JAEKJIAPAIIS O COOTBETCTBUU

JEKJAPAHT, IPUHUMAIOINHA HEKJTAPAIIHIO O COOTBETCTBHH

AO "Canogu Poccun”

3apeaucmpuposano : Mexcpationnas uncnexyus MHC Poccuu Ne39 no e.Mockee OI'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocksa, ya. Tgepcras, o. 22. Teregpon:8 (495) 721-14-00

B nuye: I'enepanvuoiit Oupexmop Aoaman H.B.

Hosepennoe auyo: Cmenanos C.C., dogepennocms 6/n om 01.12.2017

3AABJISIET, UTO
nexapemeennoe cpedcmeo: Jlozan AM, mabremru noxpeimete naeHounod obonoyroi 3 me+100 me 10 wm.,

| YRako6ru Auetikosbie Koumypnuie (3), nauku kapmonnsie, PY Ne JITHT-001481 om 06.02.2012 (dama samenu
03.04.2017), cepun 811418011, napmus 19543 ynaxoeox, zoden do 14.03. 2020, npouseodcmea Xanmu Qapa.
Ko., JTmo., Pecnybruka Kopesn, Hanmi Pharm. Co., Lid., 214, Muha-ro, Paltan-myeon, Ihvaseong-si, Gyeonggi-
do, Korea, ko0 OKTLIT2 21.20.10. 148, xoo TH B3 3004900002, koumpaxm No 250/40056192/F-2 om
20.10.2010, unsotic Ne 9085300028 om 25.07.2018

COOTBETCTBYET TPEBOBAHHIM

JHT 001481-250414 uzm. Ne 1-2

JEKJAPAIIHUS NIPUHSITA HA OCHOBAHHUHM

npomokon ucnotmanuti Ne 2132 ¢ om 30.07.2018 H/I 000 HI] "®APMOBEOPOHA", ammecmam
arxxpeoumayuu POCC RU.0001.21®J140, Cepmugpurxam POCC KR.OMOS8.C19528 om 30.07.2018
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CBEJEHUS O PETUCTPALINHA

OPTAH 10 CEPTHOHKAIIMHY, 3APETUCTPUPOBABHINN JEKJAPAIIMIO

RA.RU. 11OMO8 OPTAH HO CEPTHOHKALHH ITPOIVKIIHH OFIIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPV)KHOH IJEHTP KOHTPOJIA KAYECTBA”",

adpec opzanusayuu: 115280, 2. Mocrea, yn. Macmeprosa, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmupuxayuu: 113280, POCCHA, zopoo Mockea, yr. Macmepxosa, 0. 4, om. 5., men.:(495)788-02-88, eed-

cattmn: oyrr.pg.
JEKJAPATIUS O COOTBETCTBHHU 3APEI'MCTPUPOBAHA M POCC KR.®M08./108617

JATA PEFHUCTPAIIMM 30.07.201 §
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SANOFI

Cepmudghuxam ananuza

Topzosoe Haumenosanue
AEKAPCMBERHO20 Npenapama

Jozan® AM

Dopma eptnycra

TabileTkH, NOKpsITHE MNEROYHOH 060109K0#H, 5 M + 100 Mr 10x3

uepes 30 MuH

Cepua Mo 811418011 Pazmep ynaxoexu 1600 000

Ipoussedeno 15 mas 2018 1 Xaumn @apm. Ko., Mra.,

Loden do 14 mas 2024 pouseodumens Pecnybnuka Kopes

Hopmamuenan doxymenmayun  |JITT-001481-250414

Iloka3zarens Hopmel PezyasraThl

Onxcandne Po30BEIE M} CBETIIO-PO30BBIE NPOIOITOBATHIE CootsercTByET
IHBOAKOBBITYKIbIE TAGETKH, NOXPHTEHIE TUIEHOMHOM
o0on0uKo#, ¢ rpaBRpoBKoif “AT2” Ba 0/iHOi cTOpOHE
TabaeTky

IMoannsnocTE

- amnoaunux (BIXX) Rt {obpa3ua) = Rt (cranmapra) Coorserceyer

- mo3aptad (BOXX) Rt (obpasua) = Rt (crannapra) CootseTcTByeT

- OyrinrrapoxcuTonyon (BIAX) Rt (06paina) = Rt (cTanxapra) CoorsercTByeT

Pacteopenne (BIKX)

- AMJIOIHTIAH He menee 85 % (Q=80 %) ot 3ammieHHOr0 COREPKAHU 97+2% (94-99%)
gepez 30 muH

- ZI03apTaH He menee 85 % (Q=80 %) oT 3a4B1eHHOTO COMEpHKAHUS 99=2% (96-100%)

Poacreennrie coequnenns (BIXKX)

