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DOK oI=
XOHJOK HHk., Kopes
HANDOK EUMSEONG FACTORY
78, Daepungsandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea
Tel. +82.43.530.1114
Fax +82.43.530.1003
CemelmKaT aHaJ/n3a
Onucanue : Amapun® M, TabneTku, NOKpbIThIE MIEHOYHOI 000104K0#, 2/500 Mr
Cepus © AWFY100 (ans nepBu4HO# ynakoBkH),
AWFY100R (a1 BTOpHuHO# ynakoBku)
I'open no 2023, 07.31 Ananuz Ne ¢ 20210607-0291
Jata npowussojcTea :2020.08.19 Ycnous :  XpaHUTh NpH
XpaHeHus TeMIIepaType He
~Boie 30 °C
[TokazaTenn Creuuduxanus PesynbTaThl
Onwncanne OBasbHbIEC IBOSKOBBIMYKJIbIE TaBIETKH, OgBalibHBIE TBOAKOBBIMYKIIbIE
NOKPBITEIE TUIEHOUHOH 000/10UK0# Geloro TabNeTKH, TIOKPBIThIE
ugeta ¢ rpasuposkoit HD25 ma onHoii MIICHOYHOH 0001049KO
CTOPOHE M PHCKOMH Ha Apyroi cTopoHe. Oenoro LBeTa ¢ rpaBUpPOBKON
HD25 Ha onHo#i cTopoHe
PHCKOH Ha Ipyroii cTopoHe.
[TonnuukoCTH
MeTtdhopmuna ruapoxmiopun (BRX) Bpems ynep#uBaHHA 0CHOBHOTO MHKa Ha CooTeeTcTBYET
XpOMaTorpamMmme HCTBITYeMOro pacTBopa
JOOJIAKHO COOTBETCTBOBATH BpEeMEHH
VIEPAKHUBAHHSA OCHOBHOTO THKA Ha
XpoMmaTorpamMme CTaHIapTHOIO pacTeopa
MeT(hOpPMHHA rHAPOXIOpPHIA,
I'mumenupuna (BOXX) Bpems yaepHBaHHA OCHOBHOrO MUKA Ha CooTreTcTBYET
XpOMaTOrpaMMe HCIIbITYeMOro pacTBopa
OOIKHO COOTBETCTROBATH BpPEMEHH
YA€PKHBAHHA OCHOBHOIO MHKa Ha
XpoMaTorpamMmMe cTaHIapTHOTO pacTBopa
rIHMeTHpHIa.
Merdopmuna ruapoxiopun (DAD- CriekTp MoroleHHs OCHOBHOTO TTHKA Ha
CIEKTP) XpOMaTOrpaMMe MCMBITYEMOro pacTBopa,
cHATBIH npy nomotun DAD-nerektopa B
obnactu 200 — 400 HM, momKeH :
COOTBETCTBOBATH CNIEKTPY OCHOBHOTO MHKa Ha ' %
XpoMaTorpamMMe CTaHIapTHOTO pacTBopa
MeT(hOpMHHA THIPOXIOpHA.
Cpennsas macca tabietok 650,0 mr —690,0 Mr
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XOHJIOK HHk., Kopes
HANDOK EUMSEONG FACTORY
78, Daepungsandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea
Tel. +82.43.530.1114
Fax +82.43.530.1003
Cep'm(b:maT aHa/Iu3a
Onucanue : Amapuna® M, tabneTku, NOKpPBITBIE IIEHOUHOH 060104KOi, 2/500 Mr
Cepus ; AVVFYTOO(HRHrwaHqHOHyHaKOBhML
AWFY100R (m1s BropuuHOil ynakoskH)
[open go 1 2023.07. 31 Ananuz Ne : 20210607-0291
JHata npoussomacTsa :2020.08. 19 Yenoewus . XpaHHTE NpH
XpaHeHHs TEMIEpaType He
Bbie 30 °C
ITokasaresnn Crenuduxarnms Pe3ynbTath!
OnHOPOIHOCTD 103HPOBAHMS
Merdopmuna rxa Kputepwuii npuemiemoctn : Make. 15.0% 665-674mr, M=668mr
Kputepuit mpuemaeMocTy :
1.1%
Yposens : L1, CooTBeTcTBYET
PoncteenHsie npumecn BDIKX
MeTthopmuna rxi
| -umMaHoryaHHIuH He 6omee 0.02% <0.02%
['mumenupun
['numenupuna cynshoramun He 6onee 2.5% “0.2%
Jhobas npyras e1MHUYHAS TIPUMECE He 6onee 0.5% He obrapyxeno
CyMMa Ipyrux eIMHUYHBIX MpUMeceii He 6onee 0.5% He o6HapyxeHo
Bcero npumeceii He bonee 3.0% 0.2%
OnHoponHocTs n03upoBanns BOMX
numenupun Kpurepuit npuemnemoctn : Makce. 15.0% 98.1-100.0% M=99.0%
KpHTQRHH TIPHEMTIEMOCTH
w\”f*“. li?‘ﬂx
s \JQO1M,TCTByET
Conepskanne BIKX oA NG A
MeTtdopmuHa rxin 90.0 — 105.0% il © 99“ﬂ;‘ﬂ
CiiMennpu 90.0 — 105.0% i x"/( anod¥ ﬂ;if'ﬁjw-}
Tect pacTBOpeHue i ‘f;,nﬁ*‘ﬂu" f9;
MeT¢hopmuHa ran He menee 75% (Q) nocne 45 MuH B\ 101-102% M=/12%
Q$?fﬁ§£%§nxz §1J)Vﬂj THO
'mumenmpun He menee 75% (Q) nocne 45 MuH "4@?&4-94%
CTéHﬁﬁ“ﬁ??fkoppeero
MHukpo6uonornyeckas YHcToTA
OO61ee KOMTHYECTBO ad3pOBHEIX He Gonee 10° KOE/r <10 KOE/r

