmakoree PecmyOnuku

Kazaxcran
. . 1,2,3,4

1. AkTuBHOI hapmaneBTHUECKOH CyOCTaHIINH 5 1,2,3,4 IA
2. BcromoraTtensHOro BemiecTBa (MCXOJHOTO MaTepuasia) aKTHBHOTO

! H (nexon puana) 1,2,4 1,2,3,4 IA
(hapMarneBTHICCKON CYyOCTaHIIH
6) M3MeHeHns B MENAX COOTBETCTBUS OOHOBIIEHHONH COOTBETCTBYIOLICH 1.2.4.51.2.3.4 IA
cratbe ['ocymapcrBennoit ®apmakornee Pecnyosmku Kazaxcran S I
B) W3menenme cnenudpuxauuii ¢ [ocynapctBenHoit ®apmakonee
) wapika yAap P 1,4,5 1,2,3,4 IA

Pecnry6nuku Kazaxcran

Y ¢ n o B u 1

1. I3MeHeHne OCyIIEeCTBISIETCSI HCKIIIOYUTENBHO B LIEJISIX MOJTHOTO COOTBETCTBUS (hapmakornee. Bee ucneitanus B
crenn(UKauyd COOTBETCTBYET (papMaKomeWHOMY CTAaHAAPTY IOCiEe M3MEHEHHs, 32 WCKIIOYCHHEM JIOOBIX
JOTMOJHUTEIbHBIX BCIIOMOTATEJbHBIX HCTBITAHUHN.
2. JlomonHUTENbHBIE K (hapMakomnee crenu(UKanuyd Ha MPOAYKT-CIenn(UYHbIe CBOWCTBAa HE M3MEHSIOTCA (
Harpumep, NpoQHIN pa3MepoB YacTull, moauMopdHas ¢popMa WIH, K IpUMEpy, OHOIOTHYeCKHe METOIUKH,
arT peraT B )

3. 3HayMMble M3MEHEHUS KAuyeCTBEHHOTO M KOJMYECTBEHHOro Mpoduield NIpuMeced OTCYTCTBYIOT (3a
HCKJIIOYEHUEM YyXKECTOUYEeHUS cnenudUKaNui).
4. JlomonHAUTENBHAS TIEPBUYHAS SKCIIEPTH3a HOBOM MM U3MEHEHHOHM (papMaKONeHHOH METOIUKH He TpeOyeTcs..



5. PacTuTtenbHbIe Q)apMaHeBTI/I‘ICCKI/Ie Cy6CTaHHI/II/IZ crroco0 OpoOu3BOACTBA, (1)I/I3I/I"ICCKOC COCTOSIHUE, OKCTPArCHT U
KOB(I)(i)I/IL[I/IeHT IKCTPAKLHU JICKAPCTBEHHOT'O CPEACTBA HC U3BMCHAIOTCA.

JdokKyMeHT aunums

1. [TonpaBka K COOTBETCTBYIOUIEMY(UM) pasneny(am) JoCche.
2. CpaBHUTeNbHAS Tabnuia TEKYIIHX u npeiaracMbIxX crnenupuKamui.
3. NanHble aHanmm3a cepuii (B (hopMaTe CpaBHUTEIHHON TAaONHIEI), IO MEHBIIEH Mepe, NBYX MPOMBINLICHHBIX
CepHil COOTBETCTBYIONICH CyOCTaHIHMH (BEMIECTBA) IO BCEM HCIBITAHWSIM HOBOH CHENUPUKANNHA U,
JIOTIOJTHUTENIFHO, €CIH MPUMEHHMO, PE3yJIbTaThl TeCTa CPaBHUTENFHOW KMHETUKH PACTBOPECHHS, IO MEHBIICH
Mepe, OJHOW OIBITHO-TIPOMBIIIJICHHON CEepHH JIEKapCTBEHHOrO Mpemnapara. B OTHOIIEHWH JIeKapCTBEHHBIX
PAaCTUTECIBbHBIX nmpemnapaTtoB JOCTAaTOYHbI JaHHBIC CpaBHHTeHBHOﬁ pacmmagacMoOCTH.
4. JlaHHBIC, TOATBEPKAAIOIINE MIPUTOHOCTh CTAThH [T KOHTPOJIS Ka4eCTBA CYyOCTaHIIMH, HATIPUMED, CPAaBHCHUE
MTOTCHITUATBFHBIX TPUMECEH ¢ IPUMEUaHHEM TIPO3PaYHOCTH CTaThU (transparencynoteofthemonograph).

b. IV Memnuuuckue u3aeaus

Bb.IV.1 N3meHeHrne U3MEPSIOMEro U3ACTUs WIH U3AETHs v Tpebyemas Bun
CIIOBHS

JUTS. BBEJICHUS JIOKYMCHTAITUS MPOIIE Ty PBI

a) JloOaBiieHHEe WM 3aMeHa WM3ICIHS, HE SBISIOMETOCS

YacThIO IEPBUYHON YIaKOBKH

1. MeauuuHckue u3enusi, 3apeructpupobannsie B PK 1,2,3,5,6 1,2,3 1A

2. Cueiicepsl JO3MPYIOMNX HHTAISATOPOB WM JAPYTOTO

YCTpPOWCTBA, KOTOPHIE OKA3bIBAET CYIIECTBEHHOE BIMSHIC I

Ha JIOCTaBKY (hapMaleBTHUECKOW cyOCcTaHIMU mpemnaparta (

HaTpumep, HeOyai3ep)

0) Uckimouenue u3aenus 4 1,4 1A

B) JloOaBiieHne WM 3aMeHa H3JENus, SBISIONIETOCS I

HacCTbIO HepBH‘-IHOﬁ YIOaKOBKH

YV ¢ 1 o B ©H =1

1. IIpennmaraemoe wu3MepsIOlIee H3AENHE TOYHO OTMEpPHUBAET HEOOXOOUMYIO 03y paccMaTpuBaeMoro
JIEKapCTBEHHOTO TperapaTa COrjacHO OJ0OPEHHOMY CIOCO0Y MPUMEHEHHs, MPEACTaBIsET PE3yIbTaThl TAaKUX
U CCIeaoBaHUTH

2. Hosoe u3aenue COBMECTHMO c JIeKapCTBEHHBIM npemnaparom.
3. V3MeHeHHE HE MTPHUBOIUTCA K 3HAYNMOMY HW3MEHCHHIO HH(POPMAIIMU O IJIEKAPCTBEHHOM IIperapate.
4. JlekapcTBEeHHBII npenapar MOYXHO NpPOAOJIKATh TOYHO JO3UPOBATH.
5. MenuuMHCKOE WH3J€IUE HE MCIOJB3YETCs B KaueCTBE pacTBOPUTEN JIEKAPCTBEHHOI'O IIpemnapara.
6. Eciiu mpemycMoTpeHa u3meputenbHast QyHKIHS, OHA BKJIIOYAETCS B JOChE TAKOTO M3EIHSI.

JdoxywMmMeHT aUnuuws
1. TTonpaBka K COOTBETCTBYOIIEMY(MM) pasjeny(am) qocke, BKIOYask NOAPOOHBIA 3CKHU3 U COCTaB MaTepHhaia
M3MeNHsS M TOCTABIIMKA, €CIIM MPUMEHHUMO, & TaKXKe COOTBETCTBYIOIIUH MepecMOTp HHPOPMALUU O

TeKapCTBEHHOM npemapare.
2. [MoaTBepkaeHHE  perucTpalud  MeIMOMHCKoro  wu3genuss B Pecnybnauke — Kasaxcraw.
3. OG6pa3ubl HOBOTO u3genus, ecinu NPUMEHUMO.

4. O00CHOBaHHE UCKIIFOYEHHS U3IEIIHSL.

"

Hns B.IV.1.B) — ecnu W3MeHEHHE NPHUBOIUT K
00pa3oBaHUI0 HOBOH JeKapCTBEHHON (GopmbI", TO

IIpumeuanue:
Takoe M3MEHEHHE TpeOyeT IoAayu 3asiBICHHS O

paclIUpEeHUuU PETUCTPALIUH.
b. V BHecenus u3MeHEHUU B PEruCTpallMOHHOE J0OChE, O0YCIOBIICHHBIC
PEryJIATOPHBIMU MPOLEAYPAMHU
B.V. a) M®II (M®BA)

HWHbBIMH



b.V.a.l Bxiouenue HOBOTo, OOHOBJIIEHHOT'O WJIHM HCIIPAaBICHHOI'O V7 — Tpebyemas Bun
MacTep-(ainaa IUIasMbpl B PETUCTPALIOHHOE JOCHhE JIEKapCTBEHHOTO JOKyMEHTAIHs TIPOLIETYPbI

npemapara (mponexypa M®II 2-ro stama)

a) IlepBoe BK/IIOYEHHE HOBOTO MacTep-(aiiyia Mmia3Mbl, BIHUSIONIETO HA

. I

CBOMCTBA JIEKAPCTBEHHOTO TIperapara

0) [lepBoe BKITIOYEHHE HOBOTO MacTep-(aiia mia3Mbl, He BIUSIONIEro Ha 1234 B

CBOMCTBA JIEKAPCTBEHHOI'O NpenapaTa T

B) Brutouenne oOHOBJIEHHOTO (MCIIPaBIEHHOT0) MacTep-(aiiia rmia3Mbl: 12,34 B

WM3MEHEHUS BIMAIOT Ha CBOWCTBA JIGKAPCTBEHHOT'O ITpernapara T

r) Brimtouenne 0OHOBJICHHOTO (MCIIPABJICHHOTO) MacTep-(haiiia Tia3Mbl: | 1234 A
2 b b

W3MEHEHUs He BIMSIOT Ha CBOMCTBA JIGKAPCTBEHHOTO Mpemnapara

Y ¢ 1 o B u 1
1. Ha o6HOBNeHHEBIH min m3MeHeHHBIH M®IT BeimaH cepTudrkaT COOTBETCTBHUS 3aKOHOAATENBCTBY PeciryOnmkn
Kasaxcran.

JdoxywMmMeHT aunuwws

1. dexnapanusi, uto ceprudurar M®II u sKCrIepTHBIA OTYET MMOJHOCTHI0 MPUMEHUMBI K 3apErHCTPUPOBAHHOMY
JIeKapcTBEHHOMY Tiperapary, aepkarens MOII npeacrasun nepxarento PY (ecim nepxkarens PY u nepxarens
MO®II He ABIAIOTCS OOHUM WM TeM ke Jurom) ceptudukar MOII, sxcnepTHBIA oTUeT M mocke Ha MOII,

ceprudpukar MOII u 3KCHEpTHBHI OTUET 3aMEHSIOT HPEABIAYNIYI0 NoKyMmeHTtanuio Ha MO®II mis manHOTO

TEeKapCTBEHHOTO npemapara.
2. Ceptuduxkar M®II u SKCHOEepPTHHI I OTYET.
3. Jexmapauusi 9KcIiepra, XapakTepU3ymomiash BCe BBOJAWMBIE € IMOMOIIbI0 cepTuduiupoBanHoro MOIT

W3MEHEHUS M OLIEHUBAIOIIas UX MOTEHLIUAIBHOE BIUSHHE HA JICKAPCTBEHHBbIE IPENapathl, BKIKOYas OLICHKU

NPOAYKT-CHNENHN(HUYHBIX PHCKOB.
4. B ¢opme 3asBneHUS 0 BHECEHUHN H3MEHEHNH HEOOX0ANMO YETKO OTPa3uTh "HelcTByonmii" 1 "mpeanaraeMpIit
" ceprudurkar M®PII (HOMEep KoOa) B PErHCTPAIMOHHOM noche. Eciam mpumeHnMO, B (opMe 3asBICHUS O

BHECCHUH U3MEHEHUH TaKXe 4eTKO nepeuuciauTs Bce npoune MOII, Ha KOTOphIE cCchbUIaeTCs JIEKAPCTBEHHBINM
Ipernapar, Jake €ClI OHU He SBIISIOTCS MIPEIMETOM 3asiBICHHSL.

B.V.a. 2 BximodueHne HOBOTO, OOHOBJICHHOTO WIIH HCIPABICHHOTO

MacTep-¢aiisia BakOMHHOTO aHTUreHa (mairee - MOBA)B v Tpebyemas Bupg
CIIOBUS

PETHCTPAIIMOHHOE I0ChE JIEKAPCTBEHHOTO Tpenaparta (mpornenypa MOBA JIOKYMEHTAIUs MIPOLEyPhI

2-ro 9Tana)

a) [lepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiiia BAKIIMHHOTO aHTUTCHA II

0) Brxirouenne 0OHOBIECHHOTO (HCIPaBICHHOrO) MacTtep-(daiina

BaKIIMHHOTO aHTUT'€HA: U3MEHEHUs BIIUSAIOT Ha CBOMCTBA JIEKAPCTBEHHOTO 1,2,3,4 1B

npenapara

B) BrkitoueHne OOHOBJIEHHOTO (MCHpPaBIEHHOT0) MacTep-daiiia
BaKIIMHHOTO AaHTHUI'€HA: H3MEHEHHUs He BIHIIOT Ha CBOMCTBa 1,2,3,4 1A
JICKApCTBCHHOTO Ipermapara

YV ¢ 1 o B HuW 4
1.

JdokyMeHT anmsd

1. lexnaparnus, uro cepruduxar MOBA 1 3KCTIEpTHBIH OTYET MOJHOCTHIO MPUMEHUMBI K 3apETHCTPUPOBAHHOMY
JIeKapCTBEHHOMY IIpenapary, aepxarenb MOBA mpencTaBmin aepKaTento perncTpaiuoHHOTO yI0CTOBEPEHHS (
€CITH JIeprKaTelb PErHCTPAlMOHHOTO YI0CTOBEpeHH U epxkaTenb MOBA He SBISIOTCS OJHAM H TEM K€ JIUIIOM)
ceprupuxar MDPBA, sxcneptHeii otder U gocke Ha M®DPBA, ceptudukar MOBA u 3KCHEpTHBIA OTYET
3aMEHSIOT IpeAbIAyINyl0 JoKyMeHTauuio Ha M®PBA s [JaHHOro JIEKapCTBEHHOIO IIpernapara.
2. Ceprudukat MO®BA u 3KCHEePTHBHI I OTUET.
3. exmapamusi 3KCHepTa, XapaKTepU3yrolas BCE BBOJUMBIC C MOMOIIBIO cepTuduimporanHoro MOBA
W3MEHEHNUS! U OLCHMBAIOIIAsl WX MOTEHLIUAIBLHOE BIMSIHUWE HA JIEKapCTBEHHBIC IpEnaparhbl, BKIOUYas OLIEHKU
NPOAYKT-CHNEeNN(UYHBIX PHCKOB.



4. B ¢opme 3asBiIeHHsT O BHECEHHH M3MEHEHHH HEOOXOIMMO YETKO OTpa3uTh "NedcTByIomuil" 1 "mpeyiaraeMpli
" ceprupuxkatr MOBA (HOMep Kona) B PETUCTPAIIMOHHOM Jocke. Ecim mpuMenumo, B Gopme 3asBiIeHHUS O

BHECEHMH M3MEHEHUU TaKXe YETKO MepeurciauTh Bce npoune MOBA, Ha KOTOpbIE cChUIAETCS JIEKAPCTBEHHBIM

Ipenapar, 1ake eClId OHH He SIBIISIOTCS IPEIMETOM 3asiBICHHUS.

B. U3menenue 6e3omnacHoctH, 3pdhekTuBHOCTU U (papmMakoHa130pa
B.I JIekapcTBeHHbBIE IpenapaThl Iyl MEAUIUMHCKOTO IPUMEHEHUS

B.I.1 M3menenue obmieit

XapaKTEePUCTUKHU

BOCIIPOM3BEICHHOTO  (

TUOPHUIHOTO,

OHMO0aHAJIOTUIHOI0)

JIEKapCTBEHHOTO VYcenoBus TpebOyemast TOKyMEHTAIHs Bup npouenypst
npernapara 1mocjie OleHKH

TOTO K€ HU3MEHEHUS

pedepeHTHOTO
JEeKapCTBEHHOTO
mpemnapara

a) Peanuzanus
u3MeHeHus (i), B

OTHOIICHHH  KOTOPOTro(

BIX) OT JepiKareins

PerucTPalHOHHOTO 1,2 IB
YAOCTOBEpEHHS] HE

TpeOyeTcst MpeaCTaBIIATh

HOBBIC JOTMOJHUTENBHbIC

JlaHHbIC

0) Peanmuzauns
u3MeHeHusA (i),
TpeOywIux
IpeJCTaBICHUS
nepxkareneM PY HOBBIX
JOTIOJTHATEIbHBIX
JaHHBIX,
00OCHOBBIBAIOIINX TaKHeE
U3MEHEeHHs (HampuMep,
COTIOCTaBUMOCTbD)

II

JoxkxkyMmMeHT aUns

1. IIpunoxeHHOE K CONPOBOTUTEIFHOMY NMHCHEMY 3asBIICHHS O BHECEHWH M3MEHEHHUH: 3aIIpOC HAIHOHAIHHOTO
YHIOJIHOMOUYEHHOTO opraHa (ecmm MPUMEHHUMO).
2. TlepecmotpeHHass MH(pOpMAIHs O JICKAPCTBCHHOM mpernapare (OOHOBJICHHAs KpaTKas XapaKTePUCTUKA

JICKAPCTBEHHOTO Ipemapara, HHCTPYKIIHIO MO0 MEAUIIUHCKOMY MTPUMEHCHHIO (JIMCTOK-BKJIAJIBIII)).

B.I.2 HN3menenwue(s)
o01elt XapaKTepuCTHUKN
JeKapCTBEHHOTO
npemnapara,
HanpasJeHHoe(ble) Ha
peanu3anuio pe3yabrata
npoueaypsl,
3arparuBatonieit [100
n Jd1 Hu

B Ycnosusa Bun npouenypst



MTOCTPETUCTPAIIIOHHOE Tpebyemast JOKyMEHTAITUS
HCcCIea0BaHuE
0€e301IacHOCTH

a) Buecenue

($hOpMyIIHPOBKH,

COTJIaCOBaHHOU 1 1 IA
YIIOTHOMOYCHHBIM

OpraHoM

0) BHecenue n3mMeHeHuid,
TpeOyrwIux
MpeICTaBICHUS
nepxkareneM PY HOBBIX
JIOTIOTHUTEBHBIX
JaHHBIX,

2,3,4 II

000CHOBBIBAIOIIUX TAKHE
U3MEHEHUS

Y ¢ o1 o B n 14

1. N3menenne peanusyeT GpopMyInpoBKy, 3aTpeOOBaHHYIO YIIOTHOMOUYEHHBIM OpPraHOM, W He TpeOyeT momgadu
JOMOJHUTEIbHBIX CBEIECHUU 5 (nnm) JlaJlbHEeN el 9KCIEPTHU3BI.
2. be3omacHOCTh MNpHUMEHEHHs MpernapaTa COXpAHAETCAs M MOATBEPKIAeTCS NaHHBIMU KIMHMYECKHX
HCCIIeI0BaHUMN, KITMHNYecKol Oe3omacHocTH. [Ipencrapisercs ux moaATBep KICHUS.

JdoxkxkyMeHT aUns

1. IIpunoxeHHOE K CONMPOBOIUTEILHOMY IHChMY 3asBJICHUS O BHECEHHM M3MEHEHUIl: CChUIKA Ha CorIalleHHe (
OIEHKY) YyHOJIHOMOYEHHOTO opraHa.
2. OObscHeHHs NPUYUHBI J100ABJIEHUST HOBOTO (HOBBIX) TpeAocTepekeHHs (Uil) MOOOYHBIX ICHCTBUI H

3asiBICHUE TOTO, 4TO Oe3omacHOCTH HNpUMEHEHUS npemnapara coxpaHserTcs.
3. IlepecmoTpeHHas nmHpOpManus O JEKapCTBEHHOM IIpenapare (OOHOBICHHAs KpaTKas XapaKTepHUCTHKa

JEKapCTBEHHOTO TIpemapara, MWHCTPYKIHMIO II0 MEIWIHHCKOMY TPHUMEHEHHIO0 (JIMCTOK-BKJIAbII)).
4. Tlepnognuecku oO6HOBIsSIEMBIH oTueT o OezonacHoctr (IIOOB) mnm mocTperucTpanoHHbIE HCCICTOBAHNE

6€301acHOCTH, OTPAXKAIOLINE BHOCUMbBIC H3MEHEHHS.

B.I.3 H3menenwus,
3aKIIOYaIInecs B
3HAYMMOM HM3MEHEHUH
o01elt XapaKTepUCTHUKN
JIeKapCTBEHHOTO
npenapara BCJEICTBUE

VYcenosus Tpebyemast JOKyMeHTaIHs Bun npouenypsl
HOBBIX JaHHBIX IO
Ka4yecTBY,
JOKJIMHUYIECKUM,
KIMHAYECKUM IaHHBIM
nin JAaHHBIM
(hapmakoHa30pa
I
OTO U3MCHCHHE HC MPUMCHACTCA, €CJIM HOBBLIC JAHHBIC IMOJAaHbI B COOTBETCTBUU C
usmeHennem B.[.12. B Takux ciy4asx u3MeHeHHE OOLIeH XapaKTepHCTUKU
IIpumeuanue:

JICKapCTBCHHOTO Ipernapata, MapKHPOBKH WM IMOMAAaeT Mmoa cdepy MPUMEHCHUS
n3meHenus B.1.12.

B.I.4 H3meHeHue
YCIOBUH  OTIIyCKa
JIEKapCTBEHHOT O
npenapara

VYcenosus Tpebyemast JOKyMeHTaIHs Bun npouenypsl



a) BocmpousBeneHHbIx (

TUOPHIHEIX,

OHMOaHAIOTHIHBIX )

JIEKapCTBEHHBIX 1 1,2 IB
npenapaToB  mocie

U3MEHEHUS YCIOBUH

OTIycKa peepeHTHOTO

JEKapCTBEHHOTO

npenapara

6) UMHble mNpUUYUHBE
W3MeHeHus yciaoBuit 1 2,3,4,5 II
OTITyCKa

Y ¢ m1 o B U 4
1. Be3omacHOCTh MPpUMEHEHUS TIpenapaTa COXpPaHIeTCs

JdoxyMmMeHT aUnus

1. [loaTBepkaeHHe U3MEHEHHUS YCIOBHI OTIYCKa pe(epeHTHOTo JICKapCTBEHHOTO Ipernapara, IpHIoKeHHOE K
CONMPOBOIUTEIBLHOMY NHCHEMY 3asIBICHUS 0 BHECCHUH U3MEHCHHII.
2. TlepecmoTpeHHass WHGpOpMAIUs O JIGKAPCTBEHHOM IpemapaTe (OOHOBIEHHas oOIIas XapaKTepUCTHKA

JICKapCTBEHHOI'O TpemnapaTa, HHCTPYKLUHUS 110 MEIUIIMHCKOMY IPUMEHEHHUIO (JIMCTOK-BKJIAIBIII), MAPKUPOBKA).
3. OObsCHEHHs] PUYUHBI U3MEHEHUS yCJIOBUI OTIYyCKa M 3asBIEHHE TOTO, YTO 0€30MacHOCTh HMPUMEHEHHS

npemapara COXpaHseTCH.
4. JlaHHBIE KIMHUYECKHX HCCIICIOBAHUH, MOCTPETUCTPALMOHHBIX HMCCIEIOBAaHUN; NaHHBIE (apMaKoHaa30pa.
5. JIOKyMEHT, ITOATBEPXKIAONIMI M3MEHEHHE YCIIOBUIl OTIIyCKa B CTPaHE-NIPOU3BOIHUTENS (OT PEryJIITOPHOTO
opraHa).

B.I. 5 H3smenenwue(s)
noxa3aHusi (i) K VYcnosus TpeOyemast noKyMeHTaIus Bun npouenypst
MIPUMEHEHHIO

a) Bkirodenne HOBOTO

MoKa3aHUs K
NPUMEHEHUIO  WJIHU 2 1,2,3 I
U3MEHEHUuEe paHee

010OpPEHHOTO

0) Uckniodenue
MoKa3zaHUs K 1 1,2 IB
TPUMEHEHHIO

YV ¢ 1 o B ©H =4

1. be3omacHOCTh MpUMEHEHHUS Mpernapara COXpaHSAETCS W TMOATBEPKAAeTCS JaHHBIMH PETPOCIEKTHUBHBIX
HCCIENOBaHUM, KJIMHUYECKOM 0€e30MacHOCTH u KadyecTBa.
2. besomacHoCcTh NPUMEHEHHS TMpenapara COXpPAHSETCS M MOATBEPHKAACTCS JaHHBIMU KIMHUYECKUX
HCCIICIOBAaHUH, KITMHNYIEeCKOH Oe3omacHocTH. [IpencraBisercs MX MOATBEPIKICHUS.

JoxkxkyMmMeHT anqs

1.00bsicHEHHS TPUYWHBI yNAICHUS WM JOOABJICHUS IOKAa3aHWs U 3asBICHHE TOT0, YTO OE30MaCHOCTh
NPUMEHEHHUS NpOAYKTa coxpaHseTCH.
2. OOHoBieHHast 00mIas XapaKTepUCTHKA JIEKAPCTBEHHOIO Ipenapara, MHCTPYKLHUS I10 MEIUIMHCKOMY
NPUMEHEHUIO (IMCTOK-BKIAaABIO).
3. JlaHHBIE KIIMHUYECKUX HCCIIEA0BAHMUI, TOCTPETHUCTPAIMOHHBIX UCCIIEI0BaHN; JaHHBIE (hapMaKoHaI30pa.

Ecnu no0GaBneHue uiu U3MEHEHHE TTOKa3aHusl K IPUMEHEHHIO TIPOUCXO/IUT BCIIEICTBUE
peanu3anyy 3aKIIOYEHHs] SKCIIEPTHOIO KOMUTETa WM M3MEHEHWH HH(pOpMalnuu o
IIpumeuanue JIEKapCTBEHHOM IIperapaTe BOCIHPOM3BEICHHOr0 (THOPHIHOTO, OHOAHAIOTHYHOIO)
JIEKapCTBEHHOTO Tperapara MOocie YKCIEPTU3bl TOTO K€ U3MEHEHHs pe)epeHTHOTO
JIEKapCTBEHHOI'O IIpenapaTa, IpUMEHSIoTcs u3MeHeHus B.1.1 cooTBeTCTBEHHO.



B.1.6 Uckmouenue: VYcnosust TpeOyemast moKyMeHTaMs IIpouenypa

a) JIeKapCTBEHHOH
(hopmBbI
0) DO3UPOBKH 1,2 1B

1,2 B

JokxkyMeHT anqs

1. Jlexnmapanus, uyto octaBiiascs (octaBimecs) (opma(hopmbl) BbIMyCKa MOCTATOYHA(AOCTATOYHBI) IJIs
BBITIOJTHEHHSI PEKOMEHAALMH 10 JO3UPOBAHUIO U JJTUTEIEHOCTH JICYCHUS, OIMCAHHBIX B OOIIEH XapaKTepuCTHKE
NTEeKapCTBEHHOTO npemaparTa.
2. [lepecmoTrpeHHas nHMpOpMAIIHS O JICKAPCTBCHHOM Ipernapare.

Ecnun paccmarpuBaemasi JiekapcTBeHHas (¢opma MWiIM  J103UpOBKa  Oblia
3aperucTPUpOBaHa B BHUJIE OTACIHHOIO JIEKAPCTBEHHOTO INpernapaTa, TO UCKIIOUeHHe
TaKOH JIGKApCTBEHHOW (DOPMBI WM JO3UPOBKU OYAET CUUTATHCS HE BHECCHHEM
W3MCHCHHUIA, a U3BATHEM U3 O0paIICHUs.

IIpumeuanue

B.I. 7 BBenenune wuiu
H3MEHEHHE pe3oMe
CHUCTCECMbI
dbapmakoHag3zopa
JIeKapCTBEHHOTO
mpemnapara IS
MEIUIUHCKOTO
npuMeHeHus (*)

VYcenoBus TpebOyemast TOKyMEHTAIHs Bup npouenypst

a) Bemenme pesrome
CHCTEMBI
(hapmakoHanzopa,
HU3MEHEHUHU
KBaJIM(DUIIUPOBAHHOTO
AU a mo
dbapmakoHanzopy (
BKJIFOYAsT KOHTAKTHYIO
nHpopManuio) u (WIn)
H3MEHEHUE

1,2 IB

MECTOPACTIOIOKEHHUSI
MacTep-Qaiijia CHCTeMbI
(bapmakonaa3opa (nagee
- MOCD)

JokxkyMeHT anqs

1. Pestome cucteMbl ¢apMakoHaa30pa WIM OOHOBJIEHHE 3HAYMMBIX JJEMEHTOB (COOTBETCTBEHHO):
HOHTBep)KI[eHI/Ie TOT'O, YTO 3adBUTCIIb UMECT B CBOEM PACIIOPSAKCHUU KBaHI/I(i)I/ILII/IpOBaHHOC JINIO0, OTBETCTBCHHO
3a (apmakoHan30p, ¥ YTBEpXKIEHHE, NOJINCAHHOE 3asBUTENEM, YTO 3asBUTENb 00JagacT HEOOXOIUMBIMH

croco0amMu  BEITIOTHEHHS 33a7a4 M O00sS3aHHOCTEH B COOTBETCTBHU C YCTAHOBICHHBIMH TPEOOBAHHSIMHU

e CTBYIOMIETO 3aKOHOJATEIHCTBA B chepe oOpameHus JIEKapCTBEHHBIX CpeICTB.
KonraktHas nHbopMarms kBamu(UIIMpoBaHHOTO JHna 1o ¢apmakoHam3opy PK, B KOTOpwIx pacmomaraercs
KBATM(UIIMPOBAHHOE JHUIO MO (GapMaKkOHA30PY W BEHINOIHSIET cBOM 3amaun Mectopacnonoxeane MOPCD
2. Homep MOCOD (ipy HaIH4Ium)

JanHoe u3MmeHeHue oxBarbiBaeT BBeaeHMe MOPCD He3aBUCMMO OT HaJU4Us B
TEXHUYECKON YacTH pPETrHCTPAIIMOHHOTO A0oche [loapoOHOTrO ONMHMCAaHWS CHCTEMBI
(apmakonag3gopa.MI3MeHeHHsT KOHTaKTHOTO JIMIA MO (hapMakOHAI30py, BKIIOYAS
KOHTaKTHYIO HHpOpMaImio (HoMepa Tele)OHOB U (PaKCOB, MOUTOBBIN aapec U aapec
3JEKTPOHHON MOYTHI) M M3MeHeHHs MmectopacrnonoxeHus MOCO (ynuna, ropon,
[Ipumeuanue: WHJICKC, CTpaHa) JOMYCKAaeTCs OOHOBISITH MCKIIOUUTEILHO MOCPEeICTBOM Peectpa
Pecnryonmku Kazaxcran (0e3 HCOOXOMUMOCTH BHECEHISI H3MEHeHMiT). Ecu nepxarenb
PeTUCTPAallHOHHOTO yAOCTOBEpEHUs NpubOeraeT K BO3MOXXHOCTH OOHOBJICHUS



YIIOMSIHYTOH BBbIIIE HH(pOpMaK nocpenctBoM Peecrtpa Pecnyonuku Kazaxcran, oH
YKa3bIBaET B PETUCTPALIMOHHOM J0ChE, YTO OOHOBIICHHAS MH(OpMANUs 3THX JTaHHBIX

BKitoueHa B Peectp PK.

B.I. 8 W 3meHenue
CYUIECTBYOIIEH
CUCTEMBI
dhapmakoHagzopa
COTJIACHO TOAPOOHOMY
ONHUCAHHUIO CHCTEMBI

VYcnosust Tpebyemast JOKyMEHTAIUS

(bapmakoHaa3opa (nagee
- [IOCD)

a) N3meHeHue
KBATH()HUIUPOBAHHOTO
AU I A mo
(hapmakoHan3opy, U (WiIu
) KOHTaKTHOM
nHpopManmu, u (WIN)
nponenypsl
pe3epBUPOBAHUS

1 1

0) U3meHenwme O6a3wl

JAHHBIX OE30MaCHOCTH U

(um1)  OCHOBHBIX

KOHTPaKTHBIX

COTJIAIIEHUH B IEIIX

BBIIIOJIHECHU I 1’2,3 1
(hapMaKoHaI30PHBIX
00s13aTenbCcTB M (MITH)
HW3MEHEHHE  MecTa
NpoOBEACHUS
(hapMaxoHaA30PHOM
JesATeIbHOCTH

B) UHble u3MEHEHHs
IIOC®, He BIMAIOmIKE
Ha (QYHKIMOHHUPOBAaHUE
CHCTEMBHI
dbapmakonagzopa (
HampuMmep, HU3MeHeHue | 1
MECTOIOJI0KEHUS
TJIABHOTO XpaHmuma (
apxuBa),
aIMUHHACTPAaTHBHBIC
W3MCHEHHUS)

r) Baecenne usmenenuit

B nHOoCo® mno

pe3yabTaram

skcmeptu3el [IOCO 4 1,2
JpYTOro JIEKapCTBEHHOTO

mpernapara TOTO K€

nepxarens PY

Y ¢ o1 o B uU 4
1. Cama cucTeMa bapmakoHagsopa
2. Cucrtema 6a3bl IaHHBIX npouuia BalU AL UIO0

Bua mpoueaypst

IA

IA

IA

IA

He U3MEHSETCH.
(ecnu MIPUMEHHUMO).



3. IlepeHoc pmaHHBIX U3 JAPYrUX CHUCTEM 0a3 JaHHBIX BaJIMAMpPOBaH (ecld TNPUMEHHMO).
4. Te xe uzmenenuss B [IOCD BBeneHs! Al BCEX JIGKAPCTBEHHBIX IPENapaTroB TOTO ke aepxkarens PY (
onmHaKoBas okoH4atenbHas Bepcust [I0OCD).

JdokymMeHT anmsd

1. ITocnenuss Bepeust [IOCD u, ecu NPUMEHNUMO, MOCIIEIHSS BEpCHs Ipenapar-creluGUIHOrO JTOTOTHEHUS.
OHM B OTHOWICHWM HM3MEHEHHs KBaIM(UIIMPOBAHHOIO JHMIA IO (hapMaKOHAA30py BKIIOYACT: a) KPATKYIO

omorpa¢uio HOBOTO KBANH(HUIMPOBAHHOTO JHUIA MO (hapMaKOHAA30py, 0) HOBOE TOJNIOKCHUE AepxkKaTens U
KBaJM(HUIIMPOBAHHOTO JIUIIA TT0 (hapMaKOHAI30py 00 UX CIIOCOOHOCTH M IMYTSX YBEIOMIICHHS O HEXKEIIATEIIbHBIX
peaknusax, IOANUCAHHOE HOBBIM KBaIM(GHUIHMPOBAHHBIM JHUIO IO (apMakoHaA30py M AepiKaTeieM, H

OTpa)kalolllee  OCTaJbHBIE BBITEKAIONINE WM3MEHEHHUS, HaNpuUMep, B OpraHM3alMOHHON  cxeme.
Ecnu kBanudumpoBanHoe JMI0 1o hapMakoHan30py U (MiIM) KOHTaKTHast HHGOpPMaus KBaIH(OUIIMPOBAHHOTO
auna 1o ¢apMakoHaA30py HM3HadaibHO He Obuth BkIodeHbl B [IOCD nmu [IOCO He cymiecTByer, mojada
nepecmorpeHHoro [IOC® wHe TpeOyercs, HEOOXOOUMO NPEICTaBUTh TOJNBKO (OpMY 3asiBICHHS.
2. Ccputka Ha 3asBJicHAE (MIPOIEAYpPY) U JEKApCTBEHHBIN Mpernapar, B OTHOIIEHIHH KOTOPOTO M3MEHEHUs ObLIH
0JI0OPEHBI.

B.I. 9 MW3meHeHue

4acTOTHl M (MJIM) JaThl
MOJIaYH MEPUOMIECKOTO
oTdeTa Mo 0e30MacHOCTH

YcaoBus TpebOyeMast OKyMEHTaLIHS Bug nmponenypsl
(TIOOB) neKapCTBEHHBIX peoy HOKY. A Ipoueayp
npemnaparon IS
MEIUIIMHCKOTO
TIPUMCHCHHUS

1 1,2 1A

YV ¢ 1 o B U 4
1. 3menenune acToTsl U (k) natel moxayn [10B cormacoBaHO HAIIMOHATBHBIM YIIOJTHOMOYCHHBIM OPTaHOM.

