IEKJIAPAIIASI O COOTBETCTBUH

JAEKJAPAHT, IPMHHMAIOIIHI JEKJIAPAITHIO O COOTBETCTBHHA

AO "Canoghu Poccun”

Ceedenun o pezucmpayuu opzanusayuu: Mescpationnan uncnexyus Dedepanvoii nanoz060i caysichor Ne 46 no
2. Mocxee 01.01.2008, O'PH 1027739079940, dama npuceoenus OIPH 19.08.2002.

Adpec: 125009, 2. Mocxaa, yn. Teepcxan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanonwiii Oupexmop Monowc O.A.

Hosepennoe nuyo: Knoxoea FO.C., dogepennocms 6/1 om 01.12,2017

3ASIBJIAET, UYTO

nexapcmaennoe cpedcmeo. Posamuyun, mabremxu NoKpuimble nrexownol obonoywxoii 3 man. ME 10 wm.,
ynaxoexu avetixogoie konmypuuie (1), nauxu xapmonwvie, PY No 1T N013418/01 om 02.06.2011 (dama samenw:
14.11.2016) evidano CAHODH-ABEHTHC ®PAHC, cepus C412, napmus 18144 ynaxosox, 200ex do
28.02.2022, npouseodcmea Canogpu C.n.A., Hmanus, Sanofi S.p.A., S.8. 17 km 22, 67019 Scoppito (410), Ttaly,
ko0 OKII2 21.20.10.191, oo TH B3 3004200002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic
MNe 9085348460 om 27.09.2019

COOTBETCTBYET TPEBOBAHUSIM

ITN013418/01-020611 usm. Ne -3

AEKJIAPAIIAA ITPHHATA HA OCHOBAHHHA

npomoxon ucnvimanuii Mo 29690 om 08.10.2019 HIT 000 HL] "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 OJI40, Cepmugpuxam POCC IT. ®MO8.C50524 om 08.10.2019

JIAPAITASA ,I[E MCTBUTEJILHA ,I[O 28.02.2022
«Canogn Poccusn ) 8
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CBEJEHHS O PETUCTPAIVHA

OFT'AH ITO CEPTH®HKAITHH, 3APETACTPAPOBABIIIHAH JEKJIAPAIIAIO

RA.RU.11®®M08 OPI'AH ITO CEPTH®HKALIHH NPOOVKI[HH OBFLIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOM [EHTP KOHTPOJIA KAYECTBA"

adpec opzanusayuu: 115280, 2. Mocxea, ya. Macmepxoea, 9. 4, am. 5, nom. I, xom. 1, adpec opeaxa no
cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, seb-
caiim. oyxx.pg.
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SANOFI

CEPTH®HKAT AHAJIN3A/ CEPTH®UKAT COOTBETCTBUSA

Canodu C.nLA.,

Strada Statale 17, km 22
67019 Scoppito (AQ), Italy

Tenedon: +39 0862 717021/7151

Paxc: +39 0862 714005

SCO_80012173

Popamuuun 3 man. ME, 1x10 Taburerox CP PY

JlexapcTBeHHas opMa: TaGreTku

GMID koa: 00377652
Cepus: C412

Hara npousBozctea: 22-MAP-2019

Hocee B cooteTcTBHE ¢ QUA-EX-2012-00024

Hopmarusneiit gokyment: HopMatusHelii fokyment Ne P NO13418/01

Ynakosxa: 6mucrep Amo/TIBX

Hata ucreveHus cpoka rogHoctr: GEB-2022

OTTCHKOM

TECTHI CIIEIH®PUKIIUH PE3VJIbTAThHI
XAPAKTEPUCTHKH
OnucaHue JIBOAKOBBINMYKIIBIE, KPYT/IBIE TabaeTKH, HpoAKOBBIMYKIIBlE, KPYTJIble TableTKH,
MOKPBITEIE TUIEHOUHOH 060104K O MOKPBIThIE MIEHOUHOH 000R0UKOM
Kox Ha oauoii cropone nmeetcsa rpapupoeka | Ha onmoii cTopone umeetca
«ROVA 3» rpasupoBka «<ROVA 3»
Liger Ot 6enoro no 6enoro ¢ KpeMOBLIM Ot Genoro no 6emoro ¢ KpemOBBIM

OTTCHKOM

INoanuHHOCTL CNYUpaMHIMHA

ripumecs (%)

Peakuus ¢ H.S04 MonoxurensHas [MonoxkutensHas
TCX CootBeTcTBYET CoorsercTByeT
Turana guokcHA (LBeTHaA [TonoxurteneHas IonoxuTenenan
peakuus)

HCIBITAHUSA

OnHopoaHOCTE NO Macce Cooteerctyet (Esp. ®apm.) CootBercTByer
Cpenuas mMacca TabneTok Teoperuueckas macca +5 % 807,7 mr
Pacnanaemocts < 30 muH. 8 MUH
Pacreopenue > 85 % uepes 30 mun 98

(Q=80 %; Emp. ®apm.)

