JTEKJIAPAIIMISI O COOTBETCTBUH

AEKJIAPAHT, MPHTHUMAIOIIHN TEKJTAPAITHIO O COOTBETCTBUU

AO "Canogu Poccua”

Ceedenus o pezucmpayuu opzanusayuu.; Medxcpaiionnas uncnexyus Dedepanvholl Han02060H cayxcbor Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, ya. Teepcras, 0. 22. Tereghon/daxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvuviii dupexmop Monxc O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

| 3AABJLIET, YTO

| nrexapcmeennoe cpeOcmeo: Tasanux, mabnemxu noxpeimuie naeHouHo obonouxoii 500 mz 10 WM., YRAKOSKH

| aueiikossie xoumypruie (1), nauiu xapmounvie, PY Ne IT N012242/01 om 11.08.2011 evidano Canogu-Agenmuc
Hotiunano IméX, cepus 8NT3A, napmus 43500 ynaxoeox, zo0en 9o (1.08.2023, npouseodcmea Canoghu

| Bunmpon Hudycmpus, Opanyus, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,

| France, ko0 OKIIZ2 21.20.10.191, xod TH B3I 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
ungouc Ne 9085311035 om 26.10.2018

COOTBETCTBYET TPEFOBAHMSM
11 NQI2242/01-110811 uzm. No 1-2

AEKJIAPATINS TIIPMHSITA HA OCHOBAHUU
NpomoKon ucnoimanuti Mo 3243 0 om 02.11.2018 HIT 00O HI "®APMOEOPOHA", ammecmam
arxpedumayuu POCC RU.0001.219/140, Cepmugpuxam POCC FR.OMO8.C26751 om 06.11.2018
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SANOFI

Canodu Buntpon Uuaycrpus, ®parnus

56, Route de Choisy-au-Bac

60205 COMPIEGNE Cedex-France

CEPTHO®HUKAT AHAJIM3A

Tapanux®, rabiaeTku, NOKPHITHIC IICHOYHOH 000a04uKol 500 Mr 6aucTepnr — 10-N1

Cepus: SNT3A

IIpoussepen: 28/08/2018
I'ojen no: 08/2023
HIO T1N012242/01-110811

NNOKA3ZATEJIN HOPMBEI PE3YJIbTATBI

Onucanne [Mpoaonroeatsle ABOAKOBLINYKIbIE TA0NETKY ¢ COOTBETCTRYET

paznenuTensHoil Hopozakoii ¢ obenx cTopow,

NokpsIThie 000NOUKOH, GieAHo-x)eNTOBaTO-

PO30BOTO L{BETA,
[ToanunHOCTE Rt (o6pasua) = Rt (crannapra) (x 5 %). CootBeTcTBYET

Ot munyc 85 no munyc 115 - 100
ONHOPOAHOCTE AO3UPOBAHUS AV <15,0% 2.8 %
TToreps 8 Macce NpK BeIcyuIMRaHuB* | He Gomee 4,5 %. COOTBETCTRYET
PactBopenne He menee 80 % (Q) oT zasBAeHHOrO cofepxaHns COOTBETCTBYET

neBo(OKCAIIMHA JOMKHO NMEPEHTH B paCTROP

yepes 30 MuH.
[TocTopoHHKe IpUMecH - mobas eqnHUYHAS mpuMeck: He Gonee 0,2 %;

— cymMa nipumeceit: ne Gonee 0,6 %. 0,1 %

0,1 %
Konuuectsendoe  onpenenexnue Ot 475 po 525 mr nepoduiokcaunHa/radm.
_ 500 mr/Tabn.

Muxpobuonorudyeckas quctora* Kareropus 3A. COOTBETCTBYET

* — moxazarejb BBeneH (UPMOH B COOTBETCTBHH ¢ TpeOOBaHHAMH, NPHHATHIMH B PO
CTAaHJAPTU3ALKH JaHHOH NeKapcTBeHHOH (OpMBI, U He BKIIOYEH B cepTH(HKAT aHamu3a (PUpPMEL
Kauectso npenapara no 3ToMy NoKa3aTeNlto rapaHtTupyercs GupMoi.

Vkazannas CEpHAI IIPOH3BCACHA B COOTBCTCTBHH C llefiCTBYIOIHHMI/I

TpeCoBaHMAMHU

PETHCTPAIMOHHOTO OOChC KB HpaBHIaMH HaIC)KanIeH IPAKTUKH NPOH3BOACTBa JICKApPCTBCHHBIX

cpencts (GMP).

Kaxune-nubo 3HaYHMEIC HITH KpHTHYCCKHE OTKIOHEHHA OT DErNTaMCHTHPOBAHHBEX IIapaMCETPOB HE

3aperucTpUpOBaHEL

' Pemenue: Beutymen 09/10/2018

" Vnonaomouerroe uno: S Tsanang 7

AQ «Canodsi Poceisn

Aspec: 123009, Mocksa. ya. Teeperag, 22, Tea: (393) 721-1400. thae: (493) 721-141 1. www.sanofiru




Certificates of analysis /
Batch certificate SANOF]
SANQFI WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac Usine Compiégne
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 8NT3A Manufacturing Date 28-ALG-2018
o 000009222894 Explry Date AUG-2023
Presentation BLI 1 X 10

Type TABLET, FILM COCATED Market Name Russian Fed.
Certificate Name CMP £80823410P Version CoA 5

¥ CMP-TCQ-00087 V8.0

o Specification

Method reference

APPEARANCE :
Pé}e-yélloﬁi§h4whife7td' i satisfactory
IDENTIFICATION ;
- Levefloxzacin (HPLC) " conforms
~ Levofloxacin (optical rotation) S =100 °
RSSAY
- Levofloxacin (HPLC) 500 mg/tab
TESTS
- IMPURITIES (HPLC}
Single impurity 105
. Total impurities 108
- DISSOLUTIOCN
0=80% in 30 minutes (Sl & S2 only)
Stage 1 : Number of units out ]

of 6 < Q + 5 3%
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Certificates of analysis /
Batch certificate S ﬁz N

Fi

UGsine Compiédane

SANOFI WINTHRGOP INDUSTRIE

56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex - France
Tel @ + 32 (0) 3.44.38.44.38
Fax : + 33 (0} 3.44.40.49.49

CMP 81338910
TAVANIC 500MG 10CP RU

Lot number BNT3A Manufacturing Date 28-AUG-2018
oF 000009222894 Explry Date AUG-2023
Presentation BLI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB80823410P Version Col 5

,,

- UNIFORMITY OF DOSAGE UNITS

(Mass variation)

Complies with Ph_Bur. reguirements
Stage ! : Bcceptance value for

10 units (L1}

SANCFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTINENTAL, successor of AVENTIS PHARMA SPECIALITES,
successor of USIPHAR.

Manufacturing Authorisation Humber : M17/121.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality centrol 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

\.

Decision Accepté/Accepted
Decision Date 09-0CT-2018 11:44

Quality Pharmacist/Qualified person S Tsanang

This certificate has been electronically signed from a validated LIMS.
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