JoxkxkyMmMeHT anqs

1. ITpunoxeHHOE K COMPOBOAUTEIHLHOMY MUCHMY 3asBJICHHSA O BHECCHMM M3MEHEHMM: CCHUIKA Ha COTJIAIICHUE
YyOOJNTHOMOYEHHOTO opraHa.
2. [lepecmoTpenHas yacrora u (nm) nara nogauu [10OB.

JaHHOE M3MEHEHHE IpUMEHsieTcs], Tuib ecnu ki 110OB yka3aH B perucTpalioHHOM
IIpumeyanne JOChE Ccroco0aMy, OTIMYHBIMHU OT yKa3aHUS CCHUIKM Ha IEPEYCHb OTYETHBIX AAT, U
npu HeobxoaumoctH nojayn [10B.

B.I.10 BBenenne wim
H3MEHEHUS
00513aTeNbCTB M YCIIOBHH
perucTpanuy, BKIOYas
IJ1aH YhpaBJC€HUA
pHUCKaMu

VYcnosus TpeOyemast moKyMeHTaIus Bun npouenypst

a) Peanmzanns

hopMynHpPOBKH,

COTJIACOBAHHOU ¢ 1 1,2 IA
YIIOJHOMOYEHHBIM

OpraHoM

0) Peanmuzauns

W3MEHEHHH, TPeOYIOmux

npeacTaBICHUS

nepxkareneM PY HoOBBIX

JOTIOJTHUTEIIbHBIX I
JAHHBIX, HYKIAIOIIUXCS

B IKCIEPTHU3E



YIIOJTHOMOYCHHBIM
opranom (*)

Y ¢ o1 o B u 1
1. M3meHeHne peanu3yeT AeHCTBHE, 3aTPeOOBAHHOE YIOJHOMOYECHHBIM OpPraHOM, M He TpeOyeT Moaayu
JIOTIOJTHUTEJBHBIX CBEJICHUH M (WIIN) JallbHEHIIeH SKCIIEPTH3HI.

JdoxkxkyMeHT aUngs

1. TlpunoxxeHHOE K CONMPOBOAWTEIHPHOMY IIHCBMY 3asBICHUS O BHECEHHWHM W3MEHEHHI: CCBUIKA Ha
COOTBETCTBYIOIIEE peuieHue YHOJIHOMOYEHHOTO oprasa.
2. IlepecmoTrperHas nHMOpMAIHs O JCKAPCTBCHHOM Ipernapare.

9TO W3MEHEHHE OXBAThIBACT JIMIIb CHUTYAaIHIO, B KOTOPOH BBOIAMMOE H3MECHEHHE
3aTparnBaeT UCKIIOYNTEIBHO YCIOBUS U (MIH) 0083aTeNbCTBA PETUCTPALNH, BKIIOYAs

IIpumeuanue N
IUTaH YIPaBICHUS PUCKAMH U YCIOBUS M (MIHM) 00s3aTeNbCTBA PErHCTpaluil mpu
UCKITIOUYUTETIFHBIX 00CTOSATENBCTBAX U YCIOBHOM peTrUCTpaltu.

*) BBEJICHUE TUIAHA YIIPABJICHUS PUCKAMH, 3aTPEOOBAHHOE YITOJHOMOYEHHBIM OPTaHOM,

BCeraa TpeOyeT CyIIeCTBEHHON SKCIEPTU3EL.

B.I. 11 Bxmrouenue win
UCKJIIOYEHUE YEPHOIO
CHMBOIIa U
MOSICHUTEIbHBIX
YKa3aHUIl B OTHOLIEHUU
JIEKapCTBEHHBIX
[IpenaparoB, BXOJAIUX Y CIOBUS TpeOyemast nokyMeHTalus Bun npouenypst
B IepeYeHb
JIEKapCTBEHHBIX
npenapaTos,
MOANEXKAMUX
JOMOTHUTEIBHOMY
MOHUTOPHHTY

1 1,2 1A

Y ¢ nm1 o B U 4
1. JlekapcTBEeHHBIH MpemnapaT BKIIOYCH WIN MCKIIOYCH U3 IEePEeUHs JICKapCTBEHHBIX MPENapaToB, MOIEKAIIIX
JIOTIOJTHUTETbHOMY MOHUTOPUHTY (COOTBETCTBEHHO).

JdoxkyMmMeHT anus

1. IIpunoxxeHHOE K CONPOBOIUTEIBHOMY NMUCHMY 3aABICHMS O BHECCHWH M3MEHEHHH: CCBhUIKA Ha IEPEUCHb
JE€KapCTBEHHBIX IpenapaTos, MOJJIeXKAIINX JOTOTHUTEIBHOMY MOHUTOPHHTY.
2. IlepecmoTpeHHass WHpOpManUs O JEKApCTBEHHOM mpenaparte (0OHOBJIEHHas oOuias XapaKTepHCTHKa
JIEKapCTBEHHOTO TIpernapaTa, HHCTPYKLUS 110 MEJUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKJIAIBII)).

JAHHOE HW3MEHEHHE OXBaThIBACT CHUTYAIHIO, IPU KOTOPOW BKIIOUEHUE WU
HCKITIOYCHHE YEPHOTO CUMBOJIA WIIM MOSCHHUTENBHBIX YKa3aHUN HE MPOU3BOIUTCS B
paMKax Ipyrou perynsTopHON Hmpolenypsl (Hampumep, MpOoUeaypsl MPOATICHUS UITH
W3MEHCHUS, 3aTparuBaroiiei HHGOPMAIUIO O JICKAPCTBEHHOM IIpernapare).

IIpumeuanue

B.I. 12 TIlpouue
U3MEHEHUS, HE
ONHMCaHHBIE B JPYTHUX
paszenax HacTOSILEro
Jononnenus, VYcenosus Tpebyemast noKyMeHTaluMs Bun npouenypst
BKJIIOYAKOWUX [0Ja4yy
HcclIeJOBaHUN
YHOITHOMOYEHHOMY
opraty (*)
II



€CJIN DKCIICPTHU3a YHNOJHOMOYCHHBIM OPraHOM IMOJAHHBIX JAaHHBIX IMPUBOAUT K
HU3MCHCHHIO 06H.I€I71 XAPAKTCPUCTUKU JICKAPCTBCHHOT'O IMpcnapara, MapKUPOBKH,

IIpumeuanue .
JaHHBIM HW3MEHCHHEM OXBaTHIBAIOTCSI COOTBETCTBYIOIIME IIONPAaBKH K OOIIeH
XapaKTEePUCTHKE JICKApCTBEHHOTO MpeTapara, MapKUpPOBKE.
JlaHHOE U3MEHEHUe He MPUMEHSETCS K U3MEHEHUSIM, KOTOPhIe MIPUHATHI B KaUECTBE
* n3MeHeHn# |B Tuma mo yMmMoJMaHHIO B COOTBETCTBHHU C JIIOOBIM JIPYTMM paszieioM

HaCTOANICTO ﬂOHOJ’IHeHI/Iﬂ.

[Ipunoxenue 2 x npukasy
MuHuCTp 31paBOOXpaHEHNUS
Pecny6mmkn Kazaxcran
ot 27 staBaps 2021 roxa
Ne KP JICM-10

IIpaBuna npoBeACHHA SKCIEPTH3H MEIUIIMHCKAX M3ICIHH
I'masa 1. O6mme mooxeHna

1. Hacrosiue npaBuiia MPOBEACHUS SKCIEPTU3bI MEIUIIMHCKUX W3AEIul (Hanee —
[IpaBuna) pa3paboTaHbl B COOTBETCTBUM ¢ MyHKTamH 4, 10 ctatbu 23 ¥ NMyHKTOM 3 CTaThu
239 Konekca Pecnyonuku Kazaxcran ot 7 utons 2020 roaa (nanee — Kogekc), crarbeit 14
3akona PecnyOnuku Kazaxcran ot 15 ampens 2013 roga "O rocyagapcTBeHHBIX yciyrax' u
OMPENEIAIOT MOPSIA0OK IPOBEACHUS SKCIIEPTU3bI METUIIMHCKUX W3,

2. DKcnepTh3a MEAUIMHCKUX U3/IeJIMM B COOTBETCTBUU C IMYHKTOM 2 ctaThu 239 Koaekca
MPOBOAUTCS TOCYIapCTBEHHOW SKCHEPTHOM opranuzanueir B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB U MEAMIIMHCKUX U3JENHN (Jajiee — rocyJapCcTBEHHAsl SKCIEPTHAs
OpraHM3alus) Ha OCHOBAaHUU 3aKIIOYEHHOrO C 3asBUTEJIEM JIOrOBOpa Ha MPOBEACHUE
AKCHEPTU3bI MEUIIUHCKOTO U3/CIIHSL.

Omnata CTOMMOCTH SKCHEPTH3bl MEIUIIMHCKOTO H3JENUsl OCYIIECTBIAECTCS B
COOTBETCTBUHU C MPEUCKYpaHTOM, YCTaHABIMBAEMbIM YIOJIHOMOYEHHBIM OpPraHOM IO
COTJIACOBAHUIO C AHTUMOHOIIOJBbHBIM OPraHOM B COOTBETCTBHM C ITYHKTOM 2 cTaTbu 239
Konekca.

3. DKcnepTuse moaIekar npousBeieHable B Peciyonuke Kazaxcran, a Takske BBO3UMBIE
Ha €€ TePPUTOPUIO METUIIMHCKUE U3IIEITHSI.

4. Jlo momauum 3asiBI€HUS Ha SKCHEPTU3Y MEIUIIMHCKOrO U3JENUsS 3asSBUTENb IO
COOCTBEHHOW WHUIIMATHBE IMOJYy4YaeT B TOCYJApCTBEHHOW OHKCIEPTHON OpraHu3aluu
MH(POPMAIIMOHHBIE U KOHCYJIbTAIIMOHHBIE YCIYyTH Ha JIOTOBOPHOM OCHOBE IO BOIPOCAM,
CBSI3aHHBIM C MTPOBEACHUEM SKCIIEPTU3BI METUIIUHCKOTO U3IICIIHS.

5. Jlis mpoBeAeHUs AKCIEPTU3bl MEAUIIMHCKOTO M3AEIUs, TPUMEHIEMOro B CIyk0Oe
KpPOBU TOCYJapCTBEHHAasi JKCHEpPTHAas OpraHu3alusl MPUBIEKAET CHEHHATUCTOB U3
PO UIBLHBIX OpraHU3aIui, OCYIIECTRIISIONIUX AEATEILHOCTD B cepe CIIy>KObI KPOBH.

6. B nactosmux [IpaBunax ucnoyib3yoTcsl CIEAYIOIINE TEPMUHBI U ONPEICICHUS:



1) MeauuMHCKUE WU3JSTUS — U3JCIUs MEIUIIMHCKOTO0 Ha3HAYSHHMS W MEIUIIMHCKAS
TEXHUKA;

2) u3enys MEAUIIMHCKOT0 Ha3HAYCHUS — MaTepHallbl, U3JIe]IHsI, pACTBOPHI, PEarcHTHI,
KOMILJICKThI, HA0OPBI, UCIIOJIb3yEeMbIC JUTSl OKa3aHUsI MEIUIIMHCKOM ITOMOIIIM B COOTBETCTBHH C
(GyHKIIMOHATHHBIM Ha3HAYCHUEM W HHCTPYKIIUEH MTPOU3BOIUTEIIS,

3) MeauIMHCKasl TEXHUKA — anmapaTsl, MpuOOpsl, 000PYI0BaHUE, KOMIUIEKCHI, CHCTEMBI,
MPUMEHSIEMbIE OTIEIBHO WJIW B COYETAHWHM MEXKIY COOOHW I OKa3aHUsS MEIUIIMHCKON
IIOMOIIIM B COOTBETCTBUU C (PYHKIIMOHAJIBHBIM Ha3HAYCHHWEM M DKCIUTyaTallMOHHBIMH
XapaKTEePUCTUKAMH, YCTAHOBJICHHBIMH IPOU3BOIUTEIIEM;

4) METUIIMHCKHAE U3JICTINS IS JUATHOCTUKH 1n Vitro — JIF0ObIe HHCTPYMEHTEHI, aImaparhl,
puOOpPHI, 000PYI0BaHNE, MATEPHAIIBI, pEareHThI, KATMOPATOPhI, KOHTPOJIBLHBIE MAaTEPHAIIBI U
MpoYre U3JEHs, MPUMEHSIEMbIC B MEAUITUHCKHUX IIEJISIX OT/IETBLHO WM B COYETAHUU MEXKITY
co0OM, a TaKKe BMECTE C IPUHAIC)KHOCTIMHU, HEOOXOIUMBIMHU JIJII MPUMEHEHHUS YKa3aHHBIX
W3JCIUi 0 Ha3HAYCHWIO, BKIIOYAsl CHEIMHAIBHOE WPOTpaMMHOE oOOecreueHue, u
npeHa3HAYCHHBIC TPOU3BOJIUTEIIEM MEIUIMHCKOTO W3JCIHUsS JJIS TPUMEHEHHS IpH
HCCIIeIOBAHUAX 1InVitro 00pa3iioB OMOJIOTHYECKUX MATEPUANIOB YEJIOBEKA MJI MOJYyYEHUS
nHPOpPMAIIUM OTHOCHTEIBHO (PHU3UOJOTHYSCKOTO WM TATOJOTHYECKOTO COCTOSHHS,
BPOXKJACHHON MAaTOJIOTHH, TPEAPACIIONONKEHHOCTH K ONPEACIICHHOMY KIMHUYCCKOMY
COCTOSIHUIO MJIM OOJIE3HH, COBMECTHMOCTH TKaHEH C IOTEHIIMAJbHBIM PEIUITHUECHTOM,
IIPOTHO3UPOBAHUS PEAKIIMM Ha TEPareBTUUECKHE BO3JACHCTBHS, BHIOOpA TEPANEBTUUYECKUX
CPEeACTB U (MJIN) KOHTPOJIA JICUEHUS,

5) HauMeHOBaHWE MEAUIIMHCKOTO M3JIeNIUsI — CJIOBECHOE 0003HAUCHHE MEIUIIMHCKOTO
W3JIeNHsI, OTpenensonee ero (yHKIMOHATLHOE Ha3HAYeHWE, MOJENb, Pa3HOBUIHOCTB,
MOU(DUKAIIHIO, THII;

6) KOMIUICKTYIOIIEE METUIIMHCKOTO HM3EIUsS — YacTh MEIUIIMHCKOTO H3MICNHs, HE
SIBJISIONIASICS CAMOCTOSATEIBHBIM MEIUIIMHCKUM U3JIeJIMEM, B TOM YMCJie OJIOKH, YacTH,
AIIEMEHTBI U3JICIUs, MaTepUaIbl, 3allaCHBIC YaCTH, MPETyCMOTPEHHBIE MMPOU3BOIUTEICM IS
WCIIOJIb30BaHMSI B COOTBETCTBUU C (DYHKIIMOHAIBHBIM Ha3HAYEHUEM, DKCIUTYyaTallHOHHBIMU
XapaKTePUCTUKAMU, PYKOBOJICTBOM IPOU3BOJAUTEIS IO CEPBUCHOMY OOCTY>KMBaHHIO;

7) HAOOp (KOMIUIEKT) MEAUITMHCKUX U3MIETUN - COBOKYITHOCTh MEIUITMHCKUX W3ICINH,
00BbEIMHEHHBIX OOIUM (YHKIIMOHAIBHBIM Ha3HAYCHHUEM M OO0JIaCThIO TPUMEHEHUS,
UMEIOIIIasi OOIIYI0 MAPKUPOBKY C yKa3aHUEM TIEPEUHS MEAUITMHCKUX W3ICTUH, BXOAAIINX B
cocTaB Habopa (KOMIUIEKTa), B COOTBETCTBUU C JOKYMEHTAIIMECH TTPOU3BOIUTEIIS;

8) MpUHAIIE)KHOCTh K MEIUIIMHCKUM H3JCIHSIM — H3JICJIHNE, HE SBIISIONICECS
MEIUIIMHCKAM U3JIeTTUEM, IIPeHA3HAYCHHOE TIPOU3BOIUTEIEM ISl COBMECTHOTO IPUMEHEHUS
C OJIHUM HMJIM HECKOJIbKUMHU MEIUIMHCKUMH M3ICIUSIMH JIJIS UCIIOJIb30BAHKS B COOTBETCTBUHU
C UX Ha3HAYEHHUEM;



9) 6e30macHOCTh MEAUITMHCKOTO U3CNHS — OTCYTCTBHE HEJOMYCTUMOTO pUCKa MpHU
HCIMOJIb30BAHUM MEJUIIMHCKOTO W3JIeNIUsI, CBSI3aHHOIO C NPUYMHEHUEM BpeJa >KU3HH,
3I0POBBIO YEJIOBEKA, a TAK)KE OKPYKAIOIIEH cpelie;

10) 3akmtroueHure o 6€30MacHOCTH, KauecTBE U 3(PPEKTUBHOCTU MEAUITUHCKOTO U3ICIIUS —
JOKYMEHT, COAEPKaIllNil pe3yabTaThl SKCIIEPTU3HI 3asBJICHHBIX HAa SKCIIEPTU3Y MEAUIIMHCKUX
U3/1CIINMU;

11) pacxomublii Matepual K MEIUIIMHCKUM H3JEIHUSIM — U3JEIUs U MaTepualbl,
pacxoyemMbie MPU UCIIOIH30BAHUU MEIUIIMHCKUX H3JIENHM, 00ecrieyrBaroue npoBeacHue
MaHUNYJISIIIUNA B COOTBETCTBUU C (DYHKIIMOHAJIBLHBIM Ha3HAYEHUEM MEIUIIMHCKOTO W3JCIHS,
IKCIUTyaTAIMOHHBIMHU XapaKTEPUCTUKAMH, PYKOBOJICTBOM IO CEPBUCHOMY OOCITY>KUBAHHIO
MIPOU3BOJIUTEIIS,

12) mpouwsBoAUTENs MEIUIIMHCKOTO H3ACHHs — CYOBEeKT B cdepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB W MEAUIMHCKUX H3JEIUN, OTBETCTBEHHBIM 3a pa3pabOTKy H
M3TOTOBJICHHE MEAUIIMHCKOTO U3JEINHUs, IETAIOIINI €ro JOCTYIHBIM JIJIsi UCIIOJIB30BaHUS OT
CBOET0 UMEHHM HE3aBUCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBIIEHO STUM JIUIIOM WU OT
€ro UMEHHU JIPYTUM JUIOM (JIUIaMHU), U HECYIIUid OTBETCTBEHHOCTh 3a €ro 0€30MacHOCTD,
KauecTBO U 2PGEKTUBHOCTD;

13) kauecTBO MEIUIIMHCKOTO U3CNHS — CTENIEHb COOTBETCTBUSI COBOKYITHOCTH CBOMCTB U
XapaKTEePUCTUK METUIIUHCKOTO U3AEIHS LEISIM €ro MpeIHa3HauYeHHOI0 UCTOb30BaHNUS;

14) TOKyMEHT IO KaueCcTBY MEAMIIMHCKOTO U3enus (Jajiee — TOKYMEHT 10 Ka4eCTBY) —
JOKYMEHTHI (MEXIyHApOJHbIE, PETUOHANIbHBIEC), HAIIMOHAIbHBIE CTAaHIAAPTHI, CTAHAAPTHI
OpraHu3allii, YCTaHABIMBAIOUIME KOMIUIEKC TpeOOBaHUN K KauecTBy, O€30MacCHOCTH,
METOJMKaM UCIIBITAaHUMN, & TAK)KE TPAHCHOPTUPOBKE M XPAHCHUIO METUIIMHCKUX U3CIHIA;

15) a3 hexTUBHOCTH METUIIMHCKOTO U3/IEIHS — COBOKYITHOCTh CBOMCTB M XapaKTEPUCTUK
MEIUIMHCKOTO M3JIeNINs, O0eCHeYrBaAIONIUX JOCTI)KEHUE IeJie mpeaHa3HaYeHus,
YCTaHOBJICHHBIX MPOU3BOAUTEIEM MEIUIIMHCKOTO U3JENUs U MOATBEPKACHHBIX MPAKTUKOMN
€ro UCIOJIb30BaHNS;

16) DKcnepTHBIA COBET TOCYAapCTBEHHON AKCIEPTHOMW OpraHu3zanuu (gaiee —
DKCHEPTHBIN COBET) — KOJIJIETHAJIbHBIN OpraH, CO37aBaeMblil B TOCYJapCTBEHHOM SKCIIEPTHOM
OpraHU3allMy M0 PACCMOTPEHUIO CIIOPHBIX BOMPOCOB B pe3ysibTaTax IKCIEPTU3bI, OCHOBAaHUMN
(mpuyMH) BBIJAUYM OTPHUILATEIBHBIX 3aKIOUYEHUH O OE30MacHOCTH, KauyecTBe U
3(pHEeKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB MEIMIUHCKUX U3JAEIUN U MPUHSITUIO
OKOHYATEJIbHOTO PEIICHUS;

17) Monens — caMoCTOsITeIbHAS €IUHUIA METUIIMHCKOTO U3ENUs, UACHTU(PUITMPOBAHHAS
MPOU3BOJIUTENIEM MEIUIIMHCKOTO HW3JCNHs OINpeeIeHHBIM OYKBEHHBIM, ITU(DPOBBHIM WU
OYKBEHHO-IIM(POBLIM 0003HAUCHUEM;

18) Mogudukanmss METUIMHCKOTO U3/ETUs — Pa3HOBUIHOCTh MEAUIIMHCKOTO M3ENHUS,
UMeEIoIIast O0II1e C OCHOBHBIM MEIUIIMHCKUM U3JIeTUEM KOHCTPYKTHUBHBIE, TEXHOJIOTUYECKUE
MPU3HAKH, pa3padoTaHHbIE Ha 0a3e OCHOBHOTO M3/IETUs C LEJbI0 €r0 YCOBEPIICHCTBOBAHUS,



pacmiupenuss (PyHKIHMOHATBHOTO Ha3HAYEHWs, TPUMEHEHHUs JHOO CHelUaIn3auu
MIPUMEHEHUS B MEIUIIMHCKUX LEIIAX;

19) mpowusBoJCTBEHHAs IUIOMIAJKa — TEPPUTOPHATHLHO O00OCOOJICHHBIM KOMILIEKC
MPOU3BOJUTENST MEIUIIMHCKUX W3JICNINH, TpeIHa3HAYCHHBIM JJIS BBITIOJIHEHHUS BCErO
MpoI1iecca MPOU3BOJICTBA MEAUIIMHCKUX U3JIETTUNA UK €r0 ONPECICHHBIX CTa/IN;

20) ynoJHOMOYEHHBIN MPEICTaBUTENb MPOU3BOIUTENS — IOPUANYECKOE WM (PU3NYECKOe
JIUL0, 3aPETUCTPUPOBAHHOE B KAYECTBE MHJUBUAYAIBHOTO MPEANPUHUMATENS, SIBISIOIICECS
pesunentoM Pecnybnuku KazaxcTaH, ynmoJHOMOYEHHBIE JTOBEPEHHOCTHIO MPOU3BOIAUTEINS
MEIULMHCKOTO W3JIeJIUs TPEJCTaBIsATh €ro HMHTEPEChl IO BOMpocaM OOpalieHus
MEIUIIMHCKOTO u3jenus Ha Tepputopun PecmyOmukm KaszaxcTtaH B COOTBETCTBUU C
JeHCTBYIOUINM 3aKoHOAaTebecTBOM PecnyOnuku Kazaxcran B 00mactu 31paBoOXpaHEHUs;

21) 3asBUTENIb — MOPOU3BOAUTENH (M3TOTOBUTENb) WU HX MPEACTABUTEIb,
YIOJHOMOUYEHHOE MOJAaBaTh 3asBIIEHUE, JOKYMEHTBl M MaTepuajbl HAa NPOBEACHUE
AKCIEPTU3bl MEAUIMHCKOTO HW3JENUs JJisl PErucTpalluu, MEepeperucTpaii, BHECEHUs
U3MEHEHUW B PETUCTPALIUOHHOE JOChE;

22) TUNOpa3sMEPHBIN psiA — psiA U3JETUN, U3TOTOBICHHBIX U3 OJHOPOAHOTO CHIPbS C
o0muMu (HU3UKO-XMMUYECKUMHU CBOMCTBAMHU MO OOIIEMY TEXHOJIOTUYECKOMY MPOIECcCy,
MMEIOIIUE €IMHOE (PYHKIMOHAIBHOE Ha3HAYEHUE W MPUMEHEHHUE, OTIIMYAIOIIUECs TOJIbKO
pasMepamMu u (WiId) 00beMOM W (WMJIM) IIBETOM, B COOTBETCTBHU C JIOKYMCHTAIUCH
IPOU3BOUTEIS;

23) perucTpalioOHHOE JOChE — KOMIUIEKT IOKYMEHTOB U MaTE€pUaJIOB YCTAHOBIEHHOTO
COJIEpKaHMUsl, MPEICTABISIEMBIN K 3asBJIICHUIO HA SKCIIEPTU3Y MEIULUHCKOTO U3EIHS;

24) BHecCeHHME HM3MEHEHHMIl B PETUCTPALMOHHOE JOChE€ — HM3MEHEHHUs, BHOCUMBIEC
3aBUTEJEM B PETrUCTPAIMOHHOE JOChE€ B TMEPUOJ JAEHUCTBHUS PETUCTPALMOHHOTO
YIOCTOBEPEHUS, HE BIMSIONINE HAa O€30MaCHOCTh, Ka4eCTBO U A(DPEKTUBHOCTH METUIIMHCKOTO
W3J1ENIHs ¥ OITIekKAIUE SKCIEPTH3E B COOTBETCTBUU ¢ HacTosmuMHy [IpaBunamu;

25) MEIUIIMHCKHUE U3JENUsl — U3ACIUS MEIUIIMHCKOTO HAa3HAUYCHUS U MEIUIIMHCKAS
TEXHUKA;

26) MEIUIMHCKUE U3JEIUS AJs In VItro IMarHOCTUKH 3aKPBITOTO TUITa— METUIIMHCKUE
W3JeNNs, TIPU UCTIOJIb30BAHUHM KOTOPBIX BaJUHBIE PE3YJbTAThl UCCIEAOBAHUS MOJIYyYaeTCs
TOJIBKO MPY MTPUMEHEHUHU YKA3aHHBIX MPOU3BOUTEIIEM pPEareHTOB (PEaKTUBOB);

27) MEIUIMHCKUE U3JETUs JJIS In Vitro JUAarHOCTUKHU OTKPBITOrO TUIA — MEAUIIMHCKUE
U3JIeTHUsl, B KOTOPBIX UCTIONB3YIOTCA JTIOOBIE peareHThl (PEaKTUBBI), MOAXOASIINE JIJIsl JAHHOTO
BHJIa UCCJICIOBAHU, OT Pa3IMUYHBIX (HECKOJIBKHUX) MPOU3BOIUTEIICH;

28) mporpaMMHOe oOecreueHHe SBISACTCS MEAULMHCKUM M3JICJUEM IPHU yCIOBUU
COOTBETCTBHSI €TI0 BCEM CIEAYIOIINM KPUTEPHUSIM:

npeacTaBisgeT coboit mporpammy g OBM unu ee Moaynu BHE 3aBUCUMOCTH OT
UCIIOJIb3YEMOU anmapaTHoi MmiIaTdopMbl, a TakKe CIIOCOO0B pa3MEIIEHUs MPOTPAMMHOTO
obOecrieueHus U MPEAOCTABICHUS JOCTYNa K HEMY;



HE SIBJIIETCSA COCTABHOM YaCThIO IPYroro MEAULIMHCKOIO U3EIHS;
MPEHA3HAYCHO NPOU3BOJAUTENEM JIJIsI OKa3aHUS MEIULIMHCKON TOMOIIY;
pe3yabTaT NEUCTBUS MPOTPAMMHOTO OOECIeUeHHUs 3aKITI0YaeTCsS B UHTEPIPETALUHA B

ABTOMATHUYECKOM PEXHUME, B TOM YHUCJIE C MCIOJb30BAHUEM TEXHOJOTUUA HCKYCCTBEHHOIO
MHTEIUICKTa, WU M0 33aJ]aHHBIM MEIUIIMHCKUM PAa0OTHUKOM TapaMeTpam, BIUSIOUIUM Ha
NPUHITHE KIMHUYECKUX pelIeHUM, Habopa TaHHbIX, MOTYYEHHBIX OT MEAUIIMHCKUX U3JIEIHM,
JOMYIIEHHBIX K OOpalleHHI0 B YCTAHOBJIECHHOM MOPSJIKE WU BBEJAECHHBIX MEIUIIUHCKUMU
pabOTHUKAMU B IEJISIX OKa3aHUSI MEAUIIMHCKON TTOMOIITH.

I'maBa 2. [Topsamok mpeaocTaBiIeHHs PErHCTPAMOHHOIO JOCHE IS IIPOBEACHHUA
SKCHOEPTH3HI MEAULIMHCKOI'O U3EIHA

7. Ansa mpoBeneHus dKCIEPTU3bl MEAUIIMHCKOTO U3IEIUS U ITOJTYy4YEHHUS TOCY IapCTBEHHOM
yciyru "Beiada 3akimoueHust 0 0€301aCHOCTH, Ka4ecTBE U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
CPEACTB WM MEIULMHCKUX H3Aenui" (najee — rocydapCTBEHHas YCiyra) 3asBUTEIb
npenoctasiasger B LleHTp oOcnyXxuBaHUs 3asBUTENIEH T'OCYJapCTBEHHON HKCIIEPTHOMN
oprannszaunu PI'TI na IIXB "HannoHanbHbBIA HEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U
MEAMIMHCKUX u3zenuil” Komurera METUIIMHCKOTO U (papMalieBTUYECKOr0 KOHTPOJISl TOBAPOB
u ycinyr M3 (nanee — 11O3) cnenyroniye 10KyMEHTHI:

1) 3asiBeHME HA MPOBEIECHHUE SKCIEPTU3BI MEIULIMHCKOTO U3/IEIUs HA 3JIEKTPOHHOM U
OyMaXHOM HOCHUTENSIX IO (popme coriacHo npuiokeHuto 1 k HacrosmuM [paBunam;

2) perucTpauroOHHOE JOChE, COAEpIKallee NMepeYeHb TOKYMEHTOB PErHCTPAllMOHHOIO
J0ChE JUISl OKCHEPTU3bl MEAMIMHCKOTO H3JAENIHMS Ha JJIEKTPOHHOM HOCHUTEJE COINIACHO
MIPUJIOKEHUIO 2 K HacTosmmM [ IpaBuiam;

3) cBelneHMs, MOATBEPKAAIOIIME OIUIATY 3asBUTEIEM CYMMBI I NPOBEACHHS
DKCIIEPTU3bI HA PACUETHBIN CUET TOCYIapCTBEHHOU DKCIEPTHON OpraHU3aly;

4) 00pa3ibl MEIUIIMHCKOTO W3ACNHS, MOJIeKAIIeT0 JT1a00paTOPHBIM HCIBITAHUSM B
COOTBETCTBHM € MyHKTOM 28 Hactosuux [lpaBui, cTtaHgapTHbie 00pa3lbl XUMHUYECKUX
BEIIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIbTYp KJIETOK, CHEIU(PUIECKUX PEareHTOB,
pacxXxoAHbIX MAaTEPUAIOB, HEOOXOIUMBIX JII BOCIPOU3BOJIUMOCTH METOAMK J1a0OPaTOPHBIX
VCNBITAHUA MEJULHUHCKOTO M3JENHS B KOJHWYECTBAX, JOCTATOYHBIX ISl TPEXKPATHBIX
UCIBITAHUNA C OCTAaTOYHBIM CPOKOM T'OJHOCTH HE MEHEE ILECTH MECSEB C COOJIIOJIEHUEM
YCJIOBUM XPAHEHUS U TPAHCHOPTUPOBKH, €CIM MHOE HE MPEAYCMOTPEHO AOKYMEHTAMU IO
KAa4eCTBY IIPOU3BOJIMUTENS, B COOTBETCTBUH C NMPUJIOKEHHUEM 3 K HacTosmM [IpaBuiiam.

8. Ilpu omAHOBpEMEHHOM IMOJlaue Ha SKCIEPTU3Y HECKOJIbKUX MOAU(UKanuii
MEIHUIMHCKOTO U3JEINs, OTHOCIIIUXCSA K OJHOMY BUAY MEAULMHCKOTO HU3IECIUSA U OJHOMY
KJIACCYy MOTEHIUAIBHOTO PHUCKA IPUMEHEHHUs, M3TOTOBJIEHHBIX OJHUM IIPOU3BOIUTEIEM,
OTJIMYAKOLIUXCA JIpYyTr OT Apyra HW3MEHEHUSMH KOMIUIEKTAlMU U (WIM) TEXHUYECKHUX
napaMeTpoB, HE BIMSIOIMMHM Ha (YHKIUMOHAJIbHOE Ha3HaueHue, 3(PQPEeKTUBHOCTH



KJIMHAYECKOr0 MPUMEHEHUsI U 0e30MacCHOCTh M UMEIOLIUMHU OOLIYyI0 HMHCTPYKIUIO WIIU
PYKOBOJICTBO MO IKCIUTyaTallMy MTPOU3BOIMUTEIIS, 3asIBUTEIb IPEAOCTABISAET | 3asBieHue u 1
PETUCTPALMOHHOE JI0ChE€ C JTAHHBIMM TOKCHUKOJOTMYECKUX, TEXHUYECKHUX, KIMHHUYECKUX
UCIBITAHUM HA BCE BUIbI MOJU(PUKALIMNA, BKIIFOYEHHBIX B OJTHO 3asIBJICHUE.

B cnywae ecnu mpeacTaBiieHHbIE MOAM(UKALMN OTHOCIATCA K Pa3sHbIM Kjaccam
NOTEHUIMAIBHOTO pHUCKA MPUMEHEHHMS Ha KaXIyl0 MOJIM(PUKAIUIO TPEJOCTABIISIETCS
OTZIEJIBHOE PErUCTPALIMOHHOE JOChE.

9. IlepeueHb OCHOBHBIX TPEOOBAaHMII K OKa3aHUIO TOCYJAPCTBEHHOW YCIyTH,
BKJIIOYAIOIUNA XapaKTEPUCTUKU Tpoliecca, popMy, colep:kaHue U pe3ysbTaT OKa3aHud, a
TaK)K€ MHbIE CBEJICHUS C YUYETOM OCOOCHHOCTEH MpeaoCTaBICHHs FOCYAAPCTBEHHON yCIIyTH
npuBeqeH B Ctannapre rocy1apcTBeHHON yciayru "Bblgaya 3akitoueHus o 0€30MacHOCTH,
KayecTBe U 3(P(HEKTUBHOCTU JEKAPCTBEHHBIX CPEJCTB U MEAMIIMHCKUX HU3AETUi" COTJIacHO
npuiioxxeHuto 4 k HactosmuM [IpaBunam (manee — Crtanaapr).

10. Crenmanucr 11O3 nocne nmpuema AOKYMEHTOB, NMPEAYCMOTPEHHBIX IYHKTOM 7/
HacTosimux [IpaBui B TeueHre ofHOrO pabovero AHs:

1) ocymiecTBisieT perucTpamnuio 3asBICHUS B HHPOPMAIMOHHON CHCTEeME
roCy/1apCTBEHHOM 3KCIEPTHOM opraHu3anuu (Janee — uHGopMalMoHHas CUCTEMA);

2) OCYIIECTBIIAET 3arpy3Ky MEKTPOHHOI'O PETMCTPALMOHHOTO 10Che€ B MUHPOPMALIMOHHYIO
CUCTEMY;

3) mpoBepsieT OCTAaTOYHBIA CPOK TOJHOCTH OOpas3lo0B MEAUIMHCKOTO HU3JEINHS,
CTaHJIAPTHBIX 00pa3l0B XUMUYECKUX BEIECTB, TECT-IITAMMOB MHUKPOOPTaHU3MOB, KYJIBTYP
KJIETOK, CHeNu(UUYECKUX pEeareHToB, pPacXOJHBIX MaTepUaNoB, HEOOXOIUMBIX JJIs
BOCITPOU3BOAMMOCTH METOJUK JTA0OPATOPHBIX UCIBITAHUN METULIUHCKOTO U3JEHS U BHOCUT
JaHHbIE B MHPOPMAIIMOHHYIO CUCTEMY.

[ToaTBepkI€HUEM NPUHATHA 3asBJICHUS SBJISIETCSI OTMETKA HA €ro KOMHUK O PEruCcTpaluu
B [1O3 ¢ yka3zaHuewm AaThl U BpeMEHU MTpUEMA MMAKETa JOKYMEHTOB.

