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Cepmughuxam ananuza
Hazpanue : Jlozant AM 5mr+100 mr (30T, PTP) Jara np-Ba 1 26. Anp. 2022
NPOJyKTa
Howmep cepun 811422011 Jara ucreueHus : 25. Amp. 2024
cpoka
CortacHo : Bayrpennsis cienubukanys Pasmep naptun : 600,000 T
Tect Cnenuduranus Pe3syabTart Hpunsto/He
NPHHSATO
Onucanue Po3oBbie wmim  cBeTNO-po30Bble mpojoirorarbie  COOTBETCTBYET [punsto
JIBOSIKOBBIITYKJIbIE TaOJIETKH, MOKPBITHIEC TIIEHOYHOMN
000104K0i1, ¢ rpaBupoBKOil AT2 Ha 0/1HO cTOpOHE.
[HonnmmaHOCTH Bpems ynepxuBaHus mnmuka amuoaumnuHa Ha CoOOTBETCTBYET [Ipunsaro
(ammo qumvm) XpoMaTorpaMMe HUCIBITYEMOTO pPacTBOpPa TOJDKHO
COOTBETCTBOBATH BPEMEHHM YyAEpPKUBaHUS IHKa
aMJOJUIIMHA Ha  XpomaTrorpaMMe  pacTBopa
CTaHAAapTHBIX 00pa3LoB.
(no3apTan) Bpems  yaepxuBaHua nuka go3apraHa Ha CoOOTBETCTBYyeT IIpunsaro
XpoMaTorpaMMe HCIBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATH BPEMEHHM YyAEpKUBaHUS IHKa
Jo3apTaHa Ha XpoMaTorpamme pacTBopa
CTaHAApPTHBIX 00pa3IoB.
(6yTunrua- Bpewms ynepxxuBanus nuka OyTUITHApoKcHTONyoda CoOTBETCTBYET IIpunsTO
POKCHTOIYON) Ha XpOMaTOTpaMMe UCIBITYEMOTO PacTBOpa JOJKHO
COOTBETCTBOBATH BpeMeHH yIep>KUBaHUSA
OCHOBHOTO THKa Ha XpoMaTrorpamMMme pacTBopa
cTaHAapTHOTO 00pa3ua OyTHITHIPOKCUTOIYO0IIa
OIHOPOOHOCTD
JIO3UPOBAHHUS
(aMItoTUTIVIH) Cpennee 3Hadenue st 10 TabieTok momkHO ObITh 5,9 % IpunsTo
He G6oxee 15.0 (100,2 £2,5%)
(mo3apTaH Kamus) Cpennee 3Hadenue st 10 TabieTok momkHO ObiTh 3,7 % IIpunsTO
He G6oxee 15.0 (99,8+1,5%)
PactBOpenue
(AMnonunuH) He wmenee 85% (Q = 80%) ot 3assuenHoro 98+2 % IIpunsito
koxuuectsa (5 mMr) B reueHue 30 MUHYT (95~100%)
(103apTaH Kanus) He wmenee 85% (Q = 80%) ot 3assuenHoro 98+2 % IIpunsito
kosimnuectBa (100 mr) B reuenue 30 MUHYT (95~100%)

PoncrBennsie
MpUMECH
(aMItoTUTIVIH)

@ YoE

1)Ammoaunuaa Kam3uiaara aauaykT: He 6omee 0,5 % 1) H/O*
2) Orunamiogunul: He 6osee 0,5 % 2) H/O
3) [pumecs 11: e 6osee 0,5 % 3) H/O
4) EpvHnyHas HewaeHTU(GUIUpPOBaHHAs npumech: 4) H/O
He 6omee 0,2 %

