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Gonkin Tipkenni

B cootBercTBUM ¢ ImyHKTOM 5 cratbu 69 Komekca Pecmyommku Kaszaxcran or
18 cenrsabpsa 2009 roma «O 3m0poBhE Hapoja U CHCTEME 3APABOOXPAHEHMS
ITPUKA3BIBAIO:

1. V1Bepauts IlpaBuna oTHECEHHUS JIEKAPCTBEHHBIX CPEJICTB K PELIENTYPHOMY
OTIIYCKY COIJIACHO IIPHJIOKEHUIO K HACTOSIIeMY TIpHKa3y.

2. KomuTeTy KOHTpOISI MEOWIHWHCKOH M (PapMarieBTHYECKOH JIeATeNEHOCTH
MuHucTEPCTBA 3PaBOOXPAHEHMS U COLMAIBHOrO pa3BuTus Pecnybmuku Kazaxcran
obecreynTh:

1) rocynapcTBeHHYIO PETHCTPAIlMIO HACTOSIIEro MpuKasa B MHUHHCTEPCTBE
roctuuu Pecrmyonuku Kazaxcran;

2) B TeueHHME JECATH KaJeHNApHBIX JMHEH [ocie TIoCyIapCTBEHHOM
PETHUCTPAllMM HACTOAILEro IpHukasa B MuHHCTEpCcTBe IOCTHIMH PecmyOmuku
Kaszaxcran HampaBleHHe Ha O(QUIHAIBHOE OIYONHUKOBAHUE B IEPHOAMUECKHX
IIeYaTHBIX M3JaHUAX U HHGOPMALIHOHHO-TIIPABOBOM CHCTEME «OIiIeT»;

3) pasMelleHHe HACTOSIIEro IpHKa3a Ha WHTepHeT-pecypce MuHHCTEPCTBA
3/IpaBOOXPaHEHMUs U cCOLMaNIbHOrO pa3Butus Pecnyommku Kazaxcras.

3. KoHTponb 3a HCIIONHEHHWEM HACTOSIIETO IPUKa3a BO3JIOXKHTH HA BHIIE-
MHHKCTpPa 3ApaBOOXPaHEHMs M colpaipHOro pas3Butus PecmyOmuxm Kazaxcran
Loit A.B.

4. Hacrosmmii mnpuka3 BBOJUTCA B [JEHCTBHE II0 HCTEYEHHH JECATH
KaJIeHJapHBIX JHEH 1ocie JHS ero MepBoro OQUIHaIBHOIO OITyOIHKOBAHMS.

Munuctp T. AyiicenoBa

0007001 OduumancHoe ony6nukoBaHue oT 05.06.2015.
WHdopmaumo Baf CUCTEMa HOPMaTUBHbIX MPaBOBbIX akToB Pecnybnuku KasaxcTaH "dainet".
© 2012. P+ B PecnybnukaHckuil LeHTp MpaBoBOi MHPOpMaLMKU MuHMCTepcTBa kCTuumMu Pecnybnukn KasaxcTaH



IIpunoxenue

K IIpuKa3sy MUHHCTpa 3ipaBOOXpaHeHUs
U COLIHANTEHOTO Pa3BUTHS

Pecrry6nuxn Kazaxcran

oT « 28 » ampensa 2015 roga

Ne 288

IlpaBuJia OTHECEHHUS JIEKAPCTBEHHBIX CPEACTB
K pelenTyPHOMY OTIYCKY

1. Hacrosmue IIpaBuna oTHeCeHHs IEKapCTREHHEIX CPEACTB K PELEHTYPHOMY
OTIyCKY ONPEAEIIIOT IIOPANOK OTHECEHHS JICKaPCTBEHHBIX CPEACTB K PELENTYPHOMY
OTIIyCKY.