CBeneHust 0 JOKYMEHTE, yA0CTOBEPSIOLIEM JIUUYHOCTh, O TOCYJapCTBEHHOM perucTpanuu (
MepEPErucTpalun) IPUINIECKOro JIMLA, CBUAETENbCTBA O IOCY/IapCTBEHHONW PErUCTPALIMU
3a8BUTENS B KAyeCTBE HWHAWBUIAYAJIbHOrO MNPEANPUHUMATENS, COAEpIKalIuecs B
rocyapCTBEHHBIX MH()OPMAIIMOHHBIX CUCTEMAaX, FOCYJapCTBEHHAs HKCIIEPTHAsL OpraHu3alus
MOJIy4aeT U3 COOTBETCTBYIOUIUX TOCYAAPCTBEHHBIX HH(OOPMAIIMOHHBIX CUCTEM UYepe3 MUT03 "
AIEKTPOHHOTO MTPABUTENILCTBA' .

11. B ciyuasx He coOMIOeHNS YCIOBUMN, MPETyCMOTPEHHBIX MYHKTOM 7 HACTOSIIHUX
[IpaBun cneumanuct 1103 B TeueHue AByX pabouux AHEH yBEAOMIISIET 3asBUTEINS B
MMCbMEHHOM (TIPOM3BOJILHOM) (hopMe 00 OTKa3e B IpUEME 3asIBICHUS.

12. T'ocynapcTBeHHas SKCHEpTHAs OpraHu3aius o0eclieunBaeT BHECEHUE JaHHBIX O
CTaJUM OKa3aHHs TOCYJAapCTBEHHOW YCIyrH B MH(QOPMAIMOHHYIO CHCTEMY MOHUTOpPHMHTA
OKa3aHHsl TOCYJapCTBEHHBIX YCIYI B COOTBETCTBUM ¢ [IpaBuiamMu BHeCEHUs INAaHHBIX B
MH()OPMALIMOHHYIO CHUCTEMY MOHHMTOPMHIA OKAa3aHUs T'OCYJApCTBEHHBIX YCIYr O CTaJIuu



OKa3aHMs TOCYIapCTBEHHOM YCIYTH, YTBEPKIACHHBIMU IIPUKA30M U.0. MUHHCTpa TpaHCopTa
u kommyHukanuit Pecy6nuku Kazaxcran ot 14 utons 2013 roga Ne 452 (3apeructpupoBaH B
PeecTpe rocygapcTBEHHOM perucTpalid HOPMATHUBHBIX MPaBOBbIX akToB 3a No 8555) u

€KEKBapTaJIbHO HAIMPABIISIET COOTBETCTBYIOIIYIO HH(POPMAIINIO B TOCYAapCTBEHHBIN OpraH B
cdepe oOpateHust TEKapCTBEHHBIX CPEJCTB U MEAUITMHCKUAX W3JIEITHIA.

I'maBa 3. ITopamok mpoOBEACHHUS YKCIIEPTU3H MEAUIIMHCKOIO H3ACIHA

13. DkenepTr3a MEIUIIMHCKOTO U3JENUS COCTOUT U3 CIAEAYIOIIMX 3TANOB:

1) HayasibHAS SKCIIEPTH3A;

2) crenMaan3upoBaHHas HKCIIEPTU3a;

3) naGopaTopHbIie UCTIBITAHUS MEIUIIMHCKOTO U3/IEHs (32 UCKIIOUCHUEM MEIUIIMHCKON
TEXHUKH).

14. DxcnepTtu3a MPOBOJUTCS C HUCIOJb30BaHWEM HH(POPMALIMOHHON CHUCTEMBI
roCyJIapCTBEHHOM JKCIIEPTHOW OpraHu3allii, HHTErPUPOBAHHON C e€AUHON 0a3oil JaHHBIX "
Cucrema ymnpaBlieHUS JICKaPCTBEHHOTO oOecrnieuenus" EnuHoi nHPOpMaIMOHHON CHCTEMOM
31paBOOXPAHEHUSI.

3asBUTENb MOJIyYaeT MHOOPMAIIUIO O TOPSJKE M CTATyCce OKa3aHHs TOCY/IapCTBEHHOU
yCIyrd B PEXHUME YAAJIEHHOTO JOCTyMa TOCPEICTBOM "JIUYHOro KaOuHera"
MH(POPMAIIMOHHOW CUCTEMBI TOCYJaPCTBEHHOM SKCIIEPTHOM OpraHu3aI1u.

IMTaparpa¢ 1. ITopsaok npoBeAcHNA Ha9aIbHOMN SKCIEPTH3HI MEAUIITHCKOTO M3E/IHA

15. Tlocne peructpanuu 3agBICHUS W MpPUEMaA PErUCTpalMOHHOTO Aocke B [[O3,
IIPOBOJIUTCSI HAayajbHAas 3KCHEPTH3a MEIULMHCKOrO M3IENHS B CPOKH, MPELYCMOTPEHHBIE
raBo 6 Hactosimux [IpaBuo.

16. IIpn HaYaIbHOM PKCIEPTU3E MEIUIIMHCKOTO MU3JCIHS MPOBOJIUTCS OLIEHKA MOJIHOTHI,
KOMIUIEKTHOCTH M COOTBETCTBUSA JOKYMEHTOB PETHCTPAIMOHHOTO J0ChE, MPEIACTABICHHBIX
3asIBUTEJIEM B PETHCTPALMOHHOM JIOChE, TPEOOBAHUAM JIEUCTBYIOIIETO 3aKOHOIaTEIbCTBA, B
OTHOIIIEHUM JI0KA3aTeNbCTB OE€30MaCHOCTH, KadyecTBa U A(PPEKTUBHOCTH MEIUIIMHCKOTO
W3JIEIINSL.

17. B cinyuae Hanu4usl 3aME€UYaHUl B PETUCTPALIMOHHOM JI0ChE 3asIBUTENIO MOCPEICTBOM
MH()OPMALIMOHHON CHUCTEMbl HAIpPaBISAETCS MUCHbMO, 3aBEPEHHOE 3JIEKTPOHHO-IUGPOBOIL
MOAMNMUCHI0, C YKa3aHHEM BBIBICHHBIX 3aMEUYaHMl M HEOOXOJMMOCTH HX yCTpPaHEHUs B
MOJIHOM 00BEME B CPOK, HE MPEBBIIAIOIINI IECTHECAT KaJCHIAPHbBIX THEH.

18. IIpn HE ycTpaHEeHMH 3aMEYaHUN U HENPEACTABICHUHU OTBETA B YCTAHOBIICHHBIE CPOKH,
npeaycMOTpeHHble MyHKTOM 17 Hacrosmux I[lpaBuin, rocygapcTBEeHHasi SKCIEpTHas
OpraHu3anus HalpaBisieT 3asBUTENI0 yBeIOMJIEHUE (B MPOU3BOJBHOU (opme) o
IIPEKPALEHUH JKCIEPTU3bl MEIULIMHCKOIO H3JENHUS B COOTBETCTBHM C IMOJIYHKTOM 1)
nyHkra 4 crateu 239 Kognekca.



19. 1o pe3ynpTaramM Ha4AJIBHOM 3KCIIEPTU3BI COCTABIISIETCS OTYET HAYAIbHOM SKCIIEPTU3BI
MEIHUIMHCKOTO W3JENus, MPEACTABICHHOIO Ha JKCIEPTU3Y COIIACHO NPWIOKEHHUIO 5 K
HactodamuM [IpaBunam uiaM OTYET HAYAJIBHOW SKCHEPTH3bl U3MEHEHUM, BHOCHUMBIX B
PETUCTPALMOHHOE AOChE MEAUIMHCKOTO U3JIENNs COTJIACHO MPUJIOKEHUIO 6 K HACTOSALINUM
IIpaBuitam.

IMTaparpad 2. ITopsaaok DpOBEACHNA CHICHATH3UPOBAHHON SKCIEPTH3HI
MEIUIMHCKOTO W3ACIHAA

20. B caydae mMOJOXUTEIBHOTO OTYETa HAYaJIbHOW HKCIEPTU3bI MPOBOJIUTCS
CIEeMATN3UPOBAHHAS IKCHEPTU3a MEIULIMHCKOTO HM3AENHUS B CPOKHU, IMPEIyCMOTPEHHbIE
raBo 6 Hactosiux [IpaBui.

21. Cnenmanu3npoBaHHas SKCIEPTU3A NMPEyCMATPUBAET SKCIIEPTHYIO OLICHKY U aHaJu3
JOKYMEHTOB PETUCTPAIMOHHOTO J0ChE, MOATBEPKIAIOIUX O€30MacCHOCTh, KauecTBO U
3 PEeKTUBHOCTH METUIIMHCKOTO U3/ICTUS U BKIIIOUYAET:

1) olleHKYy COOTBETCTBHSI yKa3aHHOI'O 3asBUTENIEM Kjacca MOTEHIMAIbHOTO pHUCKa
MPUMEHEHUS MEJIUIIMHCKOTO U3JeNusl B cOOTBeTCTBUU ¢ I[lpaBunamu knaccuduxaiu
MEIUIMHCKUX HU3IEIUN B 3aBUCUMOCTH OT CTENEHU MOTEHUIHUAIBHOTO PUCKAa MPUMEHEHUS,
YTBEPKIAEMBbIMU YIIOJTHOMOYEHHBIM OPraHOM B TOPSAKE, MPEIYCMOTPEHHOM ITYHKTOM 2
cratbu 258 Konekca;

2) OILIEHKY NpPaBWJIBHOCTH OIPEAEICHUS] HOMEHKJIATYPHOU NPUHAIEHKHOCTH
MEJIULMHCKOTO W3JEeNHUsl B COOTBETCTBUU C NOPAAKOM (GOPMHUPOBAHUS U BEICHUS
HOMEHKJIATyphl MeIMIMHCKUX wu3aenuii Pecnybnuku Kazaxcran, yTBepkaaeMbIM
YIIOJTHOMOYEHHBIM OPTAaHOM B COOTBETCTBHMHM C MYHKTOM 4 ctateu 258 Konekca;

3) OLIEHKY COOTBETCTBHUSI MOAU(DUKANM (BApUAHTOB HMCIOJHEHUS) MEIUIIMHCKOTO
m3fenust (Ipu HaJIUYUK), BKJIIOYAEMBIX B OJIHO PETUCTPAIIMOHHOE YJIOCTOBEPECHHUE C
TpeboBaHusIMU HacTosmux [Ipasu;

4) a”Hanu3 JaHHBIX O pa3pabOTKEe W MPOU3BOJICTBE MEIMIIMHCKOTO MU3JENUs (CXEMBI
MPOIECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJHil MPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
IPOLIEYPHI BBIITYyCKa KOHEUHOTO MTPOIyKTa);

5) a"Hanu3 OMOJIOTHMYECKON OE30MaCHOCTH MEAUIIMHCKOTO M3/Ie/INs Ha OCHOBE aHaIM3a
CBEJICHUM O MaTepHaliaXx KMBOTHOT'O HJIM YEJOBEUECKOTO MPOMCXOXKIACHUS, BXOIAIIUX B
MEJIUIIMHCKOE U3JIeNINe, a TaKkkKe MH(POpMaIUh O MoJA00pe UCTOYHUKOB (JIOHOPOB), OTOOpE
Marepuaia, MpPOIECCUHTe, XPAaHEHUU, TECTUPOBAHUHU, TIPUOHOBON OE30MAaCHOCTH, a TaKXKe
oOparieHusi ¢ TKaHSIMHU, KJIETKaMH, CYOCTaHIUSIMU >KMBOTHOTO WJIM YEJIIOBEYECKOIO
MIPOUCXOXKICHUS, KYJIbTypaMU MUKPOOPTAHU3MOB U BHPYCOB;

6) aHaiIU3 OTYeTa KIMHUYECKUX HCIBITAHWH, ONbITa MPUMEHEHUS B KIMHUYECKON
MPaKTUKE MEAUIIMHCKOTO U3eNus Kiacca 20 (C MOBBIIIEHHOM CTENEeHbIO pUCKa), Kiacca 3 (¢
BBICOKOW CTENEHbIO PHUCKA), MEAUIMHCKUX U3JENINM, MpeaHa3HaueHHBIX [Js1 3abopa,



XpaHEeHUs], TIEpPeIMBaHUsl KPOBU U €€ KOMIIOHEHTOB, KIMHUKO-Ta00pPaTOPHBIX HCIBITAHHMI
MEJIUIIMHCKOTO U3JIEIUs ISl 1N Vitro JUarHOCTUKKU HE3aBUCUMO OT KJlacca PUCKa;

7) aHaJIU3 3asIBJICHHOW B PETUCTPAILIMIOHHOM JI0ChE€ CTAOMJIBHOCTH MEIUIIMHCKOTO U3/IETuUs
U (WIM) JIEKapCTBEHHOTO CPEJICTBA, BXOJSIIET0 B COCTaB MEAUIIMHCKOTO W3JeNusl,
CTaOMJIBHOCTH PEAreHTOB W PACXOJHOTO MaTepHaia BXOISIIMX B KOMIIJIEKTAIIHIO
METUIIMHCKUX U3JICIIUN JIJIS 1N Vitro TUarHOCTUKH 3aKPBITOTO THUIIA;

8) OIIEHKY COOTBETCTBHUS IOKa3zaTesiell 0e30MacHOCTH U KadyecTBa, YKa3aHHBIX B
JOKYMEHTE MO KadeCTBY MPOU3BOAMUTENS, CTaHAApTaM (HallMOHAJIbHBIM, PETHOHAIBHBIM,
MEXIYHAPOIHbBIM);

9) ananu3 OTYETOB M MPOTOKOJOB TEXHUYECKUX, TOKCUKOJIOTMYECKUX HCIBITAHUN
MEJIUIIMHCKUX U3CIIUM

10) olileHKy BaJIUTHOCTH MPOTrPAMMHOT0 00E€CTIEYeHUs HA OCHOBE aHaIN3a JAHHBIX O €Tr0
BepudUKalMK, B TOM 4YHCiIe HHPOpMamuu O ero pa3paboTKe M TECTUPOBAHHHU Ha
NPEINPUITAN U OPU MYJIbTUIICHTPOBBIX UCCIEIOBAHUAX, NAHHBIX 00 HUJCHTU(DUKAIMU U
MapKHUPOBKE ONEPALIMOHHON CUCTEMBI;

11) ananu3 nporneayphbl U METOJIOB CTEPUIIM3ALUA MEIUIIMHCKOTO U3/EIHs, MAaTEPUAJIOB,
000CHOBBIBAIOIINX CIOCOO CTEPUIIU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTpeIeSICHUs] OCTAaTKOB CTEPUIU3YIOIIEr0 BEIIECTBA MPHU MPUMEHEHUH XUMHUYECKOT0 crioco0a
CTEPUIN3ALINH;

12) ananu3 6e3omacHOCTH U 3(P()EKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA B COCTaBE
MEJIUIIMHCKOTO HW3JENUs, €r0 BIMSHUS Ha (YyHKIHMOHAIBHOCTh MEIMITMHCKOTO H3ICITHS,
COBMECTUMOCTH JIEKAPCTBEHHOI'O CPEJCTBA C MEAUIIMHCKHAM H3JCIUEM (32 HCKIIOUYCHUEM
MEJIUIIMHCKOT O U3EJINS IS JUAaTHOCTUKH 1n VItro;

13) ouieHKy COOTBETCTBHUS TEKCTA MPOEKTa UHCTPYKIHUH IO MEAUIIMHCKOMY TPUMEHEHHIO
MEIUIMHCKOTO W3JICJINSl OPUTHHATY HMHCTPYKIMU OT OPraHU3alMUu-TIPOU3BOJAUTENS U
o opMIIEHUS TTPOECKTAa MHCTPYKIIMH B COOTBETCTBUH C TIOPSAIKOM COCTaBJICHUS U 0OpMIICHUS
HHCTPYKIIUA TIO MEIUIIMHCKOMY TMPUMEHEHUIO JICKAPCTBEHHBIX CPEJCTB U MEAUIIMHCKUX
U3/IeNINM, 00IIEeH XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEACTBA, MPEAYCMOTPEHHBIM MMYHKTOM 4
crateu 242 Konekca;

14) ouenky uHpoOpMAIUH, COAEPXKAIICHCSI B HKCILUIyaTallHOHHOM JIOKYMEHTE
MEIUIIUHCKOTO U3/ICIIUS;

15) ananu3 undopmaiuu, cogepxkaiieiics Ha oOpa3iax MakeToOB YMaKOBKU, STUKETOK,
CTUKEPOB MEJUIIMHCKOTO HW3JIENIUs B COOTBETCTBHU C TPEOOBAHUSIMHU 3aKOHOJATEIHCTBA
Pecnyonuku Kazaxctan B cepe oOpalieHusi JIGKApCTBEHHBIX CPEIACTB U MEIMIIUHCKUX
WU3CIINI;

16) aHanmu3 OTYETOB IO pe3yJbTaTaM MHCIEKIIUM MEIUIIMHCKOTO HU3JCIHS MPU €ro
roCyJJapCTBEHHOM PETUCTPaLINY;

17) ananu3 mpeaCcTaBICHHBIX MTPOU3BOJIUTEIIEM CBEJICHUN O HATMYHMH UM 00 OTCYTCTBUU
COOOIIEHUIT O HECYACTHBIX ClydasX W OT3bIBaX C PBhIHKA MEIUIMHCKOTO W3JENus, O



HEeOJIaronpusTHOM COOBITUU (MHIUACHTE), CBA3AHHOM C HCIOJB30BAHUEM MEIUIIMHCKOIO
u3Jenaus, YyBEAOMJEHHH 10 O0€30MacHOCTH MEIULUMHCKOTO HU3JeNus, MNOoAX0Jda K
PACCMOTPEHHUIO ITHX MPOOJIEM U UX PEIICHUS MPOU3BOIUTEISIMU B KOKIOM U3 TAKUX CITy4acB
, OMHCAHUsl KOPPEKTUPYIOLINX AEHCTBUM, IPEANPUHATHIX B OTBET HA YKa3aHHBIE CIIydad, a
TAaK)K€ COOTHOILIEHUs YPOBHS INPOJAXX M KOJWYECTBA HECYACTHBIX CIIy4aeB U OT3HIBOB
MEIUIIMHCKOTO U3JIeTUs U3 00palleHus;

18) aHanM3 JOKYMEHTOB U CBEJICHUI O BHOCUMBIX U3MEHEHHSIX, B TOM YHCJIE JOKYMEHTOB,
MOATBEPKAAOMINX [EPEUYNCIICHHBIE U3MEHECHUS U CBUIECTEIILCTBYIOIIMX O TOM, YTO BHECECHHUE
3asBJICHHBIX U3MEHEHHI HE BJI€YET U3MEHEHHS CBOMCTB M XapaKTEPUCTHUK, BIMSIOMIMX Ha
0e30macHOCTh, Ka4eCTBO U 3P (HEKTUBHOCTh MEIUIIMHCKOTO U3JIECTHUsI, U COBEPIICHCTBYET
CBOWCTBA M XapaKTEPUCTHUKU NPU HEU3MEHHOCTH (PYHKIIMOHAIBLHOIO Ha3HAYCHUS
MEJIULIMHCKOIO U3EIus;

19) anaynu3 cOOTBETCTBUS 3asBJIEHHBIX U3MEHEHHI, BHOCUMBIX B PETUCTPAILIMOHHOE J0ChE
MEJUIMHCKOI0 U3AEIU BUIAM U3MEHEHNH, YKa3aHHBIM B IIEPEYHE COIVIACHO MPHWIIOKEHUIO 7
K HactosmuMm [IpaBunam.

22. B nepuoa npoBeAEHUs CIEHHAIIM3UPOBAHHON IKCIIEPTU3bI IPY HAIMYMH 3aMEYaHUN
3asIBUTENIO HAMPABIISIETCS MMUCbMO C YKa3aHUEM BBISIBJICHHBIX 3aMeYaHUN U HEOOXOIUMOCTH
UX YCTpaHEHHUs B MOJHOM O0BbEME B CPOK, HE MPEBBIIIAIOMINNA MIECThACCAT KaJeHIAPHBIX
JTHEH.

23. B cnydae BO3HMKHOBEHHUS JONOJHUTEIBHBIX BOIPOCOB, KACAIOIINXCS CBEACHHUI,
IIPEJCTABIICHHBIX 3asiBUTEIIEM B OTBETE Ha MPEAIIECCTBYIOLIMN 3aMpOC, 3aBUTEIb B TCUCHUE
TPUALIATA KaJICHAApHbIX JHEW C MOMEHTAa MOJYYEHHUs 3ampoca HampabisIeT OTBET M
HEOOXOAMMBbIE MaTepualibl Ha JOMOJHUTEIbHBIA 3aMpoC TOCYIapCTBEHHOM HSKCHEPTHOM
OpraHu3aIuu.

24. Ilpn He NpeAOCTaBIEHUM 3asBUTEIIEM OTBETOB HAa MUCHMO TOCYJAapCTBEHHOMN
HKCIIEPTHON OpraHM3aliy, a TaKKe MPEeIOCTaBICHUH HEMOJHOTO OTBETa U HEOOXOJIUMBIX
MaTEpUAJIOB B CpPOKHM, NOPEAYCMOTPEHHBIE NyHKTamMu 22 u 23, wmartepualsl
CHELUUATU3UPOBAHHON 3KCIEPTU3bl HAMPABISIIOTCS HAa DKCHEPTHBIM COBET ISl IPUHATHUSA
penieHus 00 0TKa3e U MpeKpalieH s SKCIEPTU3bl MEIUIIMHCKOTO U3JIEIHS.

OKCIEPTHBIN COBET PACCMATPUBAET ITOCTYIUBIINE MATEPUAIIBI EKEMECSYHO U PE3YJIbTATHI
pEeLIEHNs] TOCYNApCTBEHHAs! SKCIIEPTHAsI OpPraHU3alvsl HANpPaBIIAET 3asBUTENI0 B TECUCHHE
NECATH KaJICHAAPHBIX JHEH.

25. B cnydae moJIOKUATENIBHOTO OTYETa CIEHHAIM3UPOBAHHON 3KCIIEPTU3BI COCTABIISETCS
DKCHEPTHBIA OTYET CHELHUATU3UPOBAHHON SKCIEPTHU3bl MEAULIMHCKOTO W3JENIHS COTIACHO
NpUIOKEHUIO § K HactoAmuM [IpaBunaM WM 3KCIEPTHBIM OTYET CHENUATU3UPOBAHHON
HKCIIEPTHU3bI O BIMSIHUM BHOCUMBIX U3MEHEHUN B PETUCTPALMOHHOE 10Che Ha 0€30MacHOCTb,
KauyecTBO M 3P(PEKTUBHOCTh MEAUIIMHCKOTO U3eNus 1Mo (hopMe, COrIacHO MPUIIOKEHHUIO 9 K
HacTosmuM [IpaBunam.



ITaparpa¢ 3. ITopsaok mpoBenacHNA Ta00paTOPHBIX HCIIBEITAHWH MEAUIIMHCKOTO
23 () 155

26. B cinydae moJIOKUTEIBHOTO OTYETA CIIECHUATU3UPOBAHHON IKCIIEPTU3bI TPOBOIATCS
nabopaTOpHbBIE UCIIBITAHUS 00Pa3IOB MEIUITMHCKOTO U3JEINs B CPOKHU, MPEAYCMOTPEHHBIC
raBoi 6 Hactosux [IpaBui.

27. JlabopaTopHbIE UCIIBITAHUS 00Pa3IOB MEIUIIMHCKOTO W3/IEIUS OCYIIECTBISIIOTCS B
UCIIBITATEIbHBIX JIA00PATOPUSAX TOCYJAPCTBEHHOM HSKCIEPTHOW OpraHu3aluud B IEJIX
MOJTBEPKIACHUS COOTBETCTBHUS TMOKa3aTelsiM O€30MacHOCTH M KadecTBa MEIMUIIUMHCKOTO
W3€ENus, 3asBJICHHBIM B JOKYMEHTE 10 KQUECTBY MPOU3BOJAUTENS U BKIIFOYAIOT:

1) aHayIn3 TEXHUYECKOM U HOPMATUBHOM JOKYMEHTAIIMU MEIUIIMHCKOTO U3JIEIHUs B UaCTH
METOJIMK IPOBEACHUS UCIIBITAHUM;

2) ucnbITaHus: 00pa3IOB METUIIMHCKOTO U3CIIHS;
3) omnpeneneHrue BOCIPOU3BOAMMOCTA METOAUK UCITBITAHUH.

WcnbiTanus o0pa3ioB MEAUIIMHCKOTO M3JENUs OCYUIECTBISIOTCS MMyTEM MPOBEICHUS
(hU3UKO-XUMHUUECKUX, OUOJOTUUECKUX U TEXHUYECKUX UCIBITAHUM B LENSAX MOJTBEPKICHUS
COOTBETCTBHS MOKa3arTeseil 0e30MacHOCTH U KaueCTBa METUIIMHCKOTO U3/IEIH.

[Ipu ucnbiTaHuu 00pa3lOB MEIUIIMHCKOTO U3JETUs ONpeaessieTcss Onojiornyeckas
0€30MMacHOCTh WJIM OIIEHKa OHOJIOTUYECKOTO NEUCTBUS, (PU3NUEeCKHe UM MEXaHUYECKHE
nmokaszaTteiu, (QyHKIMOHAIbHBIE, TEXHUYECKHEe U (U3MKO-XUMHUUYECKHUE IOKa3aTelH,
MOATBEPAKAAIONIE 0€30MaCHOCTh M Ka4€CTBO MEIUIIUHCKOTO U3/IETHS.

Onpenenenne BOCIHPOU3BOAMMOCTH METOJAWK aHAIW3a MO KOHTPOJIO KAadyecTBa
MEIULUHCKOTO M3AENUs OCYIIECTBISACTCS B LENAX IMOATBEPXKAECHHUS UX COOTBETCTBHS,
IPEAYCMOTPEHHBIX JOKYMEHTOM I10 Ka4€CTBY MPOU3BOAUTENS.

28. JIabopaTtopHbI€ UCTIBITAHUS HE POBOASATCS IIPH:

1) skciepTH3e MEAUIIMHCKOW TEXHUKU;

2) HaTUYMM AOKYMEHTa HOTU(PUUMPOBAHHOT'O OpraHa O MOJHOM COOTBETCTBHUU
MPOU3BOJCTBA MEIULMHCKOrO W3JCIHS W CUCTEMBI KOHTPOJISI KadecTBa NPOAYKLIHHU
TpeboBaHusM JIupexTuB EBporneiickoit KOMUCCUU 110 METUITMHCKUM U3JEITUSIM;

3) skcmepTu3e U3JAEIUS MEIUIIMHCKOTO Ha3HAYE€HHWS, MPOU3BEJACHHOTO Ha
IPOU3BOACTBEHHBIX IUIOIIAKAX MPOU3BOAUTENEH U3 cTpaH EBporeiickoro coros3a u (Hiin)
Benuko6purtanuu, CIIIA, Kanansl, SAnonun wnu [IBeiiapuu, 1onymeHHOro K oOpanieHuo
pEryJIsTOpHBIMU OpraHamu ctpad EBpomeiickoro corosa, BenukoOpurtanuu, CIIA, Kanassi,
Anonnn nnm [IBeinapuu;

4) nepeperucTpaliii MEAUIMHCKOTO U3/IEINS;
5) YCKOpPEHHOM AKCIEPTU3E MEIUIIMHCKOTO U3/IEITHSI.

29. B cnydae BBISBIICHHS 3aMEUaHU Ha dTare JIabopaTOPHBIX MUCIIBITAHUN 3asBUTEITIO
HaIpaBJISIETCA NMHCHBMO C YyKa3aHMEM BBISBICHHBIX 3aMEUaHUN U HEOOXOIUMOCTH HX
YCTpaHEHUs B TIOJIHOM 00BbEME B CPOK, HE MPEBBIIIAIONINI AEBIHOCTA KaJICHAAPHBIX JHEH.



30. IIpn He mpenoCTaBIEHUH 3asBUTEJIEM OTBETAa HA BBICTABJICHHBIE B IHCbME
rOCYyJapCTBEHHOM DJKCHEPTHOM OpraHu3aluyd 3aME€4YaHuss B YCTAHOBJICHHBIM CpOK,
MPEelyCMOTPEHHBIA MYyHKTOM 29 Hactosmux I[IpaBui W OTpHUIIATENbHBIX Ppe3yJbTaTax
71a00paTOPHBIX UCIBITAHUM, MaTEpHUAJIbl HAMTPABJISAIOTCS B DKCIEPTHBIN COBET ISl IPUHATHUS
perieHus 00 0TKa3e U MpEeKpaIleHHs SKCIEPTU3bl MEIULIUHCKOTO U3EIHSL.

31. o pe3ynbraraM 1a60PATOPHBIX UCTIBITAHUNA METUIIMHCKOTO U3JENHS UCTIBITATEIbHOM
nabopaTopUel COCTABIISIETCS MPOTOKOJI UCHBITAHUM 1O (popMe cornacHo npuiiokeHuto 10 k
HacTosAmuM [IpaBunam.

32. B ciiyyae HEBO3MOXKXHOCTH MPOBEAECHUS JTa00OPATOPHBIX UCIIBITAHUN MEAUIIMHCKOTO
U3JENUs 110 OTACIBHBIM ITOKA3aTeNsiM, JKCIIEPTHAs OpraHu3alus IPU3HAET pe3yJIbTaThbl
7a00paTOPHBIX MCHBITAHUN MO OTIAEIbHBIM IOKa3aTeNsiM, yKa3aHHbIM B cepTudukare (
IIPOTOKOJIE) aHAJIM3a MPOU3BOAUTENIA 10 pereHnto JkcrepTHoro Cosera.

33. Ilo pe3ynapTaraM HCHBITAHUN COCTABISETCS OTYET O PE3YJbTaTax IMPOBEACHUS
7a00paTOPHOTO HUCIBITAaHUA B JA0OPAaTOPUM KOHTPOJISI KAayecTBAa MPOU3BOJAUTENS WU B
KOHTPaKTHOM J1ab0opaTopuu, UCIOIB3yEMOM MPOU3BOAUTENIEM COTJIACHO MpUiIoXKeHuo 11 k
HacroawmM [IpaBunam.

I'naBa 4. Ilopsamox (opMHUpOBaHHA PE3YIHTATOB MIPOBEACHHOM SKCIIEPTH3EI
MEIUIMHCKOTO W3AEIs

34. I1o oKOHYaHUM PKCIIEPTHU3HI 3asBUTEIIH B TCUCHUE TPHUIIIATH KaJICHIAPHBIX THEH, HE
BXOJISIIIIAX B CPOK MPOBEICHUS IKCIIEPTU3BI COTIACOBBIBACT C TOCYAAPCTBEHHON SKCIIEPTHON
OpraHM3aIei B 3JICKTPOHHOM BHUJIE MO0 WHAMBHUIYAITBHOMY TIAPOJTIO Yepe3 JIMUHBIA KaOWHET
WU TIyTeM TPEIOCTaBIICHHS JINCTA COTJIACOBAHUS CBEACHUS O MEIAWIIMHCKOM H3ICIHHU H
UTOTOBBIE JOKYMEHTHl (MHCTPYKIIMIO MO MEIUIIMHCKOMY MNPHUMEHEHHI0 U MapKUPOBKHU
MaKeTOB YIIaKOBKH, ITHKETOK, CTHKEPORB), B TOM YHCJIE KOPPEKTHOCTh 3aHECCHHBIX TAHHBIX H
MIPY BBISIBJICHUN HECOOTBETCTBUSI OOHOBJICHHSI HTOTOBBIX JIOKYMEHTOB.

B cirygae oTcyTcTBHS COTTacOBaHUS 3asIBUTEIEM IO UCTCUCHHUH TPUIIIATH KaJICHIAPHBIX
JHEW ¢ aThl OKOHYAHUS SKCIEPTU3bl CBEICHUN O MEIUITMHCKOM HW3JICTNH, 3aKIIOUYCHHUE O
Oe3omacHOCTH, KadecTBe U A(DPEKTUBHOCTH MEAMIIMHCKOTO u3nenus dhopmupyercs 6e3
COTJIaCOBAHUS C 3asSBUTEIICM.

35. Ilo pe3ynapTaTaM NPOBEICHHOW DJKCHEPTU3BI MEIWIIMHCKOTO H3ICIIHUS
rOCyJapCTBEHHAsl JKCIIEPTHAss OPTaHHW3alHsl COCTABISICT 3aKIIOYECHHE O O€30MacHOCTH,
KadecTBe M 3 (PEKTUBHOCTH MEAMITMHCKOTO M3CNHS, 3aSBJICHHBIX Ha dKCIIEPTU3Y 110 hopMme
COTJIACHO TpUJIOkKeHWI0 12 k HactosmuM [IpaBuiaaM W 3akirodYeHHE O OE30IMaCHOCTH,
KauecTBe W AP(HEKTUBHOCTH MEAUIIMHCKOTO H3JENUsS NpPU H3MEHEHHM, BHOCHUMBIX B
PETUCTPAIMOHHOE JOChE COTIaCHO MpuiioxeHuo 13 k Hactosmmm [IpaBumam.

36. I'ocynapcTBeHHast SKCIIEPTHAS OpPraHU3allMsl HANPABISAET B DJIIEKTPOHHOM BHJIE B
rOCyIapCTBCHHBIN OpTaH:



1) 3axnroyeHre 0 6e30MacHOCTH, KauecTBe U 3(HPEKTUBHOCTH MEIUITMHCKOTO U3/ICTIHUS;

2) MHCTPYKLHUIO IO MEAUIIMHCKOMY NPUMEHEHUIO METMLIIMHCKOTO U3IEIUs HA Ka3aXCKOM
U PYCCKOM sI3bIKaX, pa3paldaTbIBaéMyl0 B COOTBETCTBHUU C MOPAJIKOM COCTaBJICHUS H
opopMIIEHHS] MHCTPYKIMU TO MEAMIIMHCKOMY MPUMEHEHMIO JICKAPCTBEHHBIX CPEACTB U
MEIUIMHCKUX M3JIeNuii, oOlmeld XapaKTepUCTHKHU JIEKapCTBEHHOTO CPEJACTBA,
peyCMOTPEHHBIM TyHKTOM 4 ctathu 242 Kopekca;

3) MakeTbl yNaKOBOK, 3TUKETOK, CTUKEPOB MEIUIIMHCKOI'O M3JEJusl, COrIACOBAaHHBIX
roCy1apCTBEHHOM DKCIIEPTHOW OpraHM3alMeN Ha Ka3aXCKOM U PYCCKOM SI3bIKaX.

37. Ilo pe3ynapTaTaM OPOBEAEHHOW HKCIEPTU3bl T'OCYAapCTBEHHAs JKCIEpPTHAs
opranmu3anusi GOPpMHUPYET CBOIHBIH OTYET IO OE30MacCHOCTH, KauyeCTBY M (PPEKTUBHOCTH
MEUIMHCKOTO U3/IeJIisA B COOTBETCTBUU C MpuiioxkeHueM 14 k HactogmuMm [IpaBunam, yactb
KOTOPOI'0 pa3MeIaeT Ha HHTEPHET-PECYPCE IOCYTapCTBEHHOM 3KCIIEPTHOW OpraHu3ali.

38. Brimaua pe3ynprara rocy1apCTBEHHOUN YCIIYTH 3aSBUTEII0 OCYIIECTBIISIETCS Ha
OymaxkHbIXx Hocutenax uepe3 1103 unm HampaBisieTcs B 3JEKTPOHHOM BHUAE B JIMUHBIN
KaOWHET 3asiBUTEIS.

3akiroueHne o 0e30MacHOCTH, KauecTBe U 3P(HEKTUBHOCTH MEIULIMHCKOTO U3/IEUs
JEUCTBUTEIIBHO B TEYEHHE CTAa BOCBMMJIECITH KaJIEHIApHBIX IHEW. B ciyuae mcreueHus
CpOKa JIeWCTBUS 3aKJIIOYEHHUSI O 0€30MaCHOCTH, KayecTBe U 3(P(HEKTUBHOCTU METUIIMHCKOTO
W3JIEeNus, 3asIBUTENb [IOBTOPHO MOJAET 3asBJICHHUE, TOKYMEHTBI U MaTepUabl ISl IPOBEICHHUS
AKCHEPTU3bI B COOTBETCTBUM C HacTosimuMu [IpaBunamu.

