JEKJIAPAIIMSA O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAIOIUHA AEKJIAPAITUIO O COOTBETCTBHH
AO "Canoghu Poccun”
Ceedenun o peaucmpayuu opzanuzayuu: Meacpationnas uncnexyus Dedepanbroii nanozosot cayxcbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoernus OI'PH 19.08.2002.
Adpec: 125009, 2. Mockea, yn. Teepckasn, 0. 22. Tenepon/paxc: 8 (495} 721-14-00/721-14-11
B nuye. Ienepansrutii dupexmop Monac O.A.
Josepennoe nuyo: Cmenanos C.C., ooeéepennocmo 6/u om 01.12.2017

3AABJSIET, UTO

nexapcmeennoe cpedcmeo: Tasanux, mabremku nokpoimbie NAEHOYHOY oborouxot 500 m2 10 wm., ynakoexu
Auelikoabie konwmypubte (1), nauru xapmonnvie, PY Ne 11 N012242/01 om 11.08.2011 emoano Canogu-Agenmuc
JHotiunand Im6X, cepun 9RK6A, napmus 84250 ynaxosox, 200ex 0o 31.08.2024, npouseodcmea Carnoghu
Bunmpon Hudycmpus, ®@panyus, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France, xod OKITZ2 21.20.10.191, ko0 TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085353320 om 12.11.2019

COOTBETCTBYET TPEBOBAHMSIM
ITN0I12242/01-110811 uzm. Ne 1-2

JEKJAPAIIUS IIPUHSATA HA OCHOBAHHH
npomoxon ucnuimanuii Ne 36180 om 25.11.2019 HJT 000 HI] "OAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmudpuxam POCC FR.OM08.C56081 om 26.11.2019

,HAT@HEMHH AEKJIAPAIIMM 26.11.2019
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CBEJEHHUA O PETUCTPALIMHN

OPTAH 10 CEPTU®HKAIIMH, 3APETUCTPHPOBABIIN JEKJTAPAITHIO

RA.RU. 11 OMO8 OPTAH IO CEPTHOHKALIHH ITPOLYKIHH OBL[ECTBO C OI’ PAHHUYEHHOH
OTBETCTBEHHOCTBIO "OKPYVKHOH IJEHTP KOHTPOJLA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 3, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, sm. 5., mex.:(495)788-02-88, eef-
catim: oykx.pg.

NEKJIAPAIIAA O COOTBETCTBUH 3APETHCTPHPOBAHA M POCC RU J-FR. ®M08.4.46817/19
JATA PETHCTPAIIMMU 26.11.2019
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Ceprudukar anansa /

Cepruduiar ananmacepun SANQOF] z f

«CRHO®YM BMHTPON MHOYCTEWS»

n IBONCTESHHAA NNACmMangKa
56, Pyr me Wyasm o Bak R &

KoMnbeHe
60205 KOMNBEHL ¢paHums
Ten.: + 33 (0) 3.44.38.44.38
Pakec: + 33 (0) 3,44.40.49,49
CHP B1338910
TABARMK 500 MI' 10 TABJl., POCCHA
Homep cepun 9RKEA Dlara npouseopcTsa 20-Cen-2019
M3 000009230164 Bara ucrewenns cpoka Ber-2024
TOQHOCTH
¥Patn BJMCTEP 1 X 10
e TAEJIETKM, NOKPHTHE TEHOYHOI
ik OBONIOY KON CTpana-imoprep Poceidickan denepauna
HoMep cepruduxara CMP FE0B23410P Bepcus cepmafmxara S
aHamM3a
HenbitaHma Creunguraymn PesynbTaTb
CcHNKA HA ONUCAMME aHaMTMYECKON
METOMAKHM CHMP-TCQ-00067 Bepcua 11.0
OIMCAHME

TabneTKH DpuRCIToBaTHEe

IBOSKOBRAYKILE COOTEETCTRYET
Gnenyo-%xenToBATO-PO3GEOTD uBera,
AOKPHTHE MAEHOUHOH ofonoukod,
C—PUECKOMA € OBeHMX~CTOPOH:
TIOANMAHOCTE
— JlleBogmoxcaumu (BIXX) !}'I s(.ogl)aasua) SeBY, {cTaunapra) COOTBETCTBYET
~ Jlesojpnoxcaumn (onTwueckoe mpamenue) or —§5° no -115° -100 °©
KONVUECTBEHHOE ONPEIENEHHE
— JleBopnoxcaumuy (BEKX) 475-525 mr/ratn. 499 Mmr/ratn,
HCTNTAHNMA
— NPHMMECH (BZA0)
« EmuMuyvunan npyecs £0,2% <0,1 %
- OOmee conepmaHMe npumecers £0,6% 0,1 %
~ PACTBOPEHHME
Q = 80 % yepes 30 MMHYT (TOJBKO ONSA
51 u 52)
- Cramma 1: xomiuecTso emimnn 0 0

U3 6 <Q+5¢%

rap_coa resultats v5




Cepruduxar anammaa /

Cepruduxar ananmacepur SANQOFI a:ﬁ

«CAHOOM BMHTPONI MHOYCTPHA»

