Ceprudukar ananmnsa/

Ceprudukart cooTBETCTBHS
Canodu C.p.1. (panee Canodu C.m.A.)

SANOFI vp

Crpana Cratane 17, km 22

67019 Cxommuro (AQ)
Hranus
Ten. +39 0862 717021/ 7151
daxc +39 0862 714005
SCO 454129
Awmapwun 2 mr, 6x15 cpr CP RU
JlexapcrBennast dopma: TABJIETKH; ymakoska: 6muctep AJTIOMUHUI/TIBX
Kox GMID 454129
Cepust 1U400
JlaTa mpou3BOICTBA: 20 11OJI 2021 Tonen no: WIOH 2024
Jlochke nipemnapara: 120490000TA00002
Hopmartuublii Hopmartuublii 1okymeHT Ne
JIOKYMEHT P N015530/01-070410
INOKA3ATEJIN HOPMA PE3YJIbTAT
XAPAKTEPUCTUKU
Ornucanue HpO,Z[OJIFOBaTLIe, IIJIOCKHE HpOI[OJ'Il"OBaTI)Ie, IIJIOCKUE

Kon (rpaBupoBka)

Ilser

IMMOJJIMHHOCTD I'NTUMEITMPUIA

BOXX

UK

[MogmuaHOCTE Kpacutens (E172)

IMoamuanocTs kpacutens (E132)

IMTOKA3ATEJIN

AVG 3HaueHHe pacTBOPEHUS 10CIIE
15 munyt (Q=80 %)

MIN 3HaueHue pacTBOpeHHs Hocie
15 munyT

Onenka pactBopenus (Esp.®d.)

OIHOPOIHOCTD TO3UPOBAHUS
(EBp.®. 2.9.40)

POACTBEHHBIE COEJJUHEHUA
I'mumenupua-cynshoHaMua

JIpyTras eIMHUYHAS IPUMECh
CyMMapHOE COJICpPIKaHHEe IPUMECEi

TaOJIETKH, C pa3/ieInTEeIbHON
PHCKOH Ha 00€UX CTOPOHAX

I'paBupoBka NMM n
crunmr3oBaHHas “h” Ha 1BYX
CTOpOHAaX

3eeHbIn

RT o6pasna =~ RT crangapta + 3%

TTonoskuTeNbHBIA

TTonoskuTenbHBIA

TTonoskuTenbHBIA

>=85%

>=85%

Cramus | cooTBeTcTBYET
Cramus | cooTBeTcTBYET
<=0,4%

<=0,2%
<=0,9 %

TaOJIETKH, C pa3/IeUTEIbHON
pHCKOI Ha 00enX CTOpOHAX

I'paBupoBka NMM u
crunn3oBanHas “h” Ha IByX
CTOpOHAaX

3eneHbIi

RT ob6pasua =~ RT
crangapTa + 3%

He BeIOIHSAECTCSA HA STOM
cepun. YacTtora: osiHa cepus
B IrOJI

He BrImonHsIeTCS HA 3TOK
cepun. YacToTa: oJiHa cepus
B IOJI

He BrImonHsieTcst Ha ATOM
cepun. YacTora: oJiHa cepus
B IroOJI

102 %

97 %

Cramust | cooTBETCTBYET

Cramus | COOTBEICTBYET
05,

N
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rap_coa_resultats vb




Ceprudukar anann3a/ SANOFI @ﬁ

Ceprudukart cooTBETCTBHS

Canodu C.p.1. (panee Canodu C.m.A.)
Crpana Cratane 17, km 22

67019 Cxommuro (AQ)

Uranus

Ten. +39 0862 717021/ 7151

dakc +39 0862 714005

SCO 454129

Awmapwun 2 mr, 6x15 cpr CP RU

JlexapcrBennast dopma: TABJIETKH; ymakoska: 6muctep AJTIOMUHUI/TIBX
Kox GMID 454129

Cepust 1U400

JlaTa mpou3BOICTBA: 20 11OJI 2021 Tonen no: WIOH 2024
Jlochke nipemnapara: 120490000TA00002

Hopmartuublii Hopmartuublii 1okymeHT Ne

JIOKYMEHT P N015530/01-070410

KOJIMYECTBEHHOE

OIIPEJAEJIEHUE

KonnuecTBeHHOE COmEpIKaHIE 1,90 — 2,10 mr / TabneTky 2,01 mr / TabneTKy
(KX) (95-105 % oT KOMYIECTBA, 3ASBICHHOTO

