AEKJAPALIA O COOTBETCTBUA

JEKJAPAHT, IPUHUMAIOIHA JEKJTAPAITHIO O COOTBETCTBHH

AQ "Canogpu Poccusn”

Ceedenun o pezucmpayuy opzanusayuu. Mesxcpationnas uncnexyus @edepansnov Ha02080i cayxcbur Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenegpow/ghaxc: 8 (495) 721-14-00/721-14-11

B mmye: lenepanvuniti dupexmop Monowe O.A.

Hosepennoe muyo: Knoxoea I0.C., dosepernnocms 6/n om 01.12.2017

3AABIAET, Y10

nexapcmeennoe cpedcmeo. Poeamuyun, mabnremky noxpeimele Raenounoi obonowro 3 mm.ME 10 wm.,
ynarkosxku sveiixossie konmyprbvie (1), nawxku kapmounvie, PY Ne IT N0O13418/01 om 02.06.201] (dama samenbr
14.11.2016) avidano CAHODPH-ABEHTHC OPAHC, cepus U381, napmun 12056 ynaxosok, z0dew do
01.09.2021, npouseodcmsa Canogu C.n.A., Hmanus, Sanoft S.p.A., 5.5. 17 km 22, 67019 Scoppito (AQ), Italy,

ko0 OKIT[2 21.20.10.191, koo TH B3 3004200002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic
Ne 9085312075 om 05.11.2018

COOTBETCTBYET TPEGOBAHUSAM
I N013418/01-020611 uzm. Ne I-3

AEKJIAPAIIH S TIPUHSTA HA OCHOBAHHM
RpOmMoKoR ucneimanuil Ne 3339 0 om 13.11.2018 HJT 000 HI[ "PAPMOEOPOHA" ammecman
axkxkpedumayuu POCC RU.0001.21 DJI40, Cepmucpuxam POCC IT. OMO8.C27402 om 14.11.2018

% Knoxora 10.C.

%,urmm: 1.0

NJL“

CBEJEHMS O PETUCTPAIINA

OPI'AH I10 CEPTHOHKAIINH, 3APE'MCTPHPOBABIINN JEKJIAPALHIO

RA.RU.11DMO8 OPIAH 110 CEPTHOHKALIHH HPOIYKIIMH OBLIECTBO C OF PAHHYEHHOU
OTBETCTBEHHOCTBIO "OKPYXXHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, seb-
cauim: oykx.pg.
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3am. pyxoeonutens OC




SANOFI

Canopu C.nA. Utanus

CEPTUPHUKAT AHAJIH3A
Popamunus®, tabaeTKH, HOKPHITHIC IIEROUHO 06010uK0ii, 3 Myn. ME oancrepsl -1-N10

Cepus: U381
Jara usrotomienus: 03/09/2018
I'onen no: 09/2021
HJTI1 N013418/01-020611
TECT HOPMA PE3YJIBTATBI
Onucanne HeosxoBbITyKIIble, KpYrable TAGTETKYN, NOKPBITHIE CoortsercrByer
060J104KOH, 6€n0T0 ¢ KPEeMOBBIM OTTeHKOM LiBeTa. Ha oaHoil
CTOpOHE uMmeeTcs rpaBupoBka «ROVA 3y». * Bua na
10TIEPEYHOM paspese: HIOrO ¢ KPEMOBLIM OTTEHKOM LIBETa.
TopnuHHOCTD:
— CIOHPaMHIMHA CMech OKpalIMBaeTCA B pO30OBLIN HRET. CoorsercTByeT
Rf (o6pazua) = Rf(cranpapra) CooTeeTcTRYET
— THTAHA JHOKCHAA TTosBpnseTcs OpaHKeBOe OKpALLMBaHHE. CooteercTBYET
Cpeanas macca TabneTok * |+ 5 % oT TeopeTHuecKoi Macchl TabneTok. 790,7 mr
OnsopoaHoCTS IO Macce 2/20 orrsioHeRHe OT cpenteii macchl + 5,0%; CooteercTRYET
0/20 oTkaoHeHKe oT cpenneii Macch! + 10%. CooreercTByer
Pacranaemocrs He 6onee 30 mnH. 4 MHH.
Pacreopenne* He menee 80 % (Q) cnupamuunHa ROMKHO repeiiTy B 102 %
pacTsop yepes 30 MUH.
PoncreeHnble coennnenus | 1106as eMHHYHAS HEWIEHTU(MUMPOBAHHAS IPHMECh: <2,5
He > 2.5 Y
CyMMa npHumeceii*; He 6onee 10 %. Cooreercreyer
Hoteps B macce npu He Gonee 8 %. 5
BBICYLIHBAHHH *
Muxkpobuonoruyeckas
YHCTOTa*
- Ob1ee KONHYECTBO <=10"3 <100
a3poOHbIX GaxTepuit
- O611ee KOANYECTRO <= 1072 <100
JPOMOKEBBIX U
[UIECHEBBIX IpibOB c
- OtcytetBue kumeunoit | OTCyTCTBYET/T OOTRETCTRYCT
II0YKH
Konuuectrennoe 2,850 3,150 mimn. ME 2,862 mr/Tabn.
COAeprKaHHe CITHPAMMLIMHA

