Ceprudukar anaausza /

Cepruduxar anaamsa cepun = SANOF| Y |

«CAHO®M BMHTPOII VMHIYCTPUA»

[IpOM3BOACTBEHHASA [JIOWAIKA
56, PyTr me llyasm o Bak p A man

KoMmnbeHb
60205 KOMIIBEHbL ®paHLMs
Tenm.: + 33 (0) 3.44.38.44.38
daxc: + 33 (0) 3.44.40.49.49
CMP 81338910
TABAHMK 500 MI' 10 TABJI., POCCHA
Homep cepum OMW3A IaTa NpoOM3BOACTBA 25-ABT'-2020
OF 000009235701 IaTa mcTedeHus cpoka MIOJIb-2025
I'OOHOCTM
Tun ynaxkoBKMU BIMCTEP 1 X 10
JlekapcTereHHasa dopma TABJIETKM, TOKPHTHE [IJIEHOUHON
OBOJIOYKOMN CrpaHa-uMnopTep Poccuiickaa dPenmepauus
Homep cepTtupmxaTa CMP F80823410P Bepcus ceprtupmuraTa 6
aHammsa
McnbiTaHua Cneumdmrauma PesynbTatbl
CchIKa Ha ONMCAaHMEe aHaJIMTUYeCKOMU CMP-SPEC-00075 mepcus 3.0
Me TOOUKM
OIIICAHUE
[lpomonroBaThle, IOBOSKOBHITYKJIEIE
TabJIeTKM, I[IOKPEITHE IIJIEHOYWHOM
OBOJIOUKOM OT OJIEeTHOTO YHOOBJIETBOPUTEJIBHO
KeJITOBATO-0eJIOT0 IO PO30BOTO
LBeTa C pa3deyIMTEJIbHOM PUCKOM.
IIOIJIMHHOCTb
— JleBodiokcaumy (BOXX) %Z éog?asua) ~ BY (crannapra) COOTBETCTBYyET
— JleBodsokcaluuH (ONTMUYECKOoe _qEeo _ ° _ °
BpameHme) or —-85° mo -115 103
KOJIMYECTBEHHOE OIPEIEJIEHUE
- JleBodsokcaumu (B2XX) 475-525 mr/Tabiu. 495 Mr/Tabs.
VICIIHTAHNA
- IIPVMECU (B39XX)
EnoyHMYHAas NpuUMeCh <0,2 % 0,1 %
Obuee comepxaHue IpuUMecemn <0,6 % 0,1 %
- PACTBOPEHNE
QO = 80 % uepes 30 MMHYT (TOJIBKO IJis
S1 u S2)
Cragus 1l: KOJIMYECTBO €IMHUL] BHE 0 0
npenejya 6< Q + 5 %
PacTBOpeHMe min s3HadeHME 99%
PacTBOpeHME max 3HaUeHME 103%
PacTBOpeHME CpelHee 3HaueHue 100%
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Ceprudukar anaausza /

Cepruduxar anaamsa cepun = SANOF| Y |

«CAHO®M BMHTPOII VMHIYCTPUA»

[IpOM3BOACTBEHHASA [JIOWAIKA
56, PyTr me llyasm o Bak p A man

KoMmnbeHb
60205 KOMIIBEHbL ®paHLMs
Tem.: + 33 (0) 3.44.38.44.38
dakc: + 33 (0) 3.44.40.49.49
CMP 81338910
TABAHMK 500 MI' 10 TABJI., POCCHA
Homep cepum OMW3A IaTa NpoOM3BOACTBA 25-ABT'-2020
OF 000009235701 IaTa mcTedeHus cpoka MIOJIb-2025
I'OOHOCTM
Tun ynaxkoBKMU BIMCTEP 1 X 10
JlekapcTereHHasa dopma TABJIETKM, TOKPHTHE [IJIEHOUHON
OBOJIOYKOMN CrpaHa-uMnopTep Poccuiickaa dPenmepauus
Homep cepTtupmxaTa CMP F80823410P Bepcus ceprtupmuraTa 6
aHamsa
MUcnbiTaHuA Cneumndukaums PesynbTathl
- OIOHOPOIHOCTB IO3MPOBAHNMA
(o macce)
CoorBeTcTByeT TpeboBaHuMAM EBp. dapm.
Crammsa 1l: mokasaTesb IIPUEMIIEMOCTH < 15,0 % 1,3 %
10 emgmumy (L1)
- MUKPOBMOJIOTMUECKASL UMCTOTA
. ofee KOMMYECTBO as3pPOOHBIX < 1000 KOE/r Mepuomuueckuit mecr
MMKPOOPTaHU3MOB
. obmee KOMMYECTBO APOXKEBBHX M < 100 KOE/T Hepwommueciuti zecr
MJIECHEBHEIX T'PUOOB
. Escherichia coli OrcyTcTBME B 1 T Tlepyonuueckuit Tect

«CAHO®V BUMHTPOII MHOYCTPUA» — npaBonpeeMHUK «ABEHTVC MHTEPKOHTMHEHTAJI», npaBonpeeMHMK «ABEHTUC SAPMA
CIEIMAJIMTUC», npaBonpeeMHUK «YCUDAP» .

