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Xanumu ®apm. Ko., JIta.
@ 214, Myxa-po. Ilantan-méH, I'Baconr-cu, Uxyns0yk-no, Kopes
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Cepmugpuxkam ananusa
HasBanue npoaykra : JJozan AM 5mr+100 mr (30T,PTP) [ara mp-Ba :01. Amp. 2021
Howmep cepuu : 811421021 Jata ucreuenuss : 31. Map. 2023
Cpoka

CornachHo : BayTpennsis cnenuduxanms Pasmep maptun  : 600,000 T
Tect Crneundpukauus Pe3yabTar IIpunsito/He npuHATO
Onucanue Po3oBeie U ceersio- CootBercrByeT IlpunsaTo

pO30BBIE IIPOJOJITOBATHIE

JBOSIKOBBIMTYKJIbIC TaONETKH,

MOKPBIThIE IJICHOYHOU

000J10YKOH, C TpPaBUPOBKOM

AT2 Ha ogHOU CTOpOHE.
[TomnmuHHOCTH Bpems ynepxuBanus nuka CoorBercrByeT IlpunsaTo
(ammoaumnuH) aMJIOAUIINHA Ha

XpoMaTorpamme

UCIBITYEMOI'O pactBopa

JOJIKHO COOTBETCTBOBATh

BPEMEHHU YIEPKUBAHUS MUKA

aMJIOAUIIMHA Ha

XpoMaTtorpamMMme  pacTtBopa

CTaHIapTHBIX 00pa3IoB.
(mo3apraHn) Bpemss ynepxkuBanusa mnuka CootBercTByeT I[lpuHsTO

@ YoE

J03apTaHa Ha
XpoMaTorpaMmme

UCIIBITYEMOTO pacTBopa
JOJKHO COOTBETCTBOBATH
BPEMCHHU YICPKUBAHUS TUKA
J03apTaHa Ha

XpoMaTorpamMmme pactBopa
CTaHJAPTHBIX 00Pa3IoB.

Related S0P No, * SOP-000626
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TEJI: 82-31-350-5600 \ ®AKC: 82-31-355-4210
Cepmugpuxkam ananusa
HasBanue npoaykra : JJozan AM 5mr+100 mr (30T,PTP) [ara mp-Ba :01. Amp. 2021
Howmep cepuu : 811421021 Jata ucreuenuss : 31. Map. 2023
Cpoka

CornachHo : BayTpennsis cnenuduxanms Pasmep maptun  : 600,000 T
(6yTunrua- Bpems ynepxkuBanusa nuka CootBercTByeT I[lpuHsSTO
POKCHUTOJTYOI) OyTHUITHAPOKCUTONYONa Ha

XpoMaTorpamme

UCTIBITYEMOTO pacTtBopa

JOJIKHO COOTBETCTBOBATh

BpEMEHU yAEp>KUBAHUS

OCHOBHOTO nuKa Ha

XpoMaTtorpamMmMme  pacTBopa

CTaHAAPTHOTO obpasma

OYTUITHUAPOKCUTOIyOJIa
OIHOpPOOHOCTH Cpennee 3nauenue nas 10 3.0% [Ipunsito
JI03UPOBAHUS tabnetok gomkHO ObITh He (100.8+£1.2%)
(ammonumnuH) 6onee 15.0
(mo3apran Cpennee 3mauenwe nias 10 3.0% [Ipunsito
KaJus) tabnetok gomkHO ObITh He (100.2+1.3%)

6oiee 15.0
PactBopenue He menee 85% (Q = 80%) ot 97+1% [Ipunsito
(AmtogunuH) 3astBieHHOTO KosmuectBa (5 (96~98%)

Mr) B TeueHue 30 MUHYT
(;1o3apTan He menee 85% (Q = 80%) ot 99+2% [Ipunsito
KaJus) 3asBJICHHOTO konudectBa (97~102%)

(100 mr) B Teuenue 30 MUHYT
PoacreenHnsie 1) Amnogunuua kamsuiata 1) H/O* [Ipunsarto
MIPUMECH anaykT . "He 6omee 0,5 %
(ammonumnuH) 2) Otunamnogunun : He 2) H/O

6omee 0,5 %

3) IIpumecs 11 : e 60nee 0,5 3) H/O

%

4)Enunnunas 4) H/O

HEeUJICeHTU(DUIIUPOBAHHAS

npumecs : He 6onee 0,2 %

5) Cymma mnpumeceir : nHe 5)H/O

6oiee 1,5 %

@ YoE

Related S0P No, * SOP-000626
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Xanumu ®apm. Ko., JIta.
@ 214, Myxa-po. [lanran-mEn, ['Baconr-cu, UxyHe0yk-m0, Kopes
TEJI: 82-31-350-5600 \ ®AKC: 82-31-355-4210

