JAEKJIAPAIIAA O COOTBETCTBHUA

JEKJIAPAHT, MIPUHUMAIOW U JEKJIAPAIIUIO O COOTBETCTBHH

AO "Canogpu Poccus”

Ceedenus 0 pecucmpayuu opeanusayuu: Mesxcpaiionnan uncnexyua QedepanvHol Harozoeol caysucovi Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockea, ynr. Teepckan, 0. 22. Tenegon/gpaxc: 8 (495) 721-14-00/721-14-11

B nuye: Fenepanororii oupexmop Moo O.A.

Hosepennoe auyo: Cmenanoe C.C., dosepenrnocmv 6/n om 01.12.2017

3ASIBJISIET, UTO

Aexapcmegennoe cpedcmeo: Jlosan AM, mabnemxu noxpbimsie nienourou obonouxoii 5 mz+100 mz 10 wm.,
ynaxosxu avenroevle xonmyprole (3), nauxu kapmonnvie, PY Ne JII-001481 om 06.02.2012 (0ama samenvl
03.04.2017), cepus 811419071, napmus 19501 ynaxoeox, 200en oo 02.09.2021, npouzeoocmea Xanumu Papm.
Ko., JTmo., Pecnybauxa Kopes, Hanmi Pharm. Co., Ltd., 214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-
do, Korea, koo OKIT[[2 21.20.10.148, koo TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085352268 om 04.11.2019

COOTBETCTBYET TPEBOBAHUSIM
JIT 001481-250414 uzm. Ne 1-2

JEKJIAPAIIUA ITPUHATA HA OCHOBAHHH
npomoxon ucnuimarui Ne 34540 om 18.11.2019 H/I 000 HL] "©@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 @JI40, Cepmugpuxam POCC KR. OM08.C54942 om 19.11.2019

JATA TIPHHATAS JEKJAPAITHH /9.11.2019
JEKJAPAITUA JENCTBHUTEJIBHA J0 02.09.2021

,’u: n B
Crenanos C.C.

derAapannt ' ©.H.0

CBEJIEHUS O PETUCTPAITIN

OPT'AH 1O CEPTHOHKAINH, SAPETUCTPHPOBABIIHIM JEKJIAPALIHIO

RA.RU. 11OM08 OPTAH ITO CEPTH®HKALIHH ITPOYKLHH OFU{ECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOH IJEHTP KOHTPOJI KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepwosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, z0pod Mocxea, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pa.

JEKJIAPATIUSI O COOTBETCTBHUH 3APETMCTPUPOBAHA X POCC RU I-KR.®M08.A.45408/19
JATA PETUCTPALIMHA /9.11.2019

MIT
! Hunenko U.B.
no,unﬁcah PykoBoautens OC

OP2aH no
cepmughukar Hit




Xaumu @apm. Ko., JItx

214, Myxa-po, ITxaneTxanmen, T. Xsacon Kenuruzo, 445-958 , Pecny6nuxa Kopes
Ten. 82-31-350-5600, dakc: 82-31-355-4210

