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Onucanue AMapun® M, tabneTku, MOKPHITHIE
nneHouHok obonoukoit, 2/500 Mr
Cepus AWFX145 JloxymeHT Ne AWF (RUS)-CA-2
Anamus Ne 20191014-0403 Hara 2019-10
NIPOU3BOJICTBA
Tect TecTHpoBaHue NpoAyKTa ['open no 2022-10
I ITokasarens Crnenuduxaiys PesynsTaTh |
Onucanne OpaJibHbIE JABOAKOBEINYKABe OBanbHBIE ABOSKOBBIMYKIIbIE

[TopnuuHOCTE MeThOpMHHA
ruapoxnopua (BIXKX)

[lognuHHOCTL rMUMeENUpHAA
(BOXX)

[TognuHHOCTH METHOPMHHA
ruapoxnopua (DAD-criektp)

Cpenusas macca TabneTok

TabNneTKy, IOKPHLITHIE NICHOYHOH

obonoukoii  Oeqmoro mneera C
rpapupoBkoii HD25 Ha opnHo#
CTOpOHE M PpHCKOHi Ha Jpyroit
CTOPOHE.

Bpemsa ynepXHBaHHA OCHOBHOTO
TIHKA Ha XpoMarorpaMme

UCMBITYEMOTO pacTBOpa IOJKHO
COOTBETCTBOBATH BpPEMEHH
yIEp>KHBAaHMA OCHOBHOIO IHKa Ha

XpoMarorpaMmme CTaHZAPTHOIO
pactBopa meTdhopMHHa
THAPOXTIOpHAA.

Bpemss yaepkuBaHHS OCHOBHOIC
nHMKa Ha XpoMarorpamme
HCOBITYEMOTO  pacTBOpa JOJIKHO
COOTBETCTBOBATH BpEeMeHH
yIep>XKHBaHHA OCHOBHOIO ITHKa Ha
XpoMarorpaMmme CTaHAAPTHOTO
PacTROpa rITUMENUpUA.

Chnektp NOTACIICHHA OCHOBHOIO
MHKa Ha XpoMmarorpaMmme
HCIBITYEMOTO pacTBOpa, CHATHIM
npu nomomu DAD-perekTopa B
obnactu 200 — 400 HM, AOMKEH

COOTBETCTBOBATH CTIEKTPY
OCHOBHOTO NHKa Ha
XpoMaTorpaMme CTaHJAPTHOTO
pacTBopa MeTdopMuHa
THAPOXJIOpHJA.

650,0 Mr — 690,0 mr

Cranunna 1 u3 3

TabNeTKH, MOKPHIThIE
mieHouHoi obonoukoti 6esmoro
upera ¢ rpasuposkoit HD2S Ha
OJIHOH CTOPOHE M PHCKOH Ha
JIpyroi CTopoHe.
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Amapun® M, 1abneTkH, NOKpHIThe

niieHo4YRo# obonoukoii, 2/500 Mr

AWFX145
20191014-0403

TectupoBanue NpoayKkTa

Jara

JloxymeHT No

Jiara einycka: 2019-11-20 10:31:56

AWF (RUS)-CA-2
2019-10

TIPOH3BOJCTBA

Tozen mo

2022-10

IMoxasarens

Crenuduxalms

PesymbraThl |

OnHOpPOAHOCTL 103UPOBAHHA
(MerdopMuHa rxn). cpeaHee
OnHOPOAHOCTE JO3UPOBAHUS
(Merdopmuna rxi): Makc.
OnHOPOTHOCTD JO3HPOBAHHSA
(Merdopmuna rxin): MuH.
OIHOPOAHOCTh AO3HPOBAHHSA
(MetdopMuna rxm)
PoncreeHHBIE IPHMECH
(MetdopMuHa IXJ):
l-1uaHoryaHHAKH
PoacTeeHHBIE IPHMECH

(I numenupun):

I miMenupHaa cyabhoHaMuI
PoncTBeHHbIE MPHMECH

(T muMenupun):

Jliobas apyrast eAHHHYHas
npUMech

PoscTBEHHBIE TPHMECH

(I mumenupua):

CymMa ApYyrux eAHHHYHBIX
npumecei

PoacTBeHHBIE NPUMECH
(I'mamenupun):

Bcero npumeceit
OnHOpPOIHOCTL AO3HPOBABUS
(I'numenupua): cpensee
OaHOPOAHOCTH JO3HPOBAHHA
(I mamMenupHA): Makc.
OnHOPOIHOCTH JO3UPOBAHUA
(TAuMenupH): MHH.
OnHOPOMHOCTH JA03MPOBaHHS
(F'mumenupnn)