-AMIOJAANIHHA KAaM3HIAT

AMIOIRNIAHA KAM3WIAT afyKT

He boxee 0,5 %

He o0uapymxeno

DTHIAMIOAHIHH

He 6onee 0,5 %

He ofinapyxeno

Ipumecs 11

He 6Gomnee 0,5 %

He obrapyieHo

IpHMech

Enunrrynas Henaentnduiuposannas |He 6oxee 0,2 %

He obnapyxeno

Cymma npumeceii

He 6onee 1,5 %

He ofnapyxeno

-J103apTaH KANHY

Coenunenue E

He 6onee 0,5 %

He obuapyxeno

Coegunenne F

He Gonee 0,5 %

He obnapyweno

Enunnaxan Henaentudunuposanyas |He Sonee 0,2 %

He obuapyxeno

NpHMECh
Cymma mpumecei He bonee 1,0 % He obnapymeno
Boaa He bosee 3,5 % 2.1%
OcraTtouHble opranydeckue

PacTBOPHTENH

- 3TaHON He Gonee 5500 ppm ND

- IFXJIOpMeTaH He Gonge 600 ppm ND
MuxpoGsoiornyeckan 4HcTOTa

Obmee XONHUECTBO A3POBHEIX He 6onee 10° KOE/r <100 KOE/r
MUKPOOPraH®3MOoB

Obmee konmuecTrO ApoxokeBsix | He Gonee 10° KOE/r <10 KOE/’;/
IIECHEBEIX IPHGOB

Ortcyrerene E. coli OrcytcrBueB I 1 Jorcmrﬁm

(1HHOPOHHOCTBHO3HPOBHHHH

(BIXKX),

AMIOIUITHH

OuIThH He Gonee 15,0,

Tna ]0 TabneToK HoKasare/h MpHeMIeMocTH (AV) non}fgﬁl : £ /

Anpec: 125009, Mockea, ya1. Teepexas, 22. Tea.: (495) 721-1400. dakc: (495) 721.

AQ «Canogu Pocenan
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SANOFI

J103apTaH Kanus Hoa 30 Tabnerok nokasates npuemneMoctd {AV) nomxen |4,8%
bt He Gosee 15,0 mpa yenoruy, 90 0,75*M<x;<1,25*M  [(101,0 + 2,0%)
Konngecteennoe onpenenenue (BIAX)

aMJIOIBIHH Ot 95,0% 10 105,0 % or 3aserenHoro conepxanms 99,3%
JI03apTal Kanua Or 95,0% no 105,0 % oT 3assnennoro conepxanns 99 5%
BBIBO/J CootsercrByer TpeGoBaHuAM CHenHpHKARHH

Hacrosuum ronteepsnaio, 4T0 HE(GOPMAIIK, IPe/CTaRIeHHAS BIIIE, A0CTOBEPHA ¥ TOHHA.

AlarHas cepus NeKapCTBEHHOTO NPENapaTa IIPOH3BE/ICHa, YIAKOBAKA M HPOKOHTPOIMPOBAKa Ha
MPEAPUATHH, paboTalollem B COOTBETCTBHH ¢ Tpeboanmamu Hajnexanie Ipou3BOACTBEHEOM MpaKTUKH
(GMP) MECTHOTO periaMeHTHPYIOUIETO OPTaHa U CIIeLH(HKALHAMH HOPMATHBHOH JOKYMEHTALMHU CTpaHsI-
HMIOpTepa.

Or4eTb! HO NPOMIBOACTBY, YNAKOBKE H KOHTPOTK KAYECTBA NIPOBEPEHBI H IPH3HAHBI COOTBETCTRYIOMIMH

Tpebopannam GMP.

Hata yreep:xnenann: 23/07/2018

Ynonnomouensoe suuo: B.H.Kim

AO «Canodu Pocenan  / .
Appec: 125009, Mocksa, ya. Teepckas, 22. Ten.: (493) 721-1400. ®axé: (493) 721-14 Hawny

RIKRAMaASTNONT v 10 maruma ? us ?



Certificate of Conformance

Document No. Version No. Effective Date Page No.
FORM-000668 1.0, CURRENT ' 2017.10.11 1/ 2

1. Name of Product | LOZAP AM 5mg+100mg

2 ¥mpomng Count;y : -1 Russia

3. Marketing Authonsatlon Number / Clinical Trial Authorisation Number -~ o o o0

N/A

4. Strength/Potency | LOZAP AM 5mg+100mg (5mg Amlodipine, 100mg Losartan K)

Tablet

30T / PTP

?",ﬁbt'/'bétch' number 811418011

| 8. Date of manufacture 15 MAY 2018

g. 'Explryiretest/use by'date 1 14 MAY 2020

10 ﬂelease Quant:ty i 18,543 EA

11.Name and address of maraufacturer —mantfacturing'site - T T

Hanmi Pharmaceutical.Co.Ltd.
214, Muha-ro, Paltan— —myeon, Hwaseong si Gyeonggl

do Hepubhc of Korea

12. Number of Manufactunng Authorisation _
«Licence or Certificate of GMP Complian e of a man rer -

* Manufacturing Authorisation No.: 1337 (authorized by Gyeongm Reglonal KFDA)/

* GMP certification No. 8 (authorlzed by Gyeongan Reg:onai KFDA} _
13. Result of analysis SRR AR e T T e

Refer to CoA attached to CoC

-14 Summary of Deviation and QQS

Number of Dev:at:on/OOS N/A

Deviation/O0s { -~ ... T Sum '.a'
 Number . _ S Summary

N/A N/A

N/A N/A

15. Summary of Change Control

Number of Change Control N/A

Change NI e DR 1s it the first lot to
Control - Summary/Restrictions - . ] implement an approved
‘Number o s change request?
N/A N/A
N/A | N/A

@ MR




Certificate of Conformance

Page No.