Cepmugpuxkam ananusa

HasBanue npoaykra : JJozan AM 5mr+100 mr (30T,PTP) [ara mp-Ba :01. Amp. 2021
Howmep cepuu : 811421021 Jata ucreuenuss : 31. Map. 2023
Cpoka

CornachHo : BayTpennsis cnenuduxanms Pasmep maptun  : 600,000 T
(mo3apran 1) Coeaunenue E : ve 6omee 1) H/O [TpunsTO
KaJusl) 0,5%

2) Coenunenne F : e 6omee 2) H/O

0,5%

3)Enunnunas 3) H/O

HeuICHTH(GHUIUPOBAHHAS

npumecs : He 6osee 0,2 % 4) H/O
4) Cymma mnpumeceil @ He

6omee 1,0%

Konuuecrsennoe 95.0 - 105.0% or 100.8% [Ipunsito
OIpeelICHUE 3asBJIEHHOTO KoauuectBa (5
(amIToTUTINH) MT)
(;1o3apTan 95.0 - 105.0% or 100.7% [Ipunsito
KaJIns) 3asBJICHHOTO KOJIMYECTBA

(100 mr)
Bona He 6onee 3.5% 2.9% [TpunsiToO
YcnoBus IIpu TeMIeparype, He CootBercrByeT IlpunsaTo
XpaHEHHUsI npesbimaronieii 30°C

Jara ananmu3za: 14. Mas. 2021 ~ 10. Urwons. 2021
- H/O : He onpenensnock, Buectu B otuet mo0yro npumecs > 0.1%
- Hb : He 6onee, HM : He menee

3akmouenue : [Ipunsaro
OTMETKA: H/II

el
»\»ry DAY
agsy 2 oceus
e 102 Ui
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Certificate of Analysis

Document No. Version No. Effective Date Page No.
FORM-001186 1.0, CURRENT 2020.01.02 1/ 2

Hanmi Pharm. Co., Ltd.
@ 214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-do, 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 1 01. Apr. 2021

Lot No. 1 811421021 Exp. Date :31. Mar. 2023
According to. : In House Spec. Batch Size :600,000T

Test Specification Result Pass/Fail
Appearance Pink or light pink oblong, biconvex film-coated tablets Conforms Pass

engraved with AT2 on one side.

Identification

(Amlodipine) The retention time of the amlodipine peak in the Conforms Pass
chromatogram of the sample solution should correspond to
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 Conforms Pass
chromatogram of the sample solution should correspond to
the retention 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 solution.

Uniformity of dosage

Units-Content uniformity

(Amlodipine) AV for 10 tablets should not be more than 15.0. 3.0% Pass
(100.84£1.2%)

(Losartan potassium) AV for 10 tablets should not be more than 15.0. 3.0% Pass
(100.2+1.3%)

Dissolution

(Amlodipine) NLT 85% (Q = 80%) of the stated amount (5mg) in 30 min. 9711%(96-9@2:{9{)(_‘___“‘_‘ Pass

(Losartan potassium)  NLT 85% (Q = 80%) of the stated amount (100mg) in 30 min.

Related substances

(Amlodipine) 1) Amlodipine camsylate adduct : NMT 0.5%
2) Ethyl Amlodipine : NMT 0.5%
3) Impurity Il : NMT 0.5%
4) Individual unspecified impurity : NMT 0.2%
5) Total impurities : NMT 1.5%
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Certificate of Analysis
Name of Product : Lozap AM 5mg+100mg (30T ,PTP) Mfg. Date 1 01. Apr. 2021
Lot No. : 811421021 Exp. Date : 31. Mar. 2023
According to. : In House Spec. Batch Size : 600,000 T
Test Specification Result Pass/Fail
(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
Assay
(Amlodipine) 95.0 - 105.0% of the label claim(5mg) 100.8% Pass
(Losartan potassium)  95.0 - 105.0% of the label claim(100mg) 100.7% Pass
Water NMT 3.5% 2.9% Pass
Storage Condition At a temperature not exceeding 30°C Conforms Pass

Date of Analysis : 14. May. 2021 ~ 10. Jun. 2021

- N/D* : Not Detected, Report any individual degradate or impurity > 0.1%
- NMT : Not more than, NLT : Not less than

em : Pass
REMARK : N/A

Date of Approval : 10. Jun. 2021

B. W{@iﬁw .

fiead of Quality Unit
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