EBPA3BUNCKASI DKOHOMUYECKASI KOMUCCUS
KOJUIET' U

PEIMEHMWE

«17» centsiOpst 2019 r. Ne 159 r. Mockga

O knaccupukaTope BUAOB JOKYMEHTOB PErHCTPAIIHOHHOTO 10Che
JIEKApCTBEHHOI0 Mpenapara U cpaBOYHUKE CTPYKTYPHBIX 3JIeMEeHTOB
PerucTpalMOHHOIO 10Che JTEKAPCTBEHHOI0 Npenapara

B coorBerctBun co crareeir 30 JloroBopa o EBpazutickom
SKOHOMUYECKOM cotoze oT 29 mas 2014 rona, nyukramu 4 u 7 [Ipotokona o0
MH(OPMAaIIMOHHO-KOMMYHHUKAIMOHHBIX TEXHOJOTUSX M MHPOPMalMOHHOM
B3aUMOJEHCTBUY B paMKax EBpa3uiickoro 5SKOHOMHUUYECKOTO COM03a
(mpunoxenue Ne 3 K ykazaHHOMY JIoroBopy) MW pPYKOBOJCTBYSICh
[TonoxxeHueM O €QUHOH cCHCTEME HOPMAaTHUBHO-CIPAaBOYHOM HHMOpManuu
EBpa3uiickoro  5KOHOMMYECKOTO  COK03a, yTBEpHkJAEHHbIM PelieHnem
Komnerun EBpasuiickoil sxoHOMuYeckoid komuccuu oT 17 HosiOps 2015 r.
No 155, Konnerus EBpazuiickoli 3SKOHOMUYECKOH KOMHUCCHM P € I M JI a:

1. YTBepauth npuaraemsie:

KJIacCUPUKATOp BUAOB JOKYMEHTOB  pPETrMCTPAMOHHOIO  JIOChE
JIeKapCTBEHHOTO Tpenapara (fganzee — Kiaccudukarop);

CHpPaBOYHUK CTPYKTYPHBIX BJIEMEHTOB PErUCTPALMOHHOIO JIOChe

JIeKapCTBEHHOTO Mpernapara (Jajiee — ClipaBOYHHUK).
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2. BKouuTh KJAcCU(UKATOp W CHPaBOYHHK B COCTaB pPecypcoB
eIMHOHW CHUCTEMBl HOpPMAaTUBHO-cIipaBouHOM wuHpopManuu Espasuiickoro
HKOHOMHYECKOTO COI03a.

3. YcTaHOBUTD, YTO:

KJaccu(UKaTop W CHPABOYHUK MPUMEHSIOTCS C JaThl BCTYIICHHS
Hacrosuero Pemenus B cuiy;

HCIOAb30BaHNE  KOJOBBIX  O0O3HaueHWH  Kiaccuukaropa
CIIPaBOYHHUKA SIBJIETCS 00s3aTeNbHBIM MPH peanu3aliil OOIIUX IMPOLEecCOB
B pamkax EBpasuiickoro sKOHOMHYECKOro coro3a B cdepe obpaiieHus
JIEKapCTBEHHBIX CPEJCTB.

4. Hacrosimiee  Pemienwe  BeTymaer B CHILY

30 xajeHAapHBIX JHEH ¢ JaThl ero oQUIHaATEHOTO OIy0J1

[Ipencenarens Kosuterun
EBpa3uiicKoil SJKOHOMUYECKOW KOMUCCUU



YTBEPX/IEH

Pemienuem Kosuteruun
EBpa3uiickoil 3KOHOMUYECKOH KOMUCCHUHU
ot 17 cents0pst 2019 r. Ne 159

KIJIACCHD®OUKATOP

BH/I0B JOKYMEHTOB PCrUHCTPANNMOHHOTO 10CHE

JIeKapCTBEeHHOTI'0 penapara

[. letanu3upoBaHHbIE CBEJEHHUS U3 KilacCU(pUKaTOpa BUJIOB JOKYMEHTOB
PErMCTPALIMOHHOIO JOChE JIEKAPCTBEHHOTO IIperapara

Kox
pazjiena

Ko suma
JIOKYMEHTA

Hanmenosanue

01

JOKYMEHTBI, HEOOXO0/IMMBIE JIUIsI BBITIOJIHEHHUST TIPOLIEITYP, CBA3AHHBIX C
perucTpaleit IeKapcTBEHHOTO IpernapaTa

01001

CONPOBOJAUTENIBHOEC MMHCHMO K 3asBIICHHAIO HA BLIIOJHCHHE IpOUEaYP
perucTpanum JICKapCTBCHHOI'O IIpeliapara

01002

3asIBJICHUE O PETUCTpPAIUH JIEKapCTBEHHOTO IperapaTa Jiis
METHULMHCKOr0 IPUMEHEHNUS (IIPUBEJICHUH PETHCTPAIIHOHHOIO I0CHE
JIeKapCTBEHHOTO IIperapara B COOTBETCTBHE ¢ TpeOOBAHUAMHU
EBpazuiickoro 5KOHOMHYECKOTr0 CO3a)

01003

3asBJICHHUE O BHECEHWH U3MEHEHHIT B PETHCTPAIIMOHHOE JIOCHE
JIEKapCTBEHHOTO TMperapara

01004

3asBJICHHUE O MEPEPETUCTPALNH JIEKAPCTBEHHOI'O IIpeIapaTra

01005

JOKYMEHT, IIOTBEPKIAI0IIHI OIUIATy SKCIEPTHBIX padoT | (HJIH)
cOopa 3a perucTpanuio (MoIUInHbI) B COOTBETCTBHE C
3aKOHOIATENbCTBOM IOCyIapcTBa — unieHa EBpasuiickoro
HKOHOMHYECKOTO CO0I03a

01006

cepTH(HKAT Ha JIEKAPCTBEHHBIN Npenapat (3aBepeHHBIH B

YCTaHOBIIEHHOM IIOPSZIKE) COTNIacHO (opMary, PEKOMEHI0BAHHOMY
BO3

01007

JOKYMEHT, TOATBEPHKIAIOIIHI PErCTPAIMIO B CTPaHe-IIPOU3BOIUTENE
1 (MJIK) B CTpaHe — JIepKaTelie perucTPaoHHOr0 yI0CTOBEPEHHS Ha
TIEKapCTBEHHBIH TIpenapaT (3aBepeHHbIH B yCTAHOBICHHOM TIOPSIJIKE)

01008

IOSCHUTENbHAS 3aiCcKa ¢ 000CHOBAaHMEM OTCYTCTBHSI JIAHHBIX O
pErHCTpaIiK JIEKAPCTBEHHOTO TIpenapaTa

01009

SKCHepTHbIﬁ OTYET, BRIAAHHEIH IIpy perucTpalniy JICKapCTBECHHOTO
Ipenaparta B CTpaHe-IIPOU3BOJIUTENIE HITH CTPaHE — JAepKaTelIe
PEruCTPAllHOHHOIO YIOCTOBEPCHMA




Kon
pazzmena

Kox suna
JIOKYMEHTA

Hamnmenosanue

01010

[epeBoa Ha pyCCKHﬁ S3BIK SKCIIEPTHOI'O OTHETA, BEIIAHHOTO ITPH
perucTpanu JIEKapCTBEHHOTO IIpeIiapara B CTPaHe-IIPOU3BOTUTENIE
HIIH CTpaHe — OEPKATENIC PETHCTPAIMOHHOT0 Y IO0CTOBEPEHMUS]

01011

3aKIJIIOUeHHe DKCIEPTHOTO KOMHTETA I10 JIEKAPCTBEHHBIM CPEICTBAM
1pu EBpazuiickoi 5KOHOMHUYECKOH KOMHCCHH 10 HTOTaM
[PeABAPHTEILHOIO HAYYHOTO KOHCYJIBTHPOBAHHS OTHOCHTEIBHO
JIAHHOTO JIEKaPCTBEHHOTO Ipenapara

01012

pexoMeHIaIus DKCIEPTHOI0 KOMHTETA 110 JIEKAPCTBEHHBIM
cpezicTBam npu Epasuiickoil 5KOHOMHYECKOH KOMHUCCHH 110 HTOTaM
IIPE/IBAPHTENILHOTO HAYUHOTO KOHCYIBTHPOBAHHMA OTHOCHTEIBHO
TAHHOTO JIEKapCTBEHHOTO [pernapara

01013

HepeyueHb CTpaH, B KOTOPBIX JIEKAPCTBEHHBIH Iperapar moaaH Ha
PErHCTPALMIO, 3aPETUCTPUPOBAH, TOIYYHIT OTKA3 B PErUCTPALIUT MK
ero o0paileHie Ha peIHKe OBLIO MPHOCTAHOBICHO

01014

ITHCBMO JEPIKATENIs PErUCTPAIHOHHOIO YAOCTOBEPEHUS O
COOTBETCTBHH KIHMHUYECKUX HCCIIEIOBAHUH 3aBIIEHHOTO HA
PETHCTPALIHIO JIEKAPCTBEHHOr O Iperapara TpedoBanusm [Ipasun
HaUIeKAIIEH KITHHUYECKON npakTuku EBpasuiickoro
HKOHOMHMYECKOTO COX3a, yTBepKAeHHIX Pemennem Cosera
EBpasuiickoil sxoHOMHUeCKOH KoMucchuu ot 3 HosOps 2016 1. Ne 79
(manee — IlpaBuna HajexKaleld KIMHAYECKOH TTPAKTUKH
EBpazuiickoro a3KoHOMHYECKOTO COI03a)

01015

IHCHMO JIEPIKATEs PETUCTPALIHOHHOTO YAOCTOBEPEHHS O
JOIOJIHUTEIBHOM TOPrOBOM HAMMEHOBAHMH JIEKAPCTBEHHOTO
npenapara

01016

3aKIIIOYeHHE (PEeKOMEeH/IaIHsl) YITIOJTHOMOYEHHOTO OpraHa
(YIOJIHOMOYEHHOH OpraHu3aliu) rocyaapeTsa — uieHa EBppazuiickoro
3KOHOMHYECKOI'0 COI03a [0 UTOTaM IPEBAPUTEIBHOTO HAYUHOIO
KOHCYIETHPOBAHUS OTHOCHTENBHO JJAHHOTO JIEKAPCTBEHHOTO
npenapara

02

JIOKYMEHTBI, ONMCHIBAIOLINE OOLIYI0 XapaKTEPUCTHKY JIEKAPCTBEHHOIO
IpenapaTa, HHCTPYKIHIO 110 er0 MEJUIIMHCKOMY ITPUMEHECHHMIO,
MapKHPOBKY

02001

IPOEKT 001IEeH XapaKTepHCTHKH JIEKApCTBEHHOTO Mperapara Ha
PYCCKOM SI3BIKE

02002

IPOEKT MHCTPYKILIMH 110 MEIHIIHHCKOMY TIPHMEHEHHEO
JIEKaPCTBEHHOTO Npernapara (JIMCTOK-BKIIABII)

02003

[IPOEKT MapKHUPOBKH JIEKAPCTBEHHOTO IIpemapara

02004

MakeT BTOPUYHOH (MOTPeOUTEeNIbCKON) YITAKOBKH JIEKAPCTBECHHOTO
mpemapara




Ko Kon Buja
i HaumenoBanue
pasznena | JOKyMeHTa

02005 MAakeT MepBHUHON (BHYTPEHHEH) YIIAKOBKH JIEKAPCTBEHHOIO
npenapara

02006 MAKET [IPOMEKYTOUHOM YIIAKOBKH JIEKAPCTBEHHOTO Mpenapara

02007 MaKeT dTHKCTKH JIEKAPCTBEHHOIO Npenapara

02008 MakeT CTHKepa JIEKapCTBEHHOI O IIpenapara

02009 OITMCAHHE PE3yJIbTATOB I10JIb30BATEIILCKOI0 TECTHPOBAHUS TEKCTA
HHCTPYKLHH 110 MEAULIHHCKOMY ITPUMEHEHUIO

02010 o011as XxapakTepHCTHKA JIEKapCTBEHHOTO Tperapara, yTBepikKaeHHas
YIIOTHOMOYEHHBIM OPraHOM CTPaHbI-IIPOM3BOJUTENS HITH
CTpaHbl — JIEPKATENS] PETUCTPALMOHHOTO YI0CTOBEPEHHSI

02011 HHCTPYKIHSA 10 MEJAMIIMHCKOMY TPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara, 0JJ00peHHas yIOJIHOMOUYEHHEIM OPraHOM CTpPaHbI-
[IPOM3BOIUTEIIS

03 JOKYMEHTBI, IIOATBEPKIAIOIINE KaIeCTBO JIEKAPCTBEHHOTO IIperapara

M €r0 KOMIIOHEHTOB

03001 cepTH(UKaT cOOTBETCTBUA cTaThe MapMakornen Espaszuiickoro
IKOHOMHUECKOTO COI03a

03002 cepTU(UKaT COOTBETCTBHS cTarhe EBpomneiickoi dhapmakonen mo
ry0uatoit sunedanonaruu

03003 JIOKYMEHT, BbIJIaHHBIH YIIOJHOMOYEHHBIMH OPraHaMH BEeTEPUHAPHOTO
HAJ130pa CTPaHBI IIPOUCXOKICHHS CHIPbS

03004 MCBMO JIepsKaTens MacTep-daiina akTUBHOI (apmalieBTHYeCKOi
cyOcTaHLUH ¢ 00513aTENBCTBOM I10 MPEABAPUTEILHOMY OIMOBELIEHUIO
00 M3MeHEeHusIX B MacTep-(aiiie akTHBHOM (hapMarieBTHUECKO
cyOcTanIu

03005 [HCHMO, ITOATBEPKAAIOLIEEe COrIache JepKarelst macrep-gania
(apManeBTHYecKO# cyOCcTAHIINK HA IPE/ICTABIEHHE JJOKYMEHTOB
3aKpPBITOH yacTu Macrep-gaiiiia Ha hapManeBTHUECKYIO CYOCTaHLIHIO
II0 3aIIPOCy YIIOJHOMOUYEHHOTO OpraHa

03006 cepTU(UKAT COOTBETCTBUS (papMalleBTUYECKOH CyOCTaHIIuK
Tpebosanusm Epponeiickoli hapmakomen

03007 cepTH(UKaT Ha MacTep-Gaiii Ia3Mbl, BEIIAHHBIH YITOJHOMOYEHHBIM
OpPIraHOM CTPaHBI-TIPOU3BOIUTENS

03008 cepTudUKaT Ha MacTep-(hai BAKIIMHHOTO aHTHI€HA, BbIJAHHEIIH

YHOJIHOMOYEHHBIM OPTraHOM CTPaHbI-IIPOH3BOIUTEIIS




Kon
paznena

Kon Buma
JIOKYMEHTAa

HawnmeHnoBanue

04

JIOKYMEHTHI 110 IPOU3BOACTBY M JOKIHHHUYECKON U KITHHHYECKOH
pazpaboTKe JTEKApCTBEHHOTO [Iperapara, B TOM YHCIIe
NOATBEPXK/AIOIHE COOTBETCTBHE TPEOOBAHUAM HAIJIEIKATITHX
(hapManeBTHYECKHX MPAKTHK

04001

NOKYMEHT, ITOATBEPHKIAIOMIMI COOTBETCTBHE IPOU3BOUTEIS
(mpou3sBozcTBeHHON MIoa kK ) TpeboBanusam [IpaBun Haiexanei
[POU3BOJICTBEHHOH MPAKTUKX EBpasnicKOro SKOHOMHYECKOTO COH034,
BBIIAHHLIH YIIOTHOMOYEHHBIM OPraHoOM rocy/1apcTBa — WieHa
EBpazuiickoro 3K0HOMHYECKOr0 COI03a

04002

JOKYMEHT, [IOATBEPKIAIOMIMH COOTBETCTBUE ITPOH3BOIHTEIS
(IIPOM3BOACTBEHHON TUTONIAIKK) TPEOOBAHUAM HaIJIeKaIen
[IPOU3BOJICTBEHHON NPAKTUKY, BBIIAHHBIH YITOJTHOMOYEHHBIMA
OpraHamMu CTPaHbl PacIOIOKEHUS IPOU3BOACTBEHHOH TUTOMIAIKY 1
(WJIM) UHBIM YIIOJIHOMOYEHHBIM OPTaHOM

04003

paspeleHue Ha IPOU3BOICTBO JIEKAPCTBEHHBIX CPEICTB, BLIIAHHOE
YIIOJIJHOMOYEHHBIM OPraHOM CTPAHBI PACIIOIOKCHHUS
IIPOU3BOACTBEHHON THTOMIATKH

04004

JIMLEH3HSL Ha IPOU3BOACTBO JICKAPCTBEHHBIX CPEICTB, BRIIAHHAs
YIIOIHOMOYEHHEIM OPraHOM CTPaHbl PACIIONIOKEHHUSI
[IPOU3BOJICTBEHHOM IJIOIIA/IKH

04005

OTYET 00 WHCIEKIHH TPOM3BOJICTBEHHOM IJIOIIAKH HA COOTBETCTBHE
TpeOOBAHUAM [IPABHII HAJUIEKALEH TPOH3BOICTBEHHOM MIPAKTHKH,
[IPOBEJIEHHOMN YIIOJTHOMOYEHHBIM OPraHOM CTPaHbI-TIPOU3BOIUTES
HJIH WHBIM YTIOJJHOMOYEHHBIM OPraHOM

04006

IIJIaH TPOBEJIEHUS KOPPEKTHPYIOLIUX U IIPENYIIPeKAA0IINX AeHCTRIH
(CAPA) nocie HHCIIEKIIMY TPOH3BOICTBEHHOM IUIOIIAIKH Ha
cootBeTcTBHE GMP, 1poBe/ieHHOM yOJIHOMOYEHHBIM OPraHoM
CTPAHBI-IPOU3BOIATEIIS HIIH HHBIM YIIOJHOMOYEHHEIM OpraHoM

04007

OTYET O IIPOBEJICHUU KOPPEKTUPYIOIIHX U TIPEIYIPEKTAFOITHX
neiicteuii (CAPA) nocne HHCTIEKIUH TIPOU3BOJICTBEHHOM MIOIIAJIKH
(IpOM3BOACTBEHHBIX IJIOMIA/IOK HA Pa3HbIX 3Tallax IMPOU3BOACTBA) Ha
coorBeTcTBHE GMP, TpoBe/IeHHOI yIIOIHOMOYEHHBIM OPraHOM
CTPaHBI-IPOU3BOIUTENSI UITH HHBIM YIIOJTHOMOYEHHBIM OPTaHOM

04008

KOHTPAKT (JI0rOBOP) MEXTy JiepKaTelieM PerHCcTPaHOHHOT0
YZOCTOBEPEHHUS JIEKAPCTBEHHOTO IIPerapara v IPOU3BOIHTEIEM

JIEKapCTBEHHOTO IIperapara 1o Borpocam codJo/ieHus TpeboBaHmi
GMP

04009

KOHTPAKT (JOrOBOP) MEXK/1Y KOHTPAKTHOM MPOU3BOICTBEHHOI
IUTOINAAKON M MIPOU3BOAUTEIIEM TI0 BOTIPOCAM COOIIO/IeHHsI
TpeboBanuit GMP




Kon Kon Buna
HanmeHnoranue
pazgena | MOKyMEHTa

04010 CBEJIEHUS O PETyISITOPHBIX Mepax, IPUHITLIX YIIOTHOMOYEHHbBIM
OpraHoM IO pe3yJabTaTaM HHCIEKIHit B OTHOIIEHHH
[IPOU3BOJICTBEHHOH ILJIOIAKH