2. KoMHTET KOHTPOJIA MEIUIMHCKON U (apMaleBTHUECKON NeATeNBHOCTH
MuHHCTEPCTRE 3APABOOXPAHEHH] H COMUANBHOTO pasBuTHa Pecnybmuxu Kazaxcran
(manee —rocyapcTBEHHBIH  OpraH) INpHHHMAaeT pelleHHe o060  OTHECEHHH
NEKapCTBEHHOI'O CPEJACTBAa K PEUENTYpHOMY OTIIyCKY Ha OCHOBAHHH 3aKIFOUCHHS
SKCIIEPTHOM OpraHM3alliy B cdepe oOpalleHUs JeKapCTBEHHLIX CPENCTB, H3IENHil
MEIUIIHHCKOr0 Ha3HAYeHHMs H MEJUIMHCKOM TeXHHKH (fanmee — OJKCIEpTHA
OpraHM3aliysd), BBIAHHOTO IO  pe3ylNbTaraM  NPOBEJEHHS  SKCIEPTHU3IEI
JICKAPCTBEHHOTO CPENICTBA IIPH TOCYJAPCTBEHHON peTHCTpallii, IepeperucTpaLiyy,

BHECCHUH-M3MEHEHHH-B-PETHCTPAHOHHOE OCKE:
3. s ycTaHOBIEHH HEOOXOMMMOCTH OTHECCHHS JIEKAPCTBEHHOTO CPEACTBA K

PEeLEenTypHOMY OTILYCKY 3KCIEPTHAs OpTaHM3allus Ha CTaJHH CIICLHAIU3HPOBAHHOMN

(hapMaxoIOrHIecKoH SKCIIEPTH3EI IEKAPCTBEHHOTO CPECTBA IPOBOIAT OLEHKY:

1) papmaxonoruteckoil COBMECTHMOCTH KOMIIOHEHTOB;

2) HCTOYHHKA IIPOUCXOKIACHHUS U CIIEIM(DHUECKON aKTHBHOCTY,

3) cnoco60B IpUMeHEHHA | IPOMOIIA MOGOYHBIX AEHCTBHI;

4) dhapMakxonorm4ecKux cBoicTB ((hapMakOKHHETHKA, hapMaKoIUHAMUKA);

5) aZeKBaTHOCTH JI03 COTIACHO (hapMaKOKMHETHYECKHM IapaMeTpaM: aHalM3a
PEKOMEHIYEMBIX JI03, PEKHMMa JO3HpPOBaHUS C YYETOM (DapMaKOKHHETHYECKHX
CBOWCTB U pHCKa IIEPEHAO3UPOBKH;

6) cremeHn - pHCKA  3TOYNOTPeONEHWS W 3aBHCHMOCTH  (BBICOKHE,
HEe3HAYHTENbHBIH MM OTCYTCIBYET), a TaloKe MaKCHMAJIBHO IOMyCTHMOIO

COICPXXaHNA HapKOTHYECKHX CPEACTB, ICHXOTPOITHBIX BEIISCTB M IIPEKYPCCPOR B

 IIeKapCTBEHHEBIX CPeCTBRaX;
7) pe3ynbTaToOB HCCICAOBAHUSI TOKCHYIHOCTH, BIHSHHMS HA PENPOAYKTHBHYIO
¢byHKIUIO, SMOPUOTOKCHIHOCTH, TEPaTOT€HHOCTH, MYTareHHOCTH,
KaHIEPOrCHHOCTH;
8) 6e3omacHOCTH M 3(bEKTUBHOCTH IeKapCTBEHHOrO CPEACTBA Ha OCHOBE:!
aHaHM3a HAOMIOJABIIMXCS OCIOXHEHHH, MOGOYHEIX HedCTBUME, Mep mO HX
YCTPaHEHHIO, O3Bl JIEKAPCTBEHHOTO CPEJICTBA, KOHIEHTPAMH H HX B3aMMOCBA3H C
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0e30IacHOCTEI0 U 3OOEKTHBHOCTBIO JEKAPCTBEHHOTO CPEACTBA IO Pe3yIbTaTam
KIIMHHYECKHX UCCIIeNOBAHHIT,

J2HHEIX MEPHOAHYECKH OOHOBIAEMBIX OTYETOB O GE30MACHOCTH — AHANK3A
npopuns  (e30macHOCTH,  BBUIBJIEHHS ~ HOBEIX — TOOOYHBIX  JeHCTBHL,
NPOTHBONIOKA3aHMA, H3MEHEHMsA CTaTyca Iipelapara B JPYTHX  CTpaHaX,
OOHOBNEHHBIX HAHHEIX O Mepax, NOPHHATEIX PpETYJIATOPHBIM OPTaHOM I
IPOM3BOIHTENEM 110 COOOpaXKeHHAM Oe30MaCHOCTH, U3MEHEHHAX B HHMOPMALUE 110
Ge30macHOCTH HpenapaTa, XapakTepa i KOTHIECTBA CEPEe3HBIX MOGOUHEIX MeticTRHil
M paHee He 3aperHCTPUPOBAHHEIX.

