EBPA3UICKASI DKOHOMMYECKASI KOMACCHS
COBET

PEIMMEHMHXE
«19» aBrycra 2022 r. Ne 127 r. bumkex

O BHecenuu uzmenennii B [IpaBuiia npoBegenus
(hapmaneBTHYECKUX HHCIIEKIUIA

B coorserctBuu co crarbsimu 7 w10 CornaimieHuss o eIMHBIX
NPUHLKIAX M TpaBuaax oOpalleHHs JIEKapCTBEHHBIX CPEICTB B paMKax
EBpasuiickoro sKkoHOMHYecKoro corw3a oT 23 gekabps 2014 ropa
1 myHKToM 96 npunoxenuss Ne 1 k Pernmamenty pa6otel EBpasuiickoii
OKOHOMHMYECKOW  KOMMCCHUH, yTBepxaAeHHOMY Pemenwem  Briciuiero
EBpasuiickoro sakoHomuudeckoro coeta ot 23 aexkadps 2014 r. Ne 98, Coset
EBpa3suiickoii 5JKOHOMUUECKOW KOMUCCUU P € Il | JI:

1. Buectu B IlpaBuna npoBeneHust dapManeBTUYECKHX HHCIEKLUH,
yrBepxaeHHble Pemennem Copera EBpa3uiickoii 3KOHOMHYECKONW KOMUCCUHU
oT 3 HOs10pst 2016 r. No 83, u3MeHeHHs COTIaCHO MPUIIOXKEHHUIO.

2. Hacroamee Pemenue BeTymaer B CHIYy 110 HCTEYEHUH

180 kanenaapHbIX HEH ¢ JaTHl ero OUIUAIBHOTO OMyOJIUKOBAHUS.

Ynensl CoBera EBpa3uiickoii 3KOHOMHYECKOH KOMHCCHH:




[TPHUJIOXXKEHUE

K Pemennto Coera
EBpasuiickoii 5KOHOMHUYECKONH KOMHCCHH
ot 19 aBrycra 2022 1. Ne 127

N3IMEHEHMUMSL,
sHocumble B [IpaBuiia nposegenust papmaneBTHYICCKHX HHCIIEKIUM

IlpaBuna mnposefeHus (papManeBTUYECKUX HHCIEKIMH M3JI0KUTh B
CIEYIOIIEN pelaKIvuu:
«YTBEPXXJIEHBI

Pemenuem Cogera
EBpazuiickoil 5KOHOMHYECKOW KOMHCCUH
oT 3 HosiOpst 2016 . Ne 83
(B penaxkuuu Pemennst CoBera
EBpaszuiickoii 3KOHOMUYECKOM KOMUCCHH
ot 19 aBrycra 2022 r. Ne 127)

IIPABHUJA
npoBefeHus (papMaleBTUYECKUX HHCIIEKIUIT

I. O0mue nnosoxenus

1. Hacrosimue IlpaBuiia ycTaHaBiIMBaOT eJIMHBIN TOPSIOK TPOBEICHHS
(papManieBTHYECKUM  HHCIIEKTOpAaTOM  (apMareBTHUECKUX  MHCIEeKITHi
IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB Ha COOTBETCTBUE TPeOOBAHHSIM
[TpaBuii  Hajuiexaneld  NPOM3BOACTBEHHOW  mpakTuku  EBpasuiickoro

SKOHOMHYECKOI0 coro3a, yTBepxKIeHHbIX Pemennem CoBera EBpaswmiickoit
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OKOHOMHYECKON KOMHCCHH 0T 3 HOsi0pst 2016 r. Ne 77 (manee — MHCIIEKIMS,
IIpaBuia Haexamel MpoU3BOJICTBEHHOU MPAKTHKH ).

2. s mpoBenennst MHCIIEKIMU (POPMHUPYETCST MHCIIEKLIIMOHHAS TPYIIIIA,
B COCTaB KOTOPOM BXOJASAT BeAylIMi (hapMarieBTUUeCKi HHCIIeKTop (J1aee —
BelyIMI HHCIEKTOP) U (hapmMalleBTHUeCKHe HHCIeKTOphl. [Ipu nposenennu
HHCIIEKTUPOBAHKUS MOI'YT IIPUCYTCTBOBATE IIPUBIIEKACMbBIE DKCITEPTHI,

TpeboBanuss K YMCIEHHOCTH WMHCHEKIHOHHONW TIPYINBI, YPOBHIO
KBAIM(UKALMKM ~ COTPYJHHMKOB  (papMalleBTHYECKOTO  HHCIEKTOpara W
IPUBJICUEHHBIX K pPaboTe MHCHEeKIMOHHON TI'pYyIIbl 3KCOEPTOB JIOJDKHEI
COOTBETCTBOBAaTh  TpeOOBaHUSAM, YCTAHOBJIIEHHBIM  PYKOBOACTBOM  IIO
Ka4eCcTBY JUI MHCIEKIMHA COOTBETCTBYIOIIECIO BHJA (papMarieBTHYECKOro
poU3BOJCTBA, a Takke O0mMM TpeboBaHMSIM K CHCTEME KadecTBa
(papmaneBTMYECKMX HHCIIEKTOPATOB TOCYAAapCTB — UeHOB EBpasumiickoro
HKOHOMHMYECKOT0 co103a, yrBepxKiaenneiM Pemiennem Cosera EBpaswmiickoit
9KOHOMHYECKOU KomMuccuu ot 3 HostOpst 2016 r. No 82,

3. @apmaneBTHYECKU I UHCIIEKTOpAT o0ecrieynBaeT
KOH(QUIEHIIMATBHOCTE ~ MH(OpMaIMK, CcoJepKalieiicss B JOKYMEHTAax
MHCIIEKITUH.

4. duHaHCHpOBaHHE  pacxXoOB HAa  MPOBEACHHE  MHCHEKUIUH
OCYIIECTBIISIETCS 3a CYET CPEJACTB HMHCIEKTUPYEMOTo CcyObeKkTa WM €ro

YIOOIHOMOYCHHOI'O IIPEACTABHUTEIIA.

I1. Onpenenenus

5. i uneneit Hactosimmx IlpaBuni MCIONB3YIOTCST MOHSATHS, KOTOpbIE

03Ha4aroT CIICOYIOIICC:



«3asBUTEJIb Ha [poBejJeHHe (QapMarleBTHUSCKOH HHCIEKIMU) —
MHCIIEKTUPYEMBIH CyOBEKT, JlepKaTelb PerucTpalionHOro Y0CTOBEPEHHS,
3asdBUTEJIb HA PEFUCTPALIMIO UIIH UX YIIOJIHOMOYECHHBIH MPE/ICTABUTEND,

«MHCIIEKTUPOBaHUE» — 3Tarn (papManeBTHUYCCKON HHCIEKIINH, B XOJE
KOTOPOro  MHCHEKIMOHHOH  TIPYNIOW  MIPOBOIATCS  MEPONPHSITHS B
COOTBETCTBHH C MPOTPAMMOMN MHCIIEKTHPOBAHHUSI;

«MHCIIEKTUPYEMBI CyOBEKT» — OpraHu3anusi, OCYIIEeCTBIISIONAs
JeATeIbHOCTE 10 IPOM3BOLCTBY JIGKAPCTBEHHBIX CPEACTB H MMEIOIas
pazperienre (JIMIEH3UIO) Ha TAKOW BHJI JEATENBHOCTH, BbLIJIAHHOE
YIIOJTHOMOYEHHBIM OPTaHOM CTPaHBI-ITPOU3BOIUTEIIS,

Ilomarust «gapmaneBTHyeckass WHCIEKIHs», «(HapMareBTUYeCKui
MHCIIEKTOpaT» M «(papMaleBTHYCCKUH HMHCIEKTOP» IMPUMEHSIOTCS B
3HAYEHUsIX, olpejefieHHbIX OOmumMu TpeOOBaHUSIMH K CHCTEME KadecTBa
(papMaLIeBTHUECKUX HMHCIEKTOPAaTOB TOCYAapCTB-WICHOB EBpasuiickoro
HKOHOMHYECKOI'0 C0103a, yrBepKaeHHbIMU Pemenuem CoBera EBpasmiickoi

HSKOHOMHMYECKOU KomMuccuu ot 3 HostOpst 2016 r. No 82,

III. TTopsimok nericTBUM

6. MHCIIeKIIMi  TIPOBOAATCA  (papMalleBTUUYECKUM HWHCIIEKTOPATOM 110
maHy (rpaduky) NpoBeNeHMs] WHCIEKIHH B COOTBETCTBUU C IIPOTPAMMOMN
MHCIIEKTHPOBAHHUS POU3BOJCTBA JICKAPCTBEHHBIX CPEACTB 10  (hopMme
coryiacHo npuiiokenuro Ne | (manee — rporpaMmMa HHCIIEKTUPOBAHUS).

IImaHMpoBaHUE MHCIEKIHMI MOXKET BBITOJIHSITHCS B COOTBETCTBUU C
IIPUHIUATIAMH YIIPABJICHUSI PUCKAMM.

B nnan (rpaduk) nmpoBefeHMs MHCIIEKIMU B 00s3aTENBHOM TTOPSIIKE
BKJIOUAOTCS CIIEIYIONUE CBEICHUS:

OCHOBAHME JJIs IPOBEJICHUSI UHCTIEKITHH;



CPOKH MHCIIEKTUPOBAHMS,

HAaUMEHOBAHUE UHCIIEKTUPYEMOTO CYOheKTa;

ajipec HHCIIEKTHPYEMOH NPOM3BOJCTBEHHON IUIOMIAAKH (Hajee —
IIPOU3BOJICTBEHHAS TUTOIIAKA).

Mucnexuuy IpoBOAATCS B IUIAHOBOM M BHETIJIAHOBOM TTOPSIJIKE.

OcHoBaHueM [JIl  IIPOBEJIEHUS HWHCHEKIUH SIBJSIETCS  pelleHue
YIOJHOMOYEHHOTO oprana B cdepe mpoBefieHust (HapMareBTHUECKUX
MHCIIEKIIMH rocyjapersa — ujeHa EBpa3suicKoro sKOHOMHYECKOIO COO3a
(Majee COOTBETCTBEHHO — YNOJHOMOYEHHBIH OpraH, TOCYAapCTBO-UNIeH,
Coro3) m (MIM) 3asBIIEHHE UHCIEKTHPYEMOTo cyObexra (HalpuMep, B LIEINsX
TUIEH3UPOBAHUSL, PETUCTPAlMM M OCYLIECTBICHHS JIPYTHX [IPONENYD,
CBSI3QHHBIX C PEIUCTpAIMEil, UM TPOBENEHUS pacCciie/IOBAHMM, CBI3aHHBIX C
Ka4eCTBOM JICKAPCTBEHHBIX TTPEIapaToB).

7. llpoBeneHue WHCTIEKIU A ¢ UCIIOJIb30BaHUEM CpeJNICTB
JUCTAHIMOHHOTO B3aUMOJIEHCTBHsl (HAalpUMep, C HCIIOIB30BAHUEM CPEICTB
ayaIuo- WM BHMJEOCBA3M) JIONyCKaeTcs B OCOOBIX COy4asX COIJIacHO
IPUIIOKEHUIO No 2.

8./l opraHWzalMM  MHCHEKIMH  3asiBUTEJEM Ha  [IPOBEJEHUE
GapmaneBTHUECKOM HMHCIEKIMH (mamee — 3asgBUTENb) HOJDKHO OBITH
ofecrieueno nmpejacTaBlieHue B GapMaleBTHUSCKUil HHCIIEKTOPAT Ha PYCCKOM
S3pIKe W (MaM) (IpM  HAIMYUHM  COOTBETCTBYIONIMX  TpeGoBaHMI B
3aKOHOJIATENIbCTBE  IOCYJapCTBa-ulIeHA) Ha  TOCYJIAPCTBEHHOM  SI3BIKE
rocynapcrBa-wiena (MiaM B IIEPEBOJE HA OTH  SI3BIKH)  CIIEAYIOIIUX
JIOKYMEHTOB:

JUIsl  OpraHu3aluu-IIpou3BouTessl (pe3ujieHTa), Haxojsllelcs uHa
TEPPUTOPHUH TOCYAapCTBa-UIICHA:

3as4BJICHHE O IIPOBCACHUH MHCIICKIIHH,



Konus jocke (Macrep-(aiaa) MpoUu3BOICTBEHHON MIIOMIAIKU COITACHO
gactu III ITpasun Haamexaieil Mporu3BOJCTBEHHOMN MPAKTHKH, COIEPKALIETO
KOTIMIO JIMIIEH3MH Ha OCYLICCTBICHUE MAEATENBHOCTH II0 IPOU3BOICTBY
JIEKapCTBEHHBIX CPEJICTB (MPU HAJIMUUK);

NepevyeHb JIEKapCTBEHHBIX CPEACTB, NMPOU3BOAUMBIX (IUIAHUPYEMBIX K
MPOM3BOJICTBY) Ha IIPOM3BOJCTBEHHON IUIOMAAKE COMIACHO IIPUIIOKEHUIO
Ne 3;

IUISL OpraHu3aluy-IIPOM3BOINTENS (HEepe3nuIeHTa):

3asBJIEHUE O [IPOBEJACHUN UHCTICKITUH,

KOS ToChe (MacTep-(haiisia) Mpou3BOJICTBEHHOMN IIOIIAIKH COrTIACHO
gacty 111 mpaBuin Hauiexaieil Npou3BOACTBEHHOM TPAKTHKY;

3aBepeHHas B YCTAHOBJIEHHOM TIOPSIKE KOIMS, WIIM BJIEKTPOHHas
KOIIMSL ~ AEMCTBYIONIErO  pasperneHus (JIMLEH3MH) Ha  [IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB BBIJAHHOTO YIIOJHOMOYEHHBIM OpPTaHOM TpEThel
CTpaHbl, Ha TEPPUTOPUM KOTOPOH pacroiokeHa ITPOU3BOICTBEHHAS
TUIOINAAKA MM BBIIIMCKA U3 COOTBETCTBYIOIIEIO peecTpa TPeTheil CTpaHbl, Ha
TEPPUTOPHU KOTOPOH HAXOAUTCSI MHCIIEKTUPYEMBIH CyOheKT;

3aBepeHHas B YCTAHOBJIEHHOM IIOPSJIKEe KOMHS JIOKYMEHTA, BLIJIAHHOTO
YIOJHOMOYCHHBIM ~ OpraHoM (opranusanueil) CcTpaHbl Ha TEPPUTOPUU
KOTOPOM  NPOM3BOIATCS  JICKAPCTBEHHBIE CPEJNCTBA, O COOTBETCTBUU
IPOM3BOJCTBA  (IIPOM3BOJCTBEHHON IIIOIMANKH) TPeOOBAHUSIM  IIPABUIL
Ha/IJIeXAIeH TPOM3BOACTBEHHOM IPAKTUKHM, IPUMEHSEMBIX B CTpaHe
NPOU3BOACTBA (IPH HAJIMYMM) WM SJIEKTPOHHAS KOIIMS WJIM BBIHCKA U3
COOTBETCTBYIOIIEr0 peecTpa CTPaHbl, Ha TEPPUTOPUM KOTOPOH HaAXOIUTCS
UHCIIEKTUPYEMBIA OOBEKT;

nepevyeHb JIEKapCTBEHHLIX CPEJCTB, IPOU3BOIUMBIX (TUIAHUPYEMBIX K

IIPOU3BOJACTBY ) Ha MPOU3BOJICTBEHHOH ILIOIIAIKE.
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B mpoBejenrn WMHCIEKIMM MOXKET OBITH OTKA3aHO B CJELYIONIUX
CIIydasix:

CBEJICHMS, COACpIKAIIMEeCcs B 3asgBIEHUM O [POBEACHUH HHCIIEKIIUH
(MM)  TpENCTABIEHHBIX [0 3aIPOCy  YIOJIHOMOUYEHHOIO  oprana
(opranmsanuu) — JIOKyMEHTaX  SBJSIOTCS  HEHNONHBIMH M (MJIH)
HEZ0CTOBEPHBIMU;

3asBUTENIEM He oOecredeHbl YCTOBUS IPOBEACHUST MHCIICKTUPOBAHUS,
YTO JIeJIacT HCBO3MOJKHBLIM IIPOBEIEHUE [IPOLIEe/YPhl HHCIIEKIIHH;

pacxozbl Ha MPOBEJeHUEe HHCIEKIUNA HE OIUIAU€HBl B YCTAHOBJIECHHBIN
CPOK (ecIIi IPUMEHUMO ).

9. Wucnexiust  npoBoguTcs  (apMaleBTHYECKHM — HHCIIEKTOPATOM
rocyapcrBa-4jeHa, Ha TEPPUTOPHU KOTOPOro HAXOMUTCS IIPOU3BOCTBEHHAS
IUIOIIAIKA.