04011 UCHMO YIIOJTHOMOYEHHOIO JIMIA 10 KaYeCTBY O COOTBETCTBHH
YCIIOBHH ITPOM3BO/ICTBA 3a4BIEHHOTO HA PErHCTPAIHIO
JIEKapCTBEHHOTO Ipenapara TpedoBanusM Ipasui Hagmexare
IIPOM3BOJACTBEHHOHN MpakTUKH EBpazuiickoro 3KOHOMHYECKOTO COr3a

04012 CBEJIEHHS! 0 PeKIaMalUsiX B OTHOLICHHH Ka9eCcTBa JIEKAPCTBEHHOTO
Ipernapara

04013 IOATBEPKACHHIE OTCYTCTBHS peKIaMalliil B OTHOLIIEHHH KayecTRa
JIEKAPCTBEHHBIX Mpenaparos

04014 corjiacue Ha mpoBesieHHe (GapmaneBTHYECKOH HHCIIEKIIHH Ha
COOTBETCTBHE TPEOOBAHUAM MEKLYHAPOIHBIX JIOTOBOPOB M aKTOB,
COCTaBISIFOIINX ITPAB0 EBPasHilcKOro 3KOHOMHUYECKOTO COI03a

04015 OCHOBHOE JI0Cke (MacTep-(haiisl) Mporu3BOICTBEHHOMH
IUIOINAKY/y4acTKa (TTPOH3BOACTBEHHBIX TUIOIIATOK)

04016 CcXeMa 3TaroB IPOU3BOJICTBA JIEKAPCTBEHHOTO TMpermapaTa

04017 paspelienre ynoJIHOMOYEHHOTO Oprala Ha IIPOBeJIEHHE
KIIMHHYECKOT'O HCCIIETOBAHUA

04018 NIEPEYCHB MIPOBEJICHHBIX HHCIIEKIIMH HAa COOTBETCTBUE HANIEKAIICH
knuHAYecKoi npakTHku (GCP)

04019 OTYET O IPOBEACHUH HHCIEKIIHN HCCIIEI0BATEBCKOTO TIEHTPA,
MPUHUMABIIETO Y9acTHE B KIIMHUYECKHX HUCCIIe/IOBAHMIX
JIEKapCTBEHHOTO IIpenapara

04020 OTYET O MPOBEJIEHUH HHCIIEKIIUU CIIOHCOpa

04021 OTYET O MPOBEACHUN HHCIEKIIMH KOHTPAKTHON HCCIIEIOBATENIBCKON
OPraHH3alHMH 10 KJIMHUYECKUM UCCIIEIOBAHUSAM JIEKAPCTBEHHOTO
npenapara

04022 OTYET O [MPOBEJICHUH WHCIEKIIUH HHBIX OpraHu3alfil, HMEIONIHX
OTHOLIEHHE K UCCIEN0BAHUIO IEKAPCTBEHHOIO IIpernapaTa

04023 OTYET O IIPOBEJIEHUH IIPOUNX MHCIIEKIHH C IIENIBIO OIIPEIeICHHS
COOTBETCTBUS Haanexamel kmuandeckoit mpakruku (GCP)

04024 JIOTOBOP MEXKIY CIIOHCOPOM KIIMHHYECKOIO UCCIIEIOBAHUS U
HCCIICTOBATEJIbCKHUM I[IEHTPOM

04025 TadJMUIA C TIepeYHeM KIMHUYECKHX MCCIIeIOBaHUM

04026 BaJIUIALIMOHHBIN MacTep-TUIaH




Kon
pazjena

Konx suna
JIOKYMEHTa

Hanmenosauue

04027

PYKOBOJICTRO 110 KauecTBY (JlabopaTopHOE PYKOBOJICTBO)
1a00paTOPUU KOHTPOJISE KAYeCTBa TPOU3BOAUTEIIS

04028

CIIMCOK aHAJTUTHYECKHX METOJHK, KOTOPBIC BBIIIOIIHACT na60paTopnﬂ
KOHTPOJIA KadeCcTBa IIPOHU3BOJUTEIIA

05

HH(bOpMaIII/IH 0 clienualiucTax, NpuHIMaBIIHX YJIaCcTHE B
HCCIICTOBAaHHAX

05001

MHPOPMAIIHS O CIIEIHATINCTE, TIOATOTOBHBIIEM PE3IOME 0 KAYECTBY

05002

HH(l)OpMaIIHﬂ O CHEeNHUaIUuCTE, TOArOTOBHBIIEM PE3IOME
JIOKJIMHUYECKUX HCCIIeJOBAHNH

05003

uH(pOpMAaLKS O ClIEIHANINCTE, TOITOTOBHBIIEM PE3IOMe KITMHHYECKHX
HCCJIeJ0OBaHHNI

06

JOKYMEHTHI 00 Oll€HKE MOTeHIIHAIBHOH OMAaCHOCTH I OKPYKATOIEi
cpe/ibl

06001

JIOKYMEHT 3asiBUTelIsl 00 OlLIEHKE MOTEHIIHATBEHON OTTaCHOCTH IS
OKPYIKaroIIEeH cpennl

06002

[HUCBMO 3asiBUTEJISA O TOM, 4TO JIEKAPCTBEHHEBIE IIPENapaThl COIEPIKaT
FeHETUYECKH MOJU(PUIUPOBAHHBIC OPraHH3Mbl HIIH TI0JYYEHbI H3 HUX

07

NOKYMEHTHI 110 (papMaKoHaa30py B TOCYAPCTBE — HIIEHE
EBpa3suiickoro 3KOHOMHYECKOT0 COI03a

07001

macrep-(aia cucreMbl (papMaKoHaaA30pa AepIKATEIIS
PErHCTPAlMOHHOIO YAOCTOBEPEHHS B COOTBETCTBHH C TPeOOBAHHSIMHI
[paBun Hagnexatei npaktuku papmakoHazopa Espasuiickoro
OKOHOMHYECKOTO COKO3a, yTBep#kIeHHbIX Pemennem Cosera
EBpasuiickoii axoHOMHUeCcKOH KoMuccHH 0T 3 HOstOpst 2016 1. Ne 87

07002

KpaTKas XapaKTepHCTHKa CHCTEMEI (hapMaKoHaI30pa JIepKaress
PETHCTPAIHOHHOTO YIOCTOBEPEHHS

07003

NHACBPMEHHOE IMTOATBECPIKACHHE ACPKaTCIIEM PErUCTPAIHOHHOIO
YOOCTOBECpPEHHA (i)aKTa HaJln4usd YIIOJJHOMOYCHHOT O JIHMIIA,
OTBETCTBEHHOI'O 3a (bapMaKOHaI[B()p Ha TEPPHTOPHH rocygapcTsa —
YJIcHa EBpﬁSHﬁCKOFO SKOHOMHYCCKOI'O CO103a

07004

IJIaH YIIPABJIEHUS] PUCKAMU Ha JIEKAPCTBEHHBIH IIperapat

07005

JOKYMEHT, TOATBEPIK/IAIOIIN I HAJTMYHE B3aUMOIEHCTBHS,
obecreurBaoNero HaU1e)Kallee BEITOIHEHHE HECKOIBKAMH
OPUAMYECKUMHE JTHLAMU BeeX 0043aHHOCTEH JiepiKarelis
PETHCTPAIMOHHOIO YIOCTOBEPEHUS

08

JOKYMEHTBI 00 OXpaHe HHTeJUIEKTYaIbHOH COOCTBEHHOCTH

08001

JOKYMEHT, HOILTBep}K)la}OL‘[IHﬁ PErucTpanuio TOBAPHOTO 3HaKa




Kon Koj Busa
e, | Ao Haunmenosanue
09 BBEJ/IEHME B 0OLIMI TEXHUYIECKUH TOKYMEHT 1 001iue 0030pbl
09001 BBE/ICHHE B OOIINH TEXHUYECKHUIA JIOKYMEHT
09002 o0l1ee pe3roMe 10 Ka4ecTBY
09003 o011ee ONMCcaHue AaKTUBHOH (hapMaleBTHUCCKOH CyOCTaHITHN
09004 pestome 001meH HHpOpMalui OTHOCHTEILHO HCXOIHBIX MATEPHAIOB U
CBIPBSI
09005 of1mee onucanue npoiecca npoussoactsa ADGC
09006 obmee onucanne xapakrepucTuk ADC
09007 oburee onucanue KOHTPoJIs kKauectsa ADC
09008 0011ee ONKUCaHne CTaHJAPTHAIX 00Pa31I0B UIIH MaTEPHAIIOB
09009 oOImee onucaHue CHCTEMBI YITaKOBKH (YKymopk#) ADC
09010 ob11ee onucanyue cTadUIBHOCTH
09011 obIiee OIMCaHue JIEKAPCTBEHHOTO Ipenapara
09012 ofIree onucaHie W COCTaB JIEKAPCTBEHHOTO MPenapara
09013 obimee onucanue GpapManeBTHIECKOH pazpaboTKu
09014 obIee OMHcaHie Mporecca IPOH3BO/ICTRA JIEKAPCTBEHHOIO [penapara
09015 o01iee onucaHue KOHTPOJISE KAUeCTBA BCIIOMOTaTe IbHbIX BELIECTB
09016 o01ee onKucaHre KOHTPOJISI KAYecTBa JIEKapCTBEHHOTO Mpenapara
09017 obliee onucanue CTaHapTHBIX 00Pa3loB WK MATEPHAIIOB
JIEKapPCTBEHHOTO TIpernapara
09018 0011ee oNMcaHue CUCTEMBI YIAKOBKH (YKYTIOPKH) JIEKAPCTBEHHOTO
npernapara
09019 ob1mee ompcanne cTabHILHOCTH JIEKAPCTREHHOIO IIPEnapara
09020 0030p JIONONTHATENLHON HHPOPMAIIHH
09021 o01ee onKcaHye POU3BOJICTBEHHBIX TIOMEIIEHHH U 000PyI0BaAHHS
09022 pe3ioMe OIEHKH 0e30HACHOCTH OTHOCHTENBHO TIOCTOPOHHKX areHTOB
09023 0b11iee OMUCcCAHNE HOBLIX BCIIOMOTATEIHHBIX BEIIECTR
09024 pe3toMe pernoHaIbHOM HH(pOpMAaLHT
09025

KpaTKHE CBEJACHUs O BOCCTAHOBUTEIISAX, PACTBOPUTEILIX,
pazdaBHTEINSIX, HOCHTEIISIX
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09026 KpaTKOe OIIUCAHHE U COCTaB BOCCTAHOBUTEIS, PACTBOPHUTEIIS,
pa30aBuTEIs, HOCHTES

09027 KpaTkoe onucaHue GapMaleBTHIECKOH pa3paboTKi BOCCTAHOBHTENS,
PacTBOPHTENA, pa3baBUTENIs, HOCHTEIS

09028 KpaTKoe OMHCaHKE Mpoliecca MPON3BOJICTBA BOCCTAHOBHTES,
PAacTBOPHTEIS], pa30aBUTENsL, HOCUTEI

09029 KpaTKoe OIMCaHHe KOHTPOJIS KauecTBa BOCCTAHOBUTETIS,
pacTBOpHUTENS, pa30aBUTEIs, HOCHUTENSA

09030 KpaTKO€ OIIMCAHHE CHCTEMBI YIIAKOBKH (YKYTIOPKH) JITIs
BOCCTaHOBHUTEIIS, PACTBOPHTEIS, paz0aBuTe s, HOCHTEIIS

09031 KpaTKO€ OIHUCAaHUE CTAOMIILHOCTH BOCCTAHOBUTEIS, PACTBOPHTEIIS,
pa30aBUTENs, HOCUTEIS

09032 KpaTKO€ OIIHCaHMEe COCTaBa Ha CepHIO (IIPOM3BOJICTBEHHAS PEIEITYPa)
BOCCTAHOBHUTEIIsA, PACTBOPUTEIS, paz0aBuTeNsl, HOCHTEIA

09033 KpaTKoe OMUCAaHUE MUKPOOMOIOTHYECKUX XapaKTePUCTHK
BOCCTAHOBHUTEIISI, PACTBOPHTEIS, pa30aBUTEs], HOCUTES

09034 KpaTKOE OIIHCAaHHE COBMECTHMOCTH BOCCTAHOBHTELA, PACTBOPHUTES,
pasOaBuTelIs, HOCUTEJLS

10 PE3OME NOKIIMHHYECKUX UCCIIEI0BAHUH U 0030PBl JOKTHHHUYECKHX

JTAHHBIX

10001 0030p MOKITMHHYECKHX JaHHBIX

10002 pestomMe (hapMaKoIOrMUeCKHX UCCIeI0BAHIH B TEKCTOBOM (hopMarte

10003 pestome (papMakoJIOrHUeCcKUX HCCIIEIOBAHMH B BH/JIE TaOIHII

10004 pestoMe hapMaKOKHHETHICCKUX HCCIIEIOBAHHN B TEKCTOBOM (popMare

10005 pesroMe (papMaKOKUHETHUECKHUX HCCIIeIOBAHUI B BHIE TaOITHIL

10006 PE3IOME TOKCHUKOJIOIMYECKHUX MCCIIeIOBAaHUN B TEKCTOBOM (hopmaTe

10007 pe3IOMe TOKCHKOJIOTHYECKHUX UCCIEIOBAHUE B BUIE TaOIHIT

10008 BBEICHHE

11 pe3roMe KIMHUYECKUX UCCIeI0BaHUH U 0030ph! KIIMHUYECKHUX JIAHHBIX

11001 0030p KIIMHUYECKWX JIAHHBIX

11002 pestome OnodapMaleBTHIECKUX HCCIIEOBAHNE H CBI3aHHBIX ¢ HUMH
AHAUTHTHYECKHUX METO/I0B

11003 pe3loMe HCCIeI0BaHuit 0 KIIHHIYECKOH (hapMakoiorun
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11004 pe3roMe 110 KIMHUYECKOH 3¢ heKTHBHOCTH

11005 pe3oMe 110 KIIMHUYeCKOH Oe301acHoCTH

11006 HCITOJIL30BAHHBIN IIPH IIOATOTOBKE PEIOME JIMTEPATYPHBIH HCTOYHHK

11007 KpaTKui 0030p UHIUBUAYATLHBIX HCCIIE/IOBAHMMI

12 JIOKYMEHTHI 110 KaYeCTBY, OTHOCSIIMECS K aKTUBHOM

bapmaneBTryecKoi cybcTaHIIHK

12001 CBEJIEHUS 0 HAaMEHOBAHUHU aKTHBHOM (papMalleBTHYeCKO
cyOcTaHIHH

12002 CBEJICHHA O CTPYKTYpE aKTHBHOMH (hapMaleBTHUECKOH cyOCcTaHIMK

12003 cBesieHua 00 001MX CBOHCTRAX aKTHBHOM apMaleBTHUECKOM
cyOcTaHIIMH

12004 CBEJIEHHS O IIPOU3BOIUTENE AKTUBHON (hapMalleBTHYECKOM
cyOcTaHIHH

12005 OIHMCaHHe IIPOU3BOACTBEHHOIO IIPOLECCa AKTHBHOM
thapmaneBTHUCCKOIT CyOCTAHITMH M €10 KOHTPOJIS

12006 CBEJIEHUs O KOHTPOJIE HCXOJHBIX MaTepHalioB aKTHBHOU
(apmanenTHyeckoit cyOcTaHIMK

12007 CBEJIEHHA 0 KOHTPOJIE KPHTUYECKUX CTAAUH U IPOMEIKYTOUHOTH
IPOIYKIIMH IIPH IIPOU3BOACTBE (papMareBTHUECKOH cyOcTannm

12008 CBEJIEHMA O BaJIMJAIHH IIPOU3BOICTBEHHOTO IIpoIlecca aKTHBHOM
(bapmaneBTHUCCKOH CyOCTAHIMH U (MITH) ero OlleHKa

12009 cBeIeHHUs 00 OIleHKe MPOU3BOICTBEHHOIO MPOIlecca aKTHBHOM
(bapmareBTHYECKOH CyOCTAHITHH

12010 omnucanue pazpabOTKH MPOU3BOJICTBEHHOTO MPOIecca aKTHBHOM
(hapmarieBTHUeCKOH cyOCTaHIIuu

12011 CBEJIEHHS O IIOATBEPIKJIEHHH CTPYKTYPBI H IPYTHX XapaKTePUCTHK
aKTHBHOU (hapMaleBTHYeCKO# cyOCcTaHIuI

12012 CBEJIEHUSA O IIPUMECHX aKTHBHON (papMalleBTHYeCKOH CyOCTaHIIHI

12013 crenu(PUKAIHSA aKTHBHOM (apmalieBTH4ecKoi cyOcTaHmmun

12014 AHAITUTHYECKAs METOMUKA JUIA KOHTPOJIS KaueCcTBA aKTHBHOMI
(hapmaneBTHUECKO cyOCTAHITHH

12015 IIPOTOKOJI BaJIUAALMKN aHAIMTUYECKOH METOMKHN JUIsl aKTHBHOH
(apmarieBTHUECKOM CyOCTaHITHH

12016 pe3yabTaThl aHalIK3a CepUit aKTHBHOM (papMalieBTHYeCKOi

cyOcTaHIuH
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12017 obocHOBaHMe crielnuKaiy akTHBHON (hapMalleBTHIECKOI
cyOcTaHImu

12018 OIIMCAaHHE CTaHJAPTHBIX 00Pa3I0B WM MATEPUATIOB AKTHBHOM
(hapmaneBTHYECKOH cyOCcTaHITMH

12019 OIKMCAHKE CHCTEMBI YIAKOBKH (YKYNOPKH) aKTHBHOH
(apmaneBTHYECKOH cyOCcTaHIM

12020 PEe3rOMe HCIIBITaHUH CTA0MIIBHOCTH aKTHBHOM (hapMareBTHUeCKOi
cyOCTaHIIHH

12021 3aKJIIOYCHHE O CTAaOMILHOCTH aKTHBHOM (papManeBTHYECKOi
cybcTaHIuu

12022 IIporpaMMa MOCTPErUCTPALIMOHHBIX HCIIBITAHUH cTaOMIIBHOCTH
aKTHBHOH (papMaleBTHUECKOM cyOcTaHIIuH

12023 00s13aTeILCTBA OTHOCUTENEHO CTAOUILHOCTH AKTHBHOM
(papmarieBTHYecKO cyOCcTaHIHK

12024 JAHHBIE HCIIBITAHUH CTa0UIBHOCTH aKTHBHOH (hapMaleBTHIeCKOM
cyOcTannuu

13 JOKYMEHTBI [10 KA4ECTBY, OTHOCSIIUECS K JIEKAPCTBEHHOMY Mpenapary

13001 OIIMCAHHE K COCTAB JICKAPCTBEHHOTO Iperapara

13002 onucanue papMaLeBTHIECKOH pa3paboTKu JIEKapCTBEHHOTO
npernapara

13003 OIHCaHHe KOMIIOHEHTOB JIEKAPCTBEHHOTIO IIpenapara

13004 OIMCaHKe aKTHBHOH (apMareBTuYecKoii cyOCTaHIIHHI B COCTABE
JIEKapCTBEHHOTI'0 IIperapara

13005 OIIMCAHNE BCIIOMOTATENIBHEIX BEIECTB B COCTABE JIEKAPCTBEHHOTO
nperapara

13006 CBEIIEHUs O JIEKaPCTBEHHOM IIpenapare

13007 CBeJIeHH: 0 pa3paboTKe JIEKapCTBEHHOH (POPMBI

13008 CBEJICHUS O IIPOU3BOJICTBEHHBIX U30BITKAX JIEKAPCTBEHHOTO
nperapara

13009 CBEJICHHUSI O (PU3UKO-XUMHYECKUX U OHOJIOrHYECKHX CBOMCTBAX
JIEKapCTBEHHOTO TIpenapara

13010 CBEJIEHHUS 0 pa3paboTKe MPOU3BOACTBEHHOTO Mpoliecca s
JIEKapCTBEHHOIO Mperapara

13011 OIHCAHHUE CUCTEMBI YIIAKOBKH (YKYIIOPKH)

13012 MHKPOOHOJIOTHYECKHE XapaKTEPUCTHKH JIEKAPCTBEHHOTO IIperapara
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13013 CBEJEHUS 0 COBMECTUMOCTH JIEKAPCTBEHHOTO TIperapara

