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EBPABHICKHI 3KOHOMUYECKUH COIO3.

MHHHUCTEPCTBO NPOMBIULJIEHHOCTH H TOPTOBJIH
POCCHHCKOH OEJEPAHHH

CEPTUD®HUKAT

COOTBETCTBHA TPEBOBAHHAM IMTPABIJT HAJUIEXKALLEH [TPON3BOACTBEHHOMM
TMTPAKTHKH EBPAJUHCKOI O 2KOHOMWYECKOI'O COH)3A

Ne GMP/EAEU/RU/00449-2022
Cpoxk aeiicrsus ¢ 14.06.2022 no 13.06.2025

Beipan mo uroram nposefeHHA (hapMalleBTHYECKOH HHCMEKUHH B COOTBETCTBMH C
[TpaBunamu npoBeaenns hapMaleBTHYECKHX HHCIEKIIHI

MUHKCTEPCTBO MPOMBIILIIEHHOCTH M Toprobiu Poccuiickoit ®enepatnii
(MunnpomMTopr Poccuu)

[ENEE

(nonHoe u COKpaleHHoE HAHMEHOBAHNE YNOTHOMOYCHHOTO oprana)

MOATBEPXKAAET Clleyiollee:
MnpoBejieHa dhapmaueBTHYECKas UHCMEKLNA

M ERENE KLY N

T R

AKunoHepHoe 00mecTBo «AJICH dapma»
(nonHoe HaHMEHOBaHHE NPON3BOAHTENA )
Kuposckas o61., r. Kupog, yn. Jlyraickas. a. 538
(agpec nponssoacTBEHHOI NaOWAAKIL)
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Ha OCHOBAaHHMM 3asABJECHHA O BhLIA4YE cepTH(UKATa COOTBETCTBHA [POM3BOAUTENSA
(NMpOM3BORMTENA HEPE3U[EHTA) JIEKAPCTBEHHBIX CPEACTB AAA  MEAULMHCKOTO
ipriMeHeHHs TpeOOBaHWAMH NpaBHJ Haanexauleid TpPOW3BOJACTBEHHOH [PaKTHKY
Espazniickoro aKoHOMH4YECKOTro coto3a oT 15.06.2022 Ne 416/P.

Ha ocHoBaHMKM CBeJAEHMii, TOJYUEHHBIX NPH NPOBEACHHH (PapMaLleBTHUECKOIT
MHCIIEKUKH, TNociaeqHss W3 KoTopblx Obia npoBeneHa 08.06.2022, 14.06.2022.
CUMTAETCA, MTO JaHHBI QapMmaueBTHUECKHIl NPOU3BOAMTENL COOTBETCTBYET
Tpebosanuam IlpaBun Hamnexauiedi npou3BoAcTBeHHOI NpakTHkW Epasuiickoro
9KOHOMHMHUECKOTO COi03a.

Hacrosauwuii cepTudHUKAT OTpakaeT CTaTryc MPOM3BOJACTBEHHOW IUIOLIA/IKK Ha ATy
npoBefieHns (apMalueBTUYECKOl HHCMEKUMM M 10 HCTEYeHHM 3 JIeT ¢ ATl
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GMP/EAEU/RU/00449-2022

npoBesleHus AToi  (apmaUeBTHYECKON MHCMEKUMH HE AOKEH MpHHMMAaThes B
Ka4yecTBEe JOKYMEHTA, CBHAETENLCTBYIOIETO O CTaTyce cooTBETCTBHA. CpoK lieiicTBIA
ceprudrkara MoKeT OblITh COKpalieH MJIM  pacliupeH MpPH  HCIOJIL30BaHHH
COOTBETCTBYIOIUMX  TMPHHUMOOB  YNpaBAeHMs  pPUCKAMH  MpH  HAJIHYWH
coorBercTBytollleli 3anucu 06 dToM B nojle «OrpaHH4eHus KM MOSCHUTENLHBIC
3aMeTKH, Kacatolyecs 001acTi NpUMEeHEHHs HacToALIero cepTudrKaray,
Ceprudukar spnsieTcs AeHCTBUTEALHBIM B Cilyyae MpeJCTABICHNA BCEX €r0 CTPaHMLL
(KaK OCHOBHBIX JIHCTOB, TaX W JOMOJIHUTENBHBIX AKCTOB).