4. Ilo pesynbratam (apMaKoXOTHIecKoit 3KCIEPTH3H JIEKAPCTBEHHOTO
CPenCTBa COCTABILICTCH 3aKMIOYeHME 00 OTHECEHHM K PEeLeNTypHOMY MUIH
OespelienTypHOMY OTIYCKy H HNpPEACTABISLETCS B TOCYNAPCTBEHHBIM OpraH JyIs
YTBEPXICHHUA MHCTPYKIHH TIO MEIUIMHCKOMY IPHMEHEHHIO JIEKapCTBEHHOIO
CPEeACTBa C YKa3aHHEM YCIIOBHH OTITyCKA.

5. K teKapcTBEHHBIM CPeNICTBAaM PELENTYPHOIO OTILYCKa OTHOCSTCS:

1) lexapcTBEHHEIE  CDEJICTBA, COAEpXALIME HAPKOTHYECKME CPEACTBa,
MICHXOTPONIHBIE BEINECTBA U IPEKYPCOPH], HOANEXallde KOHTPOIK B Pecmy6mixe
KasaxctaH B COOTBETCTBHM C 3aKOHOHATENHCTBOM Pecrybnmku Kasaxcrad o
HapKOTHYECKHX CpEICTBAX, ICHXOTPOMHBIX BEINECTBAX, IPEKypcopax H Mepax
IPOTHBONEHCTBHS HX HE3AKOHHOMY 000POTY ¥ 310YHNOTPEOICHHIO UMH;

2) NeKapCTBEHHEIE CPEICTBA, IPEAHA3HAYEHHBIE JUI IApeHTEpPaIbHOTO
BBEICHHS; '

CPEJCTB2, IPUMEHAEMEIE TOJIBKO B YCIOBHAX CTALIMOHAPA;

4) nexapcTBEHHEIE CPENCTBA, HAa3sHAYCHHe M HaubHelIee ynotpeOneHue
KOTOPBIX HeOOX0AUMO IIPOBOTUTE IPH HOCTOSHHOM KOHTPOJIE Bpaya;

5) nexapcTBEHHBIE TIPENapaThl, IPeHASHAYECHHEIE IS ICYCHH 3a00IeBatyi,
AMarHO3 KOTOPBIX MOXeT OBITh YCTaHOBJIEH B YCIOBHSX CTAIMOHApA HIM B
YIPEXACHAAX, PAaCHIONaraloUX HeoOX0qUMMBIM JHATHOCTHYECKHM 060pyZOBaHHEM,
a NPUMCHCHWE JIEKApCTBCHHOIO Iperapara d IOCHeAylolllee HaGIOJeHHe MOIYT
OCYIIECTBISATECH B AMOYIATOPHEIX YCIOBHIX;

6) NeKapCTBEHHLIE CPEACTBa, COAEPKAIIHE JEKAPCTBEHHYIO CYOCTaHITHIO,
aKTUBHOCTE M (WIH) HeKelaTelbHBIE PEaKiMH KOTOPHIX TPeOYIOT AansHEHUIIETo
H3YHUeHHUA:

BICPBBIE 3aPETUCTPUPOBAHHEIE JIEKAPCTBEHHBIE IIpemaparsl ¢  HOBBIM
JEHCTBYIOIHAM BEIIECTBOM;

JeKAPCTBSHHEIE MPENapaTsl ¢ OrPaHWYSHHBIM OIBITOM IIPUMEHEHHS H (vin)
HHU3KHE Mpofaxu (C VyYEeTOM IIOCTPErHCTPAIMOHHOTO OIBITA IPUMEHEHHS
JICKapCTBEHHOIO Ipenapara B APYTHX CTPaHaX, B TOM YHCIe TIPHMEHEHHsA B OOIIeH
IOIYISILHH (IPK HATHYHMH KIMHHIECKHK HCCIIeI0BAHMH);

