X9HJOK Huk.
HANDOK EUMSEONG FACTORY

78, Daepungsandan-ro, Daeso-myeon, C epTI/[(l)]/[KaT AHaJ]H3a .
Eumseong-gun, Chungcheongbuk-do, Korea . _05. -49-
Tel. +82.43 5301114 [ara Beimycka: 2022-05-10 12:49:08

Fax +82.43.530.1003

Hazpanue Ilponykra : Amapun® M, TabaeTku, MOKPHITHIE INIEHOYHOH 000704K0H, 2/500 M
Cepus Ne ;. A4FA004
Ananmn3 Ne : 20220419-0782 Jok. Ne : A4F(RUS)-CA-1
UcTpimanue :  HcnelTanue npoaykra Jlata mpousBoacTBa o 2022-02-25
JlaTta oxoHUaHHS : 2025-01-31
CPOKa TOAHOCTH
ITokaszarenn Crnenuduxanus Pesynbrarsl
Onucanue OBaJbHbIC JBOSIKOBBIITY KJIBIC Ta6HeTKI/I, ITOKPBITHIC OBaJIbHBIC JBOSKOBBIITY KJIBIC
TUICHOYHOH 000J104KO0# Oesoro nera ¢ TaOJIETKH, IOKPHITHIE
rpaBupoBkoit HD25 Ha ogHOI cTopoHe U puckoit IUICHOYHOH 000JI04YKOH
Ha prFOﬁ CTOpPOHE. 6eoro OBCTAa C FpaBPIpOBKOﬁ

HD25 Ha onHo cTOpoHE U
pUCKOM Ha IpyToil cTOpoHeE.

IommuunoCTs MeTOOM BOXKX: Bpewms ynep:xuBaHusg OCHOBHOTO HKa Ha CooTBeTCTBYET
MertdopmHHa THAPOXIOPHL XpOMAaTOrpaMMe HCHBITYEMOTO PacTBOPA IOKHO
COOTBETCTBOBATH BPEMEHU yAEPKUBAHUS
OCHOBHOT'O ITHKa Ha XpOMAaTOrpaMMe CTaHAapPTHOTO
pacTBopa MeThOpPMUHA THAPOXIOPUAA.

IToamuaHOCTE MeTOTOM BOXKX: Bpewms ynepxuBaHusi OCHOBHOTO IMHKa Ha COOTBETCTBYET
I'muamenmpuna XpOMaTorpaMMe HCIBITYEMOTO PacTBOpa IOIHKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHHS
OCHOBHOTO ITHKa Ha XpOMAaTOTpaMMe CTaHAapPTHOTO
pacTBopa riiuMenupua.
IMoanmuunocts DAD-ciexTp: CrieKTp NOorJIoUIeHHsI OCHOBHOTO MTUKa Ha COOTBETCTBYET
MeTtdopmuHa THAPOXIOPU XpOMaTOrpaMM€ HUCIBITYEMOTO PACTBOPA, CHATHIHN
npu nomou DAD-nerekropa B o6mactu 200 — 400
HM, JIOJDKEH COOTBETCTBOBATDH CIIEKTPY OCHOBHOTO
ITIKa Ha XpOMaTorpaMMe CTaHIapTHOTO pacTBOpa
MeT(hOpMHHA THIPOXJIOPHIA.

Cpennsist Macca TabJICTOK 650,0 mr — 690,0 Mr 663.9 mr

OmHOPOIHOCTH 1O3UPOBAHUS
(MetdopmuHa THAPOXIIOPHUI): H/T 664 mr
Cpennee 3HaueHUE

ORHOPOIHOCTH 1O3UPOBAHUS
(MetdopmuHa ruIpoxIopun): H/TT 671 mMr
Maxkcumym

OmHOPOIHOCTH 1O3UPOBAHUS

(MetdopmuHa ruIpoxIopun): H/TT 657 mMr
Munumym

OmHOPOIHOCTH 1O3UPOBAHUS

(MetdopmuHa rupoxIopun): Kputepuit npuemnemoctu : Maxkc. 15.0% 1.9%
Kputepuii mpuemnemoctu

OmHOPOIHOCTH 1O3UPOBAHUS

(MetdopmuHa ruxpoxIopun): H/TT L1
Yposenn(L1/L2)

Poncreennsie npumecu

(MetdopmuHa THAPOXIIOPHUI):

l-nuanoryaHuaus He 6omee 0.02% <0.02%
PoncrBennbie npumecu

(I'mumenmpun) He 6onee 2.5%
I'muvenmpuna cynshonamun
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Fax +82.43.530.1003

