CEPTUPUKAT COOTBETCTBHA

Ha MPOAYKITHID, BRAIOYEHHYIO B €AHHBIN NepesieHb NPOAYKILIN,
noasexameit ofssareanHoit ceprHdHKANN

Ne POCC RU C-AT.©M08.8.00379/19
Cpoxk aeitcrsnn ¢ 08.04.2019 no 16.12.2019

OPT'AH 10 CEPTHOHKALIMH N 00678501

RA.RU. 11 MO8 OPIAH 110 CEPTHDHKALIHH IPOAYKUIH OBLIECTBO C OFPAHHYEHHOM
OTBETCTBEHHOCTBIO "OKPYIKHOI LEHTP KOHTPO/TH KAMECTBA", adpec opeanusayuu: 115280, 2. Mockaa, y1.
Macmeprosa, 0. 4, am. 3, now, 1, kav, 1, adpec opzana no cepmudhusayu: 113280, POCCHA, copod Mockaa, ya.
Macmepruga, 0. 4, am. 5., men.: (493)788-02-88, dhawc: (495)675-47-89

3AABUTEAD
340 "C4HAO3",
HHH 7717011640, Adpec : 1253135, o. Mocxsa, [enuuzpadexuis npocnesm, .72, xopn. 3. Teaeghon: 8(495)660-75-09.

H3rOTOBUTEAD

At u Tu Buoroeuxa Im6X, IDT Biologika GmbH, Am Pharmapark, 06861 Dessau-Rosslan, Germany, Fepmanus / Candoz

Iu6X, Sandoz GmbH, Biochemiestrasse 10, 6336 Langkampfen, Austria, Ascmpus

kop OK

IMPOAYKIIMA OK 034-2014 (KMEC

Hexapcmsennoe cpedemeo: Jupcuo, pacmeop 0as sHYRIPUSEHHOZ0 1 NOOKONCHO O Gaedenus 30 2008) (OKTI/L2):
aan /0,5 sn wen 48 s, V0,5 s (wnpuys [ wnpuyn + yempoticmeo saupum wza ) 0,5 21.20.10.213 :
M3, ynakogxu suefivoawe koumyphete (i 5), nausu kapmonnsie, G

PY Mo JIT-001302 om 29,11.2011 (0ama savenw 29, 10.2018) amdano Canoos 0.0., woa TH B2A,

cepuitibil auinycK 3002150000

COOTBETCTBYET TPEBOBAHMAM HOPMATHBHBIX AOKYMEHTOB V&
JT001302-291111 &

CEPTHOHUKAT BHIAAH HA OCHOBAHHH
npomoxon ucnsimanui Ao 8376 (JN4205) om 27.03.2019 (JITT 001302-291111 wae. Mo -6} H1 000 HI

“"PAPMOBOPOHA", ammecmam axspedumayuu POCC RU.0001. 21 R/T40, Cepmudhuxam coomaememaus cucmesint

Menedxemenma kavecmea 6 Cucmese dofiposatsnoi cepmudbusarn "CAPM-PECHCTP" No POCC AT PHCI0.K.00]140, cpox
dettcmeun ¢ 09.01.2018 & no 16.12.2019 2, Mo POCC DE. R0 K 00137, epok deficmeun ¢ 09.01.2018 ¢. no 16.12.2019 2.,

000 "Crpyxciion yenmp xonmpons kavecmea”, Poceun, 115280, . Mockea, ya. Macmeproaa, o, 4, am. 5, nas. 1, kv, |
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CAHAO3

Komnaunust Hoaptue

Ccbinka: 1309190837

Beinyien:

Cannos 'm6X
Buoxemunmrpacce 10
6250 KyHane
AcTpus

Ten+ 43 5338 200

CEPTU®UKAT COOTBETCTBUSA

IpoaykTr

TOPFOBOE HAHMCHOBaHHE

Jo3upoBKa

®opMma 103HPOBKH
Ynakoska

O6bem ynakoBku
Kon

BHyTpenunss cepus
JlaTa npousBojacTaa
Cpok roaHocTn
IlpousBoauTeD:

Breinyckaromuii caiir:

3APCHO 48 man. EJI/0,5MJI 5LISY BI RU
3APCHO

48 mau. EJ1/0,5MJT
Kuaxocts B mmpuie
Hnpurg

5mr. x 0,5 mn
44084223

KA1748

05-2019

04-2022

Cannosz I'm6X
buoxemuiurpacce 10
6336 Jlanrkamnden
ABcTpus

Cannos I'mo6X
buoxemumrpacce 10
6336 Jlanrkammnden
ABcTpus

Tun Beimycka: Beinyck Ha peIHOK
Haneuarannas cepusi: KA1748
Jdata Beinycka: 11-09-2019
KoauuecTBo: 896 ym.
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Cocras:

IIpoaykr FILGRAST LISY 48 mmn. EJ1./0,5MJI IDTB SH GE 02
Koa 42025258 Cepusi: JX5500
AZpec Ipou3BOAHTE/IH A ln Tu BUOJTIOTUKA TMEX

Cepus npouzBoauTes:

AM ODAPMAIIAPK

06861 JIECCAY-POCCIJIAY
I'epmanus

950519

Jakaouenne:

Hacrosuwmm noaTsepiato, 4To BhlleyKasaHHas MHOPMALMS SBISETCS 10CTOBEPHOH U TOUHOM. [aHHas cepHs npenapata Oblia
TPOMU3BENCH, YIIAKOBAHA U UCTIBITAHA HA KAYECTBO HA BBIILEYKA3AHHOM/BIX 3aB0/IE/aX B ITOTHOM COOTBETCTBHH C TPeOOBAHHAMHU
«GMP» rocy1apcTBeHHBIX OPraHOB PErHCTPALMH U CHIEUU( HKALIMSIMH, YKA3aHHBIMH B paspeleHHH Ha MpoIaXy JeKapCTBEHHBIX
CpeacCTB. BBLIAHHOM B CTpaHe HMIiopTepa. HHHHLIE 00 H3TOTOBJ/ICHHH, YITAKOBKE H aHAIU3axX CCpHUH ObLKn TNMpPOBCPCHBI H
[OATBEPKIACHO UX COOTBETCTBHE YCIoBusAM «GMPy.

KommenTapuu:

B npouecce nponsBoacTsa nponykTa He GbL10 3adMKCHPOBAHO KAKHX-THGO OTKJIOHEHHH], KOTOPbIE MOTIH Obl BJAMATH Ha

BBLIMYCK NPOIYKTA.

Crp.: 1/2

*B naHHOM AOKYMEHTE MOCTaB/IeHa SNEKTPOHHAA MOANUCE B COOTBETCTBHU CO CTaHIapTOM Cannos




CAHﬂOg BeinyuueH:

Cannos I'm6X
Komnauus Hoaprtue buoxemumrpacce 10

6250 Kvuane
ABCTpHA

Ten+ 43 5338 200
Ccobinka: 1309180837

CEPTH®UKAT COOTBETCTBUSA

IIpoaykr 3APCHO 48 man. EJ1/0,5MJT 5LISY BIRU
Toprosoe HaumeHoBanne 3APCHO
Kon 44084223

Buyrpennss cepus: KA1748
Beimyck cepun / Ceptudukar cozgan Hp. Axcen llxeiiaep, ynoaHOMOUYEHHOE JIMLIO
Brinyck cepunt / Jlata ceptudukara / Bpems 11.09.2019 / 15:07:22
Hata co3nanus cepruduiara / Bpems 13.09.2019 / 06:37:46

Crp.: 2/2 *B 1aHHOM 0KyMeHTe NOCTaB/ieHa 3/1eKTPOHHAs MOANNCH B COOTBETCTBIH CO cranaaptom CaHnos



CAHI03

Komnannsa Hosapruc

Cepinka: 000000251416

Beinywen:

Cannos 'm6X
bunoxemumtpacce 10
6250 Kynans/AscTpus
Ten+43 5338 200

CEPTH®HUKAT AHAJIM3A
HaumeHoBanue: 3APCHO 48 mau. EJTI/0,5MJ1 SLISY BI RU
Kon npoaykra: 44084223 Cepus Cannosz: KA1748
HaneuaTtannas cepus 1: KA1748
Kon Ganka 1: 42025258 Cepust 6anka: JX5500
[Tposepka Ne: 000407973847
Jata npousBoacTea: 05-2019 Cpok rogHoctu: 04-2022
Crneuuguxauns: 7751.10
ITokynarens: BHELLHHH
HcenbiTanns Creundukauuu PesyabTaTsl
Buewnuit BuI, BH3yalbHas nposepka | JloM:eH cOOTBETCTBOBATE CootBercrByer
o0pa3zua
®dyHKUMOHANBHOE TecTHpoBaHue: | JIOMKHO COOTBETCTBOBATH CooTtBeTcTBYVET
csofo/HOe  BpallleHHe  IUMpHLA B
yeTpoiicTee GesonacHocTH urisl (NSD)
DyHKUHOHAIBHOE TECTHPOBAHHE: JomKHO COOTBETCTBOBATL CoorseTcrByer
aKTHBALIMA ycTpoiicTBa GezonacHocTH
urisl (NSD)

KommenTapuu:

JlaHHas cepusi COOTBETCTBYET yTBepsk AeHHOi Cretdukarmn. Hactosmmm YAOCTOBEPSAETCA, UTO BbIlIEYKa3aHHAA
MH(OPMALKA ABNAETCS JOCTOBEPHOI M TOUHOM, M YTO AHATHTHYECKHE JTaHHbBIE ObLTH MPOBEPEHBL H MPU3HAHBI

cooTBeTcTBYROIIUMH GMP.

