JEKJAPAITMSI O COOTBETCTBUAN

JEKJAPAHT, MPHHAMAYOII U1 JEKTAPAYIMIO O COOTBETCTBHH

AC "Canogu Poccua”

3apezucmpuposano . Mesicpaiionnan unenexyus MHC Poccuu Ne39 no 2. Mockee OTPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepexasn, 0. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye. Ienepanvnuit dupexmop Monae O.4.

Hosepennoe nuyo: Cmenanoe C.C., doeepennocme 6/n om 01.12.2017

3AABJET, YTO
nexapemeennoe cpedemeo: Taganux, mabnemxu noxpvimple HAeHOYHO 060a0yKoT 250 m2 10 wm., ynaxosxu

Ayetixoavie Konmyproie (1), nauku xapmonnvie, PY Ne I1 N012242/01 om 11.08.201] guidaro Canoghu-Asenmuc
Howunand ImoX, cepus 7PUIAD, napmua 10020 ynaxoeox, 20den do 01.10.2022, npouseodcmea Canogu
Bunmpon Hudycmpus, Ppanyun, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France, ko0 OKIIJ{2 21.20.10.191, xod TH B3/ 3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010,
uneoiic Ne 9085307890 om 01.10.2018

COOTBETCTBYET TPEBOBAHHSTM
I NOI2242/01-110811 uzm. Ne 1-2

JAEKJIAPAITIA TIPAHSITA HA OCHOBAHMHA
npomoxon ucnvimanuii Ne 2870 0 om 09.10.2018 HJI OO0 HI] "®APMObLOPOHA", ammecmarm
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuram POCC FR.PM08.C24683 om 10.10.2018

Crenanos C.C.
D.U.0
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CBEJEHHUS O PEIUCTPALINHA

OPT'AH IIO CEPTH®HMKAIIN, SAPETHCTPUPOBABIIHHI NEKJIAPAITHIO

RA.RU.11DMO08 OPIAH ITO CEPTHOHKAITHH NPOAVKI[HH OBIIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH I[EHTP KOHTPOJIT KAYECTRA",

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, sm. 5, nom. 1, xom. I, adpec opzana no
cepmuurayuu: 115280, POCCHA, 20pod Mockea, yi. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caum: oykr.pd.

AEKJAPALIASL O COOTBETCTBHM 3APETICTPUPOBAHA Ne POCC RU JI-FR. OM08.4.03543/18
,I[ATA PE&;@QTPAIH&H 10.10.2018

P& a‘f.‘_') A
(8 el A2y ) UE
ti{ 3‘ har fl; I\L’lﬂ}; i =1 /’{ _ b I[H.D,CHKD "
ROy PR igh 16, Pyxosomutens OC
Be: cepmuq!nmaz;uu: ‘

L’E




SANOF!

Canotu Buatpon Uanycrpus, Opanuus
56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex-France

CEPTUDHUKAT AHAJIM3A
Tapannk®, TabaeTKH DOKPBITLIE ILUIEHOYHOI 06010uK0li 250 Mr 61mcTepnl —10-N1
Cepns: 7PU9AD
Hpoussenen: 21/10/2017

