JEKJAPALIVISI O COOTBETCTBUN

AEKJNAPAHT, IPHHHMAIOUIHI TEKJIAPAITHIO O COOTBETCTBHH

AO "Canogu Pocecus "

Ceedenua o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyus QedepanbHoli Hanozo8ot cayxchvt No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoernus OI'PH 19.08.2002,

Adpec: 125009, 2. Mockea, yn. Teepcras, 8. 22, Tenehon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvusiii Oupexmop Monoc O.A.

Hoeepenroe nuyo: Cmenanos C.C., doeepennocme 6/n om 01.12.2017

SASIBJSAET, YTO

nexapcmeenrnoe cpedcmso. Tasanux, mabremxu noxpeinivie nienourod oborowxos 500 mz 10 wm., YRakosxu
Aveiikogoie konmypneie (1), nauru kapmonnvie, PY No IT N012242/01 om 11.08.201] gvidarno Canogu-Agenmuc
Hodtunand Im6X, cepus 8NT24, napmusn 6470 ynaxosox, zodew do 01. 08.2023, npouseodcmea Carogu
Bunmpon Hudycmpus, Opanyus, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,

France, koo OKIT[{2 21.20.10.191, xod TH B3] 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.20190,
uneouic Ne 9085311035 om 26.10.2018

COOTBETCTBYET TPEEOBAHH M o
I NGI2242/01-110811 wzm. Ne 1-2

AEKJIAPATINA IIPHHATA HA OCHOBAHIH

hpomoxon ucnvimanuil Ne 3242 0 om 02.11.2018 HJT 000 HI] "®APMOBOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21 D140, Cepmugpuram POCC FR.®OM08.C26750 om 06.11.2018

1A THA NEKJIAPAINAH 06.11.2018
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CBEJIEHHS O PETUCTPAITN J

OPT'AH IO CEPTU®HKAIN, 3APEIHCTPUPOBABITALL AEKJTAPAITHIO .
RA.RU.11®OMO8 OPTAH 10 CEPTHOHKAIHH ITPOAVKIHH OFIJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOM IJEHTP KOHTPOJIST KAYECTBA "

adpec opeanusayuy: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmuguxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, geb-

catim: oyxx.pd. AR
AEKJIAPAITHSE O COOTBETCTBHH 3APETHCTPRPOBAHA A2 POCC RU I-FR.®M08.4.06231/18
MIAQEF&QTPAMH 06.11.2018 i
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SANOFI

Canodu Bunrpon Uuaycrpus, Opanrms
56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex-France

CEPTHO®UKAT AHAJIM3A

Tapannk®, TadjeTKH, HOKPLITHIE HiIenouHOH 0000uKkeit 500 Mr 6aucrepst — 10-N1

Cepus: SNT2A
[Iponssenen: 28/08/2018
I'onen no: 08/2023
HJTIN012242/01-110811

HHOKA3ATEJIA HOPMbI PE3VJIBTATDI

Onucanue Ipononrosatsie ABOAKOBBITYKAbIE TaONETKY ¢ COOTBETCTRYET
pa3ienuTeNsHoil Gopo3akoil ¢ 00eHX CTOpPOH,
NIOKPBITHIE 000OUKOH, GNETHO-KENTORATO-
PO30BOrO UBETA.

IMoanuuHOCTDL Rt (o6pa3zua) = Rt (crannapra) (£ 5 %). CooTBeTcTBYET
Ot munbyce 85 a0 mumyc 115 -103
OnHOPOAHOCTE NO3UPOBAHHS AV £15,0% 1,7%
FloTeps B Macce npH BeICYiIHBAHHA* | He Gonee 4,5 %. COOTBETCTBYET
PacTeopenue He menee 80 % (Q) ot 3agBnenHoro conepxanus 0

neBo(hIOKcaLMHA AOHKHO NepeiTH B pacTBop
yepes 30 MuH.