INoteps B Macce npu <8% 2
BBICYLIHBaHUH

KOJIMMECTBEHHOE

OINPEJEJNIEHHUE

Cpenkee comeprkanue Or 2,850 no 3,150 2.932
CNIMpaMHLIHHA B OAHOMH

TabneTke — pH3IHKG-

XUMHYECKHIT MeToa (MiH. ME)

IMOCTOPOHHHE [NTPUMECH

(TCX)

JNioGan equuUunan <25 <2.5
HEHIEHTHOHIUPOBaHHAA

AO «Canodm Pocens»

Crpanuua | u3 2

Anpec: 125009, Mocksa, yn. Teepckan. 22, Ten.: (495) 721- 1400, dakc (495) 721-1411. www.sanofi.ru
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SANOFI
CEPTH®UKAT AHAJIN3A/ CEPTU®HKAT COOTBETCTBHS

Canopu C.n.A.,

Strada Statale 17, km 22

67019 Scoppito (AQ), Italy
Tenedon: +39 0862 717021/7151
Paxc: +39 0862 714005

SCO_80012173

Posamunun 3 man. ME, 1x10 ta61eroxk CP PY

JlekapcTeeHuas dhopma: TabneTku Ynakoeka: 6nucrep Amo/TIBX

GMID xon: 00377652

Cepua: C412

Hata npouseoactea: 22-MAP-2019 Hata ncreuenns cpoka roguoctu: ®EB-2022

Hocoe B cootBercTBuM ¢: QUA-EX-2012-00024
Hopmatusubiit noxyment: HopMatusastil goxymenT Ne P N0O13418/01

TECTHI CIIEHHMPHUKIIHH PE3YJIBTATHI

MHUKPOBHOJIOTHYECKAS
YUCTOTA

TAMC (KOE/r) < 10* <10

TYMC (KOE/r) < 107 <10
Escherichia coli OrcytcrBHe/T OrtcyTtcTRYET /T

KOHTPOJIb
YITAKOBOYHOI'O CooTteeTcTBYET CooteetcTBYyeT
MATEPHAJIA

MukpoGuonoruyeckuit aHanu3 0CHOBaH Ha PETHCTPAUHOHHOM JOChE M HA BHYTpeHHei! npouUenype MIOWAAKH. DTa
cepusa Gbina NpoM3BeICHa, BKIIOYAs YNAKOBKY M KOHTPONh KAYECTBA, B NOIHOM COOTBETCTBHH C Tpebosanuamu GMP
MECTHOTO PETy/IHPYIOLIEro OpraHa H ¢ crielu(puKaLHsMi HOPMATHBHOR NOKYMEHTALIMH CTpaHbl-uMOopTepa. OTUeThI
© NPOU3BO/ICTBE CEPHH, €€ yMaKOBKE W aHanuse GbiMM NPOBEPEHb! M MPH3HAHBI COOTBETCTBYIOWMUMH. OTKIOHEHHS B
KaueCTBE, €CTM TAKOBBIE MMENUCh, OBUIM NMONHOCTLIO HCCNENOBAHBI W paspeutieHEl. HacToswmum nmoaTBepkaato, uto

MpuBeAEeHHAaA BBIlLE HH(pOPMALMS ABAAETCS JOCTOBEPHOH H TOUHOIA.

Pewenue: YTeepxaeno
Jara: 13-CEH-2019 15:03:39.00 Centi Eliana
VYnonsomoueHHoe nuuo: Dr. Alessandra Maurizio 15:58

3rot ceprudnkar ananuza nposepex LIMS u noamucan aeKTpoHHO,

Crpanuna 2 3 2
AO «Canodu Pocena»
Anpec: 125009, Mocksa, ya. Teepekas. 22. Ten.: (495) 721-1400. Bakc: (495) 721-1411. www.sanofi ru



sanefi S.p.A.

