AEKJIAPAIISI O COOTBETCTBHMUA

AEKJAPAHT, TPHHAMAIOIH M JEKJIAPAIIMIO O COOTBETCTBUH

AO "Canogpu Poccus"

3apecucmpupoeano | Mesxcpaiionnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mocksa, yn. Teepcras, 0. 22. Teneqon:8 (495} 721-14-00

B auye: enepanvuurii dupexmop Adaman H.B.

Hosepennoe nuyo: Cmenanoe C.C., doeepennocms 6/n om 12.10.2015 2,

3AABJISIET, YTO

Aexapemeentoe cpedcmen. Tasanux mabnemiu noxpeimoie nienoynoil oborouroit 250 me 10 wm., ynaxoexu
Aveurogwre Konmypuvie (1), nauxu kapmounsie, PY Ne IT N012242/01 om 11.08.2011 estoano Canogu-Asenmuc
Howtunand I'mo X, cepun 7J724AC, napmun 9010 ynarosox, 200en oo 01.03.2022, npouzeoocmea Canou
Bunmpon Hnoycmpus, @panyus, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France, ko0 OKITA2 21.20.10.191, xo0 TH B3 3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010,
ungotic No 9085268602 om 30.10.2017

COOTBETCTBYET TPEBOBAHUSIM
IINQI2242/01-110811 uzn. No 1-2

JAEKJTAPAIIUSA [IPHUHSATA HA OCHOBAHHH
npomoxon ucheimanut No 2801 0 om 08.11.2017 HIT OO0 HI] "®PAPMOEOPOHA" ammecmam
axxpedumayuy POCC RU.0001.21DJI40, Cepmugpusam POCC FR.®OM08.C99697 om 08.11.2017

HHSITHUSE NEKJIAPALIAM 08.11.2017

- ;f_‘_;{,lEI‘/JICTBI/ITEJILHA RO 01.03.2022
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CBEJEHUSI O PETUCTPAIINN

OPI'AH IIO CEPTU®UKAIINH, 3APETHCTPUPOBABIIHI JIEKJAPAITHIO

RA.RU.11®M08 OPI'AH 11O CEPTHOHKAILJUH HPOJVKIIHH OFIJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA"

adpec opeanusayuu: 105062, Poccus, 2. Mockea, @ypmannwiii nepeynox, 10, 1, adpec opeana no
cepmuuxayuu. 115280, Poccus, 2. Mockea, y1. Macmeprosa, 4, 5, men. [(495)788-02-88, seb-caiim. oyxr.pe.

AEKJIAPALIAA G COOTBETCTBUM 3APETHCTPHPOBAHA N POCC FR. DOM08. 481672
JATA PETUCTPALIAM 08.11.2017

/22“}[ Kayan E.B.
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SANOFI
Canodu Bunarpon HUuaycrpus, Opanmus
56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex-France
CEPTHO®HUKAT AHAJIU3A

Tapanuk®, rabieTky NOKPHITLIE IUIeHOUHOH 060a0uKoit 250 Mr 6.mcreps —10-N1
Cepus: TJ72AC
Ipouzeenen: 21/03/2017

T'oxen no: 03/2022
H: TIN012242/01-110811

HOKA3ATEJIHU HOPMBI PE3YJIbTATHI
Onzcanne HpononrosaTsie IBOAKOBLIIVKIIbIE TAOIETKY C COOTBETCTBYET
pazjienuTe RO 60po3 Kol ¢ 06eux CTOpoH,
IIOKPBITEIE 000I04KOH, 611eIHO-KEATOBATO-PO3OROTO
IBETA.
HonnuzgocTs Rt(o6pazua) = Rt (crangapra) (+ 5 %). COOTBETCTBYET
JieBodIokcanuna Ot munyc 85 mo munyc 115 -102°
OnHOpOaHOCTE AV <15,0% 22%
IO3UPOBAHMS
Ioreps B Macce ripu He 601ee 4,5 % COOTBETCTRYET
BEICYIIHBAHHH *
PacTtrOpenue He menee 80 %(Q) or 3assnennoro coaepixanus COOTBETCTBYET
7eBOQIIOKCAlMHA NODKHO HEpeiTH B pacTBOp depes
30 MHH.
Hocroponnue npuMecH | — moas eIMHUINAS NPAMecE: e Gonee 0,2 Y% <0,1 %
~ CyMMa IipumMeceil: ne Gonee 0,6 %. 0,1 %
Konugecrsennoe Ot 237,5 no 262.5 mr aepodokcauuna/Tabm. 248,6 Mr/Tadm.
onpeneleHue
Muxkpobuonoruyeckas Kareropus 3A. COOTBETCTBYET
uncToTa*