39. OtpunarenbHOe 3aKIOYEHHE O OE30MaCHOCTH, KayecTBe U 3(PPEKTUBHOCTHU
MEIULIUHCKOTO U3AENHS BBIAAETCS B CIIydasix:

1) HenmpeacTaBieHHE MOJTHOIO KOMIUIEKTa PErMCTPALIMOHHOIO J1I0ChE MOCHE BbIIAYU
3aMe4YaHul 3asBUTENI0 B IPOLECCE MPOBEICHUS JKCIEPTU3Bl B CPOKH, YCTAHOBJIEHHBIE
HactosuMH lIpaBunamuy;

2) NpeACTABIICHHUS 3asBUTEJIEM HEJOCTOBEPHBIX CBEJICHUI;

3) mosiydeHue OTPHUILIATEIBHBIX PE3YyJIbTATOB OJHOTO U3 3TANOB DKCIEPTU3BI U (KJIN)
OTPHUIATENbHBIX 3aKIIOYCHHUH SKCTIEPTOB MPO(PUIBHBIX OPTaHU3AIINIA;

4) HECOOTBETCTBUSA CHUCTEMBI OOECIEUEHHUs KadyecTBa YCJIOBHUSM, 00€CTIEYMBAIOIINM
3asBJICHHYI0 0€30MacHOCTh, 3(P(HEKTUBHOCTh M KA4YE€CTBO MEAMIIMHCKOTO H3JAENHs, IO
pe3yJbTaTaM UHCIEKIIUU MEIULIMHCKOTO U3IEIUS;

5) oTka3a 3asBHUTEN OT OPraHU3ALMK MOCEIICHUS MPeAnpUsITUs (IPOU3BOICTBEHHOM
IUIOUIA/IKH) C LENbI0 NHCIEKIIUHU MEIULIUHCKOTIO U3/1eusl, B COOTBETCTBUU C TPEOOBAHUAMU
3aKOHOJATeNbHBIX akTOB Pecnyonuku Kazaxcran.

40. B cnydasx OTpULIATEIBHOTO 3aKJIIOUYEHUS O O€30MacHOCTH, KauyecTBE U
3 (HEKTUBHOCTU METUIIMHCKOTO U3 UM OT3bIBA 3asIBUTEJIEM 3asIBJICHUS HA SKCIEPTU3Y
IIOCJIE Hayaja MPOBEACHUS 3KCIEPTU3bl, CYMMa, OIUIAYE€HHAs 3a MPOBEAEHUE 3KCIEPTHBIX
paboT, 3agBUTEIIO HE BO3BPAIIIACTCS.



41. Tlocie 3aBepuIeHUsT MPOLEAYPBl SKCIEPTHU3bl TOCYJAPCTBEHHAsI 3KCIEpTHAs
opraHuzaiusi GOpMHUPYET AIEKTPOHHBIA APXMBHBIN 3K3EMIUISIP PErHMCTPALIMOHHOIO JOChE,
COZIep XAl IMPEACTABICHHBIE 3asBUTEIEM MATEPHUAIIbI, PE3YJIbTaThl 3KCIEPTU3bl (OTUET
Ha4yaJbHOM AKCHEPTU3bI MEIUIIMHCKOTO U3/IEINs, OTUYET HAYAJIbHOWU SKCIIEPTU3bl U3MEHEHU,
BHOCHMBIX B PETUCTPALIMOHHOE JOChE MEAUIIMHCKOTO U3JIEINs; IPOTOKOJ UCIIBITAHUM; OTYET
0 pe3yJjbTaTax MpPOBEACHUS J1a0OPaTOPHOTO UCIIBITAHUS B JJAOOPATOPUHU KOHTPOJIS KauecTBa
MIPOU3BOAUTEINS UJIM B KOHTPAKTHOM J1a0OPATOPUU, UCIOJIb3YyEMON MPOU3BOAUTENIEM; OTYET
CHELMATN3UPOBAHHON 3KCHEPTU3bl MEIULIMHCKOTO U3/IENNA), 3aKI0YeHHEe 0 0€30I1acHOCTH,
KadyecTBE M A(PPEKTUBHOCTH MEIULMHCKOTO M3JEIUS, MHCTPYKLIMIO MO MEIULIUHCKOMY
MIPUMEHEHUIO MEIMLIMHCKOTO U3/EIINs, MAKEThI YIIAaKOBOK, ITUKETOK, CTUKEPOB.

Bo BpeMs aeicTBUS PErMCTPAllMOHHOTO YAOCTOBEPEHUSI apXUBHOE PETHCTPALMOHHOE
J0CBE, NOTOJIHAETCS KONUAMHU PETUCTPALIMOHHBIX YIOCTOBEPEHUM O BHECEHUH U3MEHEHUH CO
BCEMH ITPUJIOKEHHBIMU JTOKYMEHTAMHU 3asIBUTEINS B DJIIEKTPOHHOM BUJIE.

PerucrpanioHHOe 1OChE XPAHUTCA B JJIIEKTPOHHOM apXHBE C COOJIIO/IEHHEM TpeOOBaHUI
KOH(HUACHLINATBHOCTH HE3ABUCUMO OT PE3YJIbTaTOB 3KCIEPTU3BI.

PerncrpanmonHoe 10Cbe MEAUIMHCKOTO U3AENHUSA HAa DJIEKTPOHHOM HOCHUTEIIE XPAHUTCS
NECATSH JIET.

I'nmaBa 5. OcoOeHHOCTH MMPOBEAECHUSA SKCIIEPTH3H MEAUIIMHCKOTO H3HEIIHA

42. PazpsacCHEHUS WM YyTOYHEHMS, BOZHUKAIOIINE B MEPUOJ IPOBEACHUS IKCIEPTHU3BI
ME¥Kly TOCYJapCTBEHHOM DKCIIEPTHOW OpraHU3alyen U 3asiBUTEIIEM, OCYIIECTBISIOTCS IIyTEM
(dbopMUpOBaHUSI 3TEKTPOHHOTO JTOKYMEHTA MO WHIUBUIYAJbHOMY MapOJIIO 3asBUTENS Yepes3
UHQOPMALIMOHHYIO CHUCTEMY C DJIEKTPOHHO-IU(POBON NOANUCHIO 3agBUTENS U
roCyJIapCTBEHHOM 3KcIepTHOM opranu3anuu uiu yepe3 [{O3 Ha OyMaKHBIX HOCUTEISIX.

43. Ilpu opraHu3anuMv M TMPOBEAECHUH CAHUTAPHO-IPOTUBOAMHUAEMHYECKUX U
CaHUTAPHO-NPOPUIAKTUYECKUX MEPONPUITHI U CBSI3aHHBIX C HUMH OTPAaHUYUTEIbHBIX
MEpPOTIPUATHIA, B TOM YHCII€ KapaHTHH, IKCIIEPTHBIE paOO0THI 3aBepIIatoTcs 6e3 1adopaTOPHBIX
UCIBITAHUI B Ja0OpAaTOpUM KOHTPOJS KayecTBa MPOU3BOAUTENS WIM B KOHTPAKTHOMU
71abopaTopuu, UCTIOIb3yEMON POU3BOAUTEIIEM.

44. DkcnepTr3a MPUHAICKHOCTH MNPOAYKIMH K MEAUIMHCKUM HU3ICIHUSAM U
HEOOXOJAMMOCTU €€ rocyaapcTBeHHoOW peructpaunu B Pecnybnuke Kazaxcran
OCYILIECTBIISIETCS TOCYIapPCTBEHHOM 3KCIEPTHON OPraHU3alMeil B COOTBETCTBUU C JOTOBOPOM,
3aKJIFOYEHHBIM MEXKJY 3afBUTEIIEM W TOCYJAPCTBEHHOW JKCIEPTHOM OpraHU3alMuen Io
WHULINATUBE 3asBUTEIIS.

45. DKcnepTr3a U3MEHEHHM, BHOCUMBIX B PETUCTPALIMOHHOE JTOChE, OCYLIECTBIISIETCS HA
MEIULMHCKOE U3/ENINE B MEPUOJ IECUCTBUS PETUCTPALMOHHOIO YJIOCTOBEPEHMS. 3asiBUTENb
MOANEPKUBAET AKTyaJIbHOCTh JOKYMEHTAa II0 KAa4eCTBY, IIPEACTABIEHHOTO B
PErUCTPAMOHHOM JOCHE IIyTEM CBOEBPEMEHHOTO BHECEHUSI N3MEHEHUH B HETO.



46. 3sMeHeHHs KIacCUPUIMPYIOTCS B COOTBETCTBUU C MEPEYHEM BHUIOB U3MECHEHUH,
BHOCHUMBIX B PETUCTPAIIMOHHOE JOChE€ MEIMIIMHCKOTO H3JEJHUs B TEPUOJ JEUCTBUS
PETUCTPALIMOHHOTO YJOCTOBEPEHUS COIVIACHO MPUIIOKEHHIO0 7 K Hactosamum [IpaBumam.
N3MeHeHus, He BKJIIOYEHHBIC B yKa3aHHBIM TEpEUeHb, MOJJICKAT HOBOM pErucTpaluu B
COOTBETCTBUHM C HacTosimumu [IpaBuiamu.

47. 3asBUTEND B TEUYECHHE ABYX MECSLEB IOCIE YTBEPXKAECHUS BHOCHUMBIX U3MEHECHUI
MIPOU3BOJIUTEINIEM TIO/IACT 3asIBJICHUE HA MPOBEACHUE IKCIEPTU3BI METUIIMHCKOTO U3/IeTHUs 110
dbopme cornacHo npuioxkeruto 1 k HactosmuMm [IpaBunam.

48. K 3a4BI€HHAI0 0 BHECEHHH U3MEHEHUN B PETHUCTPALMOHHOE JTOCHE MEIUIIMHCKOTO
W3JENNs PUIIaraloTcsl JOKYMEHTHI U MaTepUalibl, HEOOXOAUMBIE I BHECEHUS! U3MEHEHUM,
COTJIACHO MEPEYHIO BUJIOB U3MEHEHUH, BHOCUMBIX B PETHUCTPAIIMOHHOE T0ChE METUITMHCKOTO
W3/IeNNSl B IEPUOJ] JEHCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHUS COTJIACHO MPHUIIOKEHUIO 7 K
HacTosmuM [IpaBunam.

49. I'ocynapcTBEHHAs KCNIEPTHAS OPTaHU3AIMs HA OCHOBAHUM PE3YJIbTATOB SKCIIEPTU3bI
COCTABIISIET SKCIEPTHBIM OTUET CIEIMAIU3UPOBAHHON SKCIIEPTU3bI O BIUSHUA BHOCUMBIX
M3MEHEHHI B PErucTpalMOHHOE J0Che Ha 0€30MacHOCTh, Ka4eCTBO U 3(PPEKTUBHOCTDH
MEMIIMHCKOTO H3Jeiusl 1o (GopMe corimacHo mpuiioxeHuto 9 k Hactosmum [IpaBunam,
MOJANMCAHHBIA PYKOBOJIUTEIEM CTPYKTYPHOTO MOJIPA3ACIICHUSI U SKCIIEPTOM, MPOBOIUBIINM
JKCIIEPTU3Y.

50. IIpown3BoauTeNls WIH YNOJIHOMOYEHHBIN MPEACTABUTEND MNPOU3BOIUTEIN
MEJIUIIMHCKOTO U3JEIUsl B TEUYEHUE JIBYX MECAILICB BHOCUT U3MEHEHUS B PErUCTPALMOHHOE
JI0ChE€ Ha OCHOBAaHWW MOHUTOPUHIA 0€30MacHOCTH MPOBOJIUMOI0 B COOTBETCTBUHU C MOPSIAKOM
npoBesieHus (hapMakoHaI30pa U MOHUTOPHUHTA O€30MaCHOCTH, KauyecTBa U 3(PPEKTUBHOCTH
MEJIMLIMHCKUX U3JEIIHM, PelyCMOTPEHHOTO MyHKTOM 3 ctatbu 261 Kogekca.

51. Ilpu skcniepTu3e MEIUUMHCKUX HW3JEIUH, MPOU3BOAUMBIX MPOU3BOIUTEISIMU
PecnyOomukn Kaszaxctan Ha ocHOBe mnepeHoca (TpaHcdepa) NpOU3BOJICTBEHHBIX U
TEXHOJIOTUYECKUX TPOILECCOB K PETUCTPALMOHHOMY JIOChE€  JOIMOJHHUTEIBHO
MPEAOCTABISIOTCS CIEAYIOIINE JOKYMEHTHI:

1) BbIKCKA M3 JOTOBOPA WUJIU COTJIAIIEHHE MEXKIY OTECYECTBEHHBIM MPOU3BOJIUTENIEM U
3apyOeXHbIM MPOU3ZBOJUTENIEM O IMEPEHOCE MPOU3BOJCTBEHHBIX W TEXHOJOTHYECKUX
IIPOLIECCOB C TIPABOM Ie€pejau TEXHUYECKOM TOKYMEHTAllUU B paMKax TpaHcdepa;

2) OTYET MO pe3yJbTaTaM MPOBEACHHOrO TpaHc(hepa, BKIIOYAIOIIETO ONMHCAHUE 3TANOB
TpaHcdepa, mepedyeHb HeOOXOMMOTO TTPOU3BOICTBEHHOTO 000PYI0BAHNS,

3) mpOTOKOJ TECTOBOTO 3aIlycKa 000pYyI0BaHUS MPUHUMAIOIIEH U JAlOUIEd CTOPOHBL;

4) naHHBIE TIO DKOJIOTUYECKOW Oe30macHOCTH (BOMPOCHI OXPaHbl 3M0POBHS U
OKpY Kalollen cpeibl);

5) nepeyeHb HAUMEHOBAHUW JOKYMEHTOB I10 TE€XHOJOTHH MPOU3BOACTBA, CTAHIAPTHBIM

ONEPALMOHHBIM IPOLIEAypaM, PyKOBOACTBO MO KAYECTBY;



6) OTYETHl KIMHUYECKUX U JOKIMHUYECKUX HCCIENOBAaHUN MEIULMHCKUX H3IEIH;
KJIMHUKO-1a00paTOPHBIX UCIIBITAHUN Mepeatoell CTOPOHBL;

7) OTYETHI TOKCUKOJIOTUYECKUX, IUTOJIOTHYECKUX, OMOJIOTMYECKUX U IPYTH€ UCTIBITAHUI
nepeaoliei CTOPOHBI.

[Tpu monHoM nepenoce (TpaHcdepe) MPONU3BOACTBEHHBIX U TEXHOJIOTHUECKHUX MPOIECCOB
JIOKaJIbHBIM MPOU3BOIUTENH 00ECIIEYMBAET MOJHOE COOTBETCTBUE YCIOBHM MPOU3BOJICTBA U
CUCTEMBI O0ECIIEUeHHs KaUyeCTBa Ha MPOU3BOACTBEHHOM mutomaike B Pecriyonuke Kazaxcran
YCJIOBUSIM IIPOM3BOJICTBA U CHCTEME 00ECIeUeHHs] KauecTBa MPOU3BOICTBEHHOM IUIOIIAIKU
BHe Ka3zaxcrana.

52. YckopeHHas 3KCHepTU3a MEAULUHCKUX U3AEIUN OCYIIECTBISAETCS MO PEUICHUIO
YIIOJTHOMOYEHHOTO OpraHa B OO0JacTU 3ApaBOOXPAHEHUS B CIydasX HEOOXOIUMOCTH
WCIIOJIb30BAHMS MEAUUMHCKUX M3IENHUI 1 NPEJOTBPAILECHHS YpPE3BbIYAMHBIX CUTYyaluH,
BO3HUKHOBEHHSI M YCTPAaHEHUs IMOCIEACTBUN HNUIEMHH, MNaHAEMUH HHQPEKIHOHHBIX
3a00s1eBaHUM.

I'maBa 6. Cpoku IIpOBEZICHUS SKCIEPTH3EI MEAUIIMHCKOTO W31EIHS

53. Cpoxu NpOBEAEHHUS IKCIEPTU3BI MEJULIMHCKOTO U3AEIUS COCTABIISIOT:

1) npu skcnepTh3ze MEAUUMHCKOTO u3Aenus kinacca | u kiacca 2a B CpOKH, HE

MIPEBBIIAIOIINE JIEBIHOCTA KAJICHIAPHBIX THEH, B TOM YHCIIE:
HayajabHas SKCIEPTU3A - JECATh KaJleHAapHbIX JHEH;

CIICIUAIM3UPOBAHHAS JKCIIEPTHU3a - COPOK KaJleHIAAPHBIX JHEH (B TOM YHCIIE,
MOATBEPKJICHUE ayTEHTUYHOCTH WJIM MEPEBOJ] HA Ka3aXCKUU S3bIK MapKUPOBKU MAaKETOB
YIaKOBOK, ITUKETOK, CTUKEPOB, HHCTPYKIIUU 110 MEAUIIMHCKOMY MPUMEHEHHUIO);

7a00paTOpHBIE UCIIBITAHUS - TPUALIATH KaJIEHIAPHBIX JTHEH;

dbopMupoBaHue 3aKIIOYEHUsI O 0€30MacHOCTH, KauecTBe U 3P(HEKTUBHOCTH - JECATH
KaJIEHJAPHBIX JHEW;

2) pu HKCIEPTU3E MEIUIIMHCKOTO U3/EeNHs Kiacca 20 (C MOBBIIEHHOM CTENEHBIO PUCKA)
1 kiacca 3 (C BBICOKOM CTENEHbIO PUCKA) - B CPOKM, HE MPEBBIMIAIONINE CTa MIECTUICCATH
KQJICHIAPHBIX JHEH, B TOM YHCIIE:

HayajbHas SKCIEPTHU3a - ABAJIATh KaJCHIAPHBIX THEH;

CIIeIIMATM3UPOBAHHAS SKCIEPTU3A - CEMBACCAT KaJCHAAPHBIX AHEH (B TOM 4HCIE,
MOJATBEPKJICHUE ayTEHTUYHOCTH WJIHM MEPEeBOJI HA KAa3aXCKUM SI3bIK MAapKHUPOBKHM MAKETOB
YIAaKOBOK, ’TUKETOK, CTUKEPOB, MHCTPYKIIMHU IO MEAUIIMHCKOMY MPUMEHEHUIO);

71abopaTOpHBIE UCTIBITAHUS - MIECTHIECAT KaJICHAPHBIX JTHEH;

dbopMupoBaHUE 3aKIIOUYEHUS O OE30MacHOCTU, KauecTBEe U IPHEKTUBHOCTU - JECSTh
KaJICHIapPHBIX JHEW;



3) BHECEHHE M3MEHEHUM B PETHCTPAIMOHHOE J0Che MEIUIIMHCKOro u3nenus (0e3
MpoBeACHUsT Ja0OpPaTOPHBIX HCHBITAHWI) B CPOKH, HE IMPEBBINIAIONINE IECTUIASCITH
KaJICHIAPHBIX JTHEH, B TOM YHCIIE:

HayajbHas SKCIEPTHU3a - JECATh KaJICHIAPHBIX THEH;

CIEIUAIM3UPOBAHHAS AKCIIEPTH3a - COPOK KalleHAAPHBIX JHEH (B TOM YHCIE,
MOATBEPKJICHUE ayTEHTUYHOCTH WJIHM MEPEeBOJI HA KAa3aXCKUM SI3bIK MAapKHUPOBKHM MAKETOB
YIAaKOBOK, TUKETOK, CTUKEPOB, MHCTPYKIIMHU IO MEAUIIMHCKOMY MMPUMEHEHUIO);

dbopMupoBaHue 3aKIIOYEHUST 0 0€30MacHOCTH, KadecTBE U 3P(HEKTUBHOCTH - JECATH
KaJICHIAPHBIX JHEMU.

4) BHeceHUE M3MEHEHMI Thna [ B perucTpalmoHHOe J0ChE MEIULIMHCKOTO U3enus (¢
MPOBEICHUEM JIAOOPATOPHBIX UCHBITAHUM) B CPOKH, HE MPEBBIIIAIONINE BOCHBMUJICCATH
KQJICHIAPHBIX JHEH, B TOM YHCIIE:

HavaJIbHAasl 9KCIIEPTH3a - IECATh KaJICHJapHBIX JTHEH;

CIEIUAIM3UPOBAHHAS AKCIEPTHU3a - COPOK KalleHIAAPHBIX JHEH (B TOM YHCIE,
MOATBEPKJICHUE ayTEHTUYHOCTH WJIHM MEPEeBOJI HAa Ka3aXCKUM SI3bIK MAapKHUPOBKH MAaKETOB
YIIAKOBOK, ITUKETOK, CTUKEPOB, MHCTPYKIIMHU IO MEAUIIMHCKOMY MPUMEHEHUIO);

7abopaToOpHBIC UCTIBITAHUS - IBA/IIATh KAJICHIAPHBIX JTHEH;

dhopMUpoBaHUE 3aKIIOUYEHHUS O OE30MacHOCTH, KauecTBE U IPHEKTUBHOCTH - JECSTh
KaJICHIapHBIX JHEWH;

5) sKkcnepTu3a MEAUIMHCKOrO M3/eNus (He TpeOYIoIMX MpOoBEIeHUs 1a00paTOPHBIX
WCIIBITAHUM HE3aBUCUMO OT KJIacCa) OCYIIECTBISICTCS B CPOKH, HE MPEBBIIIAIONINE ACBIHOCTA
KaJICHJApHBIX JTHEH, B TOM YHUCIIE:

HavyajabHas SKCIEPTU3A - JECATh KaJleHAapHBIX THEH;
CIIEHMAIU3UPOBAHHAS SKCIIEPTU3A - CEMBAECAT KAICHIAPHBIX JTHEH;

dbopMupoBaHUE 3aKIIOUYEHUS O OE30MacHOCTU, KauecTBE U IPHEKTUBHOCTU - JECSITh
KaJICHIapHBIX JHEM.

6) YCKOpEHHas JKCIepTH3a MEAUIMHCKUX HU3JCIUN OCYILECTBISETCS B CPOKH, HE
MIPEBBIMIAONINE TPUALATH PAOOUNX THEH.

54. B cpoku npoBeaeHUs HIKCIIEPTU3BI MEAUIIMHCKOTO U3IETUs HE BXOISAT:
1) Bpemsi BOCIIOTHEHUSI HEKOMITJIEKTHOCTH PETUCTPALIMOHHOTO J10ChHE;

2) BpeMs MpEeNOCTaBICHUE 3asBUTENIEM JOKYMEHTOB M MaTEpHajoB IO 3alpocy MpH
MIPOBEJICHUU SKCIIEPTU3BI B YCTAHOBIICHHBIE CPOKH;

3) BpeMsi HOATOTOBKH Y MPOBEACHUS MHCIIEKIIUA MEAUIIMHCKOTO U3IEINS;
4) corjacoBaHUE 3asBUTEJIEM UTOTOBBIX JOKYMEHTOB;
5) opranuzanus 1 MpoBeAeHHe DKCIEPTHOrO COBETA.

IIpunoxenue 1
K TIpaBHJIaM IPOBEACHHS SKCIIEPTH3HI
MEIUIMHCKOTO U3JEIHS

®opma



3agBicHHAE Ha IIPOBCACHHUC SKCIICPTHU3bI MCAUITHHCKOI'O u3nema*

1. Tum nporieaypsl

1.1
Bun sxcrieptrssl (He00X0IMMOE yKa3aTh)

CBelleHUsI O PETUCTPALMOHHOM YJOCTOBEpEHHUH (TIpH
1.2 mepepeructpaiui W BHECEHUU M3MEHEHUU B
PETUCTPAIIIOHHOE 10ChHE)

2. ToproBoe HanMEHOBAHHE

Peructpauuns

[ ]

Ilepeperucrpanus

[]

BHecenune n3menenmit

L]

YckopenHnast

Ha

[ ]

Her

[ ]

OcHoBanue

Ne perucTpailnoOHHOTO YAOCTOBEPEHHUS BBIIAHHOTO
B Pecnybnmuke Kaszaxcran c¢ ykazaHuem Jatbl
BBIIAYH U CPOKA JEUCTBUS

H a
Ka3aXCKOM
SA3BIKC

Ha PyCCKOM
A3BIKE

HomenxknatypHsiii kox [o0aibHOW HOMEHKIATYPBI MEIUIIUHCKUX

n3aenui (Mpy HaIN4NH)

4. Kox Homenknarypsl MeaunuHCKuX u3nenuii Pecrnyonnku Kazaxcran

5. O6nacTh MEAUIMHCKOTO IPUMEHEHHS

6. Haznauenue

7. MeauuuHCKOE U3AETNE SIBISIETCS

H a
Ka3aXCKOM
SA3BIKC

Ha PYCCKOM
SI3BIKE

H a
Ka3aXCKOM
SA3BIKC

Ha PyCCKOM
A3bIKE

MU (MIMH)

[ ]

MU (MT)

[ ]



MU (in vitro)

[]

3akpsiTas

CHUCTEMA:

Ha

I:I o00oCHOBaHHME OT MpousBoAMTENS (
7- Tun MEAWIIMHCKOTO W3ACIHS MH BUTPO (HEOOXOaMMOe

yKa3zaTh CTpaHHUIY

1. yxasatp)

0 PETHUCTPAIIIOHHOTO JI0ChE)

eT

L]

H a

KpaTkas TexHWYecKas XapaKTepUCTHKa (MpH Haauuuu Ka3axCKoM
8. mporpaMMHOro OOCCICUCHHUs BKIIOYAIOTCS NaHHBIe I3BIKC
MIPOTPaMMHOTO 00ECIIeUEeHNS]) Ha PYCCKOM

SA3BIKC

Kracc 1 - ¢ HU3KOH cTeneHpI0 pHCKa
Kmacc 2a - co cpeaHeit creneHnio
pucEkKa

Knacc 26 - ¢ HOBBIIIEHHOH CTEINEHBIO
pucKa

Kmacc 3 - ¢ BBICOKOH CTCIICHBIO

Kiacc B 3aBUCHMOCTH OT CTENEHH MOTCHIHAIBLHOTO pHUCKA
npuMeHeHusI (He00X0IMMOe OTMETHTD)

pucka

CpencTBo u3MepeHus

[]

Kommneke (MT)

[]

Cuctema (MT

[ ]

Armmapart

[ ]

[pudop

[ ]

ObopynoBanune

[ ]

MC,HI/IIII/IHCKaH TCXHHKA ABJIACTCA (OTMeTI/ITL npu HeO6XOZ[I/IMOCTI/I)

CpeacTBo u3MepeHus



[]

W3genve MEOUIIMHCKOTO HA3HAYCHHS SBIAETCS (OTMETUTH MpPH CrepuibHoe

[]

" HEOOXOIUMOCTH)

Habop (komruiekT)

[]

CpencTBo n3MepeHus

0f O O
3 2

MenuuuHCKOe U3AeIue in Vvitro sBiseTrcs (OTMETHTh IPH
HE00XOUMOCTH) O6opynoBaHue

[]

J1s1 caMOKOHTpOIIA

[]

Hab6op (xomriekT)

[]

Ja

[]

11. B cocraBe umeeTcst 1EKapCTBEHHOE CPECTBO 0
eT

[]

12. Kommnexranus MU
HaumenoBanue moaenu (Mmomudukarmu) MU Ha pycckoM si3bike **

HaunmenoBanne monenu (Moandukanun) MU Ha ka3axckoMm si3pike **

Hanmenosanne Moaear Mopaenb (
COCTaBHEIX cocTaBHbIX cocTaBHbIX [IpomsBogutens IlpousBogurens
yacTell Ha  UacTell HA YacTeld HA Ha PYCCKOM Ha Ka3aXCKOM !
Ka3axCKOM PYCCKOM  Ka3axCKOM S3BIKE SI3BIKE

Bun cocraBnonn B u 1 HaunmenoBanue
JacTH  Ha COCTaBHOW YaCTH Ha COCTaBHBIX
PYCCKOM si3bIKe * Ka3aXCKOM s3bIKe ** yacTedd Ha

ok * PYCCKOM sI3BIKE
SI3BIKE SI3BIKE SI3BIKE



OCHOBHOM OJIOK HeErisri 010K
MT

KOMINICKTYIOIEC KUBIHTBIKTAYIIbLIAP

MporpaMHOe
obecrieueHue

OarmapiaManbik
sKacaKTaMa

IIPUHAJIEKHOCTh KEpEK-KapaKTaphl

pacxoaHbIN
MaTepua

I BI F Bl H
MaTepraaapbl

u3jenue
TUIIOPa3MEPHOTO
pana(c
yKa3zaHueM
Iuama3oHa
pa3mepos )

peareHt

13. YmakoBka

14.

15.
16.
17.

1. Ha3panue cTpaHsl

18
IIpousBoacTBO

Kommuce

Bun (mepBuyHas wiiy BTOpHYHAS) HanmenoBanune Pasmep OO0bem enuHUI

YIaKoB
IlepBuynas
Bropuunas
I'pynmoBast (ipu HaIHMYUH)
Cpok xpaHeHus KOJIMYECTBO MeCALEB (J1

lapanTUHHBIA CpPOK OJKCIUTyaTalluk MTpUOOpPOB (ammapaTos,

KOJIMYECTBO MecsIeR (11
000pyTOBaHUH )

VYcnaoBust TpaHCIOPTUPOBAHUS
VYcnoBus XxpaHeHus

PCI‘I/ICTpaHI/IH B CTpaHC-IPOU3BOAUTEIIC U JPYTUX CTpaHaAX

Ne

PETrUCTPAIMOHHOTO
ynoctoepeHust ( ata Boigauu
yKa3bIBaeTCs MpHU

HATAYVH)

Cpok aeicTBust

TloHOCTBIO HA JAHHOM IIPOU3BOACTBE

[ ]

YacTHdHO HA TaHHOM IIPOU3BOJICTBE

[ ]

[TonaHOCTBIO HA IPYTOM IPOU3BOJCTBE

[ ]



19 Tpown3BoaAnTEIb MEAUIIMHCKOTO H3/ICHS U YYaCTOK MPOU3BOJCTBA (BKIFOYAS YYACTKU MPOU3BOJICTBA JIFOOOTO KOMIOHEHTA, KOT
4aCThIO0 MEIUIIMHCKOTO U3JICITHS)

Tun
MIPOU3BOIUTEIS

IIpoussonurens

V1o1HOMOYCHHBIN
MpeICTaBUTEIb
MIPOU3BOJUTENS B
Pecnybnuke
Kazaxcran

KonTakTHBIE
TaHHEBIC
YIOJHOMOYECHHOTO
AHUIa mno
MOHHUTOPUHTY
HEeOIarOmpUSTHBIX
COOBITHH (
MHIWJICHTOB) Ha
TEPPUTOPHUU
Pecny6nuku
Kazaxcran

[IpousBonacTBeHHas
IUTOIIA KA

3asgBUTEID

HanmeHnoBanue

, ctpana 1,2 ( Ne, mata u cpok ®.N.0. (mpu DILO
Ha Ka3aXxCKoM, JIeHCTBHUA IOpuanuecknit ®@akrnueckuii Tenedon, dpakc HaTu4yumM), T
pycckowm, Ppa3peluTenbHOro  agpec agpec , e-mail JOTAKHOCTD ;<0HTaI1l<l
AQHTIUICKOM  JIOKYMEHTa PYKOBOANTEIS
SI3BIKAX)

Hanuble 10
JIOBEPEHHOCTHU

I/IBMeHeHI/Iﬂ, BHOCHMBIC B PCTUCTPALIUOHHOC 1OCHE (SaHOJ'IHHIOTCH IIpU TUIIC 3aIBKHW — BHECCCHUC HSMGHGHHﬁ) (yKaBaTL BHOCHMBIC

Ne Penaxuust 10 BHECEHUS] U3MEHEHUI Bnocumble n3mMeHeHus
21. JlaHHBIE TIO0 JOTOBOPY HA MPOBEIACHUE SKCIICPTU3EI

1. Ne norosopa

2. Jara 3akmtroueHus

3. Cpok neicTBus

22. CyOBeKT, OCYIIECTRIISIONIHI OIJIATY 3a MPOBEIACHUE KCIICPTU3HI
l. HammeHoBaHHE I0pHINIECKOTO JIHIIA

2. Crpana

3. IOpunuueckuii anpec

4. DaKkTHYECKHH ajipec

5. @®.1.0. (npu HAIIMYNM)

6. Temedon

7. ®dakc

8. ONEeKTPOHHBIN afipec

9. buzHec-uneHTHPHUKAIMOHHBI HOMEP



10. WunuBunyansHblil nAeHTH(GUKAIMOHHBIN HOMEp

11. Bank

12. PacuetHsbIi cueT

13. BantoTHeIl cyeT

14. Kon

15. BaHkoBCcKuUi HOeHTH(HUKAITMOHHBIN KO
3asBHUTEIb:

[apaHTUpyIO: JOCTOBEPHOCTh HMH(OpPMAIMM, aAJAEKBATHOCTH IIEPEBOJOB METOAMK KOHTPOJS KauecTBa,
9KCIUTyaTal[MOHHOTO JOKYMEHTa, MHCTPYKIHMU 10 MEIUIMHCKOMY NPHUMEHEHHIO MEIMLIMHCKOTO H3JEeNus ,
MpeJCTaBICHNE /10 Hadayia JabOpaTOPHBIX WMCHBITAaHWKH 00pasloB METUIIMHCKOTO HW3ZICTHs , CTaHIapTHBIC
00pasipl B KOINWYECTBAX, JOCTATOYHBIX ISl TPEXKPAaTHOTO aHAJIM3a, CTEHNU(HIECKUE peareHThbl, PacXOHbIC
MaTepHaIbl, TPIMEHSIEMBbIE TP MPOBEICHUH UCTIBITAaHNUH (B MCKITIOUYUTEIBHBIX CITydasX ¥ Ha yCIOBHUIX BO3BpATa)
, @ TaKXe HUX COOTBETCTBHE [IOKyMEHTaM II0 KadeCcTBY, MpPEACTAaBICHHBIM Ha 3KCIEpPTHU3Y.
O0s13y10Ch OCYIIECTBIIATH MOCTaBKY MEIUIMHCKOro m3menus B PecmyOmmky KazaxcraH, cOOTBETCTBYIOIIHE
TpeOOBaHMUM, yKa3aHHBIM B PETHCTPALIMOHHOM J0ChE, H COMTPOBOXKIATh MEJUIIMHCKOE U3/IeTINe HHCTPYKINEH 110
MEINIMHCKOMY TPUMEHEHHIO (PyKOBOJCTBOM) IO 3KCIUTyaTallMd Ha rOCYJapCTBEHHOM M PYCCKOM SI3bIKax, C
cobnroeHneM JOCTOBEPHOCTH u AYTEHTHYHOCTH MEepEeBOIOB.
lapantupyio coxpaHeHne O€30IacHOCTH WM KadecTBa MEIUIIMHCKOTO H3JENHS B TEUCHHE BCETO CpPOKa
UCTIONB30BAHMUS, IIPU COOJIIOACHUH YCIOBUI TPAaHCIOPTUPOBAHUS M XPAHEHUS B COOTBETCTBUU C TPEOOBAHUSIMU
3aBOAA-NPOU3BOIUTETA.

O06s3y10ch cO00IATh 000 BCEX M3MEHEHUAX B PETUCTPAIIMOHHOE JI0ChE, a TAKKe NPEJCTaBIATh 3asABICHUE U
MaTepHanbl Ipyu OOHApy>KEHUH MOOOYHBIX BO3JICHCTBUI NPU MPUMEHEHUH MEIUIIMHCKOTO M3/ENus , paHee He
YKa3aHHBIX B MHCTPYKIHMH I10 MEJUIMHCKOMY HPUMEHEHHIO MEIWIMHCKOTO H3AEiHs (PYKOBOJCTBE) IIO
9KCIUTYaTAUH METUINHCKOTO U3ICTHS.

bl a T a
Od.nN.0. (npmwu HalWUUYHUU)
3 a 9 B U T € 1 o
TTonmnuce
[Ipumeyanue:

* JlanHas gopma 3asBIEHHUS MPEJOCTABISAETCS TAKXKe MPU MEPEPEerucTpalv U Npu
WU3MEHEHUSAX, BHOCUMBIX B PETMCTPALIMOHHOE JOChE€ MEIUIIMHCKOTO U3JIETIUS B COOTBETCTBUU
C MOPSIAKOM TOCYJITapPCTBEHHOW pPErucTpaliy, MepeperucTpalud 1 BHECEHUS U3MEHEHUI B
PEruCTPAallMOHHOE JIOChE€ JIEKAPCTBEHHOI'O CPEACTBA WM MEIULMHCKOTO H3JAENIus
ONpENEIAEMbIM yIOJTHOMOYEHHBIM OpPraHoM corjlacHo OyHKTy 3 cratbum 23 Kopekca
Pecnyonuku Kazaxcran ot 7 wurons 2020 roma "O 310poBbe Hapoja U CHUCTEME
3paBOOXpAHEHUS".

