Canogu C.ILA.

CepTuduxar ananauza/
CepTudukar Ha cepuIo

Crtpama Crarane 17, km 22

67019 Ckormmuto (AQ)

Hramus

Tenedon: +39 0862 717021 / 7151

Pakc: +39 0862 714005

SANOFI \7

ITnomanka: CKOIIIIUTO

CKO 209235
Tpurane 5 mr, 2x14 crip CIT PY

®opwma BeITycka: TabieTku, yrmakoBKa: amroMUHIEBEIH omuctep [1BX

Kox GMID 209235

Cepust 10001

JlaTa npousBoacTBa 15-1HB-2021 Cpok rogHocTH JEK-2023

Jlocse 07PHMPO00TA00005

INOKA3ATEJIN HOPMbI PE3YJIbTATHBI

XapaKkTepuCTUKU

Omnmcanne [IpomonroBaTsie TabIeTKH ¢ pa3aenu- [Ipogonrosateie TaOJIETKH C pa3geIUTEIbHOM
TEIHLHOU PUCKOM ¢ 00X CTOPOH PHUCKO#1 ¢ 06erX CTOpPOH

Kon C pa3AeNUTENILHON PUCKOH C 00EHX CTO- C pa3JeNUTEIbHON PUCKON C 00EUX CTOPOH U
POH U TPaBUPOBKOM 5/CTHIIM30BAHHOE  TPABUPOBKOW 5/CTHIIM30BaHHOE H300paKEHUE
n3o6paxkenne 6yksel h u S/HMP ¢ npy- Oyxssr h u 5/HMP ¢ gpyroii cTOpoHEI.
rOi CTOPOHBI.

L{Ber CBETJIO-PO30BOI'0 LIBETA C BKPAIUIEHH-  CBETJIO-PO30BOTO IBETA C BKPAIUICHUSIMH 00-
sIMU O0JIee TEMHOTO WIIM CBETJIOTO OT-  JIee TEMHOTO MJIM CBETIIOT0 OTTEHKA
TCHKA

TECTHI

[TommuHOCTE BOXX Rt (o6pasma)=~ Rt(cTrarmapra) Rt (o6pasna)=~ Rt(crangapra)

Cpexnnsist Mmacca TabJIeTOK

OHOPOIHOCTH 110 Macce
(EBp. ®apmakories)

KonnuecTBo TabIeTOK

OnHoponHocTh coaepxkanus BOXXX CootBerctByer

(Ep. dapmaxkones 2.9.6)

PactBopenne (BOXKX)

CpenHee 3HaYCHUE PacTBOPEeHHS T0- > 80%

cite 30 muH (Q=75%)

MuHIMaTbHOE 3HAYEHHE pacTBOpeHus mocie > 80%

30 MuHH

Onenka pactopenus (EBp. @apmakories)

PO,HCTBGHHI)IG COCAMUHCHUA

PaMI/IHpI/IJ'I-,HI/IKeTOHI/Il'Iepa?)I/IH
PaMI/IHpI/IJ'I-,HI/IKCTOHI/IHepa?)I/IHOBaf{ KHUCJ10Ta

100 mr +- 7,5% 100,1 mr

CooOTBETCTBYET CooTBeTcTBYET

10 10
CooTBeTcTBYET

Cragust 1 cOOTBETCTBYET

He 6onee 5,0 % 0,1 %

He 6onee 0,5 %

He o6napy

.
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. \ -
KEnQ,
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CepTuduxar ananauza/
CepTudukar Ha cepuIo

SANOFI \7

Crtpama Crarane 17, km 22 ITnomanxa: CKOIIIIUTO
67019 Ckormmuto (AQ)

Wranus

Tenedon: +39 0862 717021 / 7151

dakc: +39 0862 714005

CKO_209235
Tpurane 5 mr, 2x14 crip CIT PY
®opwma BeITycka: TabieTku, yrmakoBKa: amroMUHIEBEIH omuctep [1BX

