EBPA3HICKHN YKOHOMUYECKH co’iog:

’V[I/IHI/ICTEPCTBO HNPOMBIHNIJIEHHOCTH M TOPFOBJIPI
POCCHUMCKOM (I)El[EPAIII/II/I

CEPTI/I(I)I/IKAT

COOTBETCTBUA TPEEOBAHI/I}H\/I TIPABIJT HAJUTEXKAILEA HPOI/I3BOI[CTBEHHOI/I
[TPAKTHKU EBPA3SUICKOT'O SKOHOMUYECKOI'O COKO3A =

Ne GMP/EAEU/RU/00666-2023
Cpoxk nefictBus ¢ 16.1 1.202@ mo 15.11.2025 2

Beigan mo mrtoram mpoBesneHMs (hapMaleBTUYECKON MHCIIEKIIMM B COOTBETCTBUU C
[IpaBunamu npoBeneHus (papMaueBTI/IquKHx VHCTIEKITU T

MMHUCTEPCTBO IPOMBIIIIIEHHOCTU B TOPTOBIH Poccuiickoii (I)ez(epam/m
(Munnpomtopr Poccun)

(HOJIHOC 1 COKpall€HHOE Ha[/IMeHQBaHHC YIOJIHOMOYEHHOT'O opraHa)

NOATBEPIKIACT CIEAYIOIIee:
npoBeicHa (papMaleBTUYeCKas HHCIEKITHS
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MOJYNPOAYKTOB U KpacuTeei»

7 ‘ (moNHOEe HanMeHOBaHHeE HpOI/ISBOLlHTCI[ﬂ) == =
Mockosckast 00, T.0. Jlonronpyassiid, r. Jlonronpyausiii, mpoesn JInxaueBckuit,
a.7.ctp. 9 ' S

(anpec NPOM3BOACTBEHHOM IITOLIA/IKH)
Ha OCHOB&HI/II/I sasBienus Ne 19/01-185 ot 23.09.2022 Ha monyueHue paspemeHHﬂ

(IMLEeH3UK) Ha OCYHIECTBICHHE EATENBHOCTH IO TIPOU3BOJICTBY JICKapCTBeHHBIX
CPEJICTB. = : f /
Ha ocHoBaHuu cBemeHUH, MOTYUYEHHBIX TP POBE/ICHIH (bapMauequeCKou
MHCIEKIMHU, TIOCNEeTHSS U3 KOTOPHIX ObLIa MPOBEIeHa 16.11.2022 cuwmraeres,

JTAHHBIN (bapMaIleBTI/I‘l€CKI/II/I IIPOU3BOAUTEIIb COOTBETCTBYET Tpe6OBaHI/I}IM
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GMP/EAEU/RU/00666-2023

IPOBEJICHUA  OTOH (apMALEBTHYCCKOH WHCIEKIMM HE JOJUKEH HPMHUMATHCS B
KauecTBe JOKYMEHTa, CBULETEIbCTBYIOMIETO O CTaTyCe COOTBETCTBHS. CPOK JeHCTBUs
cepruukara MOKET OBITh COKpAalleH WK pPACIIMPeH MPU  HCIONb30BAHUN
COOTBETCTBYIOIIMX ~ [IPUHIHIIOB VIpaBJeHHs  pUCKAMH  IIpu Hanyiqnn
COOTBETCTBYIOIICH 3amuch 00 9ToM B none «OrpaHUYEHMs WIM HOSCHUTEIbHBIE
3aMETKH, KacaloIuecs 00J1acTy IPUMEHEHNs HACTOSIIET0 CepTU(uKara.

Ceprudukar sBiseTcs JeHCTBUTENBLHBIM B CTydae Tpe/ICTaBICHHs BCEX ero CTpaHHil
(Kax OCHOBHBIX JIMCTOB, TaK U JOMOJHUTEIBHEIX JIUCTOB). = ‘

AyTEHTHYHOCTD (TIOAIMHHOCTH) HACTOSIIEr0 cepTUdUKaTa MOKHO IIPOBEPUTH B 6ase
naHHpIX Munnpomropra Poccnn.