B ciydae nHCIeKIIMY NPOU3BOACTBEHHOMN IUIOIMANKH, HAXOSIIEHCs Ha
TCPPUTOPUM  TPETHMX  CTpaH, 3asBUTENb  BIpaBe OOpaTHUTLCS B
(papMaleBTUYECKUI  MHCIEKTOpAaT OJHOIO M3  TOCYJApCTB-UJIEHOB  C
3asiBJIEHHEM O IIPOBEJICHUH MHCIIEKIIHH.

B ciyuae okyMeHTaNbHO 0QOPMIIEHHOTO 0TKa3a (hapMareBTHYECKOTO
MHCIIEKTOpaTa  TOCyJapcTBa—wieHa  OT  [POBENEHHS  HHCICKIUH
IIPOU3BOJICTBEHHON IUIOIIAAKH, HaxXOIdIelcs Ha TEPPUTOPHU TpeTheil
CTpaHbI, 3asBUTE/Ib MMEET TPaBo OOPAaTHTLCS B YHMOJTHOMOYCHHBIM Opra
(OpraHusayo) Jpyroro rocylapcTBa-wieHa C 3asBIEHHEM O IIPOBEIEHHN
MHCITEKIIAH.

MHcnekius, HHUIMAPOBaHHAS B paMKaX PerMCTPalliOHHBIX MPOIENYD,
NpOBOJUTCS  (hapMalleBTHYECKHM  HMHCIEKTOPATOM  I'OCY/apCTBa-ylicHa,
OIIPEJIeJIEHHOTO B COOTBETCTBHU ¢ IIpaBUnamMu perucTpanuv U SKCIepPTU3H]

JICKAPCTBCHHBIX CPE/CTB JJI MEAUITUMHCKOTO TIPHUMCHCHMS, YTBEPKIACHHBIMH
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Pemenwem Cosera EBpasuickoil 9KOHOMHYECKOH KOMUCCHH OT 3 HOSOpS
2016 r. Ne 78.

10. Ilponeypa HHCIIEKIIMM COCTOUT U3 CIISAYIOLIMX STAIOB:

IPUEM U DKCIIEPTU3a IPEICTABICHHBIX JIOKYMEHTOB;

COIJIaCOBAHHME  C  HHCHEKTUPYEMBIM  CYOBEKTOM  WMIIH  €ro
YIOJIHOMOYEHHBIM IIPEICTABUTENIEM CPOKOB MHCIIEKTHPOBAHMS;

(hopMupOBaHUE UHCTIEKITHOHHOU I'PYIIIL;

COCTaBJIeHWE W HallpaBlIeHUE HMHCIIEKTUPYEMOMY CYOBLEKTYy HIIM €ero
YIHOJHOMOYEHHOMY IIPENCTABUTEIIIO IIPOrPAMMBI HHCIIEKTUPOBAHUS

MHCICKTUPOBAHKME MPOM3BOACTBECHHONW IUIOIAAKK, BKIIOHYask 0TOOp
npo6 (00pa3loB) MaTepHanoB MM MPOIYKIHMU (IpU HEOOXOAMMOCTH) M
IIPOBEJIEHUE UX J1aD0PaTOPHBIX UCIIBLITAHUH;

COCTaBJIEHHE OTYEeTa O IPOBEJACHUH (DapMameBTHYCCKOW WHCIIEKIUU
(aymee — oTUeT);

OlleHKa  (IIpd  HEOOXOJAMMOCTH) IUTaHA  KOPPEKTUPYIOIHX U
NpeAYIPEeXAAF0NIMX JEHCTBUN, OTYETa O €ro BBIMOJHEHHH W CBUJIETENLCTB
YCTPAaHEHMS BBISBIEHHBIX HECOOTBETCTBUI;

NPUHATHE PEIIEHUs: O Bbllade MM 00 OTKa3e B BblIaue cepTH(HUKara
COOTBETCTBHsI  upoussojuresss  Tpebopauusm  [lpaBun  Hammexanieit
IIPOU3BOJICTBEHHOM IPAKTUKY (J1anee — cepTudukar);

BblJlaya cepTUduKara.

Cpoxu npoBeficHUs] OTAENBHBIX 3TAllOB WHCIEKIIMK YCTAaHABIMBAIOTCSI
B COOTBETCTBHMH C 3aKOHOAATENLCTBOM TI'OCYAApPCTB-UIEHOB C  YYETOM
Hacrosiiux [Iparum.

11. Mucniekniuonnass  rpynmna  (QoOpMHpyeTcss  Ha  OCHOBAHUU

COOTBETCTBYIOLIEIO PACHOPSLKEHUS] PYKOBOJUTENsS  (papManeBTHYECKOro



HHCIIEKTOpATa B COOTBETCTBUU C IIPOLELYyPAMU, YCTAHOBICHHLIMH CHCTEMOM
KayecTBa (papMaleBTHUIECKOr0 HHCIIEKTOpaTa.

YHuceHHOCTh MHCIIEKIMOHHONM TPYNIBl COCTaBISIET HE MEHee IBYX
(papManeBTHYECKUX HHCIIEKTOPOB.

12. Begymmii MHCIIEKTOP M JIDYT'M€ YJIeHbl MHCIEKLIHOHHON TIpyIIIIk]
00s13aHbl IIPEABAPUTEIILHO M3YYUTh JOKYMEHTLI, B TOM 4YHUCIE JIOChE
IPOU3BOACTBEHHON IUIOIIAJKK, M JIPYryl0 JOCTYHHYI HH(pOpMAaLHIO,
OTHOCHIIYIOCS K IeJIIM  MHCIIEKTUPOBAHUS, Halpumep, CBEICHHUSI O
NpeTeH3usX, JAepeKTax KauecTBa M OT3bIBAX HPOJAYKIHMU (MIPU MX HAJIMUMH),
TIOJIyYEHHBIE U3 TOCYJIapCTBEHHBIX PEECTPOB M 0a3 JAaHHBIX WU OT JIPYrHUx
YIOJIHOMOYEHHBIX OPraHOB (OpraHu3aliuii).

Benymuii  mHCIeKTOp  obecreurBaeT  paszpaboOTKy — MpOrpamMMb
MHCIIEKTUPOBAHMUS TI0 (OPME B COOTBETCTBHM ¢ TpuiokenueM Ne 1 k
HacTosiiuM IlpaBumaM M IIOATOTOBKY KOHTPOJIBHBIX JIMCTOB 10 (opMme
cormacHo mnpuiaoxeHuto Ne 4 jgubo wuHBIX ¢opM paboumx 3amucei,
IPeJlyCMOTPEHHBIX CUCTEMOH KadecTBa (hapMalleBTHYECKOTO WHCIIEKTOpAaTa.
ITporpamMma MHCIIEKTUPOBAHHMS HAIIPABIISIETCS MHCIIEKTUPYEMOMY CYOBEKTy
He mosaHee yeM 3a 10 pabouux JHel 10 JlaThl HAYana MHCIIEKTHPOBAHMS.

Benymuit mHCnExTOp pactpenenser (GOVHKIMH B HHCHEKIMOHHOMN
IpyIne U KOOPAMHUPYET IOJNOTOBUTENIBHBIE MEPOIPUSTHS, CBI3aHHLIE C
MHCIIEKTHPOBAHUEM.

13.B  mnayajle  MHCHEKTUPOBAHMS  TPOBOJUTCS  BCTYIHTEILHOE
COBCILAHKE C TPEJICTABUTEISIMM MHCIEKTHPYEMOro cyObekTa, Ha KOTOPOM
BCJYIIMHA MHCIEKTOP MPEJCTABIseT YIEHOB MHCIEKIIMOHHONW TPYIIIIEL,
3HAKOMHUTCSI C PYKOBOJACTBOM M OTBETCTBEHHBIMU JIMI[AMH HHCIIEKTHPYEMOTO

cyObexkTa, HMHPOPMUPYET O LeId W OONaCTH WHCHEKIMH, YTOYHSEeT
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IIPOrpaMMy MHCIICKTUPOBAHUSI U IpaQUK €€ MPOBEICHHUS, JIeJaeT 3asBIICHHE
0 KOH(pHUIEHIMATEHOCTH 1 OTBEYAET Ha BOIIPOCH! MHCIIEKTHPYEMO CTOPOHEL.

Mucnexkrupyemsiii  cyOBEKT oOImpejensieT JIMIO0, OTBETCTBEHHOE 3a
coJleiicTBUE B IPOBEAECHUH WHCITCKITUH.

14. Mndopmanusi, mnosyuyeHHass HHCICKIIMOHHOW TPymmoi B xoje
BBIIIOJIHEHMSI TTPOrPaMMbl  MHCIEKTHPOBAHUS, BHOCHUTCS B KOHTPOJIBHEIE
JIUCTHI TUOO B MHBIE POPMEI pabOUUX 3aIiCel.

15.B norosope (corualleHnu), 3akiarouaeMoM (GapManeBTHUYeCKUM
HHCIEKTOPATOM U UHCIIEKTUPYEMbIM CyOBEKTOM Ha IIPOBEIEHNE MHCIIEKIUH,
JIOJKHBI OBITH OTPAYKEHBI B TOM YHCIIE CIIEIYIOIINe IpaBa HHCIIEKTOPa;

IOJIy4aTh HOCTYI (BXOJUTBH) B JIFOOOE TOMEIICHHE B COOTBETCTBUU C
MpOrpaMMOH  HHCICKTHpPOBaHMs ¥ K  Jocke  (MacTep-haiiiy)
IIPOU3BOJCTBEHHOMN IJIOIIAJIKH;

MOJIy4aTh TaKMe JIOKAa3aTeNnbCTBa, KaK JOKyMeHTallus, (hoToMarepuasl
(BHaeo3anucy) noMenieHuit 1 000pyI0BaHHUS;

MOJIy4YaTh JOCTYI K nroboMy 00BeKTy (IpeaMery) B pamMKax oOJacTH
VHCIIEKTHPOBAHUs U U3y4aTh €ro;

IPUHUMATL MEpbl WM TpedoBaTh NPUHATHS Mep B OTHOLICHHUU
IPEeAMETOB (MaTepUaIbHBIX CBHAETENLCTB), KOTOPBIC MPeAIOI0KUTEIIBHO
MOTYT CBHJIETEILCTBOBATL O HECOOTBETCTBMM TPeOOBaHHSIM  IPABMII
HaJJIeXalend IIPOU3BOLACTBEHHON MPAKTUKH, B TOM 4YHCIIE B OTHOILICHUU
OrpaHMYCHMsI JIOCTYIIA K TaKUM IIpeJiMeTaM U oOecreueHms] UX COXPaHHOCTH
B LIEJISIX JabHENIIero pa3buparesibCTBa B yCTAHOBICHHOM MOPSIJIKE;

OCYIIECTBIIATE OCMOTP IHPOBEPSIEeMBbIX OOBEKTOB, 03HAKOMIIEHHE C
OOKYMEHTALMENH U 3alMCAMM, OIPOC OTBETCTBEHHBIX JIUI] MHCIIEKTHPYEMOTO

cyObeKTa, HaOIOJeHHE 32 JIeSTeNIbHOCThIO Ha paboUMX MecTax;
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NpeKpamiaTe IMPOBEJACHUE HHCIEKLUHWM TpU TNPEnsITCTBOBAHMM B
peanu3anuy yKkazaHHBIX IIpaB.

WucnektupyeMblil cyOBbEKT Tarke JODKEH B paMKax 3aKiIOYeHHOIo
JoroBopa (cormameHusi) B3sTh Ha cebs  obs3arennbcrBa  oOeceunTh
BO3MOXHOCTh  BBIIIOJIHEHMS JCHCTBUH, IPeyCMOTPEHHBIX POrpaMMOil
VHCIIEKTUPOBAHUSL.

16. B ciyuae BBIABICHHS pUCKA XU3HK U 3I0POBBIO HACEJCHHS
(BKJtOYast IIOTEHLMAlIbHbIE KPUTHYECKHE HECOOTBETCTBHUS)  BeyLIMiA
UHCIIEKTOP He3aMe TN TeTHHO uHbOpMHUpYET PYKOBOJHUTEIIS
(papManeBTHYECKOro MHCIEKTopara (1Mo TenedoHy, JIEKTPOHHOM MoUTe HilH
C HCIIOJIBb30BAHUEM WHBIX CPEJICTB CBSI3M B TeueHue 24 4YacoB ¢ MOMEHTA
BLISIBJICHUS. HECOOTBETCTBUS), PYKOBOJIUTEISI HHCIIEKTHPYEMOTO CyOBeKTa
Ipy  HEOOXOAMMOCTH  HpeNIpUHMMAeT JCHCTBUS, TPETyCMOTPEHHbIE
CHCTEMOM KauyecTBa (papMalleBTHUECKOr0 MHCIIEKTOpATa TOCyaapeTBa-yiieHa
B COOTBETCTBMHM C IMyHKTOM 28 Hacrosux [Ipasu.

17.B cllydyae  HeOOXOMMMOCTM B XOJe  HWHCIEKTHPOBAHMS
ocymecTBisgercs oT0op mpod (00paszloB) MaTepHaloB WM ITPOLYKIINY,
KOTOpPBIE HAINPABIISIOTCS WHCIEKTUPYEMBIM CYOBEKTOM JUISI MCIIBITAHUM B
UCIBITATENbHYIO J1a0OPaTOPHIO, ONPEACIICHHYIO B  COOTBETCTBHM C
3aKOHOJATEILCTBOM  IOCYJApCTBa-wieHa, HWMEIONIYI0 KOMIIETEHIIHH B
COOTBETCTBUH C 3aKOHOJIATENbCTBOM TIocylapcTB-4iieHOB. Ilpum  orom
CTOMMOCTH 00Pa3I0B KOMIICHCAIIMH HE TTOIJIEKHUT.

Pacxonpl, cBsi3aHHBIE C TEpPEBO3KOH, COBEPIICHHEM TaMOKEHHBIX
OICpandid W MPOBEJECHUEM TaMOXKEHHOI'O KOHTPOJIS B OTHOIICHHH IIPO0
(0OpasuoB) MarepuanoB M IPOLYKLHUY, IEPEMENIaeMbIX Uepe3 TaMOIKEHHYIO
rpanuiy Corosa, a TakikKe IIPOBE/ICHHEM UCTIBITaHHH mpob (0Opasnos) Hecer

MHCIICKTHPYEeMBIH cyObekT. BB0o3 Ha Tamoxennyw teppuropuro Corosa
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oToOpaHHbIX MPoO (00Pa310B) MATEPUATIOB M IPOAYKIIMH OCYIIECTBIISETCS B
COOTBETCTBUY C MEXITYHAPOAHBIMUA JIOTOBOPAMM W aKTaMH, BXOJISIIUMH B
npaso Coroza, peryjaupyrolluMyd  TaMOXEHHBIE TPABOOTHOLLEHUS, W
3aKOHO/IaTEJILCTBOM IOCYAaPCTB-UIEHOB O TAMOXKEHHOM PeryJIMPOBAHUN.

18. Begymmit MHCIIEKTOp [0  3aBeplleHUuN KKIOr0  JIHS
MHCIIEKTUPOBAHUS IIPOBOJUT COBELLIAHHWE C YJIeHaMM HMHCIEKIIMOHHOM
TPYIIBL JJIsl OOCY:KIEHUs IIPeABApUTEIbHBIX HAOMIOAEHHUH, KOTOPHIE MPH
HEOOXOAUMOCTH  OOCYKJArOTCsl  Takyke C  OTBETCTBCHHBIMH  JIMIIAMH
MHCIIEKTHPYEeMOro cyObekTa. B ciyuae BOSHUKHOBEHUS Pa3HOTIACHH UJICHEI
MHCIIEKIIMOHHONW TPYIIB! JOJDKHBI OTBETHTH Ha BOIPOCH IPEACTaBUTEIEH
UHCIIEKTUpYeMOro cyObekTta. B ciydae BEBISBICHHS HECOOTBETCTBUI,
KOTOpBIC IUIGHMPYETCS KIACCU(PUIMPOBATH KaK KPUTHYECKHE, BEIYIHMA
MHCIICKTOP He3aMeIMTeIbHO HHPOPMUPYET 00 HTOM OTBETCTBEHHEBIX JIMI]
MHCIIEKTHPYEMOTO CyOBeKTa.

IIpencraBneHHas  OTBETCTBEHHBIMHM  JIMIAMH  HHCIIEKTHPYEMOIO
cyObekTa MH(popManuss 00 YCTpaHEHHHM B XOJ[e IPOBEICHHS HHCIEKIUH
BBISIBJICHHBIX HECOOTBETCTBUM TNPUHUMAETCS HHCIEKUMOHHOW TpYyNIOH K
CBEJCHUIO U MOJUIEKUT YKa3aHWIO B WHCIEKIMOHHOM OTYeTe€ B KauyecTBe
HECOOTBETCTBUH C NOMETKOH 00 uX yCTpaHeHHH B XOJie TPOBEHCHWS
MHCTIEKIIHH.