Kox GMID 209235

Cepus 10001

JlaTa npousBoacTBa 15-1HB-2021 Cpok rogHocTH JEK-2023
Jlocse 07PHMPO00TA00005

/JIpyrast eiuHU4HAs HASHTH(OUIMPOBaHHAS He 6omnee 0,5 % 0,2 %

[puMech

Enunnunas naentudunupoBanHas npumeck  He Gosee 0,2 % He ob6napyxeno

CymMapHoe cozepxanue HenaeHtugunupo-  He Gosee 1,0 % He ob6napyxeno

BaHHBIX MTPUMECEH

CymmapHoOe conepykanue naeatuunuposan- He 6omee 6,0 % 0,3 %

HBIX IIpUMeEcei

KonnuecTBeHHOE ompeienieHne

KonnuecTBeHHOE onpeienicHre (Mr/Ta0u) 4,50-5,25 5,07

OO0111ee KOINYECTBO adpOOHBIX OaKTepui <10 <10

OO0111ee KOIMYECTBO JIPOXKIKEBBIX U IJIECHEBBIX

rpuGoB <102 <10

Escherichia coli OtcyrctBHEe B 1 T OtcyrctBHEB 1 T

KoHTpOh YIIAKOBOYHBIX MAaTEPHAIOB

KoHTpOJIh YIAKOBOUHBIX MATEPHATIOB CoOTBETCTBYET CooTBeTcTBYET

MukpoOHOJIOTHIECKU aHAIN3 IPOBOUTCS BHIOOPOUHO. [IeprHoIMIHOCTh TECTUPOBAHUS 3aBUCHUT OT Pernctpanmnonsoro Jlo-
Chbe M BHYTPEHHEH MpOoIieTyphl 3aBO/IA.

JlaHHas cepust mpoaAyKTa IPOU3BEAEHA, BKIOUasl YIAaKOBKY M KOHTPOJb Ka4eCTBa, B TIOJIHOM COOTBETCTBUHU C TEKYIEH HaIe-
pKaled MpOM3BOACTBEHHON NMpakTuKkoi GMP MecTHOTO peryisTOpHOro OpraHa M OTBeyaeT TpeOOBaHMAM crenudukanuii Pe-
CUCTPALMOHHOTO yIOCTOBEPEHUS CTPAHBI-UMIIOPTEPA.

3arcy 0 MPOU3BOJICTBE CEPUH, YIIAKOBKE M aHAJIHM3€ IIPOBEPEHBI M IIPH3HAHBI COOTBETCTBYIOIUMHU TPEOOBAHHSIM.
OTKJIOHEHHS 110 Ka4ECTBY, €CJIM TAKOBBIE MIMENNCh, OBIIIM MOTHOCTHIO PACCIEI0BAHBI H OJOOPCHBIL.

[ToTeHIMaNbHOE BIMSHUAE OTKJIOHEHHS Ha Ka4eCTBO, OE30MACHOCTHh WM (P(EKTHBHOCTh PACCMATPUBAEMON CEPUH (CEPHi)
HE3HAYUTEIIBHO.

[leproandeckue TECThl COOTBETCTBYIOT TPEOOBAaHMSAM CrielIM(UKAINU HAa OCHOBE IIJIaHa TECTUPOBAHHIS U MOTYT OBITE TIpEno-
CTaBJIEHBI 110 3aIIPOCY PETYIATOPHOTO OpPTaHa. ) Wi,

Pemenue OJJOBPEHO
JlaTa NpUHATHS pelleHus 10-MATA-2021 18:30:01.00
I[Moanuch YNOJTHOMOYEHHOTO JIMI[A Dr. Alessandra Maurizio (YnomH¢
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Certificate of Analysis and
Conformance

Sanofi S.p.A.

