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
Tes.: + 33 (0) 3-44-38-44-38
dakc: + 33 (0) 3-44-40-49-49
CMP 81338910
TABAHIUK 500 MI' 10 TABJI., POCCHUA
HoMmep cepum 1RH4A JaTa MPOM3BOACTBA 29-0KT-2021
3 000009242827 IaTa mcreuenusa cpoxa CEH-2026
I'OOHOCTM
Tun BJIMCTEP 1 X 10
AKOBKM TAEHETKMC [MOKPHTHE IIJIEHOUHON
- OBOJIOUKOU CTpaHa-uMIOPTEP Poccuiickasa denmepaums
Homep ceprudpuxara CMP F80823410P Bepcua ceptupmkara 6
aHaamsa
UcnbiTaHnsa Cneupdurrkaums Pe3synbTathl
Ccelka Ha ONMCaHME aHaJIMTUYEeCKOM
METOIMUKMA CMP-SPEC-00075 Bepcua 3.0
OIIICAHUE
TabJIeTKM NPONOJITOBATHE
TIBOAKOBBITYKITbIE YIOOBJIETBOPUTEJILHO
BJIeIHO—XEeJITOBATO—PO30BOTO
usera,
[IOKPHITEIE IIJIEHOYHOM OOOJIOUKOM,
C PUCKOM C OOEUX CTOPOH.
IIOOJIMHHOCTB
- JleBodiokcaumy (BOXX) %Z éo%gasua) = BY (cranmapra) COOTBETCTBYyeET
- JleBodyokcauuH (ONTHUIECKOe _qco _ ° _ °
Bpamenie) or —85° mo —115 101

KOJIMYECTBEHHOE OHNPEIEJIEHUE

- JleBobsiokcauuna (B2XX) 475-525 mr/Tabs. 497 mr/Tabin.

VICTIHTAHVA
- HPVMECK (B9XX)

EOVHMUHAA [PUMECh <0,2 % <0,1 %
OBmee comepxaHMe MNpUMeCeln
<0,6 % 0,1 %

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

Cranusa 1l: KOJMYECTBO E€IOMHUILL 0 0
us 6 <Q +5 %
3HA4YEeHME MMHVMYM 101 %
3HAaUEHUEe MaKCUMyM 103 %
cpenHee 3HayeHue 102 %
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Cepruduxar anamma cepun = SANOF| 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
dakc: + 33 (0) 3-44-40-49-49
CMP 81338910
TABAHIUK 500 MI' 10 TABJI., POCCHUA
HoMmep cepum 1RH4A JaTa MPOM3BOACTBA 29-0KT-2021
3 000009242827 IaTa mcreuenusa cpoxa CEH-2026
I'OOHOCTM
Tun BJIMCTEP 1 X 10
TABJIETKM, I[OKPHTHE IIJIEHOUHOM
YIIaKOBKM L o
OBOJIOUKOU CTpaHa-uMIOPTEP Poccurickasa demepaums
Homep ceprudpuxara CMP F80823410P Bepcua ceptupmkara 6
aHamsa
McnbiTaHKUs Cneumdurkauma PesynbTathbl
- OIOHOPOIHOCTBL IO3MPOBAHNA
(nmo macce)
CoorBeTcTBYyeT TpebOoraHMAM EBp. dapm.
< 15,0 %
Cragusa 1: mokasaTesyb NPUEeMIIEMOCTH 0,7 %
10 emgmumy (L1)
Mukpobuosiormdeckas 4YuMcToTa
(meproInyYeCcKkmii TeCT)
He Gosiee 10° KOE B 1 IeproOANIEeCKUM TeCcT
Ofmee dYMCJIO aspPOOHEIX MUKPOOPTAaHM3MOB
(TAMC) , XOE/r
Ofwee UMCIIO APOXKEBBIX M IJIECHEBHX He 6osiee 102 KOE B 1 1 IepUOOUUECKU TeCT
rpucoe (TYMC), KOE/r
Escherichia coli & 1 r () IOJTXHBL OTCYTCTBOBAThH NepruoANYECKUl TeCT

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

JIneHs3mMs Ha npomssBoncTeo N: 2021_124_ 1 2

HacrosamyM s nonTeepxnal, YTO NPMBEINEHHAas BhHle MHOOpMaLUMS SBJISETCS BEPHOM M TOYHOM. [IpOMBBOACTBO IaHHOMU
cepun nponykKTa, BKJIOUASA YIAaKOBKY, MAapKMPOBKY M KOHTPOJIB KadeCTBa HA YKAa3aHHBIX BHIIE OG%GKT&X, IIOJIHOCTBIO
cooTBeTCTByeT TpeboBaHmMaAM Hamjexamel NPOM3BOACTBEHHON NPakTuKM (GMP) MECTHOT'O KOHTPOJMPYOIETO opraHa

a Takxe crneumpmkauMsaM, yKaszaHHEM B PerMCcTpalUMOHHOM YIOOCTOBEPEHMM CTPaHB-MMIOPTepa. [lo pesyybTaTaM NPOBEPKU
3anmMcel O NPOM3BONCTBE, YINaKOBKEe M aHajM3e CcepuM OBJIO YyCTaHOBJIEHO COOTBEeTCTBMEe TpeboBaHMAM GMP.

CepTudémxar coorsercrteusa GMP: 2020/HPF/FR/068/NT

Pewmenue OmoBpeHo
JaTa u BpemMs 12-aHB-2022 16:44
KBanmnbmumposaHHE M. Muniz

(bapmaueslr/ynonnomoqem-!oe JINLIO

IOaHHED 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 1RH4A Manufacturing Date 29-0CT-2021
OF 000009242827 Expiry Date SEP-2026
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 °

497 mg/tab

rap_coa_resultats v5

Page 1 / 2




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 1RH4A Manufacturing Date 29-0CT-2021

OF 000009242827 Expiry Date SEP-2026

Presentation BLTI 1 X 10

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 % 0.7 %

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 Authorization Number: 2021 124 1 2

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 / NT

Decision Accepté/Accepted
Decision Date 12-JAN-2022 16:44
Quality Pharmacist/Qualified person M. Muniz

.

This certificate has been electronically signed from a validated LIMS.
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