BPASBUUCKHUHN DOKOHOMHUYECKMHU COHIO3

) MIPOMBITNJIEHHOCTH U TOPT'OBJH
POCCHHC uHHtI)E‘H_!A ATIUH

CEPTU®HKAT

COOTBETCTBUA MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB TPEROBAHWSM IPABHIL
HAJJTEXALLEHA NPOW3BOACTBEHHOM MPAKTHKH EBPA3MHCKOIO QKOHOMUYECKOTO COIO3A

Ne GMP/EAEU/RU/01915-2025
Cpox aecreus ¢ 31.01.2025 no 30.01.2028

| Beian 1o uroram nposejenns GpapManeBTHUECKONW WHCNEKIIMM B COOTBCTCTBUM

¢ [Tlpasunamu nposefcHus (dapMancBTHYCCKUX MHCHEKIMA, YTBEPIKICHHBIMM
Peimenuem Cogera EBpazuickoit IKOHOMHYECKOH KOMHUCCUH

o1 3 nosabps 2016 r. Ne 83

MuBHCTEPCTBO IPOMBILLIIEHHOCTH W Toproeiu Poccuiickoi dejeparinu
(MHHHpOMTOpF Poccun)

(monHoe ¥ COKPanieHHOE HAUMEHORAHUA VITOMHOMOUCHHOTO Oprrada)

MOJITBEPXK/AACT cleayiomnee:
nposeeHa hapMaleBTHYECKAsE HHCTTEKIUS

O6mecTBo ¢ OrpaHUYeHHON 0TBETCTBEHHOCTHIO
«Hecnenosareancknii Mucrnryr Xumuaeckoro Paznoobpasus»

(110J1HOE HAHMEHOBAHKE TIPOM3BOIMTENS )

Mockogckas 06i., 1.0. Xumku, r. Xumku, yi. Pabouas, a. 2A, cp. 1

(dJIpCL HPOH3BOJIC TBEHHOH lIJ]OHIa,f.ll\l'l)

Ha OCHOBAHHU:

saspiieHus Ne 5115661467 Ha nosyuqenne paspericHus (JIMICH3UKA) HA OCYHICCTBIICHHE
ACATENBHOCTH [10 [IPOU3BOACTBY JICKAPCTBEHHBIX CPEICTB;

sasieiends  Ne 4878013431 o nepHoanMy¥eckoM TOJTBEPKIAEHUH COOTBETCTBUA
JNHLEH3MAaTa JIMUEH3HOHHbBIM TPEGOBaHHﬁM.

Ha ocnoanuu ceesenuit, nojyueHHbIX MPH NMPOBCAEHMM MHCTICKTUPORAHMS,

Crpanuua | u3 8
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JlaHHOe  (hAapMAlIeBTHYECKOE [IPOM3BOJCTBO COOTBETCTBYET TpeGoBanuam [lpasui
HAIeHKALICH TIPOU3BOJCTBEHHON NPakTUKKW EBpasuiickoro 3KOHOMHYECKOro cowsa,
okBUBICHTHLIX [IpuHimnam u Pykosoactsy Esponeiickoro cowosa 1o Hajuiexauicii
NPOMIBOJACTBEHHON  [IPAKTHKE JIEKAPCTBEHHBIX  CPEJICTB IS MEAULHHCKOTO M
BCTCPHHAPHOTO  NPUMEHEHHs W npuHuMnaM  CHCTEMBI  COTPY/IHMYECTBA
dapmanerruyeckux nacnexuni (PIC/S).

Hacrosuuii  ceprudurar  orpaxkaer craryc HPOM3BOJACTBEHHON  [UIOLIA/IKH

Ha MOMCHT NIpoBe/icHMs QapMalicBTHICCKOW HHCUEKIIMK M 110 McTeueHun bonee 3 et

OT JIaThl IIOCHE/HErO JiHA TIOCHE/\HEro MHCHEKTHPOBAHWA HE MOXET CUMTATLCS
JAOKYMCHTOM, CBHACTCHLCTBYIOWMM O craryce coorBerctBusi. Cpok jielcrsus
cepruukara  Moker ObITH  COKpalleH IPH  UCNOJBL30BAHUM  COOTBETCTBYIOUIMX
IPUHIMIIOR YIIPABJIEHUI PUCKAMH [IPH HAJIMYMH COOTBETCTBYIONIEH 3anNMCH B 1oJe
«OrpaHuyeHus UM _.HOSICHPITCJII:-HLIC 3AMETKM, Kacawoumecs 001acTH NPUMEHEH WS
HACTOALIETO cepTuduraTay.