5) Cymma npumeceii: e 6oxee 1,5 % 5) H/O
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Cepmughuxam ananuza
HasBanue : Jlozat AM 5mr+100 mr (30T, PTP) Hara mp-Ba 1 26. Anp. 2022
pOIyKTa
Howmep cepun : 811422011 [Hara ucredenust : 25. Anp. 2024
Cpoka
CornacHo : BuyTpennss cnermdukanus Pasmep naptuu : 600,000 T
(;mo3apran kanws) 1) Coenunenue E: ne 6omnee 0,5 % 1) H/O IIpunsito
2) Coenunenue F: ne 6onee 0,5 % 2) H/O
3)Enunununas HeuneHTuduuupoBaHHas npumech: 3) H/O
ue 6omee 0,2 %
4) Cymma npumeceii: He 6omee 1,0% 4) H/O
KonunuectBennoe IIpunsito
OTpeIelICHHE
(amnogunun) 95.0 — 105.0% oT 3asBIEHHOrO KOoau4yecTBa (5 Mr) 99,8 %
(mo3apran xanus) 95.0 - 105.0% ot 3asBinennoro konundectsa (100 mr) 99,6 % [Ipunsaro
Bona He Gosiee 3.5% 3,1% IpuusTo
OcraTtouHble 1) Dranoi - He 6oee 5000 ppm 1) 1,474 ppm IIpunsTO
OpraHUYecKue
pacTBOpUTENH 2) Juxnopmerad - He 6osee 600 ppm 2) 90854450
26pm
Muxkpo6uonoruueckas 1) TAMC: ue 6onee 10° KOE/r 1) <100 KOE/r IIpunsaro
YUCTOTA 2) TYMC: ne 6onee 102 KOE/r 2) <10 KOE/r

YcnoBus XxpaHeHUs

3) Escherichia coli: orcytctBue B 1 1

IIpu Temnepatype, He npessimaromeii 30°C

3) orcyrctBHE B 1 T

CooTBETCTBYET

IIpunsro

Hara ananuza: 27. Uron. 2022 ~ 11. Asr. 2022
- H/O: He o6napyxeHno, Buectu B otuer mo0yro npumecsd > 0.1%
- Hb: He 6onee, HM: He menee

3axmrouenune: [IpuHATO

OTMETKA: H/IT
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/mognuce/ 11. Asr.2022
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Y.R. 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+100mg (30T,PTP) Mfg. Date 1 26. Apr. 2022

Lot No. : 811422011 Exp. Date :25. Apr. 2024

According to. : In House Spec. Batch Size :600,000T

Test Specification Resuit 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
(Amilodipine) AV for 10 tablets should not be more than 15.0. 5.9% Pass
(100.2+2.5%)
(Losartan potassium) AV for 10 tablets should not be more than 15.0. 3.7% Pass
(99.8+1.5%)
Dissolution
(Amlodipine) NLT 85% (Q = 80%) of the stated amount (Smg) in 30 min. 98+2%(95~100%) Pass
(Losartan potassium) NLT 85% (Q = 80%) of the stated amount (100mg) in 30  98+2%(95~100%) Pass
min.
Related substances
(Amlodipine) 1) Amlodipine camsylate adduct : NMT 0.5% 1) N/D*
2) Ethyl Amlodipine : NMT 0.5% 2) ND
3) Impurity Il : NMT 0.5% 3)N/D

4) Individual unspecified impurity : NMT 0.2% 4) ND
5) Total impurities : NMT 1.5% 5) N'D
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Certificate of Analysis

Name of Product : Lozap AM 5mg+100mg (30T,PTP) Mfg. Date : 26. Apr. 2022
Lot No. . 811422011 Exp. Date : 25. Apr. 2024
According to. : In House Spec. Batch Size :600,000T
Test Specification Resuit Pass/Fail
(Losartan potassium) 1) Compound E : NMT 0.5% 1)ND 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(100mg) 99.6% Pass
Water NMT 3.5% 3.1% Pass
Residual organic 1) Ethanal : NMT 5000ppm 1) 1,474ppm Pass
solvents 2) Dichloromethane : NMT 600ppm 2) Oppm
Microbiological 1) TAMC : NMT 1 x 10° CFU/g 1) <100 CFU/g Pass
purity 2) TYMC : NMT 1 x 10% CFU/g 2) <10 CFU/g

3) E.coli : Absencelg 3) Absence/g
Storage Condition At a temperature not exceeding 30°C Conforms Pass
Date of Analysis : 27. Jul. 2022 ~ 11. Aug. 2022 Date of Approval : 11. Aug. 2022

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

REMARK : N/A

Y.R Kim P, 1 220.op0

Head of Quality Unit
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