AYTEHTHYHOCTD (NOIMHHOCTb) HACTOALLErO CepTH(HKaTa MOXKHO [POBEPHUTEL B Haze

Janubix Munnpomropra Pocenu.

Ecnu ceprudmkar se npeicrasieH B ykasaHHoii 6a3e aaHHbIX. caenyeT obpaTHTLCA B
YINOJIHOMOYEHHBIH OpraH, €ero BbLAABLIHH,

B.C. OcbmaxoB
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MI’IHHCTEPCTBO MPOMBIIMIJIEHHOCTHA H TOPTOB/IIT
POCCHMCKOM ®EJEPALIUHA : =0
GMP/EAEU/RU/00449-2022

r

JlekapeTBeHHbBIE cPEACTBA A8 MeIHUHHCKOr0 NPpHMEeHEeHH A
{3 BeTtepuHapHble leKapCTBEHHbIE CPEACTRA
[ DkcnepuMeHTaILHEIE CpeacTBa

__ IIpon3BoacTBO H KOHTPOJIb KadecTBa
1. HPON3BOJACTBEHHBIE OINEPALIUH —- JEKAPCTBEHHASA
NMPOAYKIIUA
1. Cmepunvnas npodyxyus
D 1. ITpoxykums, HpHFOTOBHEHHaH acenTHuecKuM nyreMm (onepauu odbpadoTxn :.Lm
CIIeOYIOLINX JIEKAPCTBEHHBIX (hopM):
[ sxuakue nexapcTBeHHBIE GopMbl Gonbloro obseMa
[ xusKue nekapcTBeHHble GOPMbI Masloro oGbema
[1 aucnepcun
Minsoprmmsars =R EEF 8 S0 TS T~ W7=")l
L] TBepable NexapcTBeHHbIE HOPMbI M MMILIAHTATBL
) markue aekapcreerHble GopMbl
(i nposasnpoity knHARSEE IS SIS SRS I —~— ="l
D 2. Iponyxums, l'lOIlBE:pl"alO[IlaﬂCH (pmmmuou c*repmmauuu (onepauuu
o6pa60‘rlm AJIsl CHEAYIOMIMX JIEKAPCTBEHHBIX dopM):
| [ kuakue nekapctBenusle GopMbI GonbILOTO 06bEMa =2l
[ sxuaxue nexapcTBeHHbIE opMbl Manoro obbema ="M= '
(3 TBepable iekapCTBEHHbIE GOPMBI ¥ MMILIAHTATBl
O mArkHe nekapcrBenHble Gopmbl L .
[ ripouas npofyKius, JIeKapcTBeHHbIE (HOPMBbI 5
' 0 3. Boinyckatomiuii KOHTPoJb KauecTsa
2. Hecmepunsnan npodykyus
Xl 1. HectepuabHas npoaykuus (onepauuH o0padoTku A8 cjielylomHux
| JleKapCTBEHHBIX hopm):
| [] kancyne B TBepaoi obonotke
i [ kancysnbl B MArkoii 0bosouKe
| [ xeBaTenbHbie NeKapcTBeHHblE HOPMBI
O] uMriperHupoBaHHble JIeKapcTBEHHBIE (HOPMBI

|
4

O KUAKHE JIEKaPCTBEHHbIE (OPMBI ISl HAPYIKHOTO IIPUMEHEHHS '