JIueH3usa Ha npomsBoncTso N: M20/017.

HacroammMm s noaTeepxnal, YTO INPMBEIOEHHas BhHle MHOOpMaAUMA ABJIACTCHA BEPHOM M TOYHOM. IIPOM3BOACTBO OAHHOMU
cepuym NpPOIyKTa, BKJIOYWaA YNaKOBKY, MAapKMPOBKY M KOHTPOJIb KadeCTBa Ha YKa3aHHEIX BHIIE OOBEKTax, [NOJIHOCTLIO
cooTBeTCcTByeT TpeboBaHMAM Hansjexaumell NPOM3BONCTBEHHOM NPakTuKM (GMP) MeCTHOT'O KOHTPOJMPYOWEIO opraHa

a Takxe crneumdpmkalMaM, yKasaHHEM B PerMCTpPalMOHHOM yOOCTOBEPEHMU CTPaHe-MMIOPTepa. Ilo pesyilbTaTaM NPOBEPKU
3anmMcert O NpPoM3BOACTBE, YNaKOBKe M aHaM3e cepuy OBJIO yCTaHOBJIEHO COOTBEeTCTBMe TpeboBaHmaAM GMP.

CepTudémxar coorsercTBusa GMP: 2020/HPF/FR/068

Pemeunne OpmobpeHo
HJaTa n BpeMsi 12-HOABPA-2020 12:26
KBannbmimpoBaHHbNT

Marielle Benard

bapManeBT/ynONIHOMOYEHHOE JINLIO

IOauHE cepTudMKAT aHalMz3a NOANMCAH BJIEKTPOHHOM IOINMCHI Yepes BallMIMPOBAHHY cucTeMmy LIMS.
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SANOFI WINTHROP INDUSTRIE
56, Route de Choisy-au-Bac
60205 COMPIEGNE, France

Tel : + 33 (0) 3.44.38.44.38
Fax : + 33 (0) 3.44.40.49.49

Certificates of analysis /

Batch certificate

Usine Compiégne

CMP 81338910
TAVANIC 500MG 10CP RU

Lot number OMW3A

oF 000009235701
Presentation BLI 1 X 10

Type TABLET, FILM COATED

Certificate Name

CMP F80823410P

Manufacturing Date
Expiry Date

Market Name

Version CoA

25-RA0G-2020
JUL-2025

Russian Fed.

Tests

Specification

Results

Method Reference

APPEARANCE

IDENTIFICATICN
- Lewvofloxacin (HPLC)

- Levofloxacin (optical rotation)

ASSRY
- Levofloxacin (HPLC)

TESTS
- IMPURITIES {HFLC)
. Single impurity

. Total impurities

- DISSOLUTION

0=80% in 30 minutes (S1 & S2Z only)

Stage 1 : Number of units out
of 6 <Q+5 %
Dissolution mini
Dissclution maxi

Dissolution mean

Pale yellowish-white to
reddish-white, oblong,
biconvex film-coated tablets

with score-line.

tR (sample) ~ tR(standard) (+ or - 5 %)

=85 ® g =115 =

475 to 525 mg/tab

<or =0.2 %
< or = 0.6 %

CMP-SPEC-00075 v3.0

Satisfactory

conforms
-103 °

495 mg/tab

0.1 %
0.1 %
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Certificates of analysis / ~ n - o
Batch certificate OA
SANOFI WINTHROFP INDUSTRIE
36, Route de Choisy-au-Bac Usine Compiégne
60205 COMPIEGNE, France

Tel : + 33 (0) 3.44.38.44.38
Fax : + 33 (0) 3.44.40,.49.49

CMP 81338910
TAVANIC 500MG 10CP RU

Lot number OMW3A Manufacturing Date 25-A0G-2020
OF 000009235701 Expiry Date JUL-2025
Presentation BLI 1 X 10

Type TABLET, FILM COATED Market WName Russian Fed.
Certificate Name CMP F80823410P Version CoA 6

Tests Specification Results

- UNIFORMITY OF DOSAGE UNITS S ————— e —

(Mass variation)

Complies with Ph.Eur. requirements

Stage 1 : Acceptance value for < or = 15.0 % 1.3 %
10 units (L1)
MICROBIAL CONTAMINATION (Periodical test)
TAMC < or = 1000 CFU/g periodic testing
TYMC < or = 100 CFU/g periodic testing
Escherichia coli Bbsence/g periodic testing

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

Manufacturing Authorisation Number : M20/017.

I 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 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: 2020 / HPF / FR / 068

Decision Accepté/Bccepted
Decision Date 12-NOV-2020 12:26

Quality Pharmacist/Qualified person Marielle Benard

This certificate has been electronically signed from a validated LIMS.

rap_coa_resultats v5 Page 2 / 2




	422853 0MW3A cl
	422853 0MW3A cl
	422853 0MW3A



