VH/IHI/ICTEPCTBO IMPOMBIIIVIEHHOCTH ¥ TOPFOBIN
POCCHICKOM ®ETEPAIIAN

CEPTUDUKAT

COOTBETCTBI/UI IMPOV3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPEBOBAHUSIM ITPABIT
HAIUIE}KAH_[EI/I HPOI/BBOI[CTBEHHOI/I IPAKTUKU EBPASUIICKOTO SKOHOMIUYECKOTO COIOSA |

“Ne GMP/EAEU/RU/01233-2024
CpOK aercteus ¢ 02.04.2024 mo 01 04 2027

1 10 wuroraM  mpoBefeHus  (hapMareBTHYECKOi HchéKm/m
B\COOTBGTCTBI/II/I ¢ IlpaBumamm mnpoBeneHus (bapMaueBTqucmx UHCHEKIMH,

YTBCP)KI[eHHBIMI/I Pemennem CoBera Espasmiickoit BKOHOMquCKOH KOMHCCHH
03 H0516p;r2016 I No 83

MI/IHI/ICTGPCTBO IIPOMBINIJIEHHOCTHA ¥ TOPTOBIH POCCHHCKOH CDez[epauHH

(Musnpowmropr Poccun) =
(HOJ'IHOC H COKpaIICHHOEC HAMMEHOBAHHE YHOHHOMO‘ICHHOI‘O opraHa)

~ AKIHOHEpHoe 06IecTBo «Mezmcop6»

(HOJIHOC HanMCHOBaHHE I'IpOI/I3BOJJ;[/ITeJIS{) -

HepMCKI/II/I Kpan r.0. llepmckuit, T. Ilepms, yi. [lpugansaas, 1. 16, K. 3

(azmpec IPOM3BOACTBEHHOM ILIOMAIKY)

Ha OCHOBAHWH: s

BaHBJ'IGHI/UI No 3853089425 o mnepuomuueckom HOIITB@p)KILeHI/II/I COOTBETCTBHSL
HHueﬁsnaTa JII/II_IGHSHOHHLIM TpeOOBaHUAM.

Hocnem{ee U3 KOTOPBIX 6}.,1110 nposeneHo 02.04.2024, yCTaHOBJIeHo 9710 - I[aHHOG
(bapManeBTqucxoe IIPOU3BOACTBO COOTBETCTBYET TPEOOBAHUAM HpaBI/m Hazmexcamen
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NIPOU3BO/ICTBEHHOM  mpakTuku  EBpasmiickoro SKOHOMHYECKOTO COI03a,

SKBUBaleHTHEIX IlpuHiumam u PyI{oBonchy Espormetickoro coroza mo Hamrexaniei
NPOM3BOJCTBEHHON ~ NPAKTHKE TEKAPCTBEHHBIX CPENCTB Uit  MEIUIIHHCKOTO
M BCTCPUHADHOTO TNIpUMECHEHMA W OpuHiunam CHCTEMBI  COTPYJHHYECTBA
apmanesTiueckux uncnekmuit (PIC/S).

Hacrosimmii ceprudukar oTpaxkaeT craTyc NpPOMSBOACTBEHHOM IIIOIIAMKH
Ha MOMECHT NIPOBeJieHUs (PapMalleBTUUECKON UHCIIEKIUH U TI0 MCTeYeHnd 6omee 3 et
OT JaThl IMOCICAHErO JHA IOCISIHEr0 WHCIEKTUPOBAHHMS HE MOXKET CUHTATHCS
AOKYMCHTOM, CBHJICTCIBCIBYIOIIUM O craTyce cooTBercTBus. Cpok neiicTBus
cepTH(UKaTa MOXET OBITb COKpAIleH IIPH WCIONB30BAHUH COOTBETCTBYIOIIHMX
NPUHIUIIOB YIIPABICHUS PUCKAMM IIPM HAJIMYMU COOTBETCTBYIONIEH 3aluCH B IMOJE
«OrpaHuYeHs. WIM TOACHUTENLHBIC 3aMETKHM, KACAIONIMECS OONACTH MPUMEHEHUS
HACTOSIIETO CePTUHUKATAY.

CepTI/I(i)I/IKaT SBJIIETCA EHCTBUTENLHBIM B ClIyda€ IIPCACTaBICHUSA BCEX
€TI0 JIMCTOB (KaK OCHOBHBIX JIUCTOB, TaK U JOIIOJIHUTEIBHBIX JII/ICTOB).

