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JAEKJAPAIIUSI O COOTBETCTBHHA

JEKJAPAHT, IPHHUMATOUIHA JEKJIAPALIHIO O COOTBETCTBUU

AO "Canogpu Poccun"

Ceedenun o pezucmpayuu opzanuzayuu: Mescpationnan urcnexyus Pedepanvroii nanozoeot cayscbor Ne 46 no
2. Mockee 01.01.2008, OFPH 1027739079940, oama npuceoenun OFPH 19.08.2002,

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenepon/paxc: 8 (495} 721-14-00/ 721-14-11

B nuye: I'enepanvueiti oupexmop Monxc O.A.

Josepennoe nuyo: Cmenanos C.C., dosepernocmp 6/n om 01.12.2017

3AABJSIET, UTO

Rexapcmaenroe cpedcmeo: Amapur® M, mabnemxu noxpeimete nrerounol oborouxoti 2 me+500 mz 10 wm.,
ynaxosxu suetikogsie konmypuuvie (3), nauxu kapmonnvie, PY Ne JIIT-000130 om 11.01.2011 (0ama 3amenst
29.11.2017) enroano AQ "Canodbu-asenmuc zpyn”, cepus AWFW245, napmun 22470 ynaxoeok, 200ex 0o
01.12.2021, npouzeodcmea Xandox Hux., Kopes, Handok Inc., 78, Daepungsandan-ro, Daeso-myeon,
Eumseong-gun, Chungcheongbuk-do, Korea xod OKII/]2 21.20.10.119, koo TH B3] 3004900002, xonmpaim
Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085321261 om 28.01.2019

COOTBETCTBYET TPEBOBAHHM
JIT-000130-291117

JEKJIAPAIIHSI IPHHATA HA OCHOBAHHH
npomoxon ucnsimanuii Ne 2760 om 05.02.2019 HJI 000 HL "PAPMOBOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC KR, OMO08.C33098 om 05.02.2019

JATA IPHHSITHS NEKJIAPALTMH 05.02.2019
JEKJAPAIIASL JENCTBHUTEJBLHA 10 0/.12.2021
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CBEJEHUS O PETUCTPAIINU

OPTAH IO CEPTUO®HKAIIHHY, 3APETHCTPHPOBABINWIA JEKJTAPAITHIO

RA.RU. 11®M08 OPIAH ITO CEPTHOHKALIMH ITPOIYKIIHH OBIECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOU I[JEHTP KOHTPOJIAA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, ya. Macmepkoaa, 9. 4, sm. 5, nom. 1, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepkoea, 0. 4, am. 5., men..(495)788-02-88, eeb-
caiim: oyxkx.pg.

JEKJIAPAITUSI O COOTBETCTBUH 3APETHCTPHPOBAHA M POCC RU I-KR.®M08.A.14768/19
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XOHIOK 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

DOK

JHara Brimycka 2019-01-17 9:02:16

CEPTUOHKAT AHAJIN3A
Omucanue: Amapun® M, TabNeTkH, DOKPEITEE IIEHOYHOM obonoakoii, 2/500 mr
Cepus: AWFW245 JTox. Ne: AWF (RUS)-CA-1
Ananmn3 Ne; 20181227-0958 [lpomsseneso:  2018-12
Tonen mo: 2021-12
HJ JII1 000130-291117
IMOKA3ATEIN HOPMBI PE3YJbLTATHI
| Onucanne 1 BaJILHBIE OpBansHEe
OAKOBREITYKIIRIE TabneTxn, JBOSKOBLUTYKJIEIE TaONETKH,
OKPBITEIE IVIEHOYHOM NOKPHTHIE IUIEHOYHOH
Bonoukoi 6enoro usera. obonouxoii Genoro npera.

abneTky ¢ rpaBupoBKolt

25 Ha oxHoii cropone
PHCKO# Ha npyroi
CTOPOHE.

Tabnerxa ¢ rpasupoBKoit
HD25 na ogroit cTOpOHE M
PHCKOH Ha fApyToit
CTOpOHE,

Toamaanocts MerdopmuHa
ruapoxnopun (B3XKX)

BpeMs ynepxuBanus 0CHOBHOTO IvKa
Ha XpPOMATOrpaMMe HCIIHTYEMOro
PaCTBOPA JOIKHO COOTBETCTBOBAT
BPEMEHH Y/IEPKMBAHUA OCHOBHOTO
[THXa HA XPOMATOTPaMMe CTAHAAPTHOTO
PacTBOpa MET(HOPMEHA THAPOXIOPHIA.

