Canogu C.ILA.

CemebmcaT aHaJIu3a U COOTBETCTBUSA

SANOFI \7

Crpana Crarane 17, km 22

67019 Ckormmuto (AQ)
Uranusa

Tenedon: +39 0862 717021 /7151

Dakc: +39 0862 714005

ITnomanka: CKOIIIIMUTO

CKO_377627

Posamunun 1,5 MME, 2x8 cpr CP PY

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

Kox GMID 377627

Cepust 10002

JlaTa mpousBoacTBa 20-MAI-2021 CpoK TOHOCTH AIIP-2024

CchluTKa Ha TOChE QUA-SC-2011-22064

HopMmaTuBHBINA JOKYMEHT Homep PY: Ne IT N013418/01

[TOKA3ATEJIN HOPMBI PE3VJIbTATBI

XAPAKTEPUCTUKU

Onucanue JIBOSIKOBBIITYKJIbIE KPYTJIBIE TA0- JIBOSIKOBBIITYKJIBIE KPYTJIbIE TAOJIETKH, M0~
JIETKH, HOKPBITHIE INICHOYHOM 000-  KpBIThIE IIJIGHOYHOM 00ooukoil. Ha opnol

Kon noukoi. Ha oHOM cTopoHe uMeeTcst cTopoHe uMeeTcs rpaBupoBka «RPR 107».

LlBeT rpaBupoBka «RPR 107». Ot 6enoro Ot 6etoro 10 KpeMoBOro 6esoro.

JI0 KPEMOBOTO OEIoro.

[MOJJIMHHOCTDH CITMPAMUIIUHA

Peaknus ¢ H2SO4
TCX

JInoxcua TuTaHa (LIBETHAS PEAKITHU)

VCIIBITAHUA

(OHOPOIHOCTH 110 Macce

Cpennsist Macca TaOJIeTKH
PacniamaemocTh (MUH.)
PactBopenue (Q=80%; Esp.Dapm.)
[Toreps npu BoIcymnBaHuu (%)

[TonoxxuTenbHbII pe3yabTaT

CooTBeTCTBYET

ITonoxuTensHbIA pe3yibTaT

CooTBeTCTBYET
Teopernueckast = 5 %
<=30

>= 85% cmycts 30 Mun

<=8

KOJIMYECTBEHHOE OITPEJIEJIEHNE

CpenHee colepykaHie CIIMPAMHUIIMHA Ha

1.425-1.575

eTMHUITY — (PH3UKO-XUMHUYECKUI METOT

(MME/ra6)
[TPUMECH

JTro00ii emMHIYHON HenaeHTHPUPOBAHHOW <= 2.5

npumecu (%)

MUKPOBUOJIOTMYECKA S YNCTOTA
O611ee KOMMIecTBO adpoOHBIX MUKpoopra- <= 1073

Hu3MoB (KOE/T)

O011ee KOIMYECTBO IPOXKIKEBBIX U TUIECHE- <= 102

BbIx rpudos (KOE/T)
Echerichia coli

'YakoBka

OtcyTcTBYET/T
CooTBeTCTBYET

IonoxuTenbHbIN pe3ynabTaT
CooTBeTCTBYET

ITonoxurenbHbIN pe3ynbTaT

COOTBETCTBYET
406.1 mr

19 mun

98

1

1.489

<2.5

<100
<100

OtcyTcTBYET/T
CooTBeTCTBYET
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CemebmcaT aHa/JIu3a U COOTBETCTBUSA

SANOFI \7

Canogu C.ILA.

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

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

CKO_377627
Posamunun 1,5 MME, 2x8 cpr CP PY
®opwma Beiycka: TABJI; ynakoBka: ainroMmuauessiii Gnuctep [1BX

Kox GMID 377627

Cepust 10002

JlaTa mpousBoacTBa 20-MAI-2021 CpoK TOHOCTH AIIP-2024
CchluTKa Ha TOChE QUA-SC-2011-22064

HopMmaTuBHBINA JOKYMEHT Homep PY: Ne IT N013418/01

MuKpoOHOIOTHYECKUH aHAIN3 TPOBOIUTCS B BUJIE IPOITyCKHOTO TecTa. [lepnoaudHocTs TecTHpOBaHMS 3aBUCHUT OT Pernctpa-
roHHOTO Jloche M BHYTPEHHEH Mpoueayphl 3aBO/Ia.

JlarHas cepust MpoayKTa MPOU3BeEIeHa, BKIIOYAsl YIIAKOBKY W KOHTPOJb Ka4eCTBA, B TOJTHOM COOTBETCTBHH C TEKYIIEH HaITe-
pKaIel TPOrN3BOJACTBEHHON MpakTHKoi GMP MeCTHOTO perysITOpHOTO OpraHa U OTBeYaeT TpeOOBaHUAM crierudpukanuii Pe-
CUCTPALMOHHOTO YJIOCTOBEPEHUSI CTPaHbI-UMIIOPTEpa.

3ammycy 0 MPOU3BOACTBE CEPUH, YIIAKOBKE M aHAIIN3E MPOBEPEHBI U MPU3HAHBI COOTBETCTBYIOIUMH TPESOOBAHUSIM.
(OTKJIOHCHHE Ka4eCTBa, ECIIM TAKOBOE UMEETCs, OBLIO MOTHOCTBIO PACCICIOBAHO U Pa3peIlCHO.