Eciu ceptuduxar He npeacTaBieH B yKa3aHHOM 0a3e JNaHHBIX, CIIEAYET 00paTUTHCS B
YIIOJTHOMOYEHHBII OpTaH, €ro BbIIaBIIIHIA. \

E.T'. Ilpue3ikeBa

‘;_ mapta 2023 r.
361004 U cepmupuxama)
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V , \H/IHI{QTEPCTEO INPOMBINVIEHHOCTU 1 T GPTOBAJA
2 POCCHMCKON ®EJIEPATIAN
/ GMP/EAEU/RU/OO666 2023

: IZI JIeKapCTBeHHbIe CpeaAcTBa MJist MCAUIIHHCKOTO NPUMCHCHHUS

' [] BerepuHnapHbic JieKapCTBEHHbIE CPEACTBA

JKCIepUMeHTAJIbHbIE CPEICTBA

HpOI/ISBO[[CTBO H KOHTPOJIb KA4ecTBa

I. HPON3BOJACTBEHHBIE OIIEPALIAN — JIEKAPCTBEHHAH
INPOAYKIINUA

1. Cmepunvnas npodyKkuus

NSRS IponyKiius, HPUrOTOBICHHAS ACCNITHICCKUM ITyTeM (OTepanum 06pa60n<14 JULst
CIIENYIONIUX JICKAPCTBEHHBIX dopm):

[ sxmzikue ieKapcTBeHHBIE (OPMBI 6OITBIIOr0 0OBEMa

SR JKUJIKHAC JICKAPCTBCHHBIC (bopMLI Majoro oobema

[ mucnepeun

[] nuodunmsate

[] TBepabIe IeKapCcTBEHHBIEC (POPMBI M MMILTAHTATEI

[] Msirkue iekapCcTBEHHBIC (OPMBI

[] mpoyast poayKIus

[12. Ilponyknus, TmoaBepraroimasics GOUHMIIHON  crepuamsanuy  (onepauun

00paboTKH /s CISAYIOINX IeKapcTBeHHBIX hopM):
L1 xmaxue jekapcTBeHHbIE HOPMBI GOJTBIOTO 00BEMA =

[ skuikue eKapcTBeHHble GOPMBI MAJIOro 00beMa

[ tBepble eKkapcTBEeHHBIE HOPMEL 1 MMILTAHTATH!

~ [ markue geKkapeTBeHHbIE (OPMBI

D poyas NpOIyKIHS, JIEKaPCTBEHHBIE dopmbl

I IZI 3. BuinycKaronuii KOHTPOJIb KA4eCTBa
' 2. Hecmepunvras npodyxyus

 ‘|:| 1. HectepunbHas  npoaykiust  (omepanuu  o0paboTKH  JUis 'cﬂéﬂy}omnxﬁ;
JICKapCTBEHHBIX HOPM): ‘ =

