Ceprudukar anaausza /

Ceprupukaranammsacepun ~ SANOF| g

«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 81238510
TABAHMK 500 MI' 5 TABJI., POCCHA
Homep cepum oMo4cC IlaTa NpOM3BOIACTBA 28-CEH-2020 .
M3 000009234836 Iara ncrTeueHus cpoka ABI'-2025
TOIHOCTH
T BJIINCTEP 1 X 5
TaKOBKY TABJIETKI, TIOKPHTHE I[1JIEHOYHOM 5
OBOJIOUKON CrpaHa-MMIOPTEDP Poccurickasa demepaums
Homep ceprtudomxara CMP F80823410P Bepcus ceprtudpmurara 6
ananusa
McnbiTaHusa CI'IeLlMCbMKaLlMFI Pe3y1'|bTaTbI
CcrUIKa Ha ONMCAaHMEe aHAJUTHUECKON CMP-SPEC-00075 sepcus 3.0
MeTOOVIKM p )
OIIMCAHUE
TabJIeTKM NPOIOJITOBaTHE Y IOBNETBOPUTENBHO
I BOSKOBEITYKJIBIE
BIIenHO—XEJITOBATO-PO30BOTO LBETa,
IIOKPHITEIE IIJIEHOWHOM OOOJIOUKOM,
C PUCKOM C 0Berx CTOPOH.
IIOIJIMHHOCTb
- JleBodsokcaumH (BIXX) %Z éo%§a3ua) = BY (craumapra) COOTBETCTBYET
- JleBobsokcaumH (onTuueckoe BpameHue) or —85° mo —115° —99 °
KOJIMYECTBEHHOE OIPENEJIEHUE
- JleBodsiokcauuH (BIXX) 475 mo 525 mr/Tabs. 495 mr/raba.
VICIIHTAHNA
- [PVMMECHK (B3XX)
EOMHMYHAA OPUMECH <0,2 % 0,1 %
Oblee comepkaHme NpUMecelt <0,6 % 0,1 %
- PACTBOPEHME
Q = 80 % uepes 30 MuMHYT (TONBKO mIJid
S1 u S2)
Cramua 1l: KOJNMUYECTBO EIVHMILL 0 0

s 6 <Q + 5 %

3HaA4YeHMe MMHVMYM

100%
3HAUEHME MaKCUMyM
cpenHee 3HaueHMe 101%
100%
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Ceprudukar anaausza /

Cepruduxar anaausa cepuu S A N O F | Y

«CAHO®M BMHTPOII VMHIYCTPUA»

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

KoMmnbeHb
60205 KOMIIBEHbL ®paHLMs
Tes.: + 33 (0) 3.44.38.44.38
daxc: + 33 (0) 3.44.40.49.49
CMP 81238510
TABAHMK 500 MI' 5 TABJI., POCCHA
Homep cepum oMo4cC IlaTa NpOM3BOIACTBA 28-CEH-2020 .
M3 000009234836 Iara ncrTeueHus cpoka ABI'-2025
TOIHOCTH
T BJIINCTEP 1 X 5 5
TaKOBKY g%gﬁga?gﬁ [IOKPHTHE IIJIEHOYHON c 5
TpaHa-VIMIIOPTED Poccuiickasa denmepauns
Homep ceprtudomxara CMP F80823410P Bepcus ceprtudpmurara 6
ananusa
UcnbiTaHKA Cneuudukauma PesynbTathbl
- OIOHOPOIHOCTL [LOO3VMPOBAHNUA
(mo macce)
CooTBeTcTByeT TpeboBaHMAM EBp. dapM.
Cragusa 1: nokasaTesib NPUEeMIIEMOCTM < 15,0 % 1,4 %

10 emmumy (L1)

Muxpobuosiorydeckas dMCTOTa
(mepmoInuecKmiti TeCT)

Obmee uMCIIO aspPOBHHX MMKpoOopTraHmsmos He Oomee 10° KOE B 1 r (M) NepruonVYecKuil TecT
(TAMC) , KOE/r

OBlee UYMCIIO OPOXKEBEIX M I1IJIECHEBEHIX
rpuboe (TYMC), KOE/rm

Escherichia coli B 1 1 (mi) JIOIKHEL OTCYTCTBOBATD [IEPUOLANUECKMUIA TEeCT

He 6Gomee 102 KOE B 1 1 (Mi1) NepruoaNdYeCcKuii TecT

«CAHO®M BMHTPOIl MHIOYCTPUA» — npasonpeeMHuk «ABEHTVC MHTEPKOHTMHEHTAJI», npaBompeeMHMK «ABEHTUC S®APMA
CIEIVAJINTUCY», npaponpeeMHUK «YCUPAP».

JiuueHsus Ha npousBomcTeo M: M20/017.

HacToamyM A NOOTBEpXIail, YTO NPMBEAEeHHad BhIle MHOOpMaUMA ABJIASTCA BEPHOM M TOYHOM. I[IpOM3BONCTBO IaHHOMU
cepuy NpOIyKTa, BKJOUWasd yNaKOBKY, MAPKMPOBKY M KOHTPOJIE KadeCTBa Ha YyKa3aHHEIX BHIIE OOBEKTax, INOJIHOCTHLIO
COOTBETCTBYyeT TpebOoBaHMAM Hapgjyexaumel NPOM3BOANCTBEHHOM NPaKTMKM (GMP) MeCTHOTO KOHTPOJMPYyWUEI'O opTraHa

a Takxe crneuu@uKaluMAM, YKas3aHHEIM B PerMCTpPalMOHHOM YyIOOCTOBEPEHMM CTPaHe-MMIOPTepa. [lo pesysieTaTaM NPOBEpPKM
3amnmMcert O NPOM3BOACTBE, YINakKOBKe M aHalMs3e cepuy ObUIO YCTaHOBJIEHO COOTBEeTCTBMe TpebomaHmMAM GMP.

Ceprudmxar coorsercTBua GMP: 2020/HPF/FR/068

Pemenne OpobpeHoO
HOaTa m BpeMst 17.12.2020 12:31
KsanguumposarHsut Marielle Benard

bapManeBT/ynOJIHOMOYEHHOE JINLIO

IOaHHEM cepTudMKAT aHalMz3a NOANMCAH 3JIEKTPOHHOM MNOINMCBHI uepes
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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 81238510
TAVANIC 500MG 5CP RU

Lot number oM94cC Manufacturing Date 28-SEP-2020
OF 000009234836 Expiry Date AUG-2025
Presentation BLTI 1 X 5

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)

475 to 525 mg/tab

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 %
Dissolution mini
Dissolution maxi

Dissolution mean

CMP-SPEC-00075 v3.0

Satisfactory

conforms

-99 °

495 mg/tab

o
f
o

0.1 %
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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 81238510
TAVANIC 500MG 5CP RU

Lot number oM94cC Manufacturing Date 28-SEP-2020

OF 000009234836 Expiry Date AUG-2025

Presentation BLTI 1 X 5

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 % 1.4 %

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 17-DEC-2020 12:31
Quality Pharmacist/Qualified person Marielle Benard

.

This certificate has been electronically signed from a validated LIMS.
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