Ctpana BBoauTcs no eauHomy kinaccudukaropy 'K PK MCO 3166

HanmMeHnoBanue Ha aHTJIMIICKOM SI3bIKE 00s13aTEIBHO IS 3apyOeKHBIX MPEANPUATUN

** Mpu HaJTMYMK HECKOJIBKUX MoJiesiel (MoAu(uKalHii) JaHHbIE 3aII0JIHAIOTCS OT/IEIbHOM
CTPOKOH Ha KKIYI0 MOJIeTh (MOIU(DUKAIUIO)

*EX 3amoNHAETCS MPU HATMYUHT
[Tpunoxenue 2
K ITpaBuJiaM IMPOBCIACHUSA SKCIICPTU3DI
MCIUIMHCKOI'O U3ACIINA



IlepeueHp JOKYMEHTOB PETHCTPAIHOHHOTO AOCHE AJIA SKCIEPTH3EI MEAUITMHCKOTO
n3aema*

Ne
n/
Il

HanmenoBanue nokymeHTa

2

JokyMmeHT,
YAOCTOBEPSIOLUIA
perucTpamuio B CTpaHe
NpOU3BOAUTENE  HIH
MIPOU3BOJCTBEHHOM
mJomanke (
perucTpanuoHHOe
YIOCTOBEpEHUE,
Cepruduxar cBoOOgHOU
nponaxu  (FreeSale),
Ceptuduxar Ha KCHOPT) C
ayTEHTHYHBIM TIEPEBOJIOM Ha
PYCCKUH SI3bIK, 3aBEPEHHBIH
HOTapHalbHO (3a
HCKITFOYEHIEM MEIUITTHCKIX
H3CIINH, BIIEPBHIE
MMPOU3BCACHHBIX B
Pecnyonuke Kazaxcran)

Komust pazpemuTenbHOTO
IOKyMEHTa Ha TpaBo
MPOU3BOACTBA B
CTpaHe-POU3BOAUTENIE C
MPUIIOKEHUEM TSt
npousBoauteneit PK u ctpan
CHI', nyist octanbHBIX CTpaH
npu  HAIWYHAU, C
ayTeHTHYHBIM IIEpPEeBOIOM Ha
PYCCKHI SI3bIK

IlepedeHpr JOKYMEHTOB,
YIOCTOBEPSIIOUINAX
pErucTpanuilo B OPYTUX
CTpaHax C YyKa3aHUEM
HOMeEpa U AaThl BbIauX (TIpU
HaJIU4YUU) C ayTeHTHYHBIM
MEPEBOIOM Ha PYCCKUH SI3bIK

Komun cepruduxator Ha
CHUCTEMY MEHEKMEHTa
KadeCcTBa MPOU3BOAUTEIA

Kiacc Knacc

MenunuHckoe

n3genne A

JIIMarHOCTHKH in

vitro (IVD) (

He3aBucuMo oT IIpumeuanue
Kjacca

MOTEHIUATIBHOT O

pucka

TIPUMCHEHWS)

7 8

B cooTBeTcTBHY C
MEXTyHAPOIHBIMH
HOpMaMu
3aBEpeHUS WU
HOpMaMu
3aBEpEHHUS
YCTaHOBJICHHBIMHU
B PecmyOnuke
Kazaxcran
tdopmat: PDF

B cootBercTBHHE C
MeXXTyHapOIHBIMH
HOpMaMu
3aBEpEHUs UIH
HOpMaMu
3aBepeHHUs
YCTaHOBJICHHBIMHU
B PecmyOnuke
Kazaxcran
dbopmar: PDF

3aBepsiercs
MIPOU3BOUTEIIEM
UIH ero
YIIOJIHOMOYEHHBIM
npeCcTaBUTeNeM
topmat: PDF

B cooTBercTBHY C
MEXTyHapOIHBIMHU
HOpMaMHu



MeauuHceKux uzaenuit ISO  -(kpome 3aBEpEHUS WU

XpaHCHHUHU, TCCTUPOBAHUMH,

-(kpome
4. 13485, GMP aubo CTEPUIIBHBIX (xp + + + HOpMaMHu
. CTEpUITBHBIX )
COOTBETCTBYIOIINH ) 3aBEpEHUS
pEerHOHANBHBIH WU YCTaHOBJIEHHBIMH
HAI[MOHAJIBHBIA CTaHAAPT) C B PecnyOnuke
AyTEHTUYHBIM [IEPEBOJOM Ha Kazaxctan
PYCCKHUI SI3BIK ¢opmar: PDF
B cootBercTBHH €
MEKAYyHaAPOIHBIMH
Jlexmapanusi 0 COOTBETCTBUH
HOpMaMHu
TpeOOBaHMSIM OE30MTaCHOCTH
3aBEPEHUS WIIH
u 3P heKTUBHOCTH
HOpMaMHu
5. MEIMLMHCKOIO M3Jenus Wid +
. 3aBEpeHUs
SKBUBAJICHTHBIH JOKYMEHT C
YCTaHOBJICHHBIMH
ayTEeHTUYHBIM IIEPEBOJIOM Ha
. B PecmyOnuke
PYCCKHH S3BIK
Kazaxcran
tdopmat: PDF
JoxyMmeHT,
MOATBEPKIAAIOLINI Kilacc B
3aBHCUMOCTH OT CTENEHU 3aBepsercs
MOTEHLIMAJIBLHOTO pHUCKa MIPOU3BOJIUTENIEM
6 npuMeHeHus (Jlexnmaparus UI1HU ero
" COOTBETCTBUS; YIIOJIHOMOYEHHBIM
MUCHMO-000CHOBaHHUE OT IpeaCcTaBUTEIeM
MPOM3BOIUTEIIS) c tdopmat: PDF
ayTEeHTUYHBIM IIEPEBOJIOM Ha
PYCCKHI SI3bIK
JlaHHBIE O JIEKapCTBEHHBIX
cpeicTBax B  COCTaBe
MEAMINHCKOTO W3AeTHs (
COCTaB JIEKAPCTBEHHOTO
3aBepsercs
CpencTBa, KOJUYECTBO,
MIPOU3BOJUTEIEM
JIaHHBIE O COBMECTHUMOCTH
UIH ero
7. NeKapCTBEHHOI'O CPEACTBa C -
YIIOJIHOMOYEHHBIM
MEANLIUHCKUM H3eIINEM,
NpeaCTaBUTENIEM
JOKYMEHT
Y . dopmar: PDF
MOATBEPKAAIOIINI KauecTBO
JIEKapCTBEHHOT'O BEIECTBA)
C AYTCHTUYHBIM IIEPEBOIOM
Ha PYCCKHH SI3BIK
JlaHHBIE O OHOJIOTHYECKOM
6e30MacHOCTH
MEJMIUHCKOTO HW3JENHs,
COZIeprKallleTo MaTepuabl
JKUBOTHOTO nnu
YeJI0BEYECKOTO
MIPOMCXOXKACHUS, HA OCHOBE
aHajW3a MaTepuanoB, a
Takxke WHPOpPMAIUU O
noanbope  HMCTOYHUKOB  (
TIOHOPOB), otbope
MaTepHaia, IMPOLECCHHTE,
8. +



11

MEePBUYHON SKCICPTHU3BI
MpOLEAYP TECTUPOBAHUSA, a
Takke oOpameHus ¢
TKaHSIMH,  KIJIETKaMHU,
CyOCTaHIMSIMU KUBOTHOTO
WM YEeJIOBEYECKOTO
MPOUCXOXKICHHUS,
KyJIbTypaMu
MHKpPOOPTAaHU3MOB U
BHPYCOB C ayTEHTHYHBIM
IIePEBOJIOM Ha PYCCKHI SI3bIK

Ortuer (mIPOTOKOJ) O
TOKCHKOJIOTHYECKUX
HCIBITAHHUSAX C Ay TCHTHIHBIM

[IEPEBOJIOM Ha PYCCKUI SI3BIK +

pe3yibTaTOB W BBHIBOJIOB
HCTIBITAHUHA B COOTBETCTBUU

¢ 1CO 10993;

Otuer (IPOTOKON) O

TEXHHYCCKUX UCIBITAHUSAX C
ayTeHTUYHBIM MEPEBOIOM Ha
PYCCKHUH SA3BIK PE3yJbTaTOB
A BBIBOJOB HCIBLITAHHUH;
Jnst m3nenuii MeaUIUMHCKUX

SJIEKTPUYCCKUX: UCIIBITAHUA +

0 3JEKTPOOE30MMacCHOCTH,
3JIEKTPOMAarHUTHOMN
COBMECTHUMOCTH.

OTyeTsl O pagualMOHHON
0e30MMacHOCTH PU HATUIUN
HOHU3HUPYIOMICTOTU3ITYYCHHUS

OtueT 00 HCCIEIOBAHHUAX

CTaOHUIIBHOCTH,
000CHOBBIBAIOIINI  CPOK
XpaHEeHUS (mns

MEIUIMHCKUX H3IEeIUi, B
TOM 4YHCIE BXOISMNX B
COCTaB  CTEPHUIBHBIX
KOMIUJIEKTYIOIIUX), C
ayTEeHTUYHBIM IIEPEBOJIOM Ha
PYCCKHI S3BIK pe3yJIbTaTOB
W BBIBOJIOB HCIIBITAHUH, B
TOM qyucie

Cpok TOJHOCTH TIOCIIE
BCKPBITHS  YNaKOBKH.
HccnenoBanue BKIIOYaeT
CTaOMIIBHOCTh B OTKPHITOM
¢bnakone u (mim), 1A
ABTOMAaTH3HPOBaHHBIX
UHCTPYMEHTOB,
cTaOWIBHOCTh B pabouem
MOJOXEHUH.
CTaOuUNBHOCTG  NpH

3aBepsercs
MPOU3BOIUTENIEM
¢opmar: PDF

3aBepsercs
IPOU3BOJUTENIEM
dbopmar: PDF

3aBepsercs
MIPOU3BOJUTEIEM
topmat: PDF

3aBepsercs
IPOU3BOUTENIEM
nin €ro
YIIOJIHOMOYEHHBIM



12

13

TPAHCIIOPTUPOBKE
Takas  uHpOpPMALHSL
OMHUCHIBACTCS:

a) oT4eT 00 MccaeaoBaHNuHA (
BKJIFOYass  MPOTOKOII,
KpPUTEPUHU MPUEMKH);
0) MeToa HCcCIeIOBaHUN B
CMOJENNPOBAHHBIX
YCIOBHUAX;

B) BBIBO I bl u
PEKOMEHIOBaHHBIE YCIIOBHUS
TPAHCIOPTUPOBKH.

Otyer 00 HCCICIOBAHUIX
CTaOMIIBHOCTU HA PEareHThI
U PACXOJHBIH Marepua
BXOJSIINX B KOMIUICKTAIIUIO
MEIUIMHCKOTO M3/IeNUs JIst
in vitro (IVD) nuarHoctuku
3aKpBITOTO THIIA

OTdeTr wWJIM JaHHBIE
HCOBITAHUH Ha
cnenupUIHOCTH u
AHAJIUTUYECKYIO
YyBCTBHUTEIBHOCTD
MEIUIIMHCKOTO M3/eJNS JUIs
in vitro (IVD) amaraocTukw,
B TOM 4YHCIIE BXOISIIUX B
KOMIIIEKTAI N0
MEIUIMHCKOTO M3/IeNuUs JUIs
in vitro (IVD) nmuarnoctuku
3aKpBITOTO THNA (eciau
MIPUMEHNMO K 3asBIICHHOMY
Buny MU), BriIrOUast, eciu
MPUMEHUMO OTCYTCTBHE
MOTPEIHOCTEN (
MOTPEIIHOCTE), MPEeAeIb
JEeTEKLU U u
KOJIMYECTBEHHOTO
OTIpeACNeHNs, IUana3oH
U3MEPEHUH, JMHEWHOCTD,
MIOPOTOBOE 3HAUCHHE

JlaHHBIE O KJIMHHUYECKUX (
KIIMHUKO-JIA00PaTOPHBIX )
HCUBITAHUAX (
HCCIETOBaHMAX ) C

AYTCHTUYHBIM IIEPEBOAOM Ha

PYCCKUH A3BIK PE3yJIbTaTOB
U BBIBOJIOB MCIIBITAaHUH MM
AMEIOIIMECS] KIMHUYECKUE

JIaHHBIC (HayuHBIE
myOnuKanmm).
Nudopmanus 0

MOHHUTOPHUHTEC

+ (Ip¥ HATHYAH
JIEKapCTBEHHOTO +

NpeaCTaBUTENIEM
tdopmat: PDF

3aBepsercs
MPOU3BOIUTEIIEM

3aBepsercs
IPOU3BOJUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
NpeaCcTaBUTENIEM
tdopmat: PDF
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15

HEONIATOMPUATHEIX |
HEeXeIaTeIbHBIX COOBITHH (
nHbOpMaIUL He
MIPEIOCTABIIACTCS sl BHOBB
pa3paboTaHHBIX u
CIIPOEKTUPOBAHHBIX
MEIUIIUHCKOTO H3/ENHs) C
ayTEHTHYHBIM TICPEBOJIOM Ha
pycckuu SI3BIK:
1) crMcok HeXelaTeIbHBIX
COOBITHI  (HEeCUAaCTHBIX
clly4aeB), CBSI3aHHBIX C
UCIIOJIb30BAHUEM M3JIEIHSI, U
yKa3aHue IepHoia COOBITHIA;
2) kpatkue O0030pH IO
KaXXIOMY H3 THIIOB COOBITHI
u  ykaszaTp obOmee
KOJINYECTBO  COOBITHUH
Ka)X/IOTO THIA, O KOTOPBIX
MoCTyHalld OTYeTHl (TIpu
HaIu4uu  OOJBIIOTO
KOJIMYECTBA);

3) chOMcOK OTO3BaHHBIX
MEIUIMHCKUX H3Aenuil u (
WIM)  TOSCHHUTEJIBbHBIX
yBEIOMJIEHUH c
IIPEIOCTAaBICHNEM aHaIN3a
KOPPEKTUPYIOIINX AEHCTBUI
1 TIPUHSATHIX Mepax

JIOKyMeHT 1O KauecTBY:
CTaHapT MEXTYHapOAHBIH,
HAIlUOHANbHBIA  UIH
OopraHu3anuy (TEXHUYECKHUE
yCIIOBUSI, cHenupUKAIIL
METOJIOB KOHTPOJISI TOTOBOTO
MPOAYKTa) C ayTEeHTHYHBIM
MEPEBOIOM Ha PYCCKUH SA3BIK
crnenn(pUKai 1 METOIUK
WCIIBITAaHUN

Nudpopmanus 0
IPOrPaMMHOM OO€CIIeUeHUH
(Ipu ero Hanu4uu):
pe3yabTaThl  BalUJALUU
IPOTPAaMMHOTO 00CCIICUCHHS
, JOaHHBIE O ero
BepH(HKAIUH U TEPBUIHON
9KCIIEPTU3BI, B TOM YHCIE
HHpOpPMAIlUKL O €ro
pa3paboTke U TeCTUPOBAHUU
Ha TPEJUPHUSATHH H IpH

MYJIbTUIEHTPOBBIX
HCCIIEIOBAHMSAX, JAaHHBIX 00
HICHTUGHUKALUU "

MapKHUpPOBKE OHepaHHOHHOﬁ

3aBepsercs
IPOU3BOJUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpeaCTaBUTENIEM
¢opmar: PDF

3aBepsercs
NPOU3BOJUTENICM
UIH ero
YIIOJIHOMOYEHHBIM
NpeaCTaBUTENIeM
tdopmat: PDF
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CHCTEMBI:
a) ykazaThb HauMCHOBaHUC
MIPOTPAMMHOTO 00ECTIEYEeHHUS

0) ykasaTh BEpCHUIO
MPOrPaAaMMHOTO 00ECIICUCHUS

HeoGxonuMo  TO4YHO +
ONMpeNeInTh
MIPOTECTUPOBAHHYIO BEPCHIO,
U 3Ta BEPCUSI COOTBETCTBYET
OKOHYATEJIbHOMU
MOCTaBJIsIEMONl  BepcUH
IIPOTrPaMMHOT0 o0ecTieueHus
)

[IpenocraButrh omnucaHue
MIPOTPAMMHOTO 00eCTIeYEeHHUS
, BKIIFOYasi ONIPEACICHUE TeX
(GYHKIIMOHATBHBIX
XapaKTepUCTHK H3IEIHs,
KOTOpBIE KOHTPOJINPYIOTCS €
MOMOIIb IO 3TOTO
MPOTPAaMMHOTO 00eCTIeYeHHUS
, ammapaTHyio iaThopMmy,
OTIEpallMOHHYIO0 cuctemy (
eciu HNPUMEHHUMO),
UCIOJB30BaHUE TOTOBOTO
CTaHIAapTHOTO
MIPOTPAMMHOTO 00ECTIeYEeHHUS
(ec IPUMEHUMO).

CopaBka C ONHUCaHUEM
obmacTh  NpUMEHEHUS,
Ha3HA4YeHMs, KpaTKOM
XapaKTePUCTUKH
MEIUIIMHCKOTO H3IeNHns,
BapHaHTaMHU HCIOJHEHUS U
KOMIUIEKTYIOIIHUMH (110
hopme)
OKcImTyaTanmOHHBIN
JIOKYMEHT MEIUIUHCKON
TEXHHUKH, YTBEP)KICHHBII B
CTpaHe-IPOU3BOAUTENE C
ayTEHTUYHBIM IIEPEBOJIOM Ha
Ka3aXCKHUIl U PYCCKUM S3BIKH

NHcTpyknus 1o
NPUMEHECHUIO  U3JeNus
MEIULUHCKOIO Ha3HAYCHUS,
yTBEpXKACHHAS B
CTpaHe-IPOU3BOAUTENE C
ayTEHTHYHBIM IIEPEBOJIOM Ha
PYCCKHI SI3bIK

+ (mpwu
HaJTMYUH)

IIpoexT wuHCTpyKIUH IO
MEIUIIHHCKOMY

3aBepsercs
MPOU3BOIUTEICM
UIu ero
YIIOJIHOMOYECHHBIM
npecTaBuTeNIeM
dbopmar: PDF

3aBepsercs
NPOU3BOJHUTENICM
UIu ero
YIIOJIHOMOYCHHBIM
MpeICTABUTEICM
¢dopmar: pdf (B
cocTaBe J0Che),
Excel ornensHo.

3aBepsercs
MPOU3BOJIUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpeaCTaBUTENIEM
tdopmat: PDF

3aBepsercs
IPOU3BOJHUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
NpeaCTaBUTENIEM
tdopmat: PDF
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25

MPpUMCHCHUTIO U3aciIuA

MEIULIIHCKOTO Ha3HAYCHHS,
Ha Ka3aXxCKOM U PYCCKOM

SA3bIKaX

OG6pasnpl  MEAUITMHCKOTO

U3aCIns

CrangapTHble 00pa3usl (pu

ykazaHum 00

ux

IIPUMEHEHUN B JOKYMCHTE

10 Ka4eCTBY)

I'paduueckoe nzoOpakeHue
SPJIbIKA JUT MEIUIMHCKON +

TCXHHUKH

Omnucanue  yHmakOBKH
MEIUIMHCKOro u3menus (
Wnudopmarnmst 06 ymakoBke,
BKJIOYad, MEPBUYHYIO,

BTOPUUHYIO, TPYIIOBYIO,

TPAaHCHOOPTHYIO,

MPOMEKYTOUHYIO YIIAKOBKH;
MPEeIOCTaBUTh HMH(POPMAITHIO
(mampumep, MaTepuad,
cocTaB, pa3mep) JJoKkyMeHThI
, PperiIaMeHTHPYIOIIHE
Ka4eCcTBO YIMAKOBOYHBIX
MaTEepUAIIOB MEIUITTHCKOTO
m3nenus  (CuennpuKanus
KadecTBa, CepTHPUKAT
aHaln3a Ha IEPBUYHYIO
YIAaKOBKY) C ayTeHTUYHBIM
MEPEBOJIOM Ha PYCCKUH SI3BIK

doro (oTtobpaxaeTt
BHEIIHUI BUA H3ZEIH,

KOMIIJICKTYIOIIUX,

pacxXoaHbIX MaTepI/IaJ'IOB)

IIBeTHBIE MaKeTHI YIIAaKOBOK
U JTHKETOK (TepBHYHAs,
BTOpUYHass u (UIn),

TpyNIoBasi YNakOBKH) OT

NPOU3BOIUTEIS
NpeaoCTaBIsACTCS
pa3BepHYTOM

(

B
BHUJIE).

+

+

+

3aBepsercs
3asiBUTENIEM
¢opmar: PDF,
DOC

CornachHo
ITpunoxenuro 3 x
IIpaBunam
MpOBEICHUS
3KCIIEPTU3BI
MEIUIIMHCKOTO
W3IEeTUs

3aBepsercs
MIPOU3BOJUTEIIEM
UIH ero
YIIOJTHOMOYEHHBIM
IpeCTaBUTEIIEM
dbopmat: PDF

3aBepsercs
NPOU3BOJUTEIICM
UIH ero
YIIOJTHOMOYEHHBIM
NpeaCcTaBUTENIEM
tdopmat: PDF

3aBepsercs
IPOU3BOJHUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
NpeaCcTaBUTENIeM
¢dopmar: JPEG

H s MMH
3aBepsercs
MPOU3BOIUTEIICM
UIHu ero
YHOJTHOMOYCHHBIM



26 Ilpu Hamumumum Oonpmoro +

27

28

29

31

KOJIMYECTBA TUIIOPA3MEPOB,
IIBETOBOM raMMBI
IomycKaeTcs
MPEeAOCTaBIEHNUE THUIIOBOTO
MaKeTa Ha OJUH H3
pa3MepoB, mBeT (B ciydae
€CJIM MaKeThl MJICHTUYIHBI)

IIpoekT TekcTa Makerta
YNaKOBKH, OTHUKETKH,
CTHKEpa MEAMIIMHCKOTO
U3JIeNHS Ha Ka3aXxCKOM H
PYCCKOM s3bIKax (B ciryuae
0OJIBPIIIOTO  KOJHMYECTBA
TUIIOPA3MEPOB, IIBETOBOM
TraMMbI JOMMyCKacTCA
yTBEPXKJICHHE  OJHOTO
MakeTa C HCIOJIb30BAHUEM
ab0peBHaTyphI)

Konusi peructparimoHHOTO
YIOCTOBEpPEHUS B
Pecny6nuke Kazaxcran (mpu
nepeperucTpanuu M
BHECCHHUU M3MCHCHUI)

ITucemMo — oOoCHOBaHHE O
TUIIE  MEIUIMHCKOTO
u3genus Jas  in vitro
JUATHOCTUKY (OTKPBITAS WK
3aKphITasi CcHCTEMA) C
ayTEHTUYHBIM MEPEBOJIOM Ha
PYCCKUI SI3bIK

JanHbele o mpouenype
CTepUiM3aluu, BKIIOYas
HH(POPMAIHIO O MTEPBUIHON
SKCHEPTH3Bl  IIpolecca,
pe3yJIbTaThl TECTUPOBAHUS
Ha conepkaHue
MHUKPOOPT'aHU3MOB (CTCIICHb
OMOJIOTHYECKON HATPY3KH),

NUPOTCHHOCTH,
cTepunpHOCTH  (TIpHU
HEOOXOIUMOCTH) c

yKa3aHHEeM  METOIO0B
MPOBECHUS] UCHBITAHUI U
JTaHHBIE O TEPBUYHOU
9KCIIEPTHU3Bl YMAKOBKH C
ayTEeHTHYHBIM IIEPEBOJIOM Ha
PYCCKUI SI3BIK.

CsenieHHsI O IPOU3BOAUTENIE!
HauMEeHOBaHUE,  BHJI
JesITeJIbHOCTH,
IOpUANYecKui amapec, Gopma
COOCTBEHHOCTH, TEepeyYeHb

+

+

+

+(xpome
KJacca)

1

NpeaCTaBUTENIEM
tdopmatr: PDF,
JPEG

Hns NUMH
3aBepsercs
MIPOU3BOJIUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
NpeaCTaBUTENIEM
tdopmatr: PDF,
DOC, JPEG

tdopmat: PDF

3aBepsercs
IPOU3BOJUTENICM
UIH ero
YIIOJIHOMOYEHHBIM
MpeaCTaBUTENIEM
tdopmat: PDF

3aBepsercs
IPOU3BOUTENIEM
UIH ero
YIIOJIHOMOYEHHBIM
IpeaCTaBUTENIEM
tdopmat: PDF

3aBepsercs
NPOU3BOJHUTENICM
UIH ero
YIIOJTHOMOYEHHBIM



32 noapaszaeneHuil u 1o4epHuX + MPEJICTABUTEIIEM
KOMITAHUM C yKa3aHHEM HUX tdopmat: PDF
cTraryca U IOJHOMOYHMH C
ayTEeHTUYHBIM IIEPEBOJIOM Ha
PYCCKHI SI3bIK
Wudopmanus o pazpadboTke
U TIPOM3BOJCTBE: CXEMBI

3aBepsieTcs
MIPOIIECCOB TPOM3BOCTBA,
. MIPOU3BOJHUTEIIEM
OCHOBHBIX cragui

33 Ui1u ero

MPOU3BOACTBA, YIAKOBKH,
. YTIOJTHOMOYEHHBIM

UCTIBITAHUH M TPOLEAYPHI

MpeACTaBUTEIEM
BBIITyCKA  KOHEYHOTIO

dbopmat: PDF
MIPOAYKTa C ayTEHTHYHBIM
[IEPEBOJIOM Ha PYCCKUM SI3BIK
Ilepeyenp crangapTos,

3aBepseTcs
KOTOPBIM COOTBETCTBYET

pousBoauTeENeM (

34 mMemunuHCKOEe H3nmenue (c N
. ero

yKa3aHHUEM CBEJICHUH O HHUX)

YIIOJIHOMOYEHHBIM
C ayTEHTHYHBIM IIEPEBOIOM

. IPEe/ICTaBUTEIIEM)

Ha PYCCKHH SI3BIK
[Mnan cbopa wm ananuza
JIAaHHBIX TI0 OE30IaCHOCTH H 3aBepseTrcs

35 3G PEKTUBHOCTHU TIPOU3BOAUTEIEM (
MEIUIMHCKOTO H3AeNHA Ha + ero
MOCTPErUCTPAUOHHOM YIIOJIHOMOYEHHBIM
Nepruosie C ayTCHTUYHBIM MpeICTaBUTENIEM)
NEPEBOIOM Ha PYCCKUH SI3BIK

3aBepseTcs

16 OTtder 00 aHANH3€ PUCKOB C MIPOU3BOAUTENEM (
ayTEeHTUYHBIM I1EPEBOJIOM Ha - ero
PYCCKHIA SI3BIK YIIOJIHOMOYEHHBIM

MPE/ICTaBUTEINIEM)
WNudopmanns o MapKeTHHTE 3aBepseTcs
UCTOpHUS TIPH YCIOBHUH MIPOU3BOAUTEIIEM

37 ( P puy + (kpome 1 u 2a P (
oOpartieH!s] METUIIMHCKOTO  + r o
U3JIenusl Ha peIHKe Oonee 2 YIIOJIHOMOYEHHBIM
ner) (Ipy HAJTMYUH) IPEe/ICTaBUTEINIEM)

38 Onmuce  DOKYMEHTOB

y + + + + + tdopmat: PDF

PEruCTPalMOHHOIO 10ChE
CocrapieHue cripaBKu Ha MEIMIIMHCKOE M3JCNHE B pa3pe3e KOMIUICKTAIUU Ha KaXIyIO
MOJ€ENb B COOTBETCTBUUU C 11.12

Hanmenosanne Hanmenosanune
HaumenoBanne Monenr Moaenb

MOJ eI ( Mmomenu ( Bug cocraBHOI . Hammenosanue

Bun cocraBHo COCTaBHBIX COCTaBHEIX cocTaBHBIX I
MoauuKa) MOIU(pHUKAINN) YaCTH Ha COCTaBHBIX . . .

YACTU Ha Ka3aXCKOM . yacTe Ha  4YacTedl Ha dYacTed Ha Hi
MM Ha MM Ha PYCCKOM SI3BIKE * sk yactel Ha

o SI3BIKE Ka3aXxCKOM PYCCKOM  Ka3aXCKOM s
PYCCKOM SI3BIKE Ka3aXCKOM PYCCKOM SI3bIKE
o - SI3BIKE SI3BIKE SI3BIKE
SI3BIKE

OCHOBHOM OJIOK

HET13ri 010K
MT

KOMIUICKTYIOIIEC >KUBIHTBIKTAYyIIbLIAp



nporpaMHoOe OarapiiaMabiK
obecrieueHne JKacaKrama

MIPUHAJIEKHOCTh KEpEK-KapaKTaphl

paCXOZ[HLIﬁ I bI ¥ BI H
Marepual MaTepruaigapbl

u3aenue
TUIIOPa3MEPHOTO
psina (c
yKa3zaHueM
quama3oHa
pa3mepos )

pearcHT
[Ipnmeuanue:

* JlaHHBIN TMepeyeHb MPEOCTABIAETCS TAKXKE MPU MEPEPEerucTpalud MEAUIUHCKOTO
U3JIeNNs, OCYILIECTBIIEMOW B COOTBETCTBUU C MOPSJIKOM TOCYJapCTBEHHOM pEruCTpalu,
IIEPEPETUCTPALIMM U BHECEHUS W3MEHEHMI B PETMCTPALMOHHOE JIOChE JIEKAPCTBEHHOIO
CpPEACTBA WM MEIULMHCKOTO W3JENUs, ONpEAeisieMbIM YIOJIHOMOYEHHBIM OpPraHOM
cornacHo nyHKTY 3 crathu 23 Komekca Pecriyonuku Kazaxcran ot 7 uronst 2020 roma "O
3JI0pOBbE HAPOJA U CUCTEME 3/IpaBOOXpaHeHUs".

** IpU HATMYMU HECKOJIBKUX Mojenell (Moau(UKaIil) TaHHBIE 3allOJIHAIOTCS OTACIbHON
CTPOKOM Ha KaXKIyI0 MOJIeTh (MOIU(UKAIUIO)
FH* 3anoaHAeTCS TPU HATMYUHU

IIpunoxenue 3
K IIpaBHJIaM TPOBEACHHS DKCIICPTH3HI
MEIULITHCKOTO U3/IeIHS

®opma

VcnoBus, mpegbaBIgeMEIe K 00pa3naM METUUHCKOTO H3EIHA AJ1A 1ab0paTOpHBIX
HCIBITAHUHA

1. 3agBuTtens 10 MOJa4Yu 3asBJIEHUS HA SKCIEPTU3Y MPEIOCTABIAET PACUET KOJIUUECTBA
00pa3moB OT MPOU3BOAMUTEINS, HEOOXOIUMBIX JJISI TIPOBEICHUS TPEXKPATHOTO aHAIN3a MpHU
71a00PaTOPHBIX UCTIHITAHUSIX.

2. KonndecTBO 00pa3ioB MEAUIIMHCKOTO M3/IETHS, MPEIOCTABISEMbIX JJISI TPOBEACHUS
71a00paTOPHBIX UCTIBITAHUM, OTIPEENSIETCS COTIACHO TPEOOBAHUSIM JOKYMEHTOB 110 Ka4€CTBY,
HAa COOTBETCTBHE KOTOPBIM IUIAHUPYETCA NPOBEACHUE WCIBITAHUM M 3aBUCHUT OT
0COOEHHOCTEW METOMKHU MCIIBITAaHUH, YKa3aHHBIX B JOKYMEHTE 0 Ka4eCTBY MPOU3BOAUTEIIS.

3. KonauuecTBO mpegocTaBisieMbIX 00pa3loB MO COCTABY OTPAKAET BCIO COBOKYIHOCTH
3asIBJICHHOW MPOJYKIMHU, C YYETOM Pa3jInyuus CBOMCTB OTHAEJIbHBIX THUIIOB (MOJENEH) Takou
COBOKYITHOCTH.



4. Jlns 3asBisieMbIX WU3JETWM, OTHOCSAIIUXCS K OJHOMY THUIIOPa3MEpPHOMY PSay, U

COOTBCTCTBYIOIIUX Tpe6OBaHI/I$IM O6H_I€FO JOKYMCHTA IIO KadCCTBY, NMPCAOCTABIIAIOTCA

THIIOBBIC 00Pa3Ibl ¢ 000CHOBAHUEM ITPOU3BOIUTEIIS.

5. HpI/I OTJIIMYHNHN OTACJIBHBIX BHJO0B 3asi4BJICHHOTO MCAUIIMHCKOI'O U3ACJIHA TOJIBKO ITO

I[BETOBOM TaMMe, TOCTATOYHO MPEO0CTABICHUE 00Pa3I[0B OTHOM IIBETOBOM TaMMBI.
6. O6pa3ipl MEIUIIMHCKOTO U3JIENHS TIOCTIE MPOBEICHHUS UCTIBITAHUI HE BO3BPAIIIAOTCSI.

[Ipunoxenne 4
K IIpaBuJIaM IMPOBCIACHUSA OKCIICPTUSDI
MEIUIIMHCKOTO U3IEIHS

Crangapt rocymapcTBeHHOM yciayru "Brinada 3akmodenns o 0€30macHOCTH,
KagecTBe ¥ 3P PeKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKUX H3eIiii"

| HaumenoBanue
yCITyroaTens
Cnoco0Onl

) Npea0CTaBICHUS
rocyJapCTBEHHOM
yCITyTH

3 CBenenus 00

ycIIyromnoiryyaTesne

Cpox  okazaHuUs
4 rocyaapCTBEHHOM
yCIIyTH

PecrryOnukaHCKOe TOCYJapCTBEHHOE MpEANpHUATHE Ha IpaBe XO34HCTBEHHOTO
BeneHus "HanuoHanbHBIH IEHTP JKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB,
MEIUIMHCKHUX u31enuii" Komurera MeMIMHCKOro U (papMareBTHYECKOT0 KOHTPOJIS
MunucrepcTBa 3apaBooxpaneHus Pecrryonmkn Kazaxcran (nanee — ycimyrogaresns)

l)ycnyronmatens,;
2) BeO-mtopTai "3MEeKTPOHHOTO MpaBUTENbCTBA" WWW.gov.kz (nanee - mopran).

dm3ndgeckue u HOPUANYICCKUC JINLA (z[anee - YCJ'IyTOHOJ'Iy‘IaTGIIL)

TSt JTeKapCTBEHHBIX CpencTB:
IIPY TOCYIapCTBEHHOH peructpanun — He 6osee 210 (aByXcoT AecsTH) KaJeHAAPHBIX
I H e " ;

NpyU TOCYJAapCTBEHHOW mepepeructpanuu — He Oosee 120 (cta aBamgaTh)
KaJleHaxapHBH X oOHEn,;
IIpY BHECEHUU U3MEHEHMH B perucTpanuoHHoe aocke thna IA, tuna Ib u tuna Il ¢
IIpOBeIeHNEM J1a00paTOPHBIX UCTIBITaHUK — He Oostee 90 (TeBSHOCTA) KaJeHIapHBIX
I H e u ;

IIpU BHECEHUH W3MEHEHHH B perucTpannoHHoe nocke Trma [A, tuma Ib u tuma 11 6e3
MpoBeieHNs 1ab0paTOPHBIX UCIIBITAaHUN — He Ooiiee 60 (TIecTuaecsITH) KaleHaapHbIX
I H e 7| ;

Ha TMPOBEIEHUE YCKOPEHHO 3KCIIEPTH3HI JIEKApCTBEHHOTO cpeacTBa — He Oomee 70 (

CEMHUAECSITH) KaJlleHJapHBIX JHEH.
9KCIEPTH3a JICKAPCTBEHHBIX CPEICTB, YYaCTBYIOIIMX B IPOLEIYPEe COBMECTHOM

npexkBanmndukanun BO3 — He Oomee 90 (meBSHOCTO) KaJeHAAPHBIX IHEH;
I 15 MEIHIOUHCKUX U30CeNNuN:

IIPH TOCYNAapCTBEHHON pPETHCTpalny, Mepeperucrpanuu kiacca 1 u kiacca 2a,
TPeOYIONIMX MPOBEICHUS JIA0OPATOPHBIX HCIBITAHUNH — He Oojsiee 90 (meBsiHOCTA)
KadleHIapHEBH X oHEH,
IIPY TOCYJapCTBEHHOM PErucTpanuy, IepeperucTpanin kiacca 26 (¢ MoBBIIEHHOH
CTCMEHBI0 pHCKa) W Kjiacca 3 (C BBICOKOH CTENEHBIO PHUCKA), TPEOYIOIUX
MPOBENCHUST JTA0OPaTOPHBIX HMCHBITaHUH — He Oomee 160 (cTa mmIeCTHOECATH)
KaJleHaapHBH X OHEH,;
IIPY TOCY/IapPCTBEHHON PEruCTpalny, MepeperucTpanni MEAUIMHCKOTO U3/IeTHs, He
TpeOYIOIIEro MpoBeICHHs J1a00PAaTOPHBIX MCIBITAHUI HE3aBHCUMO OT KJjlacca — He
Goisee 90 (neBsiHOCTA) KaJeHIapHBIX OHEH;
IpH BHECCHHMH HM3MCHEHHH B pPETHUCTPallMOHHOE Jaochke (0e3 MpoBeAeHUs



dopma okazaHus
5 TrocynapcTBEeHHOM
ycIyru

PesynpTaT OKazaHug
6 rocynapCTBEHHOM
ycIyru

Pasmep omuarsl,
B3UMaEMOH c
yCITyromnoiryyaTesns npu
OKa3aHHUU
roCcyJapCTBEHHOU

7 yCIIyTH, U CIIOCOOHBI e
B3UMAaHHS B CIydasx,
MPEeayCMOTPEHHBIX
3aKOHOJATEeIbCTBOM
PecnyGnuku
Kazaxcran

71a00paTOPHBIX UCHBITaHUI) — He Oonee 60 (WecTHIecATH) KaleHAApHBIX IHEH;
OpH BHECCHWM H3MEHCHHH B PErHCTPAalMOHHOE J0Che (C MpOBEACHUEM
mabopaTOpHBIX UCTBITaHU) — He Oonee 80 (BOCHMUIECATH) KallEHAAPHBIX IHEH;
IpU yCKOpeHHOW »sKcmepTuze — He Ooxee 30 (Tpuamatu) pabodymx [IHEHH;
MakcuManbsHO JOIYCTUMOE BpEMA OXKUIAHUA JIA CAa4Yr MMake€Ta JOKYMCHTOB - 15
M U H y T ;

MakcuMalIbHO JIOIyCTUMOE BpeMsl 00CITyKuBaHus yciyrononydaresns — 30 MUHYT.
YcnoBus NPUOCTAHOBIECHUS OKa3zaHWs yCcayTru:
B cpoku mpoBeneHHS OIKCIEPTU3BI JICKAPCTBEHHOTO CPEACTBA, MEAUIIMHCKOTO
U3ACIHUS He BXOXSAT CPOKH:
1) npenocraBieHUs yCIyronoxydarelieM TOKYMEHTOB 1 MaTepHaoB 10 3aIpocy Ha
m000M M3 3TaloOB OKCHEPTH3Bl M HX PAaCCMOTPEHHE YCIyTroAaTeleM;
2) opraHuM3alMd ¥ TPOBeJeHHS (apMaleBTHUECKOW WHCIEKIMH, WHCIEKINU
MEIUIUHCKOTO U3IECITUS;
3) OpTraHu3anun n MPOBEACHUS DKcnepTHOTO COBETA;
4) cornacoBaHHMs yCIyronory4yaTeleM HTOTOBBIX JOKYMEHTOB.

