Ceprudukar ananusa /

Cepruduxar anannsa cepun SAN OFlI Y 4

«CAHOMHM BHMHTPOI MHOYCTPUA»

MpoM3BOOCTBEHHAA NACWAIKA
56, Pyr ne llyazm o Bax P &

KoMmneeHb
60205 KOMNBEHBL dpanuuma
Ten.: + 33 (0) 3.44.38.44.38
daxc: + 33 (0) 3.44.40.49.49
CMP 81238510
TABAHMK 500 MI' 5 TABJ., POCCHA
HoMep cepyuu 9RKZA HaTa npoMsBOoOCTBA 6 ceHTASpAa 2019 1.
M3 000009228587 llaTa ucreuenua cpora 08.2024
TOOHOCTH
TN BIMCTEP 1 X 5
s TABJIETKM, MOKPHTHE ILIEHOWHONM
- OB KOR CrpaHa-uMnoprep Poccuiickaa denepaums
Homep cepsuduxara CMP FB0823410P Bepcua ceprudurara 5
aHanamusa _
HUcnbiTasmna Cneyndmrayma Pe3synbTarbl
et =2 s = 4
CCBNIKA HA ONMCAHME aHANMTHYECKONR _ _
e O CMP-TCQ-00067 Bepcua 9.0
QMUCRHUE
TabneTky NpoROArOBaTHE
BOAKOBHNY KIS YnosneTBOPHUTENBHO
GIe0HO—XENTOBATO-POS3OBOTO UBeTa,
I AOKPHTHE IBHOYHOW OCOAOYMKON,
c puckoil c ofeMx CTOPOH.
NCANUHHOCTDb
- JleBoduokcaumMH  {BIXXK) ‘(3;’ E(‘ogs;asua) = BY (craunmapral T
- JNepodnoxcaumMH {onTMueckoe BpameHue) or -85° mo -115° -103 °
| KOMMYECTBEHHOE OMPEHENEHHE
- llerodmorcaumy (BIKX) 475-525 mr/rabmn. 490 mr/cadn.
HCITHTAHHA
- IPMMECH {B3¥X)
EOMHMYHAR NPMMECh £0,2% < 0,1 %
. Obumee copepxaHue npuMecedt £ 0,6 % 0,1 %
- PACTBOPEHME
Q0 = 80 % uepe3s 30 mmHyT (TONBKO LNA
51 u 52)
Cramua l: KONMYECTBO €OMHML o a

M3 6 < Q+ 5 %
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CepTndukar anannza /

Ceprudmxar anaamza cepun = SANOF| %;"

«CAHO®M BHMHTPOI MHAYCTPUA»

NMpoM3BONCTBEHHAA MIOMAOKAa
56, PyT me liya3sm © Bak P

KomnbeHs
60205 KOMIBEHE @panuma
Tem.: + 33 {(0) 3.44.38.44.38
daxc: + 33 {0) 3.44.40.49.49
B CMP 81238510 . -
TABAHMK 500 MI’ 5 TAEH., POCCHA
Homep cepum 9RK2A Hara npouzBoncTea 6 cexrabpsa 2019 r.
13 000009228587 Hara mMcredeHuAa cpoka 08.2024
TOAHOCTH
Tun BAVCTER 1 X 5 .
BT TABNETKH, MCKPHTHE [JEHOUHOH
4 OBIIOY KON CrpaHa-viMnapTEp Poccuiickan depepauna
HoMep cepTuguxara CMP F80B23410P Bepcua ceprupurara 5
= aHanK3a
UcnbitaHmsa Cneumdurauma PesyncTaTth
= ORHOPOAHOCTE HO3MPOBAHKA
(mo Mmacce)
Cooreercreyer TpefopanuAM EBp. dapm.
Crapua 1: MOKa3aTenb NPHeMIEMOCTH 2415,0 % 2,0 %
10 emunuu {L1)
————— +
«CAHOOM BMHTPON MHAYCTPHA» — npaBonpeeMHuMK «ABEHTHC MHTEPKOHTHMHEHTAN», npabsonpeeMHMi «ABEHTHC QOALPMA
CIENMATIMTHC», npaBonpesMHMK «YCHOLP».
Nuensua Ha npoussoncTse W: M17/121.
HacToauM A NOATESPXNAX, YTO NPUBEOeHHAs BHNEe MHPOPMALMA ABIAETCH BEPHOW M TOYHOM. [IPOM3BOACTBO HAHHOM
CepvM NpOAYKTa, BKRIDYAA YNAaKOBKY, MApPKMPOBKY M KOHTPOJIb Ka4MeCTB& Ha YKa3aHHHX Bawe O0BeKTaX,; IONHOCTLI
CCOTBETCTBYeT TpebGoBaHuAMm Hamnexameil npou3soncTBeHHON npakTMkM (GMP) MECTHODC KOHTpPOIMPYRUEro opraHa
a rakxe cneuuduKauMAM, YKaZaHHEM B PerMCTpauMOHHOM YOCCTOBEPE&HMM CTPAHH-MMIOPTEP&. [0 PEeSYyNbTATAM NPOBEPKH
BanMcen o0 NPpOMBBONCTBE, YNAKOBKE M aHaliMae cepuyd OHAC YCTAHOBJIGHO COOTBETCTBME rpedoBaHuaM GMP.

