JEKJIAPAITUS O COOTBETCTBHUHU

JEKJIAPAHT, IPHHUMAIOIHH JEKJAPAIIMIO O COOTBETCTBHUH

340 "CAHJO3"

Ceedenur o pecucmpayuu opeanusayuu. Medxicpationnas uncnexyun Qedeparvroi Karozoeou cayxcovnt Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739159601, dama npuceoenus OIPH 06.09.2002.

Adpec: 1253135, 2. Mockea, Jlenunzpadckuti npocnexm, 0.72, kopn.3. Tenegpon: 8(495)660-75-09.

B nuye: Pyxoeooumenv omdena noeucmuxu (npuxasz Ne GX-601 00/18 om 15.11.2018 2.) Eauceee H.B

3ASIBJIET, YUTO

Aexapemeennoe cpeocmeo; IK300epun Kpem OnR napyxicHo2o npumenenus 1% 30 2, myber anomunueewie (1),
nauku kapmoxnoie, PY Ne [T N011273/01 om 07.09.2011 (dama 3amenwt 12.07.2018) ewidano Candos Inéx,
cepus 1540194, napmun 25727 ynakoeok, 2o00ew 0o 31.01.2022, npouseodcmea Mepx Kl'ad u Ko, Aecmpun,
Merk KGaA & Co., Hosslgasse 20, 9800 Spittal/Drau, Austria / Candos I'm6X, Aeempus, Sandoz GmbH,
A-6250 Kundl, Biochemiestrasse 10, Austria, koo OKIIH2 21.20.10.151, koo TH B3J 3004900002, konmparm
Ne 02/Canoos AI'/12 om 01.02.2012, uneosic Ne 4190491513 om 11.04.2019

COOTBETCTBYET TPEBOBAHHSM

1T N011273/01-120718

JAEKJIAPAITAA ITPHHSATA HA OCHOBAHHH

cepmugpuxam anaruza npouseodumenn om 15.03.2019, Cepmughuxam coomeememeun cucmemot
Menedncmenma xavecmea 6 Cucmeme 0obposorerol cepmupuxayuu "PAPM-PETHCTP" Ne POCC

AT ®X0.K.00] 39, cpox deticmeus ¢ 09.01.2018 & no 16.12.2019 2., Ne POCC AT(D}KHO K.00140, cpox
detcmewn ¢ 09.01.2018 2. no 16.12.2019 2., OO0 "Oxpyxcuoii yenmp KOHMpoaa xaueanw" Paccun. 115280, 2.
Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1

' JATA IPHHSTHS IEKJIAPAIIHM /8.04.2019
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CBEJEHUS O PETUCTPAIIMHU

OPIAH N0 CEPTU®HKALIMH, 3APETHCTPHPOBABIIHH JEKJTAPALIMIO

POCC RU.0001.11 ®M15 OPTAH ITO CEPTHO®HKALIHH ITPOAYKLHH OBLLECTBO C
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)XHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, z. Mockea, ya. Macmeproea, 0. 4, am. 5, nom. I, xom. 1., adpec opeana no
cepmugpuxayuu: 143581, Mocxoeckan obracms, Hempunckuii paiiow, oep. Jlewxoso, 0. 248, cmp. 1, mea..
(495)640-96-69, (495)787-92-78 eeb-caium: oyxx.peh.

JEKJAPALIMA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-AT®M15.B.14003/19

JATA PEI' PALLMH /8.04.2019
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CAHI03
Komnanus Hosapiuc

Cemaxa 1803191349

Brimyuwen
Canaos Fw6X
Buoxemumrpacce 10
6250 Kynnnse

Ha
Tea + 43 5338 200

CEPTUO®UKAT COOTBETCTBHS

Mpoayxkr

Toprosoe HAaHMEHOBAHHE
Jloznposka

@opma 103UPOBKH
Ynakoska

O6nbemM YNAKOBKH

Koa

BuyTpeHHAR CCbLIKA
JlaTa npon3BoaACTBA
CpoK roanoctu

Apec NPoN3BOANTEIR

IK30JIEPUIT 1% 30 1 KPEM V2 & P@

DK30AEPUIT :

1%

Kpem

Tyba

1 ybax30r

44068173 Tun Bbinycka:  Bolmyck Ha phIHOK
JP8553 Cepust HA YNAKOBKE! 154019A
14.01.2019 Jlara BbINyCKa: 15-03-2019
31.01.2022 Kosin4ecrso: 25727 yn.