" — noka3atens BseAeH GUPMOI B COOTBETCTBHM ¢ TpeGosaHMAMH, NPUHATHIMK B P® K cranaapTvsaumu
JIAHHOK 1eKapCTBEHHON (OPMBL, M HE BKMIOUYCH B ceprHdMKAT aHanmsza ¢upMbl. KauecTBo npenapara no
3TOMY TOKA3aTENO rApaHTHPYETCS PUPMOIA.

Hacrosumnm ceptidmkarom, 4To naHHan MBGOPMALIMA COOTBETCTBYOT ACHCTBHTENLHOCTH. Ta cepun Geina
NPOH3BEIICHA M YIIAKORAHA B TIONIHOM COCTBETCTBMM ¢ TpeGosanuaMu GMP M MECTHBIX KOHTPONHPYOIHX
OpraHoB. JIaHHbIH Npenapar COOTBETCTRYET TOPTOBOH Mapke 3aperHcTPHPOBaHHON B HMITOPTHPYEMOIi CTpaHe.
Cepua nponssesena, yriakoBana, IPOAHATHM3NPOBAHA M 3APETHCTPHPOBAKA B cOOTBETCTBHM ¢ GMP.,

AQ «Canon Poccssn
Aapee: 125009 Mocksa, v, Teepekas. 22, Ten: (495) 721-1400. ake: (495) 721141, www.sanofi.ru



SANOFI

Canodpu C.n.A. Mranus

CEPTHOHKAT AHAJTH3A
Posamunun®, Tabaerkn, NOKPBITHIC ILIEHOYHOH 00010uK0i, 3 Man. ME 6amcrepnl -1-N10

Cepns: U381
Jara nsrotosnenns: 03/09/2018
Fonen no: 09/2021
HI TIN013418/01-020611
TECT HOPMA PE3YJIBTATHI
Pemenue: Boimymen 16/10/2018 YnonromoueHHOe nHio: Alessandra Maurizio

AQ «Canohu Poccisn
Agpec: 125009 Mocksa, yva. Teeperan. 22, Tea (495) 721-1400. ace: (493) 721-1411 www sanoli.ru




Certificate of Analysis /
Certificate of Compliance

SANOF! g

sanofi S.p.A.