Ha 3akiounTeslbHOM COBEIIAaHWMM C  OTBETCTBEHHBIMHM  JIMIAMU
MHCIIEKTHPYEMOTO CyObeKTa OIJIAIIAIOTCS TIPeJBAPUTEIBHEIE HTOI'M 10
pe3yJabTaTam MHCIICKTUPOBAHUST  C OOCy’KJIeHHEM  BBISIBIIEHHBIX
HECOOTBETCTBUM Ul IIOCIEAYIOIIeH TOATOTOBKM  MHCHEKTHPYEMEIM
CyOBEKTOM IIIaHA KOPPEKTHUPYIOIIUX U NPEAYHPSKIAIOMUX  IeHCTBUMA

(B cimyuae HEOOXOIUMOCTH ).
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IV. ITopsiiox oTYeTHOCTH

19. Benyumii uncnekrop obecrednBaeT cocTaBiIeHHe OTYETA 110 GopMe
COIJIACHO IpUIIOKeHHIO No 5.

Ecimu B X0/le MHCIIEKTUPOBAHUS HE OBLIO BBISIBICHO HECOOTBETCTBHIA,
B rpagax 1 — 4 rtabmumupl pazpmena 7 uactu I oruera YKa3bIBaeTCSs
«HE MMPUMEHHUMOY, COCTABIISIETCS OTYET B 2-X HK3EMIUISIPAX U IOAIMCHIBAETCS
BEAYIIUM HHCICKTOPOM M YJIeHAMH MHCHCKUMOHHOW TpYIIBI B CPOK HE
nosaree 30 KanengapHbIX JHeH ¢ JaThl 3aBepPIISHHIS] HHCIIEKTUPOBAHHS.

Eciiv Ob11H BBISIBIIEHEI TOJIBKO IIPOYHE HECOOTBETCTBHS, B rpadax 3 u 4
Tabmuupl pasgena 7 uactu Il oTdyera ykasbIBaeTCsl «IpH  CleAyIOLIeit
UHCIICKIIMK», COCTABIISIETCA OTYET B 2-X IK3EeMIULSIpaX U IOIITUCLIBACTCS
BEJyILIMM WHCIEKTOPOM M YIEHAMHM MHCIEKIIMOHHON TIpYIIBI B CPOK He
nozjHee 30 KameHaapHBIX JHEH ¢ JaThl 3aBEpPIIeHUS HHCIIEKTUPOBAHHS.

Eci B X0/1e MHCIEKTUPOBAHMS OBUTH BBIBICHB! KPUTHUECKHE U (UITH)
CYILIECTBEHHBIE HECOOTBETCTBUSI, COCTABIISICTCS:

gacte I orvera B 2-X OK3eMIUIIpAX ¥ TIOMIKCHIBACTCS BELYLIUM
MHCIICKTOPOM W YJI€HAMU HHCIEKIMOHHOM TPYNIBl B CPOK HE IIO3JHEE
30 xaneHapHbIX JHel cO JHS 3aBepIlIeHHs HHCIICKTHPOBAHMKS,

gacTh Il oryera B 2-X sK3eMIUISIpaXx M TOJIITMCHIBACTCS BEYIIHM
MHCIIEKTOPOM W YIEHAMH HHCIEKIUOHHOW TIPYINIBl B CPOK HE IO3JHEE
30 xajneHaapHbIX AHEH ¢ JaThl MPEACTABICHHS UHCIIEKTHPYEMEIM CYOBEKTOM
IIaHa KOPPEKTUPYIOMMX W NPEeIyIpeskIatonuX JIeUCTBUA U OTYeTa O ero
BBITIOJIHEHUH (J1ajlee — OTBET) U JIOKYMEHTAIBHBIX CBHIIETEIIBCTB YCTPAHEHHSI
BCEX HECOOTBETCTBUH B COOTBETCTBMM C IYHKTOM 23 Hacrosimx [Ipasun
win Ha 61-i KajengapHbId JieHb C JATBl NOJYYCHHs HHCIEKTHPYEMbIM
cyOBeKTOM 4acTu I oruera B crydae HENpPEACTABIEHHs HHCIEKTHPYEMBIM

CyObeKTOM ImJIaHa KOPPEKTUPYIOUMIMX M TPEIyNpexRIaioInX IeicTBHiA,
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OTYeTa O €r0 BBIIOJIHEHUH U JAHHBIX, CBUJIETENLCTBYIOUIMX 00 yCTpaHeHUH
BEISBJICHHLIX HECOOTBETCTBMM B CPOK, YCTAHOBIICHHBIH TYHKTOM 23
Hacrosmux [Ipasu.

B ciryyae orbopa 1po6 (06pasios) MaTepualioB WM NPOIYKIUU CPOK
COCTaBIICHMS ~ OTYETA MCYMCISETCs ¢  J1aThl  IOJYYCHHs  BEIYLIUM
MHCIIEKTOPOM PE3YyJIbTaATOB MX MCIIBITAHHUIA.

Opun oxsemmustp oruera (wactd | wimm wacru ) mampasisercs
UHCIIEKTUPYEMOMY CYOBEKTY (C COIPOBOJIUTEBHBIM MHUCHBMOM) HE IT103/IHEE
3 paboumx AHEH ¢ JaThl ero IOANMCAHMS, BTOPOH AK3EMIUIIP XPaHHUTCS B
apxuBe (hapManeBTUUECKOro HHCIIEKTOpara.

QapMaleBTUUECKUI HMHCIEKTOpAT IIpeJICTaB/IsIeT KOINMIO OT4eTa B
YIOJTHOMOYEHHBII OpraH 10 MECTy CBOEI'0 PacIOIOKEHHS.

OTBETCTBEHHOCTHL 3a  JJOCTOBEPHOCTH  PE3yJILTATOB  MHCIIEKITHH,

HM3JTOKECHHEIX B OTUHETE, BO3JIaraeTcsa Ha @)apMaL[eBTI/IIIeCKPIX HHCIICKTOPOB.

V. Ilocnenyromue neicTBUS 110 pe3ysibTaTaM UHCIIEKTHPOBAHMSI

20.Ecmn B XOle MHCHEKTMPOBAHMS OBUIM  BBISBICHBI IIPOYHUE
HECOOTBETCTBUS, IIPU IIPOBEICHUN CIIEYFOIIEH MHCIEKIIMH WMHCIIEKITHOHHAS
IpyIia OCyIleCTBIsET B TOM YHCIIE:

OICHKY TIJIaHa KOPPEKTUPYIOIUX U IPEAYIPEHKTAONTUX TeHCTBUI;

OIIEHKY OTYETa O €r0 BBIIIOJIHECHUH.

21. IIpousBojactBo JIEKApCTBEHHBIX Cpe/ICTB [IPU3HAETCS
COOTBETCTBYIOIIMM TpeboBanusM [lpaBun Hauexanieil mporu3BOACTBEHHOI
IIPaKTUKXA B OJTHOM U3 CIEAYIOLIUX CIIy4aeB:

OTCYTCTBHE HECOOTBETCTBUN;

OTCYTCTBUC KPUTHYCCKUX W CYIIECTBCHHBIX HGCOOTBGTCTBHﬁ;
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YCTpaHEHHUE BCeX KPUTHUYECKHUX U CYLIECTBEHHBIX HECOOTBETCTBHI 110
pe3yapTaraM OLEHKH OTBETA.

22. ITpousBoicTBO JIEKapCTBEHHbBIX CpeJICTB IIPU3HAETCSI
HECOOTBETCTBYIOIUM TpeOOBaHUSIM [IpaBun Hauiexanen
TIPOM3BOICTBEHHON IPAKTUKU B OJTHOM U3 CJIS/IYIONIUX CITYyUaeB:

€CllM B OTYeTE 110 pe3yJibTaTaM MHCIEKTHPOBAHUS YCTAHOBIIEHBI
KpUTHYECKHe U (MIIH) CYIIECTBEHHBIE HECOOTBETCTBHS,

P  HEYCTpaHEHWM  BCEX  KPUTHYECKHUX UM CYIIECTBEHHBIX
HECOOTBETCTBUM MO pe3ysibTaTaM OIEHKU OTBETa,;

[IPU HEIPEJCTABICHUNA OTBETA B CPOK, YCTAHOBJIEHHBLIH ITYHKTOM 23
Hacrosiux [Ipapum;

B Clly4ae IpEensTCTBOBAHMS B OCYILIECTBICHHH HHCIIEKTOPOM IIpasB,
YCTaHOBJIEHHBIX IMYHKTOM 15 Hacrosmux Ilpasuir.

23.B ciywyae eciaM Ipu  NOPOBEACHUM HWHCIEKTHPOBAHUSA OblLIM
YCTAHOBJIEHBl KPUTHYECKHWE M (WJIM) CYLIECTBEHHbIE HECOOTBETCTBHS,
UHCIIEKTHpPYeMbIil cyOBbekT He mo3znHee 60 KalleHIapHbIX JHEH ¢ JaThl
noJjydeHus yacty I oruera HampasisieT B (papMaleBTUYCCKUH WHCIEKTOPAT
OTBET C NPHIOKEHHMEM IUIaHa KOPPEKTUPYIOLIUX W MPeayIperKIalommux
JIEHCTBMM, OTYeTa O €0 BLIIOJHEHWH M JaHHBIX, CBUAECTENbCTBYIOMHX 00
YCTPAHEHHUH BBISIBIICHHBIX HECOOTBETCTRUH.

24. MucriekumoHHasl rpynna OCyIIECTBIISIET OIEHKY cojepkaieics B
oTBeTe MH(pOpMaUMM U HOAroroBky uwactu Il oruera B mopsjke,

ycTaHoBiieHHOM pazjenoM IV Hactosimux [Ipasui.

VI. Ilopsinok BeIauM, BHECEHUS U3MEHEHUH, MPUOCTAHOBIIEHHUS,
BO300HOBIIEHUS U IIPeKpallleHus IelCTBUs cepTudukaTa

25. YIIOTHOMOYEHHBIH ~ oprad  (opraHu3aiiis) TocyIapcTBa-djieHa

oOecrieyrBaeT BbIAa4y, BHCCCHHC HBMGHBHHﬁ, IIPHOCTAHOBJICHHUE,



15

BO30OHOBJIEHHE, IIPEKpallleHue JEeHCTBUS cepTudHKara IO pe3yibraram
MHCIIEKIUH.

ITo sasiBenuio, NpeJCTaBIEHHOMY 3asiBUTENIEM, C IIPHIOKEHHEM
JOKYMEHTOB (MX KOIMI), MOATBEPIKIAIOIIUX HEOOXOAMMOCTh BHECEHHS
U3MEHEHUH, He TpeOylolMX TPOBEICHUS  MHCIEKIHA  (M3MEHEHHe
HAaUMEHOBAHMS FOPUJUYECKOrO JIMIA IIPOM3BOJUTENS] WM HAMMEHOBAHUS
IPOU3BOJCTBCHHOW  IUIOIIAAKH,  OPraHM3alMOHHO-IIPABOBOM  (hOPMEI
IOPHJIMYECKOr0 JIMIA IPOMU3BOLUTENS, aJipeca MPOU3BOACTBEHHON IIOIAAKA
0e3 cMeHbl ee (aKTHUECKOI0 MECTOHAXOKJIEHHs, MCIIPABICHHUE ONEeYaTok),
B cpok He Oonee 20 pabouux nHEH ¢ AaThl MOJaYM YKA3aHHOIO 3asiBICHUS
MOT'YT OBITh BHECEHBI M3MEHEHHUS B CEPTU(UKAT C COXPAHEHHEM ero HoMepa,
Jarel (Iepuoja) MHCHEKTHPOBAHUS W CPOKOB JEHCTBHA C BHECCHUEM
aKkTyaqbHOM uH(pOpManmu B 0a3ax JAHHBIX YIIOJIHOMOYCHHBIX OPraHoB
(opranusanyii) rocynapeTB-4JICHOB M HHTEIPUPOBAHHOW WH(MOPMALMOHHON
cuctemsl Corosa.

26.B cinyyae mnpuM3HaHus IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
COOTBETCTBYIOIIMM TPeOOBAHUSIM IPaBUII HAJISKAINEH 1TPOU3BOICTBEHHOI
MPaKTUKH, YIOITHOMOYEHHbIM Opran (OpraHu3amus) BblIaeT cepTu(UKaT 1o
(opme cornacHo npunoxennio Ne 6 (Ha OlaHKe yNOIHOMOYEHHOIO OpraHa
(opranmzanuu) rocyjpapcrpa-unena) He nosjgHee 10 paGoumx aHeil co mHs
IPUHSATHS. ~ pelieHus O Bblgade cepTuduKara B COOTBETCTBHH ¢
3aKOHOJATENILCTBOM IOCY/1apcTRa-uIeHa.

Ceprudukar oTpakaeT CcTaTyc MPOW3BOJCTBEHHON IIIOMAAKMA Ha
ICPHOJ] IIPOBEJIEHMs] MHCIEKI[UH, PaclpOCTpaHsIeTCsS Ha yKa3aHHLIE B HEM
JIEKapCTBEHHEIE (popmel u IIPOU3BOACTBEHHbBIE olepaluu
(ITPOU3BOJACTBEHHYIO  JIESITeIbHOCTD) 7 ABJISIETCS.  JIOKYMEHTOM,

CBUJIETEJILCTBYIOIIMM O CTaTyce cooTBeTcTBUs. Cpok AeicTBus cepTrdukara
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HEe MOXKET IIPEBBIIATh 3 T'0Jla ¢ JaThl 3aBeplIeHUs] HHCeKTHpoBanus. Cpok
neifctBust ceprudukara MoXKeT OBITh COKpAIlleH MpH HCIOJL30BAHUU
COOTBETCTBYIOIIMX HPUHLMUIIOB YIPaBIEHUS PUCKAMH B COOTBETCTBHU C
CHUCTEMOH KadecTBa (papMaleBTUUECKOr0 HWHCIEKTOpara, IpH HaIUYUU
COOTBETCTBYIOLIEH 3anucu 00 5TOM B cepTUduUKaTe.

27. OcHoBaHMeM JUIsl OTKa3a B BBIade CepTU(UKATA SIBISIETCS
IIPU3HAHUE IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB HECOOTBETCTBYOIIMM
TpeboBanusm [IpaBun Haamexareld Ipou3BOJICTBEHHON MIPAKTHKH.

B cnyuae oTkasa B BBIJaue cepTU(UKaTa YIOJIHOMOYECHHEBIH Opram
(opraHM3anusl) yBEIOMIISET MHCIEKTHPYEMOro CcyObeKTa B  IOPSKE,
YCTaHOBJIEHHOM 3aKOHOJATENLCTBOM I'OCYyAapcTBa-4wieHa, M B CPOK He
nozaHee 10 pabounx 1HEH OT MaThl IPUHITUS pelieHust 00 OTKase B BERIJAUE
ceptudukara.

28.B ciiyuae BBIABIIEHHS I[PU INPOBEJCHHM HWHCIEKTHPOBAHUS
KPUTHYECKUX  HECOOTBETCTBMM  TpeOoBanusM  [lpaBun  mamexarei
IIPOM3BOACTBEHHOM IIPAKTUKU (papMaleBTHYECKUi MHCIIEKTOPAT HAIpaBJIsieT
YIIOJIHOMOUEHHOMY OpraHy (opraHu3alii) rocyaapcTBa-4jieHa MUCHMEHHOe
YBEJIOMIICHAE O BBLISBJICHHLIX HECOOTBETCTBHSIX. YIIOJIHOMOYEHHBIH Oprax
(opraHmsanus) rocylapcTBa-wieHa MOXeT IpPHHAThE  pelleHHe o
IIPUOCTAHOBJICHUM WJIM  IPEKpaIleHUu JIeWCTBUSL paHee  BBIIAHHOTO
cepTudukara, o ueM He TOo3aHee 5 pabouux JHEH ¢ JaThl 3aBepIICHHS
UHCIIEKTUPOBAHUS  [IMCbMEHHO  YBEJOMIISIET  IIPOMHCIEKTHPOBAHHOIO
cyObekTa, a Takke YIOJHOMOYEHHBIE Opraubl (OpraHusaiuu) Jpyrux
rOCy/1apCTB-4JIEHOB M EBpasuilcKyl0 SKOHOMHYECKYIO KOMHCCHIO.

29. Pemienue o BO30OHOBIICHMH JICHCTBUSI paHee NMPUOCTAHOBIEHHOI'O

cepTu(puKaTa IPUHUMAETCS:
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IO  WTOraM  PAaCCMOTPEHMsI  IUlaHA  KOPPEeKTHPYIOIMX |
NperyIpeKIatolX AeHCTBUI, 0TYeTa O ero BBINOJIHEHHH H CBHETENHCTB
YyCTpaHEHHUs! BBISBJICHHBIX HECOOTBETCTBHI B MOpPSJIKE, MPEIYCMOTPEHHOM
nyHkTaMu 23 u 24 nacrosiuux [Ipasu;

Py TOJyYEHHH OT YIIOJHOMOYEHHOTO Opraia (Opranusamuu) Jpyroro
rocyjgapcrsa-yjiena MHQOpPMalUMU 10 HUTOraM pPAcCMOTPEHHs  IljIaHa
KOPPEKTUPYIOLUX W NPEIyNpexaaoluX JICUCTBHEM, OT4era O ero
BBIIIOJIHCHUU U CBUJICTENIBCTB YCTPAHEHHS BBISBJICHHBIX HECOOTBETCTBUH.

