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AEKJIAPAIIUSI O COOTBETCTBUH

JEKJIAPAHT, IPHHUMAIOIIHAN JEKJAPAITMIO O COOTBETCTBHH

AO "Canogu Poccua”

Csedenus 0 pezucmpayuu opzanusayuu. Mesxcpaiionnan uncnexyus Dedepanvroil Haro2o6ol cayxicboi Mo 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, ya. Teepckas, 0. 22. Tenegpon/paxc: 8 (493) 721-14-00/ 721-14-11

B auye: Ienepanvruiii oupexmop Monae O.A.

Josepennoe nuyo: Cmenanoe C.C., dosepenrocms 6/n om 01.12.2017

3ASABJIAET, UTO

nexapcmeernoe cpedcmeo: Taeanux, mabiemxu noxpeimeie nieroyro obonoukoti 500 Mz 5 wm., ynaxoexu
[uetixogbie koumypHote (1), nayku kapmounvie, PY Ne IT N012242/01 om 11.08.2011 evidano Canogpu-Asenmuc
Joiiunand Im6X, cepus 8T48F, napmus 54360 ynaxoeox, 200ew do 30.11.2023, npouseosocmea Canoghu
Bunmpon Hudycmpus, ®panyus, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France, xod OKIII2 21.20.10.191, koo TH B3/ 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
ungoiic Ne 9085328516 om 28.03.2019

COOTBETCTBYET TPEBOBAHH M
IT N012242/01-110811 uzm. Ne 1-2

JEKJAPAITUS IIPUHSITA HA OCHOBAHHHA
npomoxon ucnsimanuti Ne 9600 om 03.04.2019 HJT 000 HI[ "PAPMOBEOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21®DJ140, Cepmucgpuxam POCC FR.®OM08.C37484 om 03.04.2019

JATA IIPUHATHS JEKJTAPAIIMH 03.04.2019
NEKJIAPAHUA JEHCTBUTEJIBHA 1O 30.11.2023

P Crenauos C.C.
b O.HO

-
dexrgpann @Uﬂﬂ{
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CBEJEHHA O PETUCTPAIIMUA

OPTAH ITO CEPTH®HKAITHH, 3APETUCTPHPOBABIIHIN JEKJIAPAITHIO y
RA.RU.11OM0O8 OPTAH 110 CEPTHOHKAIJHH ITPOAVKIIHH OFL{ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",
adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepwosa, 0. 4, am. 5, nom. I, koM. 1, aopec opaana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men. (495)788-02-88, seb-
caim. oykx.pe.
JEKJIAPAITHA O COOTBETCTBHMH 3APETHCTPHPOBAHA M POCC RU J-FR. ®M03.A. 20550719
JAATA PETUCTPAITMH 03.04.2019
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Ceprudmxar anannsa /

Ceprudmxar ananma cepuu

«CAHOOM BMHTPOMN MHOYCTEHA»
56, Pyr me liyasu o Bax

SANOFI vz

NMpouseonacTeerHan naomanxa

Komnbeus
60205 KOMILEHL ¢panpssn
Ten.: + 33 (0) 3.44.38.44.38
Gaxc: + 33 (0} 3.44.40.49.49
CMP 81238510
TABAHMK 500 MT* 5 TAEN., POCCHMA
omMep cepum 8T4BF Jara npoussoncrea 28-IEK-2018
000009226042 BaTa Mcreuenus cpoxa HOAB-2023
TOaHOCTH
. BIUCTEP 1 X 5
S TABJIETKH, MOKPHTHE IUIEHOYHOLL
i OBONIOYKO# Crpana~mmoprep Poccigickan ®enepauus
[loMep ceprupurkara CMP FB0823410p Bepeua ceprujmxara 5
asamsa
Hcneiranua - Cneundurauma PesynbTathl
CChka Ha ONuCaHMe aHaMITMYECKOR
ME&TOImMKI CMP-TCQ-00067 mepcus 8.0
QIMCAHUE
TalNeTi NponoaTosaTHe
ABOAROBMMyIe COOTRETCTBYRT
Bnenno-menrosaro-pososoro Leera,
NOXPRTHE [INeROuHOR oﬁonovxoﬂ{’,
— c pxquoﬁ:.%@.@?ux_—;cgnpoﬁ‘——é?%‘_
N E— Mg i
NORMMHHOCTE
- Jllepojmoxcaumu (BIEN) ?i’ S(Dgl)basua) =/BY . (crampapra) cooTsercrayer
— Jleropnoxcawns {onruueckoe Bpamesue} op —85° go —-115° -102 °
KOJIMECTBEHHOE ONPEOENERUE
= Jlesodnoxcaumn (BIXX) 475-525 ur/maby, 496 Mr/raby.
WCTITAHNA
— TIPMMECH (B3AX)
- EmMHMuHaA npumec: £ 0,2 & <0,1%
- Obmee comepsxanme npumecess 20,6 % 0,1 %
= PACTBOPEHME
Q = B0 % uepes 30 MURYT (TONMBKO OnA
51 u 52)
- Cramns 1: xommiecrso emamwmg 1] 1]
M3 6 < QO+ 5%
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CepTudukar anannza /

Cepruduxar ananmacepunr SANQFI @

«CRHOOM BHMHTPON MHEYCTEWD»

