JEKJIAPAIIAA O COOTBETCTBUM

JEKJIAPAHT, IPUHUMAIONHAMN JEKJIAPAITMIO O COOTBETCTBHH

000 "Tesa"

Ceedenusn o pezucmpayuu opearusayuu: Mesicpationnan uncnexyus Dedepanchoii Hano2060ii cny2icobl Ne 46 no
2. Mockese 01.01.2008, OI'PH 1027739033024, dama npuceoenus OF'PH 01.08.2002.

Adpec: 115054, 2. Mocksa, yn. Banosas, 9. 35. Teneqhon: 8 (495) 644-22-34.

B muye: I'enepanvnozo dupexmopa Ipux Poue

Hosepennoe mujo: Maxcumosa JI.A., dosepennocms T-932 om 14.04.2019

3ASIBJSIET, UTO

nexapcmeennoe cpedcmeo. Cymamed, NOpowoK ONa npu2omosnenus cycnensuu ons npuema euympy 100 me/S
i (paaxoner) 20.925 2 6 kamnnexme ¢ MepHoil ROHCKOH U winpuiyem 0as douposanua (1), nauku kapmonnvie,
PY Ne II NO15662/03 om 15.07.2009 (0ama nepeopopmnenwa PY 30.01.2015), cepus 6340099, napmua 30270
ynakosok, 2oden 0o 01.09.2021, npoussodcmea ITnusa Xpsameka d.0.0., Pecny6ruxa Xopsanus, Tpunas
bapyna Qununosuva 25, 10000 3azpeb, koo OKITA2 21.20.10.191, koo TH B3 3004200002, koumpaxm Ne 71
om 01.09.2016, uneoric Ne 2520022300 om 07.11.2019

COOTBETCTBYET TPEGOBAHHSM
TIN015662/03-290311 usm. Ne 1-5

AEKJIAPALIMST ITPUHATA HA OCHOBAHHWU
npomoxonbt uchbimarnui: Ne 12901 om 21.11.2019 @XJT 000 "TJ "Henvma”, ammecmam axxpedumayuu

RA.RU.2IHP36, Ne 9424 om 21.11.2019 MM/ OO0 "LIHT IT/TIOC", ammecmam akkpeoumayuu
RA.RU.21HA14, Cepmughuxam POCC HR.DM15.C91642 om 22.11.2019

HATA IIPUHATHA JEKJIAPALIAHA 23.71.2019
KHAPf\lmﬂ JEACTBUTEJILHA JIO 01.09.2021

e

g o Makcimosa JILA.
MOUTHCE O.H.0
CBEJAEHUSA O PETHCTPAITAM

OPT'AH MO CEPTH®HKALIH, 3APETHCTPUPOBABIUNHA JEKJIAPALIMIO

POCC RU.0001.11®MI15 OPIAH I10 CEPTHOHKALIHH TTPONAVKIHH OBLECTBO C
OI'PAHMYEHHOH OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nam. I, kam. 1., adpec opzana no
cepmuchuxayuu, 143581, Mockosckasn otnacms, Hempunckuil paiion, dep. Jlewkoso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caiim: oykk.pep.

AEKJIAPALLK COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-HR. ®M15.4.29106/19
JATAP ‘ljﬁmm_ b 23.11.2019
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PLIVA

CEPTUOUKAT AHAJIU3A

Hanmenosanue npoaykiunu: Cymamen ®. nopowok
npreMa BHYTpb 100 Mr/5ma

Hara npoussoxcrea; 12.09.2019
[onen no: 09.2021

JUIA IIPHTOTOBJICHUSA CVCIICH3HH ANd

Cepus Ne: 6340099

| TIOKABATEJIN CIELIM®UKALIUSA __PE3VJILTATBL ]

- OnHcanne Hopowoxk ot Genoro 1o xenrosaro- Iopomox or Oenoro o

| Oenoro  umera ¢ XapaKTepHLIM | KenToBaro-0eforo  1sera ¢

{ 3a11aX0M KIIYGHHKH. XapaxkTepHbIM 1anaxom

| KITYOHHKH,

' Onucanne Oanoponnas cycnensus xeitosaro- ‘l OnHoponnas cycnensuns
NPHIOTOBJICHHOI | Genoro  usera ¢ XaPaKTEPHLIM | XKeIToBaTO-Genoro usera ¢
CYCIICH3HH 3anaxoM KIyoHUKH. | XapakTepHLIM 3anaxom