AYTCHTHIHOCTD (IOJIMHHOCTS) HACTOSMIETrO CepTH(HKATA MOXKHO IIPOBEPHTH
B Oasze maHHBIX MunmpomTopra Poccun.

Ecnu ceprupukar He NpeACTaBleH B yKa3aHHOM 6ase MaHHBIX, Cleqyer
00paTUTHCS B YIIOJHOMOYCHHBIN OPraH, ero BEIIABIINIL.

>, MuUHHCTpA

E.I'. Ilpue3xena

14
i

3 ampens 2024 r. L/
svioauu cepmugpukama)  \/ |/ -
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AHUCTEPCTBO ITPOMBIIIJIEHHOCTH U TOPI'OBIIH :
POCCHUIICKOW ®EJIEPAIIANA :
GMP/EAEU/RU/01233—2024 = —

I&JIeKapCTBeHHbIe CPECTBA ISl MEAUIMHCKOr0 NPUMeHeHN
JJIeKapCTBeHHble NMpenapaTsl g KIAHAYECKAX UCCIeI0BAHNM (nanITaHnn)
i — Konl == Haumernosanue z |

(= AN HPOI/BBOJICTBEHHI:IE OIIEPAIINMA — JIEKAPCTBEI—IHASI HPOHYKIII/IH
‘0t | L1 | CrepunbHas npogykius .
ECUNE 1.1.1 IlpousBonumas B acemTHYECKHX YCIOBHAX (onepaunu o0OpaboTku s
o CIICAYIOMIMX JIEKAPCTBEHHBIX (OpM):
i< \‘ 1.1.1.1. Xunkue nexapcraennsie HOpMb! GOIBIIOT0 06beMa

_ 1.1.1.2. Xnaxue nexapCTBeHHBIE (hopMEI Mastoro 067:eMa

| 1.1.1.3. Jlnodumsarts :
1.1.1.4. TBepaple neKapCTBEHHBIE (GOPMBI U UMIUIAHTATEL
1.1.1.5. Msrkue mexapcTBeHHEBIE (HOPMEI ,
1.1.1.6. IIpogast mpoayKIysl, IPOU3BOINMAS B ACENTHUECKIX. VCITOBHSIX

1.1.2. Tlompepraemas GUHMIIHON CTEpHIH3AINA (onepaumd o6pa60T1<14
JUIS CHeYIOIIMX JIEKAPCTBEHHBIX (HOpM): =
1.1.2.1. )Kunkue nekapcTBeHHBIE GOPMEI 6ONBIIONO 06beMa
1.1.2.2. JXKuzikue neKapcTBEHHBIE HOPMBI MAJIOr0 06heMa
28 TBepubie ekapcTBeHHBIE HOPMEL U MMITAHTATHL
1.1.2.4. Msarkue TeKapcTBEHHBIE (OPMEL
=T.1.205. ITpodas nmpoxyKitust, mogBepracMas d)I/IHI/IH_IHOI/I CTepPIJII/ISaIIHI/I =
1.1.3. Beimyckarommuit KOHTPOJIb KAYeCTBA (BBIIIYCK cepun) =
Hecrepuabnas npoayKuus ==
R | 1.2.1. HecrepuneHasi npoxyKums (TexHOJIOTHYECKHE ~ OF =
HOJIYIeHUs CJICAYIOUINX JEeKAPCTBEHHbIX GopM): '
1.2.1.1. KancyJisl B TBepoii 06010uKe:; KaIlCyJIbl
1.2.1.2. Kancyxsl B MsTKO# 0607109Ke
1.2.1.3. KeBatensuuie JEKAPCTBEHHBIE (hOPMBEI
24 VMnperaupoBaHHbIE JIEKApPCTBEHHbIE QOPMEI — ,
1 = 1. 5. JKugkue JleKapcTBeHHbIE hopMmbI 115 Hapyxmoro npnMeHe}mﬂ'
| XKHIKOCTB, CTIPEH, PacTBOP : : '
= 2 1.6. Kunxue jexapcrBeHHbIe (POPMBI IS BHyTpeHHero np’
DACTBOD, KAIUIH, CYCIICH3HS
— 1.2.1.7. Meaumnckue rass
1.2.1.8. Ipoune TBEPABIC JIEKAPCTBEHHBIE HOPMEI
=—F2.1.9 IIpenapatsl, HaXOASIIHMECS MO JABICHUEM
—1.2.1.10. PaguoHyKIMaHEIE TeHEPATODE
—1.2.1.11. Msarkue eKapCTBEHHbIE hopMEI
~1.2.1.12. CBeun (cynmosuropun)
1.2.1.13. Ta6aerkm: TabneTku
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1.2.1.14. TpaucnepMaibHbIe IIACTHIPH

