JNEKJIAPAIIMSA O COOTBETCTBHUM

JEKJAPAHT, IPUHUMAIOLHI JEKJAPALIMIO O COOTBETCTBHH

000 "Tesa"

Ceedenus o pezucmpayuu opzanusayuu.: Mexcpaiionnas uncnexyus PedepansHoli anozosol caysichvl Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739033024, 0oama npucsoenuss OI'PH 01.08.2002.

Adpec: 115054, e. Mockea, yn. Banosan, 0. 35. Teneghon: 8 (495) 644-22-34.

B nuye: I'enepaiviiozo dupekmopa Ipux Powe

Iosepennoe auyo: Makcumosa JIA., dosepennocmp T-932 om 14.04.2019

3ASIBJBIET, UTO
nexapcmeennoe cpedemso: Cymamed popme, NOPOWIOK 013 RPUZOMOBAEHUA CYCheH3ul Ol npuema Hympb

200 mz/5 mn, hnaxonwt 16.740 2 (1), 6 komnaekme ¢ mepnoti NOJUCKOT U wnpuyem 01 003UPOSanui, RAYKU
kapmonnie, PY Ne IT N011923/01 om 19.08.2011 (dama nepeoghopmnerus PY 30.01.2013), cepus 6415099,
napmus 38366 ynakoeok, 20den 0o 01.09.2021, npousgodcmea Ilnusa Xpsamcka 0.0.0., Pecnybnuka Xopeamus,
Hpunas 6apyna Quiunosuya 25,10000 3azpe6, kod OKIIA2 21.20.10.191, koo TH B3/] 3004200002,
xoumpaxm Ne 71 om 01.09.2016, unsoiic Ne 2520022079 om 31.10.2019

COOTBETCTBYET TPEGOBAHHMSM

IIN011923/01-190811 uam. Ne 1-8

JEKJIAPALIMS ITPUHSITA HA OCHOBAHHH

npomoxoawt ucnsimanuit: Ne 12581 om 20.11.2019 X1 Q00 "T[ "Lenema", ammecmam axkxpedumayuu
RA.RU.2IHP36, Ne 9359 om 20.11.2019 HMJT OO0 "LIHT IT/IFOC", ammecmam axxkpeoumayuu
RA.RU.21HA14, Cepmugpuxam POCC HR.@M15.C91401 om 20.11.2019

JIATA IIPHHATUSA JEKJIAPALIAN 22.11.2019

JE A»Aﬁ;‘uﬁi}}t\g\@\msmwrm J10 01.09.2021

B o SN
o Maxkcimosa JLA.

[OJITHCh O.U.0

CBEAEHUS O PET'MCTPAIIMHA

OPI'AH IO CEPTU®UKALMH, 3APETUCTPHPOBABUINH JEKIAPALIAIO

POCC RU.0001.11®M15 OPIAH 110 CEPTH®HKALIMH ITPOAYKLHH OBLJECTBO C
OrPAHHYEHHOH OTBETCTBEHHOCThIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nam. I, kom. 1., adpec opzana no
cepmucpuxayuu: 143581, Mockosckas obracmv, Hempunckuil paiion, dep. Jlewikogo, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-carim. oyxk.pep.

JAEKJIAP, ;’l.lﬂﬂ (J COOTBETCTBHH 3APETMCTPUPOBAHA N POCC RU /I-HR. @M 15.4.28909/19

MCTPAIH 22 11.2019
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@PLIVA

Hanmenopanue npoaykunu: Cymamen ® Qopre, HOPOLLIOK /U TPHTOTORIEHHS CYCTIEH3HH
i npuema BHYTph 200 Mr/5min, 15 M

Jlara npoussoacrsa: 17.09.2019

loacn go: 09.2021

CEPTHPHKAT AHAJIU3A

Cepus Ne: 6415099

[HHOKA3ZATEJIH I CIHELIUOUKALIMA PE3YJIbTATDI
Onucanue [opowiok ot Genoro no xenrosato- | [lopomox ot Benoro 1o
Kentosaro-Oesioro  nBera ¢
Oenoro  mBeta ¢ XapakTepHBIM
XapaKTCPHBIM apoMaToMm
| apomaTom Oanana OanaHa
Onucanue ' Opnopoauas cycnensus or Genoro | OaHOpoaHas cycreH3 s oT
NPUTOTORJIEHHOM no  okentosaro-OGesioro  mBera ¢ | Genoro 10 xentopato-6enoro
CYCNEH3HH XapakTepHbIM apoMaToM Danana. 1IBETa € XapaKTepHbIM
apoMaTom GanaHa.
[TomuunOCTH BXKX BIXKX
Bpems  ynepxusanus  ocHosHoro | Bpems YACPXKHBaHHA
nuKa Ha XpoMaTorpaMMe | OCHOBHOTO ITHKa Ha
HCMILITYEMOTO  pacTBOpa  JIOJDKHO | XPOMATOIrpaMMe MCHBITYEMOro
COOTBETCTBOBATH BPEMEHH | pacTBopa COOTBETCTRYET
YAEPXKUBAHUA OCHOBHOIO [IMKa Ha | BpeMeHu YAEP)KHBaHHS
XpoMmarorpamme pacTBOpa | OCHOBHOIO 1nHKa Ha
CTan/IapTHOro obpasna | xpomarorpamme pacTBopa
43MTPOMMLHHA. CTaHAapPTHOIO o6pa3ua
a3UTPOMHUIIMHA.
Y®-cnexrpodoroMerpuueckuii YO-
Y®-cnexTpsi NOrolleHHs | cneKTpodoToMeTpHIeCKHH
HCIIBITYEMOTO M cTaHAapTHoro | Y ®-cnekTpsbl NOrJIOILEHHs
- pactsopos B obnactu 0T 200 10 400 | HCMBITYEMOrO H CTAHAAPTHOIO
HM  JI0JIXHbl  HMETh  MaKCHMYM | pacTBOpOB B oGiactu or 200
TIOINIOIIEHHSA TIPH OAHMX K TeX ke | 10 400 HM HUMEIOT MakCHMyM |
| JUIMHAX BOJIH. NOMJIOILEHUS NPH OJIHUX H TeX
| i Ke JUIMHAX BOJH,
' OZIHOPOAHOCTS 18/20 do3: He Bonee = 10 % or CooTtseTtcTyeT
NO3HPYEMBIX €JJHHHUIL ITO cpe/iHel Macchl,
| ke 2/20 0o03: nHe Bonee + 20 % ot
CpejHed Macchl, ,
PactBopenue He menee 70 % (Q) ot 3assnennoro | 101 %
KOJIHYECTBA a3UTPOMHIIMHA uepes 45
MHH.
pH Ot 8,5 o 11,0 10,5
Bona He Gonee 1,5 % 0,4 %