[ | KIIYOHHKH. ;
llonbnoCTD BIKX BKX
A3BHTPOMHIHH Bpemst  yacpxusauns  ocmosmoro Bpems VACP)KNBaHUS
INHKa Ha XpOMAarorpaMMe | OCHOBHOTO nuka Ha
HCIIBITYEMOr0  pacTBOpa  JIOJKHO | XpoMaTorpamme HCIIBITYEMOTO
COOTBETCTBOBATL BPEMCHH | pacTBopa COOTBETCTRYET
YACPAKHBAHHA OCHOBHOIO IHKA Ha | BpEMEHM YJEPXKHBaHHS
XpoMarorpamme CTaHAAPTHOTO | OCHOBHOIO nHKa Ha
PacTBoOpa asMTPOMHIIMHA, XpoMarorpamme
Y®-cnekrpodoromerpuucexuii CTaHJIapTHOrO pacTBOpa
Cnexktp  mornocnus PacTBopa | a3HTPOMMIIHHA,
lipenapara B obnacru ot 200 o 400 | Y-
HM ~ JIOKEH  HMETh  MakcUMyM cnekrpogoToMeTpUIeCKHI
NOTJIOEHns Npu OAHOH M Tol *e | CrekTp noromenus pacTBopa
AIMHC  BOJIHBI 9TO W CTaHNAPTHBIA | npenapata B o6nactu ot 200
pacTBop. A0 400 HM uMeeT MaKCHMYM
HOTNOICHHA NPU OJIHOH K T0H
Ke€ JUIHHE  BOJIHBI Y4TO M
CTaH/IapTHLIH pacTrop.
OanopoanocTts 18/20 nos: ne 6osnee + 10 % l Coorsercrayer
AIOSHPYEMRLIX €AMHUL N0 j 2/20 ooz: ne Gonee + 20 % '
Macce | |
Pactropenue He mMenee 70 % (Q) ot 3asBnennoro | 90 %
KOJTHYECTBA a3HTPOMHLMHA B J03€e
qepes 45 MuH,
H Or8.5 10 11,0 104 ]
Bona He 6onee 1,5 % 0,2 %

“rilaz baruna I ilioovica 25. 10000 “agren Croauz Frane + 385 137 20

PLIVA CROATIA Ltd

000, Fax: + 385 1 37 20 111 URL : www p'iva com
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’—Poncmcum,le NIPUMECH ITpumecs I - He Goaee 0,5 %: <0,] %
npumecs [ - He Gonee 0,5 %; <0,1 %
npumeck J + npumecs D — ne Gonee
0,5 %; <0,1 %
npumecs I, — He Gonee 0,5 %: <0,1 %
npumecs E + npumecs M — He Gosee
0,5 %; <0,1 %
npuMeck N — He Bonee 0,5 %: <0,1 %
moboii Apyro# euHUIHOIN TpHMeECH
— He Gonee 0,20 %:; < 0,10 %
CyMMa nipumecei - ne Gonee 3,0 %. <01% o

MukpoGuonornueckas O0uee YUCII0 a’po0HBIX
yuctoTa* MHKPOOpPraHu3MoB — He Oonee 10°
KOE/r; -
Ofwee  uYMCNO  JIPOXKKEBBIX M
IUIECHEBBIX TPHOOB ~ He Gosee 107 |
KOE/r; ’ -
Escherichia coli — orcyretRue s 1r. | -
KonnyecrrenHoe Ot 90,0 1o 110,0 Mr C3g H72 N2 Opz 97.3 mr
OlpesiesieHHE (a3MTPOMHMLIMHA) B 5 Ml CYCIIEH3UH,
OnHopoiHocTh Ot 85 50 115 % or sasenennoro | 97-100 %
COJIEPHHMOTO B
CO/ICPKaHHS a3UTPOMHLIHHA B JI03€.

TIPHTOTOBJICHHOM |

CYCIICH3HH |
VYnakoska I[To 20,925 r nopowka nomemaror B Hernpospaunsiii guakon Genoro

usera u3 I1D Buicokoit nuotHocTH o6bemoM 50 M c TMOJIMTIPOTTH-
JICHOBOH PE3UCTEHTHOM KPBILIKOH,

1 dnakon BMecTe ¢ MHCTpyKuHedl 1o [IPHMEHCHHIO, MEPHOH NOXKOH
H/WIIH TINPHLIEM JUIS JI03HPOBAHHS BKJIA/BIBAIOT B KapTOHHYIO Nayky.

—

Mapxuposka B coorseTersun ¢ HJT B
Xpanenue [IpH TeMIieparype He Bbie 25 °C.
Cpox ropocTn Iopotwok juis npurotosienus cycnensuu — 2 roja

L IIpuroTosneHnas cycnensus — S nuei

PLIVA CROATIA Ltd
-1 dz barura | lipovica 25, 10000 Zagreh Croalie. Phone. 1 385 1 37 20 00C Fax: + 385137 20 111. URL. www piiva com
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*[TokazaTenb «MHKpOBHONOrHYECKas YACTOTa) KOHTPOIUPYETCS B KaX10# 5 cepun npenapara
H MOXKET OTCYTCTBOBAThH B CepTHHHKATAX aHANN3A.

KouTponb kauecTsa NpoyKIIHH

Tauea Xpsarcka 1.0.0., Pecnybnnka Xopsatus

Pann 7 PLIVA CROATIA Ltd "
{ : AL Quality Zagreb 4

110AITHUCh w M ] 29. 40- 20/ Qualified Person

HITAMII Martina Zadro

PLIVA CROATIA Ltd .
Priar paruna |-hipovica 25 10000 Zagreo Croaha, Prone: + 385 137 20 D00, Fax: + 3851 37 20 111, URL: www pliva com § ;
¥



PLIVA HRVYATSKA d.o.0.

Certificate of Release

No. 10021310/6340099

DOPNOU S WN S

1.
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.

015662/03

20 mg/ml

Powder for Oral Suspension
Bottle

6340099

12.09.2019

09.2021

PLIVA HRVATSKA d.c.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-5630-01/13-03/08

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/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/I-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 Ltd
Quality Zagreb
Qualified Person
Martina Zadro
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