AEKJJAPALIIMS O COOTBETCTBI/H/I

NEKJIAPAHT, IIPHHUMAXOIAN JEKJIAPAITHIO O COOTBETCTBHHA

AO "Carnogu Poccur”

Csedenun o pezucmpayuu opzanusayuu: Meacpationnan uncnexyus Pedepansnoi nanozoeoil cayxncovr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenusa OT'PH 19.08.2002,

Adpec: 125009, 2. Mockea, yr. Teeperas, 0. 22. Tenepon/dhaxc: 8 (495) 721-14-00/721-14-11

B nuye: lenepanvuvotii oupexmop Mownc O.A.

Joeepennoe auyo: Cmenanoe C.C., dogepennocmy 6/w om 01.12.2017

3AABJISIET, UTO
nexapcmeennoe cpedcmeo. Taganux, mabnemky nokpeimbie nhenoyrol obonouxot 500 M2 5 wm., ynaxoexu

aueiixoavte konmypruvie (1), nawxu kapmonnote, PY Ne IT N012242/01 om 11.08.2011 swrdano Carnogru-Asenmuc
Jotiunand I'm6X, cepusn SNTSE, napmus 3983 ynarogox, 2odex 0o 30.09.2023, npouseodcmea Canogpu
Bunmpon Hndycmpus, ®panyus, Sanofi Winthrop Industrie, 56, Route de Choisy au Bac 60205, Compiegne,
France xod OKITN2 21.20.10.191, xod TH B3/] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010,
uneotic Ne 9085325115 om 01.03.2019

COOTBETCTBYET TPEEOBAHUSIM

ITN0I2242/01-110811 usm. Ne 1-2

JEKJIAPAIIHA IIPHHATA HA OCHOBAHHUHA

npomoxon ucnsimaruii Ne 6420 om 07.03.2019 HJ/T 000 HL] "PAPMOEOPOHA", ammecmam axxpeoumayuu
POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.®M08.C35606 om 07.03.2019

Crenanos C.C.
O.H.0

CBEJAEHUSA O PETUCTPALIAA

OPIAH IO CEPTH®HKAIIH, 3APETHCTPUPOBABIIHI XEKJIAPAITHIO
RA.RU. 11 ®M08 OPTAH I10 CEPTH®HKAI[HH ITPORVKIIHH OBL{ECTBO C OT PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPV)XXHOH IIEHTP KOHTPOJLT KAYECTBA'",
adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmuuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 9. 4, sm. 5., men.. (495)788-02-88, eeb-

caiim: oykx.pe.
JIEI(JIAPAIII/IH 0 COOTBETCTBUM 3APETHCTPHPOBAHA M POCC RU J[-FR.®M08.A4.18072/19

: ) Kauan E.B.
B 3am. pykosoguteas OC




Ceprudukar ananusza /

Ceprudukar anasmacepun SANOF| Y 4

«CAHOOHM BMHTPON MHIYCTEHA»

[IpousBOOCTE a
56, Pyt ne llyamu o Bakx P ACERE HHAALIONA R

Komnrense
60205 KOMINEBEEHL ¢®paHuma
Ten.: + 33 (0) 3.44,38.44.38
Carc: + 33 (0) 3.44.40.49.49
' ~ ¢cMp B12385100 CEme T
TABAHWK 500 MI’ S TABN., POCCHA
!HoMep cepuu BNTSE HlaTa Npou3BOACTBA 16-0QKT-2018
M3 000009222774 llaTa wncredednnA cpoka CEH-2023
TOOHOCTH
lTon BJIWCTEP 1 X S
Knaxoms TABAETKM, [OKPHTHE MAEHOYHOM
| GBONOYKOH Crpaxa-uMnoprep Poccuiickana demepauus
Homep cepruguxara CMP FBOB23410P Bepcua ceprupukara 5
e = - aHannsa - 3 R
HUcnbiTaHua Cneyndmkauymn PesynbTath
| P e ——— ———— e e = R . - - - B e e . i ol
CCBIKA HA ONMMCAHME AHANMTHMYEKO
[P—— CMP-TCQ-00067 pepcua 8.0
| OTMMCAHVE
i TAGAeTHM MPOGOJATOBATHE
NBOAKOBHAYKME COOTBETCTBYET
GienHo -XeNTOBATO -PO3OROTO UBETA,
MNOKPHTHEe NAeHOYHOH oboaouKoi,
C PHCKOH ¢ ofeux CTOPOH.
NOJTMHHOCTD
- Jlepodpnoxcaumr {B3AX) ?: éog?aaua) = BY {cranmapra) COOTBETCTBYET
- Jepcdnokcaumy (onTuueckoe BpameHue) oT -85° mo -11%° -102 *°
KONMMYECTBEHHOE OMPEIENEHWE
- JlepodnokcauuH (BIXX] 475-525 Mr/taGn. 496 Mr/ratn.
HCTHTAHNA
MPMMECH (B3XX)
EOVMHUYHAS NPUMECh £0,2 % < 0,1 %
Ofmee CcomepXaHME OpUMecen 5£0,6% 0,1 %
- PACTBOPEHHE
Q = 80 % uyepes 30 muuyr (TONBKC ONA
51 u 82}
CramMa l: KOAMMECTBO €IOMHMLU 0 a

3 6 < Q + 5 %

rap coa_reasultats v5 o Crpaxuualf2



Ceprudukar ananusa /

Ceprudukar anammza cepun = SANOF| Y

«CAHO®M BMHTPOI MHIOYCTPUA»