13014 CBEJICHHS O IIPOU3BOAMUTEINSX JIEKAPCTBEHHOTO TIpernapara

13015 COCTaB Ha CepHIO (IIPOU3BOJICTBEHHAS PELeNTYPa) JIEKApCTBEHHOTO
mpernapara

13016 OTIMCAHKE TIPOM3BO/ICTBEHHOIO IIPOLECCa JIEKAPCTBEHHOTO TIperapara
M €70 KOHTPOJIS

13017 CBEJIEHHs] O KOHTPOJIE KPUTHUECKHX CTaJuil ¥ IPOMEKYTOYHOH
IPOAYKIHH [IPH IPOH3BOJICTBE JIEKAPCTBEHHOTO TIperapaTa

13018 OTYET O BAIHJAIMH [TIPOU3BOJICTBEHHOTO MPOIIECcca JIEKAPCTBEHHOTO
npernapara

13019 OIICHKA IIPOM3BOACTBEHHOIO IIPOIiecca JIEKApCTBEHHOTO Tpenapara

13020 crienu(pUKaIUs BCIIOMOTaTeNIbHBIX BEIIECTB JIEKAPCTBEHHOTO
npenapara

13021 AHATUTHYECKAs! METOJIMKA, OTHOCIMIALCS K HCCIIEIOBAHUIO
BCIIOMOTATENLHBIX BEIECTR

13022 [IPOTOKOJ BATMAAITHH aHATATHYCCKOH METOTHUKH, OTHOCSIIEHCS K
HCCIIEIOBAHHIO BCIIOMOTaTeIbHBIX BEIECTB

13023 0bocHOBaHHKE CTICIU(DHKAIIMH BCIIOMOTaTe/IbHBIX BEIECTB
JIEKapCTBEHHOTO Mpenapara

13024 CBEJIEHUs O BCIIOMOTATEIbHLIX BEIIECTBAX YETIOBEUECKOTO M
’KMBOTHOT'O IIPOHCXOX/ICHHS B COCTABE JIEKaPCTBEHHOTO MpenapaTa

13025 CBEZIEHHsI O HOBBIX BCIIOMOTATENBHEIX BEIECTBAX B COCTARE
JIEKapCTBEHHOTO Ipernapara

13026 crenu(UKaIns JIeKapcTBEHHOIO pernapara

13027 aHaJIMTHYECKasl METOJMKA KOHTPOJISI KaueCTBa JIEKAPCTBEHHOTO
npernapara

13028 IPOEKT HOPMATUBHOI'O JOKYMEHTA II0 Ka4eCTBY IS JIEKApCTBEHHOTO
Ipenapara, IOATOTOBIEHHBIH B COOTBETCTBHH C PEKOMEH TAIHSIMU
EBpazuiickoil 5KOHOMHYECKOH KOMHCCHH

13029 MIPOTOKOJI BAJIMJIAIMH AHAJTUTHYECKOH METOJIMKH KOHTPOJIS KAueCTBa
JIEKaPCTBEHHOTO IIpernapara

13030 CBEJIEHHUSI O PE3yJIbTaTax aHalu3a CepHil JIEKapCTBEHHOIO lipernapara

13031 XapaKkTepUCTHKA [IPUMECEH JIEKAPCTBEHHOTO Ipenapara

13032 o0oCHOBaHHE CTIeIM(PHKAITHH JISKapCTBEHHOTO MpernapaTta

13033 ONMHCAHHE CTAHJIAPTHLIX 00Pa3IOB U MATEPHAJIOB
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13034 OIHCAHUE CHCTEMBI YIIAKOBKH (YKYIIOPKH) JIEKAPCTBEHHOT'O Mpenapara

13035 pe3roMe UCIBITaHuH cTaOMIIBHOCTH JIEKAPCTBEHHOTO TIperapara

13036 3aKJIOYEHHE 0 CTa0UIBHOCTH JIEKAPCTBEHHOTO IIpenapara

13037 TIporpaMMa MOCTPErHCTPAIMOHHBIX HCTIBITAHHH cTaOMIILHOCTH
JIEKAPCTBEHHOTO IIpenapara 1 00s3aTesbcTBa OTHOCHTETBHO H3YUCHHS
cTaOUIBHOCTH

13038 JIAHHBIE UCTIBITAHKUH CTAOMIILHOCTH JICKAPCTBEHHOTO Tperapara

13039 JIOKYMEHT, COIepXKalllMi peruoHalIbHY HH(pOpMAaLHIo

13040 OIMCaHUe ITPOU3BOJCTBEHHBIX TOMELIECHUH 1 000pyI0BaHHS

13041 cBeJICHHS 00 olleHKe Oe30MACHOCTH OTHOCHTENIBHO TTOCTOPOHHIX
areHToB

13042 CBEJICHHS O HOBBIX BCIIOMOTIaTeJIbHBIX BEUIECTBAX

13043 Hocle U 0030p 110 Ka4ecTBY JIGKAPCTBEHHOTO Mperapara

13044 CBEJICHUSI O BOCCTAHOBUTEISIX, PACTBOPUTENISIX, pa3z0aBUTEIIsX,
HOCHUTEJISX

13045 OTIMCAHME U COCTAB BOCCTAHOBUTEIS, PACTBOPHUTENS, pazdaruTes,
HOCHTES

13046 onucanue papMmaneBTuIecKoil pazpaboTKi BOCCTAHOBUTENS,
PacTBOPHTEIS], pa30aBUTENs, HOCHTES

13047 ONUCaHHE KOMIIOHEHTOB BOCCTAHOBUTEIS, PACTBOPHTEIIS,
pa3baBuTeNs, HOCHTEI

13048 CBEJIEHHsI O IIPOU3BOJCTBE BOCCTAHOBHUTES, PACTBOPUTEIS,
pa30aBuTeIsA, HOCUTENS

13049 CBEACHHS O IIPOU3BOICTBECHHBIX M30BITKAX BOCCTAHOBUTEIIS,
pacTBopuUTells, pazdaBUTENs], HOCHTEIs

13050 cBeIeHUS 0 PU3UKO-XHUMHUYSCKHX U OHOJIOTHYECKHX CBOHCTBAX
BOCCTAHOBHUTEJISI, PACTBOPHTEIS, Pa30aBHTEIs, HOCHTEIS

13051 CBEJICHUsI 0 pa3paboTKe MPOM3BOJICTBEHHOTO Mpoliecca
BOCCTAaHOBUTEJSI, pACTBOPUTEIS, pa3daBUTENs, HOCHTEIS

13053 CBEJIEHHS O IIPOU3BOMTEIAX BOCCTAHOBUTENIS, PACTBOPUTES,
pa3baBuTeNs, HOCUTES

13052 MHUKPOOHOIOTHYECKUE XapaKTePUCTHKH BOCCTAHOBUTE]IS,
pacTBOpHUTENIS, pa30aBHTeNIsl, HOCHTEJISI

13054

ONHCAaHUE IIPOU3BOACTBCHHOIO IIPOIIECCa H €ro KOHTPOJIA
BOCCTAHOBHTEIIA, paCTBOPUTEIA, p8.368.BHTEHSI, HOCHTEJISL
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13055 CBEJIEHHUS O KOHTPOJIE KPUTHUECKUX CTAOUN 1 MIPOMEKYTOUHOM
IIPOAYKIHH IIPH IPOU3BOJICTBE BOCCTAHOBUTEIIS, PACTBOPHTEIIS,
paz0aBUTENs, HOCHTCIIS

13056 OTYET 0 BAJIMJIALUK [IPOU3BOACTBEHHOIO MIPOLIECCAa BOCCTAHOBHTEIIS,
pPacTBOPUTEISL, pa30aBUTENIsl, HOCHTEIIS

13057 JIOKYMEHT 00 OLleHKE IIPOM3BOICTBEHHOTO MIPOIIECCa BOCCTAHOBHTEIIS,
pacTBOpUTENS, pa30aBUTENsl, HOCHTES

13058 crenu(UKaIus BOCCTAHOBHTEIS, PACTBOPHTEIIS!, pa30aBuTes,
HOCHTEJS

13059 aHaJIMTHYECKas METO/IMKA KOHTPOJI KAYeCTBa BOCCTAHOBHTEIS,
pacTBOpUTENs, pa30aBUTEs], HOCUTES

13060 IIPOTOKOJM BAIHIAIMH aHATTHTHYECKON METOJIMKH KOHTPOJIS KaueCTRa
BOCCTaHOBMTEJISA, PACTBOPUTENS, pa30aBUTEsL, HOCUTEIS

13061 CBEJICHHSA O pe3ylibTaTax aHaJM3a CEPUN BOCCTAHOBUTEIL,
pPacTBOPUTEISL, pa30aBUTENsI, HOCUTESI

13062 XapakTepHUCTHKA IIPUMECEH BOCCTAHOBUTEIS, pACTBOPUTEIIS,
pa3baBuTENsT, HOCHTEIS

13063 o0ocHOBaHuE crienu(UKAITHK BOCCTAHOBUTENIS, PACTBOPUTEIIS,
pa3daBuTeNsA, HOCHTEIS

13064 OIHCaHUE CTaHIAPTHBIX 00PA3IOB U MATEPUAJIOB BOCCTAHOBHTEITS,
pacTBOpUTENS, pa30aBUTENs, HOCUTEINS

13065 OIMCAHHE CHCTEMBI YIIAKOBKH (YKYIIOPKH) BOCCTAHOBHTEIIA,
pacTBOPUTETS, pa30aBUTEINsl, HOCUTEIA

13066 CBEJIEHHsI O COBMECTUMOCTH BOCCTAHOBHTES], PACTBOPUTES,
pa30aBuTeNIs, HOCHTEJIS

13067 COCTaB Ha CEPHIO (IIPOM3BOJICTBEHHAS PELeNTypPa) BOCCTAHOBHTES,
pacTBOpUTENs, pazdaBUTeIst, HOCHTES

13068 PE3IOME HUCIBITAaHUH CTA0UITBHOCTH BOCCTAHOBUTEIIS, PACTBOPHTE]IS,
pa3baBuTeIsl, HOCUTEsS

13069 3aKJIIOUEHUE O CTAOMIBHOCTH BOCCTAHOBUTEIS, PACTBOPHTEIIA,
pazOaBUTENs,, HOCUTEJISI

13070 porpaMma II0CTPErUCTPALlMOHHBIX UCTIBITAHUY CTaOUIBHOCTH
BOCCTAHOBUTEIIS, PACTBOPHUTEINSL, pa30aBuTelis, HOCHTENS H
00513aTeJILCTBA OTHOCHTENLHO H3yYeHHs! CTaOHITIBHOCTH

13071 JAHHBIC UCIBITAHUH CTA0OMIBHOCTH BOCCTAHOBUTENIS, PACTBOPUTEA,
pa3baBuTelIsl, HOCHUTES

14 0T4eTHl 00 uccnenoBaHuaX GapMaKoIoTHi
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14001 0T4eT 00 UCCIIEJOBAaHUHU TIEPBUYHOM (PapMaKo[MHAMHKH

14002 or4eT 00 MceeI0BaHHH BTOPHUHOM (hapMakoIHHAMHKH

14003 or4er 00 Hcese10BaHuH (apMaKoJIOTHUECKOH 6e30TacHOCTH

14004 oT4eT 00 HCCIeI0BaHUK (PapMaKOIMHAMUYECKUX JIEKAPCTBEHHBIX
B3aHMOJEHCTBHH

15 oT4eThl 00 UccieOBaHuAX hapMaKOKHHETHKH

15001 aHaAIMTHYECKAas METOMKA UCCIIeI0BaHUs (apMaKOKHHETUKH

15002 OTYET 110 BaTHJALUN aHAIUTHYECKOW METOJIMKH UCCIIEe/IOBAHKS
(hapMaKoOKUHETHKH

15003 oT4eT 00 HcceaoBaHHE adCopOIHH

15004 oT4yeT 00 HCee/I0BaHUH paclpe/IesIeHus

15005 oT4eT 00 HccIeI0BaHHH MEeTad0IH3Ma

15006 oT4eT 00 MCCeI0BAHHN SKCKPEIHH (BHIBEICHMSA)

15007 oT4eT 00 HceienoBaHui papMakoOKMHETHYECKIX JIEKAPCTBEHHBIX
B3aUMO/JIEHCTBUIA

15008 0T4eT 0 (papMaAKOKMHETHYECKHX UCCIIEI0BAHMSIX

16 OTYETELI 00 MCCIIEJOBAHUAX TOKCUKOIIOTAH

16001 0TYeT 00 MCCIeI0BAHUN TOKCHYHOCTH IIPH OJTHOKPATHOM BBEJIEHHH

16002 oT4yeT 00 MeeeI0BaHHH TOKCHYHOCTH ITPH MHOTOKPATHOM BBEJICHHH

16003 0T4eT 00 MCCIeJOBAaHHN IeHOTOKCHYHOCTH in Vitro

16004 oryer 00 MCCIe0BAHUH KAHIIEPOTEHHOCTH in Vivo

16005 OTUET 00 MCCIIEI0BAHHH PENPOJYKTHBHOH M OHTOI€HETHUECKOT
TOKCUYHOCTH

16006 OTUeT 00 HCCIENOBAHUH (PEPTHIIBHOCTH U PAHHET0 SMOPHOHAILHOTO
pa3BUTHS

16007 oT4eT 00 HeeneoBaHuu 3MOpHOdeTaTEHOTO, IPEHATATILHOTO U
IIOCTHATAJIBHOTO Pa3BUTHS

16008 oTyeT 00 HcceI0BaHHH Ha HETTOIOBO3PEIOM IIOTOMCTRE ¢
MOCIIEIYIONTUM HabII0[eHHEM

16009 oT4eT 00 HCCIeIOBAaHUH MECTHOM MepeHOCHMOCTH

16010 OTUET O TOKCHKOJIOTMYECKUX HCCIEL0BAHUIX
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16011 0TYET 00 MCCIIe/IOBAHUSX AHTUICHHOCTH
16012 OTYET 00 HCCIEAOBAHUSIX HUMMYHOTOKCHYHOCTH
16013 oTueT 00 UcCIeAOBAHMAX MEXaHHu3Ma JIeHCTRHS
16014 oT4er 00 MCCIIEeIOBAHUSX JIEKAPCTBEHHOH 3aBUCHMOCTH
16015 OTYET O TOKCHKOJOTMYECKUX HCCIIEIOBAHMIX METAOOTHTOR
16016 OTYET O TOKCHKOJIOTHIECKUX HUCCIIEOBAHUSIX TTpUMecei
16017 OTYET O JIOJINTOBPEMEHHBIX UCCIENOBAHUAX TOKCHUHOCTH MTPH
IIOBTOPHOM (MHOTOKPATHOM) BBEJICHHH, KOTOPHIE He OBUIA BKIIOUEHEI
B OTYETHI 110 TOKCHYHOCTH IIPH ITOBTOPHOM (MHOTOKPATHOM)
BBEJICHUH
16018 OTYET O KPATKOBPEMEHHBIX MCCIIEI0BAHMAX TOKCHYHOCTH TIPH
MTOBTOPHOM (MHOT'OKPATHOM) BBEJIEHHH, KOTOPBIE HE OLUIH BKIIIOUEHBI
B OTYETHI I10 TOKCUYHOCTH IIPH IIOBTOPHOM (MHOIOKPATHOM )
BBEICHUH
16019 OTHYET O APYTHX HCCIIEI0BAHUSAX KAHIIEPOT€HHOCTH
17 OTYETHI ¥ JIOKYMEHTHI O KIIMHHYECKUX HCCIENOBAaHUAX (MCIILITAHMSIX )
(obmrue)
17001 [IEPEYEHb BCEX KIMHHUYECKUX MCCIIEOBAHUH (MCITBITAHH)
17002 oTyeT 00 MCCIe0BaHUH OHOIOCTYITHOCTH
17003 0T4eT 00 HCCe/IOBAHUH CPABHUTENLHOH OHOJIOCTYIIHOCTH
17004 oTyeT 00 HCCenOBaHNH OHOIKBHBAICHTHOCTH
17005 oT4eT 00 MCCIe/I0BaHUH KOPPeIISIME In Vitro — in vivo
17006 onucanue OMoAHATUTHYECKOH METOTHKH
17007 OIHCAHWE AaHAIMTHYECKONA METONUKH NI KITUHHYCCKUX
HUCcCIeIOBaHHH
18 OTYEThI 0 (PAPMAKOKMHETHYECKUX UCCIICIOBAHHUIX C HCIIOIB30BAHUEM
OromarepuanoB yemoBeKa
18001 oT4YeT 00 HCCIEIOBAHHH CBSI3LIBAINSA aKTHBHOIO BEINECTRA ¢ OeIKaMH
ITa3MBI
18002 oT4eT 00 HCClleIoBAaHUN MEeTab0JIM3Ma B [IEYEHH W B3aUMOICHCTRUS
AKTHBHOI'O BEIIECTBA
18003 OTYET 00 MUCCIIEIOBAHUH € UCIIOIB30BAHUEM IPYTHX OMOMAaTEePHAIIOB,
MIOJIYYEHHBIX OT YeJloBeKa
19 OTHYETHI O (hapMAKOKMHETHYECKHX UCCIIE0BAHMSIX ¥ YETIOBEKA
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Kon
paszzena

Kom suma
JIOKYMEHTA

HanmenoBanne

19001

oryer 00 HcenenoBaHul papMaKOKHHETHKH Y 3J0POBBIX
J0OPOBOJIBIIEB U MEPBUUHON MEPEHOCHMOCTH

19002

OTYET 00 MCClIeN0BaHNH (PAPMAKOKMHETHKH Y TTALMEHTOB U
[IEPBUYHON [1EPEHOCUMOCTH

19003

OTYET O BIMSAHHH BHYTPEHHHX (DAaKTOPOB OpraHu3Ma Ha
(hapMaKOKHHETHKY

19004

OTYET O BIUSIHUH BHEITHHUX (JAKTOPOB OpPraHU3Ma Ha
(papMaKOKHHETHKY

19005

OTYeT 00 MCCIEM0BAHUH MOIMYJISIITMOHHON (hapMaKOKHHETUKH

19006

oTyeT 00 u3ydeHHH hapMaKOKHHETHYECKOTIO B3aUMOJIEHCTBIS
AKTHBHOT'O BEIECTBA C JIPYTMMH JIEKAPCTBEHHBIMH TTperapaTaMe HiTH
BEIIECTBAMH

