AEKJAPAIIZA O COOTBETCTBHIA

JEKJIAPAHT, TPUHAMAIONIHA AEKJIAPAXIHIO O COOTBETCTBHH

AQ "Canogu Poccua”

3apezucmpuposaro : Mesicpaiionnan uncnexyua MHC Poccuu Ne39 no 2 Mockee OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepcraa, 3. 22. Tenehon:8 (495) 721-14-00

B auye: lenepansnuiii dupexmop Adwasan H B.

Hoeepennoe auyo: Knoxosa KO.C., dosepennocme 6/ om 01.12.2017

3AABJAET, MTO

Aexapcmeennoe cpedemeo: Tasanux, mabremxu noxpeimete niexoynoll oborouroii 300 a2 5 wom., ynaroexu
Auetixogbie konmypuwte (1), nauku xapmonnvie, PY Ne IT NG12242/01 om 11.08.2011 smdarno Canogpu-Aeenmuc
Hotiunand ImbX, cepun 8MJ3A, napmua 40255 ynaxosox, 200en do 01.07.2023, npouzeoocmea Carnoghu
Bunmpon Hudyempus, @panyusn, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France, koo OKILL2 21.20.10.191, voo TH B3/ 3004900002, xoumparm Ne 250/40056192/F-2 om 20.10.2010,
uneotic No 9085305893 om 13.09.2018

COOTBETCTBYET TPEEOBAHHSIM

ITNGI2242/01-110811 uzm. Ne 1-2

AEKJTAPATIAA OPUHATA HA OCHOBAI—II/IH

npomoxon ucnstmanuti No 2755 0 om 21.09.2018 HJT OO0 HIf "QAPMOBEOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21 D40, Cepmudgruram POCC FR. OM08.C23340 om 21.09.2018

5 JIEKTAPATIIA 24.09.2018
TEHCTBHTEILHA 10 01.07.2023

7
/// Knoxora HO.C.

&I{C)AHHCB DOUO

CBEJEHUS O PETUCTPAIIAA

OPTAH NNO CEPTUOPUKALIMM, SAPETUCTPAPOBABINM NEKJIAPAITUIO

RA.RU.I OMO8 OPIAH IO CEPTHOHKAIIHY ITPONVKITHH OBI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH IEHTP KOHTPOJIA KAYECTRA",

adpec opzanusayuu: 115280, 2. Mocwea, yn. Macmepxoea, 9. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayu: 115280, POCCHA, 20poo Mockea, yi. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim: owc:{ pg’)
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SANOFI

Canodm Buurpon Huaycrpus, ®panims
56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex-France

CEPTHOHKAT AHAJIU3A

Tapannk®, Tabaerkn, NoKpoITHIE MJIEHOYHOI 060a0uK0i 500 Mr oaucTrepsl — S-N1

Cepus: SMJ3A
ITponseenen: 10/07/2018
open no: 07/2023
HJ ITN012242/01-110811

INOKA3ATEJHN HOPMBI PE3YJIBTATBI

Onucanye fIpoponropareie JBOAKOBBITYKIbIE TAOIETKY C COOTBETCTRYET
pasaenuTenbHoi Sopo3akoi ¢ 06eux cTOPOH,
MOKPHITHIE 000104KOH, HieAHO-KENTOBATO-
PO30BOTO LIBETA.

TNoanundocTs Rt (obpazua) = Rt (cTanuapra) (+ 5 %). CootBeTcTBYET
Ot munyc 85 mo munye 115 - 100
ORHOPOAHOCTE AO3UPOBAHMS AV <15,0% 2,3 %
IToreps B Macce npu BeicynmBannu* | He Gosee 4,5 %. COOTBETCTBYET
Pacteopenue He menee 80 % (Q) or 3asaBrenHoro cofepxanus COOTBETCTRYET

71eB0¢IOKCALIMHA NODKHO NIepeHTH B pacTsop
yepes 30 MHH.

