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HA3BAHUE
AMBIKC CEPTU®UKAT COOTBETCTBUA

Norotvn AMB3KC

AWMB3KC dapmacbiotmkanc Mpnanams

CepTndukar coorsetTcTemuA

1. | HaumeHoBaHMe npoayKTa: | BeknasoH Ko asapo30b AN MHFANALMA A03MPOBaHHbIN 100
MKr/po3a 200 o3
2. | mnopTtupyowas cTpaHa: Poccna
3. | Ne permcTtpaumoHHoro MNO013291/01
Y4,0CTOBEPEHUSA:
4. | No3sunposKa: 100 mKr/po3a
5. | Popma go3mnposaHuAa: a3p030/1b AN UHTANALMIA L03UPOBAHHbLIN
6. | Pasamep ynakoBKM: 200 pos
7.0 | Cepus: AFM96A
7.1. | Kog cepuun: FA1380
8. | Oarta npoussoacrea: 05/ 2019
9. | Cpok rogHocTu: 05/ 2022
10. | MpoussoanTens: AMBIKC dapmacbiotkanc UpnaHama
301, Nnpactpwuan MNapk,
Botepdopa, UpnaHams.
Homep /lnueHsmnn: M436
11. | Ne ceptuduKara 18207/M436
cootBeTcTBMA GMP:
12. | Pe3ynbTatbl aHaNM308: CootseTtcTaytoT cneunduraumm Ne: SPEC-0000037/8.0 (cm.
NPUNOXKEHHbIN cepTUdUKaT aHanns3a)
13. | KommeHTapwmit: HeT
14. | 3akntoyeHue: [JaHHbIM noaTBepXAato, YTo MHOPMaLMA, yKa3aHHas Bblle,
nog/IMHHaA U TouHanA. [laHHasa cepuA npoayKTa bblna Nnpov3BeaeHa,
BK/tOYaA Npoueaypbl yNakoBKMU, MapKMPOBKU N KOHTPONA KavyecTBa,
Nno yKaszaHHOMY BblLLe aZpecy NPOU3BOACTBA B MOJIHOM
COOTBETCTBUU € TpeboBaHMAMU GMP 1 cneunduKaLmm Ha NPOLYKT.
3anucK o NPon3BOACTBE, YNAaKOBKE M aHA/IM3e JAaHHON cepum
COOTBETCTBYIOT TpeboBaHMam GMP.
a | Koanuyectso ynakoBok 20016
b | 3anucb Homepos cepuit u PL-0000094/9.0 PCR-0000006/19.0
0b6HOBNEHUSA
c | 3anucb ynakoBku u PL-0000181/6.0 PCR-0000002/25.0
0b6HOBNEHUSA
d. | UHdopmaums 06 akTuBHON | BeknomeTtasoHa AunponnoHaT MUKPOHU3UPOBAHHbIM
cybcTaHumm, (AmepukaHckaa Papmakones)
npoussoguTens Cukop —Cocuneta UtanmaHa Koptukocteponam C.n.A, Utanna
e | OTKnoHeHus 1410250
f | OtueT 0 nabopaTopHbIX -
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nccnenoBaHMAxX
g | Baangauyma cepum -
h | Homep CC 1230533
i ExxerogHoe nsyyeHue [a
cTabunbHoCTH
15. | Uma n gomKHOCTb nua, YNonHOMOYEHHOE NNLLO
YNO/IHOMOY€EHHOrO Ha paxam KasaHax
BbIMYCK cepumn
16. | Noanuck ynoaHOMOYeHHOro anua: [floonuce 17. Aata nognucaHms:
30.09.2019

DNIeKTPOHHbIE NoANUCH

Data ogo6peHusa nognucn 20.12.2012 14:14

MoanucaHTbl 0O603HayeHne noanucu AaTtupoBaHue
Kapa Kponei opobpun 20.12.2012 14:05
Kapa Kponei MNposepun 20.12.2012 14:14

