JEKJIAPAIIMSI O COOTBETCTBUM

JEKJIAPAHT, IPHHUMAIOHI M AEKJIAPALIMIO O COOTBETCTBHH
000 "Tega" '

Ceedenun o pecucmpayuu opeanusayuu. Mesxxpationnas uncnexyus Pedeparouoii narozosoii cayocbor Ne 46 no
2. Mockse 01.01.2008, OT'PH 1027739033024, dama npuceoenws; OI'PH 01.08.2002.

Adpec: 115054, 2. Mocksa, y1. Banosas, 9. 35. Tenechon: 8 (495) 644-22-34,

B nuye: Tenepanvnozo dupexmopa Spur Powe

Hosepennoe nuyo: Maxcumosa J1.A., dosepennocme T-932 om 14.04.2019

3AABJSIET, UTO

Aekapecmeenroe cpedcmeo: Junamuxo mabnemiu, ROKpbimole naeHounou obonoyxon 100 mz 4 wm., ynaxosxu
Auelikosvie konmypvie (1), nauku kapmonrivie, PY Ne JIT1-000129 om 11.01.2011 (Qama nepeogopmaernus PY
10.12.2012), cepua 61049, napmus 84352 ynaxosox, eooen do 01.04.2022, npouseodcmea Inuea Xpsamcka
d.0.0., Pecnybnuxa Xopeamus, lpunaz bapyna Oununosuya 25, 10000 3azpe6 koo OKII2 21.20.10.174, kod
TH B3/ 3004900002, xonmpaxm Ne 71 om 01.09.201 6, uneotic Ne 2520019668 om 26.08.2019

COOTBETCTBYET TPEEOBAHHSIM

JIIT 000129-110111 wzm. Ne -4

AEKJIAPAIIHA ITPHHATA HA OCHOBAHUU |

npomoxon ucneimarut Ne 40501 om 05.09.2019 Jabopamopusiii yenmp 000 "LIKK OHL]", ammecmam
axkpedumayuu POCC RU.0001.21PK75, Cepmughuxam POCC HR. DPM15.C85034 om 05.09.2019

IPTTHGTTHSA NEKJIAPALTHH /2.09.2019

HEK APALLSE JEHCTBHTENBHA 110 01.04.2022
{“ & ,%‘I E"i ey _‘ ) ‘g
\ : I £ /5] e | Maxkcumosa JT.A.
;"::2?‘:.'“'(Jf*f(xrcq}uifni? N TOAITHCE ®.U.0
CBEJEHUS O PETUCTPALIA

OPI'AH 10 CEPTHOHKALNH, 3APETHCTPHPOBABUIHIT IEKJIAPALIHIO

POCC RU.0001.11PM15 OPI'AH 110 CEPTHOHKALIMH TTPOJYKIJHH OBLJECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1., aopec opzana no
cepmugpuxayuu: 143581, Mockosckas oérnacms, Hempunckuii pagion, dep. Jlewxoso, 0. 248, cmp. 1, men.:
(493)640-96-69, (495)787-92-78 seb-catim: OYKK.peh. ;
AEKJIAPAITHSA O COOTBETCTBHM 3APETUCTPHPOBAHA M POCC RUJ-HR. ®M15.4.22709/19

JATA PEPHCTPAIH {z. 09.2019
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CEPTHO®HKAT AHAJIM3A

Haumenosanue npojykumu: J{unamMuko, Ta6reTu, NOKPLIThIE MJIEHOYHOH oboaoykoi 100 Mr

Hara nponssoactra: 19.04.2019

lonen no: 04.2022

Cepusa Ne: 61049

NIOKA3ATEIIM | CHELIUOUKALINS PE3YJITATBl |
Onucanue [ Osansheie ABOAKOBBIMYKIIble | OBabHbIE ABOAKOBBINYK/IbIE
| | TabJIETKH, TOKPBIThIE  IIEHOYHOM | TabyeTkw, TIOKPLITHIE
' obonoukoH  ronyGoro  usera, ¢ | mieHouHoi obonouxo#
; | pHCKOIA ¢ 0Benx CTOPOH rony6oro usera, ¢ puckoif ¢
! | 06enx cTopoH
| TouHHHOCTS YQ-cnekTps nmornolenns

Cunnenaduna uurpar

Y@-cnexmpogomomempusn

Y®-CcriexTphl NOr/IOIEHHS pacTBOpa
Npenapara H CTaHapTHOIO pacTBopa
B 06macTH ot 200 1o 400 HM A0TKHBI
HMETh MaKCHMYM W MHHHMYM IIpH
OJHHX H TeX e JUTHHAX BOJIH

pacTBopa npenapara u
CTaHJapTHOro pacTBOpa B
obnacTty o1 200 1o 400 HM
HMEIOT MAKCHMYM H MHHHMYM
MPH OJIHUX H TEX Xe JUTHHAX
BOJIH

