=/ =~

AEKJTAPAHT, MIPHHUMAIOWMH JEKJAPAIIMIO O COOTBETCTBHHA
340 "CAHAO3"

3apeaucmpuposaro : Medcpationnan uncnexyun MHC Poccuu No 39 no 2.Mockee OI'PH 1027739159601 om
06.09.2002

Adpec: 1253135, &. Mockea, Menunepadckuii npocnexm, 9,72, xopn.3, Teneghon: 8(495)660-75-09.
B nuye: Fenepansuviil dupexmop Cosemwun J1.B.
Hocepennoe nuyo: Pasysait E.M., dosepennocms Ne 6/u om 09.01.2018z.

JASIBJIAET, 4TO

AeKkapemeennoe cpedcmeo; IK300epun pacmeop ONR HaPYICHOZ0 npumerenus 1% 20 ma, @aaxons memnozo
cmexna (1), nauxu xapmonunsie, PY Ne [T N011273/02 om 21.09.2011 (dama nepeohopmuenun 16.05.2016)
svidana Candos ImBX, cepus 15732, napmus 14400 ynaxoaox, z0den 60 01,08.2022, npouzgodcmea fobogapm
gapyayoiumuwe [Tpodyxmeonc ynd Xandensceezernswapm m6X, Ascmpus, Globopharm Pharmazeutische
Produktions- und Handelsgesellschaft m.b. 11, Breitenfurtersirasse 251, 1230 Wien, Austria, / Candos Im6X,
Ascmpusn, Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria, ko0 OKITA2 21.20.10.151, koo TH B3]
3004900002, koumpaxm Ne 02/Candos AIV12 om 01.02.2012, ungosic Ne 4190417054 om 18.01.2018

COOTBETCTBYET TPEBOBAHHU M

TTNO11273/02-210911 wzm. No ]-5

AEKJIAPALIMS TPUHSITA HA OCHOBAHWH

Cepmugpuxam coomeememeus cucmemvr menedvemenma xavecmaa 6 Cucmene 00bposonbHOT cepmuguxanuu
PAPM-PETHCTP Ne POCC AT. ®)KJ10.K. 00123, cpox deticmeus ¢ 16.12.2016 2. no 16.12.2019 2., Mo POCC
AT PXKI0.K. 00121, cpok deticmaus ¢ 16.12.2016 2. no 16.12.2019 2., 000 "Oxpysicrotl yenmp KoNmMpoas
xavecmea”, 105062, 2. Mockea, @ypmannviii nepeyaox,, 0.10, cmp. !

,C[ATAI%P@}(H\HH HAEKJAPALIMH 26.01.2018
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CBEJEHUHS O PETUCTPALIUMA

OPTAH IO CEPTHO®HKAIIMH, 3APEIMCTPUPOBABIL Mt JEKJIAPAILIMIO
RA.RU.11OMO8 OPIAH 1O CEPTHOHKAIIHH TPOOVKUHH OFIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJIA KAYECTBA".

adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, nos. 1, xom. 1, adpec opzana no
cepmucpurayuu: 115280, 2. Mockea, yn. Macmepxoaa, 9. 4, 5, men.:(495)788-02-88, eeb-caiim; OYKK. P,

AEKJAPALIMSI O COOTBETCTBHMH 3APET'MCTPHPOBAHA M POCC AT.OM08.790221
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CAHT103 Brmyiien:

Kosmnannus Hovapiue Caiaos ['MOX
BaoxumHurTpacee 10
6250 Kynins
ABCTPHA

Ceutnra: 0310171508 Ten + 43 5338 200

CEPTHO®HUKAT COOTBETCTBH S

Hpoayxr DK30IEPHUIT | % 20 mn pacteop PO
Toprosoe nanmenosanue DK3IOJIEPHII(P)
Hozuposka 1 %
Dopma 10INPORKH Pacrsop
¥Ynaxoska ®dnaxon
Ofnem ynaKoskn I pnaxos x 20 Mn
Kon 44061271 Tun Boinnycka: Brimyck Ha pelHOK
BHYTPCHHARA CebLIKA HI9261 Cepus na ynakosge: 15732
Jlata nponssoicTea 08-2017 JaTa sbinycKa: 03-10-2017
Cpok roaHocTH 08-2022 Koanueerso: 57825 yn.
AQpee IpoOHIBOANTENH I0BODAPM GAPMALIOWTULLE

MPOIYKTH

bpafitengyprepwTpacce 251

1230 Bena

ABcTpHs
Jarawdenue:
HacTORLUMM NOATECPXARSM A0CTORCPHOCTL H TOMHOCTL BLILUeYKaaH1ioR witgopsaum. [lannag copus upenapata Gua
[POHIBEACHE, YIIAKOBAHD H HONILITOHA HA KAUECTHO Ha BbllﬂC}‘K'a.laHHQM."blI 3AB0C/EX B HHOJIHOM COOTBCTUTBHK €
Tpefosarnamit «GMP» recyAapeTEEHHBIX GPTAHOE PCrHCTPALME H CICLUHPMKIUMAMK, YRKAIZHHBIMA B pASPeICHHH 1A
TNPOARRY NCKAPCTHCHHEBIX CPEACTE, BLLAAHIIOM B CTPUHC HMI]O[JTUDH. nﬂHHHe 00 HIrOTORICHUH, YNAKOBKC H aHEIH3aX
CepHU BLITH NPORCPEILI U NOATBEPIKICHO MX COOTBETCTBHE yeaoBruam «GMPy,

