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EBPAZHHCKHH SKOHOMHYECKHH COHO3

MHHHCTEPCTBO MPOMBIULTEHHOCTH W TOPHOBRDH
POCCHACKOR SETEPALLIAH

CEPTHO®HEKAT

COOTBETCTBHA IMTPOMIBOACTEA nmmw TPEERCMHAHISM [TPABII
HAILTERALLEI MPOMIBOC TREHHOM MTPAKTHKH ROTCr IHOHOMHAYMECKOND CORYA

X

Ne GMP/EAEU/RU/02455-2025
Cpok nefictena ¢ 09.10.2025 no 08.10.2028

Brman no  HTOraM  OpoBeleHHs  (hapMAnEeBTHYECKOH — MHCNCKLHH

B coorsercTed ¢ llpaBunamm  nposegeHHAs  ApMANEBTHYECKHX  HHCIEKLIIHIL,
vTeepxneHHEMH  Pemennem Copera Espainiickodl  3KOHOMHMECKOH KOMHCCHH
ot 3 noabpa 2016 r. Ne 83

MHHHCTEPCTEO NPOMBIILIEHHOCTH W Toprosan Poccuiickoi @epepaunn

{(Munnposmropr Poccun)
((IHEOE B COXPAINCHHOC HAMMEHORAHIEG YITHOMOEHIOND OpraHa)

NOATBEPAAICT CHCAYIOLICE:
nporeeHa hapManenTHYECKas HHCIEKIHS

ObdmecTso ¢ orpanavensoi oTeeTcTBeHH0CTHI0 « [THE-PAPMA JTEK»
{mrmumu:ﬂulumnpmmmmmm}

Benropoackas ofin., benroponckwii paiion, nrr. Ceneprniit, yn. bepesosas, 1. 1/19

(Aapec NPOAIB0ACTECHHON IIOMATEH])

Ha OCHOBAHHH:
saseineHus Ne 6089269507 o nepHoOIMYECKOM MOLTBEPAISHHH COOTBETCTBHA
MHIEHIHATA THUEHIHOHHEIM TpeloRaHnaM.

Ha ocHopanmy crefenuil, NoTydeHHBX NPH NPOBEJSHHH HHCTICKTHPOBAHMA,
nocnaeaHee w3 kotopex Guu10 npopeneno 25.09.2025 — 09.10.2025, yeTaHORIEHO, 4TO
JaHHoe (dapMalleBTHYECKOe NpPOHIBOACTEO COOTBETCTRYET Tpebopanusm [Ipaeun




GMP/EAEU/RU/02455-2025

HajneRaed nponIsoACTREHNOH NpakTHin EBpasHiickoro 3xoHOMHYECKOro cowsa,
skBHBANCHTHRIX [Tpuumminanm # Pyxosoacrey Erponeiickoro cowsa no mauiesamed
NPOHIBOJACTREHHOH OPAKTHKE JICKAPCTBEHHBIX  CPEACTE UM MEOHIHHCKOTO
H  BETEPHHADHOIO NPHMCHEHHA W IpHHUMIAM CHCTEMB  COTPYIHHYECTBA
thapmatesTiyecknx nucnermmil (PIC/S).

Hacrosmmii ceprudmkar oTpamaeT CTarye NPOHIBOACTBEHHOH MIOmATKH
Ha MOMCHT [POBEACHHA HapMaleBTHYECKOH HHCIEKIHE H 10 HCTCUCHUH Donee 3 mer
OT [JaThl NOCHEHEr0 IHA [OCHCIHEID HHCTIEKTHPOBAHMN HE MOXKET CUHTATHCH
ADKYMEHTOM, CBHICTCIRCTBYIOUIHM © CTaTyce cootsercTena. Cpok  acictema
ceprudukara MomeT OBITH COKPAUICH NPH HCNOALIOBAHMM  COOTBETCTBYHONX
NPHHLIHNOE YNPABICHHA PHCKAMM IPH HATHYHH COOTBETCTBYHOILCH 3ANMCH B nojge
oOrpanyeHHa HWIH NOACHHTEIEHEIE 3AMETKH, KAcalomuecs obaacT NPHMEHEHHS
HACTOALIETO CepTHDHKaTaR,

Ceprudmrar apasercs NefCTBHTENRHRIM B CAYYAE NPCACTARIEHHS BCeX
ero THCTOR (KaK OCHOBHBIX IMCTOB, TAK M JONOIHHTEIBHBIX THCTOR).

