/_‘ OT,[[eJI o obecne4YeHHIO
W medana CEPTHOUKAT KAYECTBA Kaaceran
98 — 200 Cepans,
yi, I1OB 57
AKBAJIETPUM®
KaIlTH 18 IpaeMa BHYTph, 15000 ME/Mi Ne 443 17014

Boigad: 29.12.2020

Hara npouseoacraa: 08.12.2020

Cepus Ne: 021220

Topnen no: 12 2023

Konuuecrso ynakoBok B | 390083 ynakoBok
cepum
IMokazaTesn HOPMBI Pe3ynpTaThl HCIBLITAHHH
Onucaune BecupeTHasn, npo3pavHas WK cierka BecugerHasi, npo3padHas Win Clerka
OnaJlecLMpYIOLLas KHUAKOCTb C AHHCOBBIM | OMaJeCcMPYIOias HKHIKOCTb ¢ AaHUCOBLIM
3aMaxXOM. 3aMaxoM.
IloanunHOCTD A) KauecTBeHHas peaKkLus ¢ YKCYCHBIM COOTBETCTBYET
KoleKabinudepona aHTHIPUTOM M KHCIIOTOH CepHOH
[MosiensieTes KpacHOe OKpalludBaHAE
B) B3XKX. Bpems ynepxupaHus COOTBETCTBYET
OCHOBHOI'O MHKA Ha XPOMAaTorpaMme
HCIILITYEMOTO pacTBoOpa JOJIKHO
y COOTBETCTBOBATh BPEMEHH YIEPXKHBAHUS
nuKa KonexkansLudepona Ha
XpoMarorpaMme CTaHAapPTHOro pacTopa
TomnuHHOCTH B2XXX. BpeMsa yAepKHBaHHA OCHOBHOIO | COOTBETCTBYET
GeH3UIOBOTO CITHPTa MK Ha XPOMATOIPaMMe HCIIBITYEMOTO
pacTeopa J0/HKHO COOTBETCTBOBATH
BPEMEHH yIEPKUBAHUA NTMKa OEH3HIOBOTO
CTTHPTA HA XPOMATOrpaMMe CTaHAapPTHOrO
pacTBopa
pH Or 6,5 no 7.5 7,0
IInoTHOCTE Ot 1,080 no 1,120 r/mn 1,103 r/mn
HomuHanbHbIH 06beM He MeHee HOMHHAJIBHOTO 10,1 mn
Mukpobuonoruuecxkas I'® XII1, Kareropus 3A
yucToTa* Ob1mee uncno aspobHBIX
MHKPOOPraHH3MOB —
o Soncn 10° KOE 5 1 r(wn): menee 10° KOE/wn
obliee YKCIIO APOAOKEBBIX M TUIECHEBBIX
rpubos — He Goﬁee 102KOE B 1 r (Mn); menee 10° KOE/m
Orcyrersue Escherichia coli g 1 r (M) T L s
KonuuectsenHoe Ot 13500 zo 18750 ME/mn 16925 ME/mn
onpejeneHue
Konekajasiudeposia
KonunuectBennoe Or 13,5 no 16,5 mr/mn 14,5 mr/mn

onpeneneHue O6H3UIOBOrO
cnHpra
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Yiakopka

[To 10 st vnm 15 M1 BO ¢priakoHBI TEMHOTO
CTeKJ1a ¢ MOJIHITHIEHOBOI NTPOOKOI-
KarenbHALEH H 3aBHHUHBAIOIIEHCS
NONHATHIEHOBOH KPBILIKOH €
rapaHTHAHbIM KOJIBIIOM IIEPBOTO
BCKPBITHS». | hnakoH BMecTe ¢
HHCTPYKLUMEH 10 MPHMEHEHHIO TTOMEIA0T
B KAPTOHHYIO MayKy.

[To 10 mn BO (GAKOHBI TEMHOI'O CTEKJIA C
MOIUATHIIEHOBOH NPoOKOHKaNe IbHHLECH H
3aBHHYHBAIOLIEHCA NONHITHICHOBO#H
KPBILIKOM C rapaHTHHHbLIM KOJIBLIOM
«TIepBOT0 BCKPBITHAN.

1 rakoH BMeCTe ¢ HHCTPYKUMEH N
MPHUMEHEHHUIO MOMELIEH B KAPTOHHYIO
[a4Ky.