KommenTapiu:
B npougcce Npou3BoACTRA H YNAKOBKH NPOIYKTa He GbN0 3adHUKCHPOBANO KakHX-THD0 OTKIOHEHHH, KOTOpbIE

sMornu bl BNHATE HA BbINYCK NPOOYKTA

Beinyck cepyuu / CepTudukar coinad Jlp. Cackna Xenj, YNONHOMOU@HHOE JIHLO
Beinyck cepuu / Jata ceprudiskara / Bpems 03.10.2017 / 10:50:05
Jara cospanns cepradukara / Bpemas 03.10.2017 7 13:08:43

Crp: 141 *B JaHHOM JAOKYMEHTE NOCTABACHA 3NCKTPOHHAA MOAMNCH B COOTBETCTRHM CO Cranaprom Canuos




CAHJI03

Komnanusa Hosapruc

Centara: 000000173946

Brinyien:

Cangos FuéX
Broxsmuuipaces 10
6250 Kyiius, Aserpis
Ten + 43 §338 200

CEPTH®HKAT AHAJIU3A

Hanmenopanue: DK30JIEPHIT I % 20 mn pactsop PO

Toprosoe naumenosanmne:  ZK30JIEPHII(P)

Kou npoaykra: 44061271
Cepus Ha ynakoeke 15732 Cepun Canpos:  HJ926]
[posepxa No: 008900149843
Mara nponssoacTsa 08 2017 Cpoxk roauoctd: 08 - 2022
Cpok roaHocTs Ha yu-ke:  08.2022
Crneusdmkarms Al1205013
Henpitannus Crneunduxaumun Pesyantars
Omiicanue lipospaunbiil, GecUBETHRIMA MK cnerka CootsetcTByeT
WENThi, OKpaeH He GoJlee
HHTEHCHBHO, 4eM ITAN0NHbI pacTeop
Y5 (Esp.®.)
3anax DTanona CooTteeTcTByYET
IMoannunocTe HaTHHHA JlonxeH COOTBCTCTBOBATS CooTsercrayeT
riapoxnopuia (BAKX)
pH 4,0-6,0 4,8
O0BéM CONEPKUMOTo YNAKOBKH e mexee 20 mn 20,6 Mn

PoacTeeHHble npusecy
N-sernnnadTanus- |-MeTHaaMun
Kopu4HblA ansaerdn
EnusuvHas HewleHTHONLUHPOBAHHAR C
RRT 0,9
HewspecTHble,
HEHIEHTHQHULMPOBANHLIE, €1HHHYHbIE
HisecTHbie B HEH3BECTHBIE,
of1Iee KOJIHIECTBO

Coaepranue Hadrrudimia runpoxaopiia

(B2AKX)

CoaepkaHnie MUKPOOPIaHHIMON
AzpolHuie 1 aHapobHsle GaxTepHu
Enterobacteria

Pseudomonas aeruginosa
Staphylococcus aureus

He Gonee 1,0%
He Gonee 1,0%
He Gonee 0,5%

He 6onee 0,1%

He Hoaee 2,0%

95 - 105%

He Gosiee 100 KOE/T

He ofnapyxusatoteas 1 ¢

He obrapyxusactes 8 | r
He oGuapyxupaercap | 1

Menee 0,1%
Menee 0,1%
Menee 0,1%%

Menee 0,1%
Menee 0,1%

101 %

Meuee 10 KOE/r
CooTBeTcTBYET

CooTBeTCTBYET
CoorseTcrByer

[logrsepwienne:

Cepita cooTeTcTBYET TpeGoBanuam. HACTOALNM MOATBEPKAREM, YTO AAHHAS HH(IOPMALINA 1OCTOBEPHA H
BEPHA, AHATHI NPOBOAK/ICK B [OHOM COOTBETCTBHH ¢ Tpebosaruamu «GMP»,

Crpannua | n3 2

B naHxom AOKYMEHTE NOCTABACHA MNEKTPOHHAH [IOQUAIHCE B COOTBETCTRHH €O




CAHJ103 Bunylies.

Canpos MydiX

Komnanusa HOB&[]TI!C buoxusinTpacee 10
6250 Kyiune, ABerpus
Ten+43 3338 200

Cemaga: 000000175946

CEPTHPHUKAT AHAJIN3A
Hauvenonanie: SK30EPHIT | % 20 mn pacteap PO Cepus Cannos: HI9261
Koa npojykra: 44061271
Cepus Ha yNakoBke 15732
BuinyuieHo KOHTPOIEM KauecTea JIp. Cackua Xena, ynoaHOMOYEHHOE THILO

BuinyleHo KOHTPONeM kauecTsa lata/ Bpems  03.10.2017 10:41:09

Cepus sunyutena’Ceprudukar puinyuieH JIp. Cackua Xein, yNoNHOMOCHHOE JIMLO
Cepua swinyiena’ Jata ceprudurara’ Bpema  03.10.2017 10:50:05

Brinyck cepridinkara gata’ Bpems 03.10.2017 13:08:51
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Crpantua 2 u3 2

B AaHHOM A0OKYMEHTE NOCTABIEHA JACKTPOHHAA NOAMHCL B COOTBCTCTHHM C -.



