| JEKJAPAIIUS O COOTBETCTBUM

JEKJIAPAHT,; MPHHUMAIOIHA JEKJIAPAITHIO O COOTBETCTBUH

AO "Canogpu Pdccus”

Ceedenun 0 peeﬁcmpayuu opzanwaayuu; Mexcpaiionnas uncnexyun Qedepanoroil nano2080t cayncbvl N2 46 no
2. Mockse 01, 0)‘52008 OI'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009;i2. Mockea, yn. Teepckan, 0. 22. Tenegpon/haxc: 8 (495) 721-14-00/ 721-14-11

B nuye: enepahbnuiii dupexmop Mowoic O.A.

Hosepennoe nulo: Knoxoea I0.C., dosepernocmy 6/u om 01.12.2017

3ASIBJAET, YTO

nexapcemeernoe cpeocmeo. Tasanux, mabremxu nokpoimule nrenoynoti obonovkod 500 mz 10 wm., ynaxosxu
Ayeiixoevie Koxmypruie (1), nauxu kapmonnvie, PY Ne IT N012242/01 om 11.08.2011 ewidaro Canoghu-Asenmuc
Hoiiunanod I M%:‘:epua 87494, napmus 52430 ynaxoeox, 200en do 31.01.2024, npouzeodcmea Canogu
Bunmpon Huoyempus, @pavyun, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France, ko0 ORIIJ[2 21.20.10.191, kod TH B/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
uneotic Ne|9085845514 om 02.09.2019

COOTBETCTBYET TPEBOBAHHUAM
ITN012242/01- i]l 811 uzm. Ne 1-2

AEKJIAPAIIAS I[PHHHTA HA OCHOBAHMH
NDOMOKOA UCNbl dreuti Ne 27990 om 11.09.2019 HJT 000 HI[ "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.OM08.C48021 om 11.09.2019

Knoxosa IO.C.
O.N.0

CBEJEHUSA O PEI'TCTPAIIMA

OPr'AH ITO Cﬁl’THCDI/IKAIIﬂPI 3APETHCTPAPOBABIITAN NEKJIAPALTHIO

RA.RU: 1¢M08| PIAH 110 CEPTHOHKAIIHH ITPONVKUHH OBIECTBO C O PAHHYEHHOH
OTBET CIIBEHH’ CThIO "OKPY)KHOH IJEHTP KOHTPOJIT KAYECTBA",

adpec opeanusm#zgu 115280, 2. Mocksa, yr. Macmepxoéa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucghuxayuu; JI15280 POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, am. 5., men.:(495}788-02-88, aeb-
caiim: oYK, qu 1

Hunenxo U.B. )
Pykosogurtens OC




Ceprudurar ananuza /

Cepruduxar anammza cepun = SANOFI Y

«CAHOOHM BHMHTPOIT MHOYCTEHA»

S6, PyT me llyasu o Bak MponzBoOCTBEHHAA NAOMIAOKa

KoMneexs
60205 KOMINBEHE ¢panuma
Tem.: + 33 (0) 3.44.3B.44 .38
dakc: + 33 (D) 3.44.40.49.49
CME 81338910
TABRHHWK 500 MI’ 10 TAEN., POCCHA |
Homep cepuu 8T49A HarTa npoM3BOOCTBA 26 -0EB-2019
M3 000009228096 HJaTa ucrTedeHusa cpoka SAHB-2024 |
TORHOCTH |
o BJIHCTEP 1 X 10 |
NRKOBEH TABMETKM, [OKPHTHE IIEHOUHOM !
¥ OBONOYKOM Crpasxa-muMnoprep Poccuiickan Qenepauma
Homep ceprupnkara CMP F80B23410P Bepcua ceprudurara 5
aHanu3a -
HUcnbiTaHuA CneumntbrKalmMa Pe3synbTath
| Cchka Ha ONMCAHME AHANMTUYECKON
e T It CMP-TCQ-00067 Bepcua 9.0
OMHUCAHUE
TafseTKM NPOAONTOBATHE
TBOAKOBHMY KIHE COOTBETCTEYET
GaegHO -XeNTOBATO ~PO3OBOIC UBETA ,
NOKPEITHE NASHOYHON COOJOUKOM,
C PHMCKOM C o0eMX CTOPOH.
MNOARHMHHOCTE
- JlepodmorcaumH {(BIIG) ?z éog?aaua) = L, (FRErgEet, COQTRETCTBYET
- JNepodnorcaumn (onTHYeckoe BpasieHne) oT -B5° go -115° =104 *°
KOJMYECTBEHROE OINPEAENEHHE
- JNlepodmorcaumn (BIKK) 475-525 Mmr/rati. 499 Mr/Tabn.
MCIHTAHWA
- TIPMMECH (B3XX)
EnMHUYHAA NPUMECH £0,2% < 0,1 %
Ofmee comepxaHME OpUMEeCeit £ 0,6 % 0,1 %
- PACTBOPEHHE
Q = 80 % wepe3s 30 mMHYT (TOnNbkKO OnNA
51 ¥ S2)
Cragva l: KOJMMUECTBO eIMHMLL 0 0
3 6 < Q + 5 %
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Cepruduxkat ananusa /

Ceprudukat aHanusza cepum SANOFI . Y |

«CAHOOKM BHHTPON MHOYCTEMA»