T"ones no: 10/2022
HJI: 11 N0O12242/01-110811

INOKA3ATEJIA HOPMDBI PE3VJIBTATHI
Onucanue [IpogonroBaTsie ABOSKOBBINYKIIbIE TAONCTKH C COOTBETCTBYET
pasnenuTepHoi Oopo3aKoit ¢ 00eHX CTOpoH,
IOKPBIThIE 000I0UKO, 61€/JHO-KEeITOBATO-PO3OBOIO
LBETA,
HonmaaBOCTE Rt(obpasna) = Rt (cranpapra) (= 5 %). COOTBETCTBYET
JeBo(hIIOKCAIHHA Ot munyc 85 10 Munyc 115 -101°
OnHOpoaHOCTE AV <15,0% 1,7%
JO3UPOBaHHS
IToreps B Macce nipu He 6onee 4,5 % COOTBETCTBYET
BEICYIITUBAHUH#*
PacTRopeHue He menee 80 %(Q) o1 3asiBneHHOro conep:kanus COOTBETCTBYET
AeBOGIOKCALIMHA NOIDKHO NEePeiiTH B pacTBOp Yepes
30 mMuH.
HocTropornne npumecn | — mobas elHAYHAS OpHMeck: He Gonee 0,2 %, <0,1 %
~ CyMMa IpuMeceii: He Gonree 0,6 %. 0,1 %
KonpuecTBeunoe Or 237,5 no 262,5 Mr nesodioxcanuna/Tadi. 248,4 Mr/Tadi.
oTipeJieNIeHHe
MukpoOuonornueckas Kareropus 3A. COOTBETCTBYET
yucToTa*

*

— OOKa3aTelb BBeJeH (PUPMOH B COOTBETCTBMH ¢ TpeGOBaHMAMM, NPHHATHIMH B PD x
CTaHJAPTH3AUMH JIAHHOH JICKapCTBEHHON (POPMBI, W He BKIIOHYEH B cepTHHKAT aHamh3a QUPMEI
KauecTBo npenapara 0o 3ToMy MOKa3aTemio rapaHTHPYETCs GrupMoil.

YKazaHHast Cepus TIPOU3BE/ICHA B COOTBCTCTBHUM C  JCHCTBYIOIUMH  TpeGoBaHHAME
PETUCTPALIUOHHOIO JOChe M TPaBWIAMH HaJekKalledl NPaKTHKH IPOU3BOJCTBA JIEKAPCTBEHHBIX
cpencts (GMP).

Kakne-nu60 3HaYnMble MITH KPHTHYECKHE OTIIIOHEHHS OT Per/IaMEHTHPOBAHHBIX TAPAMETPOB He
3aperHCTPHPOBAHLI.

Pemenue: Bemymen 06/09/2018 YnonnoMmoyeHHoe auno: S Tsanang

AO «Canodn Poccnsi»
Aapec: 123009, Mockea. ya. Teeperag, 22, Tea: (4953 721-1400. dake: (495 721-141 1, www.sanolitu




Certificates of analysis /

Batch certificate S ﬁi N ? E

UGsine Compiégne

SANOFT WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex - France
Tel : + 33 {0) 3.44.38.44.38
Fay @ + 33 {0) 3.44.40.45.49

CMP 81338810
TAVANIC 250MG 10CP RO

Lot number TPUOAD Manufacturing Date  21~0CT-2017
OF 000009220608 Expiry Date QCT-2022
Presentation BLI 1 ¥ 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Nane CMP FBOB22310P Version CohA 5

Tests

Methed reference ; CHMP-TCE=-00057 v9,0

APPEARANCE

Satisfactory

IDENTIFICATION
- Levefloxacin (HPLC) conforms

- Levofleoxacin (optical rotation}

ASSAY
- Levofloxacin (HPLC)

TESTS
~ IMPURITIES (HPLC)
Single impurity

Total impurities

~ DISSCLUTION

Q = 80% in 30 minutes (S1 & $2 only)
Stage 1 : Number of units out

cof 6 < Q0+ 5 %

- UNIFORMITY OF DOSAGE URITS
Complies with Ph. Eur requirements
{Mass wvariation)

Stage 1 : Acceptance value for
10 units (L1)

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

Manufacturing Authorisation Number : M17/i21.

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and gquality contreol in full compliance with GMP requirements of the local
Regulatory authority

rap_coa_resultats v5 Page 1 / 2



Certificates of analysis /
Batch certificate gﬁa N ; E |
SAMOFI WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac Usine Compiggne
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 TPUSAD Manufacturing Date  21-0CT-2017
OF 000009220608 Expiry Date OCT-2022
Presentation BLI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F8082231CP Version CoA 5

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 06-SEP-2018 19:41

Quality Pharmacist/Qualified perscn S Tsanang

This certificate has been electronically signed from a validated LIMS.
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