Ceprudukar ﬁBJmeT'c:i JNEUCTBUTEILHBIM B CIIyHae LPEICTABICHHUS BCEX €I'0
JIMCTOB (KaK OCHOBHBIX JIMCTOB, TAK W AOIOJIHUTEIIBHBIX JIHCTOB).

AYTEHTUMHOCTb (ITOJUIMHHOCTH) HACTOANIETO CePTHPHMKATA MOXKHO [IPOBEPUTL B
Oase jannsix Munnpomropra Poccuu.

Ecim ceprudukar He npejcraBiien B yKa3aHHOH 0ase JaHHBIX, cledyer
o0paTHIbCA B YIOJIHOMOYEHHBIM OPraH, €0 BbIJIaBILUM.

E.I'. llpuesxkena
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'CUACKOH ®EJIEPALIMN
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Qil Jlelcapcmemlble CPeACTBA LI Me/IMIIHHCKOI0 NPUMEHEH U
E JlekapcrBeHHbIe NPenapaThi LS KAWHHYECKUX HCCIIe0BARUNA (HCTbY' raunn)

Kon

HaumeHnoBanue

NS MMPOU3BOJACTBEHHBIE OHEPAI.@IH JIFKAP(.TBEHHAH HPOJ_{YKIIHH i

11

CreprjibHas npoayKIiMs B

X

1.1.1 Hpouspoaumasn B ACENTHYCCKMX yc.ﬂoamlx (onepaumnn obpaborkm
A CIeYIOMHX JIeKAPCTBEeHHbIX (hopm):

1.1.1.1. Xuyikue nexapcraernsie Gopmbi 60ibLIOr0 06bEMa

1.1.1.2. 2Knakne nekapcrBeHnbie JOpMbI MAJIOT0 06BeMa: pacTBop

1.1.1.3. Jlnodunuzars Co s R A

1.1.1.4. Teepabie JlEK&pCTBCHHbIC (hopMBI 1 HMllHdHTaTbl

1.1.1.5. Msirkue niekapcTBeHHbie (POPMbI

1.1.1.6. Ilpoyas npojykuns, Ipou3BO/1MMas B ACCIITUHYECKHX YCIOBHAX

[.1.2. Ilopsepraemas GUHULLIHOM crepunusaidu (onepanuu obpaborku s
CIIE/IYIOUIMX JIEKAPCTBEHHBIX opm):

1.1.2.1. XKuaxue nexapcTBeHHbIE q; EMH 60111;11101“0 061:LM3

1.1.2.2. XXuakue nexkapcrseHHble GopMbl MANOro oﬁ%ema

1.1.2.3. Teepabie siekapcTBeHHbIe GOPMbI M UMILIAHTATBl

1.1.2.4. Msarkue nekapctBeHHbie (POPMBI i i

1.1.2.5. Ilpouas npoaykums, no/isepraemasi QUHHIIHON CTEPHITH3ANUK

1.1.3. Biryckaiomuii KORTPOJib KauecTsa (BbINYCK cepum)

Hecrepnibuas npoayxkuus il

1.2.1. HecrepuabHas NpojyKums (Temonoruqeume onepaunn It
TOJIyYEeHNA CIIE/IYOUIMX JIeKAPCTREHHBIX dopm):

1.2.1.1. Kancy.abl B TBepi0ii 060m0uKe: Kancyis

1.2.1.2. Kancynnl B Markoit obonouke

1.2.1.3. XKeparesnHbie JIEKAPCTBCHHBIE q)opr:

l 2.14. UMiiperaupoBansbie nekapcTBeHHbIC (GOPMBI el

2.1.5. Kuakue nekapcTBeHHbIC (POPMbI U HAPYKHOTO IPUMEHCHHS |

1.2. 1.6. dKupnkue nexapcreHnbie GOPMBI N5l BHYTPEHHETO IPAMEHEHHUS

1.2.1.7. MeguumHckue rassl

1.2.1.8. TIpoyne TBEpAbIE NNICKApCTBEHHbIC GOPMBI
1.2.1.9. [lpenaparbi, HAXOAAIHECS 1101 AABICHUEM

1.2.1.10. PagnoHyknuHbIe reHEpaTopbl

1.2.1.11. Msirkue nekapcrsentsie Gopmpl

1.2.1.12. Caeun (cynnosutopun)

1.2. 1.13. Tabaerxu: TE!6JILI1\H

Crpanvia 3 w3 R
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1.2.1.14. Tpaﬂc,uepMdnthle I1JIACTBIPH