Mpowu
56, Pyr ne Nyasu o Bax pPOM3BONCTREHHAA MIOmanKa

KoMnbeeHs
60205 KOMINBEHbL ®panwma
Ten.: + 33 {0) 3.44.38.44.38
daxc: + 33 {0) 3.44.40.49.49
CMP 81338910 1
TABAHHMK 500 M 10 TABJ., POCCHA |
HomMep cepuu 8T49n0 daTa NpOM3BOACTBA 26-¢EB-2019
M3 000009228096 lara ucredenun cpoka SHB-2024
FOMHOCTH
Tear BIMCTEEF 1 X 10 _
P TABNETKM, NMOKPHTHE HAEHOYHOHU
OBOJIOYKOH CTpaHa-uMNopTep Poccuiickas denepauns
Homep ceprupuxara CME FE0823410P Bepcua cepTugurara 5
aHanusa -
HcnbitaHua Cneundukayma Pesynbrathl |
- QIHCPOOHOCTL HO3HMPOBAHMA
(ne macce)
CooreeTcTRyeT TpebomauuaM EBp. dapm.
CramMa l: NOKABATENb NPHEMIEMOCTH SEISTONY 1,9 %

10 eauuun (L1)

«CAHOOK BHMHTPON MHAYCTPMA» — npasonpeeMHMK «ABEHTHC MHTEPKOHTHHEHTAIl», nparonpeemMHux «ABEHTHUC OAPMA
CINEUMANHTHC», npaBonpeeMmunk «YCHOAP».

NMueH3MA Ha DPOMSBOOCTBO W: M17/121.

HacToAmMM A NONTBEPKNAK, HTC NPUBEOEHHAA Bulle MHPOPMAUMA ABNAETCA BEePHONU U TOYHOW. TIPOMIBORACTBD HAHHONR
cepMu NpOAyKTa, BKAPUAA YNAKOBKY, MapKMPOBKY M KOHTPOJNE KayeCTBA Ha YKA3aHHHX BHIle OOLEKTax, NOJHOICTLD
cooTeercTByeT TpebGomaumam Hannexameld npoM3BOACTBEHHON npakTHiM (GMP) MECTHOTO KOHTDOJMPYREEDD opraHa

4 Takse cneuMbMKALMAM, YKASAHHEM B PerMcTpallioHHOM YOOCTOBEpPEHWMM CTpaHH-MMnooprepa. [o pesyabrarTaM NpoBEDRM
3anucell ¢ NPOMIBORCTEE, YNAKOBKE W aHANM3E ceépuMy ObNO YCTAHOBJEHO COOTBETCTEBMe TpefoBaHMAM GMP.

Ceprudmrar coorsercTBuA GMP: HPF/FR/154/2017

PemeaHn1e OpoGpeno

HJaTa u BpeMs 21-ABI'-2019 18:30

KBamduIpp OB AHHEDT
eB T/ YONHOMOYSHKOS NMLO P i) —

HDaHHED! cepTudUKaT aHanmsa NOONMCAH BIEKTPOHHOM NOANMCHEY Yepe3 BAJMAMDOBAHHYD cHoTeMy LIMS.
P fo

P.Bassinc

rap coa resultats v5 CTpa;;ualﬂ



Certilicates ot analysis /
Batch certificate

SANOFI 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

SANOFI 7

Usine Compiégne

CMP 81338910
TAVANIC 500MG 10CP RU

Lot number 8T49A Manufacturing Date
QF 000009228096 Expiry Date
Presentation BLI 1 X 10

Type TABLET, FILM COATED Market Name
Certificate Name CMP F80823410P Version CoA

—————————— e ——

Tests Specification

26-FEB-2019
JAN-2024

Russian Fed.

Results

Method reference

APPEARANCE
Pale yellowish~white to
reddish-white, obleang,
biconvex film-cocated tablets
with score-line.

IDENTIFICATICN

~ Levofloxacin (HPLC) tR (sample) ~ tR (standard} (+ or - § %)

- Levofloxacin (optical rotation) -§5° to -115 °

ASSAY

- Levofloxacin (HPLC) 475 to 525 mg/tab

TESTS

- IMPURITIES (HPLC]

. Single impurity <or =10.2 %
. Total impurities < or =0.6%
~ DISSOLUTION

0=80% in 30 minutes (Sl & S2 only)
+ 8tage 1 : Humber of units out 0
of 6 <0+ 5%

CMP-TCQ-00067 V8.0

Satisfactory

conforms

-104 °

499 mg/tab

<0,1 %

0.1 %

rap coa rasultats vs
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Certificates of analysis /

Batch certificate SANOFI b)

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 8T494 Manufacturing Date 26-FEB-2019
OF 000009228096 Expiry Date JAN-2024
Presentation BLI 1 X 10
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F80823410P Version CoA 5
= = ————e——
Tests Specification Results

= UNIFORMITY OF DOSAGE UNITS
{Mass wvariation)
Complies with Ph.Eur. requirements
Stage 1 : Acceptance value for < or = 15.0 % 1.9 %
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

Decision Accepté/Accepted
Decision Date 21-AUG-2019 18:30

Quality Pharmacist/Qualified person P. Bassino

k.

This certificate has been electronically signed from a validated LIMS.
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