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
Tenm.: + 33 (0) 3.44.38.44.38
dakc: + 33 (0) 3.44.40.49.49
CMP 81338910
TABAHIUK 500 MI' 10 TABJI., POCCHUA
Homep cepuu OKU7A llara NpOM3BOACTEA 08 AP 2020 r.
M3 000009233508 laTa ncreueHua cpoxa MAP 2025
TOOHOCTM
Tun BIMCTEP 1 X 10
AKOBKM TABJIETKM, TOKPHTHE [IJIEHOUHOM
¥ OBOJIOUKOM CTpaHa-uMIIOpTEP Poccwuiickas denepauus
Homep ceptuomxara CMP F80823410P Bepcus ceprtupmuxaTa 5
aHaamsa
UcnbiTaHnsa Cneupdurrkaums Pe3synbTathl
Ccelka Ha ONMCaHME aHaJIMTUYEeCKOM
MeTOIIKY CMP-TCQ-00067 Bepcus 11.0
OIIICAHUE
TabJIETKM NPOOOJITOBATHE VIOBIIE TBOPUTEIE HO
IOBOSKOBBIITYKJIEIE
BJIEIHO—XEJITOBATO~PO30BOTO
usera,
IIOKPHITEIE IIJIEHOYHOM OOOJIOUKOM,
C PUCKOM C oBemux CTOPOH.
IIOOJIMHHOCTB
- JleBodisokcauuu (B3XX) ?z éogﬁaBHa) = BY (craupapra) COOTBETCTBYyET
- JleBodpJiokcaumH (ONTUYUECKOE or -85° mo -115° _102 °
BpalleHue)
KOJIMUECTBEHHOE OIIPENEJIEHVE
- JleBodsokcauuH (B2OXX) 475-525 mr/Tabsn. 495 wmr/rabs.
JVICIIHTAHVA
- IIPVMECU (B3OXX)
EOvHMYHAaS NpPUMECH <0,2 % <0,1 %
OBlee comepxaHMe NpUMeCet <0,6 % 0,1 %
- PACTBOPEHVE
Q = 80 % uepes 30 MmMHYT (TOJNBKO IJs
S1 m S2)
Cragus 1l: KOJIMYECTBO €IOMHUIL 0 0

3 6 < Q+ 5 %
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Ceprudukar ananusa /

Cepruduxar anaamsa cepun = SANOF| Y |

«CAHO®M BMHTPOII MHOYCTPVA»

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

KomnbeHb
60205 KOMIIBEHE dpaHUMS
Tem.: + 33 (0) 3.44.38.44.38
daxc: + 33 (0) 3.44.40.49.49
CMP 81338910
TABAHIUK 500 MI' 10 TABJI., POCCHUA
Homep cepuu OKU7A llara NpOM3BOACTEA 08 AP 2020 r.
M3 000009233508 laTa ncreueHua cpoxa MAP 2025
TONHOCTM
Tun BIMCTEP 1 X 10
HAKOBKM TABJIETKM, TOKPHTHE [IJIEHOUHOM
¥ OBOJIOUKOM CTpaHa-uMIIOpTEP Poccwuiickas denepauus
Homep ceptuomxara CMP F80823410P Bepcus ceprtupmuxaTa 5
aHamsa
McnbiTaHKUs Cneumdurkauma PesynbTathbl
- OJHOPOJHOCTL JO3VPOBAHNA
(nmo macce)
CooreeTcTByeT TpeBoBaHusAM EBp. dapm.
Cranua 1: moxasaTesb IPUEMJIEMOCTU < 15,0 % 1,9 %

10 emmuwmi, (L1)

«CAHO®M BMHTPOII VMHIOYCTPHA» — mpabkonpeeMHuK «ABEHTVC VMHTEPKOHTMHEHTAJ», npabBonpeeMHMK «ABEHTVC OAPMA
CHEIMAJIMTUC», npaBonpeeMHUK «YCUDAP».

JlnueH3us Ha mpomusBomcTBO Ne: M20/017.

HacToammM A NOATBEpXOaKw, YTO INPpMBeIeHHas Bolle MHOOPMaLMUA ABJIAETCA MNOMJIMHHOM M TOYHOM. JJaHHaA cepusd NPOAyKTa
npomsBedeHa, BKJoYasd yNaKOBKY M KOHTPOJIb KadecTBa, B I[IOJIHOM COOTBETCTBMM C TpeboBaHuaAMM Hamnexamer
NPOM3BOINCTBEHHOM NpakTuky (GMP) MeCTHOTO PeryjaTOpHOTO opraHa

a Takxe cO crneumdMKauMAaAMM PerMcTpalMOHHOTO yHOCTOBEPEHMA CTPaHH-MMIOPTepa. 3amucu HO NPOM3BOACTBRY, YINaKOBKE|
¥ KOHTPOJIO OBUIM MNPOBEPEHH UM MNPM3HaHHE COOTBETCTByOUMMM TpeboBaHmAM GMP.

CepTtupmrar coorsercTBus GMP: 2020/HPF/FR/068

Pemenne OnobpeHo
HJaTa n BpeMsi 28.04.2020 17:30
Ksamnguuyposanmsni Marielle Benard

bapManeBT/ynOJIHOMOYEHHOE JINLIO

IOaHHEM cepTudMKAT aHalMz3a NOANMCAH 3JIEKTPOHHOM INOINMCHI depes BalMIMPOBaHHY cucTeMmy LIMS.
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Certificates of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
56,
60205 COMPIEGNE Cedex - France

Route de Choisy-au-Bac

SANOFI .2

Usine Compiegne

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

CMP 81338910

TAVANIC 500MG 10CP RU
Lot number OKU7A Manufacturing Date 08-APR-2020
OF 000009233508 Expiry Date MAR-2025
Presentation BLTI 1 X 10
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB80823410P Version CoA 5
"
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) 475 to 525 mg/tab
TESTS
- IMPURITIES (HPLC)
Single impurity <or =0.2 %
Total impurities <or =0.6 %
- DISSOLUTION
0=80% in 30 minutes (S1 & S2 only)
Stage 1 Number of units out 0

of 6 <Q + 5%

CMP-TCQ-00067 V11.0

Satisfactory

conforms

-102 °

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 Cedex - 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 OKU7A Manufacturing Date 08-APR-2020

OF 000009233508 Expiry Date MAR-2025

Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.

Certificate Name CMP FB80823410P Version CoA 5

. 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)

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 28-APR-2020 17:30
Quality Pharmacist/Qualified person Marielle Benard

.

This certificate has been electronically signed from a validated LIMS.

e A s

tAnoH Husal
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