[MoctropoHHue npuMeck - nobad eNMHHYHAs TpruMeck: He Honee 0,2 Y%; <0,1 %

— cyMMa npumeceii: ke Gonee 0,6 %. <0,1%
KonuuecTreHHOSe  onpenenenue Ot 475 no 525 mr nepogrokcaluHa/Tabm. 494 mr/Taba.
Muxkpobnonoruueckas uncrota* Kareropus 3A. COOTBETCTBYET

*

— ToKasarels BBe/ieH (GUPMOH B COOTBETCTBHH ¢ TpeGOBAHMSAMH, HOPUHATEIMH B P® X
CTAHAPTH3ALMH JaHHOH JIEKaPCTBEHHOH (OpMBI, H HE BKIIOYEH B ceprUUKAT aHANN3A (GHUPMEL
KauecTro npenapara o aroMy 1oxasareiio rapaatapyercs GpHUpMOi.

YxasaHHAd Cepud NPOM3BEJCHa B COOTBETCTBHH C JeHCTBYIOLIHME  TPeGOBAHUSMH
PETUCTPAlIMOHHOTO JOChe M IIPaBHIaMM HaIeXKalliell NpaKTHKH NPOH3BOIACTBA JIEKAPCTBEHHKIX
cpeacts (GMP).

Kakue-nmu60 3Ha4MMble MM KPUTHYECKHE OTKIOHEHHS OT PErNAMEHTHPOBAHHBIX MapaMETPOB HE
3apETUCTPHUPOBAHEL.

Pemenwue: Boinywen 06/09/2018 VYnonHoMoueHHoe nuyo: S Tsanang

AC «Canodm Pocciy
Aapee: 125009 Mecksa, ya. Teeperas, 220 Tea: (4935) 721-1300. Dake: (495) 7214141 1. www.sanoli.su



Certificates of analysis /
Batch certificate

SAENOFI WIHNTHROP INDUSTRIE

56, Route de Chelisy-au-Bac
60205 COMPIEGNE Cedex - France
Tel @ + 33 {0) 3.44.38,44,38
Fax @ + 33 {0} 3.44.40.4%,49

SANOFI

Usine Compiégne

CMP 81238510
TAVANIC 500MG 5CP RU

Lot number 8MJI3A Manufacturing Date
OF 000009219044 Expiry Date
Presentation BLI 1 X 5

Type TABLET, FILM COATED Market Name

Caertificate Name CMP F80823410P

Version Cod

Tests

10~JUL-2018
JUL-2023

Russian Fed.

Method reference

APPEARANCE

1DENTIFICATION

- Levefloxacin (HPLC)
~ Levofloxacin (optical rotation)
ASSAY

- Levofloxacin {HPLC}

TESTS

- IMPURITIES (HPLC)
Single impurity

. Total impurities

- DISSQOLUTION
Q=80% in 30 minutes (SI & S2 only)
Stage 1 : Number of units out

of 6 < Q+ 5 %

| CMP-TCQ-00067 v8.0

Satisfactory

‘conforms

100 °

© 494 mg/tab
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Page 1 / 2




Certificates of analysis /

Batch certificate S ﬁ@ % @ ? E

Usine Compiégne

SANOFT WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac
650205 COMPIEGNE Cedex — France
Tel @ + 33 {(0) 3.44.38,44,38
Fax ; + 33 {0y 3.44.40.49.49%

CMP 81238510

TAVANIC 500MG 5CP RU
Lot number 8MJ3A Manufacturing Date 10-JUL-2018
oF 00609219044 Expiry Date JUL-2023
Presentation BLI 1 X 5
Type TABLET, FILM COARTED Market Name Russlan Fed.
Certificate Name CMP F80823410P Version CokA 5

4

Tests

Specification

- UNIFORMITY OF DOSAGE UHITS

(Mass variation)

Complies with Ph,Bur. requirements
3tage 1 : Acceptance value for

10 units (L1)

b
%

SANOFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTINENTAL, successor of AVENTIS FHARMA SPECIBLITES,
successor of USIPHAR.

Manufacturing Authorisation Number : M17/121.

I hereby certify that the above informaticn is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control in fuli: compliance with GMP requirements of the local
Regulatory Authority

and with the specifications in the Marketing Authorisation of importing country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Certificate of GMP Compliance: HPF / FR / 154/2017

Decision Accepté/Accepted
Decision Date 0b-SEP-2018 12:19

Quality Pharmacist/Qualified person S Tsanang

This certificate has been electronically signed from a validated LIMS.
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