IEKJAPAITISI O COOTBETCTBHUH

JEKJAPAHT, MPHHUMAIOIIHAN JEKJAPAITMIO O COOTBETCTBHHA

AO "Cavogpu Poccun"

Cesedenun o pezucmpayuy opzanusayuu: Mexcpaiionnas uncnexyun @edepansrol Hanozo8oi cayxctot Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenepon/paxc: 8 (493) 721-14-00/721-14-11
B nuye: Ienepanonviii Oupexmop Mownic O.A.
Hosepennoe nuyo: Cmenanoe C.C., Ooeepennocms 6/n om 01.12.2017

3ASBIISIET, YTO

aexapcmeennoe cpedcmeo: Tasanux, mabnemxu noxpuimvie nrenowrol obonouxoit 500 mz 10 wm., ynaxoexu
aveiixogwte xonmypnsie (1), navicu xapmonnvte, PY Ne II N012242/01 om 11.08.2011 ewdano Canoghu-Aeenmuc
Hotiunand I'mbX, cepus INSSF, napmun 15630 ynaxoeox, 200en oo 31.05.2024, npoussoocmsa Canogu
Buumpon Hudycmpus, ®panyus, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,

France, ko0 OKIIIT2 21.20.10.191, xod TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
uneoiic Ne 9085341813 om 26.07.2019

COOTBETCTBYET TPEBOBAHHMIM
11 N012242/01-110811 usm. Me 1-2

JEKJIAPATIUA TIPHHATA HA OCHOBAHHHA
npomoxon ucnuimaruti Ne 24160 om 31.07.2019 HIT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU,0001.21DJI40, Cepmugpuxam POCC FR,DM08.C45236 om 31.07.2019

Crenauos C.C.
O.H.0

| CBEJIEHMS O PETUCTPAIINU

| OPTAH IO CEPTHOHKAIIUHA, SAPETHCTPHPOBABII MM JEKJIAPAITAIO

RA.RU. 11®OM08 OPTAH 10 CEPTH®HKALUH ITPOLVKIHH OBU[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKXHOH LIEHTP KOHTPOJII KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, ya. Macmeproea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, z0pod Mockea, ya. Macmepxoea, 0. 4, om. 5., mex.:(495)788-02-88, eeb-
caiim: oyxx.pg.

IEEKJIAPAIIHH 0 COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU JI-FR.®OM08.A4.31795/19
g

Juzenxo U.B.
Pyxosoautens OC




Ceprudukar ananuza /

Ceprudmkar anammza cepun SANQOF| Y 4

«CAHO®M BHMHTPOI MHOYCTPHA»

CTBEHHAA N K
56, Pyr me llyasu o Bak Miponasom JomanKa

KoMnbeHb
60205 KOMIBEHE ®paHUMA
Tenm.: + 33 (0) 3.44.3B.44.38
®axc: + 33 (0) 3.44.40.49.49
CMP 81338910
TABAHMK SO0 MI* 10 TABJ,, POCCHA
loMep cepuu GNSSF Jlara nNpoM3IBONCTBA 05-MoH-2018
3 000009226637 JaTa mcrTedeHua cpoka Mai-2024
TOAHOCTH
N BIMCTEP 1 X 10
A KOBKH TABNETKM, TOKPHTHE [LIEHOYHOM
OBONOYKOM CTpaHa-MMAOpTEp Poccuiickan denepaums
oMep ceprTubpmkara CMP F80823410P Bepcua ceprupurxara 5
aHamuza S—
r
i UcnpiTaHKA Cneumcpmranys Pesynbratbi
Ccunka Ha onMcAnMeE AHAMMTHEEC KON T =
| meromumm CMP-TCQ-00067 Bepcua 10.0
OTACAHKME
TaGNEeTXM NPSOONTOBATHE -
LBOAKOBHNY KJIHE cooTBeTCTBY@T
GAemHe - KeJITOBATO -POSOBOTD LBETA,
NOKPHTHE NASHOYHOI OGOMOMKONM,
C PUCKON ¢ ofeux CTOPOH.
MOQNHUHHOCTD
Jlepodpnokcaury {B3¥X} ?i éog$a3ua) = BY [crarnaprTa) COGTRETCTBYET
:- Jepopnokcaumu (onTuueckoe spamenmne} or -85° mo -115¢ =102 *©
KONMMYMECTBEHHOE OTPEIEJEHHME
Nepodnokcauvu (BIKK) 475-525 Mmrp/ratn. 501 mp/ratn.
WUCTIHNTAHWUA
- TIPMMECH (B3%X)
EOMHUUHAA NpUMeCh $0,2% < 0,1 %
Ofmee comgepxaHue npuMecen £ 0,6 % a,1 %
- PACTBOPEHHE
Q = 80 % uepes 30 MmuMHYT (TOABKD ONA
51 1 82)
Craguda 1l: KOMUYECTRO €MMHMU o 0
a6 < Q+ 5%
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Ceprudnkar anannsa /

