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Kon GMID 377652

Cepust 0u001

JlaTa npou3BOACTBA 23-ATIIP-2020 CpOK rogHOCTH MAP-2023
CchblIKa Ha J0Che QUA-EX-2012-00024

JTro0oii equHUYHOM He- <=2.5 <2.5
HeHTH(DUPOBAaHHON

npumecu (%)

MUKPOBUOJIOT'MYE-

CKAS YUCTOTA

O011e€e KOJIUYECTBO <=10"3 <100
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NPOKKEBBIX U TIICCHE-
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Echerichia coli OtcyTcTBYET/T OTtcyTCcTBYET
'YakoBka CooTBeTCTBYET CoOTBETCTBYET

MuKpOOHOJIOrNYECKUI aHATIM3 IIPOBOAMUTCS B BUJIE MIPOIYCKHOTO TecTa. [lepuoanyHOCTh TeCTH-
poBaHus 3aBUCUT OT Perucrpannonnoro Jlocke U BHYTpEHHEH IPOLIEyPBI 3aBOJA.

JlaHHast cepysi IPOAYKTa IIPOU3BEIEHA, BKIIK0YAsl YIIAKOBKY Y KOHTPOJIb KA4e€CTBa, B TIOJTHOM CO-
OTBETCTBUU C TEKYIIIEH Ha/IekKAIICH MPpOnU3BOACTBEHHOM npakTrkoit GMP MecTHOTO perynsTop-
HOT'O OpraHa M OTBeyaeT TpeOOBaHUAM clielU(pHUKAINNA PerucTpamoHHOro y1I0CTOBEPEHUS
CTpaHbI-UMIIOpTEpA.

3anycu o MPOU3BOACTBE CEPUHM, YIIAKOBKE U aHAJIN3€ IPOBEPEHBI U MPU3HAHBI COOTBETCTBYIO-
[ITUMU TPEOOBAHUSIM.

OTKJIOHEHHE KAa4ueCcTBa, €CJIM TAKOBOE UMEETCs, OBUIO IMOJHOCTBIO PACCIIEIOBAHO U PA3PEIICHO.
[loTeHnManbHOE BIUSHUE OTKJIOHEHUS HA Ka4ecTBO, 0€30MacHOCTh WiH 3 (PEeKTUBHOCTH paccMar-
puBaeMoii napTuu (apTuii) HE3HAYUTEIBHO.

[lepuoanyeckue TECTBI COOTBETCTBYIOT TPEOOBAHUAM CEUM(DUKALMU HA OCHORS
BaHUS 1 MOTYT OBITh ITPEJOCTABJICHBI IO 3aIIPOCY OpraHa 3ﬂpaBooxpaHeHm
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Cepust 0u001

JlaTa npou3BOACTBA 23-ATIIP-2020 CpOK rogHOCTH MAP-2023
CchIIKa Ha JOChE QUA-EX-2012-00024

Perienne OJJOBPEHO

JlaTta IpUHATHS PELICHUS 19-MA1-2020 16:40:56.00

[Tonnuck ynonaomodennoro jumna Dr. Maria Castiglione (ynonnomouenHoe suiro Canodu

C.n.a.)

OTO0T cepTUdUKAT ObLIT MOAMUCAH B AJIEKTPOHHOM BHJIE B BaTuaAupoBanHou LIMS.
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sanofi S.p.A.

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

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

Certificate of Analysis and

Conformance

SANOFI . g

Stabilimento: SCOPPITO

SCO 377652
Rovamycine 3MIU,1x10cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC

GMID code: 377652

Lotto/Batch: 0U001

Prod./Mfg: 23-APR-2020 Scad./Exp.: MAR-2023

Dossier reference: QUA-EX-2012-00024

i SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE / CHARACTERISTICS

Aspetto / Appearance

Codifica / Code

Colore / Color

TLC

(color reaction)

TESTS

(Ph.Eur.)

Disaggregazione / Disintegration
Dissoluzione / Dissolution (Q=80%

Ph.Eur.)

drying (%)
TITOLO / ASSAY

TAMC (CFU/g)
TYMC (CFU/g)

Escherichia coli

Titanio Biossido / Titanium Dioxide

Uniformita di massa / Uniformity of mass

Peso medio cpr / Average tablet weight

{(min)

‘

Perdita all'essiccamento / Loss on

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

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

Controllo confezionamento / Packaging

Compresse rivestite biconvesse, rotonde

/ 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 H2504 / Reaction with H2S04 Positiva / Positive

Conforme / Complies

Positiva / Positive

Conforme / Complies

Teorico #+ 5 % / Theoretical + 5 %

<= 30
>= 85% after 30°'

2.850 - 3.150

<= 2.5
<= 1073
<= 1072

Assente/g - Absent/g

CONTROLLO CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL

Conforme / Complies

Compresse rivestite biconvesse,
rotonde / 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

Positiva / Positive

Conforme / Complies

Positiva / Positive

Conforme / Complies

816.5 mg

4 min

101

2.972

<2.5

<100
<100

Assente/g |

Conforme
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Certificate of Analysis and

Conformance SA N O F I J

Stabilimento: SCOPPITO

sanofi S.p.A.

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

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

GMID code: 377652
Lotto/Batch: 0U001
Prod. /Mfg: 23-APR-2020 Scad./Exp.: MAR-2023

SCO_377652
Rovamycine 3MIU,1x10cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC

Dossier reference: QUA-EX-2012-00024

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

material control

-~

(

Microbiological Analysis is carried out 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 analysis records have been reviewed and found to be in compliance.

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

The potential impact of the deviation on quality, safety or efficacy of the batch(es) concerned is negligible.
Periodic 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/Decisione: Approvato / Released
Date/Data: 19-MAY-2020 16:40:56.00
Responsible QA/Decisione QA: Dr. Maria Castiglione (Qualified Person Sanofi S.p.A.)

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

“Canodu Poce 3

Sanofj Russia A'EJ-//
/

“
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