20

OTYCTHI O (iJapMaI{O,I[HHaMH‘-IeCKI/IX HCCJICJOBAHHAX Y YEITOBEKA

20001

IO/ITBEPI/ICHHE KOPPEIIIMK (apMakoTHHAMUIECKOTO ACHCTBHS U
() (HEKTHBHOCTH Y 3I0POBEIX T0OPOBOIIBIIEB

20002

onucanue (HpapMaKoIHHAMUUECKOTO ACHCTBHUS, HE CBA3AHHOIO C
3} heKTHBHOCTEIO ¥ 3M0POBBIX TOOPOBOIBIIER

20003

OIHCAHUE HUCCIIEAOBAHNS ONHOBPEMEHHOTO IPUMEHEHHS
PETHCTPHPYEMOTO JIEKAPCTBEHHOTO Ipenapara BMECTe ¢ JIPYTHMHE
JIEKapCTBEHHBIMH IIpeliapaTaMHy, OIPEeIIIONIEr0 BO3MOXKHOE
u3MeHenue GapMakoJIOrHIecKoro JeHCTBHS Y 3/J0POBBIX
JT0OPOBOJIBIIER

20004

0TYeT 00 M3ydeHHH (hapMaKOAMHAMHYECKOrO B3aUMOICHCTRHSA
AKTHBHOTO BEIECTBA C IPYTUMH JTEKAPCTBCHHBIMH IIperapaTaMy Wil
BEILIIECTBAM ¥ 3/I0POBBIX JIOOPOBOJIBICE

20005

IOATBEPIKACHUE KOPPENAMH (papMakoIMHAMUYECKOTO JICHCTBHS U
5(QPeKTHBHOCTH Y TAIIMEHTOB

20006

onucanue (hapMakoIMHAMHYECKOTO JEHCTBHS, HE CBSI3aHHOTO C
2 PEKTHBHOCTHIO ¥ MAIUEHTOR

20007

OIMCaHHE UCCIIE0BAHMS OJ[HOBPEMEHHOIO TIPUMEHEHHSI
PErMCTPUPYEMOTO JIEKAPCTBEHHOTO Tpenapara BMECTe ¢ JPyTHMHU
JeKapCTBEHHLIMH IIpeIiapaTaMy, OMPe/IeNIIOEro BO3MOIKHOE
M3MeHeHHe ()apMaKoIOrHIecKoro JIeiHCTBIs y TTalHEHTOB

20008

oTueT 00 M3ydeHuH (PapMaKoMHAMUYECKOTO B3aUMOIEHCTBHS
AKTHBHOTO BEIIECTBA C APYTUMH JICKAPCTBEHHBIMH MPETIapaTaMu Uild
BEI[ECTBAMH y TIAIIHEHTOB

21

0T4eThl 00 uccrneoBaHNH 3P(PEKTHBHOCTH U OE3011ACHOCTH,
KOHTPOJIMPYEMBIX KITHHUYECKUX HCCIENOBAHUAX OTHOCHTEITBHO
IOATBEPIKACHHS 3asBJICHHBIX MTOKA3aHHH K TIPUMEHEHHIO
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Ko Ko Bujna
& Haumenosanue
pasjena | JOKyMeHTa
21001 OTYeT (UCCIIeIOBAHNE) O KOHTPOJIMPYEMBIX KITHHHUYECKHX
HCCIIEIOBAHUSX OTHOCHTEIHHO MOATBEPIKICHUS 3aABICHHBIX
NOKa3aHUi K IPUMCHEHHIO
21002 MIPOTOKOJI HCCIIEOBAHUS OTHOCUTENIBHO IIOITBEPIKICHHUS 3asIBICHHBIX
NOKa3aHUH K IPUMEHEHHUIO
21003 OIIMCAHNE UTOI'OBOM OLIEHKH 6€30TaCHOCTH B OTHOIINECHHH BO3MOKHBIX
obnactell mpUMeHEeHHs JIEKAPCTBEHHOTO IIperapara
22 oTueThl 00 uccne1oBaHuK IPPEKTHBHOCTH U 0E30IIACHOCTH, OTYETEI 0
HEKOHTPOJMPYEMBIX KIMHUYECKHX UCCIIETI0BAHUAX, aHATH3aX
JIAHHBIX, JPYTHX KIMHUYECKUX UCCIIEeIOBAHUIX
22001 OTYET 0 HEKOHTPOJIMPYEMBIX KIIMHUUECKUX UCCICIOBAHUAX
22002 oTueT 00 aHaIM3aX JAHHBIX 110 HECKOJIBKUM HCCIICIOBAHUAM
22003 OTYET O JPYIHX KIMHHYECKHUX MCCIIEIOBAHMIX
23 OTYETHI O IOCTPETUCTPAITHOHHOM OIBITE TPUMEHEHHS
23001 OTYET O IMOCTPErUCTPALMOHHOM OIBITE MPUMEHEHHUS
24 HHIUBUAYAIBHEBIE PETHCTPAIMOHHEIE KAPThHI M MIEPeUHH NallMeHTOB
24001 WH/JUBHYaJbHAs perUCTpallOHHAad KapTa MainueHTa
24002 nepeyeHb MaresToB, IPUHUMABIINX Y9acTHEe B KIIMHUYECKOM
HCCIIEIOBAHUH
23 CIIPABOYHBIE MATEPHANBI (COACPIKAHHS, CCHITKH )
25001 MIOJIHOE COJIEPIKAHME PETUCTPALMOHHOIO JIOChE
25002 colepyKaHue Monyneit 2 — 5 perucTpalioHHOrO JI0Che
25003 COJIEpXKaHMe MOYJIS 3
25004 CCBUIKA Ha JIUTEPATYPHbIH HCTOYHHK, HCIIOJIB30BAaHHBIH MTpH
IIOJINOTOBKE JOKYMEHTOB 10 Ka4eCTRY
25005 colep;kanue Moayns 4
25006 CCBIJIKA Ha JIUTEPATYPHBIH HCTOUYHUK, HCIIOJIE30BAHHEIN MPH
IIPOBENCHUH JTOKIMHUYECKUX HCCIeT0BaHUM
25007 cozepykaHre MOJyJis 5
25008 CChUIKA HA JIUTePaTypPHBIH HCTOUHHK, HCIIONB30BAHHBIN TPH
IIPOBEACHHH KIIMHUYECKHUX UCCIEIOBAHMIT
99 WHEBIE BUIILI JIOKYMEHTOB
99999 JIPYrou JIOKYMEHT
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II. [Tacniopt KiaccupukaTopa BUJIOB JOKYMEHTOB PETHCTPAIHOHHOTO J0ChE
JIEKapCTBEHHOTO Ipernapara

Ne
Obo3HayeHue seMeHTa Onucanue
n/m

1 2 3

1 | Kon 058

2 | Tun 2 — naccuuxarop

3 | Haumenosanne KJIacCH(pUKATOP BUIOB JIOKYMEHTOB

PETHCTPALIMOHHOIO J0CHE JIEKAPCTBEHHOTO
Ipernapara

4 | AbGperuarypa KJIPJIIT

5 Obo3HaueHHe EK 058 — 2019 (pen. 1)

6 | PexBuU3UTHI aKTa O IPUHATHH Pemenne Komterun Eppasuiickoil axoHoMuueckoi
(YTBepIKIIeHHH) CIIPABOYHHKA koMuccuu oT 17 centsadpst 2019 r. No 159
(xnaccuduraropa)

7 | JlaTa BBemeHus B ACHCTBHE ¢ AaTel BeryruieHus B cuny Pemenns Kommermu
(HayaJia IPUMEHECHHUS) EBpasuiickoil 3KOHOMHUECKOH KOMHCCHH
crpaBouHuka (knaccupukaropa) | ot 17 centsadps 2019 r. No 159

8 | PexBU3HUTHI aKTa 0 NpeKpanieHun | —

IIPUMEHEHHS CIIPaBOYHHKA
(xmaccuduxaropa)

9 | laTa OKOHYaHUs IPUMEHEHUs —
crpaBouHuKa (Kiaccupukaropa)

10 | Onepatop (onepartopsl) BY, MunucrepcTBo 31paBooxpanenus PecryOmuiku

benapych, ynonHOMOUeHHAs OPTraHu3aIHs:
peCIyONHKaHCKOE YHUTAPHOE MIPETIPHSTHE
«lleHTp HKCIEPTU3 U UCTILITAHHI B
3/IpaBOOXPAHCHUN »

11

Hasznadgenne

KIacCH(pUKATOp NpeaHa3HAueH ISl IPEJICTABICHUS
CBEIECHHH 0 BUAAX JOKYMEHTOB PETUCTPALILOHHOTO
JI0Che JIEKapPCTBEHHOIO IIpenapara B COOTBETCTBUH
¢ TpedoBaHUIMH K 0)OPMIICHHIO
PETUCTPALIMOHHOTO JIOChE, YCTAHOBJIEHHBIMU
[TpaBunaMy perucTpauyi 1 9KCIePTH3EI
JIEKaPCTBEHHBIX CPEACTB ULl MEIUIIUHCKOTO
NpHMEHEHHUs, yTRepxkIeHnbME Permmernuem Copera
EBpazuiickoil 5KOHOMHYECKOH KOMHCCHH

oT 3 HostOpst 2016 1. Ne 78
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No
Obo3naueHue >IeMeHTa Omnucanue
i/
1 2 3
12 | Aanoramus HUCTIONB3YETCS [ 0OeCIICUeHUs
(oOnmacTh IpUMEHEHHS) HH(OPMALMOHHOI'O B3aUMOIEHCTBUS Tpu
peanuzanuu oOIIUX MPOLECCOB B paMKax
EBpa3zuiickoro sSKOHOMHYECKOI0 CO103a 1
(yHKUHOHUPOBAHUST HH(POPMAITMOHHON CHCTEMBI B
cdepe obparieHus JIeKapcTBEHHBIX CPEJICTB
13 | KimroueBsle ciioBa MOKYMEHT pPEerHCTPallHOHHOTO JOChE
JIEKapCTBEHHOTO Mperapara, perucTpalnoHHoe
JI0Che, JIEKapCTBEHHBIN Ipenapar, o0mui
TEXHHYECKHH JOKYMEHT
14 | Cdepa, B KOTOpOH peanmu3yioTcs | TEXHHYECKOE PeryJiHpOBaHHe
MTOJIHOMOYHSI OPTaHOB
EBpa3uiickoro 3KOHOMHUYECKOI 0
coro3a
15 | Mcnonb3oBanue MeXIyHApOIHOH | 2 — mpH pa3paboTke KnaccudukaTopa
(MeXrocynapcTBEHHOI!, MEXKIyHapoaHble (MEKToCy1apcTBEHHEIE,
perHoHaNLHOM) Knaccu(pUKAlMKY | perHoHaIbHBIE) KiIaccu(PUKATOPLI U (MJTH)
CTaHAapThI HE IPHUMEHAITHCH
16 | Hamuuwme rocy1apcTBEHHBIX 2 — kiaccu(pUKATOP HE HMEET aHAJIOTOB B
CIIPAaBOYHHKOB rocyzapctsax — wieHax EBpaszuiickoro
(xmaccuuKaTopoB) SKOHOMMHYECKOTO COI03a
rocyJapcTB — UIE€HOB
EBpasnuiickoro 3KOHOMHUYECKOTIO
coro3a
17 | MeTtox cucreMarH3aluu 2 — uepapxuyecknit MeTo] KIacCHu(PpUKAIHH (YHCIIO
(knaccuUKaIINN) cTymneHeH KinaccupuKauy — 2)
18 | MeTtonuka BeeHHUS | — neHTpanu3oBaHHAs METOAMKA BEICHHS.

JobapneHne, H3MEHEHHE UK HCKIIIOUSHHE
3HaYeHUH Kraccu(UKaTOpa BLITTOITHIACTCS
OIIepaTOPOM B COOTBETCTBUHU ¢ akToM EBpazuickoit
3KOHOMHUYECKOH KOMHCCHH. B cllyyae HCKITIOUeHUS
3HAYEHUS 3aMUCh KJIacCH(PHUKATOpa OTMEUALTCS KaK
HeJeHCTRYIONIAs C AaThl HCKIIFOYEHHS C YKa3aHHeM
cBejieHui 00 akte ERpazuiickoi 5KOHOMUYECKOH
KOMMCCHH, PETIIAMEHTHPYIOIIEM OKOHYaHHE
neHcTBUS 3amucH Kiaccu(pukaropa.

Koze! knmaccudukaropa SBISHOTCS YHUKAILHBIMHE,
IIOBTOPHOE UCITOJIB30BAHNE KOJIOB
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Ne
O6o3HaueHwe 371eMeHTa Omucanue
n/m
1 2 3

KJaccH(puKaTopa, B TOM UHCIIC HEACHCTBYIONHX,
HE JIOIYCKaeTcs

19 | Crpykrypa OIIHCAHME CTPYKTYPBI KJlacCH(UKaTopa (cocTas
noJaeil knaccuduxarTopa, 00IaCTH UX 3HAYCHHH H
npasuia GopMHPOBAHUS) IPUBEACHO B pazjere I11
HACTOSIIETO JIOKYMEHTA

20 | Crenenp KOHOUACHIMANEHOCTH | CBEJICHHS KITACCH(DHKATOPA OTHOCITCS K
JAHHBIX UH(pOPMAIMK OTKPBITOrO JIOCTYIIA

21 | YcraHoBIeHHas IEPHOJUYHOCT | HE YCTAHOBJIEHA
epecMoTpa

22 | U3menenus -

23 | Cchuka Ha JIeTaIM3HPOBAHHBIE JeTaTU3UPOBaHHEIE CBEACHNS U3 KaccupuKaTopa
CBEJICHHUS U3 CIIPABOUHHKA IIpUBEEHEI B pa3ziene | HacTosliero q0KyMeHTa
(xmaccuduxartopa)

24 | Crmoco0b mpencraBieHus onyOJIMKOBaHHE HAa MHPOPMAIL[HOHHOM [TOpTae

CBEJICHUH U3 CIIpaBOYHHKA
(knaccuduraropa)

EBpa3uiickoro 3K0OHOMHYECKOT0 COH3a
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[II. Onucanue CTPyKTYpHI KJIacCH(PUKATOPA BUJOB JIOKYMEHTOB
PETUCTPALIMOHHOTO 10CKe JIEKAPCTBEHHOTO Tpernapara

1. Hacrostmuii pasznen ompefesisieT CTPYKTYPY M PEKBU3WTHBIA COCTAB
KJIaccH(PUKATOpa, B TOM YHcIie 00JIaCTH 3HAYEHUH PEeKBU3UTOR M IIpaBHJIA UX
GopMHupOBaHHSI.

2. CTpyKTypa ¥ PeKBH3UTHBIM cocTaB kiaccuduKaropa NpHBEAEHLI B
tabiuie, B KOTOpol GopMUPYIOTCS clieayrolue nos (rpadsr):

«00/acTh 3HAYEHHMS] PEKBU3UTA» — TEKCT, IMOSCHSIOMUNA CMBICI
(ceMaHTHUKY) peKBU3UTA,

«1paBuiia (POPMUPOBAHUS 3HAUEHUST PEKBU3UTA» — TEKCT, YTOUHSIOIIHIHA
HazHAYeHWE »JJIEMEHTa M OIlpeAelsioluid npaBuia ero (GpopMUPOBAHUS
(3aII0JIHEHHS ), UJIM CIIOBECHOE ONMCAaHKMe BO3MOXKHBIX 3HAUYEHUH PEKBU3HTA,

«MH.»  —  MHOXECTBEHHOCTH pexBu3uTa  (00s3aTENBHOCTH
(OMIMOHATBHOCTE) U KOJIMUYECTBO BO3MOKHBIX IIOBTOPEHUN PEKBU3HUTA).

3. Jlng  yka3aHMsI MHOYKECTBEHHOCTH DPEKBU3UTOB TIepeaBaeMbIX
JAHHBIX UCIIOJIB3YIOTCS cllejlyrolue 0003HAYeHMSI:

1 — pexBU3UT 00si3aTeneH, MOBTOPEHHs He IOy CKAIOTCS,

N — PEeKBU3UT 00s3aTeNeH, NOJKEH MOBTOPSAThHCS n pa3 (n > 1);

— PEKBH3UT 00s13aTesieH, MOXKET MOBTOPATHCS 0e3 OrpaHuyYeHHi;

n..* — pekBU3UT oOs3areneH, JIOJDKEH MOBTOPSTHCS HE MeHee n pas
(n>1);

N..M — PEeKBU3UT 00sA3aTeNEH, NOKEH MOBTOPATHCS HE MEHee n pa3 W
He Oosiee m pa3 (n > 1, m > n);

0..1 — pexBHU3UT onuMOHAIEH, TOBTOPEHUS HE JIOTYCKAOTCS;

0..* — PEeKBU3UT OMIHOHAIEH, MOXKET MOBTOPSTHCS O€3 OrpaHuyYeHM;

0.m — PEKBHU3UT OINHUOHAIEH, MOXKET I[MOBTOPATLCS HE Oomee m pas

(m>1).
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YTBEPXJIEH

Pemennem Konnernu
EBpa3suiickoil 5KOHOMHUYECKON KOMUCCHH
ot 17 centsiops 2019 r. Ne 159

CIHPABOYHMUK
CTPYKTYPHBIX 3JIEMEHTOB PerHCTPANHOHHOTO 10Che
JIEKapPCTBEHHOI'0 IIpenapara

I. Jleranu3upoBaHHbIe CBEIEHUS U3 CIIPABOYHUKA CTPYKTYPHBIX DJIEMEHTOB
PETUCTPALIMOHHOIO JI0ChE JIEKAPCTBEHHOTO pernapara

Kon HaumenoBanue Kon [Tpu3nax
CTPYKTYP- | CTPYKTYPHOT'O DJIEMEHTa | BBIMIECTOANIETO | BO3MOMKHOCTH

HOTO pasjiena IIPeICTaBICHHS
JJIeMEHTa JIOKYMEHTOB

Kon suma
[IPEJICTABIISIEMO-
ro JOKYMEHTAa

1 aIMHHHCTpaTHBHASL
uHpopManus

1.0 COMPOBOJIUTENBHOE 1 1 01001
ITUCBMO

1.1 coJiepIKaHue 1 1 25001

1.2 oOrmast jokymenTanus | 1 0

1.2.1 3asBJICHUE O 1.2 1 01002
pETHCTpAIHH
JIEKAPCTBEHHOTO 01003
npenapara ajist
MEIHITHHCKOTO 01004
IPHMEHEHHS]

122 JIOKYMEHT, 1.2 1 01005
TI0JITBEPIKIAIOLIH i
OILIATY 3KCHEPTHBIX
pabot u (mmm) cbopa
(TIOIIIJIMHEI) 3a
PErHCTPALIHIO B
COOTBETCTBHH C
3aKOHOIATEThCTBOM
rocyapcTBa — 4ieHa
Espazuiickoro
9KOHOMHYECKOTO COK3a
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Kon
CTPYKTYp-
HOTO
3JIEMEHTAa

HaumeHnoBanue
CTPYKTYPHOTO 3JIEMEHTA

Kon
BBILICCTOAIIETO
paznena

[Tpuznax
BO3MOKHOCTH
IIPeACTaBICHUS
JOKYMEHTOB

Kox suna
MpeJICTaBIsIEMO-
ro TOKyMEHTa

1,2.3

cepTuduKaT Ha
JIEKApCTBEHHBIH
penapar coriaacHo
opmary,
PEKOMEHIOBAHHOMY
BO3, BeimanubIi
YIOJIHOMOYEHHBIM
OpPTraHOM CTpaHbI —
TIPOM3BOIUTEIS
JIEKAPCTBEHHOTO
mpemnapara

1.2

010006

01007

01008

1.2.4

JKCIEPTHBIN OTUET,
BBIIAHHBIH
YIIOJIHOMOYEHHBIM
OpraHoM Ipu
perucTpanuu
JIEKapCTBEHHOT O
npenapara B cTpaHe-
IIPOU3BOAMTEIS UIH B
CTpaHe — JAepKaTels
PETHCTPALlHOHHOTO
YJIOCTOBEPEHUS U €0
IIePEBO/] HA PYCCKUH
SI3BIK

