22OV

/S

W medana

CEPTUOUKAT
KAYECTBA

OTtpen no obecneyeHUr

KauecTBa
98 — 200 Cepapns, yn. NOB 57

NOPATAAUH-AKPUXWUH CUPOTI 5 MI/5 M

Ne 443 15536

BoinaH: [arta npouseoacrea: 03 2020 Cepust Ne: [opeH po: 03 2024
021004102020 010320
Konuyectso 197626 ynakosok

YyNaKoBOK B CEpUK

MNoka3aTenu HOPMbI Pe3ynbTaTbl
MCNbLITaHUA
OnucaHue OT CREeTNo-WenToro 40 XenToro OT CBETNO-XenToro 40 XenToro
LiBETa Npo3payHasn »XnaKoCTb CO LiBeTa npo3pa4Han XKUAKOCTb CO
cnabbiM OpyKTOBbLIM 3aNaxom cnabbiM (PpyKTOBLIM 3anaxom
MoanuHHOCTL BpemeHa yaepxuBarHus OCHOBHbIX
NWKOB Ha XxpoMmarorpamme
WCMbITYEMOro pacTeopa A0MMKHbI
COOTBETCTBOBaThH BpEMEHAM
YAEPHUBAHUA OCHOBHbIX NUKOB Ha COOTBETCTBYET
XpoMartorpamMme pacTsopa CMecH
CO nopartaguHa 1 6eH30WHON
KWCNOTbl B NOABWXHOMW hase
(pasgen ,KonuyecteseHHoe
onpegenexue”).
pH 0Or25p03,5. 2,8
MnoTHoCTL 011,088 no 1,188 1,147
W3snekaembin obbem B cooTeeTcTBUU C TpeBoBaHusmMu 102 %
MNocTopoHHWe npumecu Tobas eguHUyYHas npuMecs — He
Bonee 1,0% 0,06 %
Cymma npumecen — He Gonee 2,0% 0,06 %

Mukpobuonoruueckas Kareropus 3A unu:
yucroTa Obuwee uncio aspodusix
MHuKpooprann3moB (TAMC) — ne
Gonee 10° KOE/mn menee 10 KOE/mn
Obulee 4MCN0 APOHKIKEBLIX H
IjiecHeBbIX rpubos (TYMC) — ne MeHee 107 KOE/mn
fonee 10° KOE/mn
Escherichia coli — oTcyTcTBHE B | M1 OTCYTCTBYHOT B | M
3raHon Ot11,3 ao 1,9 % (m/o). 1,5%
BbeHsonHas kucnoTa CopaepxaHne BEH30WHON KMCNOTbI B 0,0051r
5 Mn npenapata ot 0,0045 go
0,0055 .
KonudecteeHHoe Copnepxarune GpomrekcuHa B 5 mn 0,0051r

onpegenexue

npenapata ot 0,0045 o 0.0055 r.




AOQ «AKPHXHH» SOP001790
JSC «AKRIKHIN»

PASPEIIEHHUE HA PEAJIM3AIIHIO Ne 384-2020
(CERTIFICATE OF COMPLIANCE)

HAWMEHOBAHHE TTIPOAYKIINH I'MT: JOPATAIMH-AKPHXHWH CHPOIT SMT/5MJT ®JIAKOH 100 MJT
FINAL PRODUCT NAME:

MEXKIYHAPOJTHOE HEIIATEHTOBAHHOE Joparaaun

HAHMEHORAHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHH: 010320

BATCH No:

KOA NMPOAYKTA 'L LRTN-0502-800

FINAL PRODUCT CODE:

IOEH J0: 01.03.2024

EXPIRY DATE:

OBBEM MOJYYEHHON MPOJAYVKIIHH 11292 YTIAK

(YIIAKOBKH):

FINAL QUANTITY (UNITS):

PEFHCTPAIIHOHHOE YI1OCTOBEPEHHE: P N003765/01

MARKETING AUTHORIZATION No:

HAHUMEHOBAHHWE H AJIPEC NEPKATEJIA AO "AKPHUXHH" RU, 142450, Mockorckas o61., r. Ctapas
PETHCTPALIHOHHOL'O YIOCTOBEPEHHSA; Kynaena, va. Kuposa 29

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAHMEHOBAHHE H AJIPEC IIPOH3BOIHTEJA Meanana Dapma Axunoneproe Obmectro [llonswa) Medana Pharma
(BBHTYCKAIOIUHUIA KOHTPOJTb KAYECTBA): 8. A.98-200, Sieradz. ul.Polskiej Organizacji Wojskowej 57, Poland

NAME AND ADDRESS OF MANTIFACTURER (RELEASE
QUALITY CONTROL):

Januan cepus Ghiia NpowIBeNeHa, BKIIOYAN YNAKOBKY W KUHTPO/L Ka4ecTBA, HA BLIIEYKAIANHOI NMPOHIBOACTBEHHOMH
ILIOLIaAKe B N0JTHOM COOTBETCTBHN ¢ TpeSoBanusiMi cGMP uc/cBOro phiHKa i PErvCTPANNOHKON JOKYMeHTaueil,

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
¢GMP requirements of the intended market and with the Marketing Authorisation.

[pon3IBoACTBO cepHIt, YNAKOBKA H AHATHIBI GBLIH NPOBEPEHBI H MPHIHAHKL CooTReTCTBYIOMIMH ¢cGMP,

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP,

Kauecrso npoayxra coorBercTByer Tpebosannam P N003765/01-140113, Hin Nel No2 Ne3 Nod No§

The quality of the product conforms to the Specification

HacTodmum noaTBep#1aio, 4To BLIUIEYKAIAHHAR CEPUH PAIPEIIEHA K PEATHIAUNN
T hereby certify that the above mentjoned batch is released to the market.

YnoaHoMo9eHHOE AHLO @uannosa E.B.  pukaz Ne 549 ot 22.07.2019  Jlara: 3 0 HHOH 2070
Qp L Name Order Date

Jlara Beinmycka: 30.06.2020 13:44:10

Harta pacnewatku: 30.06.2020 15:19:29

Pacnevaran: H.®. KOcynosa

Nver 1 ua 1