56, Pyr ne Ilyasm o Bakx Npou=BORCTREHHAR nJIoOmAaRKa
+

KoMnpeHns
60205 KOMALEHbL ¢panuma

Ten.: + 33 {0) 3.44.3P.44.38
Paxc: + 33 (0) 3.44.40.49.49

CMP 81238510
TABAHMK 500 M 5 TABJN., POCCHA

HoMep ceprm BT48F Hara npowasomcTea 28-TEK-2018
3 000009226042 Nara mcrevesnn cpoka HOAB-2023
roaHoCTH

BIMCTEP 1 X 5

Tun
TABJETKM, NOKPHTHE ILTEHOYHOM
e OBOHO‘!KO]% CrpaHa~mmoprep Poccwiickan denepaums
|Houep ceprujuxara CMP F80823410P Bepcua cepmupmxara 5
anamsa

Mcnbitanun h Cneundmrrauyma PesynbTarsl

= ORHOPOMHOCTEL NOSHPOBAHWA

{no macce)

Coorsercreyer TpeGoBadmms Emp. dapm. .
- Cramma 1: nokamaTeN: OpHMeMIEMOCTH S015,.058 400 ; 0,8 %

10 emumn (L1)

«CAHOGM BMHTPON MHOYCTPHS» — npasonpeemink «RBEHTHC MHTEPKOHTISBEHTAN», npasonpeeMHnK «ABEHTHC OAPMA
CREIANMTHCY, mpaBonpeessmk «YCHOAP» .

JMueHsus Ka npousaoncTeo R: M17/121.

HacroRmms A noNTEepMDAD, UTO NpMBEneHHAR BEmE MHQOPMAUMA ABASETCA BepHOH M TOWHOMN. TipousBoncTEO RaHHOR
CEpIM NponyxTa, BKIMOWAA YRAKOBKY, MADKMDOBKY ¥ KOHTDONE Kauecrpa Ha YKASAHHEX BHDEe OOBEKTaX, ROAHOCTER
CooTBeTCIByeT TpeboBanuam Halnemamedt NpOMSBONCTBEHHOMN npaxTHiy (GMP) MeCTHOTO KOHTPOAMPYDNETO oprada

a raxse cneumdurauMaM, YKaSaHHmM B PerncrpaumosHom YACCTOREPENMM CTpaHH-lmnoprepa, llo PesyiabTaran NpoBepKM
Janmcel 0 NPOMBEBONCTES, YNAKOBKE M aHaMM9e Cepuy CHNO YCTAHOBNEHO COOTBETCTEME TpeGosanuan GMP.

Ceprujuxar coorsercesus GMP: HPF/FR/154/2017

Pemeoume OnoSpeso

Hara ¥ mpems 13-MAP~-2019 15:29
KB ariianpos aumnt

TCaHanT
Yapranesr/ynomsomouannoe mo 5 aH

HaHHeD? cepmiuxar ananmmsa nommican BNeXTPOHHON) AOONUCED Yepes BAIMIMPOBAHHYE CHCTeNMy LIMS.
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: Certificates of analysis /

@
Batch certificate SANOFI »
SANOFI WINTHROP INDUSTRIE

56, Route de Choisy=-au-Bac Usine Compié&gne
60205 COMPIEGNE Cedex - France

Tel : + 33 (0) 3.44.38.44.38

Fax : + 33 (0] 3.44.40.49.49

CMP 81238510
TAVANIC 500MG 5CP RU

Lot number 8T48F Manufacturing Date 28-DEC-2018
oF 000009226042 Expiry Date NOV-2023
Presentation BLI 1 X 5

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F80823410P Version CoA )

Tests Specification Results
Method reference = e CMP-TCQ-00067 v9.0
APPEARANCE
Pale yellowish-white to- Satisfactory
;reddish-white, ohlong,
biconvex film-coated tablets
with score-line.
IDENTIFICATION i
- Levofloxacin (HPLC) tR (sample) ~ tR (standard)' {+ or-- 5 $} conforms
- Levofloxacin (optical rotation) -85° to -115 ° ° -102 *
RSSAY
= Levofloxacin (HPLC) 475 to 525 mg/tab f 496 mg/tab
TESTS

- IMPURITIES (HPLC) "
. Single impurity <or =.0.2 % e <0.1 %
- Total impurities <or=10.64% 0.1 %

=~ DISSOLUTION

0=80% in 30 minutes (51 § $2 only) ¥ :

- Stage 1 : Number of units out 0 i s : i
0of 6 < Q4+ 5 % =

Tap_coa resultats w5



: Certificates of analysis /

Batch certificate SANOFI &

Usine Compiégne

SANOFI WINTHROP INDUSTRIE

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

CMP 81238510
TAVANIC 500MG S5CP RU

Lot number BT48F Manufacturing Date 2B-DEC-2018
OF 000008226042 Expiry Date NOV-2023
Presentation BLI 1 X5

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

Tests Specification Results

- UNTFORMITY OF DOSAGE UNITS o g% we B¥ w

{Mass variation) s

Complies with Ph.Eur. requirements
. Stage 1 : Acceptance value for <or=15.0% 0.8 %
10 units (L1)

SANOFI WINTHROF 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 guality 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

Decigion Accepté/Accepted
Decision Date 13-MAR-2019 15:29

Quality Pharmacist/Qualified person S Tsanang

This certificate has been electronically signed from a validated LIMS.

Yerngnh
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