30. YonHOMOYEHHBIH — OpraH  (opraHusanusi) rocyaapcTBa-ujieHa
IPUHUMAECT pELICHHE O MpeKpalleHHuu JeHCTBHS paHee BBIJAHHOIO
ceprudukara B ciiydae:

OTKa3a MHCIEKTUPYEMOIro CyOBeKTa OT MPOXOXKJCHUS HHCIIEKIIMHU T10
TpeOOBaHMIO YIOTHOMOUEHHOTO OpraHa (OpraHu3aum);

HeobecneueHns] HHCIIEKTUPYEMBIM CYObeKTOM TMPOBEIEHIS HHCIIEKITIH
1o TPeOOBAHUIO YIIOJTHOMOYEHHOT0 OpraHa (OpraHu3alumn);

OTKa3a B  BblJaue ceprTHQUKara YINOJHOMOYEHHBIM  OpPraHOM
(opranmsanmeri) rocymapcTBa-dieHa  (apMareBTHUSCKHA  MHCIEKTOPAT
KOTOPOT'O BBINOJIHSI HHCIEKTUPOBAHHE WM YIOTHOMOYEHHBIM OpPraHoM
(opranu3aiyeii) Apyroro rocyaapcrea-uieHa.

31.B citydae eciii MHCHEKTHPYEMBIH CYyOBEKT 00XKalyeT pe3ysIbTarhl
MHCIIEKIIMK, PACCMOTpeHMe kaimobd (ameiisanui)  dapmarieBTHYecKum
HUHCIIEKTOPATOM OCYILECTBISIETCS B TOPSAKE M CPOKH, YCTAHOBJIEHHBIE
cucTeMoi KadecTBa papmaieBTHIeCcKoro UHCIIEKTOpaTa 17}
3aKOHO/ATENIbCTBOM TI'OCYIAPCTB-UIIEHOB.

Ilomaya oxamo0 (ameusiumid) Ha peieHHs  (apMaLEBTUYECKOTO
MHCIIEKTOpaTa OCYLIECTBIISICTCS B opsIJIKe, YCTaHOBJICHHOM

3aKOHOAATEIILCTBOM I'OCY IdPCTB-YICHOB.
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32. Ceezienus 0 BBIJIAHHBLIX cepTUHUKATAX U cepTU(UKATAX, AeHCTBHE
KOTOPBIX IPHOCTaHOBIICHO, BO300OHOBIEHO WJIM IPEKPAlIEHO, CBEIEHHUS O
BHECEHMH H3MEHCHUH B CEpTU(UKATH pa3MellaroTcss B 0azax JaHHBIX

H
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ITPHUITIOXEHUE Ne 1

k [IpaBunam nposenenus
(papmMaleBTHYECKHX HHCIIEKIIHA

(popma)

IHPOI'PAMMA
HHCIIEKTHPOBAHUS IPOU3BO/ICTBA
JIEKAPCTBEHHBIX CPe/ICTR

(HBI’IMCIIOB&EIHC NpeanpusaTus | I/IHCHC}(TH]J)’EMOFI ﬂpOHSBOﬂCTBEHHOﬁ TJIONAaaKH,

CTaJIMHM ITPOH3BOJACTBA, KOHTPOIS KAYeCTBA, JIGKApCTBEHHOH (OpMbI)

Ha cooTBeTcTBHE TpeboBaHusM [IpaBun HajIexameil IIPOU3BOICTBEHHOI
NpakTUKK EBpa3uiickoro 5KOHOMHYECKOI'0 COM3a

1. OcHoBanue ais mposeienus hapMaleBTUYECKON HHCIIEKIIUN

2. lenu apmalieBTUYECKOW UHCIIEKI[HH

3. O6nacTs (hapMaleBTUICCKON HHCITEKI[UH

4. Jlata 1 MECTO MHCIIEKTUPOBAHMSI

5. CocraB WHCIIEKIIMOHHOHN I'PYIIIIBI

6. OObEKTH HMHCIIEKTHPOBaHHs (B COOTBETCTBUH C pasieinamu lIpasmi
HaJIeXaIed IPOU3BOACTBEHHOM NPaKTUKK EBpasuiicKoro SKOHOMHYECKOTO
coro3a, yrBepxkiaeHHbix Pemennem Copera EBpaswmiickoit sxonomMuyeckoii

Komuccuu o1 3 HostOpst 2016 1. Ne 77)

Yacts I. OcHoBHBIE TpeOOBaHUS

1. ®apmalieBTUUECKAs] CUCTEMA KavyecTBa

PYKOBO}ICTBO 110 Ka4ECTBY

OTBEeTCTBEHHOCTH M 005I3aHHOCTH PYKOBOACTBA

Amnanuz co CTOPOHBI PYKOBOICTBA

Cucrema pa6OTBI C MOCTaBIIMKaMH K NOOPATYHKaMH

Cucrema YIIPAaBJICHHA U3MEHECHHUAMHU

O 4y g g a) g

Cucrema YIIPaBJIICHHUA OTKIIOHEHHWAMH M HECOOTBETCTBHUSAMHA
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CrcreMa KOPPeKTUPYIOIIMX U NPeAYIPEKIatomnX JedcTBUI ]
Cucrema BblIycKa IpoJayKIIUU B oOpalieHne ]
O0630pbI KagecTBa POy KIHH ]
Cucrema ynpasieHust pUCKaMu TS KagecTBa ]
2. [lepconan

OpraauzannoHHas CTPyKTypa ]
Kirouepoli nepconai []
Cucrema o0yueHus H
['uruena nepconana (]
KoncyneranTse! ]
3. Ilomemmenus u obopygoBaHue

IIpoekT 1 kBanupuKanus DoOMeIleHuH, 00opyIoBaHMs U ]
WH)XEHEePHBIX CUCTEM

MOHUTOPUHT, OYUCTKA U 0OCITyKUBaHHE ]
Cxnanckue, IPOU3BOJICTBEHHBIE M BCIIOMOTATENbHEIE 30HEI ]
30HBI KOHTPOJISI KauecTBa ]
4. JloxymenTaius

YnpapneHue JOKyMEHTAIMEeN U 3aIlluCcsIMHu ]
XpaHeHue TOKYMEHTOB H
IIpouenypsl u 3anucu ]
5. IIpon3BozcTBO

IIpenoTrBpalienne nepeKpecTHOW KOHTaMUHALIMH ]
Banunanus nporneccoB ¥ Npoueayp O9UCTKH ]
HMcexonnble U yIIaKOBOUHbBIE MAaTEPHAITEI ]
TexHomoruyecknii mporecc ¥ KOHTPOJIb B IIPOLIECCE TIPOU3BOICTBA ]
YnakoBka ]
IIpon3BoncTBeHHAs] JOKYMEHTAIUS U 3aIIUCH ]
["oToBast npoayKIMs: XpaHEHUE W peaTu3alysl ]
OOpareHne ¢ HECOOTBETCTBYIOIIEH ITPOIYKI[HEH ]
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6. KoHnTpoJsb kauecTBa

Cucrema KOHTPOJIA KadeCcTBa

I[OKYMCHTEHJ;HH 10 KOHTPOJIIO Ka4decTBa

Ot6op npobd (0b6pa3nos)

llocyna, peakTuBbl, CTaHAAPTHBIE 0Opa3IIbI

[TpoBenenue uctbITaHUH

ITpore typa ipy NOLy4YeHUH Pe3yIbTaTOB, OTKIOHSIOIIMAXCSI OT
cienupukanuii (rpedosanuii) (OOS (OOT))

L O Oy d) 4 O

KounrponbHble U apXuBHBIC 00pa3Ibl

HporpaMma TEKYLICTO UCCIICA0BAHMA CTAOMITBEHOCTH

Banupanust v Tpanchep METOIUK HCIIBITAHUMA

7. JlesTenbHOCTS, IlepeaBaeMast Ul BBITOJHEHUS IPYTOMY JTHITY
(ayTcoOpcHHT)

L O O o

8. Ilperensuu, neekThl KauecTBa U OT3bIBBI IIPOAYKIIAHI

[

9. CaMOUHCIIEKITHS

L]

Yacts II. OcHoBHBIE TPeOOBAHHUS K aKTUBHBIM (hapMalleBTHYECKHAM
CyOCTaHLUAM, UCTIOIB3YEMBIM B KAUECTBE UCXOJHBIX MATEPHAIIOR

[]

Hacts III. JloxymeHTHI, cBsizanHble ¢ [IpaBuiamMu HaIexalei
IIPOM3BOJCTBEHHON IIPaKTUKKU EBPa3uicKOro S5KOHOMHUYECKOIO
coro3a

ITpunosxenne Ne 1. TpeboBaHMS K TIPOU3BOJICTBY CTEPUILHBIX
JIeKapCTBEHHBIX CPEJICTB

ITpunoxenne Ne 2. TpeboBaHUS K TIPOU3BOICTBY OHMOIOTHYECKHX
(B TOM 4HCIIE UMMYHOOMOJIOTMYECKHX ) aKTHBHBIX
(QapmareBTHUECKHX CyOCTaHIIUH M JIEKAPCTBCHHBIX TPENapaTosn
JUISL MEJULIMHCKOT'O IPUMEHCHUS

Ipunoxenue Ne 3. TpeOoBaHus K IPOM3BOJICTBY
panuodapManeBTHIECKHX JIEKAPCTBEHHbIX CPEACTB

Ipunoxenue Ne 4. TpeboBaHUS K IPOU3BOJICTBY BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEJICTB (KPOME HMMYHOOMOIOTHUECKHX
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTR)

IIpunoxenue Ne 5. TpeboBanus K IPOU3BOJICTBY
MMMYHOOHOJIOTMYECKUX BETEPUHAPHBIX JIGKAPCTBEHHBIX CPEJICTB
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ITpunoxxenue Ne 6. TpeGoBaHUS K IPOU3BOJICTBY MEIULIMHCKUX ]
ra3on
[Tpunoxenue Ne 7. TpeboBaHUs K IPOU3BOJICTBY JIEKAPCTBEHHEIX []

PacTUTENBHBIX TIPEapaToB

Ipunoxenue Ne 8. TpeboBanust K 0TOOpY IIPOO UCXOAHBIX U ]
YIaKOBOUYHBIX MaTepUaIoB

Ipunoxenue Ne 9. TpeboBanus K IpOU3BOACTBY KUIKUX U ]
MSITKHUX JIEKapCTBEHHBIX (hOpM

[Tpunoxenune Ne 10. TpeboBaHus K IPOU3BOICTBY JT03UPOBAHHBIX ]
a3pO30JIbHBIX JIEKAPCTBEHHbIX MPENapaToB MO JaBIEHUEM JUIs
UHIalIsIu1

Ipunoxenne Ne 11. TpeboBanusi K KOMIBIOTEPH3UPOBAHHLIM ]
cucTeMam
ITpunoxenue Ne 12. TpeboBaHUS K HCI10JIb30BAHUIO ]

HOHM3UPYIOIIETO M3IIyYEHUs B IPOU3BOICTBE JIEKAPCTBEHHBIX
Ipernaparon

Ipunoxenne Ne 13. TpeboBaHus K 1eKapCTBEHHBIM ITperapaTam []
JUISL KITMHUYECKUX UCCIIeIOBAHMMI
IIpunoxenue Ne 14. TpeboBaHKs K IPOU3BOICTBY JIEKAPCTBEHHBIX (]
IIPENapaToB, IMOIyYaeMbIX U3 JTOHOPCKOW KPOBH MITH TILIA3MEI
ITpunoxenue Ne 15. TpeGoBanus k kBauUKAIHH U BaIUIAIIANA ]
IIpunoxenue Ne 16. TpeGoBanus K o aTBepKIeHUIO ]
YIIOJIHOMOYEHHBIM JIUL[OM COOTBETCTBUS CEPHUH ITPOIYKITHH
C LIEJIbIO €€ BBIITyCKa
[Tpunoxenue Ne 17. TpeboBaHMsI K BBIITYCKY 10 ITapaMeTpam ]
Ipunoxenue Ne 19. TpeboBaHus K KOHTPONEHBIM B apXHBHLIM ]
oOpasiam
7. I'padmk poBeIeHUsI HHCTIEKTUPOBAHMUS
| @. M. O.
spens” Dran NpoBeIeHHs] HHCIIEK THPOBAHMS HHCIIEKTOpa
p (MHCIIEKTOPOB)

1. BerynurensHoe coBelanwe

2. O3HaKOMIIEHHE C CHCTEMOU KayecTBa

3. OcMOTp CKIAJICKKUX U TIPOU3BOACTBEHHBIX 30H
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4. OcMOTp MH)KEHEPHBIX CUCTEM U
BCIIOMOTATENIbHBIX 30H

5. OcMOTp 30H KOHTPOIISL KauecTBa

6. HpOBepKa JOKYMCHTAIIMM CHUCTEMBI KauyeCTBa

7. IlpoBepka jokyMeHTALMU 110 O0YUYECHHIO U
IUIMEHe IepcoHana

8. IIpoBepka MpON3BOJICTBEHHOM JIOKyMEHTAIIM!

9. IlpoBepka JOKYMEHTAI[MH 110 KOHTPOIIIO
KauecTsa

10. CoBenjanue HHCIIEKIIMOHHOH I'PYIIIIbI

| 11. 3akmrounTeNTbHOE COBEIAHUE

* Uucsto Jipeit (poJI0/DKHTENBHOCT) HHCIIEKTHPOBAHMS MOYKET BAPEHPOBATHCH B 3aBHCHMOCTH
OT THIIA H CIIOKHOCTH IIPOHU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB.
**]IpuBeneno IpEMepHOE COACPIKANUE HTATIOB IPOBE/ICHUS] HHCIIEKTHPOBAHHMIL.

[Tonmuce nHCNIEKTOPA (MHCTIEKTOPOB) COCTABUBILIETO IIPOIPAMMY

Jlata moanucaHms « » 20 1.
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IMPUJIOXKEHUE No 2

K [IpaBunam riposeenus
(papmareBTHUECKUX WHCIIEKLMIA

CJIAYUYAHU
nposejaeHus papMaleBTHUCCKONH HHCIEKIHH ¢ HCMOJIL30BAHHEM
CpeACTB AUCTAHIIMOHHOI'0 B3aUMO/IeHCTBHSA
(HanpuMmep, NoEPeACTBOM aY/IHO- WJIH BHAEOCBSI3H)

1. Homyckaercst 110 penieHHIo  (papMaleBTHUECKOTO HHCIEKTOpaTa
npoBejieHne (papMaleBTHYECKUX WHCIEKIHI C HCIOIb30BAHUEM CpPEJICTB
JUCTAHLMOHHOIO B3aUMOJIEHCTBHS (HApUMep, MOCPECTBOM ayuo- HIIN
BHICOCBS3M) B COOTBETCTBHM C aKkTamMM OpraHoB  EBpasuiickoro
HSKOHOMHMYECKOI'0 COI03a B CIENYIOLUX CIIydasx:

a) yrpo3a  BO3HHUKHOBEHHS,  BO3HUKHOBEHME M  JIMKBHIAIIAS
Ype3BBIYAHON CUTyalluy U (WJIM) BOBHUKHOBEHUE YIPO3LI:

pacupoCTpaHeHUs SMUIAEMUYECKUX 3a00JieBaHUM, MPEINCTABIISIONIMX
OIIACHOCTH JJIs1 OKPYIKAFOIIHUX;

3a00J1€BAHMI U TOPaKCHUM, MOIYYEHHBIX B PE3yJbTare BO3eicTBUS
HEOJIArOTPHUSITHBIX XMMHYECKUX, OMOJIOrMYECKUX, PaHALHIOHHBIX (haKTOPOB;

0) BO3HUKHOBEHHE  OOCTOSITEIRCTB  HENPEOZOIMMOM  CHIIBI  WITH
HE3aBHCSIIMX OT BOJIM CTOPOH OOCTOSATENLCTB, KOTOPBIE HECYT Yrpo3y
NpUYMHEHUST Bpela JKU3HH W 3JI0POBBIO HHCIEKTOPOB (HANpUMep, 110
TOJTUTHYECKUM, MEJIMLUHCKUM WA UHBIM IPUYUHAM).