IlonmianocTs rmMemuprna
(BIXX) :

BpeMs yaepKUBaHMS 0CHOBHOIC IHKA
Ha XpoMaTorpaMMe HCIEITYEMOTO
PacTBOpa JOIDKHO COOTBETCTBOBATS
BPEMEHHU Y/IePKHBAHKs OCHOBHOTO
IIAKA Ha XpoMaTorpaMme
CTaHJAPTHOIO PacTBOpa
ITTHMENUpHIa.

CrexTp nornomenus ocHOBHOTO IHKA
Ha XpOMAaTOrpaMMe HCIHTYEMOTO
pacTBOpa, CHATHIN npu noMotma DAD-
AetexTopa B 061acTe 200 — 400 m,
AOJDKEH COOTBETCTBOBATD CIEKTPY
OCHOBHOIO ITMKa Ha XpOMaTorpaMMe
CTaHIapTHOTO pacTBOpa MeThopMIEa
THAPOXJIOPAAR.

TopmaanocTs MeTdhopMmERa
ruapoxnopun (DAD-cnextp)

CootsercTByeT

CoorBetctByeT

CootBercrByeT
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X3HJOK Hrx., Kopes
HANDOK EUMSEONG FACTORY

78, Daepungsandan-ro, Daeso-myeon,

Eumseong-gun, Chungcheongbuk-do, Korea

Tel. +82.43.530.1114 Hara Bemycka 2019-01-17 9:02:16
Fax +82.43.530.1003

CEPTHOHKAT AHANIM3A

Omucanne: Amaprn® M, tabneTin, IOKpHITHIE MNEHOHOM obonogxoii, 2/500 Mr

Cepna: AWFW245 Hox. Ne: AWF (RUS)-CA-1

Anams Ne: 20181227-0958 Ilponsseneno:  2018-12

Tomen mo: 2021-12

HJI JIIT 000130-291117

NOKA3ATEJH HOPMBI PE3YJILTATHI
Cpennss Macca TabneTox 650,0 Mr — 690,0 Mr 665,1 mr
Macca: cpeHee 3HaUeHue - 666 mMT
Macca: MaKc. 3HaYeHHe - 675 mr
Macca: MHH.3HaYeHue - 657 mr
OnHOpPOAHOCTE AO3MPOBAHUS Kpurepmit npuemnemoctz: 22%
MeThOopMITHa THAPOXJIOpHIA Makc. 15,0 %
(pacueTHO-BecOBOH MeTOX)
Poncreennrie npumecu:
1-mmanoryaunmin He bonee 0,02 % <0,02 %
IN'mavermpuna cynsdonamun He bonee 2,5 % 0,1 %
Jlrobas apyras enquuyuunas He bonee 0,5 % <0,1%
TIpAMeECh
CyMMa ApYTHX eAMHWYHEIX He Gonee 0,5 % <0,1 %
npHaMecei
Cymma Becex npumeceit He H6onee 3,0 % 0,1 %
OIHOPOIHOCTH JIO3UPOBAHHA - 99,2 %
TIHMETHPATA: CpefHES
3HaYeHHe
O1EOpPOIHOCTE: AO3UPOBAHHS - 100,1 %
TIHMENHpHJIA: MAKC,
3HaYeHHE
OmHOpOIHOCTE A03APOBARHUA - 97.8 %
TIAMENHPH/IA: MUH. 3HA9CHHE
OnHOpOIHOCTS A03HPOBAHHA Kpurepuii npuemnemocta: 1,9%
IHMenupUaa Maxc. 15,0 %
Komrgecteennoe
coziepxanue MerdhopMuHa 90,0-105,0% 99,6 %
THAPOXJIOPHAa
KommaectaerHOE comepxmuue 90,0 ~ 105,0 %
FTUMENHpHEA