PLIVA CROATIA Ltd

<1 as bailna b dipovica 25, 10000 Zagicn. Croaliz, Pnicne: + 385 1 37 20 000, Fax- + 385 1 37 20 111, URL: www.pliva com




@ PLIVA

PojicTBenHbIe npHMecH Ipumecs F — ne 6onee 0,5 %; <0,1 %
npuMeck | — He Gonee 0,5 %; <0,1% ‘
npuMeck J + npumecs D — He Gonee -
0,5 %; <0,1 %
npuMecsk L. — He 6onee 0,5 %; <0,1 % .
npuMeck E + npuMecs M — He Donee b
0,5 %; <0,1 % L
npumech N — ue Gonee 0,5 %; <0,1 % 3
Jiro00H Apyro# e iMHHYHOH NPHMECH :
— ne Gonee 0,20 %; <0,10 % &
cymma npumeceit — He Gonee 3,0 %. | <0,1 % ?

Mukpobuonoruueckas Oburee YuCNo a’poOHEIX '

uncTOTa* MHKDOOpPraHuiMoB — ne Gonee 10°
KOE/r; -
Ofmee  9MCIO  OPOXKIKEBBIX W
njecHeBbIX rpubos — He Gonee 107
KOE/r; -
Escherichia coli — orcyretBue B 1 1. | -

Konmnuecrrennoe Ot 180,0 no 220,0 mr C3g H72 N2 Oj2 | 194,7 mr

onpclelcHHe (a3MTpPOMHIIHHA) B 5 MJI CYCTICH3HH
npenapara.

OnHopoaHOCTh Or 85 no 115 % or 3asenennoro | 101-102 %

COZIEPIKHMOTO B coJIepXaHHs a3HTPOMHIIMHA B J103€.

TIIPHTOTORJIEHHOH
CYCIIEH3HH
Ynakoska Ilo 16,740 r nopouika MoMewalT B Henpo3payunbii ¢nakoH Genoro
ugeta w3 11D  Bblicokod  mnotHoctH  obvemom  SOMn ¢
TIOJIMITPONHIICHOBOH PE3HCTEHTHOH KPBILIKOH.

1 (yakoH BMeCTe ¢ HHCTPYKIHEH M0 NPHMEHEHHIO, MEPHOH JI0XKOH
W/MJIH LINPHIEM JUIS JIO3UPOBaHHS TTOMELIAIOT B KAPTOHHYHIO MAyKy.

' MapkupoBka B coorsercTeun ¢ H/J
Xpanenue pH Temnepartype He Beiie 25 °C.
Cpoxk rojinoct 2 roaa.

* [MTokazarens «Mukpo6uooTHUeCKas HHCTOTa» KOHTPOJIHUPYETCS B KaX10H 5 cepuy npenapara
M MOXET OTCYTCTBOBATh B CCPTH(HKATAX aHAIIH3A.

KonTpob kadyecTBa NpoayKIHH
[Tnuea XpBaTtcka 1.0.0., Pecnybanka XopsaTns

BRI ' i ) PLIVA CROATIA Ltd
1 uality Zagreb
IMMOJAITUCH }lé /Z&L(S) / @y.lo, A3 8unlir¥ed Person
Martina Zadro
HITAMII ]

PLIVA CROATIA LId. e
~r'as Dereng |lipovica 20 10000 Zegren Croets, Pnore. + 385 137 20 000, Fax: + 385 7 37 20 111, URL: www pitva com -




PLIVA HRVATSKA d.o.o0.

Certificate of Release

No. 10019578/6415099
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11.
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/m|

Powder for Oral Suspension
bottle

6415099

17.09.2019

09.2021

PLIVA HRVATSKA d.o.0.

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

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

PLIVA HRVATSKA d.o.o.

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

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

PLIVA HRVATSKA d.o.0.

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

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

"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 Lud
Quality Zagreb
Qualified Person
Martina Zadro
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