DJeKkTpoHHas (YJACTHYHO aBTOMaTU3UpOBaHHas1) (OyMakHas)

Hns JTE€KapCTBEHHBIX CpPEencTB:
Bbiaua 3akmodeHust 0 6€301acHOCTH, KauecTBe U AP PEKTUBHOCTH JIEKaPCTBEHHBIX
cpenctB mo ¢opmaMm cornacHo mpuioxeHusMm 14, 15 k [IpaBunam mpoBencHUs
9KCHEPTH3bI JIEKAPCTBEHHBIX CPEJCTB, TUOO MOTHBHUPOBAHHBII OTBET 00 OTKas3e B
OKa3aHUU TOCYHAapCTBEHHOW YyCIyrH B CiIy4dasxXx M 110 OCHOBAaHUSM,
IIPEAYCMOTPEHHBIM IMyHKTOM 10 HacTOSIIEero CTaHAapTa TOCYAapCTBEHHOW yCIyTH.
@®opmMa BbIZaua pe3ynbTaTa OKa3aHHWA TOCYJApCTBEHHOW YCIYTH: 3JEKTPOHHAas
YcnoBue  BRIIaUM  pe3ynbTaTa  OKa3aHUS  TOCYJAapCTBEHHOHW  yCIyTH:
Uepes ycliyrogarteins
Hns MEIULUUHCKUX H3Jenui:
Briaua 3akmodeHnst o 6€30mMacHOCTH, KadecTBe U 3()h(HEeKTHBHOCTH MEIUIMHCKUX
m3nenuii mo gopmam coriacHo mpmiokeHusM 12, 13 k IlpaBunam mpoBeneHus
9KCHEPTHU3bl MEAWIMHCKUX W3JEIUH, TNO0 MOTHBHPOBAHHBIH OTBET 00 OTKa3e B
OKa3aHUU TOCYAapCTBEHHOW YyCIyrH B CiIy4dasX M 10 OCHOBAaHUSAM,
MPEAYCMOTPEHHBIM TTyHKTOM 10 HacTofIero craHjapra rocyJapCTBEHHON YCIyTH.
dopma BbIauya pe3yibTaTa OKa3aHWs TOCYAapCTBEHHOW yCHyru: OyMmakHas.
VYcnoBue  BeIIauM  pe3ynbTaTa  OKa3aHUS  FOCYJApCTBEHHOW  yCIyTH:
YUepes ycayromgaTtens
VYcioBue XpaHEHHUS YCIyrojaTeleM HEBOCTPEOOBAaHHBIX B CPOK IOKYMEHTOB:
ITpu He oOpareHnn ycIyromnoay4aTess 3a pe3yIbTaTOM FOCYAapCTBEHHON YCIIyTH B
yKa3aHHBIA CpPOK, YCIyrojaartelb O0OeClne4YMBaeT XpaHEHHE 3aKJIIOUeHUs O
Oe3omacHOCTH, KayecTBe H J(PQPEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB U
MEIUIMHCKUX H3enuid B TeueHne 180 (cTa BOCbMUAECITH) KaJleHAapHBIX JHEH

Omuiara, B3UMaeMas ¢ yCIyTroInoJydarens Mpyu OKa3aHUU FOoCyJAapCTBEHHOHN YCIIyTH,
YCTaHABIMBAE€TCS B COOTBETCTBHUM C MPEHCKYpaHTOM YyCIyrojartes,
YCTAaHABJIMBACMBIA  YIOJHOMOYCHHBIM OpPraHOM II0 COTJIACOBaHUIO C
AHTUMOHOIIONBHBIM OPraHOM B COOTBETCTBHM ¢ MyHKTOM 2 ctaThu 239 Kopgekca
Pecrrybmukn Kazaxcrar ot 7 mroms 2020 roma "O 3m0poBbe Hapoaa U CHCTEME
3IpaBOOXpaHEHUA" W OCYIIECTBISIETCS B OE3HATMYHON (popMe Ha pacdeTHBIH CUeT
ycIyrogatens



I'padpux  paboTsl
YCIyroaaTest

Ilepeuenb TOKYMEHTOB
HEOOXOOUMBIX ISt
OKa3aHUs
roCy1apCTBEHHOU
yCITyTH

1) ycnyronmarenss — ¢ moHejaenbHuka nmo matHuny, ¢ 9.00 go 17-00 wacos c
nepepsiBoM Ha 00en ¢ 13.00 go 14.00 yacoB, KpoMe BBIXOTHBIX M TPa3IHAIHBIX
nHer cormacHo TpynoBomy kognekcy PecmyOmmkm Kazaxcran ot 23 HosiOps 2015
romga (mamee - TpynoBoi KOJEeKC).
2) mopTayia — KpyriloCyTOYHO, 33 UCKIIIOUEHHEM TEXHHUUECKHUX MEePEPHIBOB B CBSI3U C
MPOBEICHUEM PEMOHTHBIX paboT (TpU OOpANICHUH YCIYyTrOMoJydaTesst MOcIe
OKOHYAHHS pPabOuYero BPEMEHH, B BEIXOJHBIC W MPA3THAYHBIC THU COTIACHO
TpymoBoMy KOIEKCYy WpHeM 3asBICHHS W BBJIada pe3ylbTara OKa3aHUs
TOCYJapCTBEHHOW YCIYTH OCYIIECTBISACTCA CICAYIOIIUM paboduM JTHEM).

Venosue 06CayXHUBaHHS yCIyTrogaTeaeM:
T'ocynapcTBeHHas yCayra OKasbIBacTCs B MOPSAKE odepenu, 6e3 MpeaBapuTeIbHOM
3alHuCH, 0e3 YCKOPEHHOTO ob6CcnyXHUBaHHUS.
Anpeca MeCT OKa3aHMsS TOCYJapCTBEHHOH YyCIyrH pa3MEIeHBl Ha:
1) HHTEpHET-pecypce yciyropartens - www.ndda.kz;

2) moptane www.egov.kz

K ycunyroapgarTtemnio:
1) 3asBieHUE Ha NMPOBEACHUE SKCIEPTH3BI JIEKAPCTBEHHOTO CpeICTBa 1O (Gopme
coriacHo mpmioxkeHuto 1 k [IpaBuinam mpoBeACHUS 3KCIEPTH3BI JIGKAPCTBEHHBIX
CpElCTB, 3asBIICHUE Ha IPOBEACHHUE JKCIEPTHU3Bl MEIUIIMHCKOTO H3JCTUS Ha
AJIEKTPOHHOM HOCHTENe Mo ¢opMme coriacHo mnpminoxkennio 1 k IlpaBmmam
MIpOBEICHUSA SKCIEPTH3EI MEIUINHCKUX U3AeNunii;
2) perucTparoHHOe J0Che JEKapCTBEHHOTO CPEACTBa, COAEprKallee MaTepHallbl U
JOKYMEHTBI 10 (hopMe COrJIacHO MpHIOXKeHHI0 2 K [IpaBuiaamM mpoBeacHHUS
9KCIIEPTHU3BI JICKAPCTBEHHBIX CPEJICTB Ui npousBoautenell Pecnyonuku Kazaxcran
unu B (dopmare OOmMEro TEXHUYSCKOTO ITOKyMEHTa IO QopMe COTIACHO
npunokeHuto 3 k [IpaBmimaM mpoBeneHUs 3KCIEPTH3BI JEKAPCTBEHHBIX CPENICTB,
PETHCTPAIIIOHHOE JOChE METUIIMHCKOTO W3NS Ha JIIEKTPOHHOM HOCHTEIE,
cojeprkaiiee MaTepuansl U JOKYMEHTHI 1Mo (opMe COTIACHO NMPWIOKEHHI0 2 K
IIpaBunam IIPOBEAEHUS DKCIIEPTU3BI MEIULUHCKUX U3JEeIUH;
3) oOpasifbl JIEKApCTBEHHBIX CPEJICTB, MEIUIIMHCKUX U3MCIHNA (332 HUCKIIOUCHUEM
MEIMIUHCKUX U3JIENUM, SBISIONUXCS alliapaTaMu, MpuOopaMu, 000pya0BaHHEM),
CTaHIapTHBIC O0Opa3bl XUMUYCCKHX BEHISCTB, CTaHIApTHBIC 0Opa3Ibl
OMOJIOTHYECKUX TPENapaToB, TECT-IITAMMBI MHKPOOPTAaHH3MOB, KYIBTYp KIIETOK,
crienn(pUuecknx peareHTOB, PAacXOIHBIX MAaTEPHaloB, HEOOXOOUMBIX IS
BOCHPOU3BOJAUMOCTH MECTOAUK na60paTopHHx HCHBITAHUNA B KOJIMYCCTBAX,
JOCTATOYHBIX IJIsI TPEXKPATHBIX ﬂa60paTopH1)1x HUCIBITAHUN C OCTAaTOYHBIM CpOKOM
TOJTHOCTH HE MeHee 9 (IeBsTH) MECSIEB (3a UCKITFOUCHUEM CIyJaeB, HE TPEOYIOMUX
MPOBEACHUS n1abopaTOpPHEIX HCIBITAHUN);
4) KOIHUIO TOKYMEHTA, IMOATBEPKAAOIIETO OIDIATY YCIYTOMoaydaTeJIeM CYMMBI JUIs
MpOBENCHUS SKCIMEPTHU3BI.HA mopTan:
1) 3asBIeHNE B AIIEKTPOHHOM BHJE HA TPOBEACHUE IKCIEPTU3HI JIEKAPCTBEHHOTO
cpeacTBa o ¢popmMe coriacHo npuiokeHuto 1 k [IpaBuiaaM npoBeeHHs SKCIIEPTH3bI
JIEKAPCTBEHHBIX CPECTB, HA MPOBEACHUE IKCIECPTH3Bl MEIUIUHCKOTO H3ACIHSI 110
¢dopme cormacHo mnpuiaokeHur 1 k [IpaBuimaM TpPOBENCHUS DKCIEPTU3HI
MEAIHUIHUHCKHX U3 CIUuM;
2) SIEKTPOHHYIO KOIHIO PETHCTPAIIMOHHOTO [IOChE JIEKAPCTBEHHOTO CPEICTBA,
cozeprkaiiee MaTepuanbl U JOKYMEHTHI 1Mo (opMe COTIAaCHO MPHIOKEHHIO 2 K
HpaBI/I.HaM MPOBCACHHUSA OKCIIEPTU3BI JICKAPCTBEHHBIX CPEACTB IJIA HpOHSBO}]HTeJ’[eﬁ
Pecniyonuku Kaszaxcran wim B ¢dopmate OOIIEro TEXHHYECKOIO TOKYMEHTa IO
¢dbopme cormacHo mnpuiokeHur 3 k [IpaBuiaM TpPOBENCHUS HKCIEPTU3HI
JIEKapCTBEHHBIX CPEICTB, JJIEKTPOHHYIO KOIMHUIO PETHCTPAIMOHHOIO JIOCHhE
MEIUIIMHCKOTO HW3JETHs COTJACHO TIpuiokeHuio 2 K [lpaBuimam mpoBeneHHUs
SKCIEPTH3HI MEAULIHHCKHX 17914319787
3) oOpasmpl JEeKapCTBEHHBIX CPENCTB, MEAUITMHCKUX W3IEINi, CTaHIapTHBIC



OcHoBaHus I OTKa3a
B OKa3aHUH
rocy1apCcTBEHHOM
ycayru,
YCTAHOBJICHHEIC
3aKOHOJATEIbCTBOM
Pecny6unuku
Kazaxcran

10

Wnrble TpebGoBaHUS C
y4eToM 0COOEHHOCTEH

11 oxazaHus
rocy1apCTBEHHOM
yCIyru

o0pasupl, crierudruyeckue peareHThl, pacXoJHble MaTepHalbl, HEOOXOIUMBIE JUIS
BOCIIPOM3BOAMMOCTH  METOIUK JIaDOpPAaTOPHBIX  WCIBITAHUH, 3asiBUTENb
npenocraniseT B LlenTp obciyxuBanus 3assuteneit (namee - 1103) ycnyromarens B
KOJIMYECTBAX, AOCTATOYHBIX UISl TPEXKPATHBIX HCIBITAaHUI ¢ OCTaTOYHBIM CPOKOM
TOJHOCTH He MeHee 9 (IeBSATH) MecsIeB (3a UCKITIOUEHHEM CIIydaeB, He TPeOyIomux
IpOBEICHHUS nabopaTopHBIX UCHBITAHUIH);
4) DJIEKTPOHHYIO  KONHIO JOKyMEHTa, MOATBEPXKJIAIOIEr0  OIJIaTy
yCIyromnoJyydarenem CYMMBI JUTSt MpOBEICHUS 9KCIEPTH3HI.
CeeeHHsT O JOKYMEHTE, YIOCTOBEPSIOIIEM JHMYHOCTH, O TOCYAapCTBEHHOM
peructpauu (MEepeperucTpaluy) OPHUINYSCKOr0 JIHLA, CBHICTENIBCTBA O
TOCYIapCTBEHHON PETHUCTPALMU YCIYTONOdy4aTens B KaueCTBE MHANUBHIYAJILHOTO
npeanpuHuMareia, CcoJcpKamuecsds B TOCYHAapCTBECHHBIX I/IH(bOpMaHI/IOHHbIX
cUCTeMaX, YCIyrojaTelb IIOJlydaeT U3 COOTBETCTBYIOLIMX TIOCYIapCTBEHHBIX
WH(GOPMAIMOHHBIX CHCTEM dYepe3 [UI03 "IJIEKTPOHHOTO IPaBHTENbCTBA'.
Ycnyronomaydarens JaeT cOIiacMe Ha MCIIOIb30BAHHE CBEICHHWH, COCTAaBIIAIOMINX
OXpaHsAeMYI0 3aKOHOM TaifHy, CollepKaluxcs B HHOOPMAIMOHHBIX CHCTeMax, IpH
OKa3aHUM T'OCYIApPCTBEHHBIX YCIYT, €CIM HHOE He HPEAyCMOTPEHO 3aKOHAMH
Pecnyb6nuku KazaxcraHn.
[MonTBepikaeHHEM NPUHATHS 3asIBICHNS Ha OyMa)KHOM HOCHTEJE SIBJISIETCS OTMETKa
Ha ero konuu o perucrpauuu B 1103 yciyronarens ¢ ykasaHHeM AaThl U BpPEMEHU
IIpreMa TMaKeTa JOKyMEHTOB.

1) ycTaHOBIIEHHE HEJOCTOBEPHOCTH JIOKYMEHTOB, IPEACTABJICHHBIX
YCIYTonoIy4aTenaeM JUIsl MOIy4YeHUs TOCyIapCTBEHHON ycinyTH, U (WJIH) AaHHBIX (
cBeJeHuil), comepX)aluxcs B HUX;
2) HECOOTBETCTBHE YCIyromoiydartesss M (WIHM) TPeNCTaBICHHBIX MaTepHaoB,
00BEKTOB, AaHHBIX W CBEACHUH, HEOOXOIMMBIX JUISI OKa3aHWs TOCYIapCTBEHHOMH
ycnyrd, TpeboBaausaM IIpaBuin npoBeneHUs SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U
MEIHUIHUHCKHX U3ACNUMN;
3) B OTHOUICHHH YCIyTOIlOJIy4aTelss MMeEeTCs BCTYIHUBIIEE B 3aKOHHYIO CHITY
penieHue (IIPUTOBOP) CyJa O 3AIPEUICHUH AEATENbHOCTH WM OTJENbHBIX BUAOB
JeITEIEHOCTH, TPEOYIOIUX MOJIy4eHHs OIpeNesIeHHON rocyIapCTBEeHHON YCIyTH;
4) B OTHOWICHWH YCIYromojydaTenss WMeeTcs BCTYIHUBIIEE B 3aKOHHYIO CHILY
pelIeHne cyia, Ha OCHOBaHHH KOTOPOTO YCIIyTOIOIy4aTelb JUIICH CIEeHaIbHOTO
IIpaBa, CBSI3aHHOTO C MOJIy4YE€HUEM I'OCYAapPCTBCHHON YCITyTH.

VYcnyrononydarenb 3akiiodaeT C yCIyrojaTeleM JOroBOp Ha IPOBEACHHUE
9KCIIEPTU3BI ¥ TPOM3BOIMT OIUIATYy B COOTBETCTBUH C IPEHCKYypPaHTOM YCITyroJaTels,
YCTAaHaBIMBAEMbIM YIOJHOMOYEHHBIM OPraHOM IO COTJIaCOBAaHHWIO C
AHTHMOHOIIOJIEHBIM OPTaHOM B COOTBETCTBHH ¢ IyHKTOM 2 ctatbu 239 Kogekca
Pecrry6nmukn Kazaxcran ot 7 mrons 2020 roma "O 3m0poBbe Hapoaa U CHCTEME
3ApaBooOXpaHeHHUST".

[TomHOMOUMST TIpEeNCTaBUTENS YCIYronoiay4daTess 0(pOPMIISIFOTCS B COOTBETCTBHH C
rpaXk1aHCKUM 3aKOHOJATEJbCTBOM Pecnybnukn KazaxcraH.
J1nst mosy9eHus rocyAapcTBEHHON YCITyTH yepe3 rmopTai Heooxoaumo Hammuue D1IIT

Ycnyrononyyarenp IIoJlydaeT HHQOPMAlMIO O MOPSIOKE U CTaTyce OKa3aHUs
rOCYyIapCTBEHHOH YCIYTH B PEXUME YAAICHHOTO JOCTYIa IIOCPEACTBOM '"ITHYHOTO
kabuHeTa" WHQOPMAIMOHHOW CHCTEMBI YCIyroAareis, a TaKXe eJHHOro
KOHTaKT-IIEHTpa [0  BOIPOCAaM  OKa3aHWs  TOCYJapCTBEHHBIX  YCIYT.
Ycnyrogarens HpH  HEOOXOIWMOCTH 3alpallliBaeT y YyCIYTONONIydaTems
pa3bsACHEHHS WM YTOYHEHHUS 10 KOHKPETHBIM MOJIOKCHUSM B NPEIOCTABICHHBIX
JOKYMEHTaX M MaTepuajaX perucTpandoHHOr0 gocke. [lepenncka ocymiecTsiseTcs
myTeM (opMHUPOBAHHUS IMEKTPOHHOTO JOKYMEHTA Yepe3 HHPOPMAIIMOHHYIO CUCTEMY



yciyrojarenass wWiM Ha OyMaxHbIX Hocutensx uepes [lO3 yciyromarens.
Enunblil KOHTaKT-LEHTp 110 BONPOCaM OKa3aHMs TOCYJapCTBEHHBIX ycnyr: 1414.

Kanoba momaercs B MUCHbMEHHOH (opMe Ha UMS PYKOBOAMTENS yCIyrogaTens U
MOJUISKUT PACCMOTPEHHUIO B TeUeHHE 5 (TITh) pabovnX JTHEH CO JIHS €€ PerucTpaunum
. MOTHBHPOBaHHBIH OTBET O Pe3yJbTaTax PacCMOTPEHHs KaJoObl HAIPaBISETCS
3asgBUTENIO MO TOYTE JHOO BBIJACTCS HAPOYHO B KaHLEISIPUM YCIyrojaTess.
JKano6a, mocTynuBIIas B anpec YIOJTHOMOYSHHOTO OpraHa Mo OLIEHKEe W KOHTPOJIO

[Mopsimox o0xamoBaHUs
peuieHu#, nedcTBUi (
Oe3nelricTBUA)
12 ycnyromaTtens 1o
32 KauyeCTBOM OKa3aHUS TOCYAAPCTBEHHBIX YCIYT, TOIUICKHUT PACCMOTPEHHUIO B
BOIIpOCaM OKa3aHUs
TrOCyIapCTBEHHOU

yCIyru

Tedenne 15 (maTHamumatu) paboyMx JHEW CO JOHSA €€ PEerHCTpaIuu.
B ciyuasx Hecoriacusi ¢ pe3ysibTaTaMH OKa3aHHOM TOCYINapCTBEHHOH YCIYTH,
3asBUTENh 00palaeTcst B Cy/l B yCTAaHOBJICHHOM 3aKOHOAATENILCTBOM PecmyOmuku
Kazaxcran nopsiaxe.

ITpunoxenue 5
K [IPaBUJIaM IMPOBEAEHUS SKCIEPTU3BI
MEAULUHCKOTO U3IETUs

dopma

Orger HauaTbHOM YKCIEPTH3HI MEUIMHCKOTO H3EIHA, IPEACTaBICHHLIX Ha
BKCHEPTHU3Y

HpOBe,HeHa HadaJibHasd SKCIIEpTH3a MCOAUIHMHCKOIO HU3ACIHA, IPEAOCTABIICHHOTO Ha
SKCIIECPTU3Y
1.  @®.1M.0. (npu HATHMYUH) IKCTIEpTa
Ne 3asBKH 1 ;1aTa
Jlata mocTyIUIeHHs! JOKYMEHTOB Ha HA4aJbHYIO SKCIIEPTU3Y
Toprosoe HaMMEHOBaHUE MEAULIUHCKOTO U3HEIH
Ha3znaueHne MeIUIIMHCKOTO U3EITHS
O06nacTb NPUMEHEHHS

Knacc B 3aBHCHMOCTH OT CTENEHHU ITOTCHITHATBHOTO prCKa MPUMEHEHUA

el el RSN I I B

3asBUTEIH

JlaHHBIE O IPOU3BOAUTENE:

HanmeHnoBanue IOpunnyeckuit
Ne Tun opranu3ani UM Y4acTOK IIPOU3BOJICTBA Crpana

OpraHu3aIu azpec
1. IlpousBoautenb
ITpousBoacTBEHHas IUIOLIAKA

VnoHOMOYeHHBIH MNpeACTaBUTCIIb IIPOU3BOAUTCIIA

RN

YnakoBUIuK (py HEOOXOAMMOCTH )

KoHTakTHBIE AaHHBIC YIOJHOMOYEHHOI'O JHMIA MO MOHHUTOPHHTY
5 HeOMarompusATHBIX COOBITHH (MHOHUICHTOB) HA TEPPUTOPHUH
Pecny6immkn Kazaxcran

1. HavanbHas skcrepTr3a MO OIEHKE MOJHOTHI, KOMIUIEKTHOCTH U COOTBETCTBUS
JIOKYMEHTOB PETHCTPAIMOHHOTO JI0ChE, MPEICTABICHHBIX 3asBUTEIIEM B PErUCTPALIMOHHOM
J0Che, TPEOOBAHMSIM JIEUCTBYIOIIETO 3aKOHOIATEHCTBA

(YKa3bIBaIOTCS 3aMeYaHus 10 HEKOMIUIEKTHOCTH JI0Ch€ U HEMPABUILHOCTU O(POpMIICHUS
JTIOKYMEHTOB).



2. Peructpaiiusi B CTpaHe-Mpou3BOAUTENE (M3TOTOBUTEIIE) U IPYTUX CTpaHAX:

Ne Crpana Ne mokymeHTa, yIOCTOBEPSIOLIETO PETUCTPALINIO Hata Beigaun  IIpumedanue skcnepra

3. CooTBeTCTBHE KJIacCa MEIMIIMHCKOTO H3JI€NIMS B 3aBUCHMOCTH OT CTENEHHU
MOTEHIMAIBHOTO pHUCKAa MPUMEHEHHs, YKa3aHHOTO B 3aABJICHUU U JIOKYMEHTax
PErUCTPALIMOHHOTO JIOCKE:

Knacc B Kmacc B coorBeTcTBHUH C HaumenoBanue JAOKYMCHTA B I
NMCYaHUC
Ne cooTBeTCTBHH € JAOKYMCHTAMHU PETrUCTPANHMOHHOTO PErUCTPAllMOHHOM J0CHC 00 YKazaHuu P
OKCIICpTa
3a4BJICHUCM JOChE Kj1acca P

4. OneHka HaJIU4MsI MAKETOB YMaKOBKHU, ITUKETOK, CTUKEPOB Ha BCE BHUJIbI YIIAaKOBOK
3asIBIISIEMOTO MEIUITMHCKOTO M3ACIHS M €T0 MOJAU(PUKAIINIA B COOTBETCTBUH C TPEOOBAHUSIMH
3akoHosatenscTBa PecmyOonuku Kazaxcran B cdepe oOpaiiieHus JeKapCTBEHHBIX CPEJCTB U
MEIUIIMHCKUX U3JICIIHUH.

5. 3akiroueHue:
OTka3aTh B JalbHEHIIeH SKcrepTH3e (C 000CHOBaHUEM)

[IpoaomKUTh IKCIEPTU3Y MEIULIMHCKOTO U3/1ENNs

PykoBoauTeNb CTPYKTYPHOTO TOAPA3ACICHUS

MNOJIMHUCH ®.1.0 (npu HAIUYUU)

MOJIMNUCH ®.N.0 (npu HaJIUYUU)

[Tpunoxenne 6
K ITpaBuJIaM IMPOBCIACHUSA OKCIICPTUSDI
MEIUIIUHCKOTO U3CITHUS

dopma

Otger HavaTbHOM YKCIEPTH3HI H3MEHEHHI, BHOCHMEIX B PETHCTPAIMOHHOE JIOCHEe
MEIUIHCKOI'0 W3e/IrL

IIpoBeneHa HavaibHaAsg DKCIEPTHU3Aa MEAULIMHCKOTO HU3JEIUs MPEAOCTABICHHOIO Ha
DKCHEPTU3Y IPU BHECEHUU U3MEHEHNN B PETUCTPALIMOHHOE JOChE

1. @®.N.0. (npu HATUYIHUH) SKCIIEpPTa
Ne 3asBKH U 1aTa
Jlata mOCTyIUIEHHS TOKYMEHTOB Ha HAYaJbHYIO SKCIIEPTH3Y

2
3
4. ToproBoe HAMMEHOBAaHUE MEIUIIMHCKOTO U3/
5 Ha3naueHnune Me JUITMHCKOTO U3AEIIUSI

6

O6nacTh NpUMEHEHUS



7. Kiacc B 3aBUCHIMOCTH OT CTEIICHH IMOTCHIIHAIFHOTO PUCKA TIPUMCHEHUS
8. 3asBUTEID

JlaHHBIE O IPOU3BOAUTEIE:

HanmenoBanune IOpunmaeckmii
Ctpana

Ne Tum opraHu3aIuy WM yY4aCTOK IPOU3BOJICTBA
OpraHu3alu azipec

1. TIpousBoauTenb

[Tpou3BoOACTBEHHAS TLTOLIA KA

YTIOIHOMOYEHHBIH MPeCTaBUTENb IPOU3BOAUTENS (TIPH HATTMYUH)

ST

YnakoBIwK (IIpu HEOOXOIUMOCTH)

KoHTakTHBIE NaHHBIE YIOJHOMOYEHHOTO JIMIa IO MOHUTOPHUHTY
5 HeOIarompusATHBIX COOBITUH (MHIUICHTOB) HA TEPPUTOPHH
Pecnyoimku Kazaxcran

1. HauanpHas skcmepTr3a KOMIUIEKTHOCTH PETUCTPAIMOHHOTO JI0ChE U TIPaBUILHOCTH
oopMIIeHUS TPEJCTABICHHBIX TOKYMEHTOB COTJIACHO TEPEYHIO0 BHUIOB HW3MEHEHUH,
BHOCHUMBIX B PETUCTPANMOHHOE JOChE€ MEIUIIMHCKOTO H3JACHHS B TEPUOJ ICHCTBUSA
PETHCTPAIMOHHOTO YJIOCTOBEPEHUSI COTIACHO MpuioxkeHuto 14 k HactosmmM [IpaBunam (
YKa3bIBAIOTCS 3aMEUaHMs MO0 HEKOMILIEKTHOCTH JIOChE, HEOOXOIUMOCTH TMPEAOCTABICHUS
00pa310B METUITMHCKOTO U3/IeTNS U TPABUILHOCTH O0(OPMIICHUS TOKYMEHTOB).

2. Peructpaiusi B cTpaHe-npou3BoANTENE (M3TOTOBUTEIIE) U IPYTUX CTPAHAX:

No Crpana Ne mokymeHTa, yAOCTOBEPSIOIIEIO PETUCTPALIUIO Hata Beijaun  IIpumeuanue skcrepra

3. CooTBeTCTBHE KJacca MEIULIMHCKOIO M3IEIUsS B 3aBUCHUMOCTH OT CTEIEHU
NOTEHUHAIBHOTO pHUCKa NPUMEHEHHUS, YKa3aHHOIO B 3asBICHMM U JOKYMEHTax
PETUCTPALIUOHHOTO JJOCHE:

Knacc B Knacc B coorBerctBuum ¢ HaumMeHoBaHME  JOKyMeHTa B I
HMeYaHe
No COOTBETCTBUM €  JIOKYMEHTaMU PETUCTPAIMOHHOTO PETUCTPAIMOHHOM J0Che 00 YKa3aHUH P
JKCIIEpTa
3asBJICHUEM JI0ChE KJacca P

4. OueHKa HaIMYUSI MAKETOB YMAaKOBKHU, 3TUKETOK, CTUKEPOB HAa BCE BUAbl YIAKOBOK
3asBJIIEMOT0 MEIUIIMHCKOTO U3/ISTUs U €r0 MO (PUKAIIMI B COOTBETCTBUHU ¢ TPEOOBAHUAMU
3akoHoaaTenbcTBa PecnyOnuku Kazaxcran B cepe oOpalieHus JeKapCTBEHHBIX CPEACTB U
MEIUIUHCKUX HU30CITNUH.