Hazpanue Ilponykra : Amapun® M, TabaeTku, MOKPHITHIE INIEHOYHOH 000704K0H, 2/500 M
Cepus Ne ;. A4FA004
Ananmn3 Ne : 20220419-0782 Jok. Ne : A4F(RUS)-CA-1
UcTpimanue :  HcnelTanue npoaykra Jlata mpousBoacTBa o 2022-02-25
JlaTta oxoHUaHHS : 2025-01-31
CPOKa TOAHOCTH
ITokaszarenn Crnenuduxanus Pesynbrarsl
PoncrBeHHbIe pUMecH He 6oiee 0.5% 0,0%
(Tnumenpun):
Jlrobast npyrasi eqIMHUYIHAS
IIpUMECh
PoncrBeHnbIe puMecH He 6oiee 0.5% 0,0%
(Cmamenmpu):
CymMa IpyTux eINHIIHBIX
npuMecen
Poncreennsle npumecu He 6omee 3.0% 0.1%
(Imumenmpun):

Bcero nmpumeceit
OIHOPOHOCTH MO3UPOBAHUS

(TFmamermpu): CpenHee H/TI 100,1%
3HaYCHUE

OIHOPOTHOCTH JO3UPOBAHUS

(TFnmumenmpu): MakcuMyM H/TI 101,2%
OmHOPOIHOCTH 1O3UPOBAHUS

(I'mumenupun): MuHUMYyM H/TT 98,8%
OmHOPOIHOCTH 1O3UPOBAHUS

(I'mamenmpun): Kpurepuii Kputepuit npuemnemoctu : Maxkc. 15.0% 2,0%
HPUEMIIEMOCTH

OmHOPOIHOCTH 1O3UPOBAHUS

(TFmamenmpun): Yposens (L1/12) H/I L1
Conepxanue:

MertdhopMHuHA THIPOXIOPH]T 90.0 — 105.0% 97.9%
Conepxanue:

TImamenmpu 90.0 — 105.0% 99.6%

Tect pacTBOpeHHE
(MetdopmuHa ruxpoxiopun):
Cpeanee 3HaueHue H/TI 100%

Tect pacTBOpeHHE
(MetdopmuHa THAPOXIOPHUI):

MakcumyMm H/TI 101%
Tect pacTBOpeHHE

(MetdopmuHa THAPOXIOPHUI): He menee 75% (Q) nmocne 45 mun 99%
Munumym

Tect pacTBOpeHHE
(MetdopmuHa ruxpoxiopun):
Cramus (S1/S2/S3) H/TT S1

Tect pacTBOpeHHE y
(MetdopmuHa THAPOXITOPH) He menee 75% (Q) mocne 45 muz
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X9HJOK Huk.
HANDOK EUMSEONG FACTORY

78, Daepungsandan-ro, Daeso-myeon,

Eumseong-gun, Chungcheongbuk-do, Korea
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Hazpanue Ilponykra

Cepruduxar Ananusa

HANJDOK

[ara Beimycka: 2022-05-10 12:49:08

Amapun® M, TabneTku, TOKPHITHIE IIEHOYHOH 0000uKoi, 2/500 Mr

Cepus Ne ;. A4FA004
Amnanuz No 1 20220419-0782 Hox. Ne A4F(RUS)-CA-1
UcTpimanue :  HcnelTanue npoaykra Jlata mpousBoacTBa o 2022-02-25
JlaTta oxoHUaHHS : 2025-01-31
CpOKa TOJTHOCTH
ITokaszarenn Crnenuduxanus Pesynbrarsl
Tect pactBopenue (I'mumenupun):
CpenHee 3HaYCHHE H/TI 93%
Tect pactBopenue (I'mumenupun):
Makcumym H/TT 93%
Tect pactBopenue (I'mumenupun):
MuHuMyM He menee 75% (Q) mocne 45 mun 91%
Tect pactBopenue (I'mumenupun):
Cranust (S1/S2/S3) H/TT S1
Tect pactBopenue (I'mumenupun) He menee 75% (Q) nocne 45 mun KoppexTtHo
MHKpOOHOIOrHYECKast YHCTOTA!
OO11ee KOJIMIECTBO adpOOHBIX He 6o0mee 10° KOE/r <10 KOE/r
MHKPOOPIaHH3MOB
OO6111ee KOJIMIECTBO JPOAOKEBBIX U He 6onee 102 KOE/r <10 KOE/r
TJIECHEBBIX TPHOOB
Escherichia coli OTCcyTCTBYET TToaTBepxaeHo

JlaHHas cepusi MpoaHAIM3MPOBAaHA B IIOJIHOM COOTBETCTBHM ¢ TpeboBaHusMu GMP u meroaukoii tecruposanuii (TSFP-

AWF(RUS) Bepcus 4.0).
Jeon, Eun Sun Lee, Il Kyu 2022-04-28
2022-04-28 09:39:17 2022-04-28 10:53:20 Brinymieno 10:53:20
MeHemkep Mo KOHTPOITIO YNOJIHOMOYEHHOE JIUIO0 @UHANBHBIA PE3ybTaT Hara