ABONOCTBREHHAA NJOMAanka
56, Pyr me Hyasu o Bak Npouason ol

KomMnbeHb
60205 KOMMNBLEHb ®panums
Ten.: + 33 (0} 3.44.38.44.38
Paxc: + 33 {0) 3.44.40.49.49
f7==s CMP 81238510 - =T ELEEEE IS T _i
TABAHMK 500 MI" S TABEIl., POCCHA
Homep cepum BNTSE HaTa mpouwseoncTBa 16-0OKT-2018
"3 000009222774 pJaTa ucTeuenua cpoka CEH-2023
POOHOCTH
Tun ENMUCTEP 1 X 5
TABNETKH, TOKPHTHE [IEHOYHOM
OBONOMKOH CrpaHa-uMnopTep Pocceufickaa denepaumsa
HoMep ceprudmrara CMP FAOB23410P Bepcua ceprupukxara 5
———— - aHaHHSa - — _—
UcnbiTauua Cneuudmxauuﬂ Pe3yanaTbl
- OOHOPOOHOCTL ITO3MPOBAHMA
{no macce)
CoorpercTRyeT TpeboBaHuAM EBp. dapm.
CraouAa l: noxasaTeNb NPHEMIeMICTH < 15,0 % 1,5 %

|10 emmanu {L1)

«CAHOOH BHMHTPON HMHIOYCTPHA» npaBonpeeMHUK «ABEHTHMC HMHTEPKOHTMHEHTAM», npaBanpeeMmHME «ABEHTHC $APMA

| CIEWHANTHTHC» , npaponpeeMHuK «YCHOAP» .

JMueH3UA Ha NPOMIBONCTBO M: M17/121.

HacrosmiM s NOATBEPXRNAX, YTO NPMBENeHHAA Bhlile WHPOPMAUMA ABNASTCA BEpHOR M TOYHOM. [IPOMIBOACTRO OAHHON
Cepuy NponyKTa, BKIDUAA YNAKOBKY, MaPKMDOBKY M KOHTDOML KAYECTBA HA YKADAHHMX BH@e OOBLEKTAaX, OOMHOCTHE
cooreTcTBYeT TpebSoBaunaM Hannexawedt npou3BOOCTBeHHOM ApakTuxy {GMP) MECTHOTC KOHTDONMPYRMErQ OPraHa

a Takke CheUMPUKAUMAM, YKABAHHEM B PerMCTPAUMOHHOM YIOCTOBEDEHMM CTPaHW-uMnoprepa. [lo pe3ynnTaraMm NPOBEPKM
3anucefl © NPOM3BONCTEE, YNAKOBKE M aHaAM3e CepuM GHUIC YCTAHOBJIEHO COOTBETCTBUE TpelosanmaM GMP.

Ceprudurar coorsercreur GMP: HPF/FR/154/2017

| Pamerma 0noGpeHs

| Iara # spams 24-AHB-2019 1B:25
| Ksamudsappor anHing

| dapuauenr/ynonnoMoveHHO® MHMLLO € Tcanaur

DaHHEDE CepTUOMKAT AHAAMBEA AOONMCAH SAEKTPOHHOM NOONMCEY YEpes BAaMHIMPOBAHHYD CHUCTemy LIMS.

raphcéa;iésultats v5 "b;ﬁéuuuaZQ



Certificates of analysis /

Batch certificate S A N O F | 5)
SANOFI WINTHROP INDUSTRIE

56, Route de Choisy-au-Bac Usine Compidgne
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 BNTS5E Manufacturing Date 16-0CT-2018
OF 003009222774 Expiry Date SEP-2023
Presentation BLI 1 X 5
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F80823410P Version CoA 3
M
Tests Specification Results
Method reference CMP-TCQ-00067 v8.0
APPEARANCE
Pale yellowish-white to Satisfactory

reddish-white, oblong,
biconvex film-coated tablets

with score-line,

IDENTIFICATION

~ Levofloxacin (HPLC} tR (sample) ~ tR (standard) {(+ or - 5 %) confarms

- Levofloxacin (optical rotation) -85° to -115 ° -102 *
ASSAY

- Levofloxacin (HPLC) 475 to 525 mg/tab 496 mg/tab
TESTS

- IMPURITIES (HPLC}

. Single impurity <or = 0.2 % <0.1 &
. Total impurities <or =0.6% 0.1 %
- DISSOLUTION

0=80% in 30 minutes (S1 & 32 only)

. Stage 1 : Number of units out 0 0

of 6 < Q + 5 %

rap_coa_resultats vs Page 1 /f 2



Certificates of analysis /
Batch certificate

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

SANOFI .7

Usine Compiégne

CMP 81238510
TAVANIC 500MG 5CP RU

Lot number 8NTSE Manufacturing Date 16-0CT-2018
CF 000005222774 Expiry Date SEP-2023
Presentation BLTI 1 X 5

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP FB80823410P Version CoA 5
h
[ Tests Specification Results
r

= UNIFORMITY OF DOSAGE UNITS

iMass variation)

Complies with Ph.Eur. requirements

. Stage 1 : Acceptance value for < or =15.0 % 1.5 %

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%

Accepté/Accepted
24-JAN-2019 18:25

Decision
Decision Date

Quality Pharmacist/Qualified person 3 Tsanang

This certificate has been electronically signed from a validated LIMS.

Tap_coa_resultats vS

Page 2 / 2



