CemebmcaT aHaJIu3a U COOTBETCTBUSA

Canogu C.m.A

Crpana Crarane 17, km 22
67019 Ckomnmuro (AQ)
Wranus

Tenedon: +39 0862 717021 / 7151
Dakc: +39 0862 714005

SANOFI \7

ITnomanxa: CKOIIIIMUTO

CKO 377652
Posamunua 3 MME, 1x10 cpr CP PY

®opwma Beiycka: TABJI; ynakoBka: ainromuauessiii Gnuctep [1BX

/Inokcnna tTutana (uBeTHast pe- [10I0KUTEIBHBIN PE3yIbTAT
aKIIvst)

HCIIBITAHUA
OIHOPOIHOCTH TI0 Macce CooTBeTCTBYET
Cpenusist Macca TabJICTKH Teoperuueckas + 5 %
<=30

>= 85% cmycts 30 Mun

PacniamaemMocTh (MUH.)

PactBopenue (Q=80%;
Esp.dapm.)

[ToTepst npu BBHICYIINBAHUT
(%)
KOJIMYECTBEHHOE
OITPEJEJIEHUE

Cpennee conepxkanue crupa- 2.850 — 3.150
MUIIMHA HA eAUHUIY — (Du-
3UKO-XUMHUYECKHUI METO/

(MME/Ta0)

<=8

Kox GMID 377652
Cepust 1U002
JlaTa npou3BOACTBA 4-MAP-2021 CpOK rogHOCTH ®EB-2024
CchIIKa Ha JOChE QUA-EX-2012-00024
HopmartusHeblil nokymenT HopmartusHblil fokyMeHT I1
N013418/01
[TOKA3ATEJIN HOPMBbI PE3VJIBTATDI
XAPAKTEPUCTUKU
Omnmcanne JIBOSIKOBBIITYKIIbIE KPYTJIBIE TaONETKH,  J{BOSKOBBIMYKIIBIE KPYTIBIE TaOJICTKH, MO-
TOKPBITHIC MIICHOYHOU 0000uKoi. Ha  kpbIThIEC MIIIeHOYHON 000s10uK0id. Ha ogHOM
Kon OJTHOHM CTOpOHE MMEETCS TPaBUPOBKA cTopoHe umeeTcs rpaBupoBka «ROVA 3».
[{BeT «ROVA 3». Ot 6enoro 1o kpemoBoro Ot 671010 10 KpEMOBOTO OEIIoro.
6emoro.
[MOJJIMHHOCTDL CITNPA-
MUILIMHA
Peaxuns c H2SO4 ITonoxxuTenbHbII pe3yabTaT IonoxuTenbHbIN pe3ynabTaT
TCX CooTBeTCTBYET CooTBETCTBYET

[TonoxurenbHbIA pe3yabTaT

COOTBETCTBYET
804,8 mr

10 mun

99

2

2.990
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CemebmcaT aHaJIu3a U COOTBETCTBUSA

SANOFI \7

Canogu C.m.A

Crpana Crarane 17, km 22 [Mnomaaka: CKOIIIUTO
67019 Ckomnmuro (AQ)
Wranus

Tenedon: +39 0862 717021 / 7151
Dakc: +39 0862 714005

CKO_377652
Posamunua 3 MME, 1x10 cpr CP PY
®opwma Beiycka: TABJI; ynakoBka: ainromuauessiii Gnuctep [1BX

Kox GMID 377652
Cepust 1U002
JlaTa npou3BOACTBA 4-MAP-2021 CpOK rogHOCTH ®EB-2024
CchIIKa Ha JOChE QUA-EX-2012-00024
HopmartusHeblil nokymenT HopmartusHblil fokyMeHT I1
N013418/01
[MPUMECHU
JIro0oil eqHUYHON HenpeH- <=2.5 <2.5

TudupoBanHoi npumecu (%)

MUKPOBUOJIOTMYECKA A

UNCTOTA

O011Iee KOMMIECTBO adpoOHbIX <= 103 <100
Mukpooprann3moB (KOE/T)

O01Iee KOIMYECTBO IpoXke- <= 1072 <100

BBIX U IJIECHEBBIX rPUOOB

(KOE/r)

Echerichia coli OtcyTcTBYET/T OtcyTtcTBYET

'YnakoBka CooTBeTCcTBYET CooTBeTCTBYET

MHKp06I/IOHOFH‘I€CKHﬁ aHaJIn3 MMPOBOAUTCA B BUAC IMPOIYCKHOT'O TCCTA. HepI/IOL[I/I‘IHOCTL TECTUPOBAHUA 3aBUCUT OT
PGFI/ICTpaIII/IOHHOFO I[OCI)G u BHyTpeHHeﬁ nmpoueayphl 3aBoAa.