5. Buasl BHOCUMBIX U3MEHEHUUW B COOTBETCTBUHU C [IpunoxenueM 14 k HacToOSIAM
[TpaBuinam

PC,Z[aKLII/ISI J10 BHCCCHUA U3MCHCHUA PeZ[aKLII/Iﬂ IOCJIe BHECCHUS N3MECHEHHMN

6. 3aKIroYeHue:
OrTkazath B JajbHeimen sxcrepTuse (¢ 000CHOBaHUEM)

IIponoiKuTh 3KCIEPTU3Y



PykoBoautens CTpyKTYypHOTO IMOApa3aeaeHUs

MOAIUCH ®.1.0 (npu HAIUYUU)

NOJIMUCH ®.NU.O (npu HATUYUH)

IIpunoxenue 7
K IIpaBHJIaM TPOBEACHHS DKCIICPTH3HI
METULITHCKOTO U3/IeITHSI

Hepeqertb BHIOB H3MCHCHI/If;I, BHOCHMBIX B PCTHCTPAITHOHHOC JOCHC MECAUITUHCKOI'O
H30CIIHA B IICPHOJ IEUCTBHAA PETrHCTPAITHOHHOI'O YIOCTOBCPCHHA

[lepeyeHp MOKYMEHTOB U MaTepHalOB
M3menenue VYcnoBus (3aMeqaHus) P Y P N ’
HEOOXOIMMBIX IJIsl BHECEHHSI N3MEHEHHUH

1 2 3

1. JIOKyMEHT, YIOCTOBEPSIOLIUN PETUCTPALIIO
MEAMIMHCKOTO  H3JENHss B  CTpaHe

IPOU3BOJUTENIE (perucrpanuoHHOe
yIOCTOBEpPEHHE, HOTapuallbHO
3aCBUETEIIbCTBOBAHHBIN Ceprudukar

cBoboanoit mponaxu (FreeSale), Cepruduxar
Ha 9KCMOPT) C BHECEHHBIMH U3MEHEHUSIMH

2. JIOKyMEHT, MOATBEPXKIAIONINN BHECEHHUE
W3MEHEeHHH (C yKa3aHWeM JaThl BHECEHMHs
W3MEHEHHs) OT YMOJHOMOYEHHOTO OpraHa
CTpaHbI— IPOU3BOIUTEIS

3. Kommm cepTu(uKaTtoB Ha CHCTEMY
MEHEI)KMEHTa KadecTBa MPOU3BOIAUTENS
MeauuuHcKkux usnenuit ISO 13485, GMP nubo
COOTBETCTBYIOIUM  PETHOHANBHBIA WU
HAalMOHAJIBHBIN CTAHIAPT) C ayTCHTUIHBIM

MEepPeBOJIOM Ha PYCCKHil s3bIK 3aBepseTcs
OCHOBHOE YCJIOBHE - HOBas

JIMICH3US Ha IPOU3BOACTBO

BblAaHHAs YIOJHOMOYCHHBIM
OpraHom CTpaHbl 4, I[eKnapauI/I;{ O COOTBCTCTBUU Tpe6OBaHI/I${M

IIPOM3BOANTENS (M3rOTOBHTEIS) Oe3omacHOCTH ¥ A3 (HEKTUBHOCTH METUIIMHCKOTO
MecTo npoussoicTBa He ~ W3MCIHA HMIM SKBUBAICHTHBIA TOKYMEHT C
wsmenmiock. HeT usmeHenuii g AYTCHTHUHBIM ITI€PEBOJIOM HAa PYCCKUH S3BIK
NPOM3BO/ICTBEHHOM IIPOLIECCE 3aBepseTCs MPOU3BOAUTEICM HJIH  €ro

I crienndUKALIsX, BKIfoyas YTOJTHOMOUCHHBIM TIPENICTaBUTENIEM ¢dopmart:
b
PDF

MPOU3BOJUTENIEM WM €r0 YHOJIHOMOYECHHBIM
npeacrasuteneM popmat: PDF

1. V3MeHeHue CBEIECHHUH O
MPOU3BOJAUTEIC
MPOU3BOJICTBEHHOM
IJIOMATKE METUITUHCKOTO
U3JCTTHSI

METO/bI UCTIBITAHUSI.
5. Konus peructpaimoHHOro yAOCTOBEPEHUS
BbIIaHHOTO B Pecny6mmke Kazaxcran

6. ITuceMO MPOU3BOAUTENS, YIAOCTOBEPSIOLIEE,
YTO MPOU3BOJICTBEHHBIH MpoLIeCcC U KOHTPOJIb 3a
Ka4eCTBOM U 0€30MacHOCTBI0 TOTOBOTO



2. U3meHenune cBeneHuii 00
YIMOJTHOMOYEHHOM

MpeCTaBUTElE,
CBEJICHUSI O PEOpraHu3aliu
00

BKJIIO49as

IOPUINYECKOro JIMIA,
U3MEHEHHUU ero
HAaUMEHOBAHUS, U3MEHEHUH
@®.1.0. (upu HAIMYHUK)
ajzpeca MecCTa >KHUTEJbCTBA
HHAMBHAYaJIbHOTO
HpeInpHHIMAaTeNs]

3. 3MeHenne HauMEHOBAaHUS
MEIUIMHCKOTO U3IEIINS

Buecenne wu3MeHeHHil B
perucTpanmuoHHOe
yIOCTOBEpEHUE HE BIHSCT Ha
3¢ PEKTUBHOCTD "

0€30I1aCHOCTh MEIMIIMHCKOTO
H3JICIINS

MoTuBupoBaHHOE
000CHOBaHHE HEOOXOIUMOCTH
W3MCHCHUSI HAMMEHOBAaHUS
MEIUIMHCKOTO W3ACTHs, He
BIHUSAIONIETO
(GyHKOIHMOHAIBHBIE u
TEXHUYECKHE XapaKTEPUCTHKU

Ha

MPOJNyKTa OCTalOTCsI 0€3 W3MEHEHWH, C
yKa3aHHEeM JaThl BHECCHUS M3MCHECHHI

7. IIpoeKTbl HMHCTPYKIMH IO HNPUMEHEHUIO

MEIHULUHCKOIO H3JEIUs PYKOBOJACTBO IO

9KCIUTyaTanuu (Ha syieKTpoHHOM Hocutene CD B
¢dopmare DOC

8. CnpaBKka ¢ BHECEHHBIMH U3MEHEHUSIMU

9. Maker MapKUpOBKH (Ha 3JIEKTPOHHOM
Hocutesne CD B ¢popmare JPEG)

10. Omuce TOKyMEHTOB

1. Komuss nokymeHTa, MOATBEPKIAIOIIETO
TOJIHOMOYHS YIOJTHOMOYEHHOTO MPEICTABUTENS
TIPOU3BOIUTEIS

2. Konust perucTpaniuoHHOTO YAOCTOBEPEHUS
3. JIoKyMeHTBI, HOATBEPKIAIOIIIE N3MEHEHNUS
4. Onuce JOKYMEHTOB

5. TIpoeKT WHCTPYKIHMH HO MEIUIMHCKOMY
NPUMEHECHUIO MEIMLIUHCKOTO H3JeNHs Ha
Ka3aXCKOM M  PYCCKOM
3aBepsercs 3asButenem popmat: PDF, DOC

A3BIKAX

1. 3agBneHuMe Ha BHECEHHE H3MEHEHHUH I10
YTBEepXKACHHOW ¢Gopme (HA SIESKTPOHHOM
Hocurene CD B popmate DOC

2. HotapuanbHO 3acBHIETEIbCTBOBAHHBIH
JOKYMEHT, YJOCTOBEPSIOIIUI PETUCTPALIIO
ME/IMIIMHCKON TEXHUKH (MEIUINHCKOTO U3EIIHS
) B CTpaHe NPOU3BOAUTENE (PErUCTPALIMOHHOE
ynoctoBepenue, Ceptudukar cBoOOTHON
mponaxu (FreeSale), Ceprudukar Ha s5KcopT) ¢
BHECCHHBIMU U3MCHCHUAMU

3. Komusa PErucTpaluoOHHOr0 yAO0CTOBCPCHUA
BBIJAHHOT'O B Pecny6nm<e Kazaxcran.

4. Tlucemo mnpowu3BoaMTENS (M3TOTOBUTENS),
cofepxallee MOTHBUPOBaHHOE OOOCHOBaHHE
HEOOXOIMMOCTH W3MEHEHHsS HAaUMEHOBAaHMS
MEIUIMHCKOr0 U3JENHs , HE BIMSIOIIETO Ha
(G yHKIIMOHATBHBIC u
XapaKTEePUCTUKN MEAUIIMHCKOTO M3/eNUs

TCXHHUYECCKHUC

5. TIpoeKkT MHCTPYKUHMU IO MEIUIIMHCKOMY
MIPUMECHEHUIO MEAMIHMHCKOTO U3JeNus Ha
Ka3aXCKOM M  PYCCKOM
3aBepsercs 3asButenem popmat: PDF, DOC

A3BIKaX

6. MHCTpyKIMSI 0 IPUMEHEHHUIO0 METUITMTHCKOTO
yTBEpXKICHHAS B
CTpaHe-MPOU3BOJUTENIE C AYTEHTUYHBIM
MEPEBOIOM Ha PYCCKHUH SI3BIK 3aBepseTcs
MIPOM3BOJUTENIEM HIIH €r0 YIMOJTHOMOYCHHBIM
npeacrasuteneM popmat: PDF

U3aeaus,

7 CnpaBKa C BHCCCHHBIMH U3MCHCHHUAIMUA



4. CocraB npuHajyiexxHocted OTCyTCTBHE BIHUSHUS Ha

U (WIM) KOMIUIEKTYIOmuUX U ( 0€30MacHOCTh, KauyecTBO U

WJIN) PacXo/JHBIX MaTepHaoB, 3()(HEeKTHBHOCTh MEAUIIMHCKOTO

oOHOBiIeHHE (yCTaHOBKa
HOBOMH BEpCHUU)
TIPOTPAMMHOTO 00ecTIIeUeHUS

w3nenus, Ha (PyHKIIHOHAIBHEIC
XapaKTEePUCTHKH
MEIUIMHCKOTO U3IENHS

8. [IpoeKT TeKcTa MaKkeTa yIMaKOBKU, STUKETKH,
CTHKEpa MEIUIIMHCKOTO U3JIENUs Ha Ka3aXCKOM
W PYCCKOM S3BIKaxX 3aBepsieTcs MPOU3BOAUTEIIEM
WM €ero YIIOJHOMOYEHHBIM MpPEICTaBUTENIEM
dbopmar: PDF, DOC, JPEG
I[BeTHBIE MaKEThl YIAKOBOK, JTHKETOK,
CTHKEPOB (IIpU HEOOXOTUMOCTH)

9 . ®ororpaduueckne U300pakKeHHUsI OOIIETO
BUJAa MEIUIMHCKOTO U3JEIUsl BMECTE C
MPUHATJICI)KHOCTAMU, HCO6XO)II/IMI)IMI/I JJIsL
NPUMEHEHUsT TI0 Ha3HAuYeHHWIO (pa3MepoM He
MeHee 18 x 24 cantumerpa)

10. Omuce TOKyMEHTOB

1. 3asBieHMEe Ha BHECEHHUE WU3MEHEHHH IIO
YTBEpXKACHHOW ¢dopme (HA SICKTPOHHOM
Hocutesne CD B ¢popmate DOC

2. Komust perucTparioOHHOTO yIOCTOBEPEHUS
BbIIaHHOTO B PecnyOnuke Kazaxcran

3. TluceMoO mPOU3BOIUTENST (M3TOTOBUTENS),
cojJiepkaiiee MOTHBHPOBAHHOE OOOCHOBaHHE
HEOOXOOUMOCTH H3MEHEHHS B COCTaBeE
KOMHJ’ICKTy}OH.[HX nu yKaSaHI/IeM HOBOTI'O nepeqHﬂ
KOMIUICKTYIOIIHX, MO TBEPIKTAFOIIIHX
OTCYTCTBUC BIHUSHUS Ha (DYHKIMOHAIHHBIC
XapaKTEPUCTUKUA MEIUIUHCKOro usfenus (
BKIIFOYAs PACIHIMPEHUE CIEKTPA BBISBISIEMBIX
AQHAIIMTOB MEIMIIMHCKOTO U3JENHS I in Vvitro (
IVD) nuarnoctukn).

4. TIpoeKTbl UHCTPYKUMH MO HPUMEHEHUIO
MEANIIMHCKOTO H3/eNus (IKCIUTyaTallMOHHBIN)
JOKYMEHT Ha Ka3axCKOM M PYCCKOM S3BIKE
3aBepsieTcs IPOU3BOAMTENEM MM  €ro
YIIOJIHOMOYEHHBIM TpeacTaBuTesieM (opmar:
PDF, DOC, JPEG

5. OOGHOBJICHHAS CIPaBKa C yKa3aHUEM IIEPEUHs
KOMIUTEKTYIOIINX M PACXOIHBIX MAaTEPHUAIOB 110
yTBepkIeHHOW hopme. BapuaHThl ucomHeHUS
o hopme

6. Onuck JOKYMEHTOB

7. B ciywgae noGaBieHHS KOMIUIEKTYIOIIETO,
pacxogHOro Marepuana  SIBISIOLIETOCS
MEJUUMUHCKUM H3AenueM — o0Opasisl
MEIUIIMHCKOTO U3/1eNus (B CIIydae CTEpHIBHOTO
MIPEIOCTABISIETCS] BECH KOMIUIEKT) U JOKYMEHT
10 Ka4eCTBY

8. Pesynbrarhl Bainganuud U BepUUKALNH
MIPOrpaMMHOTO 00eCIeYeHNS

1. 3asBneHne Ha BHECEHHWE H3MEHEHHUH II0
yTBEepXKACHHOW ¢GopMe (Ha 3SIECKTPOHHOM
nocutene CD B popmate Word



5. I3MeHeHue nokazaHui 1o
NPUMCHCHHUIO,  00JIacTH
MpUMEHCHUSA;
MPOTUBOMOKA3aHUI;
1000YHBIX (P (EeKTOB

6. CmeHa mpom3BOUTENEH
KOMIIIEKTYIOIIUX,
NpUHAJIEKHOCTEH,
PacXOaHBIX MaTEpPUaAJIOB

be3zonacHOCTh NpUMEHEHUS
MEIHUIIMHCKOTO  U3JICIIHS
coXpaHseTcs u
TMOATBEPKIACTCS JaHHBIMH
KIIMHUYECKUX HCCIIeTOBAHUI
mo ©Oe3omacHOCTH |

3 HEKTUBHOCTH

TexHnveckue XxapakTepUCTUKU
M KOHTpPOJb KauecTBa

KOMIUICKTYIOIIUX U (WiIH)
PacXoiHBIX MaTepHajoB He
CHIDKaeTcss 0e30MacHOCTb,

KadgecTBO M 3(PPEeKTUBHOCTH
MEIHIIMHCKOTO M3 A

2. Komus PErucTpaluoOHHOr0 yA0CTOBCPCHUA
BBIJAHHOI'O B PCCHy6J’II/IK€ Kazaxcran

3. Ilucemo mnpowusBoaUTENS (M3TOTOBUTEINS),
coepxallee MOTHBUPOBaHHOE OOOCHOBAaHUE
HEOOXO0ANMOCTH BHOCHUMBIX U3MEHEHHUH

WHCTpyKINSA 1O NMPUMEHEHUIO MEIHIIMHCKOTO
U3eNInus, YTBEpXKICHHAS B
CTpaHe-NPOU3BOAUTENE C aAyTEHTHYHBIM
MIEPEBOJIOM Ha PYCCKUM S3BIK

4. TIpoeKT WHCTPYKUHUH II0 MEAUIMHCKOMY
MPUMEHECHUI0 MEIMLIUHCKOTO M3ACIHI Ha
Ka3aXCKOM M PYCCKOM  fA3BIKax
3agepsietcs 3asButeneM ¢popmat: PDF, DOC

5. Panee yTBepx/1€HHAs HHCTPYKLHUS

6. llBeTHBIE MaKeThl YMAaKOBOK, 3THKETOK,
CTHUKEpOB (IpH HeoOXxoauMocTH) (Ha
anekrponHoM Hocutene CD B ¢popmare JPEG

7. Pe3ynpTaThl KIMHUYECKHX HCIBITAHUIM,
OTpaXKaIoIINe BHOCUMBIE H3MEHEHHSA

8. Onucek TOKyMEHTOB

1. 3asBieHue Ha BHECEHHWE H3MEHCHHH TIO
YTBEpXKACHHOW ¢opMe (Ha DIEKTPOHHOM
nocutene CD B popmate DOC

2. HorapuanbHO 3aCBHUAETENbCTBOBAHHBIN
JIOKYMEHT, TOJTBEPKIAIOMIHNA COOTBETCTBUE
YCIIOBHI MTPON3BOICTBA HAIMOHAIHHBIM H (MIIN)
MeXIyHapoaHeM cTaHgaptam GMP; ISO
KOMIUIEKTYIOIIUX M (MJIM) PacXOJHBIX
MaTepHuaIoB

3. Konus peructpaiuoHHOrO yAOCTOBEPEHUS
BbITaHHOTO B Pecny6mmke Kazaxcran

4. IlucbMO MPOU3BOAUTENS, YAOCTOBEpSIOLIEE,
YTO MPOU3BOJICTBEHHBIH MpoliecCc U KOHTPOJIb 3a
Ka4eCTBOM U 0€30MacHOCTBI0 TOTOBOTO
TIPOAYKTa OCTAIOTCS 0e3 N3MEHeHHH

5. IIpoeKT HHCTPYKIMH IO MEIUIUHCKOMY
MPUMCHCHUIO MEIHUIMHCKOTO U3JEIUs Ha
Ka3aXxCKOM H pycCKOM s3bikax (mpu
HEe0OX0IUMOCTH) (Ha 3JIEKTPOHHOM HOCHTEJE
CD B popmare DOC

6. Onuch JOKyMEHTOB

7. OGHOBJICHHAS CIpaBKa C yKa3aHUEM ITEpPEeUHs
KOMIUIEKTYIOIIMX ¥ PACXOJHBIX MaTEPUAIOB 110
YTBEpIKAEeHHOI (hopme. BapuaHTbl UCTIONHEHUS
o hopme

1. 3asBieHHEe Ha BHECEHHE H3MEHCHHU I10
YTBEepXKACHHOW ¢opme (HAa DSIEKTPOHHOM
nocutene CD B popmate DOC



7. YBenndeHne (yMEHbBIICHHE
) Ccpoka  XpaHEHHUs
MEIUIUHCKOTO H3AETHS

8. H3meHeHme ycCIOBHi
XpaHEeHUs

MOTI/IBI/IpOBaHHOC
000CHOBaHHE U3MEHEHUS Cpoka

MoTuBupOBaHHOE
000OCHOBAHHE H3MEHEHHUS
YCIIOBUI XpaHEHUs

2. Komus PErucTpaluoOHHOr0 yA0CTOBCPCHUA
BBIJAHHOI'O B PCCHy6J’II/IK€ Kazaxcran

3. IInceMoO TPOM3BOAUTENS, yAOCTOBEpSIONIEE,
YTO MPOU3BOJICTBEHHBIN MPOIIECC U KOHTPOIIb 33
KayecTBOM M 0O€30MacHOCTHIO TOTOBOTO
MPOAYKTa OCTAIOTCS 0€3 N3MECHCHHUI

4. Jlanuble M0 CTAOMIBHOCTH HE MEHEE YeM Ha
Tpex cepusix) (0T4eT 0OOCHOBBIBAIOUIUN CPOK
TOJTHOCTH)

5. TIpOeKT MHCTPYKLHMH MO0 MEIULHHCKOMY
MPUMEHECHUI0 MEIMLIUHCKOTO M3ACIHI Ha
Ka3aXCKOM H pYCCKOM s3bIKax (IpH
HEOOXOJMMOCTH): (Ha 3JEKTPOHHOM HOCHUTEJe
CD B hopmare DOC

6. LlBeTHBIE MaKeTBHl YIIAKOBOK, OSTHKETOK,
CTHUKEpOB (Ha 3ekTpoHHOM Hocutene CD B
tdbopmare JPEG

7. Onuch JOKyMEHTOB

1. 3asBneHne Ha BHECEHHWE H3MEHEHUH II0
YTBEePXKACHHOW ¢dopMe (Ha SICKTPOHHOM
Hocutene CD B popmate DOC

2. Komusi perucTpaioHHOTO yIOCTOBEPEHHUS
BbITaHHOTO B Pecny6mmke Kazaxcran

3. Ilucemo-obocHOBaHue mpou3BoauTeNs (
HU3TOTOBHUTENSA) 00 M3MEHEHHH YCJIOBUH

XpaHeHHs Ha  (QUpPMEHHOM  OJIaHKE

MIPOM3BOAMTENS COIJIACHO YCTaHOBICHHOMY
3aKOHOIATEIbCTBY

4. lanHble 10 CTaOMIBLHOCTH (IJ1S1 MEAMIIMHCKUX
M3JIETINI ) He MEHEee YeM Ha TPpeX Cepusix)

5. IIpOeKT MHCTPYKUUU IO MEOULUHCKOMY
MNPUMEHCHUIO MCEIAUIUHCKOro MU3ACINA Ha
Ka3aXxCKOM M PYCCKOM s3bIKax (mpu
HEOOXO0MMOCTH); (Ha 3JEKTPOHHOM HOCHUTEJE
CD B hopmare DOC

6. LIBeTHBIE MaKeTHl YIMAaKOBOK, J3THKETOK,
CTUKEPOB (Ha 3JIeKTpOoHHOM HocuTene CD B
tdopmare JPEG

7. Onwch JOKyMEHTOB

1. 3asBneHHMe Ha BHECEHHE HU3MEHEHHH IIO
yTBEepkKJACHHOW ¢Gopme (HA SICKTPOHHOM
Hocurene CD B popmare Word

2. Konusi perucTpaiioHHOTO yI0CTOBEPEHUS
BbIIaHHOTO B PecnyOnuke Kazaxcran

3. ITuceMO MPOU3BOAUTENS, YAOCTOBEPSIOLIEE,
YTO MPOM3BOJCTBEHHBIN TpoIecC ocTaeTcs 0e3
U3MEHEHUN

4. TTuchMO TIPOU3BOAUTENS, YIOCTOBEPSIOIIEE,
YTO 3asBJICHHAs MPOIEAypa KOHTPOJS HE



9. N3meHeHue B mpolenype
KOHTPOJISI Ka4eCTBa TOTOBOTO
MPOAYKTa MEIUITMHCKOTO
U3JCTTHS

10. M3meHeHue ymaKOBKH

MCIUIIMHCKOT O HU3OCIIHNA:
HepBH‘-IHOﬁ YIIaKOBKH
MCIUIHUHCKOT'O nu3aciauns,

BTOPUYHOH ®  (WMim)
TPYNIOBOW  yHaKOBKH,
TPAaHCHOPTHOM,
MIPOMEXKYTOUHOU

11. H3MeHeHUE OTTHUCKOB,
TPYHTOBKM WJIH JPYTUX
MapKHpPOBOK, LITAMIIOB U
HaaMmucei, BKJIIOYast
JIo0aBlICHNE WM M3MCHEHUS
KpacKH, WCTOIb3YEeMbIX IS
MapKUPOBKU MEIUIIMHCKOTO
W3ICITHS.

MoTuBupoBaHHOE
000CHOBaHHE HW3MEHEHHS B
TpoIeAype KOHTPOIIS KadecTBa

MoTuBupoBaHHOE
000CHOBaHHE O BIHSHUH (HE
BITUSTHAN) H3MECHEHUS YIIaKOBKU
Ha CTaOMIBHOCTH, Ka4eCTBO
MEJIUIIUHCKOTO  W3JCIIHSA,
B3aUMOJICHCTBHS YIIaKOBOK-
MEJIUIIMHCKOTO WU31CIIUs

MoTuBuUpOBaHHOE
000CHOBaHHE  BHECEHHUS
HU3MEHEHHI B MAPKUPOBKY

CHIDKAeT KadecTBO M 0E30IacHOCTh T'OTOBOTO
MIPOTyKTa

5. JloxymeHTanus 1o KayecTBy C BHECEHHBIMU
WU3MEHEHHUSIMH, PErIaMEHTHPYIOIIas KayecTBO
KOHEYHOTO0  IPOAYKTa, HOTapUaJIbHO
3aCBU/IETEIbCTBOBAHHBIN cepTH(UKAT aHAIN3a U
METOAWKH KOHTPOJISI KOHEYHOTO MTPOTYKTa

6. OOpasupl, CTaHIapTHbIC O0Opa3Ibl s
NpoBeJieHUs J1a0OpaTOPHBIX HCIBITAHUK (IpU
HE0OX0IMMOCTH)

7. Onuch JOKyMEHTOB

1. 3asBieHHMEe Ha BHECEHHUE WU3MEHEHHH IIO
yTBEepKJACHHOW ¢dopme (HA SICKTPOHHOM
Hocutesne CD B ¢popmare DOC

2. Komust perucTpariioHHOTO yIOCTOBEPECHUS
BbIIaHHOTO B Pecnybnuke Ka3zaxcran

3. IIucpMO POU3BOAUTEINS, YAOCTOBEPSIIOLICE O
TOM, YTO BHOCHMBIC H3MEHEHHUS, OTHOCUTEIILHO
MEPBUYHON yIAaKOBKH BIUSIOT (HE BIHSIOT) Ha
CTaOMJIBHOCTh, Ka4yeCTBO MEIHMIIMHCKOIO
U3/enus

4. I[OKyMCHTaL[I/Iﬂ 10 Ka4CCTBY, ¢ BHCCCHHbIMU
HU3MCHCHUAMHA

5. liBeTHble MAaKeThl YMNAKOBOK, AITHKETOK,
CTHUKEpPOB HOBOTO M cTaporo obOpasma (Ha
anextporHoM Hocutene CD B popmare JPEG

6. ®OTO MEAULIMHCKOTO U3AETIHUS

7. OOpa3supl Ui CTEPUIBHBIX MEIHLUHCKUX
u3genuil , CTaHZapTHbIC O0O0pas3mubl [is
npoBeeHus] 1ab0pPaTOPHBIX HCIBITAHUH IIPH
U3MCHEHHH I[IEPBUYHONW yMakoBKH (mpH
HEO0OXO0IMMOCTH)

8. Onuce TOKyMEHTOB

1. 3agBneHue Ha BHECCHHE H3MEHEHHUH II0
YTBEpXKACHHOW ¢GopMe (Ha 3SIESKTPOHHOM
Hocutene CD B popmate Word

2. Komusi perucTpaioHHOTO yIOCTOBEPEHHUS
BbITaHHOTO B Pecrybnmke Kazaxcran

3. IluceMo-000CHOBaHUE NPOU3BOIUTENS O

BHOCHMBIX U3MEHEHHSX

4. 1lBeTHble MaKeTHl YIIAKOBOK, OSTHKETOK,

CTUKEPOB CTaporo M HOBOro oOpasma (Ha

anekTpoHHoM Hocuteiae CD B ¢opmare JPEG
[IpoekT TekcTa MakeTa yIaKOBKH, THKETKH,

CTHKEpa MEIMLIMHCKOTO M3/IeNns Ha Ka3aXCKOM
U PYCCKOM SI3BIKaX

5. @OTO MEAULIMHCKOTO U3JENHS
6. Onuch JOKyMEHTOB

ITpunoxenue 8



K IpaBuJIaM MMPOBCACHUS OKCIICPTU3DI
MEIUIMHCKOI'O U3ACIINA

®dopma

OKCIEPTHRIA OTYET CIICIMAIM3HPOBAHHON SKCIIEPTU3EI MEIUITUMHCKOTO H3ACIHA

—_

®.1.0. (mpn HaNMM4KM) SKcrepTa

VYu4enas creneHb, 3BaHUE

Ne 3agBKU 1 1aTa

JlaTa mocTyIIeHNs TOKYMEHTOB Ha CIEIHATH3HPOBAHHYIO SKCIIEPTUIY
ToproBoe HaMMEHOBaHUE MEAUIIMHCKOTO U3IEIHS

Kox Homenknarypsr MeauiinHCKX m3aenwii Pecry6miku Kazaxcran
TexHuueckas XapakTepUCTHKA MEIULIUHCKOTO U3/IENUS

Haznauenue MEIUITMHCKOI'O U3CIINA

| XN |||k

O0nacTh MpUMEHEHHS
[TpoBeneHa skcmepTU3a JOKYMEHTOB PETHCTPAIIMOHHOTO JTOCHE, XapaKTEPU3YIOIINX
0e30MacHOCTh, KaueCTBO U IP(HEKTUBHOCTH MEIUIIMHCKOTO U3/IEIHS.
1. JlanHbIE O TIPOU3BOAUTENEC MEAUIIMHCKOTO H3JCNIHSA, B TOM YHCJIE PACXOIHBIX
MaTepHaJIOB U KOMILJIEKTYIOIIUX, SIBISTFOITUXCSI METUIIMHCKUMU U3JIETUSIMU

HaumenoBanue IOpunnyeckuit
Ne Tun opranu3anuu UM y4acTOK IIPOU3BOJICTBA Crpana
OpraHu3aIuu azapec
1. IlpousBoaurens
2. Ilpou3BojCTBEHHAs ILIOLIAIKA
3 VYmomHOMOYEHHBIH MPEeICTaBUTETh IPON3BOAUTENS (TIPH HAMIHH)

KoHTakTHBIE NaHHBIE YIOJHOMOYEHHOTO JIMIa MO0 MOHUTOPHUHTY
4. HEONAarompUATHBIX COOBITHIA (MHIIMJCHTOB) Ha TEPPUTOPUU
Pecny6imku Kazaxcran

2. Peructpanus B CTpaHe-MpOU3BOIUTENE (M3TOTOBUTEINS) U APYTUX CTPpaHAX
Ne Crpana Ne gokymeHTa, yAOCTOBEPSIOLIETO PETUCTPALIIO Hara Beigaun  Ilpumeuanue skcnepTa
1

3. OueHka JOCTOBEPHOCTH YKA3aHHOTO B 3asBJICHUU U JIOKYMEHTaX PETrUCTPAIMOHHOTO
JI0OChEe KJIacCa MEIMIIMHCKOTO M3JENHUSl B 3aBUCMUMOCTH OT CTENEHU MOTEHIMAIbHOTO PUCKA
IIPUMEHEHHMS, B COOTBETCTBUHU C TPeOOBaHUSIMH 3aKoHOAaTeNIbcTBa PecniyOnnku Kazaxcran B
chepe oOpallleHus JIEKapCTBEHHBIX CPECTB, MEIUIIMHCKUX WU3CIIHIA:

Knacc B Kmacc B coorBerctBuM ¢ CoOOTBETCTBHE 3asgBIsIEMOTO  Kjacca
[Ipumeuanue

COOTBETCTBHHA C JTOKYMEHTaMH TpeOOBaHUSIM 3aKOHO/ATEeNbCTBA
JKCIIepTa

3asBJICHUCM PETrUCTPALITUOHHOI'O JOCHC PeCHy6J’II/IKI/I Kazaxcran

4. XapakTepuCTUKHU CUCTEMBI IMOKa3aTeIel, Onpenesaiommnx 0e30MacHOCTh, Ka4eCTBO U
3 PEeKTUBHOCTh MEIUIIMHCKOTO H3JAEIUsA, B TOM YHUCIE pPACXOJHBIX MaTepuaioB U
KOMIUICKTYIOIIUX, SIBJISFOITUXCS METUIIMHCKUMU U3JICTUSIMMU:



1) cuctema ynpasienusi kauectBom [SO, GMP opranuzanuu-npou3BOJIUTENS, B TOM
YUCJIE PACXOJHBIX MaTEPHAIOB U KOMIUICKTYIOIIMX, SIBJSIOMIMNXCS MEIULIMHCKUMU
W3ICTUAMU:

No HaummenoBanue qokymMeHTa  Ne MOKyMeHTa U aTa BblIayu Cpok geiictBust  [Ipumeuanue skcrepra

2) Ka4ecTBO MEIMIIMHCKOTO H3JIeJIMsl, B TOM YHUCIE PACXOJHBIX MaTEpPHUATIOB U
KOMIUICKTYIOIINX, SBJISIOIIUXCS MEAUIMHCKUMU M3JETUIMH (TEXHHUYECKHUE YCIOBHUS,
CTaHJapT OpraHU3aIuu):

Ne HaumeHnoBanue nokyMeHTa  Ne mOKyMeHTa U ata BblIayu Cpok neiictBust  Ilpumedanue sxcnepTa

3) nmoATBEpKIEHUE COOTBETCTBUS MEJUIIMHCKOTO U3/ENINs TPEOOBAHUAM HAallMOHAJIBHBIX
WM MEXAYHApOJHBIX JOKYMEHTOB IO KayecTBY (lexnapauus coorBerctBus; Ceprudukar
COOTBETCTBHSI):

Ne HaummenoBanue qokyMeHTa  Ne MOKyMeHTa U Jata BblIayl Cpok geiictBust  Ilpumeuanue skcnepra

4) aHanu3 NpeACTABICHHBIX AAHHBIX, MOJYYEHHBIX B XOJI€ MPOBEICHUS HCIBITAHUM (
TOKCUKOJOTUYECKUX, TEXHUYECKUX, KIMHUYECKHX) B CTpaHE MPOU3BOAHTENE (OTYETHI,
3aKJIOYEHHUS) U B XOJ€ MPOBEACHUS MNPEAbLAYIIUX A3TAloOB 3KcIepTusbl B PecmyOnuke
Kazaxcran (HayanbHast SKCIIEPTHU3a):

HammeHnoBaHme [Ipumeuanue
Ne AHanu3 MOJHOTH! ¥ Ka4ecTBa HH(POPMAIIUHU B TOKYMECHTE
JIOKYMEHTa JKCIIepTa

5) 3aKJIF0YeHHEe O CTAOUIIBHOCTH MEIUITMHCKOTO M3JIeIHsl, 000CHOBAHHOCTD 3asBJICHHOTO
CpOKa XpaHCHHUS:

Ne 3asBieHHBIN CPOK XpaHEeHHs AHaTU3 IPEACTaBICHHOI0 0T4YeTa 0 cTadmisHOCTH  [lpuMmedanue sxcnepra

6) OICHKa IIPOCKTAa HHCTPYKOHUHU IIO0 MCIUIHUHCKOMY IPHMCHCHUIO H3ACIHA
MCAWUIMHCKOTO HA3HAYCHHUA, B TOM YHCJIC PACXOIHBIX MATCPHUAJIOB M KOMIUICKTYIOUIUX,
ABIOIUXCA MCAUIUMHCKUMHA U3ACITHUAMHA U OKCINIYATAODMOHHOTO NOKYMCHTA MGI[HHPIHCKOﬁ
TCXHUKHU

Orenka
Ne Anamu3
JKCIepTa
1. IlomHora COACPIKAaHUA TCKCTA MMPOCKTA HHCTPYKIHU HA U3JACTINC MCAUIIMHCKOTO HAa3HAYCHU
2. CooTBeTcTBHE TEKCTa MPOEKTA OPUTHHATY HHCTPYKIIUH OT IPOU3BOIUTENS
3 CoO0TBETCTBHE O(bOpMJ'IGHI/ISI TEKCTa MNPOCKTAa HHCTPYKIHHU Tp€6OBaHI/I$IM 3aKOHOJaTCJIbCTBA
" Pecny0nuku Kasaxcran B cepe 00OpalieHus IEKapCTBEHHBIX CPEACTB M MEIUIMHCKUX U3
4. Hudopmanus, coaepiKaIasics B SKCIUTyaTAllHOHHOM JOKYMEHTE MEIHUIIMHCKON TEXHUKH
7) Ouenka oopMIIEHHSI MAaKETOB YITaKOBOK U STUKETOK
Ornenka
Ne Anammu3
IKCIIepTa

CoorBercTBHEe OGOPMIICHHS TEKCTa MAaKeTa MapKHPOBKH TpeOOBaHMSIM 3aKOHOAATEIbCTBA
" PecniyOnuku Kaszaxcran B chepe oOpaleHust JIEKApCTBEHHBIX CPEICTB, MEAUIMHCKHUX U3/IECIHIA



2 I/II[CHTI/I‘IHOCTL yKaSaHI/Iﬁ YCHOBI/Iﬁ XpaHCHUA U TPAHCIIOPTUPOBAHUSA, YKA3aHHBIX B JOKYMCHTC 1O
CTaHAapTHU3alui MCAUIHUHCKOI'O U3ACJIHA U IMMPOCKTE MHCTPYKIUHUU IO MCAUITUHCKOMY TPUMCHCHHNIO

8) AHanu3 JaHHBIX O pa3pabdOTKe W MPOHM3BOJCTBE MEIMIIMHCKOTO M3ACTUS (CXEMBI
MPOIECCOB MPOM3BOJICTBA, OCHOBHBIX CTaJHMil TMPOU3BOJCTBA, YIAKOBKU, HCIBITAHUN U
MPOIEAYPHl BBIITYCKAa KOHEUYHOT'O MPOJYKTA). 3aKIIOYEHHE O COOTBETCTBUH Pa3pabOTKH,
TEXHOJIOTMYECKOT0 TMpollecca M KOHTPOJS KadecTBa IMPOU3BOJACTBY O€30MacHOW U
Ka4eCTBEHHOU ITPOAYKLUU

O1eHka
JKCIIepTa

Ne Ananmuz

OreHKa MPeCTaBICHHBIX 3asSBUTENIEM JaHHBIX O Pa3pabOTKe W MPOU3BOICTBE, BKIIOYAs aHAIIN3
0TYeTa MHCTIEKTUPOBAHIS TPOU3BOICTBA (IIPY HAJTMYNH);

3aKII04YeHre 0 COOTBETCTBUU pa3pa60TK1/I, TEXHOJOTUYCCKOI'0 Mmpouecca U KOHTPOJIA KauCCTBa
MIPOU3BOACTBY 0e30IMacHOM U KaueCTBEHHOM OpoayKIIUH

9) AHa3 OMOJIOTHYECKON 0€30MaCHOCTH MEIMITMHCKOTO U3JICNIMS Ha OCHOBE aHaIu3a
CBEJICHUN O MarepuaiaX *UBOTHOTO WJIM OHMOJOTHMYECKOIO MPOUCXOXKIACHUS, BXOISAIIUX B
MEIUIIMHCKOE H3JICNIHE, a TaKkKe MH(POPMAIUA O MoJ00pe HCTOYHHUKOB (JIOHOPOB), OTOOpE
Marepuala, MpoIecCUHIe, XpPaHCHUHU, TECTUPOBAHUHU, TPUOHOBON OE30MMaCHOCTH, a TaKKe
oOpaieHnsi ¢ TKaHSAMH, KJIETKaMHW, CYOCTAaHIMSIMHU >KUBOTHOTO WU OWOJIOTHYECKOTO
MPOUCXOXKACHUS, KYyJIbTypaMHd MHKPOOPTAaHW3MOB U BHUPYCOB (NpH HAJIUYHMH), 3a
HCKJIFOUEHUEM QJUIOTCHHBIX TPAHCIIJIAHTATOB.

