«CAHOOY BMHTPOII MHIOYCTPUA»
56, PyTr me llyasm o Bak

60205 KOMIIBEHE dpaHUMS
Ten.: + 33 (0) 3.44.38.44.38
daxc: + 33 (0) 3.44.40.49.49

Cepmugpuxkam ananuza /
Cepmucguxam ananuza cepuu

SANOFI 2

[IpoM3BOIACTBEHHASA IMJOManKa
KoMmnbeHb

CMP 81238510

Homep cepum OM81A
m3 000009234835

Tun BIMCTEP 1 X 5

yTaKoBKM OBOJIOUKOM

Homep ceprtudomxara CMP F80823410P

TABAHUK 500 MI' 5 TABI.,

poccud

TABJIETKI, TIOKPHTHE [IJIEHOUHOM

JlaTa NpoOM3BOICTBA
JaTa mncreuenusa cpoka ABr-2025

CrpaHa-¥MMIOPTEP
Bepcus ceprudmxaTa

11-CEH-2020

Poccwuiickas denepauus
6

Mcnbitanus

CcrUIKa Ha ONIMCaHMe aHaJIMTUYeCKOM
MEeTOIOUKN

OIVICAHUE

[OJJIMHHOCTB
- JleBobmoxcaumH (BIXX)
- JleBoQiiokCcalUMH (ONTHMUYECKOE BpalleHue)
KOJIMYECTBEHHOE OIPEJEJIEHUE
- JleBobnoxcaumH (BIXX)
VICTIHTAHNSA
- TIPMMECHK (B3XX)
EoMHMYHaSA IpuUMech
OBmee copepxaHue npuMecen

- PACTBOPEHME

Q = 80 % uepes 30 MMHYT (TOJNBKO HIJId
S1 u S2)

Cragusa l: KOJIMUYECTBO E€IMHUL]
u3 6 <Q + 5 %
3HaUEeHME MMHUMYM
3HaUeHMe MaKCUMyM

CpellHee 3HauYeHUe

Cneumndukaums

TabJIeTKM NPONOJITOBAaTHE
I BOSKOBHIITYKJIEIE

OJIeQHO—XEJITOBATO-PO30BOTO LIBETA,
IIOKPHITEIE IIJIEHOWHOM OOOJIOUKOM,

C PHCKOM C 00emnx CTOPOH.

BY

oT

475 mo 525 wmr/rabn.

IA

IA

(obpasua)

%)

-85° mo -115°

= BY (craHmapTa)

PesynbTathbl

CMP-SPEC-00075 Bepcus 3.0

YIOOBJIE TBOPUTEJIEHO

COOTBETCTBYET

-100 °

494 mr/Taba.

100%
100%
100%
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UcnbiTaHKA Cneuudukauma PesynbTathbl

- OIHOPOIHOCTH IO3MPOBAHNA
(mo macce)
CooTBeTcTByeT TpeboBaHMAM EBp. dapMm.
Cranmsa 1l: nokasaTelsb IPUEMIIEMOCTHU < 15,0 % 1,5 %

10 emmumu (L1)

Muxpobuosiorydyeckas dMCTOTa

(mepmroInuecKmii TeCT)

Obmee umcio aspobHEX MMKpoopTranusmos He Cosmee 10° KOE B 1 1 (M) [eprONNIECKM TeCT
(TAMC) , KOE/T

Oflee dYMCIIO OPOXXKEBBIX M IIJIECHEBBIX

5 .
rpu6os (TYMC), KOE/T He 6omee 102 KOE B 1 T (M1) NnepuoaudYeCcKult TecT

Escherichia coli B 1 ©m (M) JIOIKHEL OTCYTCTBOBATD [IEPUOANUECKMUIA TeCT

«CAHO®M BMVHTPOII MHOYCTPVA» — npasonpeeMmHux «ABEHTVIC VMHTEPKOHTMHEHTAJI», npaBonpeeMHUK «ABEHTUC OAPMA
CHENVAJIMTUC», npaponpeeMHUK «YCUDAP».

JuueHsus Ha npomssBomcTBO Ne: M20/017.

HacToauwyM A NOOTBEpXIail, UYTO NPMBEAEeHHad BhIle MHOOpMaUMA ABJIASTCA BEPHOM M TOYHOM. I[IpOM3BONCTBO IaHHOMU
cepuy NpPOIyKTa, BKJOUWasdA yNaKOBKY, MAPKMPOBKY M KOHTPOJIb KadeCTBa Ha YyKa3aHHEIX BHIIE OOBEKTax, IOJIHOCTHLIO
COOTBETCTByeT TpeboBaHMAM Hamgjexaumel NPOM3BOANCTBEHHOM NPaKTMKM (GMP) MeCTHOTO KOHTPOJMPYyKUEI'O opTraHa

a Takxe crneumdmxauMsaM, yKaBaHHEM B PerncTpalMOHHOM yIOOCTOBEPEHMM CTPaHH-MMIOpTepa. [0 pes3ylbTaTaM NPOBEpPKU

3amMcel O NPOM3BONCTEE, YNAKOBKE M aHalM3e cepuy ObUIO YCTaHOBJIGHO COOTBETCTBUME TpeboBaHmaMm GMP.
Ceprupmrar coorBercTBMsa GMP: 2020/HPF/FR/068

Pewmenne OnmobpeHno
HNaTa m BpeMst 28-DEC-2020 16:48
KeanmupmumpoBaHHEI M. Muniz

bapManeBT/ynOJIHOMOYEHHOE JINLIO

JaHHED cepTUdMKAT aHalM3a [IOONMCaH 3SJIEKTPOHHOM MNOANMCHI0 depes BalMAIMPOBAHHYID cucTeMy LIMS.

el
1551d




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 OM81A Manufacturing Date 11-SEP-2020
OF 000009234835 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)

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 81238510
TAVANIC 500MG 5CP RU

Lot number OM81A Manufacturing Date 11-SEP-2020

OF 000009234835 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 % 1.5 %

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 28-DEC-2020 16:48
Quality Pharmacist/Qualified person M. Muniz

.

This certificate has been electronically signed from a validated LIMS.
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