Strada Statale 17, HKm 22
87019 Scoppito [(AQ}
Italy

Tel: +3% 0862 717021 / 7151
Fax: +3% 0B62 714005

SCO 80012173
Rovamycine 3MIU, 1x10cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC

GMIB code: 00377652
Leotto/Batch: 03asl
Prod. /Mfg.: 3-SEP~2018 Use before date: SEP~2021

Dossier Reference: QUA~EX-2012-00024

Normative Document: Normative Document No.P NO13418/01

| SAGGI/TESTS

CRRATTERISTICHE / CHARACTERISTICS
Aspetto / Appearance

LIMITI/SPECIFICATIONS  RISULTATI/RESULTS 1

.,

Compresse rivestite bicopvesse, rotonde Compresse rivestite biconvesse,
rotonde / Biconvex Round
film~coated tablets

Stampa su un latc "ROVA 3" /

/ Biconvex Round film-ccated tablets

Stampa su un lato "ROVA 3" / Engraved
“ROVA 3" on one side

Codifica / Code
‘Engraved "ROVA 3" on one side

Colore / Color

IDENTIFICAZIONE SPIRAMICINA / YDENTIFICATION SPIRAMYCIN

Reazione con H2504 / Reaction with H2504
TLC

Titanio Biossido / Titanium Dioxide
{coloxr reaction)

TESTS

Uniformitd di massa / Uniformity of mass
Peso medio cpr / Average tablet weight
Disaggregazione / Disintegration {min)
Dissoluziocne / Dissolution {Q=80% ;
Ph,Eur.)

Perdita all'essiccamente / Loss on
drying (%)

TITOLO / ASSAY

Contenuto medio Spiramicina-metodo
fisicochimico / Spiramycin average unit
content~physicochemical method (MIU/cpr)
IMPUREZZE / DEGRADATION IMPURITIES

Ogni altra impurezza sconosciuta / Any
individual unspecified impurity (%}
MICROBIQLOGICO/MICROBIOLOGICAL QUALITY
TAMC (CFU/qg)

TYMC (CFU/g)

Escherichia coli

Da biancc a bianco crema / ﬂhite to _.ji

creamy whlte

Positiva / Positive
Positiva / Positive
Positiva / Positive

Conforme / Comply (Ph.Eur.}
Teorico t 5 % / Theoretlcal 5%
<s 30 D0 :

>= B5% after 30!

<= §

2.850 - 3.150

<= 2.5

<= 10*3
<= 10°2
Assente/g - nbsent/g

CONTROLLC CONFEZIONAMENTO/PACKAGING MATERIAL COVTROL

Contrelle confezionamento / Packaging

Conforme / Comply

D& bilanco a bianco crema / White

‘. to creamy white

" Positiva / Positiwve

Positiva / Positive

Positiva / Positive

CConforme / Comply
790.7 mg

-4 min
iG2

2.862

L k2.8

<100
<100

. hssente/g — Absent/g

" Conforme / Comply

rap coa reeultata vs
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Certificate of Analysis /

Certificate of Compliance S A N O F E ﬁ

sanofi S.p.A.

Strada Statale 17, Km 22
E7019 Scoppito (A
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0BBZ 714005

{ b
SCO 80012173

Rovamycine 3MIU,Ix10cpr CP RU
bDosage form:TBLTS;Pack:Blister ALUPVC

GMID code: 00377652
Lotto/Batch: U381
Frod. /Mfg.: 3~SEP~2018 Use before date: SEP-2021

Dossier References: QUA-EX-2012~0G024
Normative Document: Normative Document No.P N013418/01

.,

| SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS |

material contrel

Microbiological Analysis is based on the registration dossier and site internal procedure, This batch of product
has been manufactured, including packaging and Quality Control, in full compliance with

the cuzrent GMP requirements of the local Regulatory Authority and with the specifications laid down in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records have been
reviewed and

found to be in cempliance. Quality deviations, if any, have peen fully investigated and authorized. I hereby
certify that the above information are authentic and accurate.

[ Qualified Person Decision ]
[ o J. ey LS v A
SO O AL
Decision/Decisione: Approvate / Approved Cualifi Brson
] S , )
Date/Data: 16-0CT-2018 06:13 J [ | i;/{é( Nl
/ [‘P(UVLQ t{‘ : LLUES' /OQ ¢
Raegponsible QA/Decisione QA: Properzi Gianfranca * (Dr. Alessandra Maurizio) /; f"- 03

This Certificate of Rnalysis has been electronally signed from a validated LIMS.
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