Ceprudukar cooTseTcTBua GMP: HPF/FR/154/2017

PemeHMa OnobpeHo
HaTa M BpeMs 05.11.2019 10:34
KepampuiMpos aHHLE

Marielle Benard

BT EﬂOJ'IHODIO'IEH.HOe mqo
HlaHusii cepTHdMKAT aHaAM3A NONNMCAH BJEKTPOHHON NOANMCHED Yepesd BAJMOMPOBAHHYE CHCTE| A?? 5
~
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SANOFI

NMPUNOXXEHUE K CEPTUOUKATY AHAJNTU3A

HawmeHoBaHUWe NpogyxTa: TABAHWK 500 mr, rabnetku nokpeiThie
NNEHOYHOR 0BONOYKOIA
Homep cepun: 9RK2A
GMID: | 275501
LMID: ) 81238510
Aara npouseoacrtea: L 6 ceHTAbpA 2019
MoaeH ao: _ Aeryct 2024
Homep PY, saperncrpupoBaHHoro B Poccum: M N-012242/01
ADU:
- HazsaHue cybcTaHumMm - NNeBodbnokcaumH
- Haasanne u agpec npouseoauTenna - Alfresa Fine Chemical Corporation
cyBeTaHuum: 3aBsopg Axkuta
1-10-1, Makauxama,
Axura, Axvra 010-1601, AnoHus

S noaTeepxpalrc, MTO JaHHas cepus  coorsercTeyer cneuudmkaunu  HopmartheHol ﬂoﬂugﬂguun,
3aperHCTPHpOBaHHOI B HacToswwee BpeMs B Poccuiickoii Genepauumn. el .

Hacroauwms noaTeep:AaeTCa, YTO NapTHA COOTBETCTBYer TpeGoBaHuam pasaenos Ynakoska

TMoanucs/nara: [nonouce]
31.12.2019

Hma (nevarueiMu 6ykeamu): Pascale BASSINO

JomkHocTE: Y NOAHOMOYEHHBIH NpeACTABUTENL



SANOFI WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac
60205 COMPIEGNE Cedex - France
Tel : + 33 (0) 2.44.38.44.38
Fax : + 33 (0} 3.44.40.49.49

Certificates of analysis /

Batch certificate

SANOFI «p

Usine Compiégne

Certificate Name

CMP 81238510
TAVANIC 500MG 5CP RU

CMP FB0B23410P

Lot number 9RKZA Manufacturing Date
OF 000009228587 Expiry Date
Presentation BLI 1 X 5

Type TABLET, FILM COATED Market Name

Version CoA

Tests

Specification

06-SEP-2019
AUG-2024

Russian Fed.

M

Results

Method reference

CMP-TCQ-00067 v9.0

APPEARANCE
Pale yellowish-white to Satisfactory
reddish-white, oblong,
biconvex film-coated tablets
with score-line.
IDENTIFICATION
= Levofloxacin (HPLG) tR (sample) ~ tR {standard) {(+ or - 5 %) conforms
- Levofloxacin (optical rotation) -85° to -115 ° -103 °
ASSAY
- Levofloxacin (HPLC) 475 to 525 mg/tab 490 mg/tab
TESTS
- IMPURITIES (HPLC)
. 2ingle impurity <or = 0.2 % <0.1l %
. Total impurities < or = 0.6 % 0.1 % T
- DISSOLUTION "{‘.-‘.'é‘ﬁ\“%cr&‘?
0=80% in 30 minutes (81 & $2 only) 5:2.-;.-"5“ oV,
. Stage 1 : Number of units out 0 ¥ ﬁg”vc,‘a\*ow 055\3 pl
of 6 <0+ 5% b att f
4
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Certificates of analysis /

o
Batch certificate SA N O F | \"
SANOFI 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,.40.4%,49

CMP 81238510
TAVANIC 500MG 5CP RU

Lot number 9RK2A Manufacturing Date 06-SEP-2019

oF 000009228587 Expiry Date AUG-2024

Presentation BLI 1 X 5

Type TABLET, FILM COATED Market Name Russian Fed.

Certificate Name CMP F80823410P Version Col 5

m S = = “
Tests Specification Results

- UNIFORMITY OF DOSAGE UNITS
{Mass variation)
Complies with Ph.Eur. requirements
Stage 1 : Acceptance value for <'or = 15,0 % 2.0 %
10 units (L1}

e

——
—

SANOFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTIMENTAL, 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 contrel 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 05-NOV=-2019 10:34

Quality Pharmacist/Qualified person Marielle Benard

This certificate has been electronically signed from a validated LIMS.
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SANOFI

Appendix to Certificate of Analysis

Product Name: TAVANIC ® 500 mg, film-coated tablets
Batch Number: ORK2A
GMID: 275501
LMID: 61238510
Manufacturing Date: 06-SEPT-2019
Expiry Date: AUG-2024
Reference number to MA registered in Russla: P N-012242/01
APl
- Name of API: Levofloxacin
- Name and address of manufacturing site: | Alfresa Fine Chemical Corporation
Akita Plant
1-10-1, Mukaihama,
Akita, Akita 010-1801, JAPAN

I hereby certify that this batch is tested for all quality tests indicated in the Normative

Document specification currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling

of Normative Document currently registered in Russian Federation.

Faithfully yours,
Pascale BASSINO _
Responsable Assurance Qualité Produit
Qualified Person Deputy
Signature/Date:
Name: {(ﬁ i
san ;
Title: : é’ 2
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