" — nokaszatens BmelieH (HPMOH B COOTBETCTEHH C TpeDoBaHUAMY, TPHHATHIME B PD
CTaHJapTH3AllHK JaHHOH JIeKapcTBEHHOH (GOpMBL, H He BK/IIOYEH B CEPTA(QHKAT aHATH3A (PHPMEL
Kauectso npenapara no 3ToMy nokasateliio rapaTupyercs pupMOoii.

YkazaHHas CepHS TIPOM3BEACHA B COOTBETCTBHH C  ACHCTBYIOIMMH  TPeOOBAHHSMH
PETHCTPAINMOHHOI0 J0Che M NPaBHIAMH HaJUlexallel MPakTHKH MPOH3BOJACTBA JIEKAPCTBEHHEIX
cpencrs (GMP).

Kaxne-nu6o 3Ha9MMble WM KPUTHYECKHE OTKIOHEHHS OT PErNIaMEHTHPOBAHHLIX TIAPAMETPOR He
3apersCcTpHPOBAHEL

GBI 7
Hijo:. $ T8anang

Pemenue: Bemymen 13/10/2017 YIOTHOMOYCHHOE, IO

AQ «Canodin Pocouns ~ L
Apec: 123009, Mockra, you. Teeperan, 22, Ten.: (4953 721-1400. dakc: 1495) 728-1411. www.sanofi.ru




Certificates of analysis /

Batch certificate SA N O F g ¥
SANOFI WINTERCOP 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 81338810
TAVANIC 250MG 10CP RU

Lot number 7J12Z2RC Manufacturing Date  21-MAR-2017
OF 000009214101 Expiry Date MAR-2022
Presentation BLT 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB0822310P Version CoA 5

Method reference CMP-TCQ-00057 v9.0

APPEARANCE

Satisfactory

IDENTIFICATION

- Levofloxacin (HPLC) conforms

- Levofloxacin (optical rotation) -102 °

ASSAY

- Levofloxacin {HPLC) 248.€ mg/tab

TESTS

-~ IMPURITIES (HPLC)
Single impurity

Total impurities

- DISSOLUTION

Q = B0% in 30 minutes (S1 & SZ only)
Stage 1 : Number of units out

of B < Q+ 35 %

~ UNIFORMITY OF DOSAGE UNITS
Complies with Ph. Eur requirements
{Mass variation)

Stage 1 : Acceptance value for
10 units (L1}

~

SANOFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTINENTAL, successor of AVENTIS PHARMA'
successor of USIPHAR. ot
Manufacturing Authorisation Number : M17/121. :
I hereby certify that the above information is authentic and accurate. This batch of peruthh%
manufactured, including packaging and quality control in full compliance with GMP requiremgat
Regulatory Authority ?f‘;x/

rap_coa resultats vh



. Certificates of analysis /
Batch certificate S A N O F i %

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

Tel : + 33 (0) 3.44.38.44.38

Faz ; + 33 (0) 3.44.40.49.49

CMP B1338810
TAVANIC 250MG 10CP RU

Lot number TIT2AC Manufacturing Date 21-MAR-2017
OF 400008214101 Expiry Date MAR-2022
Presentation BLI 1 X 10

Type TABLET, FILM COARTED Market Name Russian Fed.
Certificate Name CMP FBO822310P Version CoA 5

A,
=

>
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 GME,

Decision Accepté/Accepted

Decision Date 13~0CT-2017 17:35

Quality Pharmacist/Qualified person S Tsanang

This certificate has bezen electronically signed from a validated LIMS.

rap_coa_resultats v5