JlarHas cepusi MpOAyKTa MPOU3BEICHA, BKIIOYAsl YIIAKOBKY W KOHTPOJb Ka4eCTBA, B TOJTHOM COOTBETCTBHH C TEKY-
el HaIeKaleii MPOM3BOACTBCHHOM npakTikoii GMP MeCTHOrO pery/siTopHOro OpraHa M OTBeYaeT TPEOOBAHHMIM
cnenuduKanuii PerucTpainoHHOTO yA0CTOBEPEHHSI CTPAHBI-UMIIOPTEPA.

3ammrcy 0 MPONU3BOACTBE CEPHH, YIIAKOBKE M aHAIN3E TIPOBEPEHBI M IPU3HAHBI COOTBETCTBYIOIMMH TPEOOBAHMSM.
OTKIIOHEHHE Kad9ecTBa, €CJIM TAKOBOE UMEETCs, OBIIIO TIOTHOCTHIO PACCIEI0BAHO U Pa3peIIeHo.

[ToTeHnraabHOE BIMSHIE OTKJIOHEHUS HAa Ka9eCTBO, 6€301acHOCTh WM 3()(heKTHBHOCTE paccMaTprBaeMOM apTHH
(mapTHii) HE3HAYMTEIBHO. z
[Teproanyeckue TECTHl COOTBETCTBYIOT TPEOOBAaHMAM CrICIM(DUKAIIMY HA OCHOBE IUIaHA 6
[IpeJOCTaBJIEHBI IO 3aIPOCY OpraHa 3paBOOXPaHECHHUS.

Permenne OJIOBPEHO
JlaTa npuHsTHA peuieHus 12-ATIP-2021 18:59:17:00 ;
[ToAnuch yIIOJIHOMOYEHHOTO JIHIA Dr. Alessandra Maurizio (ymonHomMoueH

3toT ceprrduKaT ObUI MOANICAH B DJISKTPOHHOM BUjE B BanuaupoBanHoi LIMS.

rap_coa_resultats v5 2/2




Sanofi S.p.A.

Certificate of Analysis and

Conformance

Strada Statale 17, Km 22

67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151

Fax: +39 0862 714005

SANOFI .2

Stabilimento: SCOPPITO

SCO 377652
Rovamycine 3MIU,1x10cpr CP RU

Dosage form:TBLTS;Pack:Blister ALUPVC

GMID code: 377652

Lotto/Batch: 10002

Prod./Mfg.: 4-MAR-2021 Scad. /Exp.: FEB-2024

Dossier Reference: QUA-EX-2012-00024

Normative Document: Normative Document No.P N013418/01

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

Aspetto / Appearance

Codifica / Code

Colore / Color

TLC

(color reaction)

TESTS

({Ph.Eur.)

TITOLO / ASSAY

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

B
Escherichia coli

Titanio Biossido / Titanium Dioxide

Uniformita di massa / Uniformity of mass

Peso medio cpr / Average tablet weight

Dissoluzione / Dissolution (Q=80% :

Contenuto medio Spiramicina-metodo

Ogni altra impurezza sconosciuta / Any

Controllo confezionamento / Packaging

CARATTERISTICHE / CHARACTERISTICS
Compresse rivestite biconveésse, 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 wWhite

IDENTIFICAZIONE SPIRAMICINA / IDENTIFICATION SEIRAMYCIN
Reazione con H2S04 / Reaction with H2S04 Positiva / Positive

Conforme / Complies

Disaggregazione / Disintegration (min) <= 30
>= 85% after 30'

Ph,Eur.)
Perdita all'essiccamento / Loss on <=8
drying (%)

2.850 = 3.150

fisicochimico / Spiramycin average unit
content-physicochemical method (MIU/cpr)
IMPUREZZE / DEGRADATION IMPURITIES

<= 205

individual unspecified impurity (%)

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY

<=10%3
<= 102

Positiva / Positive

Conforme / Complies

Teorico + 5 % / Theoretical + 5

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

804.8 mg

10 min

99

2.990

HLVES

Conforme / Complies
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Certificate of Analysis and

Conformance SANOF] ‘«;j

Stabilimento: SCOPPITO

Sanofi S.p.A.

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

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

-

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

GMID code: 377652
Lotto/Batch: 10002
Prod. /Mfg.: 4-MAR-2021 Scad. /Exp.: FEB-2024

Dossier Reference: QUA-EX-2012-00024

Normative Document: Normative Document No.P N013418/01

[ 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: 12-APR-2021 18:59:17.00
Responsible QA/Decisione QA: Dr. Alessandra Maurizio (Qualified Person)

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