2. Ilepen mnavanoMm QapMaleBTUYeCKOW HWHCIEKIUH, IPOBOAUMON ¢
MCTIOJIb30BAHUEM CPEJICTB JTUCTAHLMOHHOIO B3aUMOACHCTBUSI, OpraHu3aIusi-
NPOM3BOJHUTENb JOJDKHA TMOATBEPAMTL JaHHBIE TeoJloKaluyd (IMupoTy,

JOJITOTY) PACIIOJIOKEHHUs] TPOU3BOACTBEHHOM IIIIOIIA/KH.
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IMPHUIJIOXEHMWE Ne 1

K IlepeuHIo JIeKapCTBEHHBIX CPE/ICTB,
POU3BOJIMMBIX (TNITAHUPYEMBIX K
IIPOU3BOJICTBY) Ha MIPOU3BOICTBEHHOM
MUTOIIAJIKE HHCIIEKTUPYEMOro cyOreKTa

IHEPEYEHDb
KO/I0B IIPOM3BO/ICTBEHHBIX Ollepanuii
U BH/IOB MMIIOPTA JIeKAPCTBEHHOH NPOAYKIHH

IIpou3BOACTBO U KOHTPOJH Ka4eCcTBa
(HY>KHOE OCTABHUTD)

Kon

Haumenosanue

1. HpOH3BOL{CTBeHHH€ onepanyry — JIEKapCTBEHHAA MPOTYKITHA

1.1

CrepunbHas IPORYKIUSI

1.1.1 IlpousBoarMas B aceNTUYECKUX YCIIOBHUSIX (Orepanu 00paboTKu st
CJIEYIOIINX JIEKapCTBEHHBIX (hopM):

1.1.1.1 xujkue JiekapcTBeHHBIE (DOPMBI OOJBITOIO 00beMa

1.1.1.2 »xunxue nexapcTBeHHbIE (POPMBI Maoro oobema

1.1.1.3 muodmmzaTs

1.1.1.4 TBepAbIe JeKapcTBEHHbBIE POPMBI H UMILITAHTATH

1.1.1.5 msarkue nekapcTBeHHbIe (HOPMBI

1.1.1.6 mpouass mpoOIyKIUs, IMPOU3BOAMMAS B ACENTHUYECKHX YCIOBHIX
(yka3arn)

1.1.2 Ilogsepraemas GUHUINHON cTepuaM3aluy (omepanuy 00paboTKU st
CIICAYIOIIMX JIEKAPCTBEHHBIX (OPM):

1.1.2.1. ;xunxue nexapcTBeHHbIE POPMBI OOJIBITOr0 00BbeMa

1.1.2.2. »xupKue iekapcTBeHHbIE (POPMEI MaJIOTO 00BeMa

1.1.2.3. TBeppIe NekapcTBEHHBIC (POPMBI B UMILIAHTATEI

1.1.2.4. msarkue nexkapcTBeHHBIE (DOPMBI

1.1.2.5. mpouast npojiyknus, HoaBepraemas (HHHUINHOW CTepUIM3aALMNA
(ykazath)

1.1.3 Brimyckaroniuil KOHTpOJIb KadecTBa (CepTUHUKAIIAS CEPHH)
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HecTepunbpHas mpoayKiius

1.2.1 Hecrepunbnas npomykuust (onepaiuu ob6pabOTKH Juls CIENyIONINAX
JTeKapCTBEHHBIX (GOPM):

1.2.1.1 xancynsl B TBepo# 000J109Ke

1.2.1.2 kancynbl B MSTKOH 000JT09Ke

1.2.1.3 >xeBaTenbHbIe TeKapCTBEHHbIE (DOPMBI

1.2.1.4 uMIperHupoBaHHbIe IeKapCTBEHHBIE (DOPMEI

1.2.1.5 xuakue nexapcTBeHHbIE (POPMBI UL HAPYKHOTO TIPUMEHEHHUS

1.2.1.6 xuaxue nexapcTBeHHbIe (QOPMBI JJISI BHYTPEHHET'O PUMEHEHHs

1.2.1.7 MeqUITHHCKHE Ta3bl

1.2.1.8 npouue TBepAble JTeKapCTBEHHBIE (OPMbI

1.2.1.9 npenapaTbl, HAXOASIITHECS 110/ JIaBJICHHEM

1.2.1.10 paguonyKIuaHbBIE TEHEPATOPHI

1.2.1.11 msrkue nexapcTBEHHbIE (POPMBI

1.2.1.12 cBeuu (CynIO3UTOPUN)

1.2.1.13 Tabnerku

1.2.1.14 tpancaepmaibHble TIIACTBIPH

1.2.1.15 mpouast HecTepUIIbHAS POy KIIHS (yxazatp)

1.2.2 Brinmyckarolnuit KOHTpOJIb (CepTH(HUKALIUS CEPUN)

buonoruyeckas iekapcTBeHHAS TIPOYKIUS

1.3.1 bronoruueckast iekapcTBEHHAS POLYKIIHS:

1.3.1.1 npoyKThl KpOBH

1.3.1.2 ummynoOuonoruueckas mpoIyKIis

1.3.1.3 mpomyKisi Ha OCHOBE COMATHYECKHX KIETOK ([IPOMYKLMS Jisl
Te€paluu COMaTUYECKUMHU KIETKaAMH )

1.3.1.4 renorepaneBTHUIECKas! TPOTYKIIHSI

1.3.1.5 6uorexHoOrNYecKas IPOTYKITHSI

1.3.1.6 mpomykuwsl, BeIJieNIeHHAs M3 )KUBOTHBIX HCTOUYHHKOB HIIM OPraHOB
(TKaHeit) yesoBeKa

1.3.1.7 TkanenHKeHepHas IIPOAYKLIHS (mpojtyKius TKaHEBOU
VHKEHEPUH )
1.3.1.8 ipouas Ouonoruueckas JeKapCcTBeHHAs IIPOLNYKIHS

(yxa3arp)
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1.3.2 Boimyckaroliuii - KOHTposlb  KauecTBa  (CepTU(HKAIUS  cepun)
(nepevenn BUJIOB IPOAYKITHH ):

1.3.2.1 mpoayKThl KpOBH

1.3.2.2 uMMyHOOHOIOrHYECKas! TPOTYKITHSI

1.3.2.3 npoapykuus Ha OCHOBE COMAaTHUYECKHX KIETOK (IPOIYKIMS JUIS
Tepanuy COMaTHYECKUMHU KIIETKAMH )

1.3.2.4 reHOTEpanieBTUYECKAS TPOTYKITHSI

1.3.2.5 OMOTEXHOIOTHIeCcKast POy KM

1.3.2.6 mpoayKI1Ms, BeIJEICHHAS U3 )KUBOTHBIX UCTOUHHKOB HMIIH OpraHosB
(TkaHeil) yenoBeka

1.3.2.7 TkanenHxeHepHas TIPOTY KIS (TIpomyKITHsi TKaHEBOH
WUHKCHEPHH )

1.3.2.8 npoyas Ouonoruueckas JIeKapCTBEHHAs IPOAYKITHS
(yxazatp)

1.4

HquaH JICKapCTBCHHAS IMPOAYKIHA HIH IIPOXU3BOACTBCHHA AEITEILHOCTD

1.4.1 IIpousBojicTBO:

1.4.1.1 pacTATenbHas MpoOTyKIIHsI

1.4.1.2 romeonaTudeckas mpoIyKiius

1.4.1.3 mpouast mpoiyKITus (yka3atn)

1.4.2 Crepunmzanusi papMalleBTUYECKHX CyOCTaHIMM, BCIIOMOTaTeIbHBIX
BEIIECTB, TOTOBOM IPOIYKITHN:

1.4.2.1 punwrparms

1.4.2.2 cyxoxapoBast CTepuIH3arus

1.4.2.3 crepunuzanus napom

1.4.2.4 xumMudeckasi CTePUIIM3AINS

1.4.2.5 crepunuzanus raMmMa-usiydeHueM

1.4.2.6 crepunuszamyst 3JIeKTPOHHBIM U3JTyYEeHHEM

1.4.3 TIpouee (ykazatn)

1.5

Ymnakoska

1.5.1 IlepBuunas ymakoBka

1.5.1.1 xarncynbsl B TBepoit o6omouke

1.5.1.2 xancynsl B MSITKOH 000JI04Ke

1.5.1.3 xeBarenbHbIE JIEKAPCTBEHHEIE (YOPMEI




29

1.5.1.4 umnpernMpoBaHHbIe JIeKapcTBEHHBIE (POPMBbI

1.5.1.5 sxuaKue mekapcTBeHHbIC (QOPMBI JJisi HAPYIKHOTO TIPUMEHEHHS!

1.5.1.6 xnykue nexapcTBeHHbIE (POPMBI UL BHY TPEHHETO TIPUMEHCHUSE

1.5.1.7 MeqIULIMHCKHE Ta3bl

1.5.1.8 mpoune TBepbIC IeKapCTBEHHbIE (POPMBI

1.5.1.9 npenapatsl, HaAXOASITHECS 10 AaBIECHUEM

1.5.1.10 paMOHYKJIMHbIE TEHEPATOPBI

1.5.1.11 mArkue pexapcTBeHHbIE GOPMEID

1.5.1.12 cBeun (Cynmno3uTopun)

1.5.1.13 Tabnetku

1.5.1.14 tpancaepManbHbIe TUIACTBIPH

1.5.1.15 npoyass HecTepuinbHas JeKapcTBEHHAs NPOYKIIHS
(ykazatp)

1.5.2 Bropuunas ynakoBka

1.6

Kontpons kavyectBa

1.6.1 Muxpobuonoruyeckue UCIbITaHUus: CTEPHITLHOCTD

1.6.2 Mukpobuonoryueckye HCIbITaAHUS: MEKPOOHOIOrHYECKas YHCTOTA

1.6.3 Xumuueckue (hu3uveckre) UCTIBITAHUS

1.6.4 broJiorndeckue UCIbITAHUS

2. IMIIopT neKapcTBEHHON TIPOAYKIIUH

2:1

Konrpoins xagecTBa MMIOPTUPYEMOii JIeKapCTBEHHON TPOTY KUK

2.1.1 MukpoOHOIOTrIUeCKIe UCITHITAHUS: CTEPUITEHOCTS

2.1.2 Mukpobuonornyeckue HCIBITAHUS: MUKPOOHOJIOTHYECKAsT THCTOTA

2.1.3 Xumudeckue (pu3nIeCcKre) HCITBLITAHMUS

2.1.4 buonornyeckue UCIIbLITAHUS

2.2

Ceprudukanys cepurt HIMIOPTUPYEMO# TEKAPCTBEHHOM PO KUK

2.2.1 CrepunpHas NpOTyKITHSI:

2.2.1.1 npou3BOAUMAs B ACEITUYECKHUX YCIOBHAX

2.2.1.2 nojpepraemMast pUHUIITHON CTEPUITH3ALIAN

2.2.2 HectepunbHas IPOIYKITHS

2.2.3 buonoruyeckast JeKapCTBEHHAS TPOTYKI[HS:

2.2.3.1 DpOIyKTEI KPOBH
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2.2.3.2 nMMyHOOHOJIOrHUecKas POy KIHsI

2.2.3.3 1mpoJlyKiys Ha OCHOBE COMAaTHYECKHUX KIETOK (IPOMYKLHUS JUIsi
Tepanuu COMaTUYECKUMU KJICTKAMH )

2.2.3.4 reHOTEpATIEBTHUECKAS TIPO/LYKIIHSI

2.2.3.5 OHOTEeXHOIOrHYecKast TTPOTYKIIHsI

2.2.3.6 nposyKuus, BeIICT€HHAs U3 )KMBOTHBIX HCTOYHUKOB UM OPTaHOB
(TKaHel) yenoBeka

2.2.3.7 TkaHeHH)KeHepHas IIPOJLYKLIUS (mpomyKiwst TKaHEBOU
UHKCHEPHH )

2.2.3.8 npoyas OuoJorudeckas JIeKapCTBEHHAs IPOIYKIIHs
(yka3ath)

2.3

IIpoyas JesaTenbHOCTh 110 UMITOPTY (BBO3Y)

2.3.1 Ilnomanka ¢puzndgeckoro umMmnopra (Bo3a)

2.3.2 IMIopT npoMexyTOYHOH MPOIYKIIHH, TOIBEpraroieiics JanpHenei
oOpaboTke

2.3.3 Ilpouee (yxazarn)

3. IlpousBoacTBEHHBIE OllEpalMy — (hapMareBTHUECKHe CyOCTaHIH

DapmanesTHyecKkas cyOcTaHIus (CyOCcTaHIum):

3.1 | IIpoussojicTBO (apMaleBTUUECKUX CyOCTaHIMM METOZOM XHMHYECKOTO
CHHTE3a
3.1.1 IIpoM3BOACTBO  NIPOMEXYTOYHBIX IPOAYKTOB  (hapMalreBTHUECKOH
cyOCTaHITHH
3.1.2 IIpou3BOACTBO HEOYHILEHHON (hapMarieBTHIeCKOM CyOCcTaHIu
3.1.3 ConeobpaszoBanue (oumncrka): (Yxa3arthb
(HampuMep, NepeKPUCTATIIU3AIINS))
3.1.4 Tlpouee (yKazarnb)

3.2 | IlpousBoACTBO (apMaleBTUUecKux CyOCTaHIMI METONAMK BBIIEIEHUS W3

TIPHUPOJHBIX HCTOYHHKOB

3.2.1 Beinenenne  gapManeBTHUECKUX  CyOCTAHIMHA M3  HCTOYHHKOB
PacTUTEILHOIO MPOUCXOMKICHHUS

3.2.2 Brimenenne  (apManeBTUYECKHX  CyOCTAHUMHA M3  MCTOYHHKOB
JKMBOTHOI'O IPOUCXOKICHUS

3.2.3 Beizienenve (apMaueBTHUECKMX CyOCTaHIME W3 OpraHoB (TKaHeif)
qesioBeKa
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3.2.4 Beiienenre  (papMmaleBTUUECKHX  CYOCTaHIMM M3  HUCTOYHUKOB
MHHEPAIIBLHOTO TPOXUCXOXKICHHS

3.2.5 Momupukanmst  BhIJICNCHHOH  (apManeBTHYECKOH  cyOCTaHImu
(yKaspIBaeTCsl MCTOYHUK M3 MMyHKTOB 3.2.1 — 3.2.4)

3.2.6 Ouncrka BeIZieIeHHOR (hapMaLeBTHIecKON cyOcTaHiuu (yKa3biBaeTes
HMCTOYHHUK U3 ITyHKTOB 3.2.1 — 3.2.4)

3.2.7 Ilpouee (ykazatp)
3.3 |IIpousBojictBo  (hapMmaneBTHUECKMX cyOcTaHli ¢  MCIIONb30BAHHEM
OMOJIOTMYECKUX TTPOIIECCOB
3.3.1 ®@epmenTanus
3.3.2 IlpousBoacTBO & HCIIOJIb30BaHHEM KJIETOYHBIX KYJIBTYP
(yKa3aThb THI HCIOJNB3YeMbIX KIETOK) (Tl yKazaHHeM
TUTA KJIETOK ITOHHMMAETCA UX THIOBAsl CHCITU(MHUIHOCTD, JIMHUS, INTaMM U
npouee)
3.3.3 Beienenue (ouncTka)
3.3.4 Moauduxarms
3.3.5 Ilpouee: (yxaszatn)
3.4 | IIpousBojCcTBO CTEPUNILHBIX (hapMalleBTUIECKUX cyOcTanmnuii (pasienst 3.1,
3.2, 3.3 10iKHBI OBITH 3aIIOJTHEHEI, I'J1€ IPUMEHIMO )
3.4.1. ®apmanesTyuueckue CyOCTaHIIMM, IIPOU3BOAMMBIC B aCEITHYECKUX
YCIIOBHSX
3.4.2. ®apmaneprtudeckne  cyOcTaHIMM, — IOABEpraeMbie  (DMHUIIHOM
CTepUITN3ALNH
3.5 | 3aBepuiarolnye cTaJun IPOU3BOJICTBA (hapMalleBTHUECKUX CyOCTaHInl
3.5.1 Crajun  usuueckoit  o6paboTKu (ykazatb
(HammpuMep: CyIIKa, U3MebueHHE, IPOCCUBAHNE))
3.5.2 IlepBuunas ynakoBka
3.5.3 Bropuunas ymakoBka
3.5.4 IIpouee (s oniepaluii, He OMHUCAHHBIX BLIIIIE) (yxazaTh)
3.6 | KonTpoas xauecTra

3.6.1 Odusnueckue (XUMHYECKHE ) HCIIBITAHMS

3.6.2 Mukpobuonoruueckue  HUCHBITaHWS  (BKJIOYAs  HCIBITAHWE  HA
CTEPHUIIBHOCTB )

3.6.3 Muxpobuonorndeckue UCHBITaHUST (HCKIIOYAasg MCIBITAHUE HA
CTEPUIIBHOCTD )




32

3.6.4 buojiornyeckue UCIIbITaHUs

4. ITpouwne onepanuu — hapMarieBTHIecKue cyOcTaHI[uu

(ykazaTh)

