JEKJAPALIAS O COOTBETCTBHA

AEKJIAPAHT, IIPHHEMAIOIM UM TEKJIAPATIIIO O COOTBETCTBHH

AO "Canogu Poceun"

Ceedenun o pezucmpayuu opzanuzayuu: Meacpationnan uncnexyun Pedepanvrot ranozoeoil cayaictvr Ne 46 no
2. Mockee 01.01.2008, OT'PH ] 027739079940, dama npuceoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teeperan, . 22, Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Nenepanensiii dupexmop Mouxe O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocms 6/u om 01.12.2017

3AABJIAET, UTO

Aexapemeennoe cpedemeo: Jlosan AM, mabremxu noxpuimsle nrenounoti 060r0oykos 5 me+100 me 10 wm.,
Ynaroexu auetikoente Konmypnsie (3), nauxu xapmonnvie, PY Ne JIII-001481 om 06.02.20]2 (Gama samens
03.04.2017), cepusn 811418021, napmun 19388 ynaxosox, 200en 6o 07.08.2020, npoussodcmea Xarnmu Dapm.
Ko., JImd., PecnyGnuxa Kopes, Hanmi Pharm. Co., Ltd., 214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-
do, Korea, koo OKIIJ2 21.20.10.148, xod TH B3I 3004900002, xoumparxm Ne 250/40056192/F-2 om
20.10.2010, uneoiic Ne 9085310752 om 25.10.2018

COOTBETCTBYET TPEEOBAHHASM

JIIT 001481-250414 usm. Ne 1-2

HEKJAPAITHS IIPHHSITA HA OCHOBAHHAH

npomoxon uchoimanuii Ne 3124 0 om 30.10.2018 HJI 000 HI] "®APMOBOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 D.JI40, Cepmughuxam POCC KR OM0O8.C26329 om 30.10.2018

AATA IIPUNATHSA REKJIAPAITHWN 30.10.2018

PAITHAA ;H;!_EﬁCTBI/ITEJIBHA A0 07.08.2020

%/ Crenanos C.C.

%ﬁiﬁc& @10

CBEJIEHUA O PETHCTPAITIA

OPT'AH ITO CEPTHOHKAITHH, 3APETHCTPAPOBA BILIHIL AEKJIAPAITATIO
RA.RU.11OM08 OPI4H HO CEPTHOHKAIIHH HNPOOVKIIHH OFIIECTBO C Ol PAHHYEHHOMH
| OIBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA "
adpec opeanusayuu: 115280, z. Mockaa, ya. Macmeproaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
|| cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeproaa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
| catim: oyxx.pe.
| AEKJIAPAIIASA O COOTBETCTBUH 3APEI'ICTPHPOBAHA M POCC RU JJ-KR. @MO08.4.05723/18
: HATQMHLQ’Q’AIIHH 30.10.2018
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SANOFI

Cepmudhurxam anaruza

Topeosoe nausmenosanue
AEKAPCHMBENHOZ0 NPENAPAMa

Jlozan® AM

Dopma evinyera

TabneTku, HOKPBITBIE IREHOUHOI 060N0uKO#H, 5 MT + 100 Mr 10x3

Cepusa Mo 811418021 Pazmep yraxosxu 600 000

Ilpoussedeno 08 Apr 018 b ) Xanumvu ®apm. Ko, Jlta.,

looden oo 07 Asr 2020 POUIEOOUMET® Pecrrybmmxa Kopes

Hopmamusnas doxymenmayus  |JIT1-001481-250414

Hoxkazarean Hopmei PesyanTarsl

Onncanue Po3oBaie WIH CBETIO-PO3OBLIE NIPOAOATOBATLIE CoorgeTcTBYET
JBOSKOBBINTY KJIble TaGIETKH, MOKPHTHIE IUIEHOYHOH
ofosiouKofi, ¢ rpaBupoBkoii “AT2” Ha oaHOl cTOpORE
TabIeTKH