Wramn
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HA3BAHUE

CEPTUOUNKAT AHAJTU3A

Norotun AMB3KC AMB3KC PapmacbioTukanc MpnaHama

Ceptudukar aHanmsa

MpoayKT: beknasoH Ko aspo30/b AN UHranAuMiA Ao3upoBaHHbIK 100 mKr/ao3a

Cepua: AFM96A
Koa: FA1380
Crpannua 1ums 1l

OnucaHne: AntoMnHMEBDIV BaNNOHUYMK NOA AaBNeHUEM, COA4eP AU MUHUMYM 200 OTMEpPEHHbIX 403,

Kax4aAa no3a Coaepxunt I'IpVI6fIVI3VITe.I'IbHO 100 mKr 6eknomeTasoHa ANNPoONnoHaTa

TECT CNELNPUKALIUA PESYNIbTAT
OMUCAHUE A3p030/b AN1A UHFaNALNI B aNtOMUHUEBOM
6annoHYMKe nog gasneHnem. [LonKHbl OTCYTCTBOBaTb COOTBETCTBYET
BHeLHMe NOBpeXAeHNA, KOPPOo3nA NN NPOTEUKN
NOANMHHOCTb Bpemsa yaeprKMBaHMA OCHOBHOIO NMKa Ha
BEK/TOMETA30OHA XpOMaTorpamme UCNbITYeMOro pacTBopa AOKHO
ONNPOMMOHATA COOTBETCTBOBATbL BpeMeHU yaepKMBaHNA NUKa COOTBETCTBYET
(B3XKX) 6eKknomeTasoHa AuMNponnoHaTa Ha XxpomaTorpamme
CTaHOAPTHOro pacTesopa
OOQHOPOAHOCTb 9/10 + 15% oT cpegHelt macchbl A03bl
OO3NPOBAHUA 1/10 £ 25% oT cpeaHei macchl 403bI
(BECOBOW METO/) Ecnn 2 nam 3 3HaveHumA npesbiwatoT = 15% oT cpegHeit
MacCbl A03bl, UCMbITaHWE NOBTOPAIOT elle Ha 20 COOTBETCTBYET
WMHranATopax
He 6onee 3/30 3Ha4yeHMIt moryT npesbiwaTth + 15% ot
cpegHei maccol A03bl, HO HA OAHO 3HAYeHMe He
OONIXKHO npesblwaTth + 25%
CPEAHEE
COLEPXAHUE
BEK/TOMETA30OHA 80-120 mKr 103
OUMPOMMOHATA B
OO3E
OTNOXEHUE 5 He meHee 35% oT 3aABNE€HHOr0 KOIMYeCTBa 59%
PACMNbINAEMOWM O03bl | 6eknomeTasoHa AUNPOMNMOHATA B A03€e
MEXAHWUYECKUNE He 6onee 50 yacTuu, pasmep KOTOPbIX BAOb Hanbosnee 5
BK/THOYEHNA O/MHHOM ocu 6onee 100 mkm, B 50 go3ax npenapaTa
KOJIMYECTBO 403 B He meHee 200 250
BA/INOHE

AMBIKC dapmacbioTvkanc Mpnanama noaTBepXAaeT, UTO KauyecTBO JaHHOM CepuM NPOAYyKTa 1
WHTpeAMNEeHTOB, UCMNOb3yeMbIX MPU NPOU3BOACTBE, 6blJ1I0 NPOKOHTPONPOBAHO, U
COOTBETCTBYET cneundunKkaumm

Jata npousBoacTea: mai 2019

MNoanwucsk: Moonuce

MeHeaxep OKK

Olga
Parkhomenko

Nata: 13/08/19

cn=0lga Parkhomenko,

Cpok rogHocTun: man 2022
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HA3BAHUE
CEPTUDOUNKAT AHANTN3A
DNIeKTPOHHbIE NoANUCH
Data ogo6peHusa nognucn 12.04.2013 12:10
MoanucaHTbl 0O603HauyeHMe nognucm JatupoBaHue
NoppaiiH Jesepeykc onobpun 11.02.2013 12:26
Konett lonnaHg 0806pun 25.03.2013 10:11
NoppaliH [esepeykc 0806pun 10.04.2013 13:48
Nnam Muwenb lposepun 12.04.2013 12:10

LWramn
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