B Ka
56, PyT nme llyasu o Bax TpoMSBOACTBEHHAN NIOMANK

KoMnbenre
60205 KOMILEHL ¢panuus
Ten.: + 33 {0) 3.44.38,44.38
Parc: + 33 (0) 3.44.40.49.49
CMP 81338910
TABRHUK 500 M 10 TAEN., POCCHA
HoMmep cepuu 9RK6R Hara npoussoncrea 20-Cen-2019
i3 000009230164 lara mucrewemusa cpoxa ABr-2024
PORHOCTH
. BIUCTEP 1 X 10
| nakoBki TABJIETKM, TOKPHTHE NNEHOYHOMN
CBONCYKON Crpana-mmoprep Pocowiickan Geaepaumsa
Eaep ceprupuxara CMP F80823410p Bepcua cepmigmkara S5
aHamaa
Mcnbitanma Cneumdmraumn PesynbTars
= OOHOPOMHOCTE OOSHMFPOBAHIA
{no macce)
CooTBercTBYeT TpeGOoBaHMAM EBp. Qapm.
. Cragma 1: nokasaTeas NpHMeMIeMoOCTH $.15,0 % 1,5 %

10 emsuny (L1)

«CRHO®H BHMHTPON MHAYCTPHA» ~ mpaponpeeMiumk «ABEHTHC MHTEPKOHTHHEHTANl», npaBonpeemunsx «RBEHTHC ®APMA
CNEMAMUTHAC», npasBonpeeMuuk «YCHOAP» .

JiMueHszus ua npomspomcTeo B: M17/121.

Hacroamms s nomreepxian, uTo Npueelensas sume MHOOPMAUMA ABNAETCA BEDHOH 1 TOMHOM. Npou=BORCTBO OAHHOM
Cepiit NPOAYKTA, BRIOYAA YIAKOBKY, MApKUDOBKY M KOHTPONbL KAYECTBA Ha YKASAHHWX BHmWE OGLEKTAX, NONHOCTBD
COOTBETCTBYET rpefoBaHMAM Hannemamest npomssopcTaennol OpakTuky (CMP) MECTHOTC KOHTPOJMDYREEIC ODTaHa

SamMcedl 0 NPOM3BOACTEE, YNAKOBKE M aHANMIe Cepuy OHNO YCTAHOBARHO COOTBETCTBHE TpeCoRanMaM GMP.
Ceprudurar coorsercrsma GMP: HPF/FR/154/2017

a Tarxe cnelmtbnxauum, YKa34dHHEM B PGI‘HCTPEUMOHHOM YAQCTOBEPEHMM CTpaHu-imMnopTepa. [o pesyrbTaTaM NpoBepKH

PomeHnea QoobpeHo
HaTa M BpeMs 29-0kr-2019 07:52
Kpamudrnpposanust

Marielle Benard

dapuanesr/ynonoMouennce oMo

HNaHHED! CepTMPMKaT aHanusa NOTMMCcaH SASKTPOHHON NOINMCHD Yepes BAIMAMPOBAHHYK CcHCTeMy LIMS,

rap coa resultats v5
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Certificates of analysis /

SANOFI WINTHROP INDUSTRIE
56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex - France

Batch certificate

SANOFI .5

Usine Compiégne

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

CMP 81338910

TAVANIC S00MG 10CP RU
Lot number 9RK6R Manufacturing Date 20-SEP-2019
or 000009230164 Expiry Date AUG-2024
Presentation BLI 1 X 10
Type TABLET, FILM COATED Market Name Russian Fed.

Certificate Name CMP FB0O823410FP

Tests

Version CoA

w

Results

I'Method reference

APPEARANCE

IDENTIFICATION
- Levofloxacin (HPLC)
- Levofloxacin (optical rotation)
ASSAY

- Levofloxacin (HPLC)
TESTS

= IMPURITIES (HPLC)
. Single impurity

+« Total impurities

= DISSOLUTION

Q=80% in 30 minutes (S! & S2 only)
¢ Number of units out
of 6 <Q+5 %

. Btage 1

Specification

Pale yellowish-white to
reddish~white, oblong,
biconver film-coated tablets

with score-line.

tR (sample) ~ tR (standard) (+ or - 5 %)
-85° to -115 °

475 to 525 mg/tab

<or=0.2%
<or=20,6%
0

CMP-TCQ-00067 v11.0

Satisfactory

conforms

-100 °

4929 mg/tab

<0.1 %
0.1 %

¥
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Certificates of analysis /

Batch certificate SA N O F I S _[
SANOFI WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac Usine Compidgne
60205 COMPIEGNE Cedex - France

Tel : + 33 (0) 3.44.38.44.38

Fax : + 33 (0) 3.44.40.49.49

CMP B1338910
TAVANIC 500MG 10CP RU

Lot number 9RK6A Manufacturing Date 20-SEP-2018
oF 000009230164 Expiry Date AUG-2024
Presentation BLI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB0823410P Version Coa 5

Tests Specification Results

= UNTFORMITY CF DUSAGE UNTTS = v :

(Mass variation)

Complies with Ph.Eur. requirements

- Stage 1 : Acceptance value for </ 0oxr-=i15,0 % 1.5 %
10 units (L1)

(SANOFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTINENTAL, successor of AVENTIS PHARMA SPECIALITES,
successor of USIPHAR,

Manufacturing Authorisation Number : M17/121,

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and guality 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: HPF / FR / 154/2017

Dacision Accepté/Accepted

Dacision Date 29-0CT-2019 07:52

Quality Pharmacist/Qualified person Marielle Benard

This certificate has been electronically signed from a validated LIMS.
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