ITopaunnOCTE

- amnomunuH (B3XX) Ri (obpasna) = Rt (crannapra) CooTBeTCTBYET

- nozaptal (B22KX) Rt (o6pazua) = Rt (cTanaapra) CooTreTCTBYET

- OyTrirrapokcuronyon (B2XKX) Rt {obpasua) = Rt (cTapnapra) CooTBeTCTBYCT

PacTsopenne (BIXKX)

- AMAORMITHH He menee 85 % (Q=80 %) 0T 3aBNECHHOr0 COIEPKAHHA 99:1% (98-100%)
yepes 30 mun

~ J103apTaH He menee 85 % ((Q=80 %) o1 32ABNEHHOTO CONCPHANNIS 99+1% (96-100%)

uepes 30 MEH

Poacreeunnle coeannenns (BIXX)

=AMJOAHTIIHHA KAM3HIAT

AMIOIMINHA KaM3WIAT aEAYKT

He Goaee 0,5 %

He obHapyxeno

STUIAMIOANIIH He donee 0,5 % He obrapyxeno
ITpumecs 11 He Gosree 0,5 % He obHapyxeHo
Enunnynad HeuaerThduumposannan |He Gonee 0,2 % He obnapyxeHo
NpBMeEch

CyMmma npumeceii

He 6onee 1,5 %

He oGHapyxeno

=J103apTrad Kaaus

Coepnnenue E

He bonee 0,5 %

He obxapyxeno

Coeannenue F He 6oaee 0,5 % He obxapyxeno
Enuniinas HenaerThguunposanyan |He Oonee 0,2 % He obHapyxeno
pPHMECh

Cymma npumeceii He Gonee 1,0 % He ofuapyxeno
Bopna He Gonee 3,5 % 2,4%
OcTaTo4HBIe OprannvecKHe

pacTBOpHTENIH

- 3TaHOA He Gonee 5000 ppm 2287 ppm

- JNXIOPMETaH He 6onee 600 ppm CooTtsercTByeT
Mukpobnosoryueckas YHCTOTA

Ob6mee koMUueCTBO a3pOGHEIX He Gonee 10° KOE/r <100 KOE/T
MHEKPOOPraHH3IMOB

O6Lee kOMMYECTBO ApoxokeswXx B |He Goaee 102 KOE/T <10 KOE/r
[L1ECHEBHX rpuloR

Orcytereue E. coli OrcyreTBHe B8 1 10 OTCYTCTBYET

OanopoasocTs Ao3nposanua (BIKX)

aMI0NMNINH

I,I[Jm 10 TabneTok noxaszarens npHemneMocTr (AV) zomxeH |4,3%

AO «Canod Poccnay

Aapec: 125009, Mockea, ya, Teepcras, 22, Ten.: (495) 721-1400. dakc: (495) 721-1411, www.sanofi.ru

RUS-CoA-SD-0001 v.2.0 neiictayer ¢ 18.02.2016
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SANOFI

ObITh He Gosree 15,0, (99,8 + 1,8%)
J03apTaH Kanus Hnsz 30 TabneTok nokazatens npuemnemocTd (AV) nomken |3,4%

ObiTh e Gonee 15,0 npy yerosun, uto 0,75*M<x;<1,25%M  [(101,5 + 1,4%)
Konan4yectsennoe onpeneaenne (BIMKX)

AMIIOIHITHH O1 95,0% 710 105,0 % OT 3a4BACHHOIO COEpPXKaHHs 99 4%
JI03apTaH Kajins Ot 95,0% no 105,0 % oT 3a9B0€HHOTO COAEPKAHMT 100,5%
BBIBOJ CooTtBercTByer TpeGopanusam cnennduxannn

Hacrosiunm noateepkaao, YT0 HHGOPMALKS, IPEACTAB/IEHHAA BHIIE, TOCTOBEPHA N TOUHA.
HaHHas cepus JIeKapcTBEHHOTO TPEnapaTa MPOH3BEEHA, yNIAKOBAHa H MPOKOHTPO/IMPOBAHA Ha
NPeANPHATHH, PadOTAIOLIEM B COOTBETCTBHH ¢ TpeGoranusmu Hajuiexaimeit Mpon3BoACTBEHHOM NpakTHKH

(GMP) MECTHOI'O perilaMeHTHDPYIOLIEro oprata i cnetudHKALMAMK HOPMAaTHBHOH JOKYMEHTELHH CTPAHBI-

HMMROpTepAa.

