TIEKJIAPAIIASI O COOTBETCTBHU

JEKJIAPAHT, MIPAHUMAIOIIHAN JEKJAPAIXO O COOTBETCTBHH

AC "Canogu Poccus”

Ceedenus 0 pezucmpayuu opzanusayuy: Mesxcpationnan uncnexyus Pedepanvroi Hanozo060t cayscbor No 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npucecenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenepon/chaxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvnutii dupexmop Mowic O.A.

Losepennoe nuyo: Cmenanog C.C., dosepennocme 6/ om 01.12.2017

3AABJSET, UTO

aAexapemeennoe cpedemeo. Jlozan AM, mabremxu noxkpuimole naenounoli obonouxoii 5 ma+100 mz 10 wm.,
Ynakoexu ayetixogwie xoumypibie (3), nauku xapmonnwe, PY Ne JIIT-001481 om 06.02.2012 (0ama 3amens
03.04.2017), cepun 811418031, napmus 19576 ynarosox, 2o0en oo 31.10.2020, npouszsodcmsa Xaumu @apm.
Ko., JImo., Pecnybnura Kopes, Hanmi Pharm. Co., Ltd., 214, Muha-ro, Paitan-myeon, Hwaseong-si, Gyeonggi-
do, Korea koo OKIIJJ2 21.20.10.148, koo TH B3 3004900002, xonmparxm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085320293 om 18.01.2019

COOTBETCTBYET TPEBOBAHHUSIM
JIT 001481-250414 uam. Ne 1-2

DEKJAPALIHS NPHHSTA HA OCHOBAHHH
npomoxen ucnermanuii No 2160 om 25.01.2019 HJI Q00 HI] "@®APMOBOPOHA”, ammecmam axxpedumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC KR.@M08.C32422 om 28.01.2019

JATATIPUHSITHAS TEKJIAPAIHM 29.01.2019
EKJIAPANMS JEHCTBUTEILHA 10 31.10.2020

Crenanos C.C.
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CBEJEHMUS O PETHCTPAIIMN

OPTAH ITO CEPTUOUKAIHY, SAPETHCTPHPOBABINI VI {EKJIAPAITHIO

RA.RU 11 ®M08 OPIAH 1O CEPTHOHKALIHH ITPONVKIIHH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPYKHOH IIEHTP KOHTPOJISA KAUECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmudpurayuu: 115280, POCCHA, z0pod Mocrea, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim: oyxx.po.

JEKJAPAIIIS O COOTBETCTBUH 3APETHCTPHPOBAHA M POCC RU JI-KR. DM08.A. 13914/19
ICTPAITHH 29.0/.2019
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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

CepTHdukaT ananusa

Topeosoe Haumenosanue
JeKapemeenioz0 npenapama
Dopma eunycka

Jlozan® AM

Tabnerxy, nokpeiTeie MeHoYHON 000A04KoH, 5 Mr +100 Mr 10x3

30 MHH(100 M)

Cepus MNe 811418031 Pazvep ynaxosxu | 600 000

Ilpouzeedeno 01 Hesabpn 2018 Xanmu ®apm. Ko., JIta., PecnyGnuka

Toden do 31 oxTabpa 2020 [poussodumens Kopes

Hopyamusnan doxymenmayus  |JIN-001481-250414

IIokazaTenn Hopmbi PesyanTathi

Onncanue benbte HnH noYTH Genble NPOAOAroOBaTEIE ABOAKOBLITYKARE  [COOTBETCTBYET
TabneTkH, NOKPBIThiEe MAeHouHOH 000104K0H, ¢ rpaBrPORKO#H
“ATI1"” na onHo# cTopoHe TabaeTkn

TopuHAOCTE

- amnoaunuH (BIXKX) Rt {o6pa3ua) = Rt {(crannapra) CooTeeTcTByeT

- no3aprad (B2XKX) Rt (o6pa3ua) = Rt (crannapra) CooTBeTcTBYET

- 6yranruapokcaTonyor (BXKX) Rt (o6pa3ua) = Rt (crangapra) CooTBeTcTBYET

Pacteopenne (BIKX)

- AMJIOIHITHH He menee 85 % (Q=80 %) oT 3aABIeHHOTO cOAepXaHia uepes |96+15%(94-97%)
30 Mun(S Mr)

~ no3apTan He menee 85 % ((J=80 %) oT 3aaBReHHOrO copepkaHug depes |96x1% (95-98%)

