CemebmcaT aHaJIu3a U COOTBETCTBUSA

Canodu C.IT.A.

Crpana Cratane 17, km 22
67019 Cxonmuro (AQ)
Uranus

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

SANOFI 7

ITnomanka: CKOIIIIMTO

CKO_377652
Posamunun 3 MME, 1x10 cpr CP PY

®dopma Beimycka: TABJI; ynakoBka: amoMuHueBbIi Orctep [IBX

Kox GMID: 377652 VYcnosus xpanenus: IIpu Temmneparype He Boimie 25 °C.
'YakoBka: 10 TabneTok B Giuctep u3 [IBX/amoMuuneBoit Gposbry.
1 6amcTepy BMeCTe ¢ MHCTPYKIHMEH 110 MPUMEHEHUIO B KAPTOHHYIO MAYKYy.
Cepust: 20001 CpOK TOJIHOCTH: 3 rona
JlaTa mpousBoacTBa: 24-OEB-2022 CpOK TOJIHOCTH: SAHB-2025

CchlIKa Ha JOChE:

HopMaTuBHBINH JOKYMEHT:

QUA-EX-2012-00024
Hopwmarusasbiii nokyment Ne ITN013418/01-020611 nzmenenus 1-5

[TOKA3ATEJIN HOPMBI PE3VJIbTATBI

XAPAKTEPUCTUKU

Onucanne JIBOSIKOBBIITYKJIbIE KPYTJIbIC TA0NETKH,  J{BOSIKOBBIIIYKJIbIE KPYTJIble TaOJICTKH, IIOKPHI-
MOKPBITHIE TUICHOYHON 000JI0YKOH. ThI€ TUIEHOYHOH 000JI0UKOM.

Kon Ha oxHoli ctopone nMeercst rpaBupoBka Ha onHOI cTOpoHE HMeeTcst rpaBUPOBKa
«ROVA 3». «ROVA 3».

L{BeT Ot Genoro 10 KPEeMOBOT0O OEJIOro. Ot Genoro 10 KPEeMOBOTO OEJIOro.

[MOJJIMHHOCTD CITMPAMUIIMHA

Peaxius ¢ H2SO4 ITonoxxuTenbHbIM pe3yabTaT [TonoxutenbHbI pe3yabTaT

TCX CooTBeTCcTBYET CooTBeTcTBYET

JInokcna tTuTaHa (uBeTHas peakuus)  [lONOXKHUTENBHBIN pe3yIbTaT

M CIIBITAHUA

OnnopoaHocTs 10 Macce (Esp.d.) CooTBeTCTBYET

Cpenmsis Macca TaOIeTKH Teopernueckast = 5 %
PacriamaemocTh (MHH.) <=30

PactBopenne (Q=80%; Erp.®apm.) >= 85% cnoycts 30 MuH
[Toreps npu BoIcymnBaHuu (%) <=8

KOJIMYECTBEHHOE OITPEIEJIE-
HUE
Cpennee coaepxkanue cimpamunuaa Ha2.850 — 3.150

eTMHUITY — (PH3UKO-XUMHUYECKUI METOT
(MME/1a6)

[TPUMECH

JTro00ii e TMHIYHON HEUASHTHPHUPO-
BanHOU npuMecH (%)

MUKPOBUOJIOTMYECKA S YU-
CTOTA

O011ee KOMIeCTBO adpOOHBIX MUKPO- <= 103
oprann3moB (KOE/T)

OO0111ee KOINYECTBO JIPONOKEBBIX U
rutecHeBbIX rprboB (KOE/T)
Echerichia coli

<=25

<=10"2

OtcyTcTBYET/T

KOHTpOJ'IL YHOaKOBOYHBIX MAaTCPUAIIOB COOTBeTCTByeT

TlonoxxutenbHbINA pe3yabTaT

CooTBeTcTBYET
803,7 mr

3 MuH

99

1

2,970

<2,5

<100

<100

OtcyTcTBYET
CooTBeTcTBYET
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CemebmcaT aHaJIu3a U COOTBETCTBUSA

SANOFI 7

Canodu C.IT.A.

Crpana Cratane 17, km 22 ITnomanka: CKOIIIIUTO
67019 Cxonnuro (AQ)
Uranus

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

CKO_377652
Posamunun 3 MME, 1x10 cpr CP PY
®opwma Beirycka: TABJI; ymakoBka: amoMuHHEBHIH Omctep [IBX

Kox GMID: 377652 VYcnosus xpanenus: IIpu Temmneparype He Boimie 25 °C.
'YakoBka: 10 TabneTok B Giuctep u3 [IBX/amoMuuneBoit Gposbry.
1 6mcTepy BMecTe ¢ MHCTPYKIHMEH 110 IPUMEHEHHIO B KAPTOHHYIO MAYKY.
Cepust: 20001 CpOK TOJIHOCTH: 3 rona
JlaTa mpousBoacTBa: 24-OEB-2022 CpOK TOJIHOCTH: SIHB-2025
CchlTKa Ha JJ0Che: QUA-EX-2012-00024
HopMaTuBHBINH JOKYMEHT: Hopwmarusasbiii nokyment Ne ITN013418/01-020611 nzmenenus 1-5

MuKpoOHOIOTHYECKUH aHAIN3 ITPOBOIUTCS B BUIE IIPOITYCKHOTO TecTa. [leprnoInaHOCTh TECTUPOBAHMS 3aBUCUT OT Perucrparu-
oHHOTO Jloche M BHYTPEHHE! MPOIeAyphl 3aBOIA.