Ha DTHKETKE)
MUMKPOBUOJIOI'MYECKA S YUCTOTA
O01ee ymcio aspoOHBIX

mukpoopranusmos (TAMC; KOE/r) <= 10° <10

O011ee YKCIo IPOXKIKEBBIX U

wiecHeBbIX TpruooB (TYMC, <= 102 <10

KOE/T)

Escherichia coli OtcyterByer / T OrcyterByer / T
KOHTPOJIb YITAKOBOYHOI'O MATEPUAJIA

KOHTPOJIb YITAKOBOYHOI'O CoOTBETCTBYET CooTBeTCTBYET
MATEPHAIJIA

Tect Ha MUKPOOHOIOTHIECKYIO YACTOTY IPOBOIUTCS NEpHOANIECKH. [IeprHoInIHOCTD OnpeneseTcst
PETHUCTPAIIOHHBIM JI0ChE M BHYTPCHHUMH 3aBOJCKUMH IIPOIIETypaMH.

JlanHas cepust npenapara Obula M3TOTOBJICHA, BKIIIOYAsl YIIAKOBKY U KOHTPOJIb Kau€CTBa, B IIOJIHOM COOTBETCTBHU
¢ neicTByrommMu TpeboBanusiMu rpaBui Hajuiexxameit npousBoacTBenHo# npaktiku (GMP), ycTraHOBIEHHBIMU
MECTHBIMH PEryJIITOPHBIMH OPTaHAMU, a TAK)KE B COOTBETCTBUH CO CIEIM(DUKALMAMHE, TPy CMOTPEHHBIMHU
PeructpaliioHHBIM YJOCTOBEPEHUEM CTPAHBI-UMIIOPTEPA. 3aIHCH IO IPOU3BOJCTBRY, YIIAKOBKE U aHAINU3Y CepHUid
OBUTH ITPOBEPEHBI U IPU3HAHBI COOTBETCTBYIOIMINME TpeOoBaHUSIM. OTKIOHEHUS [0 Ka4€CTBY, €CIIH TAKOBBIC
HMEIOTCSI, OBIIIM OTHOCTHIO PACCIIENOBAHBI M 0J00peHbl. [loTeHnInanpHOE BIMSHUE OTKIOHEHHUS Ha Ka4eCTBO,
0e30macHOCTh U 3P PEKTUBHOCT Ha CEPUI0 MPU3HAHO HE3HAUYUTEIHHBIM.

ITeproandeckue TECTH COOTBETCTBYIOT TPEOOBAHMAM CTICIU()UKAIINH, OCHOBAHHON Ha INIAHUPOBAHUHT
MIPOBEJCHUS TECTUPOBAHMS M MOTYT OBITh MPEAOCTABIICHEI 10 3a1POCy PeTyIsITOPHBIX OPraHOB.

Hacrosmum s HOATBEpK a0, YTO MPEICTABICHHAS BbIIIE HH(POPMAIHS SBISCTCS MTOUIMHHON U TOYHOM.
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Cepruduxar ananusa/ SANOFI h?

Ceprudukart cooTBETCTBHS

Canodu C.p.. (panee Canodu C.1m.A.)
Crpana Cratane 17, km 22

67019 Cxommuro (AQ)

Hranus

Ten. +39 0862 717021/ 7151

daxc +39 0862 714005

SCO 454129

Awmapwun 2 mr, 6x15 cpr CP RU

JlexapcrBennast dopma: TABJIETKH; ymakoska: 6muctep AJTIOMUHUI/TIBX
Kox GMID 454129

Cepust 1U400

JlaTa mpou3BOICTBA: 20 11OJI 2021 Tonen no: WIOH 2024
Jlochke nipemnapara: 120490000TA00002

Hopmartuublii Hopmartuublii 1okymeHT Ne

JIOKYMEHT P N015530/01-070410

3aki0ueHue: OnoOpeno

Jara: 03 CEHT 2021 16:42:30.00

OTBeTCTBEeHHBIH 32 Dr. Maria Castiglione (Ynomaomouennoe o Canogu S.r.l.)
obecrnevyeHne KayecTBa:

CepTudukaT aHaiam3a UMEeT dJIEKTPOHHYIO MOJIITUCH, TOTYYEHHYIO MTPH MOMOIIH BaJTHINPOBAHHON
71a00paToOpHOM HHPOPMAITUOHHON CHCTEMBI.
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Certificate of Analysis and
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Conformance SANOF I Y
Sanofi S.p.A.
Stabilimento: SCOPPITO
Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005
SCO 454129
Amaryl 2mg,6x15cpr CP RU
Dosage form:TBLTS; PackBulk:BlisterALUPVC
GMID code: 454129
Lotto/Batch: 10400
Prod. /Mfg.: 20-JUL-2021 Scad. /Exp.,: JUN-2024
Dossier Reference: 120490000TA00002
Normative Document: Normative Document No. P N015530/01-070410
-
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE/CHARARCTERISTICS
Aspetto / Appearance Compresse oblunghe, piatte,
rottura su entrambi i lati / Oblong,
flat tablets with bilateral score-line
Codifica / Code Incisione NMM e "h" stilizzata su
entrambi i lati / Engraving NMM and

stylized "h" on both sides

Colore / Color Verde / Green

IDENTIFICAZIONI/IDENTIFICATION
LC Rt ==lRH

(sample) (reference) £3%

Infrarosso / IR Positiva / Positive

Agente Colorante/Coloration Agent (E172) Conforme / Complies

Agente Colorante/Coloration Agent (E132) Conforme / Complies

TESTS

Dissoluzione valore medio / AVG value >= 85 %
dissolution after 15' (Q=80%)

Dissoluzione valore minimo / MIN value >= 85 %
dissolution after 15°'

Valutazione dissoluzione / Dissolution Conforme stage I / Stage I

evaluation (Ph.Eur.) conforms

Uniformita di dosaggio / Uniformity of Conforme stage I / Stage I conforms
dosage units (Ph.Eur. 2.9.40)

IMPUREZZE/DEGRADATION IMPURITIES

Glimepiride-3Sulfonamide / <= 0.4 %

con linea di

Compresse oblunghe, piatte, con
linea di rottura su entrambi i
lati / Oblong, flat tablets with
bilateral score-line

Incisione NMM e "h" stilizzata
su entrambi i lati / Engraving
NMM and stylized "h" on both
sides

Verde / Green

Rt (sample) =~ Rt (reference)+*3%
Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year
Non testato su questo lotto.
Frequenza test: un lotto

all’ anno/Non performed on this
batch. Frequency: one batch/year
Non testato su questo lotto.

Frequenza test: un lotto

all’anno/Non performed on this
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Certificate of Analysis and

.,
Conformance S A N O - | w /g
Sanofi S.p.A.
Stabilimento: SCOPBPITO
Strada Statale 17, Km 22
67019 Scoppito (AQ)
Ttaly
Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005
SCO 454129
Amaryl 2mg, 6xl15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC
GMID code: 454129
Lotto/Batch: 10400
Prod. /Mfg.: 20-JuL-2021 Scad. /Exp.: JUN-2024
Dossier Reference: 120430000TA00002
Normative Document: Normative Document No. P N015530/01-070410
;
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS
Glimepirid-Sulfonamide
Altra singola / Others each <= 0.2 % 0.1 %
Totali impurezze / Related substances <= 0.9 % 0.4 %
total
TITOLO/ASSAY
Titolo (LC) / Content (LC) 1.90 - 2.10 mg [tbl] 2.01 mg [tbl)
(95 to 105% of label claim)
MICROBIOLOGICO/MICROBIOLOGICAL QUALITY
TAMC (CFU/g) <= 1073 <10
TYMC (CFU/qg) <= 1072 <10

Escherichia coli Assente/g - Absent/g
CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL
Controllo confezionamento / Packaging Conforme / Complies

material control

Assente/g - Absent/g

Conforme / Complies

rF

—

internal procedure.

Microbiological Analysis is carried out as skip test. Test frequency is based on the registration dossier and site

current GMP requirements of the local Regulatory Authority

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

I hereby certify that the above information are authentic and accurate.

This batch of product has been manufactured, including packaging and Quality Control,

and with the specifications laid down in the Marketing Authorization of the importing cof
The batch processing, packaging and analysis records have been reviewed and found to b&¥4,

The potential impact of the deviation on quality, safety or efficacy of the batch(es; é?
Periodic tests comply to specification requirements based on testing plan and could Ber

in full
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Certificate of Analysis and .

Conformance SA N O F l LS

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 454129
Amaryl 2mg, 6x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUPVC

GMID code: 454129
Lotto/Batch: 1U400
Prod. /Mfg.: 20-JUL-2021 Scad. /Exp.: JUN=2024

Dossier Reference: 120490000TA00002
Normative Document: Normative Document No. P N015530/01-070410

-

—_—
—

Decision/Decisione: Approvato / Released
Date/Data: 3-SEP-2021 16:42:30.00
Responsible QA/Decisione QA: Dr. Maria Castiglione (Qualified Person)

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