1.2

01009

01010

1.2.3

3aKJIIOYEHHE
(pexoMeHmAIIMS)
YIIOJTHOMOYEHHOTO
oprasa
(YIIOJTHOMOYEHHOH
OpraHu3alyu)
rocylapcTBa — 4jieHa
EBpazuiickoro
HKOHOMHYECKOTO COI03a
10 UTOTaM
MPEIBAPUTEIBHOTO
HAY4HOTO
KOHCYJIBTHPOBAHUS
OTHOCHUTEJIBHO JaHHOTO
JIEKapCTBEHHOI'O
npemnapara B
rocy/IapcTBe — 4JieHe
EBpasuiickoro
IKOHOMHYECKOTO COI03a

1.2

01016




3

Kopx
CTPYKTYDp-
HOTO
AICMEHTA

Hanmenosanue
CTPYKTYPHOTO DIIEMEHTA

Kon
BBIIIECTOSAIIETO
pasnena

[TpuznHax
BO3MOYKHOCTH
peCTaBICHUS
JIOKYMEHTOB

Kox Buma
TIpEeJICTABIIIEMO-
ro JOKYMEHTA

1.2.6

PEKOMEH ALy
DKCIepTHOTO KOMHTETA
0 JIEKAPCTBEHHDIM
CpeicTBaM IIpH
Erpazuiickoii
9KOHOMHUYECKOU
KOMHCCHH 10 HTOTaMm
IIPEIBAPUTEIIBHOTO
Hay4HOTO
KOHCYJIbTHPOBAHHSI
OTHOCHUTEJIBHO JAHHOTO
JIEKapCTBEHHOT O
IIpernapara

1.2

01011

01012

1.3

o01as xapakTepUCcTHKa
JIEKAPCTBEHHOTO
npenapara, HHCTPYKIIHs
0 METUITHHCKOMY
PUMEHEHHUIO (JIMCTOK-
BKJIAJIBII ), MAPKHPOBKA

|

IIPOEKTHI 001IeH
XapaKTEPHUCTHKH
JIEKapCTBEHHOTO
npenapara, HHCTPYKITHH
0 METUITHHCKOMY
NPUMEHEHHUIO (JINCTKA-
BKJIA/IBILIA) HA PYCCKOM
A3BIKE

1.3

02001

02002

1.5.2

MaKeTBI IEPBUYHOH
(BHYTpeHHEH) U
BTOPHYHOHI
(moTpeduTensCKoit),
MPOMEKYTOUHOM
YIIaKOBOK Ha PyCCKOM
SI3bIKE

02003

02004

02005

020006

02007

02008

1.3.3

pe3yIbLTaThI
MOJTB30BATETBLCKOTO
TECTUPOBAHHUS TEKCTA
WHCTPYKIIHH 110
METUITHHCKOMY
IPUMEHEHHIO (JIMCTKA-
BKJTAJIBIIIA)

1.3

02009




4

Kon
CTPYKTYp-
HOT'O
JJIEMEHTA

HaumenoBanue
CTPYKTYPHOTO 3JIEMEHTA

Kon
BBIIIECTOSAIETO
pasjena

[Ipuznax
BO3MOXHOCTH
IPeACTABIEHUS
IOKYMEHTOB

Kona suma
MPEJICTARIISIEMO-
ro JOKyMeHTa

1.3.4

KOIHHK 00I1IeH
XapaKTePUCTUKH
JIeKapCTBEHHOTO
npernapara ¢ J1aroi
HIOCJIE/IHETO
MepecMoTpa,
HHCTPYKIIHH T10
MEIUIUHCKOMY
IIPUMEHEHHMIO (JIMCTKa-
BKJIAJTBIIA),
YTBEPKJICHHBIE
YIIOJTHOMOYEHHBIM
OpraHoM CTpaHbI-
POU3BOUTENS U (MITH)
CTpaHbl — IepKaTeNs
PETHUCTPALHOHHOTO
YJIOCTOBEPEHHS M (UJIH)
JPYyIO#l CTPaHEl ¢
XOpOIIO PeryIupyeMbIM
(apmareBTHUECKUM
PBIHKOM, TJIe
3apETUCTPUPOBaH
JICKapCTBCHHEIH
npenapar

1.3

02010

02011

1.4

HHGOPMALHS 110
PETYISITOPHOMY CTaTyCy
JIEKAPCTBEHHOTO
npenapara B Apyrux
CTpaHax

1.4.1

IIepedueHs CTpaH,

B KOTOPBIX
JIEKapCTBEHHBIH
Tpenapar IoaaH

Ha peTUCTPaIHuIo,
3aperucTpUpOBaH,
HOJIYYHJI OTKa3

B PETHCTPALIH HJIH €T0
oOpalleHe Ha PhIHKe
3THUX CTpaH ObLIO
IIPHOCTAHOBIIEHO

1.4

01013

13

JOKYMEHTBI T10
KauyecTBY




5

Kon
CTPYKTYPp-
HOTO
JJIEMEHTAa

Haumenosauue
CTPYKTYPHOTO DIIEMEHTA

Kon

BBIMIECTOAIIETO

pazjiena

[Ipuznax
BO3MOMHOCTH
peaCcTaBICHHS
JIOKYMEHTOB

Kox suna
MPEJICTABIAEMO-
ro JT0KyMeHTa

1a3:]

cepruduxar
COOTBETCTBHS CTaThe
dapmakomnen
EBpa3zuiickoro
3KOHOMHYECKOTO COK3a
i EBporneiickoit
dapmakonen 1o
ryouaroi
sHIIedanonaTiHy wiu
JIOKYMEHT, BBIJIAHHBIH
YIIOJIHOMOYEHHBIMH
OpraHaMu
BETEPHUHAPHOTO Ha/A30pa
CTPAHBI IPOMCXOIKICHUS
CBIpBSL B CIIydae
UCTIONL30BaHHA
(GapMareBTHIeCKHX
cyOCTaHIMH KHUBOTHOTO
IPOMCXOKICHUS

1.3

03001

03002

03003

152

MTHCBMO JCPIKATEIS
Mmactep-(aitna
AKTUBHOMN
bapmaneBTHYECKOH
cyOcTaHimu ¢
00513aTeIbCTBOM
coo0mIaTh 0 Beex
H3MEHEHHSX
IIPOU3BO/IUTEIIIO
TEKapCTBCHHOTO
nperapara u
YIOJIHOMOYEHHOMY
OpraHy rocyaapcTsa —
uneHa EBpazuiickoro
KOHOMMYECKOTO
COI033, IIPEXKJIE UeEM
Kakue-mdo
CYIIECTBEHHBIE
MU3MEHEHUs OyLyT
BHECEHLI B MacTep-(aiin
(hapmarieBTHIeCKOH
cyOcTaHIMH

1.5

03004




6

Kon
CTPYKTYp-
HOTO
3JIEMCHTAa

HanMenosanue
CTPYKTYPHOIO 3JIEMEHTA

Kon
BBIIIECTOSIIIETO
pasnena

[Ipu3nax
BO3MOYKHOCTH
IIpeCTaBICHHS
JOKYMEHTOB

Konm Buma
IIPEACTABIISIEMO-
ro JJOKyMeHTa

153

MTHCHMO,
ITOJITBEPIKAAIOLIEe
coryiacue JepiKareis
macrep-daiina
(dapmaleBTHIECKOiT
CyOCTaHIIHK Ha
npejcTaBlieHue
JOKYMEHTOB 3aKpPBITON
yacTh Mactep-Qaiina Ha
(hapMaLeBTHYECKYIO
CyOCTaHIIHIO TIO
3arpocy
YIIOJIHOMOYEHHOTO
oprasa

rocyaapcTea — uJicHa
Espazuiickoro
IKOHOMHYECKOT'O COHO3a

1.8

03005

1.5.4

ceprudukar
COOTBETCTBHUS
(hapmareBTHIeCKOi
cyOCTaHIUU
TpeboBaHUsIM
EBponeiickoit
(hapmakoneu

1.5

030006

1:5:5

ceprudukar Ha MacTep-
(haiin masmel,
BBIJTAHHBIH
YIOJIHOMOYEHHBIM
OpraHoM CTpPaHBI-
[IPOM3BOJIMTENS

| 5

03007

1.5.6

cepTH(UKar Ha MacTep-
(haiin BaKIIMHHOTO
dHTHUI'CHA, BBI,[[aHHBHL/‘I
YIOTHOMOYEHHBIM
OpranoM CTpaHbI-
MIPOH3BO/TATENISI

1.5

03008




7

Kon
CTPYKTYp-
HOT'O
nJIeMeHTA

Haunmenosanue
CTPYKTYPHOIO 2JIEMEHTA

Kon
BBIIIIECTOSIIETO
pazaena

[Ipuznax
BO3MOYKHOCTH
IpeicTaBIeHUS
JIOKYMEHTOB

Kom Buma
MPEJICTABRIISIEMO-
ro JOKyMEHTa

1%

POEKT HOPMATHBHOTO
JIOKYMEHTA 110 Ka4eCTBY,
IOJIIOTOBJICHHBIH B
COOTBETCTBHH C
PyxoBoacTBOM 11O
COCTaBIIEHHIO
HOPMaTHBHOI'O
JOKYMEHTA 110 KaueCTRY
JEKapCTBEHHOTO
npemnapara,
YTBEPIKIECHHEBIM
Pemennem Komneruu
EBpazwuiickoii
SKOHOMUYECKOMN
KOMHCCHH 0T 7
centsadpst 2018 . No 115

1.5

13028

1.6

JOKYMEHTEI 110
IIPOU3BOJICTBY

1.6.1

KOIIHS JeHCTBYIOMIETO
TIOKYMEHTA,
TIO/ITBEPIKIAIOIIETO
COOTBETCTBHE
[IPOU3BOIMTEN
(IpOM3BOJICTBEHHOH
ILJIOIIAIKH )
3asBIIIEMOTO Ha
perucTpanuio
JIEKapCTBEHHOTO
pernapara
Tpeboranusim [pasun
HaJiexKamen
IIPOU3BOACTBEHHOH
IPAKTHKH
Egpasuiickoro
IKOHOMHYECKOTO
CO03a, BELIAHHOTO
YIIOJIHOMOYEHHbBIM
OpraHoM

1.6

04001

04002
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Kox
CTPYKTYpP-
HOTO
JJIeMEHTA

Haumenosanue
CTPYKTYPHOTO 2JIEMEHTA

Kon
BBIIIECTOSIETO
pazmena

[Tpu3nax
BO3MOYKHOCTH
Ipe/ICTaBICHHS
JIOKYMEHTOB

Ko suma
IIPEJICTABIISIEMO-
ro JIOKyMeHTa

rocyaapcTba — 4ieHa
EBpazwuiickoro
HSKOHOMHYECKOTO
COI03a, 3aBEPEHHBIE B
YCTAHOBJIEHHOM
NOPSIIKE KOTTHH
JNEHCTBYIOIIHX
JIOKYMEHTOB,
MOATBEPIKIAIOLINX
COOTBETCTBHE
IPOU3BOIUTEISI
TpeOOBaHHAM
HaJIexaleH
MIPOU3BOJICTBEHHOM
NPAKTHKH, BEITAHHEIE
YIIOJTHOMOYEHHBIMH
OopraHamu CTpaHbl
(cTpaH), B KOTOpOH
pacnoJioxKeHa
MIPOU3BOJCTBEHHAS
[IOIIAIKA
(NpOM3BOACTBEHHEIC
IUTOIIAIKH Ha Pa3HbIX
aTanax IMpou3BOJCTRA),
U (UJTH) UHBIM
YIIOJTHOMOYEHHBIM
OpraHom

1.6.2

KOITHH JEHCTBYIOUIETO
pas3peleHus
(ureH3um) Ha
IIPOU3BOJICTBO
(BKJIIOYAS TIPUIIOYKEHHS
K HEMY ), BBIJIAHHOTO
YIIOTTHOMOYEHHbBIM
OpPraHoM CTpaHhl,

B KOTOpPOi1
pacIioyioKeHa
IIPON3BO/ICTBEHHAS
IUI0IIAIKa
(poOu3BOJICTBEHHBIE
IUTOIIA/IKH HA Pa3HBIX
ATaIax MPoOU3BOJICTRA)

1.6

04003

04004

1.6.3

KOITHH OTYETOB
HHCIICKITHH
IIPOU3BOJICTBEHHON

1.6

04005

04006




9

Kox
CTPYKTYp-
HOT'O
aIeMeHTa

Haumenosanue
CTPYKTYPHOI'O 2JIEMEHTA

Ko
BBIIIECTOSIIIIETO
pasnena

[Ipu3Hax
BO3MOYKHOCTH
IIpe/ICTaRIeHHs
JOKYMEHTOB

Kox suma
MIPEACTABISAEMO-
TO JIOKYMEHTa

TJIONIAIKH
(IPOU3BOICTBEHHBIX
TUIOMIAIOK HA Pa3HBIX
sTanax npou3BOJICTRA)
Ha COOTBETCTBHE
HajJIexaren
[IPOHM3BOJCTBEHHOI
MIPaKTHKH,
MIPOBEICHHOM
(TIpOBEIEHHEIX )
YIIOJTHOMOYEHHBIM
OpraHOM CTpaHBbI-
[IPOU3BO/TATEITS WITH
HHBIM
YIIOJTHOMOYECHHBIM
OpPraHOM B TEUEHHE
MOCJICIHUX 3 JIET C JaThl
MoIauH 3asgBICHHS (C
[JIAHOM H OTYETOM
KOPPEKTHPYIOLIHX 1
NpeayIPeK IaroITiX
nciictuit (CAPA)
MOCJIE HHCIIEKITUH)

04007

1.6.4

KOITHST KOHTPaKTa
(moroBopa) MeKIY
Jiepikaresem
PErUCTPALIUOHHOTO
YIOCTOBEPCHHS H
IPOU3BOJIUTENEM 110
BoTIpocaM coOFOICHMS
TpeboBanmit
HajJIexkanien
[POU3BO/ICTBEHHOMH
MPAKTHKH

1.6

04008

1.6.5

KOITHsI KOHTpaKkTa
(moroBopa) MeKIY
KOHTPAKTHOH
IIPOU3BOICTBEHHOU
IIOMAAKOH |
MIPOU3BO/TUTEIIEM TI0
BOIIPOCaM COOITIONECHHS
TpeOoBanui
HajyJiexaien
MIPOM3BOICTBEHHOHN
NPaKTHKH

1.6

04009




10

Kon HaumenoBanue Kon [Ipu3nak o .
BH,
CTPYKTYP- | CTPYKTYPHOTO 3JIEMEHTA | BBIIECTOSIIETO | BO3MOXKHOCTH !
IIpeJICTaBIIIEMO-
HOT'O paszznena [Ipe/ICTaBJICHUSI
ro JOKyMEHTa

3JIEMEHTa JIOKYMEHTOB
1.6.6 CBEJICHMS O JTIOOBIX 1.6 04010

PeryJjsiTOpHBIX Mepax,
TIPUHSITHIX
YIIOJJTHOMOYEHHBIM
OpraHom,
OCYIIECTBIISIBIIIEM
HMHCIIEKTHPOBAHHE B
TeYeHHE MOCISIHIX

3 JIeT 1o pe3yibraram
WHCTICKITHH (C JaThI
[10J1a4 M 3asiBICHHS)

B OTHOIIIECHHUH
3asiBJICHHOM
MIPOXU3BOICTBEHHOH
TITOIIAIKH




11

Kon
CTPYKTYp-
HOT'O
3JIEMEHTAa

Haunmenosanue
CTPYKTYPHOI'O JIEMEHTA

Kon
BBILIECTOSIUIETO
pazaena

[Tpu3nak
BO3MOKHOCTH
MIpeICTaBIICHHUs
JIOKYMEHTOR

Kon Buma
IpeacTaBIsIEMO-
T'O JIOKyMEHTa

167

MTUCBEMO
YIIOJIHOMOYEHHOTO JIULA
110 KA4eCTBY O
COOTBETCTBHH YCJIOBUH
[IPOM3BOJCTBA
3asIBJICHHOTO HA
PETHCTPALIUIO
JIEKapCTBEHHOTO
npenapara
tpeboBanuam [Ipasun
HajuIeKalen
[IPOU3BOICTBEHHOM
IIPAKTHKH
Erpasniickoro
SKOHOMHYECKOTO
COKO34a, B TOM YHCJIE

B OTHOILICHUHU
HCXOJIHBIX MaTeprasoB
JUTH KaXKII0H
[IPOU3BOACTBEHHON
IITOIIATKH,
HCIIONIB3YEeMOi B
rpouecce Npou3BoCTBa
JIEKAPCTBEHHOI'O
npernapara i akTUBHOM
thapmaiieBTHUECKOH
cyOcTaHI|K, BKIIFOYast
IJIOIIA/IKH, HA KOTOPBIX
OCYILECTBIISIOTCS
KOHTpPOJIb KauecTBa
KOHTPOJIb B ITpoliecce
IIPOU3BOJCTBA

1.6

04011

1.6.8

CBEJICHUS O
peKIamManmsx

B OTHOIICHUH KauecTBa
JeKAPCTBEHHBIX
[penaparos,
IIPOM3BEICHHBIX Ha
IPOU3BOJICTBEHHOM
ILUIOIIAIKE 3asIBIIIEMOTO
K perucTparnmu
JIEKaPCTBEHHOTO
npemnapara, 3a
rnocneanue 3 roja

1.6

04012

04013
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Kon
CTPYKTYp-
HOIo
DJIIEMCHTA

Haumenosanue
CTPYKTYPHOI'O dJIEMEHTA

BBINCCTOAIICTO

Kon

pazaena

[IpuzHax
BO3MOXKHOCTH
IIPeNCTaBIICHHUS
JIOKYMEHTOB

Kon suma
HpeCcTaBIsIEMO-
ro IOKyMeHTa

1.5.9

coryace Ha
IIPOBEJIEHHE
dapmaneBTHYECKOH
MHCIIEKLIUY HA
COOTBETCTBHE
TpeboBaHUAM
MEXKYHAPOAHBIX
JIOTOBOPOB U aKTOB,
COCTABJISIOLIUX IIPABO
Coro3a

1.6

04014

1.6.10

3aBepeHHasl 3asBUTEIIEM
KOITHSI OCHOBHOI'O JIOChE
(Mmacrep-daiina)
ITPOM3BO/ICTBEHHOH
IUIOIIAIKH
(MpOM3BOACTBEHHBIX
JIOTIA/I0K)

1.6

04015

1.6.11

cXeMa JTaroB
IPOU3BO/ICTBA

C yKa3aHHeM BceX
IIPOU3BO/ICTBEHHBIX
IIJIOIIAJI0K,
3a/1efCTBOBAHHBIX

B IIpo1ecce
IIPOU3BOICTBA
JIEKapCTBEHHOTO
npenapara 1 akTHBHOH
(hapMaleBTHUECKOH
cyOCTaHIuy, BKIIIOYast
BBIIYCKAIOIIH I
KOHTPOJIb KauecTBa

1.6

04016

L7

HHpOpMAIIH O
CIIELHAIIUCTAX

1.7.1

uHpopMmanus (kpaTkoe
pe3roMe) o
CIICIITHAJIUCTE,
[IOJATOTOBUBLIEM
pes3roMe 110 KadecTBY