Cepmuuram ananuza
Ipoaykr :Jlozan AM 5 mr+100 mr (30T, PTP) Jara npomzeoacrea : 03 Cen. 2019
Homep cepun 1811419071 Cpok rogxocTH : 02 Cen. 2021
CooTBeTcTBHE  :BHYTpEHHsA cieHHdUKALMSA Obnem cepun : 600 000 Tabnerok
IMOKA3ATEJND HOPMA PE3VJBTAT CooTBeTcTBItE
HopMe: Ja/HeT
Onucanne Po3zoBbie win ceetno-posossie CooreerctByer na
NPOZONTOBATEIE NBOAKOBMIYKILIE
TabneTky, NOKpLITHIE MNeHoYHOT
060onoukol, ¢ rpasupoBKoli “AT2”
Ha oAHOH cTOpOHE TabieTkH
INoannaHocTL
(AmuopHnHH) Bpems YAePKMBAHKA mika  CooTBeTcTBYET na
aMIIOMIMITMHA  Ha  XPOMATOIPaMMeE.
HCILITYEMOro pacTeopa
COOTBETCTBYET BpeMeHH
YACpXUBAHUA MUKA aMIOAKNHHA Ha
XpOMaTorpaMme pacTBOpa
CTaHAAPTHOTO 0fpasua.
{7/losapTan) Bpems YIOEpKUBAHHA mika  CootBercTBYET za
JI03apTAHa  HAa  XpoMarorpamMMe
HCTBITYEMOTO pacTBOpa
COOTBETCTBYET BpEMEHH
YHCpHUBAHMA OCHOBHOIO NMKa Ha
XpoMaTorpamMme pacTBopa
CTaHAapTHOro ofpasua .
(Byrairunpoxcutomyon) Bpems YAeDKUBAHMA muka  CoorBercTBYET na
GyTUnrampokcHTONyONa Ha
XpomMaTorpamme HCIBITYEMOT0
PacTBOpa COOTBETCTBYET BpeMEHH
YREPXHBAHHA OCHOBHOID NHKA Ha
xpoMaTtorpamMme pacTeopa
CTaHIAaPTHOTO obpasua
Gyranruapoxcuromyona
OnHOPORHOCTL eNHHHL
A03HPOBAHKA (OTHOPOAHOCT
JIO3HPOBAHHS)
{(AMnoanm) AV nn# 10 Tabnerok me Gonee 15,0 4.6 % (101,5+1,9%) na
{(JlosapTan xanmus) AV nna 10 tabnerox He Gonee 15,0 2,6 % (100,1 +1,1%) Ja
PacTBopeHyie
(AMnoannuy) He menee 85 % (Q=80 %) or 100£2% (98-104%) na

(JTo3apTau kanus)

3a4BIECHHOIO KONHYECTBA (5 Mr)
gepe3 30 mum.

He menee 85 % (Q=80 %) or
38ABNEHHOrO Konpectea (100 Mr)
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Homep dopmbi: CF-150002 (rev.1)

Xanmu Gapu. Ko., Jitn,

eficTerTenbHO ¢ 2015.01.26




Xanmu ®apm. Ko., Jitg
214, Myxa-po, ITxansTxanmex, r. Xsacon,Kenuruno, 445-958 , Pecny6nnka Kopea
Ten. 82-31-350-5600, ¢axc: 82-31-355-4210

Cepmugpuxam ananuza
IIpoayxT :Jlozan AM 5 Mr+100 mr (30T, PTP) Harta npoussogcrea : 03 Cen, 2019
Homep cepun 1811419071 Cpok roanoctn 102 Cen. 2021
CooraercTsue  :BHYTpeHHAs cnemndukaups Odbem cepun : 600 000 Tabnetox
yepes 30 mun,
Ilpumecn
(Amnopnmun) 1) AMnomunnya xam3nnar agaykr:  Hio* na
He Gonee 0,5 %
2) Smunamnoaunuy: e Gonee 0,5% wn/o
3) Ilpumecs I1: we Gonee 0,5 % H/0
4)EnHennenTuduu.npumecs: He  wo
6onee 0,2 %
5)O6mee konugecTro: Be Gonee 1,5 wlo
o .
(Jlosapran kanus) 1)Coenunenne E: ne Gonee 0,5% wl na

2)Coenunenne F: ne Gonee 0,5%  wo
3)En.nennentrdun, npumecs: ne Ho
Gonee 0,2 %
4)O6mee konmuecTso; He Gonee 1 % wo
KommecteenHoe onpenenenue

(AMnoaunnu) 95-105% ot 3anBnenHoro 99,9 % na
kozecTsa (5 Mr)

(JlozapTan kanmun) 95-105% ot 3asBneHHOrO 99,3 % Aa
komriectsa (100 mr)

Boaa He Gonee 3,5 % 2,7% na

VYCIoBKRA XpaneHna IIpu TeMneparype e Brime 30 °C CootBercrayer aa

Hata ananuza: 23 Oxr. 2019 - 01 Hos6. 2019 Hara ono6pennn: 01 Hos6. 2019

- H/0 = He 06HAPYXEHO HITH HHXe npenena obHapyxenns (0,1 %)

3axmodenue; COOTBETCTBYET

Ipumedanus: ve npumennmo
Hata Bemycka: 01 Hos6. 2019
B.H.Kim /moamucs/ 01 Hos6 2019
PyxoBozuTtens oTaena kagecTsa
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Hanmi Pharm. Co., Ltd.