] KariCyJIbl B TBEP/IOH 000I0UKe

[] KaricyJsIel B MATKOI 060/10UKe

[] skeBaTe/bHbIE JIEKAPCTBEHHBIE QOPMBI

[l uMIperanpoBaHHbIe IeKapCTBEHHBIE (DOPMEI

[ sxuaKkue JekapcTBeHHbIe (OPMBI [T HAPYKHOTO MPUMEHEHHUS

L] xunKkue nekapcTBEHHbIC (QOPMBI JIjisl BHYTPEHHETO NPAMCHEHUA

~ [ MenunuHaCcKHe Ta3bl

~ L] mpoune TBeppie JekapcTBEHHBIE HOPMBI

[ mpenapatsl, HaxoagIyecs o JaBICHUEM

~[] rerepaTops! pajiuoRyKIuIoR
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L] Msrkue jekapcTBEHHbIE (POPMBI
L] cBeun (cynmosuropun)
[] rabiaeTku
L[] TpaHcaepMalibHBIC TUIACTHIPH
L] yerpoiicTBa 111 MHTpapyMUHAIBHOTO (BHYTPUPYOIIOBOTO) BBEICHHS
[] mpouas nmpomyKIus, JTeKapcTBeHHbIE (GOPMBL
[] 2. Beimyckaromuii KOHTPOJIb KAYeCTBa -
3. buonozuueckas 1ekapcmeenHas npooyKyus
[ 1. Bronoruyeckast JiekapCTBEHHAs TIPOLYKIIHS;
L] npoayKThl KpoBU
(] uMMyHOIOTHYECKAs POy KIS
L] mpoyKTHI Ha OCHOBE COMATUYECKUX KIETOK
L] reHoTepaneBTUUECKHE IPOTYKTHI
L] mpoyKThI TKAaHEBON MHIKEHEPUU
L] GuorexHomormyecKas HpoayKIHs ‘
L] mpoayKThl, JKCTparMpoBaHHBIE W3 JKUBOTHBIX MCTOYHHUKOB WM OPTAHOB —
(TKaHel) yejgoBeka 7
L] mpouast mpoxyKuus

:-'>))}Mm‘§{(mm«ﬂ T “(m” ’ )

[ 2. Beinyckaromuii KOHTpOJIb KauecTBa (epedeHb THIIOB IPOIYKIIHHN):

(] mpoayKThl KpOBH

[ ] umMMyHOIOTHYECKast POy KLU

L] mpojiyKThl HAa OCHOBE COMaTHYECKUX KIETOK — =

[] reHOTepaneBTUYECKHE IPOAYKTHL '

L] mpoyKThl TKAaHEBON MH)KECHEPUH

] GuoTexHomornyecKas mpoayKIus :

(] mpoyKThl, 5KCTPAarupoBaHHbIC U3 JKHBOTHBIX HCTOYHUKOB MM OPraHOB
(TKaHel) yenoBeka : : = =

[] mpouas npoaykius e 5 S -

4. Ilpouasa npoOyKuyusa uiu npou3e600CMEEHHAsA 0eAMe/lbHOCHb =il

1. IIpousBoacTBo: = = : !
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"VH/IFMQTE?PTBO INPOMBINUVIEHHOCTH U TOP r @;ﬁuiii/l
POCCHUIMCKON ®EAEPAIIAN
GMP/EAEU/RU/00666-2023

[] pacTuTeNBHON NPOIYKIAN

[] romeonaTnaeckoil MpoayKIuu

X npouas npoxykums:

dapmalieBTHUECKHE CYOCTaHIINK, MONyYaeMble METOJIOM XUMUUYECKOTO CHHTE3A
(3aBepIIAIOIINE CTAIUU [POU3BOACTBA (papMalEBTUUECKUX CYOCTAHIMI: BTOPUYHAS
YIAKOBKA,  WCIBITAHMS KOHTPOJS  KAyecTBa: XUMHUYECKHMe  ((pHU3MUECcKue),
MHUKPOOHMOJIOTHYECKHE: MHUKPOOHONOIMYeCKas YHCTOTA, MUKPOGHONOTHUECKIE:
CTEPUIBHOCTH) - :

[J 2. Crepuiunsanus akTHBHBIX BEHIECTB, BCIIOMOTATENBHBIX BEHIECTB, TOTOBOM
HpOIIyKHI/II/I ==

SS| @Hnmpéunﬂ

L] cyxoxkapoBas crepuimsanus

[] crepunuzanms napom

L] xumuueckas CTCPHUIIM3 A

L] CTCPHIM3AlIMA IraMMa-Uu3JTydYCHUEM

[] crepunuzarms DJIEKTPOHHBIM 3Ty YCHHICM

[]3. ITpouee

[14. IlepBuuHas (BHYTPEHHss) YIIAKOBKA:

L] xaricysiel B TBep10# 060I0UKeE

[] xarncysiel B MATKOM 060710UKe

[l xeBaTenpHbIe JIEKAPCTBEHHBIE HOPMBL

[] uMIIperHupoBaHHbIE JEKAPCTBEHHEIE (OPMBI

[ uikue nekapeTBeHHble GOPMBI UT HApY/KHOTO IIPHMEHEHNUS

[ xunkue iekapcTBeHHBIE HOPMBI [T BHYTPEHHETO IPUMEHEHNS

L] MC/IMITUHCKHEC I'a3bl

L] mpoume TBepIbIe JIEKAPCTBEHHBIE (OPMEI

[ ] mpenapathl, HaXOMAIMECS IO JABICHUEM
[ ] reHepaToOphl paliOHYKIHIO0B '

L[] msirkue sekapcTBEeHHBIE (GOPMEI

[ ceun (CYHHOBI/ITOPI/H/I)

[ ] TabieTku

] TpancliepMaibHbIE TACTRIPU

_ Ll yerpoticTa 1jisi MHTpapyMUHANIBHOTO (BHYTPUPYOLIOBOTO) BBC/ICHMSI

[J mpouast mpoaykius, JiekapcTBEHHBIE (HOPMBI

X 5. Bropuunas (moTpe6uTe/bcKast) ynaKoBKa

X 6. Boinmyckawiuii KOHTPOJIb KA4ecTBA

X 7. MuxpoGuoornyeckoe TeCTHPOBAHNUE: CTEPHILHOCTD

| X1 8. MukpoGuo/10rnyeckoe TeCTUPOBAHHE: HECTEPHILHOCTH

| X 9. Xumuueckoe (pu3nueckoe) TeCTHPOBAHHE
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GMP/EAEU/RU/00666-2023

[ 10. brosormueckoe TecTUpoBaHKe

1. KOHTPOJIb KAUECTBA IIPH UMIIOPTE JIEKAPCTBEHHOI
~ [IPOJIYKIIAU

[1 1. KonTposs kayecTBa MMIOPTHPYEMOI JIEKAPCTBEHHOM IPOIYKIINH:

L] 'MI/IKpO6I/IOJIOF MYCCKOC TCCTUPOBAHUE: CTEPUIILHOCTD

[J MEKpOGHOIOrHYECKOE TECTHPOBAHNE: HECTEPUILHOCTh

L] xumugeckoe (pU3HIecKoe) TECTUPOBAHUE

[] Gmonornyeckoe TeCTUPOBAHUE

[ 2. Beimyckaromuii KOHTPOJIb (cepTudyKanms cepuii) UMIIOPTHPYEMOit
IIPOJIYKIIMH

L1 CrepuiibHast IPOAYKIIMS:

L] 1poQyKIus, IPUrOTOBICHHAS ACENITHIECKUM IIyTeM

L] mpomyKimst, mojiBepraoascs GUHUIIHON CTEPHIH3aIluN

[] HecrepuiibHas OpOyKIHs

[] Bronornyeckas JiekapCTBEHHAs POy KIS

L] npoayKThI KpOBU

L] umMmMyHOIOTHYECKAsE TTPOLY KLU

L] IIPOAYKTEI HA OCHOBE COMAaTUYCCKUX KIIETOK

L] TCHOTCPAIICBTUYCCKUC ITPOAYKTHI

L] IpO/IyKThl TKAaHEBON MHKCHEPUM

L[] GroTexHoIOrnYecKas MPOaYKIHs

[J IpoyKTEI, 5KCTparupoOBaHHbIE U3 KUBOTHBIX HCTOYHIKOB WM OPraHoB
(TKaHell) yenoBeka "

L] mpouast mpomyKuust

L1 3. Ilpoyas aesTeabHOCTD 10 UMIIOPTY (BBO3Y):

L] momaska ¢pusndeckoro ummopra (BBo3a)

[] ©IMIIOPT MPOMEKYTOUHOTO POAYKTA, TOABEPraloIerocs AanbHeilieit
00paboTke

[] npouee

OrpaHuueHnss WM IIOSACHUTEbHBIE 3aMETKH, Kacarouuecs o0JIacTh HPUMEHEHNS
ceprudukara: '

6 mapta 2023 1.
i 6b10auU cepmudukama)
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