1.7

05001
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Kon HaumeHnopanme Kon [Ipuznax Ko suna
CTPYKTYpP- | CTPYKTYPHOTO 3JIEMEHTA | BLIIMIECTOSIIET0 | BO3MOMKHOCTH A EEH
IIPEICTaBIISIEMO-
HOTO paszena IpeICTaBIICHHUS
ro JIOKyMEeHTa
DJIEMEHTa JIOKYMEHTOR
1.72 uHpopmanus (kparkoe |1.7 05002
pesioMme) o
CIEeIHAITICTE,
TIOITOTOBHBILIEM
pestomMe
TOKJIMHUYECKHX
Ucclie/I0BaHu i
1.7.3 uHpopmanus (kparkoe | 1.7 05003
pesrome) o
CcIIeLHaHCTe,
II0JIFOTOBHBLIEM
pe3ioMe KITMHUYECKUX
HCCIIeIOBAHUH
1.8 crerupuIecKue 1 0
TpeOoBaHus AJIs
Pa3HYHBIX THITOB
3asBIIEHHI
1.8.1 MACHEMO JIE€PXKATENS 1.8 01015
PETUCTPAIIHOHHOTO
YIOCTOBEPEHHUS O
JIOTIOTHATETHHOM
TOPTOBOM
HAaHMEHOBAHHH
JIEKApCTBEHHOTO
Ipernapara
1.8.2 JMIOKYMEHTBHI 10 1.8 04017
KITHHUYECKHM
HCCIIEI0BAHMSIM 04018
04019
04020
04021
04022
04023
04024
1.8.3 TabJIMIA C TepeyHeM 1.8 04025

KJIMHHYECKHX
HCCIeTOBaHUH
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Kon
CTPYKTYPp-
HOT'O
DIEMEHTA

HaumenoBanue
CTPYKTYPHOT'O 3JIEMEHTA

Kon
BBILIIECTOSIIIETO
paznena

[Ipu3nax
BO3MOXHOCTH
IpeJICTaBJICHHUS
JIOKYMEHTOB

Kon Buma
IPECTaBIISIEMO-
ro JJOKyMeHTa

1.8.4

MTUCHMO JIepIKaTes
PErUCTPALIMOHHOTO
YAOCTOBEPEHHUSL O
COOTBETCTBHH
KIIMHAYECKHX
HMCCIEI0BAHUA
3a4BIICHHOTO Ha
PETHCTPALMIO
JIEKAPCTBEHHOTO
npenapara
TpeboBanusam [Ipasui
HajUIexalen
KJIMHUYECKOH NPaKTUKU
EBpasuiickoro
9KOHOMHYECKOT'O COK3a

1.8

01014

1.5

JIOKYMEHTBI 3asBUTEISI
00 oIleHKe
MOTECHIHAILHOH
OITACHOCTH JUIsI
OKpY>Karoleil cpelibl

1.9:1

NUCHMO 3aSBUTENS O
TOM, 4YTO
JIeKapCTBEHHBIE
IpenapaTsl CoAepKaT
TeHETHYECKH

MO HUIIHPOBAHHBIE
OpraHu3Mbl WK
TIOJIy9€HBI U3 HUX

06001

06002

1.10

uH(pOopMaIus
OTHOCHTEJIBHO
(bapmakoHaazopa
3asBUTEINS B
rOCYIapCTBE — WICHE
Egpazuiickoro
IKOHOMHMYECKOTO COK3a
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Kon
CTPYKTYP-
HOTO
JIIEMEHTA

Haumenosanue
CTPYKTYPHOTO 3JIEMEHTA

Kon

BBIIDECTOAIIETO

pasnena

[Ipusnax
BO3MOXHOCTH
NPE/ICTABIECHHUS
JIOKYMEHTOB

Kon suma
MPEJICTABISIEMO-
ro J0KyMEHTa

1.10.1

MacTep-(haii cucTeMBI
dbapmakonamzopa
JlepKaTesst
PETHCTPAIFIOHHOTO
YJIOCTOBEPEHHUS

B COOTBETCTBHH C
[IpaBunamu
HaJIJIeKALIEH MPAKTHKH
dapmakoHamzopa
EBpa3suiickoro
IKOHOMHYECKOTO
cO103a,
YTBEPIKIEHHBIMH
Pemenunem Cogera
Egpazuiickoi
IKOHOMHYECKOH
KOMHCCHH OT 3 HOA0ps
2016 r. Ne 87, unn
KpaTkast
XapaKTEePHCTHKA
CHCTEMEI
(papmaxonazopa
JlepyKaresst
PErHCTPAIIHOHHOTO
YIIOCTOBEPEHHS

1.10

07001

07002

1.10.2

[UCbMEHHOE
MIOJITBEPIKICHHE TOTO,
41O JIepKaTelh
PEruCTParMOHHOTO
YIOCTOBEPCHHS HMECT B
CBOEM PaCIOPSDKEHHH
KBATH(QHULIUPOBAHHOE
JTUIIO, OTBETCTBEHHOE 32
hapmakonamzop Ha
TEPPUTOPHHU
rocyjiapcTra — ujieHa
EBpasuiickoro
9KOHOMHMYECKOI'O COK3a

1.10

07003
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Kon
CTPYKTYp-
HOTO
aJleMeHTa

HaumenoBanue
CTPYKTYPHOTO 3JIEMEHTA

Kon
BBILIECTOSMILIETO
pazjiena

[Ipuznax
BO3MOXHOCTH
[IPEACTaBICHUS
IOKYMEHTOB

Koa Buna
[IpEeICTaBIISIEMO-
ro IOKyMEHTa

1.10.3

IIJIaH YIIPaBIECHHUS
pHCKaMH Ha
JIEKapCTBEHHBIH
npernapar, 3asBIseMblil
Ha PErucTparuo

B COOTBETCTBHH C
Tpebosanusmu IIparun
HaJyIeXalleHd IPakTHKI
thapmakonazopa
Erpazuiickoro
IKOHOMHYECKOTO
C0103a, YTBEPIKICHHBIX
Pemenunem Cosera
Egpasuitckoi
IKOHOMHUYECKOU
KOMMCCHH OT 3 HOSOps
2016 1. Ne 87

1.10

07004

1.10.4

JIOKYMEHTHI,
3aBepeHHbIE
HaJIe)KAIIuM 00pa3oM,
MIOTBEPIKTAIONIHE
HaJlH4ue
B3aUMOJIEHCTBUS,
00eCcITeYrHBarOIIETO
HaJIJIexalee
BBITIOJIHEHHE
HECKOJIbKHUMH
FOPHJIMUECKUMHE JTHIIAMHE
BCceX 00s3anHoCTEH
JiepKaress
PETUCTPAIHOHHOTO
YIOCTOBEPCHHS

1.10

07005

1.1

KONIHH JOKYMCHTOB,
MOATBEPIKIAIONTHX
pETUCTPAIIHIO
TOBApPHOTO 3HaKa

08001

pestoMe 00IIero
TEXHUYECKOT0
JIOKyMEHTa

2.1

COﬂep){(aHHE
MomayneH 2 — 5

25002

2.2

Beenenue B OT]1

09001
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Kon
CTPYKTYp-
HOTO
9IIEMEHTA

Hanmenorauue
CTPYKTYPHOTO dJIeMeHTA

Kon
BBILIECTOSIIETO
pasnena

[Ipu3nax
BO3MOXKHOCTH
TIpeJICTaBIIEHHS
JOKYMEHTOB

Kon Buna
TIpEJICTABIISIEMO-
ro JJOKyMEeHTa

2.3

o01iee pe3roMe 1o
Ka4yecTBY

09002

2.5

o011Iee omucanne
AKTHBHOMH
apmarieBTHUecKOi
cyOcTaHIHH

2.3

09003

2.3:8:1

pestome o0Ieit
uHdopManun
OTHOCHTEJILHO
HCXOJHBIX MAaTePHAIIOB
H CBIPbs

2.3.5

09004

23.8.2

o01ree onucanue
poliecca IPorU3B0JICTRA
ADC

238

09005

2383

o011ee onrcanue
xapaktepuctuk ADC

2.3.8

09006

2354

ofllee onucanue

KOHTPOJISL KauecTBa
ADC

Zal

09007

2.3.8.8

o01Lee OTTHCcanne
CTaH/IapTHBIX 00pazoB
HITH MaTepHaHBI

2.3.8

09008

2.3.8.6

od1ree onmcanue
CHCTEMBI YITAKOBKH
(YKyIOpKH), HO
COJIEPIKHUT 00IIIHE
OIHCaHUS

2.3.8

09009

2.3.8.7

o011ee onucaHue
CTAOUIBLHOCTH

2.3.8

09010

2.3.P

ob1ee onucanue
JEKapCTBEHHOTO
mpernapara

23

09011

23.P.1

o011Iee omucanme u
COCTAB JIEKAPCTBEHHOTO
npemnapara

2.3.P

09012

2.3.P.2

obmiee omucanue
(apmarieBTHYECKOH
pa3paboTKH

23:P

09013
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Kon
CTPYKTYp-
HOTO
AJIEMEHTA

Haumenonanue
CTPYKTYPHOI'O 3JIeMEHTa

Kox
BBIIHCCTOALIETO
pazznena

[Ipuznax
BO3MOXHOCTH
peCTaBICHUS
JOKYMEHTOB

Kon sBuma
[IpeCTaBISIEMO-
ro JOKYMEHTA

2.5.P.3

o0lee onucaHue
npolecca Mpou3Bo/1cTBa
JIEKapCTBEHHOTO
npenapara

2.3.F

09014

23P4

o011ee onucanue
KOHTPOJIS KauecTBa
BCIIOMOTI'aTEJIBHBIX
BEIECTB

2.3.F

09015

23.P5

of1ee onucaHue
KOHTPOJISI KauecTBa
JIEKAPCTBEHHOTO
npernapara

2.3.F

09016

23 P0

o011ee onMcanme
CTaHJAPTHBIX 00pa3IloB
U MaTepuasIoB

250

09017

2.3.P.7

oblee onucanue
CHUCTEMEI yHaKOBI{H

(YKyTopKH)

2 3P

09018

2.3.P.8

ofiee onucanue
CcTabHIBHOCTH
JIEKapCTBEHHOTO
npemnapara

23y

09019

2.3.A

0030p ITOTONTHHUTETBEHOMH
uHpopMAaIH

23

09020

2.3:4:1

o0lee onMcaHue
MIPOM3BOJICTBEHHBIX
IOMEUICHHH H
obopyoBanus

2.3.A

09021

23.A2

pe3roMe OIeHKH
Oe3zomacHOCTH
OTHOCHUTCIIBHO
IIOCTOPOHHHUX areHTOB

23.A

09022

2.3.A3

on;ee OIMHCaHHUEC HOBBIX
BCrioMorarejibHbIX
BCIICCTB

4.3.A

09023

23.A3.1

KpaTKue CBEICHHUS O
BCIIOMOTATENBEHBIX
BEIECTBAX
(BOCCTaHOBHTESX,
pPacTBOPHUTEIISIX,
pa3baBUTENAX ,
HOCHTEJISIX)

23.A3

09025
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Kox
CTPYKTYp-
HOT'O
aJIeMeHTa

Hanmenoanue
CTPYKTYPHOTO 3JIEMEHTA

Kon
BEBIIIIECTOALLECTO
paznena

ITpu3znak
BO3MOXHOCTH
[PEICTAaBICHUS
JIOKYMEHTOB

Kox Buma
MPEICTaBIISIEMO-
ro JOKYMEHTa

2.8.4.3.2

KpaTkoe OIHCaHuE H
cocTas
BCIIOMOTATEJIEHOIO
BEIIECTRA
(BOocCTaHOBHTEIIS,
pacTBOpPHTEIIA,
pas3baBuTeNs, HOCHTEJIs)

2.3.A.3

09026

23.A.3.3

KpaTKoe OIHcanue
(hapmaneBTHYeCKOM
paspaboTku
BCIIOMOTaTeIbHOI0
BeIleCTRa
(BOCCTAaHOBHTEJIS,
PacTBOPHTEIL,
pa3baBUTeNs, HOCUTEJIs)

2.5.A.3

09027

23.A34

KPaTKOEe OMHCAHHE
Iporecea MPoUu3BOJICTBA
BCIIOMOTaTebHOTO
BEIIECTBA
(BoccTaHOBHTEIIS,
pacTBOpUTEIS,
pazbaBuTelIsl, HOCHTEJIS )

2.3.A.3

09028

23.A35

COCTaB Ha CepPHIO0
(Ipou3BOICTBEHHAS
penenTypa)
BOCCTAHOBHTEIIS,
pacTBOPUTEIIS,
pa30aBuTENIS, HOCHTES

2355

09032

2.3.A3.6

KPATKOE OIUCAHHE
KOHTPOJISI KauecTBa
BCIIOMOTATEJIFHOTO
BEIIECTBa
(BOCCTAHOBHTEIS,
PacTBOPHUTEI,
paszbaBHTENIS, HOCHUTEJISI)

L3 A3

09029

2.3.A3.7

MUKPOOHOJIOTHYECKHE
XapaKTEPUCTUKH
BOCCTAHOBHTEIIS,
pacTBOpHTEJIS,
pa30baBuTesns, HOCHTES

2.3.A3

09033
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Kon
CTPYKTYp-
HOTO
JJIeMeHTa

HanmenoBanue
CTPYKTYPHOTO 3JIEMEHTA

Kopn
BBIIIECTOSIIETO
pasnena

[Ipuznax
BO3MOKHOCTH
IIpeCTaBIICHHUS
JIOKYMEHTORB

Kon Buna
IIPEICTABIIAEMO-
ro J0OKyMEHTa

23.A3.8

KpaTKoe OIMCcaHue
CHUCTEMBI YIIAKOBKH
(YKymopku) juist
BCIIOMOTATENIbHOTO
BEIIIECTBA
(BoccTaHOBHTETIS,
PacTBOPHUTEIIS,
pa30aBuTeNs, HOCHTEIS)

2.3.A.3

09030

2.3.A.3.9

KpaTKoe ornucanue
CTaOMIIBHOCTH
BCIIOMOTATETBHOTO
BEIIeCTBa
(BoccTanoBHTENS,
pacTBOpHUTENH,
pazbaBUTENs, HOCHTEIS)

2:3:A:3

09031

2.3.A3.10

CBEJIEHHS O
COBMECTHUMOCTH
BOCCTAHOBUTEJIS,
pacTBOPHUTEIS,
pa3z0aBUTENs, HOCHTEIIS

2.3.A.3

09034

23R

pe3roMe PErHOHaAIBHOMN
nH(pOpMaITHH

2.3

09024

2.4

0030p TOKITHHAUIECKHX
JIaHHBIX

10001

2.3

0030p KIIMHUYECKHX
TAHHBIX

11001

2.6

pe3rome
JOKJIIHHHUYECKHX
HCcIeJoBaHNui

2.0.1

Brenenne

2.6

10008

2.6.2

pe3rome
(hapmMaKoIorHYecKux
HCClIeIOBaHIH B
TEKCTOBOM (hopMare

2.6

10002

2.6.3

pesioMe
dapmaronornueckux
HCCJIeJOBaHUI B BHIE
TabIuII

2.6

10003

2.6.4

pe3rome
(apMaKOKHHETHIECKUX
HCCIICIOBAHHH B
TEKCTOBOM (hopmaTe

2.6

10004




21

Kon
CTPYKTYp-
HOT'O
3JIEMEHTA

HaumeHoBanue
CTPYKTYPHOTO 3JIeMEHTA

Kon
BBIIIECTOSAIIIETO
paszena

[Tpuznax
BO3MOYKHOCTH
npecTaBIeHUs
JOKYMEHTOB

Kom suma
MIPEACTABIIAEMO-
r'o JIOKYMEHTA

2.6.5

pestoMe
(hapMaKOKHHETHUCCKHX
HCCIeIoBaHtil B BUIE
TaOIHII

2.6

10005

2.6.6

pesiomMe
TOKCHKOJIOTHYECKHX
HCCIICIOBAHHH B
TEKCTOBOM (popmare

2.6

10006

2.6.7

pestoMe
TOKCHKOJIOIHYECKHX
HCCIeIOBAHHM B BHIE
TaOJIHLL

2.6

10007

2.7

pe3ioMe KIUHHYCCKUX
HecleN0BaHuH

2.7:1

pesrome
OuodapMaleBTHYECKUX
HCCIe 0Banui 1
CBSA3AHHBIX C HUMH
AHAJTIATHYECKHUX
METOIOB

2.7

11002

2.7.2

pE3IOME HCCIIEI0BAHM I
0 KJIMHWYECKOH
hapMakoIorum

2ei

11003

XT3

pe3tome 1o
KIIMHHYICCKOH
3 (PEeKTHBHOCTH

2.7

11004

2.74

pesrome 110
KIHHHYECKOH
OezomacHoCTH

2.7

11005

23

KOIIMH HCIIOJIB30BaHHBIX
JUTEePATYPHBIX
HUCTOYHUKOB

P

11006

2.7.6

KpaTKuii 0030p
WHIUBHYATBHBIX
HCCIIeIOBAHNI

&7

11007

Ka4ueCTBO

2.1

COACPHKAHHUE MOIYJIISL 3

25003

B2

OCHOBHEIC CBCACHHSA
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Kon
CTPYKTYpP-
HOT'O
3JIeMeHTa

Hanmenosanue
CTPYKTYPHOTO 2JIEMEHTA

Konm
BBIIIIECTOAIIETO
paznena

[pu3nax
BO3MOYHOCTH
peICTaBICHUS
JIOKYMEHTOB

Ko Buma
IPEICTABIISIEMO-
ro JOKyMEHTa

3.2.8

aKTHBHAA
(dhapmareBTHYECKAs
cyocranuus (ADC), st
JIeKapCTBEHHBIX
MIpenaparos,
COJIEPIKAIINX HECKOJIBKO
AKTHBHBIX
(meHCTRYIOMHX )
BEIIECTB, HH(POPMAIHS
IIPEICTABISIETCS B
TTOJTHOM 00BeMe
OTHOCHTEJIEHO KaXKI0I0
H3 HUX

32

3.28.1

obast uHdopmanus
OTHOCHTEJIBHO
HCXOJHBIX MaTepUaNOB
U CHIPbSI

325

3:2.8.1:1

HHPOpMALIHS O
HanMeHoBaHHH ADC

3.2.5;1

12001

3.2.8.1.2

crpykrypa ADC

3.2.8.1

12002

3.2.8.1.3

obmume csotictea ADC

3,2.8:1

12003

3.2.5.2

IPOLECC MPOU3BOJICTBA
ADC

328

3.2.8.2.1

IMPOU3BOOUTECIL

3.2.8.2

12004

3.2.8.2.2

orucanue
IIPOU3BOICTBEHHOIO
mporiecca U ero
KOHTPOJIS

3.2.5.2

12005

3.2.8.2.3

KOHTPOJIE HCXOJTHBIX
MaTepHualioB

3.2.5.2

12006

3.2.8.2.4

KOHTPOJIb KPHTHYECKHX
cTaguy u
TIPOMEKYTOUHON
IPOAYKIIHH

3.2.8.2

12007

8.28:2.5

BaJIAJ1aII s
IPOU3BOACTBEHHOTO
nporecca M (UIIH) ero
OIlEHKAa

3.2.52

12008

12009




23

Kox Haunmenosanue Kon [Tpuznak K
CTPYKTYP- | CTPYKTYPHOTO 3JIEMEHTA | BLIIICCTOSIIEIO BO3MOJKHOCTH OA BiLIA
IPE/ICTABIACMO-
HOTO pazjiena IIPeICTaBICHHS
ro JOKyMEHTA

aIeMeHTA TOKYMEHTOR

3.2.5.2.6 |pa3zpaborka 3252 12010
IIPOU3BOACTBEHHOTO
nporecca

3283 OIHCAHUE 3:.2.8 0
xapaktepuctuk ADC

3.2.5.3.1 |moaTBepKIaCHHE 3283 12011
CTPYKTYPBI U IPYTHX
XapaKTEPUCTHK

3.2.8.3.2 |npumecu 3.2.8.3 12012

3.2.54 KOHTPOJIb KaueCcTBa 3.2.8 0
ADC

3.2.54.1 |cnemudukarus ADC 3.2.54 12013

3.2.5.4.2 |a"HanuTHYECKHE 3284 12014
METOIHKH

3.2.8.4.3 |Banumamus 3.2.54 12015
AHAITUTHYECKUX
METOTUK

3.2.8.4.4 |ananussl cepuii 3.2.54 12016
(pe3yabTaThl aHAIN3a
cepuii)

