JEKJAPAIIAS O COOTBETCTBUH

JAEKJAPAHT, IPHHUMAIOIA TEKJTAPAITMIO O COOTBETCTBHH

AOQ "Canogu Poccusn”
Ceedenus o pezucmpayuu opeanusayuu: Meaxcpationnas uncnexyus Pedeparsuoil Hanozoeotl cayxcbor Ne 46 no

2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aodpec: 125009, 2. Mockaa, yn. Teepcxan, 0. 22, Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvnuiit oupexmop Mownsc O.A.

Hoeepennoe nuyo: Cmenanos C.C., dosepennocmy 6/n om 01.12.2017

SAABJISAET, YTO
nrexapecmeennoe cpedemso. Jlozan AM, mabnemxu nroxpsimeie nienoyrol obonoukoil 5 me+50 m2 10 wm.,

ynakosxu sqetikogvie konmypHoie (3), nauxu kapmonnvie, PY Ne JIIT-001481 om 06.02.2012 (0ama 3amenv
03.04.2017), cepun 811318031, napmua 31909 ynaxosok, zoden oo 31.10.2020, npouzesoocmea Xanmu Papm.
Ko., JImo., Pecnybnurxa Kopes, Hanmi Pharm. Co., Ltd.,, 214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-
do, Korea koo OKIIJ]2 21.20.10.148, ko0 TH B3 3004900002, xonmparxm Ne 250/40056192/F-2 om
20.10.2010, uneotic Ne 9085320294 om 18.01.2019

COOTBETCTBYET TPEBOBAHUAM

JIT 001481-250414 uam. Ne 1-2

JEKJIAPAIIMS ITPUHSATA HA OCHOBAHNUHA

npomoxon ucnetmanui Ne 2280 om 29.01.2019 HIT OO0 HI] "PAPMOEOPOHA", ammecmam axkpedumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC KR. @MO8.C32628 om 30.01.2019

A -~ Crenanos C.C.

W ®.1.0

CBEJAEHHA O PETHUCTPALINN

OPTAH IO CEPTU®UKAIINHN, 3APEI'ICTPHPOBABIONWI JEKJIAPAITHIO

RA.RU. 11 ®M0O8 OPTAH I10 CEPTHOHKAITHH HPOIVKI[HH OFII[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOH IIEHTP KOHTPOJIA KAYECTBA",

aodpec opzanuzayuu: 115280, 2. Mocwea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu. 115280, POCCHA, zopoo Mockea, yn, Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
catim: oyxx.po.

HAEKJIAPAIIMA O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU I-KR.®PM08.A4.14183/19
,ZlATA PEI"I/ICTPAL[[/II/I 30.01.2019
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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

CeprHdukar anannza

Topeosoe nauvenosantie
Jerapcmeenno2o npenapama
Daopya evinycka

Jlozan® AM

Tabaetku, moKpHITEE IW1EHOUHOH 0BonouKOH, 5 M +50 Mr

Cepus Ne 811318031 Pazvep ynarosxu |1 000 000
llpouzeedeno 01 noatips 2018 Xanmu @apm. Ko., JIta., PeciyGnnka
[ oden do 31 oxTabpa 2020 {Tpoussooumens Kopes

Hopsamugnas doxymenmayua | JIMN-001481-250414

30 MHH(50 Mr)

HokazaTenn Hopmbl PesyabraTst

Onucanne Benpie HnH noutH Hensvle npoJonrorarblie ABOAKOBRIMYKble | CoorBeTcrByeT
TabneTKH, NOKPHITEIE MteHOHHOH obonoukoif, ¢ rpasnpoBKoi
“AT|” Ha onHoli cTopoHe TabneTku

HoanuuHoCTL

- aMJioguiue (BIXX) Rt (obpa3ua) = Rt (cTanzapTa) CootpercTRYET

- no3apran {B3XX) Rt {o6pa3ua) = Rt (cranmapra) CooTBercTBYET

- OyTunruppokeuronyon (BI¥XKX) Rt {o6pa3ua) = Rt (cranmapra) CooTBercTBYET

Pacreopenne (BKX)