214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-do, 18536, Korea
TEL : 82-31-350-5600 \ FAX: 82-31-355-4210

Certificate of Analysis

Name of Product : Lozap AM 5mg+100mg (30T,PTP) Mfg. Date : 03. Sep. 2019
Lot No. : 811419071 Exp. Date 1 02. Sep. 2021
According to. : In House Spec. Batch Size 1 600,000 T
Test Specification Result Pass/Fall
Appearance Pink or light pink oblong, biconvex film-coated iablets Conforms Pass
engraved with AT2 on ona side.

Identification The retention time of the amlodipine peak in the Conforms Pass
(Amlodipine) chromatogram of the sample solution should comespond o

the retention time of the amlodipine peak in the
chromatogram of the reference-standard solution..

{Losartan) The retention time of the losartan peak in the chromatogram Conforms Pass
of the sample solution should correspond to the ratention
time of the major peak in the chromatogram of the reference
standard solution.

{Butylhydroxytoluene) The retention time of the butylhydroxytoluene peak in the Conforms Pass
chromatogram of the sample solution should correspond to
the retention time of the major peak In the chromatogram of
the butylhydroxytoluene reference standard soluion.

Uniformity of dosage AV for 10 tablets should not be more than 15,0, 4.6% Pass

Units-Content uniformity (101.541.9%)

{(Amlodipine)

(Losartan potassium) AV for 10 tablets should not be more than 15.0. 26% Pass
(100.141,1%)

Dissolution NLT 85% (Q = 80%) of the stated amount (5mg) in 30 min. 100+2%(B8~104%) Pass

{Amlodipine)

(Losartan potassium) NLT 85% (Q = 80%) of the stated amount (100mg) in 30 min, 9812%(95~89%) Pass

Related substances 1) Amladipine camsylate adduct ; NMT 0.5% 1) N/D* Pass
(Amiodipine} 2) Ethyl Amlodipine : NMT 0.5% 2) NID
3} Impurity Il : NMT 0.5% J)ND
4) Individual unspecified impurity : NMT 0,2% 4 NID
5) Total impurities : NMT 1.5% S} N/D
{Losartan potassium) 1) Compound E ;: NMT 0.5% 1) N/D Pass
2) Compound F : NMT 0.5% 2) N/D
3) individual unspecified impurity: NMT 0.2% 3)ND
4) Total impurities : NMT 1.0% 4) N/D
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Certificate of Analysis

Name of Product : Lozap AM 5mg+100mg (30T,PTP) Mig. Date : 03. Sep. 2010
Lot No. : 811419071 Exp. Date : 02. Sep. 2021
According to. : In House Spec. Batch Size :600,000T
Test Specification esult Pass/Fall
Assay 95.0 - 105.0% of the [abel claim(5mg) 99.9% Pass
(Amlodipine)
(Losartan potassium) 95.0 - 105.0% of the labe! claim{100mg) 99.3% Pass
Water NMT 3.5% 2.7% Pass
Storage Condition At a temperature not exceeding 30T Confonins Pass
Pate of Analysis : 23. Qct. 2018 ~ 01. Nov. 2019 Date of Approval : 01. Nov. 201¢

=—N/D*-Not Detected, Report any individual degradate or impurity » 0:1%
- NMT : Not more than, NLT : Not less than

Judgement: Pass

REMARK : N/A
Issuance date : 01. Nov. 2019

7 pMov 20! )’

Head of Qu‘;lity Unit

FormNo.:  CF-150002(rev.1) . Hanml phm-;n Co .Ltd

Form Valid date:  2015.01.26




