«CAHO®M BMHTPOII MHOYCTPVA»
56,

60205 KOMIIBEHE dpaHUMS
+ 33 (0) 3.44.38.44.38
+ 33 (0) 3.44.40.49.49

PyTr me llyasm o Bak

Tej. :

dakc:

Ceprudukar ananusa /
Cepruduxkar anaiusza cepuu

SANOFI 7

[IpoM3BOIACTBEHHASA IMJOManKa
KoMmnbeHb

CVMP 81338810

TABAHMK 250 MI' 10 TAEI.,

poCCuA

Homep cepum O0KM9J llaTa NMPOU3BOACTBA 25-MAP-2020 .
3 000009234838 Ilara ncreueHusa cpoka ®EB-2025
TOOHOCTU
Tun BJIMCTEP 1 X 10 ~
TABJIETKM, IIOKPHTHE IIJIEHOUHOMU
Yy HaKOB KM OBOJIOUKOM CTpaHa-uMIIOpTEP Poccwuiickas denepaumus
Homep ceprudpuxara CMP F80822310P Bepcua ceptupmkara 5
aHanmsa
UcnbiTaHus CneuuduKaums PesynbTathl

CcrUIKa Ha ONMCaHMe aHaJIMTUYeCKOM
MEeTOIOUKN

KOJMYECTBEHHOE OIPEIEJIEHVE

- JleBodsokcaumH (BIXX)

VICIIHTAHUA

- I[PVMECK (B3XX)

EnuHmMdHaa npuMech
OBmee copepxaHue npuMecen

- PACTBOPEHNE
0 =80 %
)

yepes 30 MMHYT
S1 m S2

Crammsa 1l: KOJIMYUECTBO EIVMHMIL

s 6 <Q+5%

OICAHNE
TabJeTKM NPONOJITOBAaTHE
I BOSKOBHIITYKJIEIE
OJIeJHO—XEJITOBATO-~PO30BOTO LIBETA,
IIOKPHITEIE IJIEHOWHOM OBOJIOUKOM,
C puckoym C¢ oBeux CTOPOH.
IOOJIMHHOCTB
_ BY (obpaszua) = BY (cTaHmapTa)
JleBobisiokcaumH (BOXX) (= 5 %)
- JlepodsiokcaumH (onTuueckoe Bpamenue) ot —85° mo —115°

237,5 mo 262,5 Mmr/Tabm.

IA

IA

(TONTBKO IJis

CMP-TCQ-00057 Bepcus 12.0

YIOOBJIIETBOPUTEJIEHO

COOTBETCTBYET

-101 °

247,6 wr/rabs.

<0,1 %
0,1 %
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Ceprudukar anaausza /
Cepruduxar anajansa cepuu

SANOFI 7

«CAHO®M BMHTPOII VMHIYCTPUA»

56,
60205 KOMIIBEHbL ®paHLMs
+ 33 (0) 3.44.38
+ 33 (0) 3.44.40

PyTr me llyasm o Bak

Tej. :

dakc:

[IpoM3BOIACTBEHHASA IMJOManKa
KoMmnbeHb

.44.38
.49.49

OBOJIOUKOM

CVMP 81338810

TABAHUK 250 MI' 10 TABJI., POCCHA
HoMmep cepum O0KM9J JaTa MPOM3BOACTBA 25-MAP-2020 r.
3 000009234838 IaTa mcreueHusa cpoxa ®EB-2025
I'OOHOCTM
Tun BJIMCTEP 1 X 10 ~
TABJIETKM, IIOKPHTHE IIJIEHOUHOMU
[yIIaKOBKM

CTpaHa-uMIOPTEP Poccuiickasa denmepaums

10 emmumi (L1)

Homep ceprudpuxara CMP F80822310P Bepcua ceptupmkara 5
aHanusa
McnbiTaHKUs Cneumdurkauma PesynbTathbl
- OJHOPOJHOCTL HOO3MPOBAHUA
(nmo macce)
CoorBeTcTBYyeT TpebOoraHMAM EBp. dapm.
Cragusa 1: mokasaTesyb NPUEeMIIEMOCTHU < 15,0 % 1,6 %

CIENMAJINTUC ,

cepunm nponykKTa,

a Takxe crneuudmuraumaM,
3anmMcer O NPOM3BONCTBE,

«CAHOOV BMHTPOII MHOYCTPUA» — npaBonpeeMHuK «ABEHTVIC MHTEPKOHTMHEHTAJI»,
npaBONpPeeMHUK «YCUOAP».

JIniieH3ma Ha NpPoM3BOACTBO N':
HacTosammM A nonTeepxnamn,
BKJIOYas YNakKOBKY,
cooTBeTCTByeT TpeboBaHmMaAM Hamjexamel NPOM3BOACTBEHHONM MNPaKTUKU

npaBonpeeMHrK «ABEHTUC OAPMA

M20/017.

4YTO MNpMuBeleHHad Bhlle MHOOpPMalLMA ABJIAETCA BEPHOM U TOUHOM. I[IpOM3BOICTBO HaHHOM
MapKMPOBKY M KOHTPOJIb KauecTBa Ha yKasaHHHEIX BHIle OO0BEKTaX, [NOJHOCTHIO
(GMP) MeCTHOT'O KOHTPOJMPpyKIMEeTIo opTaHa
YKasBaHHEM B PerMCcTpaluMOHHOM yINOCTOBEPEHMM CTpaHH-uMIOpTepa. [lo pesysbTaTaM NPOBEPKM
yIaKoBKe U aHalm3e cepuy OBJIO yCTaHOBJIEHO COOTBEeTCTBMe TpeboBaHMAM GMP.

Ceprupmkar cooreercrsusa GMP: 2020/HPF/FR/068

Pemeune

HaTa u BpeMst
KBanmubmumposaHHE

bapManeBT/ynOJIHOMOYEHHOE JINLIO

OpmobpeHo
04-H04B-2020 14:52

M. Muniz

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

Batch certificate SANOFI Y

Usine Compiegne

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

CMP 81338810
TAVANIC 250MG 10CP RU

Lot number OKM9J Manufacturing Date 25-MAR-2020
OF 000009234838 Expiry Date FEB-2025
Presentation BLI 1 X 10
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB80822310P Version CoA 5
.
Tests Specification Results
Method reference CMP-TCQ-00057 Vv12.0
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 ° -101 °
ASSAY
- Levofloxacin (HPLC) 237.5 to 262.5 mg/tab 247.6 mg/tab

TESTS
- IMPURITIES (HPLC)

Single impurity < or =

Total impurities < or

- DISSOLUTION
Q = 80% in 30 minutes (S1 & S2 only)

Stage 1 : Number of units out 0 0
of 6 < Q+ 5 %

- UNIFORMITY OF DOSAGE UNITS
Complies with Ph. Eur requirements
(Mass variation)

Stage 1 : Acceptance value for < or = 15.0 %

10 units (L1)

SANOFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTINENTAL, successor ef{ﬁNENTISMEE/ﬁﬁg/f ECIALITES,
successor of USIPHAR. : cﬂy
' «fmﬂw

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
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Certificates of analysis /

Batch certificate S A N O F | %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 OKM9J Manufacturing Date 25-MAR-2020
OF 000009234838 Expiry Date FEB-2025
Presentation BLI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F80822310P Version CoA 5

7

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 04-NOV-2020 14:52

Quality Pharmacist/Qualified person M. Muniz

.

This certificate has been electronically signed from a validated LIMS.
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