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Cepmugpuxam ananusa
HasBanue mpoaykra : JJozart AM Smr+50 mr (30T, PTP) Iara np-Ba . 22. SuB. 2021
Howmep cepun 1811321011 Jara ucreueHus : 21. SuB. 2023
cpoka
CortacHo : Bayrpennsis cnienudukanys Pa3mep naptun 1,000,000 T
Tect Cnenudukanus Pe3yabTaTt Hpunsto/He
IPHHATO
Onucanne benvle mim moutm Oenbie mpomonroBatbie  COOTBETCTBYET [IpunsTo
JIBOSIKOBBIMIYKJIbIC ~ TAOJETKH, MOKPBITHIC
IUICHOYHOW 00O0JOYKOW, C TPaBUPOBKOU
AT1 Ha omHO¥ cTOpOHE.
[MomuHHOCTH Bpewms ynepxuBaHus nuka amnogunuaa Ha  COOTBETCTBYET [punsro
(amionunuH) XpoMaTorpaMMe HCIBITYEMOTO pacTBoOpa
JIOJIKHO COOTBETCTBOBATh BpEMECHH
yIACpKUBAaHUs MHKAa aMJIOJWIMHA  Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHOTO
obpasma.
(mo3apran) Bpems ynepxkuBanus mnuka Jyo3apraHa Ha COOTBETCTBYET [IpunsTo
XpoMaTorpaMme HCIBITYEMOI'O pacTBOpa
JIOJIKHO COOTBETCTBOBATH BpEMEHHU
yAepXKHUBaHUS ~ [UKa  Jio3apTaHa  Ha
XpoMarorpaMme pacTBOpa CTaHIAPTHOTO
oOpasma.
(OyTunrua- Bpewms yACpKUBAHUS nuka CoOTBETCTBYET [punsro
POKCHUTOIYOI) Oy THIITHIPOKCUTOITYOJIa Ha
XpoMaTorpaMMe HCIBITYEMOTO pacTBoOpa
JIOJIKHO COOTBETCTBOBATh BpEMECHH
YIACPKUBAaHUS  OCHOBHOTO  MHKa  Ha
XpoMarorpaMMme pacTBOpa CTaHIAPTHOTO
obpasma OyTHITHIPOKCUTOIYOJa
OIHOPOAHOCTD Cpennee 3nauenue qus 10 Tabnetoxk 5,8 % [Ipunsto
JI03UPOBAHUS JOJKHO OBITH He Oosee 15.0 (99,6%2,4%)
(amionunuH)
(;mo3apTaH Kauus) Cpennee 3mHauenme miasi 10 Tabmerok 3,3% IIpunsto
IIOJKHO OBITH He Oouee 15.0 (100,1£1,4%)
PactBopenne He menee 85% (Q = 80%) or 3asBiennoro 98 +3% [Ipunsro
(Amitounun) KoruecTBa (5 Mr) B TeueHne 30 MUHYT (95~103%)
(mo3apTaH xanus) He menee 85% (Q = 80%) ot 3asBnennoro 98 +1% H&ggﬂm
konnuectBa (50 Mr) B Teuenne 30 MUHYT (97~99%) “m,\
PonacreeHHbIC 1) Amnomunuua kam3wiata aanykrt: we 1) H/O*
pUMECH 6oxee 0,5 % 4
(aMItoTuTINH) 2) Orunamnonunue: He 6osee 0,5 % 2) H/O
3) Ipumecs |1: e 6osee 0,5 % 3) H/O
4)EnnanaHas HengeHTuGuuposannas 4) H/O

