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HA3BAHUE
AMBIKC CEPTU®UKAT COOTBETCTBUA

Norotvn AMB3KC

AWMB3KC dapmacbiotmkanc Mpnanams

CepTndukar coorsetTcTemuA

1. | HaumeHoBaHue npoaykta: | Canbbytamon-TeBa, a3p030b A5 UHrANALMIA 4031POBaHHbIN 100
MKr/po3a 200 o3
2. | mnopTtupyowas cTpaHa: Poccna
3. | Ne permcTtpaumoHHoro MN 013290/01
Y4,0CTOBEPEHUSA:
4. | No3sunposKa: 100 mKr/po3a
5. | Popma go3mnposaHuAa: a3p030/1b AN UHTANALMIA L03UPOBAHHbLIN
6. | Pasamep ynakoBKM: 200 pos
7.0 | Cepus: AFL27A
7.1. | Kog cepuun: FA1398
8. | Oarta npoussoacTea: 01/2019
9. | Cpok rogHocTu: 01/2022
10. | MpoussoanTens: AMBIKC dapmacbiotkanc UpnaHama
301, Nnpactpwuan MNapk,
Botepdopa, UpnaHams.
Homep /lnueHsmnn: M436
11. | Ne ceptuduKara 2018/18385/M436
cootBeTcTBMA GMP:
12. | Pe3ynbTatbl aHaNM308: CootseTtcTaytoT cneunduraumm Ne: SPEC-0000088/8.0
13. | KommeHTapwmit: HeT
14. | 3akntoyeHue: [JaHHbIM noaTBepXKAato, YTo MHGOPMaLMA, yKa3aHHas Bblle,
nog/IMHHaA U TouHanA. [laHHasa cepuA npoayKTa bblna Nnpov3BeaeHa,
BK/Il0YaA nNpoueaypbl yNakoBKMU, MapKMPOBKU M KOHTPOAA KavyecTBa,
Nno yKaszaHHOMY BblLLe aZpecy NPOU3BOACTBA B MOJIHOM
COOTBETCTBUU € TpeboBaHMAMU GMP 1 cneunduKaLmMm Ha NPOLYKT.
3anucK o NpPon3BOACTBE, YNAaKOBKE M aHA/IM3e JAHHON cepum
COOTBETCTBYIOT TpeboBaHMam GMP.
a | Koanyectso ynakoBoK 183744
b | 3anucb HomepoB cepuii 1 PL-0000103/10.0 PCR-0000031/14.0
0b6HOBNEHUSA
c | 3anucb ynakoBku u PL-0000106/8.0 QDP0034942/15.0
0b6HOBNEHUS
d. | MHPopmauma 06 aktnBHoi | CanbbyTamona cynbdaT MUKPOHU3UPOBAHHbIN
cybcTaHumm, Kambpekc ®apmako CPJI
npoussoguTens Bua Kypwuen , 34 20067 Maynno (Ml), Utanus
Mukpo —MakuHasnoHe CA Bua KaHntoHane, CH-6995 MonaunHaszo am
MoHTerruno, LLisenuyapus
e | OTKnoHeHus HeT
f | OtueT 0 nabopaTopHbIX -




¢opma Ne JOKYMEHTA BEPCUA | CTATYC OATA BBEOAEHUA
FRM-0000375 2.0 | gencreyowmin | 02/AHB/2012
HA3BAHUE
CEPTUDOUNKAT AHANTN3A
nccnefoBaHMAX
g | Bannpauma cepuun na
h | Homep CC -
i ExxerogHoe nsyyeHue [a
cTabunbHoCTH
15. | Uma n gomKHOCTb nua, We#na Kennun
YNOAHOMOYEHHOTO Ha YnonHomo4yeHHoe nmuo
BbIMYCK cepumn
16. | Noanuck ynoaHOMOYeHHOro anua: [floonuce 17. Aata nognucaHms:
07 ¢espana 2019

DNIeKTPOHHbIE NoANUCH

Data ogo6peHusa nognucn 20.12.2012 14:14

MoanucaHTbl 0O603HayeHne noanucu AaTtupoBaHue
Cara Crowley opobpun 20.12.2012 14:05
Cara Crowley MNposepun 20.12.2012 14:14

Wramn




¢opma Ne JOKYMEHTA BEPCUA | CTATYC OATA BBEAEHWA

FRM-0000375 2.0 | gencreyowmin | 02/AHB/2012
HA3BAHUE
CEPTUOUNKAT AHAJTU3A
Norotun AMB3KC AMB3KC PapmacbioTukanc MpnaHama

Ceptudukar aHanmsa
Mpoaykt: Canbbytamon-Tesa, a3p030/b A4/1A MHIaNALUMIK A03npoBaHHbIN 100 mKr/a03a 200 o3
Cepua: AFL27A
Koga: FA1398
CrpaHnua 1 usl

OnucaHne: AntoMnHMEBDIV BaNNOHUYMK NOA AaBNeHUEM, COA4ePKaWmnit MUHUMYM 200 OTMEpPEHHbIX 403,
Kakaas gos3a cofeput npubamsutenbHo 100 mkr canbbytamona

TECT CNEUNDOUKALINA PE3Y/IbTAT

OMUCAHUE A3p030/b AN1A UHFaNALNI B aNtOMUHUEBOM
6annoHUYMKe nog gasneHnem. [LoKHbl OTCYTCTBOBaTb COOTBETCTBYET
BHELLHME NOBPEXAEHNSA, KOPPO3UA NN NPOTEUKN

NOANMHHOCTb Bpemsa yaeprKMBaHMA OCHOBHOIO NMKa Ha

(B3XKX) XpOMaTorpamme UCNbITYeMOro pacTBopa AOKHO
COOTBETCTBOBATb BpEMEHU yAePHKMBAHUA OCHOBHOTO COOTBETCTBYET
MUKa Ha XpOMaTorpaMme CTaHAAPTHOro pacTBopa
canbbytamona cynbdarta

CPEAHEE 80— 120 mkr

COLEPXAHUE 101
CANNbBYTAMOJIA B

OO3E

OTNOXEHUE } He meHee 35% oT cpefiHero coaepaHusa 65 %
PACMbITAEMOW A03bl | canbbyTamona B f03€ B HUXKHEN Kamepe MMNUHAXKepa
MEXAHWYECKNE He 6onee 50 yactuu, pazmep KOTOPbIX NO AJIMHHOM OCK 4
BK/THOYEHNA 6onee 100 mKm, B 50 go3ax npenapaTa

KOJIMYECTBO 403 B He meHee 200 246
BAJINOHE

AMB3KC dapmacbioTnkanc MpnaHama noaTBEPKAAeT, YTO KauecTBO JaHHOW Cepumn NPoayKTa U
NHIPeANEHTOB, NCMOJIb3YEMbIX NPU NPOM3BOACTBE, BbIJI0 MPOKOHTPONNPOBAHO, U
cooTBeTcTBYeT cneundukaumm

[aTa nponssoacTea: AHBapb 2019 Cpok rogHocTn: AHBapb 2022
Moanuck: Moonuce Nata: 30/01/19
MeHeaxep OKK
Wramn
DNIeKTPOHHbIE NOANUCH
Data ogo6peHuna nognucn 18.09.2012 17:27
MoanucaHTbl 0O603HauyeHMe nognucm JatupoBaHue
Annemarie Reardon onobpun 18.09.2012 13:22
Liam Mitchell Mposepun 18.09.2012 17:27

MoasMHHOCTL NepeBoAa NOATBEPKAAIO
Olga Parkhomenko sierisa
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MeHepaxep no KavecTsy
MNapxomeHko O.B.
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