Kpurepuii npuemnemocts: Make.
15.0%
He 6onee 0.02%

He 6onee 2.5%

He 6onee 0.5%

He 6onee 0.5%

He 6onee 3.0%

Kputepuit npHeMIeMOCTH:
Makc.15.0%

Ctannua 2 u3 3

-665 Mr
670 Mr
657 mMr
1.6%

<0.02%
0.1%

<0.1%

<0.1%

0.1%

100.0%

101.5%
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Fax +82.43.530.1003

Hata peimycka: 2019-11-20 10:31:56

Onucanue Amapun® M, TabneTKH, TOKPBITHIE
IeHOYHOo# obonoykoi, 2/500 Mr
Cepus AWFX145 JoxymeHnt Ne AWF (RUS)-CA-2
AHajiuz Ne 20191014-0403 Hara 2019-10
MpPOH3BOACTBA
Tecr TecTupoBanue NpoayKTa ['oneH mo 2022-10
| okasaTens Coenudukanus Pe3ynbTaThl |
Coaepxanue: Metdpopmuna  90.0 - 105.0% 98.2%
XA
Coaepxanue: [nuMenepun 90.0 - 105.0% 98.6%
PacrBopenue (MerdopMuna - 100%
IXJ): cpefiHee
Pacreopenue (MerdpopmuHa - 100%
I'XJI): MaKc.
PactBopenne (Merdopmuna  He menee 75% (Q) nocne 45 mun.  100%
rXMn). MHH.
PactBopenue (Merpopmuna - S1
TXJ): war
PactBopenue (Metdopmuna  He meree 75% (Q) mocne 45 MuH. KoppekTHo
IXJ)
Pacteopenue (Cnumenepun): - 93%
cpenHee
Pacteopenue ('numenepun): - 94%
MaKc.
Pacteopenne ([numenepun):  He menee 75% (Q) nocne 45 mun.  93%
MMH.
Pacteopenue (['nuMenepun). - S1
war
PactBopenne (Inumenepun)  He menee 75% (Q) nocne 45 mun.  KoppektHO

JlaHHaA CEpHA MPOAHANM3UPOBAHA B NMOJHOM COOTBETCTBUM ¢ TpeGosaHuamMu GMP MeToauKko# TecTHpoBaHuit (TSFP-

AWF(RUS) version 1.0}.
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HANDOK Inc.
HANDOK BEUMSEONG FACTORY

78, Daepungsandan—ro, Daeso—myeon, C e rti fi C at e 0 f Analy S iS

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

FAX +82.43.530.1003 Issue Date - 2019-11-20 10:31:56

Product Name ¢ Amaryl M Film Coated Tablets 2/500mg

Batch No. : AWFX145 Doc. No. : AWF(RUS)-CA-2

Analysis No. 1 20191014-0403 Date of Manufacture : 2019-10

Test ! Product Test Expiry date 1 2022-10

Test Item Specification Results
Description Oval, biconvex, white film—coated Oval, biconvex, white

tablets with engraving “HD25" on film—coated tablets with
cne side and a score on another side, 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 chromatcgram of the test
solution should correspond to the
retention time of the main peak in the
chromatogram of metformin
hydrochloride reference sclution.

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 HCl 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 666.3mg
Mass variation (Metformin HCI) : Avg. - 665mg
Mass variation (Metformin HCD : Max. = 670mg
Mass variation (Metformin HCD : Min. S 657mg
Mass variation (Metformin HCI) Acceptance value : Max.15.0% 1.6%
Related substances (Metformin HCD : 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% <0.1%
individual impurity
Related substances (Glimepiride) : Sum of other NMT 0.5%
individual impurities
Related substances (Glimepiride) : Total impurities NMT 3.0%

Content uniformity (Glimepiride) : Avg. -

Content uniformity (Glimepiride) : Max. =

1/2
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box

Certificate of Analysis

Issue Date * 2019-11-20 10:31:56

Product Name : Amaryl M Film Coated Tablets 2/500mg

Batch No. : AWFX145 Doc. No. ! AWF(RUS)-CA-2

Analysis No. 1 20191014-0403 Date of Manufacture 1 2019-10

Test : Product Test Expiry date 1 2022-10

j Test Item Specification ; Results
Content uniformity (Glimepiride) : Min. = 98.9%
Content uniformity (Glimepiride) Acceptance value : Max.15.0% 1.8%
Content : Metformin HCl 90.0 ~ 105.0% 98.2%
Content ! Glimepiride 90.0 ~ 105.0% 98.6%
Dissolution (Metformin HCI) : Avg. = 100%
Dissolution (Metformin HCL) : Max. = 100%
Dissolution (Metformin HCI) : Min. NLT 75 % {(Q) after 45 min. 100%
Dissolution (Metformin HCI} : Step = St
Dissolution (Metformin HCI) NLT 75 % (Q) after 45 min, Correct
Dissolution (Glimepiride) : Avg. = 93%
Dissolution (Glimepiride) : Max. - 94%
Dissolution (Glimepiride} : Min. NLT 75 % (Q) after 45 min, 93%
Dissolution (Glimepiride} : Step = S1
Dissolution (Glimepiride) NLT 75 % (Q) after 45 min. Correct

This batch specified above has been analyzed in full compliance with GMP requirements by the Specification
and Test Method (TSFP-AWF{(RUS) version 1.0).

Complies with the Specifications

2019-11-19

Jeon, Eun Sun 20:35:03

Final Result

Quality Manager Date
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