NEKJIAPAITS O COOTBETCTBUH

JEKJAPAHT, IPUHAMAIONIAI JEKJAPAIIIO O COOTBETCTBHHA

AO "Canogu Poccun"

Ceedenun o pezucmpayuu opzanuzayuy. Mexcpationnan uncnexyusn Pedepanvroii nano2o8o ciyxcbor Ne 46 no
2. Mockae 01.01.2008, OI'PH 1027739079940, oama npuceoenua OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepckan, 0. 22, Tenechorn/dpaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvuviii dupexmop Monc O.A.

Hosepennoe nuyo: Cmenanoeg C.C., dosepenrnocmv 6/n om 01.12.2017

3ASABJIAET, UTO
RexapcmeenHoe cpedcmeo. Tasanux, maGremuu nokpotmote naenoyrnol obonouroit 500 mz 10 wm., ynaxosxu

Aveuxoavie kowmypuuie (1), nauxu xapmonnere, PY Ne IT N012242/01 om 11.08.2011 evidano Canogu-Aeenmuc
Hodiunano Im6X, cepun 8P43F napmus 15360 ynaroeox, eoden do 30.09.2023, npouzsodemea Canogu
Bunmpon Hudyempua, Qpanyun, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France koo OKII/]2 21.20.10.191, xed TH B3/ 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085319199 om 08.01.2019

COOTBETCTBYET TPEBOBAHHSIM
IIN012242/01-110811 uzm, Ne 1-2

JEKJTAPAITHS ITPUHSITA HA OCHOBAHMA
npomoxon ucneimanuii Ne 1070 om 18.01.2019 HIT OO0 HI] "O®APMOEOPOHA", ammecmam axxpedumayuu

POCC RU.0001.21®DJI40, Cepmugpuram POCC FR.DOM08.C31773 om 18.01.2019

,l[A'I’A HPHHSIT WA TEKJIAPAIIN /8.01.2019

}IEKJIAPAIIHH JEACTBATENBLHA JIO 30.09.2023

M.IT.

Crenanos C.C.
Ch D H1.0
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CBEJEHHUSI O PETUCTPALINH

OPI'AH IO CEPTU®UKALH, 3APET MCTPUPOBABII AN JEKJIAPAITHIO

RA.RU. 11®OM08 OPIAH ITO CEPTHOHKALIHH ITPONYKIIHH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYKHOU IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oyxxr.pa.

AEKJIAPATIMA O COOTBETCTBHUM 3APETHCTPHPOBAHA M POCC RU JJ-FR.DM08.4.12959/19
JIATA PEI”HCTPAHI/II/I 18.01.2019

Q"; \.-Tr.!_,,{& ffn,

wCrpd LT, \ 7
T ROMTPOT %w ! %}g}} \ Junenxo KL.B.

Hend A % T g
Teplar @6 nomHeE Pyxosoautens OC

f G cepy Wz;zm
EBN }" o
1% m@? v

“-, = MOC‘QG
"1'1 T _,,»6-




Cepruduxar aHaansa /

Cepruduxar anamma cepun SANOF]

«CAHO®M BHHTPROI HHAVCTPHUA>

TpousBoHCTBEHRAH IT a
56, Pyt me liyasm o Baxr P i Eile} i §:a

KoMnbeHb
60205 KOMIIBEHE ®paHims
Ten.: + 33 {0} 3.44.38.44.38
darc: + 33 {0) 3.44.40.49.49
“cmp B13zseic T
i TABAHKHK 500 MI’ 10 TABJ., POCCHA
HoMep cepn 8P43F Hama npoMspolcTBa 17 OKT 2018 r.
W3 000009221640 flaTa mcrededmsa cpoka CEH-2023
: TORHOCTH
Por BJIWCTEF 1 X 10 N
[ ST— TAEJETKM, [TOKPHTHE AEHOUHOU
OBCITOYKOM Crpana-yMroprepn Poccowiickan Cenepaums
Homep ceprudukarTa OMP F80B23410P Bepcra cepTumMraTa 5
agammpza
HUcnbiTanmna Creymndmranmn PesynbraTtbt
CCRNKA Ha ONMCARME aHAmMTWSRCKOM s - -
ME TONKIL CME-TCO-000667 Bepcua B.G
CIMCAHVE
TAa0JeTKH NPOACNTOBATHE
ABOAKOBKITY KIHE COOTBRTCTBYE?
GenHo - KeATORATO -POBOAOTIG UBETA,
JIOKPHTEE [eHOYHON ofomoukoii,
| ¢ pucroR ¢ ofeux cEopoH.
| IOANVMHHOCTE
5- fenognorcauud (BINK) ?Z éog?aﬁua) = BY (craunapra) COOTRETCTEYET
;— HJepognoxcaums (ORTHMMECKCe BpauleHme) oT -85¢ moe -115° -103 °
i KOJMYECTBEHHOE OIPEHENEHUE
P Jepodnoxcaums {BIKX) 475-525 Mr/rabmn. 499 mr/Tabn.
| MCTIHTAHMA
.- OBIRMECH {B3XX)
ENMHUYHAS NPHMEChH <90,2 % < 0,1 %
OBmee copepxaiie npHMecen £ 90,6 % G,1 %
| - PACTBOPEHME
‘0 = B0 % uwepez 30 mHYT (TONBKC DRA
51 m S2)
Cramsa 1: ROJMMYSCTRO ERMHMU 0 1]

ua 6 < Q + 5 %

rap coa resultats v5 Crpanunall2



Ceprudukar ananunza /

Cepruduxar anamma cepun SANQOF|

«CAHOGY BMHTPOII MHOYCTPHS»