1.2.1.15. Ilpouas HecTepuibHas NPOLYKIHA 42
1.2.2. Beinyckaomui KOHTPOJIb KayecTBa (ceprHHKalMA CepHn)
buoJsiornyeckas JeKapcTBeHHAR NPOYKIHA

| npojlyKuus: TabNeTKH

| BUIOB NPOAYKIHH):

1.3.1. Brosioruyeckas JeKapcTBeHHas NpojlyKuus:

— S e st e Rl

I 3 1.1. lIpojyKkTbl KpOBH

1312 MmMMyHOOMOI0IHYecKas! 11POJLYKIMs

1.3.1.3. llpoaykuus Ha OCHOBE COMATHYECKUX KIIETOK (Hp(myxuna JUIS
| TEparnM1 COMATHYCCKUMHU KJIETKAMH ) 1
1.3.1.4. 'enoTepanesTHYecKas nMpoayKLms

1.3.1.5. BHoTeXHOJOIHYeCKAR NPOAYKIHA: [Ipovas OMOTEXHONOTHYECKas!

i s PR

E3.1:6. Hpo,uylcum BBIJICJICHHAA U3 )KMBOTHBIX UCTOYHHKOB HJIM OPraHos
| (TKaHei) uesioBeKa L 5 _
i R TKEIHBPIH)KCHGRH:UI i IIPOJTYKLMS | (rlpouyxuuﬂ TK4HEBOM HH)Kt:HepMH)
e B B 8. Ilpouas OUONOrnuecKas JeKapCTBEHHAs NPOAYKIHs _
1.3.2. Boinyckaomui KoHTpoab (cepruduxauns cepum) (uepeqeub

1.3.2.1. IlpoaykTel kpoBH , 2

1.3.2.2. UMMyHOOROJIOIHYECKas NPOAYKIIMS i

1.3.2.3. Ilpoaykuus Ha OCHOBE COMAaTHUYECKUX KIETOK (npouymuﬂ st
TCPAIIMM COMATHYECKUMH KIETKAMH)
1.3.2.4. I'enorepaneBTu4ecKas 1poIyKLus

| (TKaHeit) YenoBexa

1.3.2.5. buorexHoJI0ru4yecKas npojayKuns
1.3.2.6 [lpoaykius, BbLAEACHHASL U3 JKMBOTHBIX MCTOYHHKOB WM OPraHOB

1.3.2.7. TkaHeHHKeHEPHas IPOAYKIMA (TPOAYKIMs TKaHEBOIA
mm{euepnn)
- 1.3.2.8. [Ipouas GuosornyecKas JIEKapCTBEHHAs npouyxum
[lpouass  JiekapcTBeHHAs  NPOAYKUMA  WIH npomnoncTBem{an
JAEATENbHOCTD

1.4.1. Ilpou:moncnm-

E.I'. [Ipueixena

' [damia.ﬁbt()aqu cepmuqf)mcamu)
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14.1. 1 deTHTGHbHaﬂ MPOLYKIIHS

1412, lomeonam-{ecxaﬂ IPOJLYKILHSI =5 e |

1.4.1.3. ﬂpoqaﬂ HPOAYKIMA: FOPMOHBI: PACTBOP; LHTOCTATUKH: KATICYIIHI,
TabJIETKM, NPOUME TPYTIIbI JICKAPCTBEHHBIX IPEIIAPATOB: KATICyJibl, TAONETKN |

1.4.2. Crepnanzanns hapmanesTHICCKHX cyberannmi,
BCHOMOraTe/ibHbIX BEUIECTB, FOTOBOH IPOAYKUMHM:

1.4.2.1. ®uabTpauus

1.4.2.2. CyxoxapoBas CTepHIN3ALNST

[.4.2.3. Crepunusanus napom i Sl -

1.4.2.4. XuMHYeCcKas CTepHIIN3aLus

1.4.2.5. CTGEEJIP]Z&UHSI raMmma- nmyqe_anm

1.4.5 . llpoqe(.

