«CAHOOIM BUMHTPOIl MHOYCTPUA»
56, PyTr me llyasm o Bak

60205 KOMIIBEHbL ®paHLMs
Tem.: + 33 (0) 3.44.38.44.38
dakc: + 33 (0) 3.44.40.49.49

Ceprudukar anaausza /

Cepruduxar anajansa cepuu

SANOFI 7

[IpoM3BOIACTBEHHASA IMJOManKa
KoMmnbeHb

CVMP 81338910

[y 1aKOBKM

Homep cepum 0oM09C

3 000009236700
BJIMCTEP 1 X 10

Tun

TABAHMK 500 MI' 10 TABJI., POCCHA
JaTa NpomMs3BOACTBA

11-CEHT-2020 r.

IaTa mcreuenusa cpokxa ABT'-2025

I'OOHOCTHM

TABJIETKM, [OKPHTHE IIJIEHOUHOM

— JleBodsokcaumu (B3XX)

— JleBobisiokcaumH (onTruyeckoe
BpalleHue)

KOJIMYECTBEHHOE OIIPEJEJIEHVE
- JleBodiokcaumy (BOXX)
JVICIIHTAHVA
- HIPVMECHU (B3XX)

EnvHnyHas npmMecshs

Obumee conepxaHMe NpUMeCceM

Cranusa 1l: KOJMYECTBO €IOVHMILL

m3 6 <Q + 5 %
3HaAUEHMEe MMHUMYM
3HaUeHMe MaKCUMyM
cpenHee 3HaueHMe

- PACTBOPEHIUE
Q = 80 % uepes 30 MmMHYT (TOJNBKO IJs
S1 m S2)

BY (obpasua) = BY (craHmapTa)
(5 %)
or —85° mo —115°

475-525 wmr/Taba.

IN A
o o

OBOJIOUKOM CTpaHa-uMIOPTEP Poccuiickasa denmepaumsa
Homep ceprudpuxara CMP F80823410P Bepcusa ceptuduxara 6
aHamsa

UcnbiTaHnsa Cneupdurrkaums Pe3synbTathl
Ccelka Ha ONMCaHME aHaJIMTUYEeCKOM CMP-SPEC-00075 sepcus 3.0
METOOUKN p -
OIIICAHUE

TabJIETKM NPOOOJITOBATHE VIOBIIE TBOPUTEIE HO

IOBOSKOBBIITYKJIEIE

BJIEIHO—XEJITOBATO—PO30BOTO

usera,

IIOKPHITEIE IIJIEHOYHOM OOOJIOUKOM,

C PUCKOM C oBemux CTOPOH.
IIOOJIMHHOCTB

COOTBETCTBYET

-101 °

495 mr/rabn.

0,1 %
0,1 %

99%
100%
99%
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Ceprudukar anaausza /

Cepruduxar anamma 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., POCCHUA
Homep cepum omMo09c IaTa NpoOM3BOACTBA 11-CEHT-2020 r.
3 000009236700 IaTa mcreuenusa cpokxa ABT'-2025
I'OOHOCTM
Tun BJIMCTEP 1 X 10
AKOBKM TAEHETKMC [MOKPHTHE IIJIEHOUHON
- OBOJIOUKOU CTpaHa-uMIOPTEP Poccuiickasa denmepaumsa
Homep ceprudpuxara CMP F80823410P Bepcusa ceptuduxara 6
aHaamsa
McnbiTaHKUs Cneumdurkauma PesynbTathbl
- OIOHOPOIHOCTBL IO3MPOBAHNA
(nmo macce)
CoorBeTcTBYyeT TpebOoraHMAM EBp. dapm.
Cragusa 1: mokasaTesyb NPUEeMIIEMOCTHU < 15,0 % 1,0 %
10 emmumi (L1)
Mukpobuosiormdeckas 4YucToTa
(mepuoOM4eckuii TecCT) .
OBlmee UMCIIO a®pPOBHHIX MMKPOOpTaHmsmos He Oojee 10 KOE B 1 T (Mi) IEPUOOANYECKMI TECT
(TAMC) , KOE/T He Oomsee 102 KOE B 1 1 (M) IepUoOOUYEeCKMI TeCT
Ofee UMCIIO OPOXXEBEX M IJIE€CHEBBIX
rpucos _(TYMC), KOE/r JIOJIXHEL OTCYTCTBOBATH NMNeprMonmMuecKuit TecT

Escherichia coli 5 1 r (un)

«CAHO®Y BMHTPOII MHOYCTPUA» — npaBonpeeMHUK «ABEHTNUC MHTEPKOHTMHEHTAJ», npaponpeeMHuk «ABEHTUC OAPMA
CIEIMAJIMTUC», npaBonpeeMHUK «YCUDAP» .