/larHas cepust mpoayKTa Mpou3BeieHa, BKIIOYasl YIIaKOBKY W KOHTPOJIb Ka4eCTBa, B MOTHOM COOTBETCTBHH C TEKYIIEH HaJIexKa-
el MPOU3BOICTBEHHOM NMpakTHkoit GMP MecTHOTO peryasTOpHOTO opraHa ¥ OTBeJaeT TpeOoBaHMIM crienudukanmii Peructpa-
LIMOHHOT'O yI0CTOBEPEHUSI CTpaHbI-UMIIOPTEPA.

3amycy 0 MPOU3BOACTBE CEPUH, YIIAKOBKE M aHAIIN3E TPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOIUMH TPESOOBAHUSIM.

(OTKJIOHCHHE Ka4eCTBa, ECIIM TAKOBOEC UMEETCs, ObLIO MOTHOCTBIO PACCIICIOBAHO U Pa3peIlCHO.

[ToTeHIMaIbHOE BIUSHIE OTKIOHCHUSI HA KA4eCTBO, 0€30MaCHOCTh WU 3()(HEKTUBHOCTh paCCMATPUBAEMOW apTHH (TTAPTHI) He-
3HAYUTENBLHO.

[leprommaeckne TECTHI COOTBETCTBYIOT TPEOOBAaHHUAM CHEIN(UKAIINH Ha OCHOBE IIaHa TECTUPOBAHMS X MOTYT OBITH IIPEIOCTAaB-
JICHBI 10 3aIIpOCy OpraHa 3paBOOXPAHCHUS.

HacTosmum st moATBep K/Ialo0, YTO BhIIIeyKa3aHHasi HH(GOpMAaIHs SBISIETCS BEPHOUW M TOUHOM.

Permenne OJIOBPEHO
JlaTa mpuHATHUS pereHMs 22-MAP-2022 19:00:32.00
[Toamuch yOTHOMOYEHHOTO JIUTIA Dr. Alessandra Maurizio (YOJTHOMOYEHHOE JTUTIO)

3toT ceprrduKaT ObUT MOANKCAH B JIEKTPOHHOM BHUJIE B BamanpoBanHoi LIMS.
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Certificate of Analysis and
Conformance

Sanofi S.p.A.

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

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

SANOFI g

Stabilimento: SCOPPITO

( SCO 377652
Rovamycine 3MIU,1x10cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC
GMID code: 377652 Storage Indication: At temperature not above 25 °C
Packaging: 10 tablets in a PVC/alu foil blister.
1 blisters with a patient leaflet in a carton box
Lotto/Batch: 20001 Shelf Life: 3 years
Prod. /Mfg.: 24-FEB-2022 Scad. /Exp.: JAN-2025

Dossier Reference: QUA-EX-2012-00024

Normative Document:

Normative Document No. P N013418/01-020611 variations 1-5

[ SAGGI/TESTS

LIMITI/SPECIFICATIONS

RISULTATI/RESULTS

CARATTERISTICHE / CHARACTERISTICS
Aspetto / Appearance

Compresse rivestite bilconvesse, rotonde

/' Biconvex Round film-coated tablets

Codifica / Code

Stampa su un lato “ROVA 3" / Engraved

"ROVA 3" on one side

Colore / Color
ereamy white
IDENTIFICAZIONE SPIRAMICINA / IDENTIFICATION SPIRAMYCIN

Da bianco a biance crema / White to

Reazione con H2S04 / Reaction with H2504 Positiva / Positive

TLC Conforme / Complies

Titanio Biossido / Titanium Dioxide
(color reaction)

TESTS

Positiva / Pesitive

Uniformita di massa / Uniformity of mass Conforme / Complies

(Ph.Eur.)
Peso medio cpr / Average tablet weight
Disaggregazione / Disintegration {(min) <= 30

Dissoluzione / Dissolution (Q=80% ;

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

TITOLO / ASSAY

Contenuto medio Spiramicina-metodo 2.850 - 3,150
fisicoéhimico / Spiramycin average unit
content-physicochemical method (MIU/cpr)

IMPUREZZE / DEGRADATION IMPURITIES

ogni altra impurezza sconosciuta / Any <=2 5
individual unspecified impurity (%)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY o]l
TAMC (CFU/g) <= 10°3
TYMC (CFU/g) <= 1022

4

Escherichia coli
CONTROLLO C@?FEZIONAMENTO/PACKAGING MATERIAL CONTROL

Controllo corifezionamento / Packaging

>= 85% after 30'

Assente/g - Absent/a

Conforme / Complies

Teerico £ 5 % / Theoretical + 5 %

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

803.7 mg

3 min
99

canodv pocerT
“w <

ofi Russid AO

<100
Assente/g - Absent/g

Conforme / ngplies
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Certificate of Analysis and

Conformance SANOFI M_T

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 Storage Indication: At temperature not above 25 °C
Packaging: 10 tablets in a PVC/alu foil blister.
1 blisters with a patient leaflet in a carton box
Lotto/Batch: 20001 Shelf Life: 3 years
Prod. /Mfg.: 24-FEB-2022 Scad./Exp.: JAN-2025

Dossier Reference: QUA-EX~-2012-00024
Normative Document: Normative Document No. P N013418/01-020611 variations 1-5

r_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: 22-MAR-2022 19:00:32.00
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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