PoacTrennbie coeanHenns (BIXKX)

=AMJIOAHINIHHA KAMINJAAT

AMAOINNKHA KaM3WIAT aaayKT

He conee 0,5 %

He obxapyxeHo

STHITAMIOIHITHH

He Gonee 0,5 %

He obaapyxeHo

ITpumecs I1

He 6onee 0,5 %

He obrapyxero

EnHHU4YHAA HeHAeHTHHUUHPOBAHHAA
TNpHMECH

He 6onee 0,2 %

He obnapyxeno

Cymma npumeceit He Gonee 1,5 % He ofnapys#eHo
1038 PTAH KAJIHS
Coeannenne E He 6ostee 0,5 % He o6HapykeHo

Coenunnenue F

He Gonee 0.5 %

He ofxapyxeHo

ObiTh He Gonee 15,0 npu ycnosuu, uto 0,75*M<x;<{,25*M

Enxniinad neneHTHGWuApoBansan |He Gonee 0,2 % He obnapyxeno
NpHMECH
Cymma npumeceii He Gonee 1,0 % He ofHapyxeto
Boaa He Gonee 3,5 % 2,0%
Ocratounnie opraHHYecKHe
PacTBOPHTEIH
- 3TaHON He 6onee 5500 ppm 2841 ppm
- TUXJIOpMETaH He Gonee 600 ppm 0 ppm
Miukpo6HOJ0THYEeCKAN YHCTOTA
O61mee xonHYECTBO a3poOHBIX He Gonee 10° KOE/r <100 KOE/r
MHKPOOPIaHH3IMOB
Obuzee KONHYECTBO nporokeBbix H |He Gonee 107 KOE/T <10 KOE/r
MIECHEBLIX rpHOOB
Otcyteteie E. coli OtcyrctBre s 1 1 OTICYTCTRYET
OauoponHocts nozinposanns (BIKX)
AMITOZHITHE s 10 Tabnetok nokasaTtens npHeMneMocTd (AV) Domked 22 %

OniTh He Gonee 15,0. (99,4 +0,9%)
JI03APT4H Kalus Ins 30 Tabnetok moxasaTent npuesieMoctd (AV) qomxkes |24 %

(101,2 + 1,0%)

Homep hopmer: CEF-150002(sepens 1)
PPopma aeticteyer ¢ :2015.01.26

Hanmi Pharm. Co.,Ltd
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Hanmi Pharm. Co., Ltd.

214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-do, 18538, Korea
TEL : 82-31-350-5600 \ FAX:82-31-355-4210

CeprHdHKaT aHAIN3A

Topeogoe Hawvenogane Tosan® AM
JexapcmeenHoco npenapama
Dan: JCN
opua aunycka TabneTkH, NOKpHTHIE NeHoUHOH 0Boroukoi, 5 Mr + 100 Mr 10x3

Cepun M 811418031 Pazvep ynaxosxy |600 000
Hpousgedeno 01 noatpsa 2018 Xanmp @apm. Ko., JIta., Pecybmuka
Toden do 31 okrabpa 2020 [Tpoussodumens Kopes
Hopuamusnan ooxysvenmayun  |JAM1-001481-250414
Konnuecrsennoe onpenenenye (BIAKX)
AMIIOAKITHH Ot 95,0% no 105,0 % oOT 3aBAEHHOTO cOAepPKaHHA{ 5 Mr) 98.6 %
NO3apTaH Kaaus Or 95,0% no 105,0 % o7 3asgBaenHoro cogepaxanna( 100mr)  1100,0 %
YcnoeHa xpaHeHnd Tlpn Temnepatype ue senue 30 °C CooTBetciBYET

BBIBOJ CooTeercTByeT TpebGoBAHAAM cielHpHKATIHN
Jara ananu3a: 10.118.2019~ 18.518.2019 Hara ytrepxxnenus:18.5in8.2019

-ND#*- e obHapyxeHo, coolLeHo o n0b0oM OTKIOHEHHH Wid npuMecH > 0.1%
-NMT- He 6onee ueM, NLT- He MeHee ueM.