O snakue aexapcTBeHHEIE GOPME! T BHYTPEHHETO MPHMEHEHNS j
[ meaumuHckye rasel

Ol npouune TBepabic JIEKAPCTBEHHBIE HOPMBI
[ npenapaTsl, HaXoMsIMECH O] AdBJIEHHEM
(] renepaTtopbl palHOHYKAHAOB
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GMP/EAEU/RU/00449-2022

[] Markue nekapcTBeHHbIE (HOPMbI

[] ceeun (cynno3uTopHu)

TadaeTkn: TabneTku

[] rpancaepmalbHbIe [11ACTBIPH

[ ycrpoiicTBa a5 HHTPapyMHHANLHOTO (BHYTPHpYOHOBOro) BBEAEHUS

U npouas npoayKuus, JeKapcTBEHHbIE (OPMBI

2. Boinyckamomuii KOHTPOJIb KAYECTBA

3. Buonozuveckas nexapcmeennas npooyKyus

L) 1. Buonoruyeckas sexapcTBEHHas MPOAYKIHS:

[J npoayKThl KpoBH

[] umMMyHoROrHuYeCKas OpOay KLU

] [IPOAYKTEI Ha OCHOBE COMaTHYCCKHX KIIETOK

] FEHOTEPANCBTHYECKHE ITPOAYKTLI

(J npoayKThl TKAaHEBOH HHIKEHEPHH

(L] 6norexHoNOrMYecKas OpOAYKIHs

O npoayKTel, 3KCTparupoBaHHBIE W3 JKMBOTHBIX HCTOYHMKOB Wil OPraHoB
(Tkameil) yuenoBeka

) npouvas npoayxkuus

L] 2. Beinyckatoimii KOHTPOJIb KauecTra (fepeyeHb THIIOB IPOAYKIHH):

[J npoayKThl KpoBH

[] uaMyHonoruyeckas npoayKuus

O MpOAYKTEl HA OCHOBE COMATHYCCKHX KIETOK

0] reHoTepaneBTHYECKIE IPOAYKThI

C] npoayxThl TKaHEBOI HHKEHEPHH

[] 6noTexHonornyeckas npoayKiuus

] nponyKTel, SKCTParupoBaHHbIE U3 KUBOTHBIX HCTOYHHKOB HJIH OPraHOB
(TkaHeit) uenoBeka

[} npouas npoaykums

4. Ilpouan npooykuua win Rpou3600CMEEHHAR OCAMENbHOCHTb

1. [Ipon3BoacTBO:

[] pactutensHoil MpoayKIIHH

B.C. OcbmakoB
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S Hghns 2022 r.
Agtiuu cepmughuxama)
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MP[FLP[CTEPCTBO NPOMBIILIEHHOCTH H TOPTOBIN
POCCHUCKOH ®EJEPALIUH g
GMP/EAEU/RU/00449-2022 R %