3.2.54.5 |obocHOBaHME 3254 12017
cnenudukamm

3285 cTaHJapTHbIE 00pazusl | 3.2.S 12018
HJIH MaTEPUATIEI

3.2.8.6 CHCTEMa YIIaKOBKH 328 12019
(yxynopxn)

3.2.8.7 CTa0HIBHOCTE 3.2.8 0

3.2.8.7.1 |pe3tomMe UCTIBITAHUM 3287 12020
cTadUIBHOCTH |
3aKITIOYEHHE O 12021
CTAdOMITBHOCTH

3.2.8.7.2 |nporpamma 3287 12022
MOCTPETUCTPAITHOHHEBIX
HCITBITAH M 12023
cTa0HIIBHOCTH U
00s13aTEILCTRA
OTHOCHTEIBHO

CTAOMIILHOCTH
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Kon Haumenosanue Kon Ipusnax Ko
CTPYKTYP- | CTPYKTYPHOTO DJIEMEHTA | BBILIECTOSIIETO BO3MOIKHOCTH A BHIA
MpeJICTABISIEMO-
HOT'O paznena MIPeJICTABIICHHUS
ro JOKyMEHTa

nJIeMEHTA JTOKYMEHTOB

3.2.8.7.3 | maunble ACIBITAHHH 3257 12024
CcTabDUIBHOCTH

3.2.P JIEKapCTBEHHbIH 3.2 0
npernapar

3.2.P.1 OIHCaHWe ¥ COCTaB 3.2.P 13001
JIEKapCTBEHHOTO
npenapara

34 P2 (hapmaneBTHYeCKast 32.P 13002
pazpaboTka

3.2.P.2.1 KOMIIOHEHTBI 32.P.2 13003
JEKapCTBEHHOTO
nmpemnapara

3.2.P.2.1.1 |akTuBHAS 32P2.1 13004
(dapmanesTHyecKas
cyOcTaHImst

3.2.P.2.1.2 | BcrioMoraressHbIe 32.P.2.1 13005
BEILECTBA

3.2P.2.2 |neKkapCTBEHHBIH 32.P2 13006
npemnapar

3.2.P.2.2.1 |pazpaboTka 3.2.Pud 2 13007
JIEKapCTBEHHOI (hopMBI

3.2.P.2.2.2 | npou3BOACTBEHHEIC 3.2.P2.2 13008
H30LITKH

3.2.P.2.2.3 | puzuko-xumuyeckue u |3.2.P.2.2 13009
OHOJIOTHYECKHE
CBOHCTBa

3.2.P23 |paspaborka 3.2.P2 13010
MIPOU3BOACTBECHHOIO
nporecca

3.2.P.24 |cucrema ynmakoBku ol 13011
(yKynopkm)

3.2.P.2.5 |mukpobuonoruyeckune |3.2.P.2 13012
XapaKTEPHCTHKH

3.2.P.2.6 |coBMECTHMOCTH 32.P2 13013

F2R3 nporece npouspojcTea |3.2.P
JIEKAPCTBEHHOTO
Ipernapara

3.2.P.3.1 |mpowm3BoaMTe M 323 13014
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Kon
CTPYKTYP-
HOTO
aJIeMEHTa

Hanmenosauue
CTPYKTYPHOTO DJIEMEHTA

Kon
BBINIECTOALIECTO
pazjena

[Ipu3nak
BO3MOYKHOCTH
npeacTraBjieHuA
JIOKYMEHTOB

Ko suna
[pe/ICTaBIIIEMO-
ro JOKyMeHTa

3.2.P.3.2

COCTaB Ha CEPHIO
(TpoM3BOACTBEHHAS
perenTypa)

32P3

13015

3.2.P.3.3

OMMHCaHue
IPOU3BOACTBEHHOTO
nmpouecca u €ro
KOHTPOJIA

3.2.P3

13016

32P34

KOHTPOJIb KPUTHUECKHUX
cTajiui u
IPOMEKYTOUHOMN
NIPOAYKLIUH

3.4.P3

13017

32.P3.5

BaJIM/IALIHs
IIPOM3BOICTBEHHOIO
nporiecca u (MIH) ero
OLIEHKA

32P3

13018

13019

32.P4

KOHTPOJIb Ka4eCTBA
BCIIOMOTI'aTCJIIBHBIX
BCIIICCTB

3.2.P

3.2.P4.1

crenu(pUKAIIH

32.P4

13020

32042

AHAJIIUTHYECKHE
METOJHKH

32.P4

13021

32.P43

BaJlllJallus
AHAJTHTHYECKHX
MCTOOHK

32.P4

13022

3.2P4.4

o0ocHOBaHHE
crienupuKarii

3.2.P4

13023

3.2.P4.5

BCIIOMOTI'aTClIbHLIC
BEHICCTBa
YCJIOBCYECKOTO H
JKHUBOTHOT'O
MTPOUCXOKACHU A

32.P4

13024

3.2.P.4.6

HOBBIE
BCITOMOT'aTEJILHBIC
BELECTBa

32.P4

13025

32P5

KOHTPOJIb KAUeCTBa
JIEKAPCTBEHHOTO
npenapara

52.F

3.2.P.45.1

crenupuKaui

32.P.5

13026
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Kon
CTPYKTYDp-
HOTO
BJIEMEHTA

Haumenosanue
CTPYKTYPHOTO JIEMEHTa

Kon
BBIIIIECTOSIIEr O
paznena

[IpuzHax
BO3MOKHOCTH
IpeaACTaBICHUS
JIOKYMEHTOB

Kon Buma
IpEICTaBIAEMO-
ro JIOKyMeHTa

3.2.B82

aHaITHTHYECKHE
MeTtouku. [Ipoexr
HOPMaTUBHOTO
JIOKYMEHTA 110 Ka4eCTRY,
TTOTOTOBJICHHBIH

B COOTBETCTBHH C
Pemenuem Komneruu
EBpaszuiickoi
SKOHOMHYECKOH
KOMHCCHH

ot 7 centsibpst 2018 1.
Ne 151

3.2P5

13027

3.2,P.53

BaJHIAIHS
AHAJIUTHYECKUX
METOIHK

3.2:P.3

13029

32P54

PE3yNbTAThl aHATH3A
cepuit

32P.5

13030

3.2.P.5.5

XapaKTEPUCTHKA
npuMeceit

3.2.P.35

13031

3.2.P.3.6

0D0CHOBAHHS
crenugpuKaIuii

il

13032

3.2.P.6

CTaHJapTHBIC 00Pa3IbI
H MaTepHaIbl

32.P

13033

3.2.P.7

cHCTEMA YITAaKOBKH
(YKyIIOpKH)

13034

3.2.P.8

CcTaOHIIBHOCTD
JIeKapCTBEHHOTO
mperapara

32.P

3.2.P.8.1

pe3OMe HCIIBITAaH U
CTaOMIIBHOCTH H
J3aKJIKDYEHHE O
CcTabUIBHOCTH

32P8

13035

13036

32.P82

Iporpamma
HOCTPErUCTPAIMOHHBIX
HCITBITAH A
CTaOHILHOCTH U
00s3arenscTBa
OTHOCHTEJIBEHO
H3YUCHHUS
CTaOHIIBHOCTH

3.2.P.8

13037

3.2.P83

IMAHHLIE HCIILITAITHE
CTadMIBLHOCTH

3.2.P.8

13038
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Kon
CTPYKTYp-
HOT'0
3JIeMEHTa

HanmeHnoBanue
CTPYKTYPHOTO BJIEMEHTA

Kon
BRITIECTOSIIETO
pazmena

I Ipuznax
BO3MOYKHOCTH
IIPEJICTABICHUS
JIOKYMEHTOB

Kon Buna
NPEICTaBIIAEMO-
ro JOKYMEHTa

324

JIOTIOJTHEHUS

3.2

3.2.A.1

IIPOU3BOJICTBEHHBIC
IOMEIIEHUS U
obopyoBanue

3.2.A

13040

3.2:A.2

oreHKa 0e30MacHOCTH
OTHOCHTEJIBHO
ITOCTOPOHHHX arc¢HTOB

32.A

13041

3.2.A3

HOBELIE
BCIIOMOTaTebHbIE
BEIlleCTBa
(BoccTanoBHTEIH,
PacTBOPUTEIH,
pazbasuTeny,
HOCHTEJIH )

3.2.A

13042

3.2.A.3.1

CBEJIEHHUS O
BCIIOMOTaTeIbHBIX
BEIIeCcTRax
(BOCCTAHOBHUTEJISIX,
pPacTBOPUTENSX,
paz0aBUTEIISX,
HOCHTEISX)

32.A3

13044

13050

3.2.8:.3.2

OINHCaHHE U COCTAB
BCIIOMOTaTeIBHOIO
BEIIeCTRA
(BOCCTaHOBUTES,
pacTBOpUTEIS,
pazbaBuTelsi, HOCHTELS)

2R3

13045

13047

3.2.A.3.3

(papmareBTHIECKAs
paspaboTka
BCIIOMOTATENILHOTO
BEIIEeCTBA
(BOocCTAaHOBHTEIIS,
PACTBOPUTEILS,
pa3baBuTeNIs, HOCHTEJIS)

3.2.A3

13046
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Kon Hanmenosanue Kon ITpusnak Ko &
CTPYKTYP- | CTPYKTYPHOT'O 3JIEMEHTa | BBIMIECTOALIETO | BO3MOKHOCTH SPBERR
IIPEICTABISIEMO-
HOT'O paszzena IIpeJICTaBICHUSI
ro JOKyMeHTa
JJIeMEeHTa JIOKYMEHTORB
3.2.A3.4 |mpouecc nmpoussojcrea |3.2.A.3 13048
BCIIOMOTATEEHOTO
BEILIECTBA 13049
(BoCCTaHOBUTEIS,
pacTBOPHUTETS, 13051
pasbaBuTesisi, HOCHTEJISI)
13053
13054
13055
13056
13057
3.2.A.3.5 |cocTaB Ha CEPHIO 3.2.A3 13067
(mpou3BOACTBEHHAS
peLentypa)
BOCCTAHOBHUTE,
pacTBOpUTENS,
pa3daBuTes, HOCUTEIs
3.2.A.3.6 |KOHTpOJIb KauyecTRa 3.2.A3 13058
BCIIOMOIaTeJIbHOI'O
BEILIECTBA 13059
(BoccTaHOBUTENS,
PacTBOPHUTEIL, 13060
pa30aBuTeNIs, HOCHTEJISI)
13061
13062
13063
130064
3.2.A.3.7 |mukpobuomornueckue |3.2.A.3 13052
XapaKTePHCTHKH
BOCCTaHOBUTEJIS,
pacTBOPUTEII,

pazdaBHTENs, HOCUTES
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Kot
CTPYKTYp-
HOTO
aJIeMEHTAa

HanMenoBauue
CTPYKTYPHOTO 2JIEMEHTA

Kon
BBIIIECTOSIIIETO
paznena

[Tpu3nax
BO3MOYKHOCTH
IIpeCTABIICHHS
JIOKYMEHTOB

Kox suma
MpeJICTABIISIEMO-
ro JIOKyMeHTa

3.2.A3.8

CHCTEMA YITaKOBKH
(YKYTIOPKH) JUIst
BCIIOMOTATEIIHLHOTO
BEIeCTBa
(BOCCTaHOBHTEJIS,
PacTBOPHUTETIS,
pa3daBuTENsI, HOCHTEJI)

32.A3

13065

3.2.A3.9

CcTabMIIBHOCTH
BCIIOMOTATEIBEHOTO
BeIIecTBa
(BOCCTaHOBUTEIS,
pacTBOpHUTEII,
pasbaBuTesNs, HOCUTEIIS)

3.2.A3

13068

13069

13070

13071

3.2.A.3.10

CBEJIEHHS O
COBMECTHMOCTH
BOCCTAHOBUTEJIS,
PacTBOPHTES,
pa3baBuTeNs, HOCHTEIIS

32.A3

13066

3.4R

peruoHambHas
uH(pOpMaLns

3.2

13039

3:2:.R:l

JlI0Che
[IPOHU3BOACTRBEHHON
IUTOMIA/IKH (y4acTKa)

32R

04015

3.2.R.2

BaMHIAITHOHHBIN
MacTep-1JiaH

J2.R

04026

3.2R3

nocJIe/IHAH 0030p 1o
Ka4YeCTBY
JIEKAPCTBEHHOTO
npenapara

3 2R

13043

32RA4

PYKOBOJICTBO IO
Ka4ecTBY
(maboparoproe
PYKOBOJICTBO)
1abopaTOpUM KOHTPOJIS
KauecTBa
IIPOU3BOIUTENS

3.2.R

04027

3.2.R.5

CIIHCOK aHATUTHYECKUX
METO/IUK, KOTOpbIE
BBITIOJTHSET
nabopaTopust KOHTPOJIst
KadecTna
IIPOU3BOIUTENS

32.R

04028
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Kon HauMenoBanue Kon ITpusnax Kol B ]
CTPYKTYp- | CTPYKTYPHOI'O JIEMEHTA | BBIIECTOSIIETO | BO3MOKHOCTH e
IIpeJICTABIISIEMO-
HOTO paznena IpeICTaBICHHUs
o JJOKyMeHTa
JJIeMeHTa JTOKYMEHTOR
33 KOIIHH HCIOJIb30BAHHBIX | 3 25004
JUTEPATYPHBIX
HCTOYHHKOB
4 OTYETHI O
JIOKJIHHHYECKIX
(HEKITHHMYECKHX )
HCCIIEIOBAHUSX
4.1 cojepxkanue Mmoayns 4 |4 25005
4.2 OTYETHI 00 -4 0
UCCIIeIOBaHMSIX (ecIun
IPUMEHUMO)
4.2.1 (papmakonorus 4.2
4.2.1.1 HEpPBUYHAS 4.2.1 14001
(bapmaxoIuHAMHKA
4.2.1.2 BTOPHYHAS 4.2.1. 14002
bapmakoHHAMHUKA
4.2.1.3 (bapmakonoruueckas 4.2.1 14003
0e301acHOCTh
42.1.4 (bapmakonunamuyeckue |4.2.1 14004
JIEKapCTBEHHBIE
B3aUMOAEHCTBHUS
4.2.2 (hapMakOKHHETHKA 4.2
4.2.2.1 AHAJTUTHYECKHE 422 15001
METOJMKH U OTYETHI 10
BaTHIAITAA 15002
4222 abcopbuus 422 15003
4223 pacipeneneHme 4.2.2 15004
4224 MeTaboIH3M 422 15005
42.2.5 IKCKpenus (BhiBeneHue) |4.2.2 150006
4.2.2.6 bapmaxokunernueckue |4.2.2 15007
JIEKapCTBEHHBIE
B3aHMOJICCTBHSA
4.2.2.7 npouue 4272 15008
(bapmMakokMHETHYECKHE

HCCIICI0BaAHMA
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Kopn
CTPYKTYP-
HOT'O
DIIEMEHTa

HaumenoBanue
CTPYKTYPHOTO 3JIEMEHTA

Kon

BBIIHDECTOAIETO

pazjena

IIpu3nax
BO3MOXHOCTH
IPEeJICTaBIEHUS
JTOKYMEHTOB

Kon suma
[peJICTABRIAEMO-
ro JOKyMEHTa

423

TOKCHKOJIOTHA

4.2

4.2.3.1

TOKCHYHOCTB IIPH
OOHOKpPaTHOM BBCACHHH

423

16001

4232

TOKCHYHOCTH [IPH
MHOT'OKPaTHOM
BBEJICHHU

423

16002

4233

IFCHOTOKCHYHOCTD

423

4.2.3.3.1

HCCIIEIOBAHUS
P€HOTOKCHYHOCTH
in vitro

4233

16003

4.2.3.3.2

HCCIIEIOBAHMS
FeHOTOKCHYHOCTH
in vivo

4233

16004

42.3.4

KaHOCPOr€HHOCTD

423

4.2.34.1

JOJIrOBPEMEHHbBIE
HCCIIE/IOBAHUS
TOKCHYHOCTH TIPH
IIOBTOPHOM
(MHOTOKpaTHOM )
BBEJICHHH, KOTOPBIE HE
OBLIH BKJIFOUEHBI B
OTYETHI 10 TOKCHYHOCTH
1P IOBTOPHOM
(MHOTOKpaTrHOM)
BBEJICHUU

4234

16017

4.2.3.4.2

KPaTKOBPEMEHHEIE
HCCIIEIOBAaHUA
TOKCHYHOCTH TIPH
[IOBTOPHOM
(MHOTOKpaTHOM )
BBEJICHHH, KOTOPBIE HE
OBUIM BKJIFOUYEHBI B
OTYETHI IO TOKCHYHOCTH
IIPH TOBTOPHOM
(MHOTOKpATHOM)
BBEICHUHU

4234

16018

4.2.3.4.3

JIPYTHE UCCIEI0BAHUS
KaHLIEPOTEHHOCTH

4234

16019
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Kon
CTPYKTYp-
HOTO
AIEMEHTA

Hammenorauue
CTPYKTYPHOTO 3JIeMEHTa

Kon

BBIILIECTOSIIETO
pazena

[Ipu3znak
BO3MOYKHOCTH
[IPECTaBIEHHS
JIOKYMEHTOB

Ko Buna
MPECTaBIIAEMO-
ro JOKYMEHTa

4235

PEnpoayKTHBHAS U
OHTOTrE€HEeTHYeCKas!
TOKCHYHOCTE!
(epTHIBHOCTE U paHHEe
sMOpHOHATEHOE
pazBHTHE,
sMOpuoderanbHOe
pa3BUTHE,
IpeHaragbHoe |
HOCTHATAIBHOE
pa3BUTHE,
UCCIIe/IOBAHMS Ha
HETIOJIOBO3PEIIOM
IIOTOMCTBE C
T10CIIETYTOITHM
HaOmoaeHHEM

423

42.35.1

HCCIIEC/IOBAHUS
PENpOyKTHBHOMN 1
OHTOT€HETHYECKOH
TOKCHYHOCTH

4.2.3.5

16005

42352

MCCIEe0OBAHUS
(bepTruibHOCTH 1
paHHero
SMOPHOHAITLHOTO
Pa3BUTHS

4.2.3.5

16006

4.2.3.53

UCCIIEIOBAHUS DMOpPHO-
(betanpHOTO,
IIPEHATAIEHOTO U
HOCTHATAILHOTO
Pa3BUTHS

4.2.3.5

16007

42354

HCCIIEIOBAHHS HA
HETIOJIOBO3PEIIOM
ITOTOMCTBE C
TTOCIE Y IOIIHM
HaOIIOIEHIEM

4.2.3.5

16008

42.3.6

MECTHasd
IICPEHOCHUMOCTE

423

16009
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CTPYKTYpP-

DJIEMEHTA

Kon

HOT'O

Haumenosauue
CTPYKTYPHOTO DJIEMEHTA

Kon
BBILIECTOSAIIErO
paznena

ITpu3nak
BO3MOKHOCTH
[IpEeCTaBIEHHS
JTIOKYMEHTOB

Kon Buma
[IpeICTaBIISIEMO-
ro JOKyMcHTa

4.2

o Fd

[poune
TOKCHKOJIOTHYECKHE
HCCIIeJOBAHHA:
AHTHI€HHOCTB,
HMMYHOTOKCHYHOCTD,
HCCIIeI0BaHHA
MEXaHH3Ma JIEHCTRHS,
JIEKapCTBEHHAs
3aBHCHMOCTb,
MeTabOJIUTh, MPUMECH
u JIp.