HOBasd IO3WPOBKA, HOBBIM PEXHMM [O3HMPOBaHWs, HOBBIA CIOCOO BBENEHUS,
HOBOE NIOKa3aHUE K PHMEHEHHMIO, HOBBIE BO3PACTHBIE IPYIIIEL,
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7) IeKapCIBEHHBIE CPEACTBA, MpPEACTABIOINE OMACHOCTH  3OPOBBIO
9ENOBeKa NP WX NMPMMEHEHHH B COOTBETCTBUH C MHCTPYKIMEH MO MEIHITMHCKOMY
UpHMEHESHHIO JCKapCTBEHHOIO mperapaTa Oe3 MeIUIMHCKOTO HaGIIOmeHis
(TOKCHYHOCTB, BKIIOWAs PENPOAYKTHBHYKO TOKCHYHOCTH, TI'eHOTOKCHYHOCTE,
TEPaTOTCHHOCTh,  KAHHIEPOTeHHOCTb, CEpPhe3HBICe  HeXeNaTeNbHBIE  peaKIiH,
CBj3aHHBIE C (apMaKOJOIHYSCKOM AKTMBHOCTHIO JIGHCTBYIOIIErO BEINECTBA
JIeKapCTBEHHOTO Npelapara, Cephe3Hble Helpe(BUIeHHBIEe HeXelaTelbHble peakIly,
B3aMMOJEHCTBHS C 9aCTO MCIOJIb3YEMBIMH JIEKAPCTBEHHEIME TIPENapaTaMyl, KOTOPEIE
MOIyT BEI3HIBATh CEPhE3HBIC HEXKENATENbHBIE PEAaKIVMH, MacKHPOBKY OCHOBHOIO
3ab0JeBaHNs);

§) IeKApCTBEHHBIE ~ CPENICTBA, IPEICTABISIONIME OMACHOCTH  3JOPOBBIO
49el0BeKa TNPpH [PHMEHEHHH JIeKapCTBEHHOrO Ipelapara HacelneHHeM be3
cobmofeHus  TpeGOBaHHE HMHCIPYKIMM 110 MEIWIAHCKOMY IIPHMEHEHMIIO
JICKapCTBEHHOIO  Tpemnapara  (He)KENaTeNbHBIE peakiWd IpH  IMTEILHOM
HCIIOJIE30BaHUM  JICKAPCTBEHHOIO IpellapaTa: TOJNEPAHTHOCTB, KyMYJIATHBHEIE
3(QhEKTH, CHHIPOM OTMEHEI MK PHKOLICTa, PA3BUTHE 3aBECHMOCTH, JICKAPCTBEHHEIE
B3aHMOAEHCTBHS).

6. He oTHOCATCA K KaTeropHH PELENTYPHOIO OTIYCKA MHOTOKOMITOHEHTHEIE
NeKapCTBEHHEIE CpEACTBA, COJACpXAIIMe B CBOEM COCTaBE Malble  JO3EI
HApPKOTHICCKUX CPEJCTB, ICHXOTPONHBIX BEMECTB W HMX NPCKypcopoB, He
TIOJICKAIUK KOHTPOIO B COOTBETCTBHM C 3aKOHOAATENHCTBOM PecryGnuxu
Kazaxcran, u KOTOpBIe He BEIAENAIOTCS U3 [PENapaTa JerkoLOCTYIIHEIME Criocobamu

B-KOIMYECTBAX-AOCTATOUHBIK-IIA-3/I0 YIIOTPeONe HIS- 9 THMH -BelLIECTBAMIL

7.Ilpu nonyveHur HOBHX ¢(akToB mo GesomacHOCTH M 3h(EKTHBHOCTH
JeKapCTBEHHOIO CPeACTBA OKCUEPTHAS OpraHW3alldd I[IPOBOAUT ONEHKY 5THX
JAaHHBIX, IO pe3ynbTaTaM KOTOPOro MNpEeACTABIAST JKCHEPTHOE 3aKIIOYEHHE B
rOCYJapCTBEHHBIH OpraH JUIs NPUHATHSA PEIICHHS O HeOGXOMMOCTH UM OTCYTCTBUH
HeoOXONMMOCTH M3MEHEHH s YCIOBHIT OTITyCKa JIEKapCTBEHHOTO TIPENapaTa.
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