XOHJIOK Hnk., Kopes
HANDOK EUMSEONG FACTORY
78, Daepungsandan-ro, Daeso-myeon,

Eumseong-gun, Chungcheongbuk-do, Korea
Tel. +82.43.530.1114

panfor

Jara Baimycka 2019-01-17 9:02:16

Fax +82.43.530,1003
CEPTHO®UKAT AHAJTN3A

Onucanne: Amapun® M, TaGnerxu, NIOKPLITHE IeHoIHON 060M09K0i, 2/500 Mr

Cepus: AWFW245 Tlox. Ne: AWF (RUS)-CA-1

Anamu3 Ne: 20181227-0958 Hpouseeneno:  2018-12

Tozmer no: 2021-12

HJT JIT1 000130-291117

HOKA3ATEIH HOPMbI PE3YJIbTATHI
Pacteopenne Merdopmuna - 98 %
THAPOXJIOPHA; CpelHee
3HaYCHHE
Pacteopenue Merhopmunra - 100 %
THIPOXJIOPHA: MaKc.
3HaYeHUE
Pacteopenne Methopmuna He Menee 75 % (Q) uepes 45 mum. 97 %
THAPOXJIOPHA: MEH. 3Ha9eHNUE
Pactsopenne MerhopmuHa - S1
THIPOXJIOPHAA: CTANHS
PacTeopenue merdopmuna He menee 75 % (Q) gepes 45 mun. Bepno
THAPOXIOpHIA
Pacteopenre riuMennpuga: - 92 %
CpefiHee 3HaYeHHe
PacTBoperue rmmMenupuna: - 94 %
MaKc. 3Ha9CHHE
PacTBopenye rimMenapuna; He menee 75 % (Q) gepes 45 mun. 91%
MHH. 3HaUeHHE
Pacteopenne Merhopmuna - S1
THAPOXJIOPHAA: CTANUA
Pactsopenne methopmuaa He menee 75 % (Q) uepes 45 muxn. Bepno
THAPOXJIOpHAA

VkasaHHas cepus NPoU3BENieHa B COOTBETCTRIH ¢ REHCTBYIOLIUMH TPEGOBAHIAMH PEFHCTPAIMOHHONO AOCHE K

NpaBHNaMH HaJANexamed IPaKTHKY NPOU3BOACTBA NIeKApCTBEHHRIX cpencTe (GMP).

CootsercrByer cnennduxaipn (TSFP-AWF(RUS) version 1.0)

Pewenwye: Bemywmen 16/01/2019 21:55:08 YNolIHOMOYeHHOE JHNO: :I
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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 : 2019-01-17 9:02:16

Product Name ¢ AMARYL M FILM-COATED TABLET 2/500MG
Batch No. ! AWFW245 Doc. No. ! AWRRUS)-CA-1
Analysis No. ¢ 20181227—-0958 Date of Manufacture 1 2018-12
Test ! Product Test Expiry date i 2021-12
L0 Testltem Specification - Results
Description Oval, biconvex, white film—coated Oval, biconvex, white

film=coated tablets with
engraving "HD25" on one side
and a score on another side.

tablets with engraving "HD25" on
one side and a score on another side.

Identification by HPLC : Metformin HCl 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 665.1mg
Mass variation (Metformin HC) : Avg. - 666mg
Mass variation (Metformin HCI) : Max. - 675mg
Mass variation (Metformin HC1) : Min. - 657mg
Mass variation (Metformin HCI) Acceptance value : Max. 15.0% 2.2%
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% <0.1%
individual impurities
Related substances (Glimepiride) : Total impurities NMT 3.0%

Content uniformity (Glimepiride) : Avg. =
Content uniformity (Glimepiride) : Max. -

1/2




HANDOX Inc. - DOK
1 Dt ey, Certificate of Analysis

78, Daepungsandan—ro, Daeso—myeon,
Eumseong—gun, Chungcheengbuli—do, Korea
TEL +82.43.530.)114

FAX +82.43,530.1003 Issue Date : 2019-01~17 9:02:16

Product Name : AMARYL M FILM~COATED TABLET 2/500MG

Batch No. ¢ AWFW245 Doc. No., : AWRRUS)~CA-1

Anslysis No. ! 20181227~0058 Date of Manufacture : 2018-12

Test ! Product Test Expiry date ¢ 2021-12

Pi”.?ﬁgj_?ﬂ%ﬁnﬁ' - ﬁhkﬁﬁégm. ; .ggﬁqﬁg,

Content uniformity (Glimepiride) : Min. = 97.8%
Content uniformity (Glimepiride) Acceptance value : Max. 15.0% 1.9%
Content : Metformin HCJ 90.0 ~ 105.0% 99.6%
Content : Glimepiride 80.0 ~ 105.0% 98.3%
Dissolution (Metformin HCD) : Avg. - 98%
Dissolution (Metformin HCD : Max. - 100%
Dissolution (Metformin HCD) : Min. NLT 75 % (Q) after 45 min. 97%
Dissolution (Metformin HCl) : Step S S1
Dissolution (Metformin HCD NLT 75 % (Q) after 45 min. Correct
Dissolution (Glimepiride) : Avg. - 92%
Dissolution (Glimepiride) : Max, - 04%
Dissolution {Glimepiride) : Min. NLT 75 % (Q) after 45 min. 91%
Dissolution (Glimepiride) : Step - sl
Dissolution (G‘limepiﬁde) NLT 75 % (Q) after 45 min. Correct

This batch specified above has been analyzed in full com
and Test Method (TSFP—AWF(RUS) version 1.0).

pliance with GMP requirements by the Specification

019-01-16
Complies with the Specifications Jeon, Eun Sun z 21:55:08
Final Result Quality Manager Date