[ToTeHIManbHOE BIUSHIE OTKIOHCHHS HAa KA4eCTBO, 0€30MaCHOCTh WU 3(h(HEKTUBHOCTh paCCMATPUBAEMON APTHH (TTAPTHIA)
HEe3HAYUTEINILHO.

[leprouyeckue TeCThl COOTBETCTBYIOT TPEOOBAHMSAM CHICHU(UKAIIMHA HA OCHOBE IIaHA TECTUPOBAHUS K MOTYT OBITh TIPEIO0-
CTaBJICHBI 110 3aIPOCY OpraHa 3ApaBOOXPAaHCHUSI.

HacTosmum st moATBEp K/Ialo0, UTO BhIIIeyKa3aHHasi HHGOpMAaIHs SBISIETCS BEPHOUW M TOUHOM.

Perenne OJIOBPEHO
JlaTa mpuHATHS pereHMs 22-N10JI-2021 18:40:37.00
[Toxmuch yImoTHOMOYEHHOTO JINIa Dr. Alessandra Maurizio (YHOTHOMOYEHHOE JIAIIO)

3toT ceprrduKaT ObUI OANKCAH B DJIEKTPOHHOM BUE B BanuaupoBanHoi LIMS.
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Certificate of Analysis and

Conformance S A N O F l 1_’

Stabilimento: SCOPPITO

Sanofi S.p.A.

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

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

sco_377627 1
Rovamycine 1.5MIU,2x8cpr CP RU
Dosage form:TBLTS; Pack:Blister ALUPVC

GMID code: 377627
Lotto/Batchi 10002
Prod./Mfg.: 20-MAY-2021 Scad./Exp.: APR-2024

Dossier Reference: QUA-5C-2011-22064
Normative Document: Normative Document No.P N013418/01

-
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
CARATTERISTICHE / CHARACTERISTICS
Aspetto / Appearance Compressc rivestite biconvesse, rotonde Compresse rivestite biconvesse,
/ Biconvex Round film-coated tablets rotonde / Riconvex Round
film-coated tablets
Codifica / Code Stampa su un late "RPR 107" / Engcaved Stampa su un lato "RPR 107" /
VRPR 107" on one side Engrawved "RPR 107" on ona side
Colore / Celax Da bianco a bianco crema / White to Da bianco a bianco crema / White
craamy white to creamy white
IDENTIFICAZIONE SPIRAMICINA / IDENTIFICATION SPIRAMYCIN
Reazione con H2S04 / Reaction with K2504 Positiva / Positive Positiva / Positive
TLC Conforme / Complies Conforme / Complies
Titanio Biossido / Titanium Dioxide rositiva / Positive Positiva / Positive

icolor reaction)

TESTS

Uniformita di massa / Uniformity of mass Conforme / Complies Conforme / Complies
(Ph.Eur.)

peso medio cpr / Average tablet weight Teorico 5% / Thecratical 154% 4061 mg
pisaggregazione / Disintegration <=30 min 19 min
Disscluzione / Dissolution 2= §5% after 30° 98
(0~80%;Ph.Bur.)

Perdita all'essiccamento / Loss on <= B § 1

drying

TLTOLC / ASSAY

Contenuto medio Spiramicina -metodo 1.425 = 1,578 1.489

fisicochimico / Spiramycin average unit
content-physicochemical method (MIU/cpr)
IMPUREZZE / DEGRADATION IMPURITIES (1'LC)

Oghi altra impurezza sconosciuta / Any <= 2.5 <2.5

individual unspecified impurity (%)

MICROBIOLOGICO / MICROBIOLOGICAL QUALLTY -

TAMC (CFU/g) <= 103 <100

TYMC {(CFU/q) <= 1072 <100

Escherichia coli Assenle/g - Absent/g Assente/g - Rbsent/g
CONTROLLO CONFEZIONAMENTO / PACKAGING MATERIAL CONTROL

controllo confezionamento/Packaging Conforme / Complies Conforme / Complies
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Certificate of Analysis and

Conformance S A N O F | _}

Stabilimento: SCOPPiqQo

Sanofi S.p.A.

Strada Statale 17, Km 22
€7018 Scoppite (AR)
ftaly

Tel: +39 £862 717021 / 715}
Faxi +39 0862 714005

SCO 377627
Rovamycine 1,5MIU,2x8cpr CP RU
Dosage form:TBLTS; Pack:Blister ALUPVC

GMID code: 377627
Lotto/Batch: 10002
Prod. /Mfg.: 20-MAY-2021 Scad. /Exp. ¢ APR-2024

Dossier Reference: QUA-SC-2011-22064

Normative Document: Normative Document No.P N013418/01

[ SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

material controi

g .

Microbiolegical Analysis is carried cut as skip test. Test frequency is based on the registration dossier and site
internal procedure.

This bateli of product has been manufactured, including packaging and Qﬁaliiy Control, in full compliance with the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Ruthorization of the importing country.

The batch processing, packaging and apalysis reccrds have been reviewed and found to be in compliance.

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

The potenlial impact of the deviation on guality, safely or e acy of the batch(ss) concerned is negligible.
Periodic tests comply tc specificaticn requirements based on testing plan and could be provided upon HA request,
I hereby certify that the above information are asuthentic and accurate.

Decigsion/Decisione: Approvato / Released
Date/Data: 22-JUL-2021 18:40:37.00
Responsible OA/Decisione QA: Dr. Alessandra Maurizie (Qualified Pexrson}

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