Certificate of Analysis /

Certificate of Compliance S A N O F I Y

Strada Statale 17, Km 22

67019 Scoppito [(AQ)
Italy

Tel: +39 0862 717021 / 7151

Fax: +39 0862 714005

Site SCOPPITO

r

SCO_80012173

Rovamycine 3MIU,1x10cpr CP RU

Dosage form:TBLTS;Pack:Blister ALUPVC

Codifica / Code

Colore / Color

TLC

(color reaction)
TESTS

{Ph.Bur.)

Ph.Eur,}

drying (%)
TITOLO / ASSAY

TAMC (CFU/g}
TYMC (CFU/g}
Escherichia caoli

Titanioc Biossido / Titanium Dioxide

Uniformita di massa / Uniformity of mass

Peso medio cpr / Average tahlet weight
Disaggregazicne / Diasintegratien (min)

Disscoluzione / Dissclution (Q=80% ;

Ferdita all'esgiccamentc / Loss on

Contenuto medio Spiramicina-metodo
fisicochimico / Spiramycin average unit
content-physicochemical method (MIU/cpr)
IMPUREZEZE / DEGRADATION IMPURITIES
Ogni altra impurezza sconosciuta / Any
individual unspecified impurity (%)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

Controllo confezionamento / Packaging

/ Biconvex Round film-coated tablets

Stampa su un lato "ROVA 3" / Engraved

"ROVA 3" on one side

Da bianco a bianco crema / White to

creamy white

IDENTIFICAZIONE SPIRAMICINA / IDENTIFICATION SPIRAMYCIN
Reazione con H2S04 / Reaction with H2504 Positiva / Positive

Conforme / Complies

Positiva / Positive

Conforme / Complies

Teorico t 5 % / Theoretical £ 5 %

<= 30
>= B5% after 30°

2.850 - 3.150

<= 2.5

<= 103
<= 10+2
RAssente/g - Absent/g

CONTROLLO CONFEZTONAMENTO/PACKAGING MATERIAL CONTROL

Conforme / Complies

GMID code: 00377652

Lotto/Batch: c41z

Prod. /Mfg.: 22-MAR-2019 Scad. /Exp.: FEB-2022

Dossier Reference: QUA-EX-2012=-00024

tormative Document: Normative Document No.P N013418/01

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
CARATTERISTICHE / CHARACTERISTICS

Aspetto / Appearance Compresse rivestite biconvesse, rotonde Compresse rivestite biconvesse,

rotonde / Biconvex Round
film-coated tablets

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

Da bianco a bilanco crema / White

to creamy white
Positiva / Positive
Conteorme / Complies
Positiva / Positive
Conforme / Complies
807.7 myg

8 min
98

2.932

<2.5

<100
<100
Assente/g - Absent/g

Conforme / Complies

rap_coa_resultats v3

Page 1/ 2




Certificate of Analysis /

Certificate of Compliance S A N O F | g

Site SCOPPITO

sanofi 5.p.A,

Strada Statale 17, Km 22
67019 Scoppito (RQ)
Italy

Tel; +39 0B62 717021 / 7151
Faxt +39 0B62 714005

SCO_B0012173
Rovamycine 3MIU,1x10cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC

GMID code: 00377652
Lotte/Batch: c412
Prod. /Mfg.: 22-MAR-2019 Scad. /Exp.: FEB-2022

Dossier Reference: QUA-EX-2012-00024
Normative Document: Normative Document No.P N013418/01

\

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

materizl control

f
Microbiological Analysis is carried ocut as skip test. Test frequency 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
current 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 znalysis records have been reviewed and found to be in compliance.

Quality deviations, if any, have been fully investigatad and authorized.

The potential impact of the deviation on quality, zafety or efficacy of the batch{es) concerned is negligible.
Pericdic tests comply to specification requirements based on testing plan and could be provided upon HA request.
I hereby certify that the above information are authentic and accurate.

[ Decision Sanofi S.p.A.
Decision Approvato / Approved / A
Decision date 13-SEP-2019 15:03:39.00 b TTIoy/4 %
Dr. Alessandra Maurizio
Signed by a qualified person Centi Eliana ( rJJ3

This Certificate of Analysis has been electronally =igned from a validated LIMS,

rap_coa_resultats v8 Page 2 / 2