- aMNOOHTIHH He Menee 85 % (Q=80 %) oT 3aABICHHOrO Colepikanns uepes [9822%(95 -100%)
30 MuH( 5 Mr)

- 103apTaH He Menee 85 % (Q=80 %) oT 3aABNeHHOrO cogepkanus uepes |96+3% (91-99%)

PoacTBennbie coeannennn (BIAKX)

~AMJOJHNHHA KAM3HAAT

AMIOIHIHHE KaM3KWIAT alIYKT He 6onee 0.5 % He obnapyxeno
OTHIAMITOOHNHH He Gonee 0,5 % He obnapyxeto
[Tpumecs 11 He Gonee 0.5 % He oBHapyxeHo

Ensnnuynas nenaeHtTHHunposaHHad |He Gonee 0,2 % He obHapyxeHo
HMCCh

CymMa npumeced He Gonee 1,5 % He obuapyxeHo

-/1038PTAH KaJIHsl

Coenunenne E He 6onee 0,5 % He obHapyxeHo

Coegnnnenne F He 6onee 0,5 % He ofHapyxeHo

EnMHHYHAdA HeHaeHTHULHPOBAHHAN
HpHMecs

He bostee 0,2 %

He obHapyxeHo

CymMma npumecett He 6onee 1,0 % He obHapyxeHO
Bona He 6onee 3,5 % 20%
OcTraToMnbie opranuyeckKue
pacTBOPHTEH
- 3TAHOJ He Gonee 5500 ppm 2898 ppm
- MMXJIOPMETaH He Gonee 600 ppm 0 ppm
Muxpobnoorueckas YHETOTA
Obee konudecTso a3podHLIX He 6onee 10° KOE/r <100 KOE/fr
MHKpPOOPIaHH3IMORB
Ofee konudecTBo Apoxckesstx H | He Bonee 10 KOE/T <10 KOE/r
NAecHeBR X rprboB
Oreytetere E. coli OrcyterBue B 1 T OTCYTCTBYET
Oanopoanocts nouposannusa (B3XX)
AMJIOAHITHH Ina 10 Tabrerok nokazarens npHeMneMocTi (AV) Io/mkeH 55%

OBITE He Bonee 15,0. (99,7 £2.3%)
no3apTan Kanus Ilna 30 TabneTok nokazaTeab NpHeMaeMectd (AV) gomken {34 %

OwTh He Honee 15,0 mpu yenosuy, yto 0,75*M<x;<1,25*M (1002 + 1,4%)

Homep dopmet: CE-150002(sepcha 1)
®opma neiicteyer ¢ :2015.01.26

Hanmi Pharm. Co.,Ltd

CrpatHua | W3 |

COINNe :SOP-QCO010002




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

Cepruduxar ananunsa

TOpE.’OBOE HauVeHoganue Ilosarl@ AM
NEKAPCMBERR 020 Npenapama
dop. y
OpMa SBrCka Tabnetku, nokpriThie MIeRO4HOHN 000n0uKOM, 5 Mr +50 Mr
Cepun No 811318031 Pazmep ynaxosru |1 000 000
IIpoussedeno 01 nonbGps 2018 ITponssodumens Xanmu ®apm. Ko., 7T, PecnyGauka
Foden oo 31 oxTabpa 2020 P Kopen
Hopyvamuenaa ooxymenmayun  |JITNT-001481-250414
Kosnuyecteennoe onpenesenne (BIXKX)
aAMJIOTHIHH Ot 95,0% no 105,0 % ot 3asBneHHOrO cogepaanua( SMr) 991 %
JI03apTaH Kajiis Ot 95,0% no 105,0 % ot 3aseneHHoro cozepxanua(S0 mr)  [995 %
YcaoBug XxpaHeHus [Ipk Temnepatrype e Boime 30 °C CooTBETCTRYET
BBIBOJ CooTBeTcTBYET TPeOOBAHAAM ceNHPUKALMH
Hara ananusa: 08.51uB.2019~ 18 5ns.2019 Hata yreepaaenns:18.Aus.2019

-ND*- ne o6HapysxeHo, cooblueHo 0 mobOM OTKIOHEHHH WK NpuMecH > 0.1%
-NMT- He Gostee yem, NLT- He Menee ueM.