Ceprndukar anaamsa cepun SANOF| Y |

«CAHOOM BHHTPCIT HHIYCTPHAs

56, Pyr me llyasu o Bax MponsBOoOCTEEHHAA NROMamKa

KoMnbeHs
60205 KOMIBEHb ®paHUMA
Ten.: + 33 (0) 2.44.38.44.38
darkc: + 33 (D) 3.44.40.49.49
CMP 81338910 ———
TABAHMK S00 MI’ 10 TAEJ., POCCHA 1
Homep cepum 9NSSF Jara NpoM3BOLACTEA 05-MpH-2018 |
M3 000009226637 DaTa ucTedenns ¢poka Maii-2024 |
TOAHOCTH
- n BIUCTEP 1 X 10 .
;naxoaxu TABJIETKM, MNOKPHTHE [INEHOYHOM
OBOJIOYKON CrpaHa-uMnopTep PoccHitckas ¢elepauns
Homep ceprmnguxarTa CMP FB0B823410P Beptua ceprupmkara 5
aHanusa S
UcnbiTanus Cneumdurauma PeaynbTath ]
om Em———
- OIHOPONHOCTE BO3SUPOBAHHA
{nc macce)
CoorpeTcTBYeT TpeboBauuAaM EBp. dapm.
. Crapua 1: MOKABATENE NPHEMASMOCTH 3 15,0 % 1,7 %

10 emuuy (L1)

«CAHO®M BMHTPOIlI MHOYCTPHUA» — npaeBonpeemMHux «ABEHTHC MHTEPKOHTHHEHTAJN», npaBonpeeMHMk <«ABEHTHUC OAPMA
CMEIMAJIMTHC», npaBoOnpeeMHMK <YCHOAP» .

TMUeH3KA Ha NpoussomcTeo W: M17/121.

HacroAup A NOATEEpXOAY, UTO NPUBENSHHAA BhWE HHPOPMAUMA ABNAETCA BepPHOH M TO4YHOM. [IpOM3IBOOCTBO OAHHOI

| cepuy NpPOOYKTA, BKIOYAA YNAaKOBKY, MAapPKMPOBKY M KOHTPOJs KAYSCTEA HA YKADAHHEX BemE OOLEeKTax, MNOMHOCTLL

| cooTreTcTRyeT TpeGoBaHuAM Hamnexamed NpOMSBONCTBEHHOM NpPakTHkM (GMP) MeCTHOPO KOHTPOAMPYHWEre OpPraHa

a Takxe crneunMrauMaM, YKasaHHEM B PerMCTPAUMOHHOM YIOCTOBEPEHMM CTpaHH-uMnopTepa. [0 pe3yaesTaTaM NPOEEPKM
3ANMCeR O NPOUM3BOACTBE, YMNAKOBKE M AHaNM3e CepuM OuIC YCTAHOBASHO COCTEBETCTEME TpeboBaHMAM GMP.

CepTudnrar coorTeercTeus GMP: HPF/FR/154/2017

=

PameHmne 0nabpeHo
. aTa u Bpemsa 09-Mpn-2019 07:06

Marielle Benard

Kepanmduuypop aHHR
Lj_ameamf_!ggmonoqeanoa o

HanHeit cepTHMOMKAT AHAM3A NOINMCAH SJASKTPOHHON NOANMCEN Yepes BaNMAMPOBAHHYIW cMCTeMy LIMS.

rap coa regultats v5 . Crpanuualil



Certificates of analysis /

Batch certificate SANOFI Y 4

Usine Compiégne

SANQOFI WINTHRCP INDUSTRIE

56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex - France
Tel : + 33 (0) 3.44.38.44.38
Fax : + 33 (0) 3.44.40.49.49

CMP 81338910
TAVBNIC 500MG 10CP RU

Lot number INSSF Manufacturing Date 05-JUN-2019
OF 000009226637 Expiry Date MAY-2024
Presentation BLI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F80823410P Version ColA 5

m

Tests Specification Results
Method reference CMP-TCQ~00067 V10.0
APPEARANCE

Pale yellowish-white to satisfactory

reddish-white, oblong,
biconvex film-coated tablets

with score-line.

IDENTIFICATION

Levofloxacin (HPLC) tR (sample) ~ tR (standard} i+ or - 5 %) conforms
- Levofloxacin (optical rotation) -85° to -115 * -102 °
ASSAY
- Levofloxacin (HPLC) 475 to 52% mg/tab 501 mg/tab
TESTS

= IMPURITIES (HPLC)

. Single impurity <or =0.2 % <0.1 %
. Total impurities <or =0.6% 0.1 %
- DISSOLUTION

0=80% in 30 minutes (S1 & 52 only)
. Stage 1 : Number of units out 0 4]
aof 6 < Q + 5 1

rap_coa_rasultats v5 Fage 1 7 2



Certificates of analysis /

Batch certificate SA N O F I J

Usine Compiégne

SANOFI WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex - 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 9N55F Manufacturing Date 05-JUN-2019
OF 000009226637 Expiry Date MAY-2024
Presentation BLI 1 X 10
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB0823410P Version CoA 5
— ———
Tests Specification Results

- UNIFORMITY OF DOSAGE UNITS

{Mass variation)

Complies with Ph.Eur. requirements

. Stage 1 : Acceptance value for < or = 15.0 % 1.7 %
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 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: HPF / FR / 154/2017

Dacision Accepté/Accepted

Decision Date 09-JUL-2019 07:006

Quality Pharmacist/Qualified person Marielle Benard
N

This certificate has been electronically signed from a validated LIMS.
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