AYTCHTHYHOCTE (NOMTHHKOCTD) HACTORLIETO CEPTHHKATA MOMKHO NPOBEPHTE
B Daze nanae Munnpomropra Poccun.

Ecin cepradmar He mnpeincTamien B ykasaHHOR 0a’le JaHHBIX, Cchaemyer
00paTHTECA B YIIOMHOMOYEHHBIH OPraH, ero BLIIABIIHI.
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MHHHCTEPCTEO HPOMBIULTEHHOCTH H TOPINOB. 1H
POCCHHCKOH ®EJEPAIIHN
GMP/EAEU/RU/02455-2025

B JlexapcTBeHALIE CPEICTEA I8 METHIHACKOTO NPHAMEHEHHA

B JlekapeTBeHHLIC NPENApaThl 118 KAHHHYeCKHX Hec e 0BAHMIl (HenbITaHmi)

KM| ° Haumenopanue

1. IMPOHIBOJICTBEHHBIE OINEPAUHH - JTEKAPCTBEHHAA ITPOY KLIHA

1.1 | CrepuibHas NpoJavKLHA

CAeIYIOIIHX TeKaApCTREHHRIX fopM):

1.1.1 Tlpom3sonumas B acenTu4eckux ycrnoBusx (onepaumm obpaboTeM s

1.1.1.1. Huaxne nekapcrsennsie opmil fonsmoro obsema
1.1.1.2, Anakne nekapcTeeHEbe PopMbl Manoro obbema

1.1.1.3. JInodmnmzaTe

1.1.1.4, Trepanie NekapcToeHHbie HOPMB H HMILIAHTATHI

1.1.1.5. Markue nekapcTeeHHBE (OPMEL

1.1.1.6. [Ipouyas opoIyKIHE, TPOHIBOIHMAR B ACEMTHYECKHX YCIOBHAX

J78 CIeIYIOUIHX TEKAPCTEEHHEX hopM):

1.1.2.  Tloapepraemas duummuoil  crepuanzaiuy  (onepaipms  obpaboTin

1.1.2.1. uaxue nexaperseHHbe Gopmsl Sonsmoro obbema

1.1.2.2, Fnaxne nexapcTReHHEIE POPMEl MATOrD 0DBEMA

1.1.2.3. Teepasle NeKapCTBEHHKE BOPMEl H HMIUIAHTATR

1.1.2.4. Markne nekapcreeHHbe hopME

1.1.2.5. [Tpouas npoaykuma, nogsepraemMan GHHAIIHOH CTEPHIH3ALINHE

1.1.3, Bunycraiomni KOHTPOIb Ka4ecTsa (BhIIYCK CepHH)

1.2 | Hecrepuasiuas npoaykoHd

MOJVYCHHA CICIVIOIMAY JeKAPCTBeHHEBIX dopM):

@ | 1.2,1. HecrepuibHas npoAyKuHsa (TEXHOIOTHYECKHE ONCPANMM  [1I#

= 1.2.1.1. Kancyasl B TBepaoii ofiootKke: Kancysl

1.2.1.2. Kancyasl B Markoii obonoyse

1.2.1.3. JKepatensHeie nekapcTReHHEE (hOPMEL

1.2.1.4. HMOperaHpoBaHHEIC NTEKapPCTECHHEE (hOPME

1.2.1.5. nakne nekapcreeHHsie opMel U8 HAPVKAOTD NPAMEHEHHSA

PACTROP, CHPON

2 1.2.1.6. Knakue nexapersennsie GopMel 118 BHYTPEHHETD HPHMEHEHNA:

1.2.1.7. MenuunHCKHE Tais

1.2.1.8. [lpoune TREpaEIe NeKapcTEEHHBIE HOPME

1.2.1.9, Ilpenapatsl, HaxoAsIHECH OO JaBICHHEM

1.2.1.10. PagnoHykIHIHEIE FeHepaTOpkl

1.2.1.1]. Markue nexapcrecHEbIe hoOpMEL

1.2.1.12. Ceeun (CyNno3HTOPHH)

= 1.2.1.13. Tabnerkn: tabnerku

{ 1.2.1.14. TpancaepMa/ibHbI¢ ILIACTHIPH
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GMP/EAEL/RU/02455-2025

