Ceprudukar ananusa /

Cepruduxar anaamsa cepun = SANOF| Y |

«CAHO®M BMHTPOII MHOYCTPVA»

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

KoMmnbeHb
60205 KOMIIBEHE dpaHUMS
Tem.: + 33 (0) 3.44.38.44.38
dakc: + 33 (0) 3.44.40.49.49
CMP 81338810
TABAHMK 250 MI' 10 TABJI., POCCHUA
Homep cepuu ONN7C llara NpOM3BOACTEA 28-CEH-2020 r.
M3 000009235069 JaTa ncrTeueHusa cpoka ABI'-2025
TONHOCTM
Tun BIMCTEP 1 X 10
HAKOBKM TABJIETKM, TOKPHTHE [IJIEHOUHOM
¥ OBOJIOUKOM CTpaHa-uMIIOpTEP Poccwuiickas denepaumus
Homep ceptuomxara CMP F80822310P Bepcus ceprtupmuxaTa 6
aHamsa
McnbiTaHus Cneumndukaums Pe3ynbTathl
CchIIKA Ha OMNMCaHME aHaJIUTUYeCKOM CMP-SPEC-00052 mepcus 3.0
MeTOOVIKM
OICAHNE
TabJeTKM NPONOJITOBAaTHE v
IOBJIETBOPUTEJIEHO
I BOSKOBHIITYKJIEIE
OJIeQHO—XEJITOBATO-PO30BOTO LIBETA,
IIOKPHITEIE IJIEHOWHOM OBOJIOUKOM,
C puckoym C¢ oBeux CTOPOH.
IOOJIMHHOCTB
- JleBodsokcaumH (BIXX) %Z é°§§a3”a) = BY (crammEpuE) COOTBETCTBYET
- JlepodsiokcauuH (onTuueckoe bBpamenmue) orT —-85° mo -115° -102 °
KOJIMUYECTBEHHOE OIIPENEJIEHNE
— JleBodsokcauuH (BOXX) 237,5 mo 262,5 Mmr/Tabm. 248,5 Mmr/rabi.
JICIIHTAHVA
- MPYMECK (B2XX)
EnvHMYHasg IprMech <0,2 % 0,1 %
OBmee copepxaHue npuMecen < 0,6 % 0,1 %
- PACTBOPEHME
Q = 80 % uepes 30 MMHYT (TOJNBKO HIJsd
S1 u S2)
Cramma 1l: KOJIMYECTBO E€IOMHUILL 0 0
u3 6 <Q + 5 %
© 99 %
3HauYEeHME MMHVMYM 102 &
3HAUEHME MaKCUMyM 101 %

CpellHee 3BHaueHUe
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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
daxc: + 33 (0) 3.44.40.49.49
CMP 81338810
TABAHMK 250 MI' 10 TABJI., POCCHUA
Homep cepum ONN7C IaTa NpOM3BOACTBA 28-CEH-2020 T.
M3 000009235069 IaTa wmcrTeueHus cpoka ABI'-2025
I'OOHOCTM
Tun BIMCTEP 1 X 10
TABJIETK), [OKPHTHE [JIEHOUHOM
YIIaKOBKM L o
OBOJIOUKOU CrpaHa-uMIOPTEP Poccurickasa demepaums
Homep ceptuomxara CMP F80822310P Bepcus ceprtupmuxaTa 6
aHamsa
McnbiTaHKUs Cneumdurkauma PesynbTathbl
- OJHOPOIHOCTH IO3VPOBAHUA
(nmo macce)
CoorBeTcTBYyeT TpebOoraHMAM EBp. dapm.
. < 15,0 % N
Crammsa 1l: mokasaTesb IPUEMIIEMOCTH 1,7 %

10 emgmumy (L1)

Muxpobuosiorydyeckas dMCTOTa
(mepmroInuecKmiti TeCT)

MepMONMUEcKmit TecT
Ofmee UMCIIO aspPOBHHX MMKpoOopranms3Mmos He Oosnee 10° KOE B 1 r (M) pron

(TAMC) , KOE/T

OBuee uYMCIIO OPOXKEBEIX M I1IJIECHEBEHIX

rpuboe (TYMC), KOE/r NepuoaudecKuls TecT
Escherichia coli B 1 © (mm) AEHEHT CIRCRAICIECRRHE

He Gomee 102 KOE B 1 T (M) NepUOnMISCKUit TeCT

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

JIueH3usa Ha npomsBomncTso N: M20/017.