TocTOpPOHHME NPHMECH ~ mobas eaunnYHas ApuMeck: He Gonee 0,2 %; <0,1 %

— cymma npuMeceii: He 6onee 0,6 %. 0,1 %
KonnuecTreHHOEe oTlpejeieHHe Ot 475 1o 525 Mr aepotbrokcauuHa/Ta6;1. 503 mr/Tabn.
Mukpobuonoruyeckas yucrora® Kareropus 3A. COOTBETCTBYET

*

— ITOKasaTeib BBeJeH GHUpPMOil B COOTBETCTBHH ¢ TpeOOBaHHSMH, NPHHATEIMH B P® K
CTAaHAAPTH3AUMH JIaHHOH JEKapcTBEHHOH (BOpMBI, M He BKMOYEH B cepTudmkar aHammsa QUPMEL
KauecTro npenapara 1o 3ToMy nokKasaTenio rapantupyercs GupMoii.

Vkazannag cepHs NpPOM3BEAGHA B  COOTBETCTBHM ¢ JAcHCTBYIOUIMMH  TpeOOBaHHAMH
PErHCTPAlIHOHHOIO JOChE M IpaBWIaMH HaJulekailel NpakTHKH NPOU3BOJACTBA JIEKAPCTBEHHBIX
cpeacts (GMP).

Kakxue-mubo 3HaUAMBiE WIH KPHTHYECKHE OTKIAOHECHMS OT PErliaMEHTHPOBAHHBIX IIAPaMETPOB He
3aperucTpUpPOBAHELL.

Pewnenne: Bumymen 08/10/2018 YnonHoMoueHHoe jHno: S Tsanang

AQ «Canodin Poccnsi»
Aapec: 123009, Mocksa, ya. Treperas, 22, Ten: (495) 721-1400. baxe: (495 721- 1411 www sanofiru



Certificates of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

56, Route de Cholsy-au-Bac
60205 COMPIEGNE Cedex - France
Tel : 4 33 {0} 3.44.38.44.38
Fax : % 33 (0) 3.44.40.49.49

SANOFI

Usine Compiégne

CMP 81338910
TAVANIC 500MG 10CP RU

Lot number SNT2A Manufacturing Date
OF 000009221183 Expiry Date
Presentation BLI 1 ¥ 10

Type TABLET, FILM COATED Market Name

Certificate HName CMP F80823410P

Version Cohl

Tests

28~AUG-2018
AUG-2023

Russian Fed.

Method reference

APPEARANCE

IDENTIFICATION
- Lewvoflexacin [HPLC)
- Levefloxacin {optical rotation)
ASSRY

- Levofloxacin {HPLC)
TESTS

- IMPURITIZES (HPLC)
Single impurity

Total impurities

- DISSOLUTION
0=80% in 30 minutes {Sl1 & S2 only)
Nurmber of units out 0

of 6 < Q0+ 5 %

Stage 1

L CMP-TCQ-00067 v8.0

Satisfactory

rap_coa_resultats vS
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Certificates of analysis /

Batch certificate S @g % @ F E
SANQFI WIKTHROP INDUSTRIE

56, Route de Cholsy-au-Bac Usine Compiégne
60205 COMPIEGNE Cedex - France

Tel : + 33 (0) 3.44.38.44.38

Faz @ + 33 (0} 3.44.40.49.49

CMP 813388210
TAVANIC 500MG 10CP RU

Lot number 8NT2A Manufacturing Date 28-AUG-2018
OF 000009221183 Expiry Date AUG-2023
Presentation BLI 1 X 10

Type TABLET, FILM CCATED Market Name Russian Fed.
Certificate Name CMP FEQOBZ23410P Version CohA 5

Tests

~ UNIFORMITY OF POSAGE UNITS

(Mass wvariation)

Complies with Ph.Bur. requirements
Stage 1 : Acceptance value fox

10 units (L1}

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

Manufacturing Autheorisation Number : M17/121.

T hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control in full compliance with GMP reguirements of the local
Regulatory Authority

and with the specifications in the Marketing Buthorisation 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 08-0CT-2018 18:13

Quality Pharmacist/Qualified person S Tsanang

This certificate has been electronically signed from a validated LIMS.
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