1.2.1.15. [pouas HecTepHIbHAR NPOAVKIIHA

1.2.2, BRioycKaWMMi KOHTPOIE KavecTRa (cepTudHKalny cepun)

1.3

bronornyeckas NeKapcTBEHHAA IIPOIYKIHA

1.3.1. Buonoruveckas IeKapcTBEHHAA NPOTYKIHA:

1.3.1.1. [IpoayKTsl KpoBH

1.3.1.2. HumynoOnonornaeckas nmpoayKiHa

1.3.1.3. TIpoayKiHs Ha OCHOBE COMATHUYCCKHX KNETOK (NPOIYKIIHA 1A Tepanuu
COMATHYECKHMH KIETKAMH)

1.3.1.4. I'enoTepaneBTHYECKAR MPOIYKIHA

1.3.1.5. BHOTEXHONOIHYECKAN NPOIYKLIHA

1.3.1.6. Tlpoaykuns, BEIENEHHAS M3 MHBOTHBIX MCTOMHHKOB HIH OPraHOB
(TRaHei) yenopexa

1.3.1.7. Tkanenn®eHepHas NPOIYKIHA (NPOAYKIHA TKAHEBOH HHKEHEPHH)

1.3.1.8. ITpotias Guonoru<eckas nexapcTRENNas NPOTYKIHMA
1.3.2. Brnyckalomwuii KOHTPONE (CEPTHMKALUMA CepHH) (NCpeucH: BHAOR
NPOAYKIIHH):

1.3.2.1. [TpoavKTHl KpoBH

1.3.2.2. HumynoOHOJOTHYECKAdA NPOIYELHA

1.3.2.3. [lpoayxums Ha OCHOBE COMaTHYECKHX KIETOK (IPOAYKIIHA [UIA TeParHu
COMATHYECKHMH KIeTKAMMH )

1.3.2.4. ' eHOTepANCBTHYCCKAR TPOIVELIHA

e

1.3.2.5. bnoTexnonoruyeckas MpoIyKiHA

1.3.2.6 Ilponykums, BbUIENCHHAR W3 MHMBOTHBIX MCTOYHHKOB HIIH OPraHoR
(TRaHel) senopeka

1.3.2.7. TranenHxeHepHAS MPOIYKURA (MPOIYKIHA TKAHEROH HHACHEPHH)

1.3.2.8. ITpouas OHOMOrHY9ECKAR ICKAPCTBCHHAS IPOIYKIIHS

IMpoyas JekapcTREHAAN NPOIYKIHA HIH NPORIBOICTBCHHAS TeHTLILHOCTD

1.4.1. Ilpon3soacTeo:

1.4.1.1. PacTureatHas NpoayKLIHA

1.4.1.2. ToMeonaTH4eCKas IIPOIYKITHA

o A
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MHHHCTEPCTBO INPOMBILULTEHHOCTH H TOPTOBTH
POCCHHCKOH PEJEPALLHH
GMP/EAEU/RU/02455-2025