HacroammMm A noaTeepxnal, YTO NPpMBEIOEHHas BhHle MHOOpMaAUMA ABJIACTCHA BEPHOM M TOYHOM. I[IPpOM3BOACTBO IAHHOMU
cepur NpoIOyKTa, BKJOUasd yNakoOBKY, MapKMPOBKY M KOHTPOJIb KadeCTBa Ha yKa3aHHHIX BHIle OOBEKTax, IOJIHOCTHIO
cooTBeTCcTByeT TpeboBaHMAM Hansjexaumell NPOM3BONCTBEHHONM NpPakTuMKM (GMP) MeCTHOT'O KOHTPOJMPYOWEIO opraHa

a Takxe cneumdmKalMaM, yKasaHHEM B PerMCTpPalMOHHOM yOOCTOBEPEHMM CTPaHe-MMIOPTepa. Ilo pesyilbTaTaM NPOBEPKU
3anmMcert O NpoM3BOACTBE, YNaKOBKe UM aHalM3e cepuy OBJIO yCTAaHOBJIEHO COOTBEeTCTBMe TpeboBaHmaAM GMP.

CepTudémxar coorsercTBusa GMP: 2020/HPF/FR/068

Pemenne OpmobpeHo
HJaTa n BpeMsi 09-IEK-2020 15:33
KeanmupmumpoBaHHEI

Marielle Benard

bapManerT/ynOJHOMOYEHHOE JINLIO

IOaHHED cepTudMKAT aHalMz3a NOANMCAH BJIEKTPOHHOM INOINMCHI Yepes BallMIMPOBAHHY cucTeMmy LIMS.
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Certificates of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
56, Route de Choisy-au-Bac

60205 COMPIEGNE,
Tel : + 33 (0)
Fax : + 33 (0)

France
3.44.38.44.38
3.44.40.49.49

SANOFI .2

Usine Compiegne

CMP 81338810
TAVANIC 250MG 10CP RU

Lot number ONN7C Manufacturing Date 28-SEP-2020

OF 000009235069 Expiry Date AUG-2025

Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.

Certificate Name CMP FB80822310P Version CoA 6

. 7
2

Tests Specification Results

Methode Reference CMP-SPEC-00052 v3.0

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 ° -102 °
ASSAY
- Levofloxacin (HPLC) 237.5 to 262.5 mg/tab 248.5 mg/tab
TESTS
- IMPURITIES (HPLC)
Single impurity <or =0.2 % 0.1 %
Total impurities <or =0.6 % 0.1 %
- DISSOLUTION
Q = 80% in 30 minutes (S1 & S2 only)
Stage 1 Number of units out 0 0
of 6 < Q+ 5 %
Dissolution mini 99 %
Dissolution maxi 102 %
Dissolution mean 101 %
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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 81338810
TAVANIC 250MG 10CP RU

Lot number ONN7C Manufacturing Date 28-SEP-2020

OF 000009235069 Expiry Date AUG-2025

Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.

Certificate Name CMP FB80822310P Version CoA 6

. 7
2

Tests Specification Results

- UNIFORMITY OF DOSAGE UNITS
Complies with Ph. Eur requirements

(Mass variation)

o

Stage 1 : Acceptance value for < or = 15.0 % 1.7

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 09-DEC-2020 15:33
Quality Pharmacist/Qualified person Marielle Benard

.

This certificate has been electronically signed from a validated LIMS.
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