PELLIEHHE: Beinyweno
ITpumeuanne: NVA
Hata yreepxnenus: 18.51n8.2019

Ynoanomouennoe aanoe: B.H.Kim
(PyxoBogHTEe b OTALIA KAYECTBA)

Homep dopmet: CF-150002(pepena 1) Hanmi Pharm. Co.,Ltd COINe :SOP-QC010002
Qopma pelicteyer ¢ :2015.01.26
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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

Certificate of Analysis

Name of Product : Lozap AM 5mg+50mg (30T,PTP) Mfg. Date : 01. Nov. 2018
Lot No. 1811318031 Exp. Date 1 31. Oct. 2020
According to. : In House Spec. Batch Size  :1,000000T
Test Specification Result Pass/Fail
Appearance While to off-white, oblong, biconvex film-coated tablets Conforms Pass
engraved with AT1 on one side.
Identification The retention time of the amiodipine peak in the Conforms Pass
{(Amlodiping) chromatogram of the sample solution should comespond to

the relention time of the amlodipine peak in the
chromatogram of the refsrence standard solution.

(Losartan) The retention time of the losartan peak in the chromatogram  Conforms Pass
of the sample solution should correspond to the retention time
of the major peak in the chromatogram of the reference
standard soiution,

{Butythydroxytoluene) 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 solution.

Uniformity of dosage AV for 10 tablets should not be more than 15.0. 55% Pass

Units-Content uniformity {99.7+2.3%)

{Amlodipine)

(Losartan potassium) AV for 10 tablets should not be more than 15.0. 3.4% Pass
(100.2+1.4%)

Dissolution NLT 85% (Q = 80%) of the stated amount (5mg) in 30 min. 98+2%(95~100%) Pass

(Amlodipine)

(Losartan potassium) NLT 85% (Q = 80%) of the stated amount (50mg} in 30 min. 9643%(01~99%) Pass

Related substances 1) Amlodipine camsylate adduct : NMT 0.5% 1} N/D* Pass
(Amlodipine) 2} Ethyt Amlodipine : NMT 0.5% 2) N'D
3) Impurity il . NMT 0.5% 3IND
4) Individual unspecified impurity : NMT 0.2% 4) N/ID
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} NID
3) individual unspecified impurity: NMT 0.2% J)N/D
4} Total impurities : NMT 1.0% 4) NID

Page1/2
Retated SOP No. : SOP-QC010002

FormNo.:  CF-150002(rev.1)’

Form Valid date :  2015.01.26 Henmi Pherm. Co., Lid.



Certificate of Analysis

Name of Product : Lozap AM 5mg+50mg (30T PTP) Mfg. Date 101, Nov. 2018
Lot No. 1811318031 Exp. Date 1 31. Oct. 2020
According to. . In House Spec. Batch Size :1,000,000 T
Test Specification Resuit Pass/Fail
Assay 95.0 - 105.0% of the label claim(5mg) 89.1% Pass
{Amlodipine)
(Losartan potassium) 95.0 - 105.0% of the labe! claim(50mg) 99.5% Pass
Water NMT 3.5% 2.0% Pass
Residual organic 1) Ethanol : NMT 5000ppm 1) 2898ppm Pass
solvents 2) Dichloromsthane : NMT 800ppm 2} Oppm
Microbiological 1) TAMC : NMT 1 x 10° CFU/g 1) <100 CFU/g Pass
purity 2) TYMC : NMT 1 x 102 CFU/g 2) <10 CFU/g

3) E.coli : Absencely 3) Absencelg
Storage Condition At a temperature not exceeding 30°C Conforms

Date of Analysis : 08. Jan. 2012 ~ 18. Jan. 2019

- 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 ; 18. Jan. 2019

FormNo.:  CF-150002(rev.1)
Form Valid date :  2015.01.26

Hanmi Pharm. Co., Ltd,

Date of Approval : 18. Jan. 2019

B. H. Kim /
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