Ceprudukar anaausza /

Cepruduxar anajansa cepuu

«CAHO®M BMHTPOII VMHIYCTPUA»

SANOFI 7

[IpomM3BOOCTBEHHAasA IJoWankKa

56, PyTr me llyasm o Bak KoMnbemnn
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., POCCHUA
HoMmep cepum OMO8A JaTa MPOM3BOACTBA 25-ABI'-2020
OF 000009234758 llaTa mcTeueHusa cpoka MIOJIb-2025

Tun ynaxkoBKMU BIMCTEP 1 X 10

TABJIETKM, TOKPHTHE [IJIEHOUHOM
OBOJIOYKOU

JlekapcTereHHasa dopma

I'OOHOCTHM

CrpaHa-uMIIOpTEpP Poccuiickasa demepaums

KOJIMYECTBEHHOE OHNPEIEJIEHUE

IN

o°

EnvHuuHasa npruMecCh

OBmee comepxaHMe MpUMeCeln

- PACTBOPEHUE
QO = 80 % uepes 30 MMHYT (TOJIBKO IJis 0
S1 u S2)

Cranusa 1l: KOJMYECTBO E€IOVHUII BHE

npenena 6< Q + 5 %
PacTBOpeHMe min s3HadeHME

PacTeopeHmre MaxX 3HadeHMe

PaCTBOpeHMe cpernHee 3HaudeHue

Homep cepTudmxara CMP F80823410P Bepcua ceptupmkara 6
aHammsa
McnbiTaHua Cneumdmrauma Pe3ynbTathbl
Ccelyika Ha ONMCaHue aHaJlMTHUUeCKOM CMP-SPEC-00075 sepcus 3.0
Me TOOUKM P -
OIVICAHVE
[IpomonroBaThe, IOBOSKOBHITYKJIEE
TabJIeTKM, I[IOKPEITHE IIJIEHOYWHOM
0BOJIOUKOM OT OJIeOHOT'O YIOOBJIETBOPUTEIJIBHO
KeJITOBATO-0eJIOTO IO PO30BOTO
LBeTa C pa3OesIMTEJIbHOM PUCKOM.
OJJIMHHOCTb
- JleBodiokcaumy (BOXX) %Z éo%gasua) = &Y (CTaHHapI€30TBeTCTByeT
- JleBodyiokCcauuH (ONTHUIECKOe _qco - o _ °
Bpamenie) or —85° mo —115 100

- JleBobsiokcauuna (B2XX) 475-525 mr/Tabn. < 0,2 % 494 mr/Tabn.
VCIIHTAHUA
- [PVMECHU (B3XX)

0,1 %
0,1 %

98%
101%
100%
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CMP 81338910

TABAHMK 500 MI' 10 TABJI., POCCHUA
HoMmep cepum OMO8A JaTa MPOM3BOACTBA 25-ABI'-2020
OF 000009234758 llaTa mcTeueHusa cpoka MIOJIb-2025

Tun ynaxkoBKMU
JlekapcTereHHasa dopma

Homep cepTtudpukaTa

I'OOHOCTHM

BIMCTEP 1 X 10

TABJIETKM, TOKPHTHE [IJIEHOUHOM
OBOJIOYKOV
CMP F80823410P

CrpaHa-uMnopTep
Bepcua ceptuduxkara
aHamsa

Poccuiickaa dPenmepauus

6

McnbiTaHmsA

Crneundmnkaums PesynbTathbl

(nmo macce)

Crammsa 1l: moxasaTeib

10 emgmumy (L1)

oflee KOJIMYECTBO adPOOHBIX
MUKPOOPT'aHV3MOB

oflee KOJIUYECTBO OPOXKEBEX M
IJIECHEBHX I'PubOB

Escherichia coli

- OIHOPOIHOCTL HOO3MPOBAHNA

CoorBeTcTByeT TpeboBaHuMAM EBp. dapm.

oe

15,0 1,9 %

nprMeMJIeMOCTU

- MUKPOBMOJIOTMUECKASA YVCTOTA

< 1000 KOE/r [lepyoguyuecKur TecT

< 100 KOE/r [leproanUYeCKUl TecT

OrcyTcTBre B 1 T [leproOoMdeCcKUil TECT

CHEIMAJIMTHUC,

cepuMm nponykKTa,

a Takxe chneuudmraumsaM,
3anmcey O NpoMU3BOACTEBE,

«CAHOOV BMHTPOII MHOYCTPUA» — npaBonpeeMHuK «ABEHTVIC MHTEPKOHTMHEHTAJI»,
npaBolpeeMHUK «YCUOAP».