MHKPOOPraHH3MOB
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XOHJAOK HHk., Kopes
HANDOK EUMSEONG FACTORY
78, Daepungsandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea
Tel. +82.43.530.1114
Fax +82.43.530.1003
CemebﬂKaT aHa/Tu3a
Onucanue : Amapun® M, tabneTku, MoKpbIThIE MIEHOYHOI 060104KOM, 2/500 Mr
Cepus : AWFY100 (a1s nepBHYHOI YIIAKOBKH),
AWFY100R (1715 Bropu4HOH yIIaKOBKH)
[lonen no : 2023, 07.31 Ananuz Ne : 20210607-0291
Jata npouseoncTea :2020.08. 19 VYenopus : XpaHuThb npu
XpaHeHHs TeMIIepaType He
eie 30 °C
ITokasarenn Crneunduxanus Pe3yiibTaThl

Ofb11ee KOTMYECTRBO APOKKEBLIX H He Gonee 10° KOE/r <10 KOE/r

MJIECHEBBIX TPUOOB

Escherichia coli OrcyTteTByer [NoxnreepaaeHo

CHcTeMa 3aKPBITHS YIIAKOBKH U HcnonesoranHas cHeTEMa 3aKphITHA CooTBeTCTBYET

MapKHpOBKa YTIAaKOBKH M MAPKHPOBKA J10JKHbI OTEEYATh

TpeboBaHnAM HopmaTuBHOI ToKyMeHTaLH
ADH
MeTtdopmun rxi Hassanne AOH: Metdopmuna rumpoxaopun CootBeTcTBYET

Hasranue npoussoautens ADU:
DAPMHCITAHHA C.A.
Anpec npoussoaurens ADH:
Passeig del Riu Besos, 9-10, 08160 Montmelo
(Barcelona), Spain
numenupun Haspanne ADH: Imumennpua CootseTcTBYET
Haszsanue npoussonurens ADH:
Canogu-Asentuc Hoitunang M'm6X
Anpec npouzsoaurens ADOH:
Industriepark Hochst, D-65926 Frankfurt am
Main, Germany
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HaHHas cepusi MpoaHanM3MpOBaHa B [IOJHOM COOTBETCTBHH ¢ TpeGoBanusmMu GMP u Merrfnw:% Tecmpoaa
AWF(RUS) sepeus 2.0). [ o
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HANDOK Inc.
HANDOK EUMSEONG FACTORY

78, Daepungsandan-ro, Daeso-myeon, Eumseong-gun, Chungcheongbuk-do, Korea

T +82 43 530 1114 F +82 43 530 1003

Certificate of Analysis
: Amaryl M Film Coated Tablets 2/500mg

Product Name

Wﬁo} 2%

Batch No. : AWFY100(for Primary packaging), AWFY 100R(for Secondary packaging)

Expiry date :2023. 07. 31 Analysis No :20210607-0291

Manufacturing date  : 2020. 08. 19 Storage condition : Do not store above 30 C (Store below 30 C)
Test Items Specifications Results

Description

Identification

Metformin HCI by HPLC

Glimepiride by HPLC

Metformin HCI by DAD-spectrum

Average tablet mass
Mass variation
Metformin HCI

Oval, biconvex, white film-coated tablets with
engraving “HD25” on one side and a score on
another side.