Pykosoaurens npeampustas
(YIOIHOMOYEHHBIH TIpe/ICTaBUTEND )
(J10JDKHOCTE) (moxmuce) ML.IL. (pacimdposka)




33

[TPHUJTIOXKEHUE Ne 2

K IlepeuHto nexapcTBEHHBIX CPEJICTB,
1IPOU3BOJIUMBIX (TTAHUPYEMBIX K
IIPOM3BO/ICTBY ) Ha IIPOU3BOJICTBEHHOMN
TUIOIIAJIKE HHCIIEKTUPYEMOTO CyOheKTa

IHEPEYEHDb
JIEKAPCTBEHHBIX CPEACTB, B OTHOIIEHHUH KOTOPHIX
NPOU3BOJUTCH HHCIIEKTHPOBAHKE

MexayHapoiHOE
Toprosoe HaumenoBanue | HETATEHTOBAHHOC HANMEHOBAHHE JlexapcTBenHast
HTeKAPCTBEHHOTO WK TPYTIITHPOBOYHOE dopma,
CcpesicTBa (XMMHYecKoe) HaMMEeHOBaHKE TO3UPOBKA
JIEKAPCTBEHHOIO IpenapaTa i (ecnm
(mnu) hapMareBTHUECKOM IIPEMEHUMO)
cybcranmu

Bcee cragum (BKITFOUas BBITYCKAIOIIMNA KOHTPOJIb KAYeCTBa)

HpOI/IBBO,HCTBO I'OTOBLIX JIEKAPCTBCHHDBIX (lJOpM

YnakoBka niepBUIHAS

Y1akoBka BTOpUYIHas

KOHTpOJ’IB KagecTBa

Brimmyckaromuii KOHTPOJIb KauecTBa

PykoBOIUTEND TPEUTPUATHS
(YIOITHOMOYEHHBIH TTPEICTABUTED )
(JIOITIKHOCTB) (1o 1rucs) i, (pacumpposka)
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[MTPHUJIOKEHUE Ne 3

K ITepeuHto nexapcTBeHHBIX CPENICTB,
IIPOU3BOJIUMBIX (TUIAHUPYEMBIX K
IIPOU3BO/ICTBY ) Ha IIPOU3BOJICTBEHHON
IUIOIIAJIKE HHCIIEKTUPYEMOTO CyODheKTa

NEPEYEHB
THIIOB MPOXYKIMH IIPOH3BOIUMBIX (IJIAHHPYEMBIX K IIPOU3BOJACTBY)

HAa NPOH3BOACTBEHHOMH ILIOINA/Ke HHCIIEKTUPYEMOro cy0beKTa

buonoruueckas nekapcTBeHHAS POJLYKIIHS:

IPOJIYKTBl KPOBH

MMMYHOJIOTHYECKas! PO TyKIIHs

MPOJIYKIIHST HA OCHOBE COMATHYECKUX KJIETOK (IIPOJIYKIIUSI JIJIsl TEPaIliy
COMATHYECKUMHU KJIETKAMH )

reHoTepaneBTUUeCKUe PO TyKITHSs

OroTexHOoIOrnYecKast PO IyKIHs

HPOJYKIMSI, BbIJIEJIEHHAs M3 JKUBOTHBIX HCTOYHHKOB WJIM OpraHOB
(TkaHel) yesnoBeka

TKaHEUHKEHePHas IIPOLYKIUs (IIPOJIyKIINS TKAHEBOW HHIKEHEPUH )

npodad OHOJOrMYecKast JeKapcTBEHHAs MNpOAyKiws (yKaszalb BHJ
IIPOAYKIIUH )

IIpouast tekapcTBeHHast MPOTYKITHSI:

pacTHTeNbHAs TPOTYKIINS

rOMeOIaTHIecKast PO TyKIHs

pajodapmaleBTHUECKUe JIeKapCTBEHHbBIE CPeICTRA

ITATOCTATUKH

IIUTOTOKCHUKH

FrOPMOHBI
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AHTHOMOTUKM OeTa-IaKTaMHOTO psija

[pernaparsl, CoACpiKaline CHHBHOI[G?ICTBY}OU_IHG Beiccra

HapKOTHYCCKHC JIEKaAPCTBEHHLIC CpEeCTBA

ICHUXOTPOIIHBIC JIEKAPCTBCHHLIC CPE/ICTBA

npodas (yKa3aTb BHJI TPOAYKIINH)

Ilepeuens THIIOB aKTUBHEIX (hapMalleBTHYECKUI HHIPEJANEHTOB:

GapmarieBTHUECKHE cybcTaHmuy,
XUMHYECKOI'0 CHHTE3a

GapManeBTHUYecKie  CyOCTaHIUH,
PaCTUTEIBLHOTO TIPOUCX 0K IEHMS

(papmareBTHUECKHE  CyOCTAHIMH,
YKUBOTHOT'O MTPOUCXOIKTCHHS

(apmarieBTHUeCKHEe  CyOCTaHITHH,
OHOJIOTMYECKOTO TIPOUCX 0K IEHUS

papmManieBTHUeCKHEe  CyOCTaHIIUH,
MUHEPAJILHOTO MPOUCXOXKICHUS

(hapmarieBTHUECKHE cyOcTaHIuH,

OHMOTEXHOJOIHIECKOI'0 CUHTE3a

I10JIy4aeMble
[I0Jly4aeMble U3
IoJlydaeMble U3
[I0JIy4yaeMble U3
nonyyaemple 13

I0JIy4aeMble

METOIaMH!

HCTOYHUKOB

HCTOYHHKOB

HCTOYHHUKOB

HCTOYHHKOB

METOAaMH
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ITPUJTOXXKEHUE Ne 5

K IIpaBuiam nporegenms
(hapmManeBTHYCCKUX MHCIIEKLMH

(Gopma)

OTYET
0 NPOBeIeHHH HHCIIEKTHPOBAHUS

(HaMMEHOBAHHE MHCTICKTHPYIOIECH OpraHu3aiim)

(HanmenoBanKe (papMaNEeBTHYIECKOTO HHCIIEKTOPATA)

(anpec, HoMmep TenedoHa, agpec AMEKTPOHHOM IIOYTEL, a[pec caiita B HH(OOPMAI[HOHHO-
TENEKOMMYHHUKAIMOHHOH ceTr «MuTepHeT»)

[IpoBeieHO MHCTIEKTUPOBAHKME OPraHM3aI[MHU IIPOU3BOJICTBA U KOHTPOJIS
Ka4yecTBa JIGKAPCTBEHHBIX CPEJICTB Ha COOTBETCTBUE TpeGoBamwmsiMm Ilpasuin
HaJJIeXane Mpou3BOACTBEHHON NMpakTUku EBpasuiickoro s3KOHOMMUYECKOIro
coro3a, yrBepxkieHHbX Pemennem CoBera EBpasuiickoil 5KOHOMMYECKOM
KOMHUCCHUMN oT 3 HOSIOPSI 2016 T No 77:

(HauMeHOBaHHE HHCIIEKTHPYEMOTO CyOLEeKTa)

(FOpHIMYECKHI afipec HHCIEKTHPYEMOTo CyOheKTa)

OcHoBaHue (HYKHO€ MTOJUEPKHYTH):

3asBJICHUE Ha TMpoBeleHue (apMaleBTUYeCKOW WHCTeKuuu (ara,
HOMED)

penieHrne YrnoJaHOMOYEHHOro opraHa (gata, HOMEpP, HAaHMEHOBAHHE
YIIOJIJHOMOYEHHOTO OpraHa)

dopma npoBeIeH s (HyKHOE MOAYEPKHYTh): C BEIE3IOM Ha ILIOIIALKY,

C UCIIOJIB30BAHUECM CPEACTB JUCTAHLIHOHHOIO B3aMMOICHCTBUS
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Yacte I
1. O61mume noytoxeHus

1. HammenoBauue
UHCIIEKTUPYEMOro CyOBheKTa

2. Anpec (aapeca) mecra
HaXOXKJCHUS
MHCIIEKTUPYEMON
IIPOU3BOJICTBEHHOM
IUIOIIAIKA

3. Homep u nara Beliauu
JIOKyMEHTAa, BBITAHHOTO
YIOITHOMOYEHHBIM OPI'aHOM
(YIOJIHOMOYEHHOH
opraHu3aliiei) crpaHbl
IIPOM3BO/ICTBA
JIeKapCTBEHHBIX CPEJICTB,

0 COOTBETCTBUHU
IPOU3BOJICTRA
(TIPOU3BOICTBEHHOM
TUIOIIAZIKK ) TPeOOBaHUSIM
[IpaBUIl HajJIexalein
[IPOU3BO/ICTBEHHOM
MIPaKTHUKH, IPUMEHSIEMbIX B
cTpaHe IPOU3BOACTBA (TIPH
HaJIMYUK)

4. Bce BUJIBI JIeSTEIEHOCTH
WHCHEKTUPYEMOT0 CyOBeKTa

IIPOU3BOJICTBO (DapMaIeBTHIECKUX
cybcTanmmui

IIPOU3BOJACTBO JIEKAPCTBCHHLIX IIPEIIapaToB

IIPOMEKYTOUHAS TIPOJTYKITHSI

HepacdacoBaHHas TPOITYKITHS

(hacorka (yrakoBKa IepBUYHAs)

Ol gl Y| &

YIIAKOBKa BTOpUYHAA

BBO3 (MMIIOPT)

IIPOU3BOJICTBO 110 KOHTPAKTY

O o) O

KOHTPOJIb Ka4eCTBa JICKAPCTBCHHBIX CPENCTB

BBIITY CKAIOLTHH KOHTPOJIb Ka4eCTBa
(cepTudukanus cepum)

ITpoyast mpou3BOACTBEHHAS
IEeATENIBHOCTD

IIpY 3aII0JIHEHMHK yKa3aTh HallpuMep,
cTepuiIn3alus papMareBTHIECKIX
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CyOCTaHIIMH, BCIIOMOTaTEIbHBIX BELIECTB,
IOTOBOM NPOAYKITHH

5. Bun (Tum) iekapcTBeHHOM
IPOYKIIMH, B OTHOIIIEHUH
IIPOU3BOJICTBA KOTOPOU
IIPOBECHO
WHCIEKTUPOBaHUE

CTEPHIIBHASI TPOTYKITHS
HECTEPUIIbHAS TTPOJIYKIIHsI

Ononoruyeckas JeKapcTBEHHAS IPOIYKITHS
pacTUTeNbHAS IPOTYKITUS
rOMEeOIaTHIECKast PO LY KITHSI

Ipovast TPOJLY KIS
(yxazarp)

6. [laTa (mepro npoBeicHu )
MUHCIIEKTUPOBAHUS

7. MacnexuuoHHas rpynmna

BEIYIIUNA UHCIICKTOD
WHCIIEKTOPBI

SKCIIEPTHI (E€CIIH MPUMEHHIMO)

B CJIy4dac IPpOBEACHHA COBMECTHOU HHCIICKITUH

I[IPH 3aII0JIHEHUH yKa3aTh K KaKOMY
YIOJIHOMOYEHHOMY OpraHy (opranu3alian)
rocyliapcrsa — wieHa EBpaszuiickoro
SKOHOMHYECKOI'O COI03a OHU OTHOCSTCS

8. Homep nncniextupoBanus
B COOTBETCTBUHU

C CUCTEMOM KadyecTBa
(hapMaLeBTHYECKOTO
WHCIIEKTOpaTa

(IpM HATMYMH )

2. Beonnas undopmarus

Cy6'BeKTa H IPOHU3BOJCTBCHHO

1. KpaTtkoe onucanue HHCIEKTHPYEMOTO

M TIITOIIAIKH

I/IHCHGK"[‘l/lpOBB.HI/ISI’k

2. Jlata (nepuo) npenbIIyInero

3. MHCcHeKIMOHHAas TpyIIa, TPOBOIHBIIIAS
IpEeABLIYIIEe UHCIIEKTUPOBaHE

BEIYIIUI UHCIIEKTOP

HWHCIIEKTOPbL

YIIOJTHOMOYEHHbIH Opran

yiena EBpasuiickoro
SKOHOMMYECKOI'0 COI03a

DKCIIEPTHI (€CIIM IPUMEHUMO)

(opranuzarysi) rocygapcrBa —
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4. OCHOBHBIE U3MEHEHMS], IIPOU3OLIEAIINE CO |IPH 3al0JHEHNT yKazaTh GMP-
BPEMEHM IPEIbITyIIeH NHCTIeKIIUN KPUTHYHBIE U3MEHCHUS

5. Llens u o0nacTh MHCTIEKITHH [IPH 3aIl0JIHEHUH yKa3aTh
IIPOBOJIMIIACK JTM MHCIIEKITHSI
IIPOM3BOJICTBA KOHKPETHOI'O
JIEKAPCTBEHHOIO IIpernapara uim
IIeKapcTBEHHBIX (hopm

6. MHCIIEKTUPYeMble 30HBI NEPEUHCIUTE HHCIIEKTUPYEMBIE
30HEI B COOTBETCTBUH C
[IPOrpaMMOU UHCIIEKIUH

7. Tlepconan nHCIIEKTUPYeMOTO cyObekTa,  [ykaszats @. M. O. u qoiskHOCTH
Y4YacTBYIOIIUHA B IPOBEIEHUN repcoHana
WHCIIEKTUPOBAHUS

8. JIOKyMEeHTBI, TIPEJICTABIICHHEIE
MHCIEKTUPYEMBIM CYOhEKTOM JI0 ITPOBE/IEHHS
MHCIIEKTHPOBAHUS

|

*B ciyyae HEOIHOKpPATHOTO IIPOBEJEHHsS ()APMAIEBTHUCCKUX MHCIEKIUH B OTHOIIECHUH
JIAHHOTO HHCIIEKTHPYEMOI'0 CyOBhEKTa yKa3hIBAIOTCS JIAThI BCEX IPE/IBIIYIINX HHCIIEKTHPOBAHHIA

3. HabmroieHust 1 pe3ysibTaThl MHCIIEKTUPOBAHUS

1. @apmareBTUUecKas cucTeMa KayecTsa
(ynpaBieHHe Ka4ecTBOM JUTSl aKTHBHOM
(bapMarieBTHYeCKOW CyOCTaHIIN)

2. Ilepconan

3. Ilomelenust u obopytoBanme

4. JlokymeHTaIms

5. IlpouzBoacTBo

6. Konrpousb kauectBa

7. lessTenbHOCTD, TIepeiaBaeMast s
BBIIOJHEHHS IPYTrOMY JIUIY (2yTCOPCHHT)

8. [Iperensuu, nedexTr! KauecTBa u
OT3BIBBI ITPOJIYKIIUU

9. CaMOWHCTIEKITHAS

10. Peanuszanus u TpaHCTIOPTHPOBAHHKE
IPOIYKIINH

11. Ouenka nocee (Mactep-(haiiia)
[IPOU3BOJICTBEHHOH MJIOIAIKH

12. Bompockl, paccMOTpeHHBIC B 3aIIOJIHSETCS IIPH HAJMYKUU 3arpoca
OTHOIIIEHHH OLIEHKH 3asiBIICHUS Ha 9KCIIEePTa, OCYILECTBIISIOIIETO
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PErUCTPaIHIO ICKAPCTBEHHOTO IIPenapara |OLEeHKY PerucTPaldOHHOTO J10Che
JIEKapCTBEHHOTrO IIperapara,

B COOTBETCTBUH ¢ | IpaBumamu
PErUCTPaLMK U DKCIIEPTU3EI
JIEKapCTBEHHBIX CPEJICTB JIJIsT
MEJIMIIUHCKOTO TTPUMEHEH U,
yTBepxKjieHHbIMHA Pemennem Cosera
EBpasuiickoit 3KOHOMHUYECKOM
Komuccun ot 3 HostOpst 2016 r. Ne 78

13. MHbie Borpocsl I1pu 3amoHeHN yKa3bIBArOTCS,
HaIlpuMep, UMEIOLHe 3HAYCHHE TSI
GMP nmanupyemble KOMIanuei
HU3MEHEHHS, O KOTOPBIX OHA YIKe
panee coobIuiIa

14. OrobpanHbIe 00pasIibl yKaszaTb HOMep aKTa oThopa
(ecu IPUMEHUMO )

4. IlepeueHb HECOOTBETCTBHIA

ITynxr Ipasun
HaJjIe)xarlen
IIPOU3BOJICTBEHHOM
No P " ai'rm(n [TonpobHoe onucanue Knaccudukarus
11/11 P . BBISIBIICHHOT'O HECOOTBETCTBHS HECOOTBETCTBUSA
EBpazutickoro
AKOHOMHAYECKOT'O
cor3a
1 2 3 4
Kpuruueckoe”
Cymecrsennoe™
ITpouee™

* HecOOTBETCTBHSI, KOTOPBIE BBI3BIBAIOT MJIM IIPHBOIAT K CYIIECTBEHHOMY PHCKY IIPOH3BOJICTBA
JEKapCTBEHHOTO CPEJICTBA, OIACHOTO JUIS 3I0POBBSL M IKH3HH YeJIOBEKA.