Document No. Version No. Effective Bate
2/ 2

FORM-000668 | 1.0, CURRENT 2017.10.11

16. Comments/remarks T .
1) Storage Condition: store not above 30 °C Do not refrlgerate or freeze

2) APl information used in batch is as below
= batch number of Amlodipine camsylate is 000318170

17. Cetification Statement .

GMP Statement
I hereby certify that the above information is authentic and accurate. This batch of product

has been manufactured and primary packaged and tested at Hanmi pharmaceutical in
| conformance with the requirements of the product specification file and current GMP. The
batch processing, primary packaging and testing records were reviewed and found to be in

compliance with GMP.

BSE/TSE Statement
All materials used to manufacture and primary package this product have been certified by

their suppliers to conform to the requirements of EMEA/410/01, “Note for Guidance on
Minimising the Risk of Transmitting Animal Spongiform Encephalopathy agents via Human

] and Veterinary Medicinal Products”,

Quailfied Ferson

Brunghe =7 el uly 8

Signature Date

@ WI2E




Hanmi Pharm. Co., Ltd.

TEL : B2-31-350-5600 \ FAX :82-31-355-4210

214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-do, 18536, Korea

Name of Product

Certificate of Analysis

: Lozap AM 5mg+100mg (30T PTP)

Mig. Date : 15, May. 2018

Exp. Date 114 May. 2020

Lot No. 1811418011
According to. : In House Spec. Batch Size 16000007
Test Specification Result Pass/Fail
Appearance Pink or light pink oblong, biconvex film-coated tablets Conforms Pass
engraved with AT2 on one side.
Identification The retention time of the amiodipine peak in the Conforms Pass
(Amiodiping) chromatogram of the sample solution should corespond to
the retention time of the amiodipine pesk 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.
{Butythydroxytoluene) The retention time of the butylhydroxytoluene peak in the Conforms Pass
chromatogram of the sample solution should comespond to
the retention time of the major peak in the chromategram of
the butylhydroxytoluene reference standard solution.
Uniformity of dosage AV for 10 tablets should not be mere than 15.0. B.5% Pass
Units-Content uniformity (100.4+2.7%)
{(Amlodipine)
(Losartan potassium) AV for 10 tablets should not be more than 15.0. 4.8% Pass
{101.0+2.0%}
Disselution NLT 85% {Q = 80%) of the stated amount (5mg) in 30 min. 9712%(94~99%) Pass
(Amlodiping)
(Losartan potassium) NLT 85% (Q = 80%) of the stated amount {100mg) in 30 min. 9942%(86~100%) Pass
Retated substances 1) Amiodipine camsylate adduct : NMT 0.5% 1) N/O* Pass
(Amiodiping) 2) Ethyl Amlodipine : NMT 0.5% 2)ND
3) Impurity H : NMT 0.5% 3} N/D
4) Individual unspecified impurity : NMT 0.2% 4) N/D
§) Total impurities : NMT 1.5% 5) N/D
{Losartan potassium) 1) Compound E : NMT 0.5% 13 NI Pass
2) Compound F : NMT 0.5% 2)ND
3) Individual unspecified impurity: NMT 0.2% 3YNID
4) Total impurities : NMT 1.0% 4) ND
FormNo.:  CF-150002(rev.1) Hanmi Pharm. Co.. Ltd.

Form Valid date - 2015.01.26

Retated SOP Ng




Certificate of Analysis

Name of Product : Lozap AM 5mg+100mg (30T,FTP) Mfg. Date 16, May. 2018
Lot No. 1811418011 Exp. Date 14, May. 2020
According to. : In House Spec. Batch Size  :800,0007T
Jest Specification Result PassiFail
Assay 86.0 ~ 105.0% of the labe! claim{Smg) 89.3% Pass
(Amlodipine)
{Losartan potassium) 85.0 ~ 105.0% of the labe! claim({1 00mg) 99.5% Pass
Water NMT 3.5% 2.1% Pass
Residuat organic 1) Ethanol : NMT 5000ppm 1) 1852ppm Pass
solvents 2) Dichloromsthane : NMT 600ppm 2) NID
Microbiologicat 1) TAMC : NMT 1 x 10° CFU/g 1) <100 CFU/g Pass
purity 2) TYMC : NMT 1 x 102 CFU/fg 2) <10 CFUfg

3) E.coli : Absence/g 3) Absencelg
' Date of Analysis : 11. Jul. 2018 ~ 20, Jul. 2018 Date of Approval : 20. Jul. 2018

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

Judgement : Pass

REMARK : N/A
Isstiance date : 23. Jul. 2018

/"\,
B. H.Kim- /1904, <) 3

T

Head of Quality Unit

FormNo.:  CF-150002(rev.1) .
Form Valid date :  2015.01.26 Haomi Pharm. Co.. Ltd. Related SOP Ngf ; 80P



