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X9HJOK Huk., Kopes
HANDOK EUMSEONG FACTORY

78, Daepungsandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea
Tel. +82.43.530.1114
Fax +82.43.530.1003

Ceprudukar anaimnsza

Onucanue : Amapun® M, TabaeTku, MOKPHITHIE INIEHOYHOH 000M04KOH, 2/500 M
Cepus AWFY098 (a5 mepBUYHON YITAKOBKH),
AWFY098R (st BTOpUYIHON YITAKOBKH)
l'ogen no 2023. 07. 31 Amnann3 Ne 20210607-0289
Jlata mpousBoacTBa 2020. 08. 19 Ycnosus XpaHUTb pH
XpaHECHUS TeMIIepaType He
oinie 30 °C
ITokaszarenn Crnenuduxanus Pe3ynbrarsl
Onucanue OBajbHbBIE JABOSIKOBBIITY KJIBIC Ta6J'I€TKI/I, TMOKPLITHIC OBaJjIbHEBIC JABOSKOBBIITY KJIbIC
TUICHOYHOHM 000J104KO0#1 Oesoro nera ¢ TaOJIeTKH, IOKPHITHIE
rpaBupoBkoit HD25 Ha ogHOI cTopoHe U puckoit IUIEHOYHOH 000JI04YKOH
Ha prrOﬁ CTOpPOHE. 6eoro OBCTa C FpaBHpOBKOﬁ
HD25 Ha omHO¥ cTOpOHE U
PHCKOM Ha IPYTOW CTOPOHE.
TTommmHHOCTB

MertdhopMHuHA THIPOXIOPH]T
(BDXKX)

I'muvenupuna (BOXKX)

MertdopMuHa THIPOXIOPH]T
(DAD-cmiekTp)

Cpennsist Macca TabJICTOK

OmHOPOIHOCTH 1O3UPOBAHUS
MerdopmuHa rxi

Bpewms ynepxuBaHUS OCHOBHOTO TTHKA Ha
XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa TOIHKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHUS
OCHOBHOTO IMKa Ha XpOMAaTOrpaMMe CTaHAapPTHOTO
pacTBopa MeT(hOpMHHA THAPOXJIOPHIA.

Bpewmst yiep:kuBaHus OCHOBHOTO ITHKa Ha
XpOMAaTOrpaMMe HCIBITYEMOTO PacTBOpa TOJKHO
COOTBETCTBOBATh BPEMEHH Y/ACPIKHUBAHHSI
OCHOBHOT'O MHKa Ha XpOMAaTOrPaMMe CTaHIAPTHOTO
pacTBOpa MIMMETUpU/IA.

CrexTp MorJIoeH|si OCHOBHOI'O MHKa Ha
XpOMaTOrpaMMe UCIBITYEMOTO PacTBOPA, CHSTHIN
npu oMot DAD-nerekropa B obmactu 200 — 400
HM, JIOJDKEH COOTBETCTBOBATh CIICKTPY OCHOBHOTO
MUKa Ha XpOMAaTOrpaMMe CTaHIAPTHOTO pacTBOpa
MET(POPMHHA THAPOXIIOPUIA.

650,0 mr — 690,0 mr

Kputepuit npuemnemoctu : Maxkc. 15.0%

2 FMe Ret 23 BX HEYS = YHEX | o] B = daUch (F)ES

COOTBETCTBYET

CooTBeTCTBYET

COOTBETCTBYET
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X9HJOK Huk., Kopes
HANDOK EUMSEONG FACTORY

78, Daepungsandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea
Tel. +82.43.530.1114
Fax +82.43.530.1003

Ceprudukar anaimnsza

Onucanue : Amapun® M, TabaeTku, MOKPHITHIE INIEHOYHOH 000M04KOH, 2/500 M
Cepus AWFY098 (a5 mepBUYHON YITAKOBKH),
AWFY098R (st BTOpUYIHON YITAKOBKH)
l'ogen no 2023. 07. 31 Amnann3 Ne 20210607-0289
Jlata mpousBoacTBa 2020. 08. 19 Ycnosus XpaHUTb pH
XpaHECHUS TeMIIepaType He
oinie 30 °C
ITokaszarenn Crnenuduxanus Pe3ynbrarsl
Poncreennsie npumecu BOXKX
MerdopmuHa rxi
l-nuanoryanuaus He 6omee 0.02% <0.02%
T'mumenupug
I'muvenupuna cyimbhoHaMuI He 6omee 2.5% 0.2%

Jrobas npyras equHAIHAS
MPUMECh

CyMMma Jpyrux eIUHUYHBIX
npuMecen

Bcero npumeceit

OmHOPOIHOCTH 1O3UPOBAHUS
BOXX
I'mumenupun

Conepxanne BOXX
MerdhopmuHa TXIT
T'mumenupun

Tect pacTBOpeHHe
MertpopmuHa rii

T'mumenupug

MuKpoOHOIOTHYECKAs YUCTOTA
OO611Iee KOJIMYECTBO adPOOHBIX
MHKPOOPTaHHU3MOB

OO611Iee KOJIMIECTBO JPOAOKEBBIX U
TUICCHEBBIX TPUOOB

Escherichia coli

2 EM2 Reh =FH S HEYe =

He 6oiee 0.5%
He 6onee 0.5%

He 6onee 3.0%

Kputepuit npuemnemoctu : Maxkc. 15.0%

90.0 - 105.0%
90.0 - 105.0%

He menee 75% (Q) nocne 45 mun

He menee 75% (Q) nmocne 45 mun

He 6omee 10° KOE/r
He 6omee 10> KOE/r

OtcyTcTBYET

gHz K| 2 o] € = AsUch (F)ES

He obHapyxeHo
He o6HapyxeHO

0.2%

98.0-100.7% M=99.1%
Kputepuii npuemnemoctu :
1.9%
Yposensb : L1, CooTBeTcTBYET

98.6%
98.3%

101-102% M=102%
Craaus : S1, koppeKkTHO
92-94%, M=5Z7
Cramus 3571, K85
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X9HJOK Huk., Kopes
HANDOK EUMSEONG FACTORY

78, Daepungsandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea
Tel. +82.43.530.1114
Fax +82.43.530.1003

Ceprudukar anaimnsza

Onucanue : Amapun® M, TabaeTku, MOKPHITHIE INIEHOYHOH 000M04KOH, 2/500 M
Cepus AWFY098 (a5 mepBUYHON YITAKOBKH),
AWFY098R (st BTOpUYIHON YITAKOBKH)
l'ogen no 2023. 07. 31 Amnann3 Ne 20210607-0289
Jlata mpousBoacTBa 2020. 08. 19 Ycnosus XpaHUTb pH
XpaHECHUS TeMIIepaType He
seimie 30 °C
ITokaszarenn Crnenuduxanus Pe3ynbrarsl
CucreMa 3aKpbITHS YIAKOBKH H Vcnosnp30BaHHAs CHCTEMA 3aKPBITHS YIIAKOBKU U CooTBeTCTBYET
MapKHpOBKa MapKHPOBKA JTOJDKHBI OTBEYATh TPEOOBAHUIM
HopmaruBHoit noxymeHTanuu
Ao
MetdopMuH TXT Hazanne A®U: MeTdopmuHa THAPOXIOPH COOTBETCTBYET
Hazsanwue npoussonurens AOU:
OAPMUCIIAHUA C.A.
Anpec npomsBoautenst ADU:
Passeig del Riu Besos, 9-10, 08160 Montmelo
(Barcelona), Spain
I'mumenupun Hazpanue AOU: I'mumenupun CooTBeTCTBYET

Ha3zpanue npoussonutens ADOU:
Canodu-Asentuc Jovunang 'M6X
Anpec npoussoaurens ADOU:
Industriepark Hochst, D-65926 Frankfurt am Main,
Germany

JlanHas cepws TpoaHATM3MPOBAHA B MOJIHOM COOTBETCTBUU C TpeOoBaHmsMu GMP u Meromukoin tectupoBanuii (TSFP-

AWF(RUS) Bepcus 2.0).

2021/07/05

2021/07/05 2021/07/05

MeHeLpKep 10 KOHTPOJIO

KadcCTBa

£ X2

S 4% R WIS

VnoinHoMO4YEHHOE JIMIIO I[aTa OZ[O6p€HI/I$I

gHz K| 2 o] € = AsUch (F)ES
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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

Wk‘ o5

Batch No. : AWFY098(for Primary packaging), AWFY098R(for Secondary packaging)

Expiry date :2023.07. 31 Analysis No :20210607-0289

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

Test Items Specifications Results

Description Oval, biconvex, white film-coated tablets with  Oval, biconvex, white film-coated tablets

engraving “HD25” on one side and a score on  with engraving “HD25” on one side and a
another side. score on another side.
Identification

Metformin HCI by HPLC

Glimepiride by HPLC

Metformin HCI by DAD-spectrum

Average tablet mass

Mass variation
Metformin HCI

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%

Conform

Conform

Conform

665.8mg

661~672mg, M =668mg
Acceptance value : 1.1%

T8 EH HEYR =

'

EEES

X[ to] E £ USUEL (F)e=

Level : L1, Conform
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HANDOK Inc.
HANDOK EUMSEONG FACTORY
78, Daepungsandan-ro, Daeso-myeon, Eumseong-gun, Chungcheongbuk-do, Korea WK g[g
T +82 43 530 1114 F +82 43 530 1003 R
Certificate of Analysis
Product Name : Amaryl M Film Coated Tablets 2/500mg
Batch No. : AWFY098(for Primary packaging), AWFYQ98R(for Secondary packaging)
Expiry date :2023.07. 31 Analysis No :20210607-0289
Manufacturing date  : 2020. 08. 19 Storage condition : Do not store above 30 C(Store below 30C)
Test Items Specifications Results
Related substances by HPLC
Metformin HCI
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 Acceptance value : Max.15.0% 98.0~100.7%, M=99.1%
Acceptance value : 1.9%
Level : L1, Conform
Content by HPLC
Metformin HCI 90.0 ~ 105.0% 98.6%
Glimepiride 90.0 ~ 105.0% 98.3%
Dissolution test
Metformin HCI NLT 75 % (Q) after 45 min. 101~102%, M =102%
Stage : S1, Correct
Glimepiride NLT 75 % (Q) after 45 min. 92~94%, M =93%

Stage : S1, Correct

Microbial limit test

Total aerobic microbial count NMT 103 cfw/g <10cfu/g
Total yeasts and moulds count NMT 102 cfu/g <10cfu/g
Escherichia coli Absence Conform
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HANDOK Inc.
HANDOK EUMSEONG FACTORY
78, Daepungsandan-ro, Daeso-myeon, Eumseong-gun, Chungcheongbuk-do, Korea Wﬁk E[E
T +82 43 530 1114 F +82 43 530 1003
Certificate of Analysis
Product Name : Amaryl M Film Coated Tablets 2/500mg
Batch No. : AWFY098(for Primary packaging), AWFY098R(for Secondary packaging)
Expiry date :2023.07. 31 Analysis No :20210607-0289
Manufacturing date  : 2020. 08. 19 Storage condition : Do not store above 30 C (Store below 30C)
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: Conform
FARMHISPANIA S.A.
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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