Mepk KI" AY® Axruen u Ko KI” Bepk
Xoecaraacce 20

9800 1linuwran AJL Jlpay

ABCTpHSA

Jakmouenne:

HacTOAUMM NOATBEPKAAI, HTO BCE MPOMIBOACTBEHHbIC ITANBI 7ol NAPTHH TOTOBOR NPOAYKUMH GLITH MPOBEICHL!
8 noaHoM cootseTcTiH ¢ TpeGosanuamu GMP 1 tpebosaniam GMP EC u (koraa He 8 EC) ¢ TpeboBaHuaAMiM
PEry/IATOPHLIX OPraHOB CTPAHLY/CTPAH HA3HAUCHIA,

Kommentapuu:

B npoecce NPOM3IBOACTBA NPOIYKTA HE Gbi10 JadHKCHPOBAHO KakHX-1160 OTKAOHEHMil, KOTOpbie MOT/H Obl

BIAMATH Ha BHITYCK POAVKTA

Buinmyck cepun / CepTudukat colaan
Buinyck cepuu / Jlata cepridmxara / Bpems
Jlata coznanus cepruduxara / Bpems

Crp: 111

Jlort. Kapiio Cnasatu [TpoueTTH, yNOIHOMOYEHHOE TTHLIO
15.03.2019 / 08:51:55
18.03.2019 / 12:49:56

B naHHOM JOKYMEHTE NOCTARNEHA VIEKTPOHHAA NOANKCH B COOTBETCTBHH CO CTAH1APTOM Canno3




CAHJ03

Komnanus HoBapruc

Centaka 000000227114

Bunyucu

Canaos 'w6X
Buoxemuturpacce 10
6250 Kynams, Asctpis
Ten + 43 5338 200

CEPTHO®HUKAT AHAJIU3A
HaumeHnoranue: DK30/IEPHJT 1 % 30 r kpem V2
Pd
Toprosoe DK30/1EPHIT
HaHMCHOBaHHe:
Koa npoaykra: 44068173
Cepus Ha ynakoBke 154019A
Cepus Canzos: JP8553
Jarta npouseoacrea 01.2019
Cpok roaxocTs: 01.2022
Henviranns Tpebosanun PesvabtarTs
Onwucanue Benwii, onHopoausiil Wik CootsercrByer
cierka 3epHHCTbIi GnecTawmit
Kpem
3anax Cnabbiit xapakTepHblii 3anax Cooteercrayer
Haenrnunocts nadruduna Jlomken cooTBETCTBOBATE CooteetcrByer
ruapoxaopuaa (TCX)
Haentnunocty HadTHHHA JlomkeH COOTBETCTBOBATS Coorsercrayer
ruapoxiopuia (BOAX)
Haentuunocts Hensunosoro cnupra Jonen cooTBeTcTBOBaATH CootsetcrByer

(B2XAKX)

Cpeanss macca cojiepKHMOro
YIAKOBKH

HunusuayansHas Macca COAEpRHMOro
YNaKOBKH

pH

Temnepartypa kanneobpazosanus
PoacreenHsie npumecu

-502-82

- Kopuunblit ansaerun

- MnausuayansHas HenssecTHas
npuMech

- Obuiee KoauyecTso
KoauvecTBeHHOE onpeaeneHue
Hadruduna ruapoxnopuaa (BIKX)
bensnnossiii cnupr (I'X)

AapobHbie # aHaspoGHble GakTepuu,
JIPOATIKH U ILIECEHH

Enterobacteria

He menee 100% ot 3assaeHHoi
He menee 90% oT 3asBiieHHOM

45-55
47,0-53,0°C

He 6oaee 0,3%

He Gosee 0,5%

He Goaee 0,5%

He 6onee 0,5%

95 -105%
95-110%

He 6onee 100 KOE/r

He 6oaee 10 KOE/r

102 % ot 3assieHHOM
101 % ot 3asaBneHHOH

52
50,6 °C

Mewnee 0,1 %
Menee 0,1 %
Mecuee 0,1%
Menee 0,1 %

101 %

96 %

Menee 10 KOE/r

Menee | KOE/r

Crpaunua | w3 2




CAHJI03
Komnauus Hosapruc

Ceninxa 000000227114

Batmyen

Cannos IubX
Buoxesmuurrpacce 10
6250 Kyrams, AscTpus
Tea + 43 5338 200

CEPTHO®UKAT AHAJIU3A

HaumeHoBaHHE:

IK30EPHIT 1 % 30 1 kpem

V2 PO
Koa npoaykra: 44068173 Cepua Canjos: JP8s553
Cepus Ha yNnaKkoBke 154019A
HenbiTanus Tpebopanus PesyasTarhbi
Pseudomonas aeruginosa He oGHapyxkuBaeTca B | T CooTBeTcTBYET
Staphylococcus aureus He obHapyxupaetca B 1 1 CootseTcTByeT

MMoaTBepaIeHHE:

Cepusi COOTBETCTBYET tpebosanuam, HacToauinM [OJTBEPAKIAEM, YTO AaHHAA
AHAIW3 MPOBOIMICHE B NOTHOM cOOTBETCTBHH C TPeGOBAHNAMH «GMP».

BbinyLICHO KOHTPOJIEM KauccTsa

BhinmyleHO KOHTPOIEM KauecTsa nara 15.03.2019

JlaTa BbinycKa CEPTHOMKATA:

Crpanuua 2 w3 2

15.03.2019

uHopMalIHd J0CTOBEPHA M BepHa.

Jlort. Kapno Cansati [MpoetTh, YTIONHOMOUEHHO® MU0