Mapxuposka 1

ITepBruHAas YNIAKOBKA

Ha sTukeTke qUiakoHa yKa3blBaLOT:
Ha3BaHKE, CTPAHY U JIONOTHIT KOMITAHWH-
NPOMBEBOTMTENS; TOProBOE HAMMEHOBAHHE
Tpenapara ¢ peynpe HTebHONR
MapKHpoRKoi ®, MeXIyHapoHoe
HETATEHTOBAHHOE HAMMEHOBAHHE,
JIeKapCTBEHHYIO (OPMY, A03HPOBKY,
KOJIMHYECTBO npenapara Bo (uiakoHe B
MWUTWIHTPaX, HOMEp CEPHM, TOAEH 110

Ha stuxerke QiakoHa yKasaHo:
Ha3BaHHE, CTPaHA ¥ JIOTOTHIT KOMITAHUM-
TIPOMBROJIUTEIIS; TOPrOBOC HAWMEHOBAHHE
npenapara ¢ IpeynpeaMTebHOH
MapKHpoBKOH ®, MEXKIyHapOIHOe
HENATeHTOBAHHOS HAMMEHOBAHHE,
JNiekapcTBeHHas opma, JO3HPOBKa, K
OJNHYECTBO Npenapara Bo (hrakoHe B
MWLUTWIHTPAX, HOMEP CePHH, I'OAEH J0

MapxkupoBka 2 Bropuunas ynakoska (kapronnas nayka) |Ha xapTonHOH mauke yKasaHo:
Ha KapTOHHOH nauke YKAa3blBAIOT: Ha3BaHUe, aapec M JIOrOTHN KOMMNaHUH-
Ha3BaHHe, aApec M JIOTOTHIT KOMITAHHH- | IPOH3BOJMTEIA; TOPrOBOS HA3BAHHE
TIPOM3BOIHTENIA, TOProBOE HAHMEHOBAHHE | Mpenapara ¢ npeaynpeauTelbHO’
IIpenapara ¢ pey npeAuTe/IbHOH mapkupoBkoi ®, «Brramuu D3»,
MapKHpORKOH ®, «ButaMuH D3y, «BOJIHBIN pacTBOP», CONEPIKAHUE BUTAMHHA
«BOZHBLi1 pacTBOP», conepkanue paramuna | D3 B 1 karvie («8 1 xane okono 500 ME»),
Ds B 1 karvre («B 1 karwie okosio 500 ME»), KOJIMYECTBO MperiapaTa Bo (IakoHe B
KOIIHYECTBO mpenaparta BO (aakoHe B MWLUTWIHTPAX, B BUJE KPYIJIOro mramMna
MHWUTHIHTPaX, B BH/IE KPYITIOTO LITaMra «JlexapcTeeHHBIH npenapa™™ U «Boree 20
«Jlexapcrsennblii nperiapat» u «bonee 20 | 1T Ha PBIHKE», MEXKIYHAPOAHOS
JIET Ha PBIHKEY, MEK/YHapOIHOC HETATCHTOBAHHOC HAHMEHOBAHHE,
HEMaTeHTOBAHHOEe HAaWMEHOBAHHE, JieKapcTEeHHy (opMa, JO3HPOBKa,
JIEKapCTBEHHYIO (OpMY, JO3HPOBKY, copiepkanue JIeHCTBYIOMEro BelecTsa B |
copepkaHme NeiicTeyrolero Belectsa 8 1 | M1, IPeAYNPEAUTEILHEIE HAANUCH!
MJI, NpeAyNpeiHTelbHbIC HaAMMCH: «Karumi conepskat Makporona
«Kannu conepxat Makporona IIIHLEepHITPULIMHONEAT, Caxaposy,
[TIHLEPHIPHLIMHONEAT, CAXaposy, Gen3uIoBbIH CIMPTY, « XPAHUTEL B MECTaXx,
GeH3noBbIit cupT, « XpaHUThL B MECTAX, | HEAOCTYMHLIX AJIS J€TEHY, YCIOBUSA
HEJOCTYIHBIX U1 JETCH», YCIOBM XpaHeHus, YCIOBHA OTILYCKa, HOMEP
XpaHeHHs, YCIOBUS OTNyCKa, HOMED PEerMCTPAIIHOHHOTO YI0CTOBEPEHHS, HOMEP
PECHCTPALMOHHOrO YAOCTOBEPEHHS, HOMED | CEPHH, FOCH JIO, LUTPHX-KOA,
CepHH, TOZIeH 10, ITPHX-KO/I.
JononHurensHO MOTyT ObITh HAHECEHBI
cpencrea HiaeHTHhUKALIMH, & TaKKe MOXKET
ObITh HaHECEHA HAKIIeHKa,
obecreunBaiomas KOHTPOJIb MEPBOTO
BCKPBITHA.