KadyeCTBa

(KauecTBo)
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HANDOK Inc.
HANDOK EUMSEONG FACTORY

78, Daepungsandan—ro, Daeso—myeon, Q 6 F‘tifi C ate 0 f Anaiy S i S

Eumseong—gun, Chungcheongbuk —do, Korea
TEL +82.43.530.1114

FAX +82.43.530.1003 Issue Date © 2022-05-10 12:49:08
Product Name : Amaryl M Film Coated Tablets 2/500mg
Batch No. ¢ A4FA004 Doc. No. ¢ AAF(RUS)-CA-1
Analysis No. 1 20220419-0782 Date of Manufacture ¢ 2022—-02-25
Test ! Product Test Expiry date : 2025-01-31

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

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

Identification by HPLC : Metformin HCI The retention time of the main peak Conform
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.
Identification by HPLC : Glimepiride The retention time of the main peak Conform
in the chromatogram of the test
solution should correspond to the
retention time of the main peak in the
chromatogram of glimepiride
reference solution.
Identification by DAD—spectrum : Metformin HCI The absorption spectrum of the main Conform
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.
Average tablet mass 650.0mg ~ 690.0mg 663.9mg
Mass variation (Metformin HCI) : Avg. N/A 664mg
Mass variation (Metformin HCI) : Max. N/A 671mg
Mass variation (Metformin HCI) : Min. N/A 657mg
Mass variation (Metformin HCl) : Acceptance value Acceptance value : Max.15.0% 1.9%
Mass variation (Metformin HCI) : Level(L1/L2) N/A L1
Related substances (Metformin HCI) : NMT 0.02% <0.02%
1—Cyanoguanidine
Related substances (Glimepiride) : NMT 2.5% 0.1%
Glimepiride—sulfonamide
Related substances (Glimepiride) : Any other NMT 0.5% 0.0%
individual impurity
Related substances (Glimepiride) : Sum of other NMT 0.5% 0.0% !
individual impurities
Related substances (Glimepiride) : Total impurities NMT 3.0% 0.1%
Content uniformity (Glimepiride) : Avg. N/A 100.1%
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HANDOK Inc.
HANDOK EUMSEONG FACTORY

78, Daepungsandan—ro, Daeso—myeon,
Eumseong—gun, Chungcheongbuk —do, Korea
TEL +82.43.530.1114

FAX +82.43.530.1003

Certificate

of Analysis

Issue Date : 2022-05-10 12:49:08

Product Name : Amaryl M Film Coated Tablets 2/500mg
Batch No. ¢ A4FA004

Analysis No. : 20220419-0782

Test : Product Test

Doc. No.

Date of Manufacture

Expiry date

¢ A4F(RUS)—CA-1
1 2022-02-25
¢ 2025-01-31

Content uniformity (Glimepiride) : Max.
Content uniformity (Glimepiride) : Min.

Content uniformity (Glimepiride) : Acceptance
value

Content uniformity (Glimepiride) : Level(L1/L2)
Content : Metformin HC1

Content : Glimepiride

Dissolution (Metformin HCI) : Avg.

Dissolution (Metformin HCI) : Max.

Dissolution (Metformin HCI) : Min.

Dissolution (Metformin HCI) : Stage (S1/S2/S3)
Dissolution (Metformin HCI)

Dissolution (Glimepiride) : Avg.

Dissolution (Glimepiride) : Max.

Dissolution (Glimepiride) : Min.

Dissolution (Glimepiride) : Stage (S1/52/S3)
Dissolution (Glimepiride)

Microbial limit : Total aerobic microbial count
Microbial limit : Total yeasts and moulds count

Microbial limit:Escherichia coli

N/A
N/A

Acceptance value : Max.15.0%

N/A

90.0 ~ 105.0%

90.0 ~ 105.0%

N/A

N/A

NLT 75 % (Q) after 45 min.
N/A

NLT 75 % (Q) after 45 min.
N/A

N/A

NLT 75 % (Q) after 45 min.
N/A

NLT 75 % (Q) after 45 min.
NMT 10"3 cfu/g

NMT 10™2 cfu/g

Absence

101.2%
98.8%

2.0%

L1
97.9%
99.6%
100%
101%
99%

S1
Correct
93%
93%
91%
S1
Correct
<10cfu/g

<10cfu/g -

Conforn’
n i

This batch specified above has been analyzed in full compliance with GMP requirements by the Spec
and Test Method (TSFP—AWE (RUS) version 4.0).

Jeon, Eun Sun Lee, Il Kyu released 2022-04-28
2022-04-28 09:39:17 2022—-04—28 10:53:20 10:53:20
QC Manager Qualified Person (Quality) Final Result Date
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