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CEPTUO®UKAT AHAJIHU3A

HaunmenoBanue npojaykunu: Cymamen ® dopte, nopouiok i NPUTOTOBJICHHS CYCMCH3UY
st ipuema BHYTpb 200 Mr/Sma, 15 mn

Hara npousBoactsa: 17.09.2019

["onen no: 09.2021

Cepusn Ne: 6416099

ITOKA3ATEJIHU

CIHHELITMUPUKALIMA

PE3VJIBTATHI

Onucanue

[Topowiok ot 6enoro A0 >XENTOBATO-

6enoro BECTa Cc XapaKTCPHbIM

apoMarom OaHaHa

ITopoutok oT OGenmoro 1o
XKENTOBAaTO-0€Nnoro  1BeTa ¢
XapaKTEepPHbIM apoMaTom
OaHaHa

Onucanue
NIPUTOTOBJICHHON
CYCNEH3UH

OpHopoaHas cycneHsus oT Oenoro
J0 Kenromaro-0enoro  uBera ¢
XapaKTEpHbIM apoMaToM OaHaHa.

OHOpoaHAs CyCNEH3us OT
0eJ10ro 10 ’KeNTOBaTO-0€1010
IBETA C XapaKTEPHbIM
apomaToM GaHaHa.

IMToTHHHOCTE

BIXKX
Bpems
nixa Ha

YAEPKUBAHUSI ~ OCHOBHOTO
XpoMaTorpamMmme
HCMIBITYEMOTO  pacTBopa  JIOJIKHO
COOTBETCTBOBATL BPEMEHH
YIOEPKUBAHUS OCHOBHOrO MUKAa Ha
Xpomarorpamme pacTBopa
CTaHJAPTHOTO obpas3ua
a3UTPOMHLIHHA.

Y®d-cnekTpodoTomeTpuHecKuit
Y®-criekTpsi MOIJIOLEHU S
UCMBITYEMOTO W CTaHAApPTHOIO
pactBopoB B obiiacti ot 200 no 400
HM  JIOJDKHBl HUMETb  MAaKCUMYM
NOTJIOWEHUS [PH OJHHX U TEX Xe
JUITMHAX BOJIH.

BIXX

Bpems yep>KHBAHUS
OCHOBHOTO MUKa Ha
XpoMaTorpaMMme UCHbITYEMOTO
pacTBopa COOTBETCTRYET
BpCMCHH yﬂepxanaHml
OCHOBHOTO IMUKa Ha
XpoMaTtorpaMme pacTBopa
CTaHIapTHOTO obpasua
a3UTPOMHLIHHA.

Y-
crneKTpodoTOMEeTPHYECKHIA
Y D-criekTphl MOFIOLIECHHUS
UCIILITYEMOTO U CTaHJAapTHOTO
pacTBopoB B obnactu ot 200
g0 400 HM HMET MaKCUMyM
MOrMOUIEHUs TPH OJIHUX H TEX
e JUTHHAX BOJIH.

OnHOpOIHOCTD
JIO3UPYEMbIX ¢IMHHL N0
Macce

[8/20 003: ue bonee £ 10 % ot
Cpe/lHel Macchl,

2/20 003: ne bonee + 20 % ot
cpe/iHei MacChl.

CooTBeTcTBYET

PactBopeuue

He menee 70 % (Q) ot 3asBIE€HHOIO
KOJIMYECTBA a3UTPOMULIMHA Yepes 45
MHH

101 %

pH

Or85m011,0

10,5

Bona

He 6omnee 1,5 %

|0,4%
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Poacteennbie npumecu IMpumecs F — ue 6onee 0.5 %; <0,1 %
npumecs | — He 6onee 0,5 %; <0,1 %
npumMecs J + npumecs D — He 6onee
0,5 %; <0,1 %
npuMech L — He Gonee 0,5 %:; < 0,1 %
npumecs E + npumecek M — He Gonee
0,5 %; <0,1 %
npumeck N — He 6onee 0,5 %; <0,1%
MO0 IpYro eAMHHYHOA NPAMECH
— He 6onee 0.20 %; <0,10 %
cymMma npumeceit — He bosiee 3,0 %. | <0,1 %
Muxkpobuosoruueckas Obee YHCIIO a’3poOHBIX
ygcToTa* MHKpOOpPraHu3MoB — He Gonee 10°
KOE/T; -
OOfmee 49HuCIO  OPOMNOKEBBIX H
MIIecHeBBIX rpuboB — He Gonee 107
KOE/r; -
Escherichia coli — orcyrctBHEB I . | -
KonnuectBeHHOE Ot 180,0 1o 220,0 Mr C33 H72 N3 O2 | 195,5 Mr
OnpeJeeHHE (a34TPOMHIIMHA) B 5 MJI CYyCIIEH3HH
npenapara.
OnHopoaHocTh Ot 85 no 115 % ot 3assiaendoro | 101-103 %
COIEPXHMOrO B COJIepXKAHUS a3UTPOMHIIMHA B JIO3€.
NPHIOTOBIIEHHOH
CYCHEH3HH
Vnakoska ITo 16,740 r nopoiuka noMewaroT B HEMpo3padHbiid ¢uakoH Gesoro
usera W3 [ID  BeicokoH  mnoTHocTH  obbemMoM  SOMi  C
NOJUIIPOTIHIIEHOBOH PE3UCTEHTHON KPBILIKOH.
1 ¢dnakoH BMeCTe C MHCTPYKUHMEH MO MPUMCHEHHIO, MEPHOH JIOKKOMH
| M/MiTH WNpULEM JUIs JO3HPOBAHKS FIOMEMIAIOT B KAPTOHHYIO MAuKY.
Mapknposka B coorerctBun ¢ H]
Xpanenue npHu TeMrepatype He Bbitie 25 °C.
[
Cpok rognoctn

l 2 roza.

* [Tokazatens «Mukpobuonoruueckas YHCTOTa» KOHTPOJIUPYETCS B KaXIOH 5 cepuy mperiapara
M MOXET OTCYTCTBOBATh B CepTH(HKaTax aHaIH3a.

KoHnTposns kauecTBa NpoayKIiHH
IsiimBa XpBarcka 1.0.0., Pecriybimnka XopBaTHs

damuing
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PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 10019578/6416099
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12.

13.

14.

15.

16.

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.

011923/01

40 mg/mi

Powder for Oral Suspension
bottle

6416099

17.09.2019

09.2021

PLIVA HRVATSKA d.o.0.

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

UP/1-530-10/16-03/04

PLIVA HRVATSKA d.o.0.

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

UP/I1-530-10/16-03/04

PLIVA HRVATSKA d.0.0.

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

UP/1-5630-10/16-03/04

"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/title 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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