** HecoOTBETCTBHMSL, KOTOPBIE HE MOTYT KIIACCH(HITHPOBATHCSA KaK KPUTHYECKHE, HO:

IPHBEJIA K IIPOU3BOJICTBY HIIM MOTYT IPHBECTH K IIPOM3BOJICTBY JEKAPCTBEHHOTO CPENCTBA, HE
COOTBETCTBYIOIIETO  JIOKYMEHTAM  PETHCTPAlMOHHOIO  JIOChE JAHHOTO  JIEKaPCTBEHHOIO
Ipenapara;

YKd3bIBAOT Ha CYNICCTBCHHOC OTKIIOHeHMe OT IlpaBun Hajuiexaineil IIpOM3BOCTBEHHOM
npakTHK EBpasuiickoro SKOHOMHYECKOT0 COr03a;

YKa3BIBAIOT Ha CYIIECTBEHHOE OTKIOHCHME OT TpeOoBaHMH HHBIX aKTOB B chepe obpalneHus
JIEKapPCTBEHHBIX CPEJICTR;



YKa3bIBAIOT Ha HECHOCOOHOCTH MHCIIEKTHPYEMOTO CyOBEKTA OCYINECTBIST CEPUHHBIN BHITYCK
JIEKaPCTBEHHBIX IPENapaToB OMHOPOMHOIO KayeCTBA MJIM HECIOCOOHOCTH YIOJHOMOYEHHOTO
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JIMIa HHCIICKTHPYCMOI'O CyGLBKTa BBIIIOJIHATE CBOM JTIOJIPKHOCTHEIC O6H3&HHOCTH;

KOMOMHAIMS HECOOTBETCTBUH, HH OJIHO M3 KOTOPBIX €aMo 10 ceOe He SBISETCS CYIIECTREHHEBIM,
HO KOTOpBIE B COBOKYIHOCTH IIPEACTABISIOT CYIIECTBEHHOE HECOOTBETCTBHE W JIOJDKHBI

OOBSICHATHCSI (I)apMaHeBTI/l‘ieCI{HMPI HHCIICKTOpaMu 1 @HI{CI/IpOBaTbCﬂ B Ka4UCCTBE TaKOBOTO.

##% HecooTBETCTBHSA, KOTOPBIE HE MOIYT KIACCH(DUIIMPOBATECH KaK KPUTHUCCKHE WITH
CYICCTBEHHBIC, HO YKa3bIBAOT Ha OTKIOHeHHe oT Tpebosanuii [lpasun Hamnexamei

[IPOU3BOACTBEHHOM NPaKTHKH EBpazniickoro sKOHOMHYECKOTO COI034.

5. 3aKJIIOYHTENILHOE COBELIAHUE U OIIEHKA OTBETA IIPOU3BOIATENLS

KommenTapun npejcraButesneit
MHCIIEKTUPYEMOT0 CyOBeKTa B X0/1e
3AKIIFOYUTENBHOTO COBEIIAHMUS

Onenka oTBeTa UHCIIEKTUPYEMOTO
CyOBEKTa MO BEISIBIEHHBIM
HECOOTBETCTBUAM, IPEACTABIEHHOTO
B XOJI€ 3aKIIFOYMTEIHHOIO COBCIIAHUS

JloKyMeHTsl, IepeaHHble
MHCIEKIMOHHOM IpyMIie B X0/1e
3aKJIIOYUTEIBHOIO COBEIIaHMUs

Pesynbrarsl orbopa 06pasion yKa3aTb HOMED U JIaTy MPOTOKOJIA

HCCJICJOBAHMA 06p331103

6. PGBYI[I)T&TI)I HHCIICKTUPOBAHUA U PCKOMEHIAIIUH

B pesyibTare

HECOOTBETCTBUsA TpeboBanusiM |lpaBun Hamexameid poU3BOLCTBEHHOIA

IPpaKTHKH EBp&BHIL/‘ICKOFO S9KOHOMHYECKOI'0 COI03a, KOTOPBIEC H3JIOKCHBI U

IpOBEIACHUSA HHCIICKTHPOBAHUA BLEIABIICHBI

Kjaccu(UIMPOBaHBI B yacTH I oruera.

Pezymprater
dapmaneBTHIECKON
MHCIICKIIHH

Bceero: , U3 HUX:
KPUTHYECKUX <*> —
CYIIECTBEHHBIX <**> —
Ipoymx <**#>

Ha MoMmeHT nipoBejieHrs MHCIIEKTHPOBAHMSI
IIPOM3BOACTBO JIEKAPCTBEHHBIX CPEJICTB

(HaMMEHOBaHHE OPraHU3aI[|H )

COOTBETCTBYET (HE COOTBETCTBYET) (HYKHOE
oA4epKHyTh) TpeboBanusm [IpaBun Hagmexaiiei
IIPOM3BOJACTBEHHON NpakTUKH ERpazuiickoro
5KOHOMMYECKOIr0 COI03a
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Pexomennanmn J

Oruyer (uacTsb ) 0 mpoBe/IeHNH HHCIIEKTHPOBAHMS COCTABIICH U MO IITUCAH:

MHucnexnnonHas rpyrmnma

@. M. O. [Tonmucn
Bejymumit uncriexrop
HMucnekTopbl
OKcnepTs! (ecinu MPUMEHUMO )
« » 20 r.
OTYHET

0 ITPOBEICHUH HHCIIEKTHPOBaAHHUHA

(HAHMEHOBAHHUE OPTraHK3aI[uH )

(HanMeHOBaHHE (hapMareBTHYECKOTO HHCIIEKTOPATA)

(anpec, Homep Tenedona, afpec IMEKTPOHHOU 1OUTHL, ajipec caifta B HH(POPMAaIMOHHO-
TENEKOMMYHHKAIMOHHOM ceTH «VHTepHeT»)

MucrniekrupoBanyre opraHu3ally [IPOM3BOJICTBA U KOHTPOJIS KAauecTBa
JIGKAPCTBCHHBIX ~ CPEJICTB  Ha  COOTBETCTBHME  TpeboBanwsiM  IIpasui

HaJIJIeKalleld IIPOU3BOJICTBEHHON PakTUKU EBpazHiCKOro 9SKOHOMHYECKOTO

COHKO3a:

(HaMMEHOBaHHE HHCIEKTUPYEMOTO CYOheKTa)

(FopuIMYeCKHH aJjpec HHCIEKTHPYEMOTo CyOheKTa)
OcHoBaHue (HY»XHO€ MOTIEPKHYTE):
3asiBJIEHUE Ha [IPpoBeJieHre GapmalieBTHIeckKol HHCIIeKIMH (j1aTa, Homep)
pPemIcHue  YIOJIHOMOYECHHOI'O Oprana (;[aTa, HOMED, HaMMEHOBaHUC

YIIOJTHOMOYEHHOT'O OpraHa)
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Yacts [T
1. O01me nomoxeHus

1. HaumenoBauue

UHCIIEKTHPYEMOTO CyOheKTa

2. Anpec (agpeca) mecra
HaXO0XeHUsI
HHCIIEKTUPYEMOM
[IPOM3BOACTBEHHOM
IO IKH

3. Ilepuon mposeenwst
OLIEHKH IJIaHa
KOPPEKTUPYIOMINX |
IpeTyIPEex TaroImux
JIEUCTBUH U OTUETA O ero
BBIIIOJTHEHUH

4. MucniekiMoHHas rpyIma

BeJIyLHUHA UHCIIEKTOP
HUHCIIEKTOPBI
SKCIEPTHI (€CITH TPHUMEHHMO )

B CIIy4ae IPOBENEHHUS COBMECTHON MHCIIEKIINH
IPY 3AII0JIHEHUHN yKa3aTh K KAaKOMY
YTIOITHOMOYEHHOMY OpraHy (OpraHu3arumn)
rocyaapcrsa — wieHa EBpa3uiickoro
SKOHOMHYECKOI'O COX03a OHU OTHOCSTCS

5. Homep uHCHIEKTHpOBaHUS

B COOTBETCTBHH

C CUCTEMOH KadecTBa
(papmaleBTHIECKOTO
UHCIeKTopara (mpu
HAJIMYHH)
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7. O1eHKa I1aHa KOPPEeKTUPYIOLIUX U IIPEAYIPERTAIOIINX JIeicTBUL
M OTYETA O €r'0 BBIIOJHEHUHN

No i/t Tﬁ\ < éﬁ =
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8. 3aKJIroueHue

B pesyinbrare npoBeleHHOH OIEHKH IUIaHA KOPPEKTUPYIOUMX U
IPEeIyIPEeKIAIOIKUX ASHCTBUI U OTUETA O €r0 BBIMOJHEHUH MPECTABIISETCS

BO3MOKHOM KOPPEKTHPOBKA KH&CCHQ)HKB.U;HI/I N KOJIHYCCTBA BBISIBIICHHLIX

HECOOTBETCTBUM.
Knaccndukarws
No Homep HECOOTBETCTBHUS Kiaccudukarmst
. /;I HEeCOOTBETCTBIS (kpuTHUIecKoe, HECOOTBETCTBUS
cormacHo ordery | CYHIECTBCHHOE, IPOYEE) | € U3MEHEHHBIM CTaTyCOM
B OTUETe
1 2 3 4
1 No 1* CTaTyC HECOOTBETCTBHA
He U3MeHeH*
2 No 5 CTaTyC HECOOTBETCTBUSA
C «CYLIECTBEHHOTO»
U3MEHeH Ha
«HECYILIEeCTBEeHHOE)
3 No 6 YCTPAaHEHO

* B nanHoii hopme TaONUIIEI TPUBEJIEH TIPUMED 3aII0JHEHNS CTONOIOB 2 1 4.
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Pe3ynbrarhbl olleHKH |BCEro M3 HUX:
KPUTHYECKHUX <F> — 2
CYIIECTBEHHBIX <**> ;
npoumx <***> _

3aKIroyeHne IIporn3BO/ICTBO JIEKAPCTBEHHBIX CPECTB

(HauMeHoBaHue OPraHU3aALNH )

COOTBETCTBYET (HE COOTBETCTBYET) (HYXKHOE TIOUEPKHYTE)
TpeboBanusaM IlpaBmir HayIexaIei IpoU3BOACTBEHHOM]
NpakTuky EBpa3uiickoro 3KOHOMHYECKOTO CO03a

Otruer (vacts II) 0 MpoBeICHHOM MHCIIEKTUPOBAHUK COCTABIICH M IIOANUCAH
WMucnekunoHHas rpymma

@. U. O. [Toamuce Jara

Benymuii nacnexrop

HMucnexTopsr

DKCHepTsl (eci MPHMEHHMO)
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IIPMJIOKEHUE Ne 6

K IlpaBumnam niposejieHus
(GapmareBTHYeCKUX MHCIIEKLINIA

POPMA
O1aHKa cepTH(HKATA COOTBETCTBHUS IPOM3BOACTBA TPeGOBAHHSIM
ITpaBui HauieRamed IPoU3BO/ICTBEHHON IPAKTHKH
EBpa3suiickoro >KOHOMHYECKOI'0 ¢0103a

EBPA3ZVMCKNH DKOHOMUYECKWN COIO3

(HaMMEHOBaHKE YIIOIHOMOYEHHOIO Opramna)

CEPTUO®UKAT

COOTBETCTBMA [IPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
TPEBOBAHWSIM TTPABUJI HAJUTEXATIEHM TTPOM3BOJICTBEHHO
TIPAKTUKY EBPAZUMCKOIO DKOHOMMYECKOT'O COIO3A
Ne GMP/EAEU/BY/000XX-20XX

(yueTHBIH HOMep cepTHhHKATA)

Cpok JieiicTBuUS C 110

Boitan mo uroraM mpoBejicHHs — (bapMaieBTHYECKOH — WHCIEKIMH B
COOTBeTCTBHUM ¢ [lpaBunamMu mpoBesieHUst (apMaleBTUUECKUX — MHCIICKIIHI,

yTBepKaeHHbBIME Permennem CoBeta EBpasuiickoil 5KOHOMHYECKOM KOMHCCHI

oT 3 HostOpst 2016 1. Ne 83

(TOJIHOE M COKPAIEHHOE HAMMEHOBAHHUSL YIIOIHOMOYEHHOIO OPraHa)

IIOATBEPIKIAACT CIICAYIOIIEE:

IpoBesieHa GapMarieBTHYECKas HHCIIEKIMS

(monHOE HAUMEHOBAHKE ITPOU3BOIUTEIIs)

(ampec IPOH3BOJICTBEHHOM TLIOIIAIKH)
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Ha OCHOBaHMH (yKa3aTh OJIHO U3 CIEJYIOIIEro):

3asiBiieHus: No Ha TIOJIyYeHHE paspeurenus (JIMICH3UM) Ha

OCYINECTBJIEHUE JCSATEIIBHOCTH 110 IIPOU3BOJICTBRY JICKAPCTBEHHBIX CPELICTB;
I7IaHa TIPOBE/ICHMs (papMALEBTUYECKUX MHCTIEKIHH, KaK JepKaTells pa3pelieHus

(JIMLIEH31K) Ha IPOM3BOJICTBO JICKAPCTBEHHBIX CpeACTB No

3assBeHus Ne Ha PerucTpanuro JIEKapCTBECHHBIX CpeACTB,

(MHOE OCHOBaHHE)

Ha ocnoBanun CBGHGHHﬁ, IIOJIYHCHHBIX IIPH IIPOBEICHHUNA HHCIIEKTUPORAHUS,

IIOCIIEAHEE U3 KOTOPBIX OBITO IIpoBEACHO

(nara, mepuox)
YCTaHOBIIEHO, YTO JaHHOE (HapMaleBTHYECKOEe IPOU3BOJACTBO COOTBETCTBYET
TpeboBanusam Ilpasun HamTeKaleil NPOU3BOICTBEHHOM TIPAKTHKY Espa3zwuiickoro
OKOHOMHYECKOI'0 COI03a.

Hacrosmuit ceprudukar oTpaskaer craryc MpoM3BOACTBEHHON MIOMAIKH Ha
MOMEHT IIPOBe/IeHUs (papMaleBTUYECKON WHCIIEKIIMK U 110 UCTeueHuH Gojee 3 ner
OT AAThl ITOCIEJHEro JHS TOCIEIHEr0 HHCIIEKTUPOBAHUS HE MOXKET CUHUTATLCS
AMOKyMEHTOM, CBHICTENBCTBYIOIIMM O CTaryce cooTBeTcrBusi. Cpok jelcTBHs
ceprudrKaTa MOXKET OBITH COKpAIEH NPH MCIOIE30BAHNH COOTBETCTBYIOLIUAX
NMPHHIIUIIOB YIIPABICHUS PUCKAMH IIPH HATMYKUU COOTBETCTBYIOIIEH 3aMI1MCH B T10JIE
«Orpannvenys WU TOSICHUTEIIHbIE 3aMETKH, KacaloIlecs: 00acTH IIPUMEHEHMSI
HACTOAILET0 cepTUhUKATAY.

Ceprudukar sapisercs NeHCTBUTEIBHBIM B Cllydae IIPEeJICTABICHUS BCEX ero
JIICTOB (K&K OCHOBHBIX JIACTOB, TaK ¥ JOMOIHUTENLHBIX IUCTOB).

AYTeHTHYHOCTh  (HOIMHHOCTB)  HACTOSIIErO  CepTU(HUKATA  MOIKHO
IIPOBEPUTH B Oaze JIaHHBIX

(HAMMEHOBAHHE YIOJHOMOUYCHHOTO OpraHa)
Eenu ceprrukar He INpeNCTaBieH B YKa3aHHOH 0ase NAHHBIX, CIEeyeT

00paTHThCA B YIIOTHOMOYCHHbIH OPraH, ero BhLIABIIHH.