Jinuensua Ha npoussoacTso Ne: M20/017.

HacrosamyM s nonTeepxnal, YTO NPMBEIOEHHAas BhHle MHOOPMaLUMS SBJISETCS BEPHOM M TOYHOM. [IPOMBBOACTBO NaHHOM
cepum NPOAOYKTa, BKJIOUasd YNaKOBKY, MapKMPOBKY M KOHTPOJIb KadeCTBa Ha yKas3aHHBIX BHIIE OOBEKTax, I[IOJIHOCTHIO
cooTBeTCcTByeT TpeboBaHMaM Hapyexamely NPOM3BOACTBEHHONM NpakTuky (GMP) MeCTHOT'O KOHTPOJIMPYWOIETO opTaHa

a Takxe crneumdpmkalmMaM, yKasaHHEM B PerMCTpPalMOHHOM yOOCTOBEPEHMM CTPaHe-MMIOPTepa. Ilo pesyibTaTaM NPOBEPKU
3anMcey O NPOM3BOACTBE, yINakKOBKe M aHalmuse cepuy OBJIO YyCTaHOBJIEHO COOTBETCTBMe TpeboBaHuaM GMP.

Ceptudmxar coorsercrteusa GMP: 2020/HPF/FR/068

Pemeunne OpmobpeHo
JaTa m BpeMst 04.11.2020 15:00
KeanmupmumpoBaHHEI

Marielle Benard

bapManeBT/ynOJIHOMOYEHHOE JINLIO

IOauHE cepTudMKAT aHalMz3a NOANMCAH BJIEKTPOHHOM MNOINMCHI Yepes BallMIMPOBAHHY cucTeMmy LIMS.
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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 oM09C Manufacturing Date 11-SEP-2020
OF 000009236700 Expiry Date AUG-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

-101 °

495 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 oM09C Manufacturing Date 11-SEP-2020

OF 000009236700 Expiry Date AUG-2025

Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.

Certificate Name CMP FB80823410P Version CoA 6

. 7
~

Tests Specification Results

- UNIFORMITY OF DOSAGE UNITS
(Mass variation)
Complies with Ph.Eur. requirements
Stage 1 : Acceptance value for < or = 15.0 % 1.0 %

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 04-NOV-2020 15:00
Quality Pharmacist/Qualified person Marielle Benard

.

This certificate has been electronically signed from a validated LIMS.
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Certificates of analysis /

Batch certificate S A N O F | J

56, Route de Cheoisy-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 oMoac Manufacturing Date 11-SEP-2020
OF 000009236700 Expiry Date AUG=-2025
Presentation BLI 1 X 10
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB0823410P Version CoA 6
———
Tests Specification Results
Method Reference CMP-SPEC-00075 3.0
APPEARANCE

Pale yellowish-white to Satisfactory

reddish-white, oblong,
biconvex film-coated tablets

with score-line.

IDENTIFICATION

- Levofloxacin (HPLC) tR (sample} ~ tR(standard} {+ or - 5 %) conforms

- Levofloxacin (optical rotation) -85 ° to -115 ° -101 °
ASSAY

- Levofloxacin (HPLC) 475 to 525 mg/tab 495 mg/tab
TESTS

- IMPURITIES (HPLC)

Single impurity < o= 0;2 % 0.1 %
. Total impurities <or=10,6% 0.1 %
- DISSOLUTION

Q=80% in 30 minutes (S1 & S2 only)
Stage 1 : Number of units out 0
of 6 <Q+ 5 %
Dissolution mini
Dissclution maxi

Dissolution mean
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Certificates of analysis /

Batch certificate S A N O F | 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 oM09C Manufacturing Date 11-SEP-2020
OF 000009236700 Expiry Date AUG=-2025
Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB0823410P Version CoA 3

Tests Specification Results

- UNIFORMITY OF DOSAGE UNITS
{Mass wvariation)

Complies with Ph.Eur. requirements

Stage 1 : Acceptance value for < or = 15.0 % 1.0 %
10 units (L1)
MICROBIAL CONTAMINATION {(Periodical test)
TAMC < or = 1000 CFU/g pericdic testing
TYMC < or = 100 CFU/g periedic testing
Escherichia coli Absence/g periodic testing

SANOFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTINENTAL, successcor 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 guality 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 04-NOV-2020 15:00

Quality Pharmacist/Qualified person Marielle Benard

This certificate has been electronically signed from a validated LIMS.
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