1.4.1.3. Tlpouan npoayKumMa: NpoyHe PYNNEl JEKapCTBEHALIX NPenapaTon;
Kancynsl, TabJeTKH, PACTBOP, CHPOI

1.42. Crepunmsanms  QapMareBTHIeCKHX cyBCTaHImil,
BEIIECTE, FOTOBOM MPOTYKITHI:

BCMIOMONEATENEHBIX

1.4.2,1, ®uikTpailns

1.4.2.2, Cyxo®apoBas CTEPHIHIAIHA

1.4.2.3. CTepuIH3Ialig Iapom

1.4.2.4. XuMHUCCKAR CTCPHIHIAIHA

1.4.2.5, Crepnan3aliia raMMa-HITyH9eHHEM

1.4.2.6. CTepHIN3AUNA WIEKTPOHHLIM HITYHEHHEM
1.4.3, Ilpoyee
1.5 | ¥Ynakoska
B | 151, [lepeuanan YIAKORKA:
]

1.5.1.1. Kancyasl B TRepaoii oboaouke: kancynsl

1.5.1.2. Kancynul B Markoi obonouxe

1.5.1.3. Jepatensinie nekapcTaenHbie HOpME!

1.5.1.4. HMnpernnposaiHbic TCKAPCTBCHHRIE (OPMEL

1.5.1.5. JKnaxne NegapcTReHHBIE (POPME] 118 HAPYAHOTO NPHMEHEHHS

1.5.1.6. AHnakne JekapcTBenHbIe HOPMEI 118 BHYTPEHHETD NPHMEHEHMS:
PACTROP, CHPON

1.5.1.7. MeqMuHHCKHE ra3sl

1.5.1.8. IIpousie TRepasle NeKAPCTBEHHEIE (HOPMED

1.5.1.9. [Ipenaparsl, HAXOAAUIHECH N0 TaBICHHEM

1.5.1.10. PanonyrnniHeEe reHepaTopsl

1.5.1.11. Markue nexapcTeeHHERE hOPMEI

1.5.1.12. Cpeys (CVINOIHTOPHHE)

1.5.1.13. Tabaerkn: TabnersH

1.5.1.14. TpancaepuMansikie NIacTHpPH

1,.5.1.15, Ilpovad HecTepHIbHAA NCKAPCTREHHAA MPOIVEIIHA

1.5.2. Bropuunas ynakoBKa

KoHTpois KaqecTsa

1.6.1. MugpodHOIOrHgecKne HCMEITAHHA: CTEPHIBHOCTE

1.6.2. MukpodHonorsueckne HCNLITAHHA, MHKPOOHONIOTHYECKAN YHCTOTA

1.6.3. Xumuveckne (puinueckne) MenuiTanns

1.6.4. buonornueckie HCOEITAHHA

_2. HMIIOPT JIEKAPCTBEHHO#H ITPOAYKLIHH

2.1

KOHTpO/Ib K44CCTBA MMIIOPTHPYEMOI! JCKAPCTBEHHON IPOYKIHH

2.1.1. Mukpobronoriyeckne HCNLTAHHE: CTEPHILHOCTE

2.1.2. MukpobHoNOrHYeckne HCNLITAHNE: MAKPOOHONOrHYeCKas YHCTOTA

000008105
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GMP/EAEU/RU/02455-2025

2.1.3. Xummueckne (pHINTSCKHE) HCNBITAHMA

2.1.4. BHoJOrMMEecKHe HCIBITAHME

2.2

Ceprudukanns cepuy HMIOPTHPYEMOI IEKaPCTBEHHON NPOIYKIHH

2.2.1 CrepunsHan NpogyKIHS:

2.2.1.1. llpor3BoxiMan B ACENTHYCCKHMX YCIOBHAX

2.2.1.2. logsepracmas GHERIIHON CTEPHIHIAINN

2.2.2. HecTepunsHas mpoayKiMa

2.2.3. BuonorHyeckas NeKapcTREHHAR MPOIYKIHS:

2.2.3.1. [IpoayKTsl Kpos#

2.2.3.2. HumyHoDHOMOrHYECKas MpOIVKLIHA

2.2.3 3. [Ipoayxnys Ha OCHOBE COMATHYECKHX KJIETOK ([IPOLYKIIAS [N TEPAHH
COMATHYECKHMH KIeTKAMH)

2.2.3 4. I'eHoTepaANCBTHYECKAR ITPOIYVKIIHA

2.2.3.5. buoTexHonornyeckas npoaykiHA

2.2.3.6. Ilpoaykums, BBUIEICHHAR M3 EHBOTHEIX HCTOMHHKOER HIH OPTaHOB
{TRaHeH) wenosexa

2.2.3.7. TranenHaeHepHas NPOIYKIHA (IPOLYKIIHA TKAHEROH HIMEHEPHH)

2.23 8. llpovas Ononoryyeckas JeKapcTEeHHAS NPOIYKLIHA

4.3

[Ipovas JSATENBHOCTD M0 HMIOPTY (BBO3Y)

2.3.1. [nomaaka GHIHGECKOrD HMIOPTA (BROA)

23.2. MMnopr npoMexyroqMHOR NpPOIYKLHH, NOABEpraiouiedca IamkHedmed
obpaboTke

2.3.3, llpoges
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MUHHCTEPCTRBO NPOMBIUIITEHHOCTH H TOPTORBTH
POCCHHCKON ®EJAEPALIMH
GMP/EAEU/RU/2455-2025

apmanesTHYCCKan cyBeTanung (cyBeTanumm);