BOXKX

Bpems  ynepxusanus  ocHoBHOro
NHKa Ha XpoMmarorpamMmme
HCIBITYEMOTO  pPacTROpPa  JOMKHO
COOTBETCTBOBATH BPEMEHH
YIEPKHBAaHHA OCHOBHOIO IIHKa Ha
XpoMarorpaMme CTaHJIAPTHOTO
pacTsopa cHiieHaduIa UHTpaTa

Bpems YAEPKHBaHHSA
OCHORHOTO nHKa Ha
XpoMarTorpaMMe HCITBITYEMOro
pacTBopa COOTBETCTBYET
BPEMEHH YIEPXKHBaHHA
OCHOBHOTIO IMTHKAa Ha
XpoMaTorpamme
CTaHJapPTHOTO pacTBopa
cuiicHadua unTpara

Pactropenne

He Menee 80 % (Q) cunuzenaguna
yepes 30 MUH

99 %

ITocToponnue npumecu

JIroboit €IHHHYHOH
HEHJEHTHQUUHPOBAHHOMR TIPHMECH —
He Bonee 0,2 %;

Cymma npumeced — ne 6onee 0,5 %

<0,1 %
<0,1 %

- MukpoGuonornueckas
yHcToTa*

l

|

O6uee YHCIIO a3poOHBIX
muKpoopranuimMor (TAMC) - e
6osee 10° KOE/r;

Obuiee  umeno  OpOXKEBHIX M
miuecHeBeIX rpubos (TYMC) - me
Gonee 10> KOE/T;

 Escherichia coli — orcyretue B 1 1

<5KOEr

<5KOE/r
OTCYTCTBYET

OnHopoaHOCTD
JO3HpPOBAHHSA

Koadduument npuemnemocty
AV <15 ans 10 Tabnetok win
AV < 15 mna 30 Tabnetox mnpu

ycsoBuH, 4to 0,75 M <Xi<1,25M

23

Konuuectrennoe
olpesiesieHHe

B kaxno#i Tabnerke n01kHO OBITH
cuijienadmna: ot 95,0 a0 105,0 mr

99,4 mr

=it DEtuna Tlipoada 26 10003 Jagiet, Cioats Phane: + 385 1 47 40 100 Fax

PLIVA CROATIA Lid.
© 35537 20 111 URL: vaww pliva com
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| Ynakoska [To 1 u 4 Tabnerkn B Gauctep 3 [IBX/TIBIIX/antoMunueRo# (onsru
w1 u3 OIIA/amomunneroit donsru/[1BJIX/anoMuHyeBoi ¢osbrH.
‘ ITo 1 6anctepy BMecTe ¢ HHCTPYKIHEH 1O IPHMEHEHMUIO B KapTOHHYIO
| [34YKy.
Mapxuposka B coorBercTsu ¢ HJJ j
XpaHeHHe IIpu Temneparype He Beime 25 °C 1
|£pox FOJIHOCTH 3 rona

* IokasaTenb He ABAKETCA PYTHHHLIM HCITLITAHHEM W MOYET GbITb HE BKIIOUCH B cepTHdHKaTLI AHATHAA,
KauecTro npenapara 110 ykazannoMy nokasateno rapaHTHPYETCA PUPMOH-NPOHIBOAHTENEM.

Konrpous kayectsa nponyxunu
[TnuBa Xprarcka 11.0.0., Pecniy6nuka Xopsarus

Gamunus (\ % 04 l
N \ (.0C. 209
NOJITUCH TQ}CU:\ o=,
HITAMII PLIVA CROATIA Ltd
Quality Zagreb
Qualified Person
Sanja Peters Ptifek

PLIVA CROATIA Lid
I DEGA T Oate 26 1000 Mag el Cioatia Phone: + 585 1 47 #G 003, Faw: + 345 1 37 50 111, URL: viww pliva rom
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PLIVA HRVATSKA d.o.0.

Certificate of Release

No. 10013497/61049

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

oPLENDOE WM

—_

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

11. Result of analysis: CoA attached
12. Comments / remarks: /

13. Certification statement:

DINAMICO

Russian Fed.
000129

100 mg

Film Coated Tablets
Blister, 1*4

61049

19.04.2019

04.2022

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.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 Filipaviéa 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 o

r product specification file for investigational Medicinal

Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP."

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

PLIVA CROATIA Ltd
Quality Zagreb
Qualified Person
Sanja Peters Plidek

15. Signature of person authorizing the batch release:

Qualified Person

16. Date of signature:

Rlessich

26 .06 .2019.
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