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CEPTHUOUKAT AHAJTU3A
No.:7
Aara: 19.11.2020

HaumeHoBaHKe NpOAYKUMM Cymamen®, TabneTKU NOKPbITbIE NNEHOUHOK 060104KOH 500 Mr
Cepua Ne 821110
[ara npou3BoAcTBa 30.10.2020
lfopeH ao 10.2023
No. Tests Specification Results
1 OnucaHue roroe, OBanbHble,
Bugyanb”b,ﬁ ABOAKOBbLINYKNbIE
OBanbHble, ABOAKOBBINYKAbIE TabreTku rony6oro | T8ONETKM ronyGoro
LperTa, ¢ OTTMCKOM «PLIVA» Ha OAHOW CTOpOHe W usera, ¢ GTTHCKDT
. «PLIVA» Ha OAHOHW
«500» - Ha apyror CTopoHe W «500» - Ha
APYron
2 MoanuHHOCTL BIXX Bpema yaepuBaHWA
Bpems  yaepWBaHMA  OCHOBHOTO  NMKAa  HA | OCHOBHOTO NMKa Ha
xpomartorpamme UCnbITYemMoro pacteopa, | XPOmaTorpamme
NONYYEHHOrO ANA KONMYECTBEHHOTO Onpeaenewus, | MCMBITYEMOro
[OMKHO COOTBETCTBOBaTh BPEMEHHM YAEPMWBAHUA PacIEdpn
COOTBETCTBYET
NUKa a3uTpoOMUUMHA Ha XxpomaTorpamme BPEMEHH
KanWbpOoBOYHOro pacTeopa. YAEPMUBAHMA  NMKa
A3UTPOMMULIWHA Ha
xpomarorpamme
KanubpoeouHOro
pacteopa.
Y®-cnex
vw-z::m";m::x::ﬁ: ) OCHOBHOTO NWKa Ha SCHENTR
NOrAOLWEHNA
Xpomatorpamme UCNbITYEMOro PACTBOPA, | 4cHoBHOIO NUKa Ha
NONYYEHHOTO ANA KONWMYEeCTBEHHOTO ONPEAENEHMA, | ypomaTorpamme
CHATbLIA B 06nacth oT 200 Ao 400 HM NpY NOMOWM | UCNBLITYEMOTO
AMOAHO-MaTPHUUHOTO AeTeKTopa, ROMweH | PAacTBOPa, CHATLIA B
COOTBETCTBOBaTh YD-CMEKTPY MUK asUTPOMULMHA Ha o6nactu ot 200 Ao 400
XpomaTorpamme KannbpoBoyHOro pacteopa. i
ANOLHO-MATPUYHOTO
AeTeKTopa,
cooTBeTcTeyeT Y-
CNEeKTpYy NKa
a3UTPOMMUUMHA Ha
XpomaTorpamme
KanubpoBOYHOro
pacreopa.
3 PacrsopeHme r® P® unu USP
B3MX
He meHee 75 % (Q) oT 3aRBNEHHOMO KONUYECTBA
asMTPOMMUMHA Yepes 45 MUH, 101%
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4 PoacreeHHbie BIMX
npumecH [Tpumecs F - He Bonee 0,5% <0,1%
MNpumece | - He Bonee 0,5% <0,1%
Mpumeck J - He Gonee 0,5% <0,1%
MNpumecs E - He 6onee 0,5% <0,1%
Mpumecs M - He Bonee 0,5% <0,1%
Mpumece N - He Bonee 0,5% | <0,1%
Mpumece L - He Gonee 0,5% <0,1%
Noboli apyroi HecneuudULMpyemoii npumecu — He
Gonee 0,20% <0,10%
Cymma npumeceid - He 6onee 3,0% <0,1%
5 Bopa Ph.Eur. unu USP unu re po 4,5%
Memod K. ®uwepa
He 6onee 6,0 %

6 OpaHopoaHOCTL Ph.Eur. unu re pe AV=1,1
paciemno-eecosoil

MNorasarens npuemnemoctn (AV) ana 10 tabreTtok
<£15,0;

ecnu AV Bonee 15,0 ucnbiTaHue NPOBOAAT eLe Ha 20
Tabnerkax.

Mokasatens npuemnemoctu (AV) ana 30 tabneTox
s15,0

M HA OAWH WHAWBWAYANbHBLIA PE3YNbLTAT HE AOMKEH
6biTb  mMeHee uyem 0,75 M uam  Bonee
Yyem 1,25 M

7 Mukpobuonornyeckan | Ph.Eur.

O6uwee 4Mcno a3pobHbIX MUKPOOPraHM3MOB (TAMC)
WHCTOTS - He Gonee 10° KOE/ r; -
O6wee yucno ApoMMKEBsIX M nnecHesbix rpubos
(TYMC) — He Gonee 10? KOE/ r;

Escherichia coli — otcytcteue s 1r -
HnurTe P
Kateropua 3A
8 KonwuyecrsenHoe BIMX 495,6 mr
Ot 475,0 po 525,0 mr/Tabn

(o1 95,0 % A0 105,0 % OT 3aABNEHHOrO KOAMYECTBa)
9 XpaHeHue Mpv TemnepaType He Bbiwe 25°C

AO3HPOBaHWUA

onpeaeneH1e

10 Cpok rogHocTH 3roaa

NpoAyKT coorsercrayer tpebosanmuam HA N N015662/04-111119

CepruduKar nognucan:

DUO: AomxHocTb: Aara M noanuce:
PLIVA CROATIA Ltd
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PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 10007735/821110

QPN OAWN S

1.
12.

13.

14,

15.

186.

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 attached
Comments / remarks: /

Certification statement:

SUMAMED
Russian Fed.
015662/04

500 mg

Film Coated Tablets
Blister, 1*3

821110

30.10.2020

10.2023

PLIVA HRVATSKA d.o.0.

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

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

PLIVA HRVATSKA d.o.o.

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

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

PLIVA HRVATSKA d.o.o.

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

UPA-530-10/19-03/12

"I hereby certify that the above information is authentic and accurate. This batch 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 Regulatory 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."

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

Qualified Person

Signature of person authorizing the batch release:

Date of signature:

PLIVA CROATIA Ltd
Quality Zagreb
Qualified Person
Martina Zadro
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