3. [TPOU3BOACTBEHHBIE OIMEPALIHH - PAPMALEBTHYECKHE
CYBCTAHIIMKA

il

Ilponseoncteo hapmanesTiiecknx cyGCTAHIAN METOIOM XHMHYECKOTO CHHTE3A

3.1.1. IIpon3soAcTRO MPOMEKY TOUHBIX IPOAYKTOB QapMaLEETHYECKOH CcyDCTaHIHNA

3.1.2. Ilpou3sogcTeo HEOUHIIERHOH dapManesTHYeckoll cyicTaHIHl

3.1.3. Coneobpasopanne (oMHcTEA)

3.1.4. Ilpouee

(e o ST S o S T e S|

lNpom3poncTee  dapMauesTHueckux  cyOCTAHUMNA  METONAMH  BRIIETEHHA
H3 NPHPOJIHBIX HCTOYHHKOR

3.2.1. Bujenenne dapmanesTHHeckux cyDBCTaHUMI H3 HCTOMHHKOB PACTHTENLHOIO
NPOHCXOKIEHH

ﬁ
|
|
é 3.2

3.2.2. Beuenenne dapMaueBTHYECKHX CYDCTAHUMIA H3 HCTOMHMKOB #HBOTHOTO
NPOHCXORICHNE

3.2.3, Bupenenne dapMauesTiaecknx cyGCTanIMIE H3 OPraHOB (TKaHEH) Yenoseka

3.2.4. Brgenenve gapManerTHHecKHX CyDCTAHUMIA M3 HCTOMHHKOR MHHEPATLHOIO
NPOHCXOAICHH

3.2.5. Momndmkanma spaenennoii dapManestHyeckoil cyberanmg

3.2.6. Oumctra Baaenennol gapmanesTHieckoll cyGeTanumun

3.2.7. llpouece

IlpomssoacTee  dapMaLeBTHYCCKHX — CyDCTAHUMHA ¢ HCOOAKIOBAHHEM
DHOTOrHYECKHX NPOLECCOB

3.3.1. GepmenTanss

3.3.2, TIpoM3BoJCTBO € HENONL3OBAHHEM KISTOHHBIX KYILTYD

3.3.3. Buizenenwme (09HCTEA)

3.3.4. Mognduxanms

3.3.5. Tlpouee

[Ipon3soacTeo crepuasHE dapManesTHYecKux cyBeTanmi

3.4.1. ®apmanesTHaeckue cyGCTAHITHHE, TPOHIBOIHMEIE B ACENITHYECKHX YCIOBHAX

3.4.2. ®apmancsTHueckHe cyGCTAHINN, NOABEpracMble QHHKIINON CTEPHITHIANHA

3aBepaonve cTaIHK NPOMIBOACTEA hapManeBTHIECKHx cyOcTanHmmii

3.5.1. Cragun dusndeckoil oGpaboTk

3.5.2, [lepenynas ynakoeka

3.5.3. Bropiunas ynakopga

354 Tlpouee

Konmpons kavecTna

3.6.1. Du3anveckHe (XHMHYECKHE ) HCIEITAHHA

3.6.2. Mukpobuonoruueckue HCNEITANKS (BEIIOYAY HCIILITAHHE HA CTCPHILHOCTE)

Crpasmpz 7 u3 B
000008106
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CYBCTAHIMH
, KaCAIOMHeCcs 00NacTH NPHMEHCHHA
MCTIOTLIOBAHHEM  CPEACTE  AMCTAHUHMOHHOTO

GMP/EAEU/RU/02455-2025

i
MOACHHTE/IBHBIC  3AMCTEH
f
=

3.6.3. MukpoGuonorinueckse HeNBITAHUA (MCKTI0MAA HCNLITANHE HA CTEPHIBHOCTE)
4, TPOMHE OTTEPALIMH - ®APMALIEBTHYECKHE

3.6.4. BHONOrHYeCKHe HCHBITAHMA

3amecTureas MunucTpa

OrpanHYeHHs  HIH
ceprH(imKaTa:
Hucnestuposadue npoBeIeHO

I L]




