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CEPTHOHKAT AHAJIU3A

Haunmenosanue nponyximn: Cymamen® xancynst 250 Mr
Jara npoussoacrsea: 14.02.2020 Cepust Ne: 715020
Foaen no: 02,2023

[IOKASATE/IM | CIEOVM®HKALIMA PE3VYJIbTATBI
Onucanue | Teepupie  xenaTuHOBbIC  Kancyibsl | Tepabie KEJIaTUHOBBIE
' Nel: Kopuyc roayboro usera, | kancymer  Nel; Kopnyc
| KPBILIEYKA CHHETO LBeTA. rofny6oro upera, Kpbledka
f ConepxuMoe Kancy1 - MopomoK WK | CHHEro 1IBETA.
' yiiotHeHHast Macca oT Oenoro no | Cozepxumoe  kamcyn - |
’ CBETIIO - HKETOro LBETA, | MOPOLIOK HJM YIUIOTHEHHAs
| pacnajarmaics NpH HaKaTHH. Mmacca ot 6e10ro 10 CBETIO -
f JKEITOro uBera,
| pacnagaioLasics NpH
L Ha)KaTHH.
| llopnmuHHEOCTH B3XKX: Bpewms yaepxupanus | BOXX: Bpems ynepxunanus
| AHTPOMHILHH OCHOBHOTO NMHKa Ha XpOMaTorpaMMe | OCHOBHOTO IHKa Ha
| HCOBITYEMOIO  pacTBOpa  JOMKHO | XPOMATOrPaMMe
i COOTBETCTROBATH BPEMEHU | MCIThITYEMOTO pacTeopa
, YIEPKHBAHHMs NHKA a3UTPOMHIHHA | COOTBETCTBYET BpeMEHH
; Ha XpOMAaTorpaMMe CTaHJapTHOrO | YACPKUBAHUA nuKa
; pacTBOpa. a3UTPOMHULHMHA Ha
XpoMaTorpamme
ChM-meton: YO-cnexTp | CTAHAAPTHOIO PacTsopa.
MCIBITYEMOIO pAacTBOPa, CHSNTHIH B
unrepsasie e BosiH ot 200 no 400 | COM-meTon: Y@-cuekrp
HM ¢ TOMOUIBI  (DOTOIHOIHOrO | HCIEITYEMOTO pacTBopa,
MATPHYHOTO  JCTCKTOpa, HOMKEH | CHATBIH B WHTEpBANE IUTHH
COOTBETCTROBATh Y®-cnektpy | Boan ot 200 1o 400 M ¢
CTaHJApPTHOIO PacTBOpa. IOMOIIBIO ¢doToanoaHoro
MaTPHYHOIO JIETEKTOpA,
coorsercrByer Y ®-crnekrpy
N CTaHAapPTHOIO pacTBopa
PactBOpenue He menee 75%(Q) asurpomunmna 100 %
| 4epes 45 MHH
PoacTrennsie [Ipumecs F ue 6oxee 0,5 % <0,1 %
| IpHMECH Ipumecs 1 ne boxee 0,5 % <0,1 %
. Ipnmecs]  He Goaee 0,5 % <01 %
‘ Ilpumecs E  ue Gonee 0,5 % <0,1 %
: - Ilpumece M ne 6onee 0,5 % <0,1 %
| Ilpumece N we Goree 0,5 % <0,1 %
. Tlpumecs L ne Gonee 0,5 % <0,1 %
| JIxoboi Opyroi €OIHHMYHOU
| mpuMecH — He Oosee 0,2 % 0,05 %

Cymma npameceii — ve 6oee 3,0% | 0,1 %

| Boza ] He 6omee 5.5% B i 4,7 % |
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MukpoGuonoruueckas | Kareropus 3A i Ofwee 4ucio
yHcToTa¥ | adpoOHBIX MHKPOOPTaHH3MOB

(TAMC) — ne 6oaee 1000 KOE/ 1y <5KOE/r
O6mee  YHCIO  JAPOAKEBBIX U
maccueBnix rpubos (TYMC) — wme
60:1ee 100 KOE/ 1y <5KOE/r
Escherichia coli — otcyTcTBHe OTCYTCTBHE
OIHOPOIHOCTE Hns 10 kancy1 AV<15 uan AV=43
Ll - Jlts 30 kancyn AV<1S npu ycnosuwy,
| 410 0,75 M<xi<1,25M |
KonuuectBerHOE | Ot 237.,5 no 262,5 mr/xancyna 255,3 mMr/kancyna
ONpCIC/ICHHC (o1 95 % no 105 % or 3a4B/IEHHOTO
S | KomaueetBd)
YnakoBka [lo 6 kancyn B Onmcrep w3 TIBX/IIBJIX/amomunuenoil (onsr.
| Oaucrep BMecTe C MHCTPYKLIMEH NO NPHMEHEHHIO B KapTOHHYIO
Nayky.
Mapkuposka B coorsercrBuu ¢ TpedopanmsMua HJT
XpaneHue [Ipr Temneparype e Bolwe 25 °C -
Cpok rogHocTa ' 3roaa

¥ - Iloxasarens «Muxpobuonorngeckas uuctoran 1 Meroauxu '@ X1, I'dXII pxaiodycHs! B
COOTBETCTBHH ¢ TpeOOBAHUAMHU K CTaR;IapTH3AIMH AaHHOI TeKapCTBEHHOH (OPMBI, TPHHATHIMH
B P®. MeToauKku He HCIIONL3YIOTCH IIPH BhITyCKe npenapata. [lokasarens Moxer ObITh HE
yKazaH B CepTHOHKATAX aHANK3a, TAK KaK KOHTPOIMPYIOTCS BEIOOPOYHEIE CEPHH.

KoHTpoiis KauecTBa NpOAYKUHH
TlnuBa XpBarcka 4.0.0., Pecnybinuka Xopsarus
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ertificate of Release

No. 10007737/715020

Name of product
Country
MA number or NDC number
Strength / Potency
Dosage form
Pack size and type
Batch number
Date of manufacturing
Expiry date
. Bulk Manufacturing site
Name
Address
Authorization number
Eudra GMP reference number or
certificate of GMP Compliance

Testing site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Packaging site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

Result of analysis: CoA altached
Comments / remarks: /

Certification statement:

SUMAMED
Russian Fed.
015662/02
250 mg
Capsules
Blister, 1*6
715020
14.02.2020
02.2023

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovic¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/I-530-10/19-03/12

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
No UP/1-630-01/13-03/08

UP/-530-10/19-03/12

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-530-01/13-03/08

UP/I-630-10/19-03/12

“I hereby certify that the above information is authentic and accurate. This balch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Requlatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP "

Qualified Person 2 e { Person
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Date of signature:

Signalture of person authorizing the batch release:

Name and position/title of person authorizing the batch release:
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