(yuerHsIif HoMep Oraika)
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(TOTIONHUTENBHbIN JHCT)

[1JTexapcTBenHble cpeicTBa [UIsl MEIMITHHCKOTO IPAMEHEH U]

[1JIexapcTBeHHbBIe MpenapaThl mist KIMHAYECKHX MCCIIeT0BAHMIA (McTibITanumit)

Kon

Haumenosanue

1. ITIPOM3BO/JICTBEHHBIE OIIEPALIUU —
JIEKAPCTBEHHA S ITPOJTYKIIA

L. 1

CrepuibHast POIyKITHs

1.1.1 IIponsBojmmas B acenTH4eCKUX YCIOBHSIX (Onepariu o0paboTku
JUISL CIIC/IYFOIIUX JIEKAPCTBEHHBIX (hOpM):

1.1.1.1. JKvnxume nexapcrBeHnbie GOpMBI OOIBIIOr0 00BeMa

1.1.1.2. YKunkue nexapctBerHble (POPMBI MAIOT0 0GbEMa

1.1.1.3. JInounuzare

1.1.1.4. Trepaple nekapcTBeHHbIe POPMBI ¥ UMITIAHTATEL

1.1.1.5.Msrkue nexapcreHnbie GOpMEI

1.1.1.6. Ilpouast  mpomykuus, NpPOH3BOJNMMAS B  ACENTHUCCKHUX
YCIIOBUSIX (ykazatp)

1.1.2. Ilonsepraemas (QpUHMIIHON CTEPUIM3ANNN (ONEpariy 00paboTku
JUISL CIIeIYTOIIUX JIEKAPCTBEHHBIX (hopM):

1.1.2.1. XKunkwme nexapctBertbie GOpMBI GOIBIIOT0 06beMa

1.1.2.2. JKvnxue nexaperBeHubie GOpMbI MAToro o6bema

1.1.2.3. Teepzpie nekapcTBeHnble (GOPMBI M UMILTAHTATEI

1.1.2.4. Msrkue nexapcrBeHHbIe (HOPMEI

1.1.2.5. Ilpouas npomykiyusi, nogsepraeMas QHHUIIHON CTEPUIIN3ALINH
(ykazaTh)

1.1.3. Beimyckaronuii KOHTpOIIb KauecTBa (BHILYCK CEpHH)

1.2

HGCTepI/IJIBHaH IIPOAYKIHA

1.2.1. HecrepunpHas npoxaykius —(TeXHOIOTHUCCKHE omepanuu s
HIOJIyYCHHMSI CIIEJTYIOLINX JIEKaPCTBEHHBIX (hOpM):

1.2.1.1. Kancynbl B TBepaoi 0bonouke

1.2.1.2. Kanicynsr B Mrkoi oboouxe

1.2.1.3. JeBarenbHele leKapCTBEHHBIE (POPMEI

1.2.1.4. mnipernupoBaHHEIe JieKapcTBEHHbIE (hOPMBI

1.2.1.5. JKunkue nexapcTBeHHBIE QOPMEI I HAPYIKHOTO IIPUMEHECHHS
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1.2.1.6. )Kunkme  nexapcTBeHHBIE  (OPMBI  [UII  BHYTPEHHEro
[IPUMEHEHHUS

1.2.1.7. MemuIMHCKHAE ra3bl

1.2.1.8. IIpoune TBepable JTeKapcTBEHHbBIE (HOPMEI

1.2.1.9. IlpenapaTsl, HAXOASIIHAECS 1101 AaBJIEHUEM

1.2.1.10. PaguoHy KU IHBIE T€HEPATOPBI

1.2.1.11. Markue nexapcTBeHHbIE (GOPMBI

1.2.1.12. Ceuu (CymIIo3uTOpHN)

1.2.1.13. Tabnerku

1.2.1.14. TpancnepMasbHbie TIACTHIPH

1.2.1.15. Ilpoyas HecTepHIBHASI ITPO YKL (ykazaTn)

1.2.2. Beimyckaroluii KOHTpOIIb KauecTBa (CepTUGHKALINS CEPUH)

1.3

buonorudeckas JICKAPCTBEHHAS ITPOAYKITH

1.3.1. bronoruyeckas jgexapcTBeHHAs! IPOLYKLIHS:

1.3.1.1. ITpogykThl KpOBH

1.3.1.2. iMMmyHOOHOIOTHYECKas TIPOTYKIIHS

1.3.1.3. Tlponykius Ha OCHOBE COMATHYECKHMX KIETOK (IPOILYKIHS
JUIS TEpalluy COMaTHIECKUMHM KIIETKaMH )

1.3.1.4. I'enoTepaneBTryecKas IPOIYKIIHSI

1.3.1.5. buorexnonorudeckas mpojTyKI{usl

1.3.1.6. IIpomykuus, BbIJCHEHHAS W3 JKUBOTHBIX MCTOYHHKOB WM
OpraHoB (TKaHel ) yemoBeka

1.3.1.7. TxaneurxkenepHass — OpoayKmus  (TPOJAYKIMS — TKAHEBOM
WHKEHEePHH )

1.3.1.8. Tlpovas ~ Omosjorudeckas  JIGKAPCTBEHHAs  IPOLYKIIUS
(YkazaTh)

1.3.2. Beinyckaromuii KoHTponb (ceprudukanus cepun) (repeueHs BUIOB
ITPOTYKIHH ):

1.3.2.1. IlponykTsl KpOBH

1.3.2.2. IMmMyHOOHOIOrHYeCKast TIPOLYKIMs

1.3.2.3. Ilpogykuuss Ha OCHOBE COMATHYECKHX KIIETOK (IPOIYKIHS
IUIsL TEpaliy COMaTUYeCKUMHY KIIETKAMM )

1.3.2.4. I'eHoTepareBTHIeCcKas mPOIyKIIHs

1.3.2.5. brorexHosnornueckas mpoIyKIis
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1.3.2.6 Tlponyxnus, BbIIENCHHAS W3 SKMBOTHBIX HMCTOYHHKOB WM
OpraHoB (TKaHe) yeroBeka

1.3.2.7. TkanenmxenepHass — npofykuust  (MPOAYKIHS  TKAHEBOM
WMHIKCHEPHH )

1.3.2.8. Tlpouass ~ Omonormueckast — JjeKkapcTBEHHAs  NPOILYKIIHsI
(ykazaTn)

1.4

HpO‘l&H JICKapCTBEHHAA MPOOYKIIHSI WITH IIPOU3BOACTBEHHAS
ACATCIIBHOCTh

1.4.1. IlpousBozacTBo:

1.4.1.1. PactutenpHas mpomyKiiyst

1.4.1.2. 'omeonaTuyeckast IpoLyKIius

1.4.1.3. Ilpoyas mpoayKius (ykazatp)

1.4.2. Crepunuzanus GpapManeBTHIeCKUX cyOCTAHIHN, BCIIOMOIraTe bHBIX
BELIECTB, TOTOBOM MPOTYKITHH:

1.4.2.1. Ounprpanus

1.4.2.2. CyxoxapoBasi CTepUIH3aIUsL

1.4.2.3. Crepunuzanus mapom

1.4.2.4. Xumuyeckas cTepuIH3aIus

1.4.2.5. Crepunusaiusi raMMa-M3IydYeHUEM

1.4.2.6. Crepunuszanyus 3J1€KTpOHHBIM H3TydeHHEM

1.4.3. IIpouee (Yka3atp)

1.5

Y1iakoska

1.5.1. Tlepsuunas ymakoBka:

1.5.1.1. Karrcyunbr B TBepmo#t obosouke

1.5.1.2. Kamncynbr B Msrkoii obonouke

1.5.1.3. XeparenbHsle JieKapCTBEHHbIE (POPMBI

1.5.1.4. IMnperaupoBaHHbIe JIKAPCTBEHHBIE (POPMBI

1.5.1.5. JKunxue nexapcTBeHHbIe HOPMBEI JUISI HAPYIKHOTO TIPUMEHEHHSI

1.5.1.6. )Kunkwe  niekapcTBeHHBIe  (JOPMBI ISl BHYTPEHHETO
IPUMEHEeHU S

1.5.1.7. MemuuuHcKHUe ra3ul

1.5.1.8. IIpoune TBep/ibie JeKapCTBEHHBIE (QOPMBI

1.5.1.9. Tlpenapatel, HaxosMecs IOA JaBIEHUEM

1.5.1.10. PaguoHyKIuIHBIE reHEPATOPEI
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1.5.1.11. Msrkue nexapcTBeHHbIC (POPMBI

1.5.1.12. Ceuu (cynmno3utopun)

1.5.1.13. Tabnerku

1.5.1.14. TpancaepMaabHbIe MIACTHIPH

1.5.1.15. Tlpouass ~ HectTepuibHasi  JieKapCTBEHHAs IIPOY KIS
(yxa3zarh)

1.5.2. BropuuHas ynakoBKa

1.6

KounTtpons kayecTBa

1.6.1. MHKpOOHOJIOTMYECKUE UCTTBITAHHUS: CTEPHUITEHOCTE

1.6.2. MuxpobH1ONIOTHYECKHE UCTIBITAHUS : MUKPOOMOIIOTHYeCKas YHCTOTA

1.6.3. Xumuueckue (pu3udeckre) UCIbITAHHS

1.6.4. buomornueckue UCbITaHUsI

B oTHomeHMM IOOBIX OrpaHUMYCHWH WIH MOSCHEHWH, OTHOCAIIMXCS K JAHHBIM
NPOM3BOACTBEHHBIM OIlEpallisIM (32 MCKIIOUCHHEM CIIy4aeB, KOIJld IO0sSCHEeHHE
SIBISIETCST OOIIMM KOMMEHTApHEM K IIPOIeccaM Ha IPOU3BOJICTBEHHOM OOBEKTE),
rje Obl HM I[PUMEHSIMCh OTH OIPaHMYEHMS WIH IOSCHEHUs, HEOOXOIUMO
BKITFOYaTh OTCHUIKY K COOTBETCTBYIOIEMY HOMepY MyHKTa ceprudukata GMP.

2. UMIIOPT JIEKAPCTBEHHOM I1POIYKLIUU

2.1

KonTpois kayecTBa MMIOPTUPYEMOI! JIeKapCTBEHHON POIYKIIHK

2.1.1. MUKpOOHOTOTHYECKHE UCIIBITAHMS: CTEPUILHOCTE

2.1.2. MuKpOOHOIOTHYECKHE UCIIBITAHNSA: MUKPOOHOIOTHYECcKas TUCTOTA

2.1.3. Xumuueckue ((puzndecKue) HCIbITaAHUSI

2.1.4. bromornyeckue UCIIbITAHMS

2:

Ceprudukanys cepud IMIOPTHPYEMO# JTeKapCTBEHHON TIPOJTY KLU

2.2.1 CrepuiibHas MPOAYKITH:

2.2.1.1. IlponsBonymMasi B aCENTHYCCKUX YCITOBUIX

2.2.1.2. IlogBepraemast (pMHHUIIHON CTEPUITH3AIHH

2.2.2. HecTepunbHas POy KITUsI

2.2.3. buonoruyeckas JeKkapcTBeHHAsI TTPOJTY KIS

2.2.3.1. IIpogyKThl KpOBH

2.2.3.2. IMMyBOOHOIOrHYECKAs TIPOIYKIHS

2.2.3.3. TIpojtyKuisl Ha OCHOBE COMAaTHYECKHMX KIETOK (TIPOJLyKIMs
JUIsL TEPAlliy COMaTUYECKUMM KITSTKAMH )

2.2.3.4. I'eHoTepaneBTHYECKAS TPOAYKITHSA
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2.2.3.5. bHOTeXHOJI0rnIecKas mpoyKIus

2.2.3.6. Ilpongykius, BbljielieHHAS W3 JKMBOTHBIX HMCTOYHUKOB WJIM
OpraHoB (TKaHel ) yenoBeka

2.2.3.7. Txaneumxenepuasi — IpOAyKius  (IPOAYKIMSL  TKAHEBOI
WUHKEHEPHH )

2.2.3.8. Ilpoyass ~ Ouosnoruueckas — JEKApPCTBEHHAS  [IPOJYKIIHSE
(yKazatp)

2:3

[Ipouast e TeaBHOCTE 110 UMIIOPTY (BBO3Y)

2.3.1. Ilnomazka pusnueckoro umnopra (BBo3a)

2.3.2. Ummopt IIPOMEKYTOYHOM TIPOJIYKIIUH, oJIBEprarouencs
JasbHeleit oopadoTke

2.3.3. Ilpouee (ykazaTn)

3. ITIPOM3BO/ICTBEHHBIE OITEPAITAN —
DOAPMAIEBTUYECKHUE CYBCTAHIIMA

DapmaresruyecKkas cyocTannus (cybcTanium):

Bl [TpoussoycTBO hapmaneBTHyecKkux CyOCTaHIMi METOIOM XHMHUUECKOIo
CUHTE3a
3.1.1. IIpoM3BOACTBO NIPOMEKYTOUHBIX IMPOAYKTOB (hapMAleBTHIECKOIN
cyOcraHum
3.1.2. I1pou3sBo/ICTBO HEOYHIIIEHHOH (hapMalleBTHIECKON CybeTaHun
3.1.3. Coneobpazosanue (ouncTka): yKazaThb (Harpumep:
[IEPEKPUCTAIIIA3AITH)
3.1.4. Ilpouee (yKazarh)

3.2 IpoussozcTBO (PapMaleBTHUECKUX CyOCTaHIUI METOIAMHE BhIIEICHHS U3

IIPUPOJHLIX HCTOYHHMKOB

3.2.1. Brinenenue  QapmarneBTHYECKUX CyOCTAHIMH M3 MCTOYHUKOB
PACTUTENILHOTO IIPOHUCXOKTICHHSA

3.2.2. Beigenenue QapManeBTHUeCcKMX CYyOCTAHIMI W3 MCTOYHUKOB
YKUBOTHOT'O IIPOUCX 0K IEHHUSI

3.2.3. Beijenenue (apmaneBTuieckux CyocTaHIMi U3 OpraHoB (TKaHeii)
JesioBeKa

3.2.4. Boinenenue QapMmaleBTHYECKMX CyOCTAHIME M3 MCTOYHUKOB
MHUHEPAIBHOTO TIPOUCKOMKIEHHS

3.2.5. Mogudukanysi  BblieTeHHONH — (apMaleBTHUecKol —cyGcraHiuum
(yKa3pIBaeTCSA UCTOYHUK U3 IyHKTOB 3.2.1 — 3.2.4)
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3.2.6. OuncTKa BBIJI€IeHHOH apMalleBTUYECKOH cybcTanmu
y
(YKaspIBaeTCs HCTOYHMK M3 TyHKTOB 3.2.1 — 3.2.4)

3.2.7. IIpouee (ykazaTp)

3.3 IIpousBoncTBO  (hapMalleBTHYECKUX CyOCTaHIMH ¢  HMCIONb30BAHHEM
OHOIOrMUeCKUX TPOIECCOB
3.3.1. ®epmenTanus
3.3.2. TIIpou3BOJACTBO €  HCIIOJL30BAHHEM  KJICTOUHBIX KYJIBTYp

(yKazaTh THII MCTIONB3YEMBIX KIETOK) (IO yKazaHuem

THUIAa KIETOK NOHUMAETCs] UX THUIIOBAs CHeHU(DUIHOCTD, THHUS, IIITAMM H
poyee)
3.3.3. Beyienenue (ouncTKa)
3.3.4. Momudukarus
3.3.5. [lpouee (ykazaTh)

3.4 ITpou3BO/CTBO CTEPHIBHBIX (hapMaleBTHUYECKHX CyOcTaHimil (passest
3.1, 3.2, 3.3 I0JOKHBI OBITH 3aIIOIHEHBI, I/I€ TIPUMEHHUMO)
3.4.1. ®apmaneBTHUECKHe CYOCTAHIMH, NMPOU3BOAUMBIE B ACCIITHUECKHX
YCIIOBUSX
3.4.2. GapmanesTuveckue  CyOCTAaHIMM, IOIBEpraeMble  (HHHIIHON
CTEPHUIIA3AIUH

3.5 3asepiuaioniue cTaauy MPOU3BOICTBA (hapMalleBTHIECKHX CybCeTaHIMit
3.5.1. Cranuu dusnveckoit 06paboTKu (yka3ars,
HapuUMep: CyIIKd, U3MeJIbYeHHe, IIPOCEUBAHNE))
3.5.2. IlepBuunas ynakoBka
3.5.3. BropryHas ynakoBka
3.5.4. IIpouee (yka3atpb ISt oTeparui,
He ONHCAHHBIX BBIIIC)

3.6 KonTpone kauecTBa

3.6.1. Ousndeckue (XMMHUYECKHE) UCIILITAHUS

3.6.2. MUKpOOHOJIOTHYECKAE  HMCIIBITAHUS  (BKJOYas HCIBITAHUE HA
CTEPUIILHOCTB )

3.6.3. MukpoOuonoruueckie WCHbITaHusd (MCKIIoUass WCIBITAHle Ha
CTEPUIIBHOCTB )

3.6.4. bruosioruyeckue UCIbITaHHus

4. [IPOYME OIMEPALIMHN — DAPMALIEBTUYECKUE CYBCTAHLIMA

(ykazaTn)
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OrpanuveHust WM NOSCHUTETbHbIE 3aMeTKH,
Kacaroruecs 001acT IpUMEHeHHS cepTH(hUKaTa:

(D. U. O., 10ImKHOCTE) (moucs)

(nara noanMMCaHms, JULMEC.ITIT)

MLIT.

(yueTHbIH HOMep OiaHKa)

KomMmenTapuu, uUpHBEJEHHBIE B CKOOKax II0 TEKCTY CepTUUKATa, HE OTPAKAIOTCH B
cepTUu(uKaTe H HOCIT HHOOPMAIHOHHBIN XapakTep.»