BrimyiieHo KOHTpoJieM KauecTsa
BrinmyLieHo koHTpoeM kayecTBa gata/ Bpems

Cepus Bbimylena/CepTudukar Boimynien
Cepus Beimymena/ Jlata ceprigukara/ Bpems

Brinyck cepruduxara nata/ Bpems
p

Hpana [leposuy, cneuuamuct QC
05.09.2019 11:17:35

Hp. Akcen IlIHeliaep, ynoiHOMOYEHHOE JHLIO
11.09.2019 15:07:22

13.09.2019 06:38:28

Ctp: 1/1 *B naHHOM MOKYMEHTe MocTaBleHa 31eKTPOHHAS MOANUCEL B COOTBETCTBHMI CO ctanaaprom CaHmos



CAHﬂO3 BeinyiueH:

Canzno3 I'moX
Komnauust HoBapTue BroxemuwTpacee 10

6250 KyHane
Apctpus
Ten+ 43 5338 200

Cebinka: 1309190839

CEPTU®UKAT COOTBETCTBHA

Ipoaykr OUIITPACTHUM PactBOop Ui BHYTPUBEHHOTO M IOJKOKHOIO
Beeaenus 48 miau. EJI/0,5MJ1 IDTB SH GE 02
Jo3npoBka 48 muH. EJ1/0,5MJ1
®opma 103HPOBKH AKunkocts B minpuie
Kon 42025258
BuyTtpennss cepus JX5500 HaneuaTanuas cepusi: 950519
Hara npousBoacrea 09.05.2019 HJara Bpinmycka: 27-08-2019
Cpox rogunocrn 31.10.2021 Koaunuecrso: 80269 ym.
AJpec npoH3BOANTE/ISE A# JIu Tu buonoruka I'm6X
AM ®dapmanax
06861 Teccay-Poccray
['epmanus
CocraB:
[Ipoaykr OUJI'PACTUM DRUG cy6eranuus N AT14 LQ PU AL
Koz 40001227 /;‘E;‘-:(\:epua B444052
Azpec npOH3BOAMTESI CAH/I03 'MBX SIS f'\”(‘:\
BUOXEMHUINTPACCE Jo/ ' 7403\2\
6250 KYHJ1JIb " ;

ABCTpHs

3akatoueHne:
Hacrosiuum noATBeps aalo, YTo BhIleyKa3aHHAA HH(OPMALIUS SBIAETCH A0CTOBEPHOI M TOuHOH. [Januas cepud npenapara Guita
MPOM3BE/IEHA, YITAKOBANA M UCIIBITAHA HA KAYCCTBO Ha BRINIEYKA3aHHOM/bIX 3aBOJIE/aX B [10JIHOM COOTBETCTBHM € TPeGOBAHHSIMH
«GMP» rocynapcTBeHHbIX OpraHoB perucTpaluy u crel(HKaHAMH, VKa3aHHBIMU B PA3PELieHHH Ha MPOIaKY JIRKAPCTBEHHBIX
CPEACTB, BRUIAHHOM B CTPaHe HMIOpTepa. JlaHHbie 06 H3rOTORNEHHH, YNIAKOBKE M aHATH3IAX CEPUH ObIIH MPOBEpPEHbI U
NOATBEPKICHO HX COOTBETCTBHE YCIOBUAM «GMPy,

KommenTtapun:

B npouecce npoussoacTea npoaykTa He GbL10 3aHKCHPOBAHO KAKMX-THOO OTKIOHEHHIL, KOTOPbIe MOTIH GBI BAMATE Ha BBITYCK
MPOIYKTa.

Beinyweno nas: Esponeiickoro coioza, Ascrpanus. ApvGa, AsepOaiimxan, Bocuus u [epuerosuna, banrnazew, Bepmyast. Barambl,
I'ana, Konymous, Kocra-Puka, Kiopacao, lomunnkanckas PecniyGuka, Aminp, Eruner, [saremana, Tadiana. [oHkonr., [Nonmypac,
Smaitka, Jlupan, Jlnxrenwreiin, Mekcnka, Manaiisus, Hukaparya, Takuctan, Mapargaii, Poceus, CepGus, Cunranyp, Cypuxan,
Canbsazop. Typkmenus, Tpunnaan n ToGaro, Ykpauna, YiGekucran, BreTHawm,

Brinyck cepun / Ceptudpukar coznan IOBonne Broka, QA Menemxep
Bemyck cepun / lara ceprudpukara / Bpems 27.08.2019/13:10:43
Hara cosnanus ceptudukara / Bpems 13.09.2019/06:39:12

Crp: 1/1 *B 1aHHOM JOKyMEHTE I10CTaBIIEHa YIEKTPOHHAS MOIMICH B COOTBETCTRBHH CO cranaaptom CaHaoos