42.3

423.7.1

HCCIICTOBaHHUA
dHTHI'CHHOCTH

42.3.7

16011

423,02

HCCIICHOBAHHUA
HMMYHOTOKCHYHOCTH

4237

16012

4.2.3.7.3

HCCIIEIOBAHU Y
MEXaHHU3Ma JelHCTBHUS

423.7

16013

4.2.3.74

HCCIICIOBAHMS
JIEKaPCTBEHHOM
3aBHCHMOCTH

4.2.3.7

16014

42375

TOKCHKOJIOTHUYECKHE
HCCIIEJIOBAHUAX
MeTadoIUTOB

4.2.3.7

16015

4.2.3.7.6

TOKCHKOJIOTHYECKHE
HCCIICIOBAHUS
[puMecei

4.2.3.7

16016

4.2.3.7.7

Jipyrue
TOKCHKOJIOTHUECKHE
HCCIIEIOBAHUS

4.2.3.7

16010

4.3

KOTIHH MCIOJIb30BAHHBIX
TUTEPATYPHBIX
UCTOYHHKOB

4

25000

OTYETHI O KIIMHHYCCKHX
HCCIICOOBAHUAX

5.1

COZIEpKAHHE MOJLYIISE 5

25007

5.2

[epeyeHb Beex
KITHHHYECKHX
HCCIIeIOBAHMW I
(ucnpITaHmit)
B BU/ie Ta0JIHI]

17001




34

Kon
CTPYKTYp-
HOT'O
AIEMEHTA

HaumenoBauue
CTPYKTYPHOTO 3JIEMEHTA

Ko
BBILIECTOSIIETO
paszzena

ITpu3znak
BO3MOYKHOCTH
[IPENCTaBICHHU
JOKYMEHTOB

Kox Bunma
TIPEJICTABIISIEMO-
ro JIOKYMEHTa

3

OTUETHI O KIIMHUYECKUX
HCCIICTOBAHMSIX
(MCTIBITAaHHSIX)

5.3.1

OTYETHI O
onoapmareBTHIECKUX
MCCIIe/I0BAHUSX

33

5.3.1.1

0TueThl 00
HCCIICTOBAHMSX
OHMOJIOCTYITHOCTH

5.3.1

17002

5.3.1.2

oT4eThl 00
UCCIIEI0OBAHUH
CPaBHHUTENBHOMN
OMOIOCTYIHOCTH M
OMOYKBUBAJIEHTHOCTH

531

17003

17004

5.3.1.3

OTYETHI 00
HCCIeI0BAHUH
KOPPEJSIHH in Vitro —
in vivo

33,1

17005

53.14

OITHCAHHS
OHOAHAIIMTUYECKOH
METOIUKH

SHCH |

17006

17007

5.3.2

OTYETHI O
(hapMaKOKMHETHYECKUX
HCCIIEIOBAHHUAX C
HCII0/Ib30BaHHEM
Ouomarepuaon
qesoBeKa

3.3

SR |

oTyeT 00 HCCIeToBanuu
CRA3BIBAHUS AKTHBHOIO
BEIIleCTBa ¢ DenKkaMu
TJIa3MBI

w % v

18001

53.2.2

oTyeT 00 HcclieoBaAHNH
MeTab0IHu3Ma B IIEYEHH
U B3aUMO/IeHicTBUS
AKTWUBHOTO BEIECTBa

5:3.2

18002

5.3:2.3

oTyeT 00 HcclieqoBaHnH
C MCIIONMB30BAHHEM
JIpyrux Ouomarepuasos,
MOJIYICHHBIX OT
YelloBeKa

532

18003
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Kon
CTPYKTYp-
HOTO
DIEMEHTa

HaunmeHnoBanue
CTPYKTYPHOTO 3JIEMCHTA

Kon
BLIMIECTOALLETO
paszzena

[Ipuznax
BO3MOMXHOCTH
pe/icTaBIeHUS
JIOKYMEHTOB

Kon suma
MpeICTABISIEMO-
ro JOKyMeHTa

535

OTHYETHI O
bapMaKOKHHETHUECKHX
HCCIIEIOBAHUAX Y
YyenoBexa

5.3

5:3:3:1

oT4er 00 Hccie/0BaHHH
(hapMaKOKHHETHKH Y
310POBBIX
JIOOPOBOJILIEB U
[IEPBUYHON
[IEPEHOCHMOCTH

&34

19001

A B 80

0T4eT 00 HcCIeIoBaHuN
(hapMaKOKHHETHKH Y
MAIHEHTOR U
[EPBUYHOM
MIEPEHOCUMOCTH

533

19002

5.3.3.3

OTYET O BIHSIHUH
BHYTPEHHHX (DaKTOPOR
OpraHm3mMa Ha
(hapMaKOKHHETHKY

353

19003

5334

OTYeT O BIUSHHH
BHEIIHUX (DAKTOPOB
OpraHm3Ma Ha
(hapMaKkOKHHETHKY

555

19004

19006

3.3.35

OTYET 00 UCCIIETOBAHHH
IO YJISIIMOHHOM
hapMakOKHHETHKH

333

19005

534

OTYETHI ITO
HCCIIEeJOBAHUIO
(dhapMakoIHHAMHUKH Y
JeIIoBeKa

5.3

5.3.4.1

OTYETHI 110 U3YUEHHIO Y
3I0POBBIX
JIOOPOBOJIBIIER
hapmakonuHaAMUKy HITH
(hapmakogrHAMHKH/
(hapMaKkOKMHETHKH

534

20001

20002

20003

20004

5342

OTYETHI TI0 H3YUEHHIO Y
MAITHECHTOB
(hapMakoIMHAMUKH HITH
(dapmakoMHAMH KK/
(hapMaKOKUHETHKH

534

20005

20006

20007
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Kon
CTPYKTYp-
HOTO
3JIEMEHTA

Haumenosanue
CTPYKTYPHOTO DJIIEMEHTA

Ko
BBILIECTOSIIETO
paszmena

[Tpu3nak
BO3MOIKHOCTH
IpeJICTaBIICHHUS
JIOKYMEHTOB

Kom Buna
NpPEJICTABIICMO-
ro 10KyMeHTa

20008

i % o

OTYETHI 00
HCCIIeIOBAHIH

AP PeKTHBHOCTH H
OesomacHOCTH

5.3

3.8.5.1

OTYETHI O
KOHTPOJIHPYEMBIX
KITHHHYECKHX
HCCJIEIOBAHUAX
OTHOCHUTEIBHO
TIOATBEPIKICHUS
3adBJIICHHBIX TTOKA3aHHU
K IPUMEHEHHIO

5.:3.9

21001

21002

21003

§3.5.2

OTYETHI O
HEKOHTPOJIHPYEMBIX
KIMHUYECKUX
HCCITeJIOBAHMSX, OTYETEI
00 aHanmM3ax JaHHBIX 110
HECKOJILKHM
HCCIICIOBAHHUAM H
OTYETHI O IPYTHX
KITHHHYECKHX
HCCIICIOBAHHSX

5i3:D

22001

5:3:8,3

OTYETHI 00 aHaIH3e
NAaHHBIX 10 HECKOJIBKAM
HCCIIEIOBAHMSIM

5.3.5

22002

53.54

OTYETHI O JIPYTHX
KIIHHHYECKHX
HCCIIEI0BAHMAX, HE
YUTEHHBIE B JIPYTUX
paszenax

3:3:5

22003

5.3.6

OTHETBI O
NOCTPEruHCTPaiHOHHOM
OIILITE MPUMCHCHHA

5.3

23001

3.3.7

HUHIABH/TyaTEHBIE
pErucTpaoHHbIe
KapThl U IEPEUHH
TAITHCHTOR

5.3

24001

24002

5.4

KOTIHH MCIIOJIb30BAHHBIX
JTUTEPATYPHBIX
HCTOYHHUKOB

5

25008




37

I1. ITacriopr cripaBOYHMKA CTPYKTYPHBIX 3JIEMEHTOB PErMCTPALIHOHHOTO
JIOChE JIEKapCTBEHHOTO IIpenapara

No
Obo3navenue IeMeHTa Omnucanue
/1

1 2 3

1 | Kox 030

2 | Tun 1 — cpaBoYHUK

3 | HaumeHoBaHue CIIPABOYHHK CTPYKTYPHBIX 3JIEMEHTORB

PETUCTPALIIOHHOIO 10ChE JIEKAPCTBEHHOI'O
mpernapara

4 | Abbpesuarypa CCOPJJIII

5 | Obo3HaveHne EC 030 —-2019 (pen. 1)

6 | PexBu3MTHI akTa 0 NPUHATHN Pemrenne Kosterun EBpazufickoit SKOHOMHYECKO#
(YTBEpXKIEHHH) CIIPABOYHIKA Komuccuu 0T 17 centsadps 2019 r. Ne 159
(xnmaccuduxaropa)

7 | Hara BBenieHuUs B IeHCTBHC C J1aThl BCTyIUIeHUs B cuiy Pemenus Konnernn
(naganma pUMEHEHUS) EBpazuiickoil 9KOHOMHYECKOH KOMHCCHH
crpaBoyHuKa (Kkiaccudukaropa) | or 17 centadbps 2019 r. Ne 159

8 | PexkBU3UTEI aKkTa O MPEeKpaIeHud | —

NIPHMEHEHHSI CIIPaBOYHUKA
(xmaccuduxaropa)

9 | lata OKOHYAHUS IPUMEHEHHS —
cIpaBouHUKa (KIaccupukaropa)

10 | Oneparop (ormepaTopsl) BY, MunucrepctBo 3apaBooxpanenus Pecrydiuku

benapyce, yIomHOMOYEHHAS OpraHu3alus:
pecIyOIMKaHCKOE YHUTAPHOE MIPEIIPUITHE
«LleHTp 3KCIIEPTU3 U UCTIBITAHUH B
3JIPaBOOXPAHEHUH»

11

Hazuauenue

CIIPABOYHUK IpPe/IHA3HAYEH /IS IPECTABICHUA
CBEJIEHUH O CTPYKTYpPE PErHCTPAIIMOHHOTO JI0Che
JIEKapCTBEHHOTO Mperapara B COOTBETCTBUH ¢
TpeDOBaHUAMH K O(OPMIIEHHI) PErHCTPALIHOHHOIO
Jlocke, ycTaHoBIIeHHbIMU [paBrmamu perucrpariuu
M 9KCIIEPTU3bI TIEKAPCTBEHHEBIX CPEJICTRB JUTs
MEIHIITHCKOTO MTPUMEHEHHSI
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o Obo3navenue snemMenTa Onucanue
n/m
1 2 3
12 | AnHoTamus HCIIOJIB3YETCS IS 0DecTIeUeH s
(obmacTh npuMeHeHHs!) MH(POPMALILIOHHOTO B3aUMOJIEHCTBHS TIpH
peanusanyy 0dIMX MPOLECCOB B paMKax
EBpa3uiickoro s5K0HOMHYECKOTO CO103a U
(GyHKIMOHUPOBaHHS HHPOPMALIMOHHON CHCTEMBI
B c(hepe oOpaleHnst TeKapCTBEHHbBIX CPEICTR
13 | Kirouessle ciioBa JOKYMEHT PErHCTPaLHOHHOTO J0Che
JICKApCTBEHHOI'O IIpenapaTa, PerucTpalnoOHHOE
JI0Che, JIEKApPCTBEHHBIH mpernapar, o01mmi
TEXHHYECKHH JIOKYMEHT
14 | Cdepa, B KOTOPOH peann3yroTCs | TEXHHYECKOE PETYTHPOBAHHE
IIOJTHOMOYHS OPraHoB
EBpazuiickoro s5KOHOMHYECKOT0o
CO3a
15 | Mcnone3osanue MexIyHapoaHoi | JloBepeHHbli HCTOYHUK:
(MEXrocynapcTBEHHOM, OOIIMH TEXHHYECKUiT TOKYMEHT B 3JIEKTPOHHOM
peruonansHoi) knaccudukanun | Gopmare (Electronic Common Technical Document
(eCTD)), paspaborannsiit Mexrynapoaasm
COBETOM II0 TAPMOHH3AIUH TEXHUYECKHUX
TpeboBaHMH K perHCTpaliy JTEKapCTBEHHBIX
CPEICTB, MPE/IHA3HAYEHHBIX JUTS IPUMEHEHHS
yenosekoM (International Council on
Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use,
CH).
MeTtoa rapMOHH3AIHH:
5 — KOMOMHUPOBAHHBIH METO/I
16 | Hanuuue rocynapcTBeHHBIX 2 — CIIpaBOYHMK HE UMECT aHAJIOrOB B
CIIPaBOYHHUKOB rocylapceTBax — wieHax EBpasuiickoro
(knmaccuduKraTopos) SKOHOMHYECKOT'0 COI03a
rOCY/IapCTB — YJIEHOB
EBpasuiickoro s3K0HOMHYECKOTo
COr3a
17 | MeroJ1 cucTeMaTH3aluu ] — IOPAKOBBIA METOJT CHCTEMATH3AIMH

(kymaccH(pHKaIIMK)

(10 MOPSAKY CIEAOBAHUS CTPYKTYPHBIX DJIEMEHTOB
PErHCTPAIIHOHHOrO J0Che JIEKAPCTBCHHOIO
npernapara)
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No
Ob03HaueHHe 31eMeHTa Onucanue
/T
1 2 3

18 | Merojinka Be/leHuHs | — menTpannu30BaHHAs METOAMKA BEICHHS.
JloOaBnenre, H3MEHEHNE WIH HCKITFOUEHUE
3HAYCHUH CIIPABOYHMKA BBINOJIHAETCS ONEPATOPOM
B COOTBETCTBHH ¢ akToM EBpazutickoit
IKOHOMHYECKOI KOMUCCHH.
B cnydae uckiioueHus 3HaYSHHS 3aIIHCh
CIPaBOYHHMKA OTMEYAETCSA KAaK HEEHCTRYOIIAs
C 1aThl HCKIIIOUEHUS (C YKa3aHHEM CBeJIEHUH 00
axTe EBpasuiickoil 9KOHOMHYECKOH KOMHCCHH,
PETIIaMEHTUPYIOIIEM OKOHUAHKE IEHCTBHS 3aIlucu
crpaBo4HuKa). Koapl cipaBoYHMKA SIBIISIIOTCS
YHHKQJIBHBIMH, TIOBTOPHOE HCIIOJIb30BAHUE KOIOB
CIIPaBOYHHKA, B TOM YUCJIE HEJCHCTBYIOINNX, HE
JOTIyCKaeTCs

19 | Ctpyktypa OIIMCAaHHE CTPYKTYPLI CIIPaBOYHHMKA (COCTAB TOIEH
Knaccu(uKkaropa, 00IacTH UX 3HAYCHHH U TpaBuia
(popMupoBanus) npusesieHo B pazaene 111
HACTOALIErO JOKYMEHTA

20 | Crenenb KOH(OUIEHIIMATLHOCTH | CBEJIEHUS M3 CIPABOYHHKA OTHOCITCS K
JIaHHBIX HH(POPMALUH OTKPBITOTO TOCTYIIA

21 | YcranosieHnast IEpUOJMYHOCTD | HE YCTAHOBIICHA
nepecMoTpa

22 | U3menenus —

23 | CcpliKa Ha ACTATH3MPOBAHHBIE JeTaJIM3MPOBAHHBIE CBEICHUS U3 CIIPABOYHHKA
CBEJICHHS U3 CIIPABOYHHKA IIPUBEAEHEI B pazjiesie | Hacrosiero nokyMmenTa
(knaccuduraropa)

24 | Cnocob npejicrapieHus

CBEJICHHUI U3 CIIPABOYHHKA
(kmaccuukaropa)

omybIMKOBaHUE HA MH(OPMAIIMOHHOM TTOPTAJlEe
EBpasuiickoro sSKOHOMHYECKOTO COK3a
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1. Onucanne cTpyKTyphl CIIPABOYHUKA CTPYKTYPHBIX 3JICMEHTOB
PEruCTPalMOHHOTO JOChE JIEKAPCTBEHHOT'O Iperapara

1. Hacrosmmii pasnen omnpefensier CTpyKTypy M PeKBHU3MTHBIA COCTaB
CIIPABOYHHMKA, B TOM 4KClIe 00JIaCTH 3HAYEHWH pEKBH3UTOB M IIPABUJIA HX
(popMupoBaHus.

2. CTtpykTypa W pPeKBH3MTHBI COCTaB CIPABOYHHKA IIPUBEIEHBI
B TAOJIMIIE, B KOTOPOil (hopmupyroTest caeaytotue 1moss (rpader):

«00JIacTb  3HAYEHHUS] PEKBH3UTA» — TEKCT, IOSICHSIOUMH CMBICT
(ceMaHTHKY) PeKBU3HTA,

«TipaBuiIa POPMUPOBAHUS 3HAUCHUS PEKBU3HUTA» — TEKCT, YTOUHSIOLLIH
Ha3HAYeHHWe DJJIEMEHTa M OIpPEIESIoIMi MpaBmwia ero (GpopMUpOBaHHUS
(3ar0JIHEHHMS), HIIH CIIOBECHOE OMMCAHHE BO3MOXKHBIX 3HAUEHUH PEKBU3UTA;

«MH.»  —  MHOYECTBEHHOCTD pPEKBU3HTA (06s13aTenBHOCTD
(ONMIKOHANBEHOCTS) U KOIMYECTBO BO3MOXKHBIX TIOBTOPEHUH PEKBU3UTA).

3. lns  ykazaHus MHOXKECTBEHHOCTH PEKBHU3HUTOB IIEpelaBaeMBbIX
JAHHBIX UCIIONB3YIOTCS Clleytolie 0003HaueHHS:

1 — pexBu3uT OOsI3aTENEH, IOBTOPEHUS HE JIOMYCKAIOTCS,

N — PEKBU3UT 00s3aTelIeH, JO/KEH MOBTOPSTHCS n pa3 (n > 1);

1..* — pexBHM3HT 00s3aTelIeH, MOXKET MOBTOPSATECS O€3 OrpaHUYeHHIH;

n.* — pexBU3UT 00si3aTeNeH, JOIDKEH MOBTOPSITHCS HE MeHee N pas
(0> 1);

N..m — PEKBU3UT 00s3aTelleH, JOJIDKEH ITOBTOPSTHCS HE MEHee n pas u
He Oosiee m pa3 (n> 1, m > n);

0..]1 — peKkBH3UT ONIHMOHAJICH, TOBTOPEHHUS HE JOIYCKAKOTCS;

0..* — PEKBH3UT OILIMOHAJIEH, MOXKET MOBTOPATHLCSA G€3 OrpaHUYeHHiH;

0.m — peKkBU3HWT ONIMOHATEH, MOXKET I[OBTOPATHCS He Oomee m pa3
(m>1).
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