Ne  Anamm3 OreHka sKcnepra
1. OHCHK& OpEeACTAaBJIICHHBIX 3aABUTCJIEM JAaHHBIX 110 aHAJIU3Y OMOJIOrMYECKON 0€30I1aCHOCTH

10) orieHKa BaTMAHOCTH MIPOTPAMMHOTO OOECIICUCHHS Ha OCHOBE aHalln3a JaHHBIX O €ro
Bepuukanuu, B TOM UHCIe HHPOpPMAIMU O €ro pa3paboTKe M TECTUPOBAHMU Ha
NPEANPUATAN U TPU MYJIBTUICHTPOBBIX HCCIEAOBAHUAX, JAHHBIX 00 WAeHTHU(DHUKAINH U
MapKUPOBKE ONEPALIMOHHON CUCTEMBI
Ne  Anamus Ornenka sKcnepTa
1. OrieHKa MpeICTaBIeHHBIX 3asSBUTEIEM JaHHBIX

11) Ananu3 npouenypsl ¥ METOJIOB CTEPHIIM3ALUN METUIMHCKOTO U3/1eINs, MaTepUaOB,
000CHOBBIBAIOIINX CIOCO0 CTEPUIIU3AINH, MPEIaraéMblX METOJ0B KOHTPOJS KayecTBa U
OTpe/IeSICHHUs] OCTAaTKOB CTEPUIU3YIOIIEr0 BEIIECTBA MPHU MPUMEHEHUH XUMUYECKOT0 crioco0a

CTEpMIIN3ALIUUA
No  Ananmus Oruenka sKkernepra
l. OreHKa MPeICTaBICHHBIX 3asSBUTEIIEM JaHHBIX

12) Ananmu3 6e3onacHOCTH U 3()PEKTUBHOCTH JICKAPCTBEHHOTO CPEJCTBA B COCTaBE
MEIUIIMHCKOTO W3JENUs, €r0 BIUAHUSA Ha (DYHKIIMOHATBLHOCTh MEIUIIMHCKOTO H3IEIIHS,
COBMECTHUMOCTH JIEKAPCTBEHHOI'O CPEJICTBA C MEIUIIMHCKHAM H3JCIUEM (32 UCKIIOUYCHUEM
MEIUIIMHCKUX M3JeNnui st quarHoctuku in vitro (IVD). Uudopmanus o perucrparuu
JIEKapCTBEHHOI'O CPEACTBA B TOCYAapCTBE — MPOM3BOIUTEIIE JIEKAPCTBEHHOTO CPEJICTBA

Ne  Amnamus Orenka skcnepra

1. OreHKa MPeICTaBICHHBIX 3asSBUTEIIEM JaHHBIX



13) Ananu3 mpencTaBlIeHHbBIX MPOU3BOIUTENEM CBEICHUM O HAIMYUU WU 00 OTCYTCTBUU
COOOIIEHUIT O HECYACTHBIX CIy4asX M OT3bIBAX C PBIHKA MEAMIMHCKOTO H3AEIUs , O
HEXEJIATeIbHBIX COOBITUSX U (WJIM) HECYACTHBIX CIIy4asx, CBSI3aHHBIX C WCIIOIH30BAHHEM
MEIUIIMHCKOTO U3/ENIUs , YBEIOMJICHUI 10 0€30MacHOCTH MEIMIIMHCKOTO U3JIEHs , TOIX0/1a
K PAaCCMOTPEHMIO 3TUX MPOOJIeM U UX PEUICHHUS MPOU3BOJIUTEISIMU B KaXKIOM M3 TaKHX
CJIy4aeB, ONUCAHUS KOPPEKTUPYIOIIUX NEUCTBUM, MPEANPUHATHIX B OTBET HA yKa3aHHbIC
ClIyyad, a TaK)K€ COOTHOILUEHHMSI YpOBHS NMPOJAX M KOJIMYECTBA HECUACTHBIX CIIy4aeB U
OT3BIBOB MEIMIIMHCKOTO U3JIENHS U3 00paIieHus
Ne  Amnamus Onenka skcnepra
1. Or1eHKa MPEICTaBICHHBIX 3asSBUTEIIEM JaHHBIX

14) Ouenka Ilnana cOopa u aHanu3a JaHHBIX MO 0€30MACHOCTH U A(HPEKTUBHOCTU
MEIUIUHCKOIO U3/1eJIMs Ha MOCTIPOAAKHOM ITAale U OTYeTa 00 aHAJIN3€ PUCKOB

Ne  Anamus Orenka sKcrnepra

I. Or11eHKa MIPEICTABIICHHBIX 3asSBUTEIIEM JaHHBIX
5. 3akiroueHue 9KCIIEpTa
1. ITonoxurensHoe
2. OrtpumnarenbHoe (C 000CHOBAaHUEM )
Bce JaHHBIC, ITPUBCACHHLIC B OKCIICPTHOM 3aKIIIOUCHHH, JOCTOBCPHLI U COOTBETCTBYIOT
YCTAaHOBJICHHBIM Tpe6OBaHI/IHM, YTO IIOATBCPIKIAAIO JINIHOU HOAIINCHIO
PYKOBO,Z[I/ITCJIL CTPYKTYPHOI'O IMoApa3aAcICHUA

NOJINHUCH ®.1.0 (npu HAIUYUHU)

MNOJIMUCH ®.NU.O0 (npu HaAJIUYUK)

IIpunoxenue 9
K IIpaBHJIaM IPOBEACHHS SKCIIEPTH3HI
MEIUIMHCKOTO U3JEIHs

®dopma

OKCIEPTHEIN OTYET CICHUATM3HPOBAHHOM SKCIIEPTH3HI O BIMAHAHA BHOCHMBIX
HA3MEHEHHH B PETUCTPAIHOHHOE JOCKE Ha 6€30IMacHOCTh, ka4ecTBO U 3()(DEeKTHUBHOCTE
MEIUIMHCKOTO H3CIIHS

1.  @®.M.O. (nmpn HanM4nmM) KcrepTa
VY4eHas cTerneHb, 3BaHNe
Ne 3agBKU 1 1aTa

JlaTa mocTyIuleHHs JOKYMEHTOB Ha CIIEIHATU3UPOBAHHYIO 3KCIIEPTH3Y

R Pl Il B

TOpl"OBoe HauMCHOBaAHUEC MCIUILITMHCKOI'O U31CTINA



ITpoBeneHa 3kcnepTU3a JOKYMEHTOB PETHCTPALIMOHHOIO JOCHE, XAPAKTEPU3YIOIIHNX
BJIUSIHUE Ha O€30MacHOCTb, KayecTBO U A()PEKTUBHOCTh BHOCHUMBIX H3MEHEHUU B
PETHCTPALlMOHHOE JOChE, HA METULIMHCKOE U3/IEIIHUE.

B xoze npoBeaeHus 3KCIIEPTU3bI YCTaHOBJIEHO:

Ne Penakimus 1o BHECEHUS U3MEHEHUI BHocuMmoe nu3Menenue

Brnusinne BHOCHMMBIX M3MEHEHHN Ha 0€30MacHOCTh, Ka4eCTBO U 3(P(HEKTUBHOCTH

MCOUITNMHCKOI'O U3OCIA:

N3menenne (ykaszate  AHanu3 Bimsier (He Biuser) IIpu OTpUIATENEHOM 3aKIIOYCHHH YKa3bIBACTCSI
o
HYXHOE) o0ocHOBaHHE

3aKJIIOYEHHE IKCIEPTA:
1. ITonoxurensHoE

2. OtpurnarenbHoe (C 000CHOBaHUEM)
Bce JaHHBIC, ITPUBCACHHLIC B SKCIICPTHOM 3aKIIFOUCHUHU, JJOCTOBCPHBI U COOTBCTCTBYIOT
YCTaHOBJICHHBIM Tpe6OBaHI/I5[M, YTO IIOATBECPIKIAIO JIMYHOM MOJNUCHIO
PyKOBOI[I/ITeJ'IB CTPYKTYPHOTO IMOAPA3ACICHUA

MNOJINHUCH ®.1.0 (npu HAIUYUU)

MOJIMUCH ®.N.0 (npu HaJIUYHUU)

ITpunoxenne 10
K IpaBuJIaM IMPOBCIACHUSA OKCIICPTUSDI
MEIUIUHCKOTO U3ICITHUS

dopma
MunuctepcTBO 3npaBooxpaneHus Pecyonmku Kazaxcran

Anpec, TenedoH IKCIEPTHON OpraHU3alMK (UCIIBITATEILHOM J1a0OpaTOpUn )

ITporokoin ncnbrranwii Ne or" " roja

Crpanuna _ (KosnnuecTBo JIUCTOB )
3agButenpb (114 IOPUIAMYECKOro Juila (HamMeHoBaHHe) (1 (GU3HMYECKOro JIMIIA)
O.1N.0. (npwu HAaJlWUYUU) U anpec):




HaumMenoBanue NPOAYKIUHU:

Bupg HCOBTAaHUMU

OCHOBA QAQHUUE

dupma U3TOTOBUTEI b (IpOU3BOIUTEID), CTpaHa:
Cepus, napras:
[arta IMIPOU3BOJACTBA: L

Cpok rogHocTH®:
Jlata Hayamna " marta OKOHYAHUI UCTOBITAHUWN:

KonnyectBo  00pa3ios:

O603HaueHne JOKYMEHTA 10 Ka4eCTBY Ha METO]Ibl UCIIBITAHHIA:

Pe3ynpTarsl HCTIBITAHUIM

HaumenoBanue TpeboBanus mokymenta no @Paxtuueckum mnonydeHHele TOC u BaaxHOCTH (
MoKazaresen KaueCcTBY pE3yNbTAThI %)
1 2 3 4

3akmrouenue: IlpencraBieHHble 00pa3lbl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSAM JOKYMEHTOB IO KaUe€CTBY U METOJUKU BOCIIPOU3BOATCS (HE BOCIIPOU3BOISATCS
) (yka3piBaTh npu HeoOoxoaumocTh) (HyxHoe moT4epKHYTh)
MeToauKM HE BOCHPOM3BOIATCA IO CIHECAYIOIIMM IOKa3aTelsM

[Tonnucwu YyOOJHOMOYEHHBIX JTUII
(momxHOCTH) (MOIIHUCH) ®.N.O (npu HAJIUYUH)
(momxHOCTH) (MOAMUCH) ®.1M1.0 (npu HaAIUYUHU)
(TOIKHOCTH) (TIOATIHUCH) @®.1.0 (pu HATUYKK)

ITpunoxenue 11
K [IpaBHUJIaM MPOBEACHUS SKCIEPTU3EI
MEIUIIMHCKOTO H3EIHS

dopma



Oruer o pe3ynbTaTax mOpoBeICHNA TAOOPaTOPHOTO HCIIKITAHHA B JIAO0OPaTOPHH
KOHTPOJIA Ka9eCTBa POM3BOAUTEIIA I B KOHTPAKTHO#H J1aboparopuw,
HCIIOJIE3YEeMO# pou3BOAUTEIEM*

1. Pe3tome
HaI/IMCHOBaHI/IG MCOUIIMHCKOI'O U3CIUsA
HaumenoBanue, agpec peKBU3UTHI MPOU3BOJICTBEHHOM IIOMIAAKH

HaI/IMCHOBaHI/Ie, aZpeC, pCKBU3UTDLIL na60paTopHM KOHTPOJIA KaueCTBa U (I/IJ'II/I)
KOHTpaKTHOﬁ na60paT0p1/H/I KOHTPOJIA KayeCTBa

OcHoBaHMe NMPOBENCHUS JTA00PaTOPHOTO HCIIBITAHHS
Howmepa nuiieH3nu (pu HAIWYIHA), CEPTUGUKATOB, 3aIBOK HA IKCIIEPTUZY

[IpoBenenne mabopaTOPHBIX
HCIIBITAHUN

Pesrome JACATCIIBHOCTHU Ha60paTOpI/II/I KOHTPOJIAA Ka4€CTBa BBIHYCK B peajn3anuro cepuun
MEIUIIMHCKOI'O U3ACIINA

HNHoe (Heo6xoauMo yKa3ath)

Jara(b1) mpoBeneHus 1abOpaTOpHOTO UCTIBITAaHHS
@®.1.0. (mpy HATHMYUH) IKCTIEPTOB (WIEHOB KOMUCCHH), JOJDKHOCTh

2. Broanas undopmanus
Kpatkoe omucanune 1abopaTopuyl KOHTPOIIS Ka4ecTBa
Hasnuune 10KyMEHTHPOBAHHBIX MPOIIEAYP MPOBEACHNUS UCTIBITAHHN
BemonHeHne TpeOoBaHui TOKYMEHTHPOBAHHBIX MPOLEIYD NPOBEICHHS UCIIBITAaHU
Llens mpoBeeHust 1a00PaTOPHOTO UCTIBITAHUS
OOBEKTHI UCTIBITAHHS
Iepconan nabopaTopuu KOHTPOIA Ka4yecTBa, y4aCTBYIOLIMI B IPOBEJEHUHU J1a00PAaTOPHOTO HCIIBITAHU

I[OKyMeHTBI, IIOAaHHBIC OpFaHI/I3aHHeﬁ-HpOH?;BO,HPITCJ’ICM u (I/IJ'II/I) Ha60paTOpI/I6ﬁ KOHTpPOJISI KadecTBa 10
IPpOBCACHNS NHCIICKINHN

3. HaGmrogeHus u pe3yabTaThl MPOBEACHUS JIA00OPATOPHOTO UCTIHITAHUS
Cchuika Ha JOKYMCHT I10 Ka4Y€CTBY
Howmep cepun, nata mpou3BoACTBa

TpeboBanust nokymenra no @axTuuyeckue T , CooTBeTCTBYET (ue

Ka4ueCTBY PE3yIbTaThL BJIAXXHOCTH COOTBeTCTByeT)

Ilokazarenn

4. ITpunoxxenus

JlokyMeHThI (MIEpPBUYHBIC NAHHBIC, MPOTOKOJBI MUCIBITAHUN) M 00Opa3Iilbl, OTOOpAHHBIC B XOJE MPOBEICHHS
1a00paTOPHOTO UCITBITAHHS

5. 3akioueHue
ITonoxurensHoOE
OtpunarenpHoe ( ¢ 000CHOBaHHEM )
[Ipumeuanune *K orTuery o pesynbraTax MpOBEISHHS J1aOOPAaTOPHOTO HMCIBITAHUS
npujaaraeTcs Konus ceprudukara aHanu3a U (WIiK) MPOTOKOJA UCTBITAHUN HA MPOTYKIIUIO



7abopaToOpuM KOHTPOJS KauecTBa MPOU3BOAMUTENSI WM KOHTPAaKTHOM Jsaboparopuu,
HCIIOJIB3yEMOM MPOU3BOAUTENEM. BCE MPUIIOKEHUS K OTUETY SBIISIIOTCS HEOTHEMIIEMOM €T0
YacThIO.

PykoBoauTesnb KOMUCCUU:

(TOHCH) ®.1.0 (mpu HAMMYKH ), TOJDKHOCTh
YICHBI KOMUCCHUU:

(moamucs) ®.N1.0 (npu HaAIWYHUH), OOJKHOCTH

(moAmnucs) ®.N.0 (nmpu HaIW4YUM), JOJIKHOCTH

CormnmacosBamHo

(moAmucs) ®.N1.0 (npu HAIWYKUK), NOJKHOCTH
(10MXHOCTH) (MOJMUCH) ®.11.0 (mpu HaJIUYUHU)
(IOMAKHOCTH) (TIOJIMKCH) ®.1.0 (pu HATMYKH)

[Ipunoxenue 12
K [IPaBHUJIaM MPOBEACHUS dKCIEPTU3EI
MEIUIIMHCKOTO H3EIIHS

®opma

3axmoderne 0 6€30macHOCTH, kadecTBe H 3PPEKTHBHOCTH MEAUIIMHCKOT'O H3EIHA,
3a4BJICHHOTO Ha SKCIEPTH3Y B HEJIAX rOCYJapCTBEHHOM PETHCTPAIHH,
nepepeructpamym B Pecmy6mixe Kazaxcran

1. Pecniy0nmkaHCKOe rocyJapCTBEHHOE NPEANIPUSATHE HA MTPaBE X039HCTBEHHOIO BEACHUS
"HammoHanbHbI LEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULWHCKUX H3AEIUN"
Komurera MenumuHckoro u  (papMaleBTUYECKOTO KOHTpojis MuHucTepcTBa
3npaBooxpaneHuss PecnyOonuku KazaxcraHn cooOmaer pe3yapTaTbl 3KCHEPTU3BI Ha
0e30MacHOCTh, KauecTBO M H(PPEKTUBHOCTh MEAUIMHCKOIO U3ACIUS B LEJIX
rocyJapCTBEHHOW perucrpaunuu, nepeperucrpauuu B Pecnyonuke Kazaxcran:

TOpI‘OBOG HAanMCHOBAHHUEC MCIHUITMHCKOI'O U3 ACIIUA

Opl"aHH?,aHPIH-HpOI/I3BOﬂI/ITeJ'II), CTpaHa-npoOnU3BOJAUTEIIb



IIpousBoacTBeHHAd MIIOIAAKA, CTPaHA
YTOIHOMOYEHHBIH MIPEACTaBUTENb TPOM3BOANUTENS, CTPaHA

YHOIHOMOYEHHOE JIMIO 110 MOHHTOPUHTY HEOJIarONpHUSATHBIX COOBITHI (MHIMICHTOB) Ha TEPPUTOPHH
Pecniyonuku Kazaxcran

Tun menummackoro u3aenus (MU (MMH), MU (MT), MU (in vitro)

Bupn (peructpanysi, nepeperucrparys)

Kiacc B 3aBHCHMOCTH OT CTETIEHH IMOTEHITHAIFHOTO PUCKA TIPUMECHEHUS

Kon Homenknatypsl MmenuunHckux nzaenuid Pecnyonuku Kazaxcran

Kommurexraryst MeAUIIMHCKOTO U3AeIHs (TIPpX HATMYIHUH — KOJMYECTBO KoMITIeKkTyomux ) (Tabmuma)

3aKII0YeHNe Ha4albHON SKCTIEPTU3HI (TTOJIOKHUTEIHHOE UITH OTPHIIATEIBHOE)

3aKIroueHNe CeNHaTM3NPOBAHHON AKCTIEPTH3HI (IIOJI0XKUTETHHOE HITH OTPHULIATEIEHOER)

3aKTF0YeHNEe UCTIBITATEIBHOM JIabopaTopuu: Aata U Ne mpoToKoa (MOJIOKHUTEILHOE WIH OTPUIIATETHHOE)
Tabnuua
KOMHHCKTaHI/IH MCAUIIMHCKOI'O U34CIUA

HaunmenoBanue mozaenu (Mogudukammn) MU* (3amonHseTcs Ha KaXIy0 MOJIENb)

Bung cocraBHbix  HanmmeHoBanme cocTaBHBIX  MoJenp COCTaBHBIX
Ne . N . IIpousBoautens Crpana
JacTen JacTen JacTen

* 3aMOTHIETCS Ha KAXKTYI0 MOJIENb

2. 3axmouenue (oJ0XKUTeNbHOE): MaTepuanbl U JOKYMEHTbl PETUCTPALIMOHHOTO JI0ChE
Ha MEJUIMHCKOE H3JIeNINe, MPEIOCTaBICHHbIE HAa HKCHEPTHU3Y I TOCYAapCTBEHHOMU
peructpanuu, nepepeructpanuu B Pecriyonuke Kazaxcran, COOTBETCTBYIOT YCTaHOBJIECHHBIM
TpeOoBaHMSIM, OE€30MAaCHOCTh, KAa4eCTBO U I(PPEKTUBHOCTH MEIULMHCKOTO H3JEIUs
NOATBEPKICHBI COOTBETCTBYIOIIMMH MAaTEPHAIIAMHU U IPOBEACHHBIMU UCIIBITAHUSMHU.

MenunuHckoe uzaenue 3apeructpupyercs B Pecnyonuke Kazaxcran cpokom Ha  JieT
WU OECCPOYHO.

3akioueHue (oTpulatesbHoe): MaTepuanbl U TOKYMEHThHI PErUCTPAIMOHHOIO J0ChE Ha
MEIUIMHCKOE W3JIeiue, MPEIOCTaBICHHbBIE HA OJKCIEPTU3Y [Ji TOCYyJapCTBEHHOMU
peructpanuu, nepepeructpaunu B PecnyOnuke KazaxcTtaH, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 0€30MaCHOCTh, KAa4eCTBO M d(P(HEKTUBHOCTH METUITMHCKOTO
U3JEIus HE TMOATBEPXKAEHBl COOTBETCTBYIOIIUMHU MaTepHalaMH U MPOBEICHHBIMH
UCIIBITAHUSIMHU.

MenunuHckoe uznenue He 3apeructpupyercsa B Pecyonuke Kazaxcras.

3akiroueHune AeucTBUTENbHO 180 KaleHAapHBIX AHEN C JAThI TOAIUCAHUS.

PykoBoauTesnp TOCYyHapCTBEHHOM JKCIEPTHOW OpraHU3alUHU

MO/AMHICH &)I/IO (Ipu HATMYHH )
[lara




Ipunoxenue 13
K TIpaBUJIaM IIPOBEICHHS SKCIIEPTH3bI
MEIULITHCKOTO U3/IeITHS

®opma

3axmoderne 0 6€30MacHOCTH, kKadecTBe U 3()(HEKTUBHOCTH MEAUIIATHCKOTO H3CIHA
3aABJICHHOT'O Ha SKCIEPTH3Y B HEJIIX BHECCHHA H3MEHEHHUI B PETHCTPAIMOHHOE
OCBE

1. PecnyGnukaHnckoe rocyJapcTBEHHOE MPEANPUITHE Ha MPaBe X03IMCTBEHHOTO BEACHUS
"HarmoHanbHbId LEHTP 3KCOEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAUIMHCKUX HU3AeTui"
Komurera MeaunuHckoro u  (apmareBTHUYECKOro KOHTpodass MuHucTepcTBa
3npaBooxpaHneHust Pecryonuku Kaszaxcran cooOuiaer pe3yiabTaThl SKCIEPTU3BI O BIUSHUU
BHOCHMBIX H3MEHEHMH B pErucTpalioOHHOE J0Che€ Ha O€30MacHOCTb, KauyeCTBO M
3 PEeKTUBHOCTH METUIIMHCKOTO U3/IETHS:

TOpFOBOG HAaMMCHOBAHHNEC MCOAUIITMHCKOI'O U3ACIINA
OpraHmauI/m MMPOU3BOAUTEIIb, CTPAHA-IIPOU3BOAUTEIIb
IIpousBoacTBEHHAs IUIOLIA/IKA, CTPAHA

Y1IOJIHOMOYEHHBIN IpeACTaBUTCIIb MTPOU3BOAUTEIA, CTpaHa

VYIOJIHOMOYEHHOE JIMIO 1O MOHHTOPHHIY HEOJAarONpPHUATHBIX COOBITHH (MHLUUACHTOB) Ha TEPPUTOPUH
Pecrry6nuku Kazaxcran

BHocuMEBIC n3MeHeHUsS

3akItoYeHnEe HaYallbHON SKCIIePTH3HI (TTOJIOKUTEIHHOE WITH OTPHUIIATEIEHOE)

3aKIrovYeHne CIEUAM3UPOBAHHON AKCIIEPTU3HI (TIOJOKUTENBHOE WU OTPUIIATEIILHOE)

3aKIIr0YeHNEe UCITBITAaTeIbHON na60paT0pI/H/1: Jara u Ne IpOTOKOJIAa, (HOHO)KI/ITSJ'IBHOC nin OTpI/IHaTeHLHOG)

2. 3akmoueHue (MoJIOKUTENbHOE): MaTepuanbl U TOKyMEHTHI HA MEIUIIMHCKOE U3/IEHE,
MPEIOCTABJICHHBIE /IS BHECCHUSI U3MEHEHUU B PETUCTPAIMOHHOE JOChE, COOTBETCTBYIOT
YCTAHOBJICHHBIM TPeOOBaHMIM, BIMSHUE HA 0O€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
MEIUIIMHCKOTO M3JeNUus TMOATBEPXKICHbI COOTBETCTBYIOIIMMHU MaTepuajiaMH U
MPOBEJICHHBIMU UCTIBITAHUSIMU.

BHocuMbie HM3MEHEHHS 3aperucTpupyercsi ¢ Bblaadeld (06e€3 BbIIa4M) HOBOTO
PErHCTPALlMOHHOTO YIOCTOBEPEHUSI.
3axmmoueHue (oTpuiiarenbHoe): Marepuaiabl U JOKYMEHTHI Ha MEAUIIMHCKOE U3/eINne,
MPEI0CTaBJICHHbBIC /IJI1 BHECEHUSI U3BMEHEHUM B PETUCTPAIIMOHHOE JJOChE, HE COOTBETCTBYIOT
YCTAHOBJICHHBIM TpPeOOBaHMM, BIMSHUE Ha O€30MaCHOCTh, KauecTBO U 3(PGHEKTUBHOCTH
MEIUIMHCKOTO W3JeJUsl HE TMOATBEPXKJAEHBl COOTBETCTBYIOIIMMHM MaTepualaMu U
MPOBEJCHHBIMU UCTIBITAHUSIMU.
BHocuMble n3MEHEHHSI HE 3apEeTUCTPUPYETCSI.
3aknroueHue 1ecTBUTENbHO 180 KaneH apHbIX JHEH C 1aThl HOIMUCAHUA.
PykoBonutenb TocyqapCTBEHHOW OKCIEPTHOW OpraHU3alUuU




MOJIHNCH &)I/IO (Tpu HAJTMYHH )

Jlara

[Ipunoxenue 14
K TIpaBHJIaM IPOBEACHHS SKCIIEPTH3HI
MEIUIMHCKOTO U3JEIHS
®opma
Kaszakcran PecnyOmukacel [lencaynslk caktay  PecnmyOnmmkaHckoe rocylapcTBEHHOE NMPEIIpHUSITHE Ha
MHUHHUCTPIIITT MeAnIMHANBIK jkoHE (apMalleBTHKAIbBIK IPaBe XO3SHCTBEHHOTO BeAeHus "HanuoHanbHbIi HeHTp
Oakpiray komuTeTiHIH "Ilopimik 3aTTap MEH  OKCIEPTH3HI JIEKAPCTBEHHBIX CPEICTB M MEIUITUHCKUX

MeIUIHMHANBIK OyibIMaapiasl capanTtay YATTHIK u3genui”  KoMmuTeTa  MEAMIMHCKOTO  H
OpTanbIFbl" MIAPYAIIBUIBIK KYPri3y KYKBIFBIHIAFbl  (apMaleBTHUECKOro  KOHTposis  MUHHCTEpCTBa
pecnyOIMKaIbIK MEMJIEKETTIK KOCITOPHBI 3npaBooxpaHenus Pecryonukn Kazaxcran

CBogHEIi oTYeT O 6€3011aCHOCTH, Ka9eCTBY M 3()(PEKTUBHOCTH METUIIMHCKOTO
7691 (175

HanmeHoBaHHE MEIUIIMHCKOTO U3/IETUs, IPOU3BOIUTEIb, CTPaHA
[TpousBoACTBEHHAS ITUIOLIAAKA, CTPaHa

YTOJIHOMOYEHHBIN MPEICTABUTENIb TPOU3BOAUTENS

W3 otuera ynanena koHpuASHIIMAIbHAS HHPOPMALIHS
Conepxanue

. O6acTh NPUMEHEHUS METULIIUHCKOTO U3CIIHS

. HaznaueHne MeTMUMHCKOTO U3AENHs

. Kparkas TexHuueckas xapakTepUCTHKa METULIMHCKOTO U3EIus
. Knnacc 6e3onacHoctu

. Uudopmarus o mpousBogutene

. Pemenue (3akitouenue)

. Uadopmarus mo peructpamnum

. YcnoBus xpanenust 1 [VD (AiiBunn)

03N L B WL~

[Ipunoxenwne 3 x npukazy
MuHuCTpa 31paBOOXpaHEHUS
Pecnyonuku Kazaxcran
ot 27 suBaps 2021 roga
Ne KP ICM-10

ITepedeHs yTpaTHBIIMX CHITy HEKOTOPBIX IPHUKa30B MuHUCTEpCTBa
3apaBooxpaneHuA Peciy6mmxu Kazaxcran

1) mpuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 18 Hosi6psa 2009 roga
No 736 "OO0 ytBepxaenuu IlpaBun mpoBeneHUs SKCNEPTU3bl JTEKAPCTBEHHBIX CPEACTB U
MEIUMLIMHCKUX u3aenui" (3apeructpupoBaH B PeecTpe rocynapcTBEHHON perucTpanuu
HOPMATHBHBIX MPABOBBIX akTOB Mo Ne 5926, onyb6nukoBan B 2010 roxy B CoOpanun akToB



LIEHTPAJbHBIX HCIOJHUTEIbHBIX W HWHBIX IEHTPAIbHBIX TOCYJAPCTBEHHBIX OpPraHOB
PecnyOnuku Kazaxcran, Ne 5);

2) npuka3z Munuctpa 3apaBooxpaneHusi Pecmy6nmku Kazaxcran ot 28 oxtsadps 2011
rojga Ne 745 "O BHeceHMM M3MEHEHMI B npuka3 MuHucTpa 3apaBooxpaHeHust Pecrnyoiuku
Kazaxcran ot 18 Hos0pst 2009 roma Ne 736 "OO yrBepxknaenun I[IpaBun mpoBeneHus
AKCHEPTU3BI JIEKAPCTBEHHBIX CPEJICTB, U3IEINA MEIULIMHCKOIO Ha3HAYEHUS U MEIULIMHCKOU
TeXHUKHU" (3aperucTpupoBaH B PeecTpe rocyaapcTBEHHOM perucTpalid HOPMATHBHBIX
npaBoBbIX akToB moj Ne 7308, onyOnukoBaH B brojuieTeHe HOpMATUBHBIX MPABOBBIX AKTOB
LHEHTPaAJIbHBIX UCIIOJIHUTEIbHBIX U UHBIX TOCYAapCTBEHHBIX opraHoB PecryOnuku Kazaxcran,
2012 r., Ne 2, ct. 434);

3) nyHkt 3 IlepedHsi HOpPMAaTUBHBIX MPABOBLIX aKTOB MUHHUCTEPCTBA 37paBOOXPAHCHUS
PecnyOnuku Kazaxcran, B KOTOpbIE BHOCATCS W3MEHEHHS, YTBEP)KICHHOTO MPUKA30M
MunucTtpa 3apaBooxpanenust Pecnyonuku Kazaxcran ot 28 centsopst 2012 roga Ne 664 "O
BHECEHUU H3MEHEHUW B HEKOTOphlE HOPMATHBHBIE MpPaBOBbIE aKThl MUHHUCTEpCTBA
3npaBooxpanenus Pecny6nuku Kazaxcran (3apeructpupoBan B PeecTpe rocyaapcTBeHHOM
perucTpalui HOpMaTUBHBIX MPaBOBBIX akTOB 1Mo Ne 8081, onmybnukoBan 26 okTsiops 2013
rona B razere "Kazaxcranckas npasaa" Ne 302 (27576));

4) npuka3z Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 11 anpens 2014 roga
Ne 186 "O BHeceHmm HW3MEHEHUs B INpuka3 MuHHCTpa 3apaBooXpaHeHus PecmyOnuku
Kazaxctan ot 18 Hosa0ps 2009 roma Ne 736 "OO ytBepxkaeHuu I[IpaBun mpoBeneHuUs
JKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3EINI MEIUIMHCKOTO HA3HAYEHU U MEIUIUHCKON
TexHUKHu'" (3apeructpupoBaH B Peectpe rocyaapcTBEHHOM perucTpanud HOPMATHBHBIX
npaBoBbIX akToB moxa Ne 9408, onyonukoBan 12 asrycra 2014 roza B
MH(pOPMAITMOHHO-TTPABOBOM cucTeMe "Oiaet");

5) npukaz MuHUCTpa 3paBOOXPAHEHHS U COIUAIBHOIO pa3BuTus PecnyOnuku
Kazaxcran ot 14 suBaps 2015 roma Ne 10 "O BHeceHuu n3MeHEHU B mpuka3z MuHucTpa
3apaBooxpanenus Pecnybnuku Kazaxcrtan ot 18 Hos6ps 2009 roma Ne 736 "O6
yTBepxkAeHun [IpaBui mpoBeleHUs 3KCHEPTU3bl JEKAPCTBEHHBIX CPEICTB, HU3JEIUM
MEJIUMIMHCKOTO Ha3HAYeHUsT W MEIMIIMHCKOM TexHuku" (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akTOB Mo Ne 10296, ony6irkoBan
18 mapta 2015 roga B uH(bOpMaIIMOHHO-TIPABOBOM cucteme "Ouier");

6) mpuka3 MuUHHUCTpa 31paBOOXPAHEHHS M COLHAIBHOTO pa3BuTus PecnyOnuku
Kazaxcrtan ot 26 utons 2015 roxa Ne 524 "O BHeceHUH U3MEHEHUHN U JOMOJHEHUM B PUKa3
Munuctpa 3apaBooxpanenus: Pecnyonuku Kazaxcran ot 18 HosiOps 2009 roga Ne 736 "O06
yTBepxkAeHNN [IpaBui mpoBeleHUs HKCHEPTU3bl JEKAPCTBEHHBIX CPEICTB, HU3JCIUM
MEIUIMHCKOTO0 Ha3HAYeHUsT W MEIMIIMHCKOM TexHuku" (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalvii HOPMAaTUBHBIX MPAaBOBBIX akTOB moj Ne 11778, onyOnrkoBan
10 aBrycra 2015 roga B uHGOpMaIMOHHO-TIPaBOBOM cucTteMe "Oainer");



7) npuka3z Munuctpa 3apaBooxpanenus Pecmy6muku Kazaxcran ot 15 utons 2018 roga
Ne 374 "O BHeceHuM W3MEHEHMI B mpuKa3 MuHucTpa 3apaBooxpaHeHus PecnyOnuku
Kazaxctan ot 18 Hosa0ps 2009 roma Ne 736 "OO ytBepxkaeHuu lIpaBun mpoBeneHus
HKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3JIEIUN METUIIMHCKOTO HA3HAYEHUS U METUIIMHCKON
TeXHUKHU'" (3apeructpupoBaH B PeecTpe rocyaapCTBEHHOM perucTpalud HOPMATHBHBIX
npaBoBbIx akToB moj Ne 17185, omyGnukoBan 17 aBrycra 2018 roma B DTamoHHOM
KOHTPOJIbHOM OaHKE HOPMAaTHBHBIX MPaBOBbIX akTOB Pecmyonuku Kazaxcran);

8) mpuka3z Munucrtpa 3npaBooxpanenus Pecyonuku Kazaxcran ot 19 anpens 2019 roga
Ne KP JICM-43 "O BHeceHMM HW3MEHEHHU B MpuKa3 MUHHUCTpa 3ApaBOOXpPAHEHUS
Pecny6nukn Kazaxcran ot 18 nHos0ps 2009 roma Ne 736 "OO yrBepxkaenun I[IpaBun
MpOBEACHUST DKCIEPTHU3bI JIEKAPCTBEHHBIX CPEACTB, U3AEIUI MEAUIIMHCKOIO Ha3HAYCHUS U
MEIMIIMHCKON TeXHUKU'" (3apeructpupoBaH B PeecTpe rocynapcTBEHHOUN perucrpaiuu
HOPMAaTUBHBIX MPaBOBBIX akTOB 1Mo Ne 18579, onybnukoBan 4 mas 2019 roga B ItaqoHHOM
KOHTPOJIbHOM OaHKE HOPMAaTHBHBIX MPaBOBbIX akTOB Pecryonuku Kazaxcran);

9) npuka3z Munuctpa 3npaBooxpaHenus Pecry6iauku Kazaxcran ot 21 mapra 2020 roma
Ne KP JICM-19/2020 "O BHeceHMM W3MEHEHUH B Npuka3 MUHUCTpa 3ApaBOOXPAHEHUS
Pecnybnuku Kazaxcran ot 18 nos0ps 2009 roma Ne 736 "OO yrBepxkaenun I[IpaBun
MPOBEACHUS DKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB M MEAUUMHCKUX u3aenui" (
3aperucTpupoBaH B PeecTpe rocygapCcTBEHHON pEerucTpald HOPMaTUBHBIX MPABOBBIX aKTOB
nog Ne 20156, onyonukoBan 9 ampens 2020 roma B DTaJOHHOM KOHTPOJbHOM OaHKE
HOPMATHBHBIX IPABOBBIX akTOB PecnyOnnku Kaszaxcran);

10) npuka3z Munuctpa 3apapooxpanenus Pecryonuku Kazaxcran ot 10 urons 2020 rona
Ne KP JICM-81/2020 "O BHeceHuH AOMOJHEHUW B MpuKa3 MuUHHCTpa 3paBOOXpPaHEHUS
Pecnybnuku Kazaxcran ot 18 nHos0ps 2009 roma Ne 736 "OO yrBepxkaenun I[IpaBun
MPOBEACHUS DKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB M MEAUUMHCKUX u3Aenui" (
3aperucTpupoBaH B PeecTpe rocyapcTBEHHON pEerucTpald HOPMaTUBHBIX MPABOBBIX aKTOB
mox Ne 20952, onmy6nukoBan 13 wutons 2020 roga B DTaJOHHOM KOHTPOJBHOM OaHKeE
HOPMAaTUBHBIX MPaBOBbIX akTOB PecnyOnnku Kazaxcran).

© 2012. PT'TI na I[TXB «MHCTUTYT 3aKOHOAATENBCTBA U ITPpaBoBoii nHMopMaruu Pecriybnmku Kazaxcramy
Munucrepcra roctuimnn Peciyonuku Kazaxcran