(e,

SANOFI Y /

Stabilimento: SCOPPITO

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCO 209235

Tritace 5mg,2xl4cpr CP RU

Dosage form:TBLTS; PackBulk:BlisterALUPVC
GMID code: 209235
Lotto/Batch: 10001
Prod. /Mfg. : 15-JAN-2021 Scad./Exp.: DEC-2023
Dossier Reference: 07PHMPOOOTAOC005
Normative Document: Normative Document Tritace 5mg Tablets
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance Compresse oblunghe con linea di
prerottura su entrambi i lati/Oblong,

tablets with score line on both sides

Codifica / Code Inciso 5/immagine stilizzata della

lettera h,e 5/HMP sull'altro lato /

engraved with 5/stylized image of letter

h,and 5/HMP on the other side

Colore / Color

pil scuro o piu chiaro / Light pink with

impregnations of darker or lighter color

TESTS

Identificazione / Identification HPLC Rt (sample) =~ Rt (standard)
Peso medio compresse / Average tablet 100 mg + 7.5 %

weight

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

Numero di compresse esaminate / Number 10

of tablets

Uniformita di contenuto / Uniformity of Conforme / Complies

content (HPLC) (Ph.Eur. 2.9.6)

DISSOLUZIONE / DISSOLUTION (HPLC)

Dissoluzione valore medio / AVG value >= 80 %

dissolution after 30' (Q=75%)

Dissoluzione valore minimo / MIN value >= 80 %

dissolution after 30’

Valutazione dissoluzione / Dissolution Conforme stage I / Stage I
evaluation (Ph.Eur.} conforms
IMPUREZZE/DEGRADATION IMPURITIES

Ramipril DKP / Ramipril diketopiperazine <= 5.0 % I
Ramipril DKP acido / Ramipril <=4 014505

dichetopiperazine acid

Rosa chiaro con impregnazione di colore

Compresse coblunghe con linea di
prerottura su entrambi i
lati/Oblong, tablets with score
line on both sides

Inciso 5/immagine stilizzata
della lettera h,e 5/HMP
sull'altro lato / engraved with
5/stylized image of letter h,and
5/HMP on the other side

Rosa chiaro con impregnazione di
colore pil scuro o piu chiaro /
Light pink with impregnations of
darker or lighter color

=~ Rt

Rt (standard)

100.1 mg

(sample)

Conforme / Complies

10

Conforme / Complies
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Certificate of Analysis and

Conformance SANOFI . ;-’

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 209235
Tritace 5mg,2xl4cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 209235
Lotto/Batch: 1U001
Prod./Mfg.: 15-JAN-2021 Scad./Exp.: DEC-2023

Dossier Reference: 07PHMPOOOTAQ0005
Normative Document: Normative Document Tritace 5mg Tablets

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

Altra singola impurezza conosciuta / <= 0.5 % 0.2 %

Other individual specified impurity

Singola impurezza sconosciuta / Single <= 0.2'% Non rilevabile/Not detectable
unspecified impurity

Somma impurezze sconosciute / Total <= 1.0 %& Non rilevabile/Not detectable
unspecified impurities

Somma impurezze conosciute / Total <= £.0 % 0.3 %

specified impurities

TITOLO/ASSAY

Titolo Assay (mg/cpr) 450 = 52b 5.07

ANALISI MICROBIOLOGICA / MICROBIOLOGICAL ANALISIS

TAMC (CFU/g) <= 1073 <10

TYMC (CFU/g) <= 10~2 <10

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

Controllo confezionamento / Packaging Confeorme / Complies Conforme / Complies

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.
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Sanofi S.p.A.

Strada Statale 17,
67019 Scoppito (AQ)
Italy

Certificate of Analysis and
Conformance

Km 22

Tel: +39 0862 717021 / 7151

Fax: +39 0862 714005

SANOFI « g

Stabilimento: SCOPPITO

GMID code:

Lotto/Batch:

Prod. /Mfgqg. :
Dossier Reference:

Normative Document:

SCO 209235

Tritace 5mg,2xl4cpr CP RU

Dosage form:TBLTS;PackBulk:BlisterALUPVC
209235

10001
15-JAN-2021

07PHMPOOOTAO0005
Normative Document Tritace 5mg Tablets

Scad./Exp.:

DEC-2023

Decision/Decisione:

Date/Data:

Responsible QA/Decisione QA:

Approvato / Released
10-MAY-2021 18:30:01.00

Dr. Alessandra Maurizio

{Qualified Person)

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