1.2.1.15. IIpogas HecTepuIbHAS TPOTYKITHS

1.2.2. BolnycKkawmuii KOHTPOJIb KA4ecTBA (cepruduxanus cepuu)

1.3

buonornugeckas JICKAPCTBEHHAA NPOAYKIINA

1.3.1. buonorudeckas JeKapCTBEHHAs MIPOIYKIIH:

1.3.1.1. IlpomyKThI KpOBH

1.3.1.2. IMMyHOOHONIOTHIECKAs IIPOLYKIHS

1.3.1.3. Ilpoxykius Ha OCHOBE COMATHYECKUX KIETOK (IIPOMYKIHS ISt Tepanuu
COMATUYECKUMU KICTKAMM)

1.3.1.4. I'eHoTepaneBTHYECKAS IPOLYKITU

1.3.1.5. buorexHonmoOrMYIeCKas MPOLYKIHS

1.3.1.6. Ilpomyknws, BeIOEIECHHAs W3 KUBOTHBIX I/ICTO‘IHI/IKOB WIH OPTraHoB
(TKaHelt) yenoBexa

1.3.1.7. TkaneuHnxeHepHas IPOTYKIUS (HpOI[}IK]_II/I}I TKaHEBOU UHOKEHEPUH)

1.3.1.8. TIpovas 6uonorudeckas JeKapcTBEHHAS IPOAYKIIHSL

1.3.2. Beinyckaromuii KOHTPonb (cepTUdHUKANUsI cepun) (nepequL BUJIOB

IIPOAYKIINH): =

1.3.2.1. IIpoTyKThI KpOBH - =

1.3.2.2. IMMyHOOHMOIOTHYIECKAS IPOLYKIHS

1.3.2.3. IlpogyKIust Ha OCHOBE COMAaTHYECKHX KIETOK (HpO,HYKHPI}I TS TEpanuy
COMAaTHYECKUMH KJICTKAMM)

1.3.2.4. T'eHoTepaneBTHUECKAS IPOLYKIH

1.3.2.5. buorexHonOTHYEeCKas MPOTYKITISL

1.3.2.6 IIpomyxims, BBiIeI€HHAas M3 KUBOTHBIX HCTOYHHKOB WM opraHOB
| (TKaHel) yenoBeka

1.3.2.7. TxaneumKeHepHas IPOIYKIHS (npoz(ylcul/m TKaHEBOU I/IH)KGHC]T)I/II/I)

1.3.2.8. TIpovas 6uonorudeckas JeKapCTBEHHAs IPOAYKINSL

IIpoyas JiekapcTBeHHAs! MPOYKIMS MJIM NPON3BOICTBEHHAN NEATELHOCTD

1.4.1. IlpousBoacrBo:;

T

B

&

~SF

KL)%

T
i

T

N il

ZeRETT—ron

BBEH

1.4.1.1. PacturensHas IpoayKIHus

1.4.1.2. 'omeonaTu4ecKkas mpoayKIus

=~ 18 anpens 2024 .
~ aﬁfn | 6b10auU cepmuduxama)
?
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1.4.1.3. Hpoqaﬂ TPOAYKIMA: KaIICYIIbl, JKUIKOCTh, CHPEH, pacTBoOp, Ta6JIeTKI/I
| Kamu, _CyCIIeH3UsI '

1.4.2.  Crepumuzanus (bapMaueBTquCKHX cy60TaH111/m ' BcndfMQraTenLHHX' =
| BemmecTs, rOTOBOM TPOIYKIIHH: Z

1.4.2.1. ®unsrpanms

1.4.2.2. CyxoxapoBas cTepHIn3amnys

1.4.2.3. Crepunuzanys napom

1.4.2.4. Xumuueckas cTepriinsamus

~ 1.4.2.5. Creprnmzanus raMMa-u3JrydeHueM

142, Crepunuzanys SIeKTPOHHBIM H3JIydeHHeM

Ay
LU =
I
A
i
7|
N

1.43. IIpovee: xpaHeHue CHIPBS U MATEPUATIOB (HepMCKHH Kpan r.0. HepMCKHH
| I Ilepmp, yir. Tpraansras, g. 16, k. 2) f

1.5 | YnakoBka = —

1.5.1. llepBuynasi ynakoBka:

1.5.1.1. Kancybl B TBep/I0ii 060J09Ke: KAIICYIIbI , =

1.5.1.2. Kancyist B MATKoi 0601109Ke =

1.5.1.3. XXeBaTenbHbIE JEKaPCTBEHHEIE (POPMBI '

1.5.1.4. ViMIIperuupoBasubie JIEKapCTBEHHBIE (hOPMBEI = =

1.5.1.5. Knaxue JIeKapCTBEeHHBIe ()OPMBI TJIA Hapymnoro TPAMEHeHHS:
mmucocn, CIIpEH, pacTBOp

- 1.5.1.6. JKuakue JeKapCcTBeHHbIE (hopmbI 11s BHyTpeHHero npnMeHeHmr
,pac:TBop, KallJld, CyCIICH3HS

1.5.1.7. MeauIMECKHE Ta35]

15018 IIpoure TBepBIE IEKAPCTBEHHbIE hopMEI

1.5.1.9. TIpenapatsl, HAXOISAMHECS IO JIABICHUEM

1.5.1:10. PaguoByKIIM/IHEIE TeHEPATOPEI

1.5.1.11. Msirkue nekapcTBeHHEIE GOPMEL

1.5.1.12. Ceuu (cymmosuropun)

1.5.1.13. Ta6uieTkn: TabieTky

1.5.1.14. TpancaepMagbHBIE IIACTHIPH

1.5.1.15. Ipoyas HECTEPUIIbHAS JICKAPCTBEHHAS nponyKum{

1 .5.2. Bropnunas ynakoBka

_KOHTpo.m, KavyecTBa

| 1.6.1. MUKpPOOHOIOIUYECKUE HCTIBITAHMS: CTEPIIBHOCTD

1 1.6.2. MEKPOOHOI0THYeCKHE HCTBITAHMS: MnKpoﬁnonomqecxaﬂ YHCTOTA

11.6.3. Xumuueckne (bu3nyeckne) HCHBITAHAS

'[1 6 4. Bronorudeckme UCIbITaHus

2. AMIOPT JIEKAPCTBEHHOI HPOI[YKIII/II/I

2 1 ‘ KOHTpOJIL ‘Ka4eCcTBa UMIIOPTUPYEMOM JICKAPCTBEHHOMN rrpo;lymmn
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2.1.1. MUKpOGHOIOrMYECKIE HCIIBITAHMS: CTEPWIBHOCTD

2.1.2. MuKpoOHOIOTHYECKHE UCTIBITAHMS: MAKPOGHOIOIHYEeCKas JHCTOTa

2.1.3. Xumunueckue (Gpusmdeckue) NCIBITAHMSL

2.1.4. buonorudeckre HCOBITAHUS

CepruduKanys cepun UMIOPTHPYEMOA JIeKAPCTBEHHOM IPOAYKIUH

2.2.1 CrepusbHas IpOLYKIHS:

2.2.1.1. IlpousBoauMast B aCENTUYECKHX YCITOBHSIX

2.2.1.2. lloxsepraeMasi GUHUANIHON CTEPUITH3AITNN

2.2.2. HecrepunpHas mporyKIus

2.2.3. buonoruyeckas JIeKAPCTBEHHAS IPO YKL

2.2.3.1. IIpogyKTHI KPOBH

2.2.3.2. IMMyHOOHOIOTHYECKAs IPOLYKITHS

| 2.2.3.3. IIpoayKums Ha OCHOBE COMaTUIECKUX KIIETOK (Hpo/:[yxum IUISL TEpATTAN
COMAaTHYECKNMHU KIICTKAMH)

2.2.3.4. T'eHOTepaneBTHYSCKAS IPOLYKITHSI

2.2.3.5. buoTexHONOTHYECKAS IPOLYKIHS

2.2.3.6. Ilpomyknus, BBIICICHHAS U3 >XMBOTHBIX HWCTOYHHMKOB I OPraHoB
(TKanei) yenoBeka

2.2.3.77. TkaHeUHXESHEpHAs MPOLYKIMs (IIPOIYKII TKAHSBOMN I/IH)KeHepI/II/I)

2.2.38. ITpouas Ouonoruyeckas JEKAPCTBEHHAS nponyxumx

[Tpodas JesTeapHOCTE O UMIIOPTY (BBO3Y)

2.3.1. Ilnomanka Gusugeckoro UMIOpTa (BBO34) ':

2.3.2. Wmmopt HpOMC)KyTO‘IHOI/I NIPOLYKIIUH, nonBepranmeHc;l JaIbHeHIIeH
obpaborke

=235 IIpouee

2 18 anpens 2024 1.