PEILIEHHE: BrinyieHo
Tpumeuanne: N/A
JaTa yrpepxaenusn: 18.8u8.2019

Ynoaxomouensoe auno: B.H.Kim
{(PyKoBoauTe)IL OTACIA KAUECTRA)

Homep dopmsr: CF-150002(sepcua 1) Hanmi Pharm. Co.,Lid COTITNe :SOP-QC010002
Dopma pelicteyet ¢ :2015.01.26
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Hanmi Pharm. Co., Ltd.

TEL : 82-31-350-5600 \ FAX: 82-31-355-4210

214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-do, 18538, Korea

Certificate of Analysis

Name of Product ! Lozap AM 5mg+100mg (30T,PTP) Mig. Date : 01, Nov. 2018
Lot No. 1 811418031 Exp. Date 131, Oct. 2020
According to. : In House Spec. Batch Size ;600,000 T
Test Specification Resuit PassiFail
Appearance Pink or light pink oblong, biconvex fim-coated tfablets Conforms Pass
engraved with AT2 on one side.
Identification The retention time of the amlodipine peak in the Conforms Pass
(Amlodipine) chromatogram of the sample solution should correspond to
the retention time of the amlodipine peak in the
chromatogram of the reference standard solution.
{Losartany The retention time of the losartan peak in the chromatogram Conforms Pass
of the sample soiution should correspond o the refention
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 sofution should correspond to
the retention time of the major peak in the chromategram of
the butylhydroxytoluene reference standard solution.
Uniformity of dosage AV for 10 tablets should not be more than 15.0. 22% Pass
Units-Content uniformity {89.410.9%)
{Amlodipine)
(Losartan potassium) AV for 10 tablets should not be more than 15.0, 2.4% Pass
{101.2+1.0%;)
Dissolution NLT B5% (Q} = 80%) of the stated amount {Smg) in 30 min. 9611%({94~97%) Pass
(Amiodipine)
({Losarlan potassium) NLT 85% (Q = 80%) of the stated amount (100mg} in 30 min. 96+1%(95~98%) FPass
Related substances 1) Amlodipine camsylate adduct : NMT 0.5% 1) N/D* Pass
{Amlodipine) 2) Ethyl Amiodipine : NMT 0.5% 2) N/D
3) impurity I : NMT 0.5% 3)ND
4} Individual unspecified impurity : NMT 0.2% 4) NID
5} Total impurities : NMT 1.5% 5) N/ID
{Losartan potassium) 1) Compound E : NMT 0.5% 1) N/D Pass
2) Compound F : NMT 0.5% 2) N/ID
3} Individual unspecified impurity: NMT 0.2% 3) N/D
4) Total impurities : NMT 1.0% 4) N/'D
FormNo.:  CF-150002(rev.1) Page 1/2

Form Valid date :  2015.01.26

Hanmi Pharm. Co., Ltd,

Refated SOP No. : SOP-QC010002



Certificate of Analysis

Name of Product :Lozap AM Smg+100mg (30T PTP) Mfg. Date :01. Nov. 2018
Lot No. : 811418031 Exp. Date 1 31. Oct. 2020
According fo. : In House Spec. Batch Size (600000 T
Test Specification Result PassiFail
Assay 95.0 - 105.0% of the label claim{5mg) 98.6% Pass
(Amiodipine)
(Losartan potassium) 85.0 - 105.0% of the label claim{100mg) 100.0% Pass
Water NMT 3.5% 2.0% Pass
Residual erganic 1) Ethano! : NMT 5000ppm 1) 2841ppm Pass
solvents 2) Dichloromethane : NMT 600ppm 2) Oppm
Microbiologicat 1) TAMC : NMT 1 x 102 CFU/g 1) <100 CFU/g Pass
purity 2) TYMG : NMT 1 x 102 CFU/g 2) <10 CFU/ig

3) E.coli : Absencelg 3) Absence/g
Storage Condition At a temperature not exceeding 30T Conforms Pass

Date of Analysis : 10. Jan. 2019 ~ 18. Jan. 2019

- N/D*: Not Detected, Report any individual degradate or impurity > 0.1%

- NMT : Not more than, NLY

Jd ent : Pags
REMARK : N/A

: Not less than

Issuance date : 18. Jan. 2019

FormNo.;  CF-130002(rev.1}
2015.01.26

Form Valid date :

Date of Approval : 18. Jan. 2019

,,,,

B. H(( /)/J Jan >4

Hanmi Pharm. Ca., Ltd.

Head of Qd.ﬂ‘(y Unit
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Related SOP No. : SQP-QC0O10002