JIniieH3ma Ha NpPOoM3BOACTBO N':
HacTosammM A nonTeepxnamp,
BKJIOYas YMNakKOBKY,
cooTBeTCcTByeT TpeboBaHmMaM Hanmyexamey NPOM3BOLACTBEHHONM MNPaKTUKU

npaBsonpeeMHUK «ABEHTUC SAPMA

M20/017.

4YTO MNpMuBelNeHHad Bhlle MHOOPMalLMA ABJIAETCA BEPHOM U TOUHOM. IIpOM3BOICTBO HaHHOM
MapKMPOBKY M KOHTPOJIE KadeCTBa Ha YKas3aHHEIX BHIIE OOBEKTax, [NOJIHOCTLIO
(GMP) MeCTHOT'O KOHTPOJNMPYOIEIO opTaHa
YKasaHHbBIM B PerMcrpaumMOHHOM yHOOCTOBEPEeHMM CTPaHb-uUMIOpTepa. IIo pes3ynbTaTaM NPOBEePKMU

yIaKoOBKe U aHalm3e cepuy OBJIO yCTAHOBJIEHO COOTBEeTCTBMe TpeboBaHMAM GMP.

CepTudmxar coorsercrteusa GMP: 2020/HPF/FR/068

Pewmenne

HaTa u BpeMst
KeanupmumposaHHNT

bapManeBT/ynONIHOMOYEHHOE JINLIO

OnmobpeHO
29-0KT-2020 13:50

Marielle Benard

JaHHEDT cepTudMKAT aHadM3a NOANMUCAaH

BJIEKTPOHHOM INOIMNMCHI0 Yepes3 BaJMIVMPOBAHHYI cucTemy LIMS.

e
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Certificates of analysis /

Batch certificate

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

SANOFI .2

Usine Compiegne

CMP 81338910
TAVANIC 500MG 10CP RU

Lot number OMO8A Manufacturing Date 25-AUG-2020
OF 000009234758 Expiry Date JUL-2025
Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB80823410P Version CoA 6

.

Tests Specification Results

Method Reference

APPEARANCE
Pale yellowish-white to
reddish-white, oblong,
biconvex film-coated tablets
with score-line.
IDENTIFICATION
- Levofloxacin (HPLC) tR (sample) ~ tR(standard) (+ or - 5
- Levofloxacin (optical rotation) -85 ° to -115 °
ASSAY

- Levofloxacin (HPLC)

TESTS

- IMPURITIES (HPLC)

Single impurity

Total impurities

— DISSOLUTION

Q0=80% in 30 minutes

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

Dissolution mean

475 to 525 mg/tab

<or =0.2 %
<or =0.6%
(S1 & S2 only)
of units out 0

CMP-SPEC-00075 v3.0

Satisfactory

conforms

-100 °

494 mg/tab
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Certificates of analysis /

Batch certificate SA N O F I J

56, 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 OMO8A Manufacturing Date 25-AUG-2020

OF 000009234758 Expiry Date JUL-2025

Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.

Certificate Name CMP FB80823410P Version CoA 6

. 7
2

Tests Specification Results

- UNIFORMITY OF DOSAGE UNITS
(Mass variation)
Complies with Ph.Eur. requirements
Stage 1 : Acceptance value for < or = 15.0 % 1.9 %

10 units (L1)

MICROBIAL CONTAMINATION (Periodical test)

TAMC < or = 1000 CFU/g periodic testing
TYMC < or = 100 CFU/g periodic testing
Escherichia coli Absence/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/Accepted
Decision Date 29-0CT-2020 13:50
Quality Pharmacist/Qualified person Marielle Benard

.

This certificate has been electronically signed from a validated LIMS.
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