Orydersl no NPOH3BOACTRY, YHAKOBKS H KOHTPOIIO KavyecTsa IIPOBRCPEHDI H IPH3HAHLI COOTRESTCTRY IOLMME

TpeGoranuam GMP,

Jdara yreep:xaenna: 18/10/2018

Ynoimnomovennoe muuo: B.H. Kim

AO «Castognt Poccuay
Aapec: 125009, Mocksa, ya. Teepekas, 22. Ten.: (495) 721-1400. @axc: (495) 721-141 1. www.sanofi.ru
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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, 18536, Korea

Certificate of Analysis

Name of Product : Lozap AM 5mg+100mg (30T, PTP} Mfg. Date 1 08. Aug, 2018
Lot No. : 811418021 Exp. Date D7, Aug. 2020
According to. : In House Spec. Batch Size 1600000 T
Test Specification Result PassiFail
Appearance Pink or light pink oblong, biconvex film-coated tablets Conforms Pass
engraved with AT2 on one side,
Identification The retention time of the amlodipine peak in the Conforms Pass
(Amiodipine) chromatogram of the sample solution should correspond to
the retention fime of the amiodipine peak in the
chromategram of the reference standard solution.
{Losartan) The retention time of the {osartan peak in the chromatogram Conforms Pass
of the sample solution shouid 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 rmajor peak in the chromatogram of
the butylhydroxytoli:ene reference standard solution.
Uniformily of dosage AV for 10 tablets should not be more than 15.0. 4.3% Pass
Units-Content uniformity (99.8£1.8%)
(Amlodipine)
(Losartan potassium) AV for 10 tablets should not be more than 15.0. 3.4% Pass
(101.5£1.4%)
Dissolution NLT 85% (Q = 80%) of the stated amount (Smg) in 30 min, 994+1%(98~100%) Pass
(Amlodipine)
(Losartan potassiumy) NLT 85% (Q = 80%) of the stated amount (100mg) in 30 min. 09+2%(96~102%) Pass
Related substances 1) Amiodipine camsylate adduct : NMT 0.5% 1) N/ID* Pass
(Amlodipine) 2) Ethyl Amlodipine : NMT 0.5% 2)NID
3) Impurity 1l : NMT 0.5% 3)NID
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) NID
3) Individual unspecified impurity; NMT 0.2% 3IND
4) Total impurities : NMT 1.0% 43 N/D
Form No. : CF-150002(rev.1) Page 1/2

Form Valid date :  2015.01.26

Hanmi Pharm. Co., Ltd.

Related SOP No. ; SOP-QC010002




Certificate of Analysis

Name of Product . Lozap AM 5mg+100mg {307T,PTP) Mfg. Date - 08. Aug. 2018
Lot No. 1811418021 Exp. Date . O7. Aug. 2020
According to. - In House Spec. Batch Size (600,000 T
Test Specification Result Pass/Fail
Assay 95.0 - 105.0% of the label claim(5mg) 90.4% Pass
(Amlodipine)
{Losartan potassium) 95.0 - 105.0% of the label claim{100mg) 100.5% Pass
Water NMT 3.5% 2.4% Pass
Residual organic 1) Ethanol : NMT 5000ppm 1) 2287ppm Pass
solvents 2} Dichloromethane : NMT 600ppm 2} N/D
Microbiologica} 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 : Absencelg 3) Absence/g

Storage Condition At a temperature not exdceeding 30C Conforms Pass

Date of Analysis : 10. Oct. 2018 ~ 1B. Oct. 2018 Date of Approval : 18. Oct. 2018

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. Oct. 2018

AT

Head of é!u‘énl‘ity Unit

FormWNo.:  CF-150002(rev.1)
Form Valid date : 2(15.01.26

Page 2/2

Hanmi Pharm. Co., Lid. Related SOP No, : SOP-QC010002