The retention time of the main peak in the
chromatogram of the test solution should
correspond to the retention time of the main
peak in the chromatogram of metformin
hydrochloride reference solution.

The retention time of the main peak in the
chromatogram of the test solution should
correspond to the retention time of the main
peak in the chromatogram of glimepiride
reference solution,

The absorption spectrum of the main peak in
the chromatogram of the test solution recorded
using DAD within the range of 200 nm — 400
nm should correspond to the spectrum of the
main peak in the chromatogram of metformin
hydrochloride reference solution.

650.0mg ~ 690.0mg

Acceptance value : Max.15.0%

Oval, biconvex, white film-coated tablets
with engraving “HD25” on one side and a
score on another side.

Conform

Conform

Conform

668.1mg

665~674mg, M =668mg
Acceptance valu:g L.,}:l%
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HANDOK Inc.
HANDOK EUMSEONG FACTORY
78, Daepungsandan-ro, Daeso-myeon, Eumseong-gun, Chungcheongbuk-do, Korea Hdﬁl{ Q_E'
T +82 43 530 1114 F +82 43 530 1003 5
Certificate of Analysis
Product Name : Amaryl M Film Coated Tablets 2/500mg
Batch No. » AWFY100(for Primary packaging), AWFY 100R(for Secondary packaging)

:20210607-0291

Expiry date :2023.07. 31 Analysis No

Manufacturing date  :2020. 08. 19 Storage condition : Do not store above 30 C (Store below 30TC)

Test Items Specifications Results

Related substances by HPLC
Metformin HCl

1-Cyanoguanidine NMT 0.02% <0.02%
Glimepiride

Glimepiride-sulfonamide NMT 2.5% 0.2%

Any other individual impurity NMT 0.5% Not detected

Sum of other individual impurities NMT 0.5% Not detected
Total impurities NMT 3.0% 0.2%

Content uniformity test by HPLC

Glimepiride

Content by HPLC
Metformin HCI
Glimepiride

Dissolution test
Metformin HCI

Glimepiride

Microbial limit test
Total aerobic microbial count
Total yeasts and moulds count
Escherichia coli

Acceptance value : Max.15.0%

90.0 ~ 105.0%
90.0 ~ 105.0%

NLT 75 % (Q) after 45 min.

NLT 75 % (Q) after 45 min,

NMT 10° cfu/g
NMT 10? cfu/g
Absence

98.1~100.0%, M =99.0%
Acceptance value : 1.6%
Level : L1, Conform

99.4%
97.8%

101~102%, M =102%
Stage : S1, Correct
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HANDOK Inc.
HANDOK EUMSEONG FACTORY &
78, Daepungsandan-ro, Daeso-myeon, Eumseong-gun, Chungcheongbuk-do, Korea WK E!E
T +8243530 1114 F +82 43 530 1003 b
Certificate of Analysis
Product Name : Amaryl M Film Coated Tablets 2/500mg
Batch No. * AWFY100(for Primary packaging), AWFY] 00R(for Secondary packaging)
Expiry date :2023.07. 31 Analysis No :20210607-0291
Manufacturing date  : 2020. 08, 19 Storage condition : Do not store above 30 C (Store below 30T)
Test Items Specifications Results
Container/Closure System & Labelling Used container/closure system and labelling
that reflect valid requirements registered in Conform
Normative Document,
= API
Metformin HCI API name: Metformin Hydrochloride
API manufacturer name/s:
FARMHISPANIA S.A. S
API manufacturer address/es: Passeig del Riu
Besos, 9-10 08160 Montmelo Barcelona, Spain
Glimepiride API name: Glimepiride
API manufacturer name/s: Sanofi-Aventis
Deutschland GmbH Conform

API manufacturer address/es: Industriepark
Hochst D-65926 Frankfurt am Main, Germany

# Remarks : This batch specified above has been analyzed in full compliance with GMP requirements by the Specification
(Doc No. TSFP-AWF(RUS) version 2.0)
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