Ynakoska S e m

L5.1. [leppuynan ynakopka:

1.5.1.1. Kancyan! B TBep/I0i 06o10uKe: KanLyﬂbl

15,12, Kancynsl B Msrkoi obonodke

1.5.1.3. J)KepartenbHbie JieKapcTBeHHbIE (hOPMBbI

1.5.1.4. IMuperaupoBaHHbi¢ IEKApCTBCHABIE (POPMBI ]

1515, XKnaxue nekapcrBeHHbie OpMB Ui HAPYXKHOTO IPUMEHEHUS

_L.5.1.6. JKuikue nekapcTBeHHbIC OPMBbI [1Uisi BHYTPEHHETO IIPUMEHCHUS
11.5.1.7. Meamunnckue raspl

1.5.1.8. IIpoune TBEp bl JieKapCTBEHHBIE GOPMBI

1.5.1.9. Ilpenaparsl, HaxousIMECs MO AABJCHHEM
1.5.1.10. PanuoHyKIHM/HbIC reHepaToOphl

1.5.1.11. Msirkune nekapcrBeHHbIE HOPMBI

1.5.1.12. Ceuu (cynnosuropun)
1.5.1.13. Taéuerxu: Tabnerku

1.5.1.14. TpancaepmanbHbie [11aCTbIPH

1.5.1.15. [pouas nectepuibHas Nekapc rBEHHAS POLYKIAS

1.5.2. Bropuunas ynakoska

Kounrpoan kayecTBa e o

1.6.1. Mukpobuonornyeckue HCHbI TaHHA: CTEPHIIBHOCTD

1.6. 2. MuKpoOHONOIHYECKHE UCTTBITAHNSA: MUKPOOHONIOTHYECKas LIHCTOT’I =57

1.6.3. Xumnueckne ((l)H'}H'IGCI\He) MCHILITAHUA

1.6.4. buonoruyeckne MCObITaAHUS

2 HMI]OPT HEKAPCTBI HH()H HPO,U,YKLH/IH

Crpanuua 5 uz 8
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| 2.1.2. MuKpoOHOIOrHYECKHME UCTILITAHUS . MUKPOOMOJIOrHYECKas YUCTOTA

GMP/EAEU/RU/01915-2025

K()HTp()JIb KAuecTBA MMIIOPTHPYEMO JIBKapCTBCHHOH MPOJIyKUHH
2.1.1. Mnkpobuonoruyeckue UCrbiTaHusl: CTEPHUIBHOCTD

2.1.3. Xumunueckue ((h13MYECKUE) HCTIBITAHUS

2.1.4. bHOJIOIrMYMECKME UCTIbITAHNS i e
CL]‘)’I uq)ukauuﬂ Cepun PlMHOp’l HPYEMO JICKapCTBEHHOM npo;lyxuuu

2.2. I.1. [lpoussoumas E gpﬁ@mqeqxnx YCIHOBHSIX

2.2.1.2. IToasepraeMas (MHULIHOK CTEPUIIM3ALIMN

PEb HecrepunbHas npoykius
2

2.3. buosioruyeckas jaekapcTBeHHas 11po) )/Kuuﬂ B
- 2.2.3.1. IlpojiyKThl KPOBH > =27 N
_}2_2_;} HMMyﬂoﬁuonomqecxaﬁ NPOLYKIIHS J ]
2.2.3.3. llpojykuuss Ha OCHOBE COMATHYECKHMX KIETOK (IPOUYKLMS JULs
Tepanuy COMaTHYECKUMHU KIIETKaMu )

2 s 3.4, Feuompanenruqcuxaﬂ IPOJLYKILHS
© 2.2.3.5. buotexHonornyeckas A 1IPOJLYKLMA

2238 I,Ipony}cuuﬂ BbIJCJIEHHAS U3 KUBOTHBIX MCTOYHHUKOB WIIH opraHOB
(TKaHel) yenoBeka i S S
2.2:3.7. Txaneuux:eﬂcpudx IPOAYKLIHS (npo,uyxuuﬂ TKAHEBOM uumeﬂepnu)
2.2.3.8. [Ipouas Guonoruyeckas JeKapCTBEHHas NPOAYKLMSI

LIpoyasi JieaTebHOCTD 110 UMIIOPTY (BBO3Y)

2.3.1. Tlnomaika pusnueckoro umnop'ra ( BBO%ES

; 2“1 3. Ipouee

dapmaneBTHYECKas cyberanums (cyberaHumn):