(] romeonarinyeckoii NpoLyKINKU <
npoYasi NPOAYKUMSA: [TPOYME IPYMIIE] IEKAPCTBEHHBIX NPENApaToB: TabNeTku
01 2. Crepunu3auns aKTMBHBIX BEINECTB, BCIIOMOTAaTENbHBIX BEILECTB, TOTORO
MPOAYKUYH:
L] dunsrpaums
[] cyxoxkapoBast CTepuin3alus
L] crepunuzauns napom
[] xuMuueckas ¢TepHIH3aLus
0] cTrepunuzanus raMMa-u3nyyeHHEM
[ crepunusaums aNeKTPOHHEIM H3JTYUEHHEM
[ 3. IIpouee
4. [leppuuHas (BHYTpPeHHNN) YNAKOBKA:
[] kancynsl B TBEpAOIt 060s0uKE
[ kancyasl B MArkoit oB6onouke
[ sxeBaTeNbHEIE JIEKApCTBEHHBIE HOPMbI
[] uMnperHupoBadHbie JIeKapcTBEHHBIE (HOPMb
[ sxuaxue AekapcTBeHHbIE GOPMBI IS HAPYIKHOTO MPUMEHEHUS
O sxuaKkue fekapcTBEHHbIE GOPMBI JUT% BHYTPEHHETO NPHMEHEHHS
O MeqMUMHCKHUE ra3bl
0J mpoune TBepAble JIeKapCTBEHHBIE (HOPMBI
L] npenapatbl, HaxolsMecs Mo AaBJIEHHEM
[J reHepaTopbl paqHOHYKIKI0R
[J markue sekapcTBeHHbIE (HOpMbI i
[] cBeun {(CyninosuTopHH) (P8
Tabjaerxn; TabaeTKu
L] TpaKcaepMalibHbBIE MIACTBIPH
[l yerpoiicTsa 41 HHTpapyMHHaNBHOTO (BHYTPMPYOLIOBOr0) BBEACHHUS
O mpoyas nNpoayKLuA, IeKapcTBeHHbie HOpPMBbI
5. Bropuunas (noTpebuTeibcKas) yNakoBKa
X 6. Boinyckaiomuii KOHTPOJIbL KaYyecTBa
OJ 7. MukpobHon0rudecKoe TECTHPOBAHHE: CTEPHIILHOCTD
£1 8. MukpoGHOIOrHYecKoe TECTHPOBAHHE: HECTEPHIBHOCTD
9. Xumnuyeckoe ((hH3HYUECKOE) TECTHPOBAHUE
[J 10. Buonoruueckoe TeCTHPOBaHKE
1. KOHTPOJIb KAUECTBA [1PU UMITOPTE JIEKAPCTBEHHOH
IMPOAYKIINU
[J 1. Konrpons KauecTBa MMIOPTHPYEMOH JIEKAPCTBEHHOM NPOAYKUMH;
& MHKpPOBGHONOTHYECKOE TECTHPOBAHHE: CTEPUILHOCTE
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] MHKPDﬁHOJIOI‘l/I‘lCCI{Oe TCCTHPOBAHHE, HECTEPUIBHOCTE

O xuMHugeckoe (PU3NYECKOE) TECTHPOBAHNE

(] 6uonoruueckoe TecTHpOBaHUE

I 2. Beimyckatomuit KOHTpons (cepTruduKaums cepuii) HMOOPTHPYEMOit
NpoAyKUHH

(3 CrepunbHas npoayKLMs:

O NpoAYKUNA, NPHIOTOBJICHHAA ACENTHYCCKUM ITYTEM

L] npoaykuus, noasepraioancs GUHUIIHON CTepHITH3aldK

L] HecTepunbHas npoayKuus

[] Buosornueckas JIEKapCTBEHHAS NIPOAYKLIMSL:

[] npoaykts! KpoBu

On MMYHOJIOMHMECKAA NpoayKuys

] NpoAYKTBEI Ha OCHOBE COMaTHYECKHX KJIETOK

) FCHOTCPAINCBTHYCCKHE NIDOAYKThI

[] npoityKrhl TKAaHEBOI MHIKEHEPHH

[] 6uorexnonornueckas [IPOAYKLIHA

O npoaykTsl. IKCTParHpoBaHHbIE U3 KHBOTHBIX HCTOYHMKOB MIIH OpPraHoB
{‘rkaHeit) yenopeka

[] npouas npoaykuus

O 3. [Npoyas AeATeALHOCTH [0 UMIlOPTY (BBO3Y):

(] nnowmanka hu3H4ECKOro HMNOpTa (BBO3a)

[J uMiiopT NpoMeskyTOYHOr0 NPOAYKTa, [0ABEPralolerocs fansHemei
obpaborke

[J npouee

Orpaniuedns WK [MOSCHMTENLHBIE 3aMETKH, Kacaloluecs o6NacTH MPUMEHEHMS
ceprhdHKaTa: -

B.C. Ocbmakos