npuMech: He Ooiee 0,2 %
5) Cymma mpumeceii: e 6omee 1,5 %

@ YoE

5) H/O
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Cepmugpuxam ananusa

HasBanue mpoaykra : JJozart AM Smr+50 mr (30T, PTP) Iara np-Ba . 22. SuB. 2021
Howmep cepun 1811321011 Jara ucreueHus : 21. SuB. 2023
cpoka
CortacHo : Bayrpennsis cnienudukanys Pa3mep naptun 1,000,000 T
Tect Crnenudpukauus Pe3yabTaTt Hpunsto/He
MPHHSITO
(mo3apTaH xanus) 1) Coenunenue E: e 6omnee 0,5 % 1) H/O [Ipunsto
2) Coenunenue F: ve 6onee 0,5 % 2) H/O
3)Enunuunas HenaeHTuGuuuposannas 3) H/O
npumeck: He 6omee 0,2 %
4) Cymma npumeceii: He 6omee 1,0% 4) H/O
KonnuectBennoe 95.0 — 105.0% ot 3agBiennoro koaudecrtsa 99,8% [Ipunsto
omnpeeNeHre (5 mr)
(aMIToTUTIHH)
(J1o3apTaH Kanus) 95.0 — 105.0% ot 3asBnenHoro konunuecrsa 100,8% IIpunsro
(50 mr)
Bona He 6onee 3.5% 2,0% IIpunsto
OcraToyHble 1) Dranon - He 6oee 5000 ppm 1) 726 ppm [Ipunsto
OpraHuYecKue 2) 0 ppm
pacTBOpHUTENH 2) JuxmopmeraHn - He 6osee 600 ppm
Mukpo6uonoruueckas 1) TAMC: ne 6onee 10° KOE/r 1) <100 KOE/r [MpunsTo
9HCTOTA 2) TYMC: e 6omee 10> KOE/r 2) <10 KOE/r
3) Escherichia coli: orcyrctBue B 1 ¢ 3) orcyrcTBue B 1 T
VYcnoBus XxpaHeHHS Ipu Temnepatype, He npesbimatomeii 30°C  CooTBeTCcTBYET [Ipunsro

Harta ananuza: 16. Map. 2021~ 06. Anp.2021
- H/O*: He o6napyxeHo. Buectu B oTuer i100yto npumecs > 0.1%
- Hb: He 6o1ee, HM: He menee

3akmrouenune: [IpuHATO
OTMETKA: H/IT

'/dsemyL08, Anp.2021
\o ; B.H.Kim
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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+50mg (30T,PTP) Mfg. Date :22. Jan. 2021
Lot No. : 811321011 Exp. Date :21.Jan. 2023
According to. : In House Spec. Batch Size :1,000,000 T
Test Specification Result Pass/Fail
Appearance White to off-white, oblong, biconvex film-coated tablets Conforms Pass
engraved with AT1 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 chromatogram  Conforms Pass
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. 5.8% Pass
(99.612.4%)
(Losartan potassium) AV for 10 tablets should not be more than 15.0. 3.3% Pass
(100.1+1.4%)
Dissolution
(Amiodipine) NLT 85% (Q = 80%) of the stated amount (5mg) in 30 min. 9813%(95~103%) Pass

(Losartan potassium)  NLT 85% (Q = 80%) of the stated amount (50mg) 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) Individua! unspecified impurity : NMT 0.2%
5) Total impurities : NMT 1.5%
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Certificate of Analysis

Name of Product : Lozap AM 5mg+50mg (30T,PTP) Mfg. Date : 22, Jan. 2021
Lot No. 1811321011 Exp. Date :21. Jan. 2023
According to. : In House Spec. Batch Size ©1,000,000 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) N/D

4) Total impurities : NMT 1.0% 4) N/D
Assay
(Amlodipine) 95.0 - 105.0% of the label claim(5mg) 99.8% Pass
(Losartan potassium)  95.0 - 105.0% of the label claim(50mg) 100.8% Pass
Water NMT 3.5% 2.0% Pass
Residual organic 1) Ethanol : NMT 5000ppm 1) 726ppm Pass
solvents 2) Dichloromethane : NMT 600ppm 2) Oppm
Microbiological 1) TAMC : NMT 1 x 102 CFU/g 1) <100 CFU/g Pass
purity 2) TYMC : NMT 1 x 102 CFU/g 2) <10 CFU/g

3) E.coli : Absence/g 3) Absencel/g

Conforms Pass

Storage Condition

At a temperature not exceeding 30°C

Date of Analysis : 16. Mar. 2021 ~ 06. Apr. 2021

- 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

Date of Approval : 06. Apr. 2021

/ﬁ

B. Hf-'Kim / //’j é?é/)ﬂ,r;’vl}
Head of b/uality Unit
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