1d 6vi0auu cepmugurama)
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(DapMaueBTquCKa;{ Cy6CTaHI_II/I$I (cy6CTaHuHH)

3 TIPOM3BOACTBERHBIE OTEPAIN - (I)APMAIIEBTFI‘IECKI/IE
CYBCTAHIUH N

3.1.1. ITpou3BOICTBO IPOMEIKY TOUHBIX HPOAYKTOB (hapMalleBTHIECKOI cyocTanuum

»

|

; = N
) ‘1 3.1 | IlpousBoxcTBO (bapMaI_IGBTI/IT-IeCKI/IX CyOCTaHIMII METOIOM XUMHUIECKOT0 CHHTE3a

I

|

3.1.2. IIpOH3BOACTBO HEOUHMIIEHHOM thapMaIeBTHYECKOI Cy6CTaHIII/II/I

3.3, Coneo6pa3013aHHe (oguctka) =

3.1.4. Ilpouee

3523 ~Hpon330nCTBo dapmaneBTHYeCKUX  CyOCTaHIMHA MCTOJI@MI/I BBIIEIICHUS
| U3 IPUPOHBIX HCTOYHUKOB :

| OpoHCXOXIeHHUS

3201 BbmeneHHe (bapManeBTHYECKUX CyOCTaHIMNA 13 I/ICTO‘-IHI/IKOB paCTI/ITeHBHOI“O”v

HpOI/ICXO)KI[eHI/Iﬂ

3.2.2. Brienenue (hapMareBTUIECKUX CyOCTaHIHIN U3 I/ICTO‘IHI/IKOB JKUBOTHOTO |

.3.2.3. Beienenue GapManeBTHYECKHX CYOCTaHIMI 13 opraHOB (TKaHeI/I) 9ENOBEKa

HpOI/ICXO)KI[eHI/Iﬂ = ==

3.2.4. BLII[CJIGHI/IG papmaneBTHYeCKUX CyOCTaHIMI K3 VICTOYHUKOB MI/IHepaJIBHOT‘O '

3.2.5. MonubuKanys BEIICTCHHON dapmaneBTHIECKOI cy6CTaHnHH =

B

Ll | 3.2.6. OuncTKa BELIENECHHOMN (apMaIeBTHISCKON CYOCTAHIUT —

el 3.2.7. Ilpoyee -

OHONIOTHYECKIX NPOIIECCOB

| IIponseoactBo bapMaeBTHIECKHIX cyOcTaHIuii o= HCIOIB30BaHIEM

7':—, 3.3.1. ®epmenrarus

3.3.2. TIpomM3BOACTBO C HCIONBb30BAHAEM KIETOTHBIX KYJIBTyp

3.3.3. BLIJ:[eJIeHHe (ouncTka)

R Mo,zmd)HKauHﬂ

3.3.5. TIpouee

HpOI/IBBO,ILCTBO CTEPWIBHBIX (hapMaIeBTUIECKIX cy6CTaHuHH

3.4.1. ®apwmareBTHYCCKHE CYOCTAHIIY, IIPOU3BOIMMBIE B ACEITHIECKUX ycnommx

3.4.2. ®apmalneBTHIECKHE CYyOCTAHIIIH, TTIOABEPracMBIe OUHUITHOK CTe‘pI/IJIHSaIlPII/I

BaBepmamume CTauH NPOH3BOCTEA d)apMaueBaneCKnx cy6CTaH1mn

npoceHBaHHe (uctounwmk 3.1)

‘—,3,.5;2. IepBuuynas ynakoBka

[3.5.3. Bropuynas ynakoBka

—[3.5.4. Ilpouee

6 | Konrpouns kavecrsa

1 3.6.1. ®uzmueckne (XMMHBYeCcKHe) UCHLITAHUSA
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3.6.2. MuKpOOHOIOrHYECKYE MCOBITAHMS (BKIIOUAS MCTILITAHNE Ha CTEPUIBHOCTD)

3.6.3. MukpoGuonoruyeckue HCIBITAHAS (Mcki0Yasi MCObITAHWE HAa
CTEPUIBLHOCTD)

3.6.4. buonornueckue UCObITAHUS :

4. TIPOYUE OIIEPAITUY - PAPMAIEBTIUECKIE CYBCTAHIAN

OrpaHu4eHUs WM TOACHUTENBHBIE 3aMETKH, KacaiomMecs O6IacTH pUMEHEHHs
ceprudukara; - '

[l PR o
S MCSS S 2
L