3. MPOU3BOACTBEHHBIE OINEPALIUMN - PAPMAUHEBTUHYECKHE

2133 Wmnopt npome)xyxoqﬁon npo,uykuuﬂ no,uBepra}omeucs pasbHei el
obpaboTke

CYBCTAHLIUM

E.I'. llpuesxesa

Ry
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Ipowmssojcreo q)apMauequecxux CYOCTAHIMIA  METOIOM  XMMHUECKOTO

CHHTE3a g S

3.1.1. Hpoméoncmo MTPOMEKYTOYHBIX IlpallyKTOB_ (bapmauemw{ecmﬁ"
cybcTanumum b

3.1.2. TIpousBoacrao Hco‘mmcnuou qumaueBTHqccxon cyﬁ(,TaHuHu

3.1.3. Coneobpa3osanue (0 OYUCTKA)

3.1 4 Tipowee - iR o T = ==

IlpounsBouctBo (apmaneBTHYECKUX CY6LTaHHHM MCTOIAMM BBIACICHHS W3
NPUPOJIHBIX HCTOUHUKOB

3.2.1. Beienenue (bapMducBTuquxnx CyOCTaHIMI U3 UCTOYHMKOB

PAaCTUTE/ILHOTO NPOUCXOXK/ICHUS W= S

3.2.2. Brlaenenue q;apMdu(,qumxnx LyGLTaHHHH M3  UCTOMHMKOB
JKUBOTHOTO TPOMCXOXKIECHUS 7 N ol il

3.2.3. Buienenue anpmauemwlecxux cyﬁcraHunu M3 OpraHoB (TkaHeit)
4eJI0BeKA s, == Sl

3.2.4. Brinenenue (bapMduLBanchnx cyOCTaHIMii M3 MCTOYHHKOB
MHUHEPAJIBHOTO NPOUCXOKACHHA i i
3.2.5. Moaudukanms BelAeNeHHOM (papmauemnuecmn cyGCTaHuim

3.2.6. OuncTKa BblAENCHHON (hapMaleBTHYeCKOi cyOcTanmu

329 Tlpouee K2 e auni| =

[IpousBozcTBO d)apmauesmqecxux cyOCTAHIMI  C  MCTOJIb30OBAHMEM
| buonoruyeckux npoueccos
3.3.1. ®epmenTanus

|3.3.2. TIpou3BOACTBO € HCNIOIB30BAHMEM KIIETOMHBIX KYJIBTYP
| 3.3.3. Boienenue (o4ncrka)
3.3.4. Momdukanus

| 3.3.5. IIpouce T
IIpoussoacrso C'repuubnmx cbapmaueﬂmqt.cxux Ly6(:1amum i

3.4.1. ®apmaneBTHHECKHE CYOCTAHIIMM, [POM3BOJMMbBIC B acerTHYCCKUX
YCIIOBHSAX Rkt

3.4.2. ®apmauerTHueckne  cyOCTaHUMM,  MOABEpracMble (PMHHIITHOM
CTEpUIIN3ALMHI i

3asepmawmue c*ramm NpOM3BOACTBA Qapmauemnqecmm cyﬁmauuuu

3.5.2. Hepaﬂqnaﬂ Xuaxo_axa

3.5.3. Bropuynas ynakoBka iy -

3.5.4. llpouee: BuIMYCKAOMINIA rcomponb Ka4ecTsa

Konrpoun kauecrsa

\D «OMNLACHS . Mogias, 20
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& ] 3.6.1. ®usnueckue (XMMHYECKHE) HCILITAHHAS &
3.6.2. MukpoOuoJlOrH4ecKue  MCHbITAHUS  (BKJIIOYAs  MCHBITAHUE a | 193]
| crepuibHOCTD) ~ ol N A e |
3.6.3. Mukpo6HOJIOTHYECKME  HCTIBITAHMS  (MCKIIIOYMAsT  MCMBITAHME  HA i
CTEPHIILHOCTD) - = o i R b

1171 3:6.4. BHONOrMYECKHNe MCIBITAHMA fep oo i '
4. IIPOYUE OIEPALIMHA - PAPMALEBTUYECKHUE CYBCTAHIIMW .
B e AR IV b S . l
18!

OrpanuueHus WM TNOSCHUTENbHBIC 3aMETKH, Kacaioumecs o01acTH NpHMEHCHUs I8

ceprudukara: — &

E.I'. Ipueskesa vl
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