Xpanenue I1pw Temnepatype He Boiue 25°C, B [1pu Temneparype He Bble 25°C, B

OPUrHHAJLHON YIaKOBKE

OpHIHHANBHOH YNaKOBKE

Cpok rogHocTH

3 rona

3 rona

*. He saBaseTcs pyTHHHbIM koutposieM. MenbiTannio moasepraerca kaxzas 10-1 cepus, HO He pexe, YeM OIHA CEPHA B IO/l
@upma rapaHTHPYET KauecTBO Npenaparta o JaHHOMY TIOKAa3aTelo.
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JaxaoueHue:
HecnexyeMmbie obpasiibl coorseTcTByeT Tpebobarmam H/ 11 NO014088/01-061008 u Mam. Ne 1, 2,3,4,5,6,7.

HpoBepni YTBEpIR]

KONTHOWA

AKRSC
Ilerp llapmuuckuii ALt EJL*{\'

mgr inz’ Dagmary Wenk

|



AO «cAKPHXHH» SOP001790
JSC «cAKRIKHIN»

PA3SPEIIEHHE HA PEAJIM3AITHIO Ne 73-2021
(CERTIFICATE OF COMPLIANCE)

HAHMEHOBAHME ITPOJIYKIIMH - AKBAIETPHM® KATUTH JULA TIPHEMA BHYTPb 15000 ME /
FINAL PRODUCT NAME: MJT 10 M

MEXIYHAPOIHOE HEIIATEHTOBAHHOE Konekansuudepon

HAHMEHOBAHHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHHU: 021220

BATCH No:

KOJI NPOAYKTATI: WADT-0002-800

FINAL PRODUCT CODE:

FOJIEH J0: 01.12.2023

EXPIRY DATE:

OBBEM MOJIYYEHHOR NPOAYKINH 152458 VIIAK

(¥YNIAKOBKH):

FINAL QUANTITY (UNITS):

PEFTHCTPAIHOHHOE YIOCTOBEPEHHE: TTN014088/01

MARKETING AUTHORIZATION No:

HAHWMEHOBAHHME U AJIPEC JEPXKATEJIA Menana dapma AO PL.,98-200,Cepans,yn.B.JToketxa, 10 T

PETHCTPAUHOHHOI'O YIOCTOBEPEHHA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAHMEHOBAHMHE H AJJPEC NMPOH3IBOIANTEJIA Menana ®apma Akunoneproe ObuiecTso [MMossma] Medana Pharma
(BBIMYCKAKIMMKH KOHTPOIb KAYECTBA): Joint Stock Company, ul. Polskiej Organizacji Wojskowej 57, 98-200,
NAME AND ADDRESS OF MANUFACTURER (RELEASE Sieradz, Poland

QUALITY CONTROL):

JanHas cepus 6Li1a NpousBeaeHa, BralOYER YRAKOBKY H KOHTPOAR KAYECTBA, HA BLIUIEYKA3AHHOH NPOMIBOACTBENNOR
fUlIomanke B MOJHOM COOTBETCTBHH ¢ Tpebosanusamu cGMP uenesoro PBLIHKA H PerHCTPALUHOHROM A0KYMEHTAaLIHEil.

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.

[Ipou3soacTBo cepHM, yNaKoOBKA M AHANHIBI Gb1AH NpOBEpEHE] H NPHIHAHLI COOTBeTCTRYIOmMIMH cGMP,

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

Kavecrso npoaykra cootsercTByer TpeGosanusm - 0 2

The quality of the product conforms to the Specification

Hacrosmum noarsep:xaato, 4o Buimeykalaunas CEPUH pa3peliena K peaJwialuun
P hereby certify that the above mentioned batch is released to the market.
-

22 AHB 2021
¥Ynoanomouensoe auuo nhoBa E.B. TIpuka3s Nz 549 o1 22.07.2019 [ara:
QpP Name Order Date
Jara Brimycka: 22.01.2021 10:12:09
Hara pacnieuarxn: 22.01.2021 12:14:09
Pacnewaran: H.®. 10cynosa

Nuer 1 w3 1