BEHHAA IL d
56, Pyr me Nyasn o Bak flpouzaBOOCT JICWaAKE

KoMiibens
60205 KOMIBEHE ®panums
Ten.: + 33 (0} 3.44.38.44.38
Paxc: + 33 (0) 3.44.40.49.49
) CMP 81338910
TABAHUK 500 M 10 TABJ., POCCHR
Homep cepum BP42F HaTa npouM3BONCTES 17 OKT 2018 1.
3 000009221640 bDaTa sucreuenisa cpeoxka CEH-2023
| TORHOCTH
- BAMCTER 1 X 10 .
H S—— TABHETKKL NOKPHTHE MJEHOYHOM
¥ OBQIOYKON CrpaHa-uMnoprep Poccuiickas denepauus
Homep cepruguxara CMP FB0B23410P Bepoua cepTuduxara 5
: McnbtTaHua Creundrrauna Pezynwrarol
%— CAHCPOEHOCTL IO3UPOBAHMA
¢ {no macce}
kw%wuwmrm%mwmﬂw.%m.
i, Cranusa 1: noKazaTendk NPUEMIeMOCTH £ 15,0 % 1,3 0%

?10 enunuy, (L1)

| «CRHOOGM BHRTPOII MHAYCTPMA» — npasonpeemanik «ABEATHC HHATEPKOHTHHEHTAN», npascnpeeMaux «ABEHTHC OAPMA

| CHEWHAIMTHC» , NpaBonpeeMHUE <YCHUOAP .

{fMueHsusa Ha NPOM3BONCTEO W: M17/121,

‘HacToauwm A NOATEEPKNAN, UTO NPUBENEHHAN BeLe unfopMauna ABARETCA BepHOM M TOUHOW. [POMSBORCTBO HNaHHOM
CepuyM NOPORYKTa, BKIOYaA YNAKOBKY, MAPKMPOBKY M KOHTPONbL KAYSCTBA HA VKABAHHHX BHWE OO0LEKTAX, HONHOCTRI
COOTBETCTRYeT TpeboBaHMam Hannexameld NpoM3BORCTEEHHON nparTumy (GMP} MECTHOTC KOHTDONMPYOMETo OpraHa ;
& raxke Cnenn(KalNgM, YKA3aHH M B PeTUCTPALMOHHOM YEOCTOBeDeHiM CrpaHs-uMaoprepa. [lo pesyrnTaTtaM OpOBEpKM
3anucell 0 NPOMBIBORCTBE, YNAKCBKE ¥ aHamMise cepur CHJIO YCTAHGBASHO COOTBETCTBUEe TpeGopaniuaM GMP.

Ceprudurar cooTBeTCTBMA GMP: HPF/FR/154/2017

: Pamexue QroGpenc

‘HaTa m npemMs 16-JIEK-2018 16:56
| KsamdnppoBanHLET

‘ C TcadHaHr
. apManeBT/YNONHOMOYEGHHOS MO

LaHHeD! CepTH{MKAT ZHARKSE NOANMCAH SHEKTPOHHON NOMNMCL ¥Yepes BAMMAMPOBAHHYX CHCTeMy LIMS.

rap coa resultats v5 CTpaHMquimmm



Lerurncates o1 analysis /

Batch certificate S A N O F‘ !

Usine Compiegne

SANOFI WINTHRCP INDUSTRIE

56, Route de Choisy-au-Bac
60205 COMPIEGHNE Cedex - France
Tel : + 33 {0} 3.44.38.44.38
Fax : + 33 {0} 3.44.40.49.49

CMP 8133891¢

TAVANIC S00MG 10CP RU
Lot number BP43F Manufacturing Date 17-0CT-2018
OF 000C09221640 Expiry Date SEP-2023
Presentation BLI 1 X 1¢
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB0823410P Version CohA 5
Tests Specification Results ]
Method reference CMP-TCQ-00067 VvB.0
APPEARANCE

Pale yellowish-white to Satisfactory

reddish-white, coblong,
biconvex film-ccated tablets

with score-line,

IDENTIFICATION

- Levofloxacin (HPLC} tR (sample) ~ tR {(standard} (+ or - 5 %) conforms

- Levofloxacin (optical rotation) -85° to -115 ° -103 °
ASSAY

- Levofloxacin (BPLC) 475 to 525 mg/tab 49% ng/tab
TESTS

- IMPURITIES {HPLC)

Single impurity <or =~ 0.2 % <G.1 %
. Total impurities <or = (},6 % 0.1 %
- DISSOLUTION

0=80% in 30 minutes (S1 & S2 only!}
Stage 1 : Rumber of units out ¢} 6
of 6 < Q + 5 %
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Certilicates ot analysis /

Batch certificate S A N O F i
SANOCFI WINTHROP INDUSTRIE

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

Tel : + 33 {0) 3.44.38.44.38

Fax 1 + 33 (0) 3.44.40.49.49

CMP 81338910
TAVANIC 500MG 10CP RU

Lot number BP43F Manufacturing Date  17-0CT-~2018
oF 000009221640 Expiry Date SEP-2023
Presentation BLI 1 X 1€

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

Tests Specification Results

~ UNIFORMITY OF DOSAGE UNITS
{(Mass variation}
Complies with Ph.Eur. requirements
Stage 1 : Acceptance value for < or = 15.0 % 1.3 %
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
Regqulatory 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

Decision Bccepté/Accepted
Decision Date 12-DEC~2018 16:56
Quality Pharmacist/Qualified person S Tsanang

This certificate has been electronically signed from a validated LIMS.
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