AERKJIAPAIIUST O COOTBETCTBUHA

AEKJIAPAHT, MIPUHUMAIOINH I JEKJTAPAIIHIO O COOTBETCTBHU

AQ "Canoghu Poccus”

3apezucmpupoeano : Mexcpationnas wicnexyus MHC Poccuu No39 no 2. Mockee OF'PH 1027739079940 om
19.08.2002

Adpec: 125009, . Mockea, yn. Teeperan, 0. 22. Tenegpon:8 (495) 721-14-00

B auye. I'enepanvnoiti oupexmop Adawsan H.B.

Hosepennoe auyo: Cmenanoe C.C., dosepennocmn 6/n om 01.12.2017

3ASBJET, UTO

aexapemeennoe cpedcmeo. Josan AM, mabremxu nokpeimete nienounoi obonouxoit 5 me+50 mz 10 wm.,
VRAKosKY Avelikosvie Koumypuoie (3), nauxy xkapmonnte, PY No JHT-001481 om 06.02.2012 (dama 3amenwr
03.04.2017), cepun 811318021, napinua 32142 ynaxoeox, 200en 0o 14.05.2020, npouzsodcmsa Xanumu @apm.
Ko., JImo., PecnyGiuxa Kopes, Hanmi Pharm. Co., Lid., 214, Muha-ro, Paltan-myeon, Hwaseong-si, Gyeonggi-
do, Korea, xo0 OKIIJ2 21.20.10.148, koo TH B3 3004900002, xoumpaxm Ne 250/40056192/F-2 om
20.10.2010, ungozic Ne 9085300029 om 25.07.2018

COOTBETCTBYET TPEBOBAHHSAM

JIT 001481-250414 uzw. No [-2

JEKJAPATIMA TPHHATA HA OCHOBAHHUHA

npomoxoi ucnetmarun Ne 2133 0 om 30.07.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC KR. OM0O8.C19527 om 30.07.2018

Crenanoe C.C.
0.0

CBEAEHUS O PETUCTPALIUA

OPTAH ITO CEPTUO®UKAUMH, SAPETHCTPUPOBABIII I JIEKJTAPALIMIO

RA.RU. 1IDOMO8 OPTAH ITO CEPTHOHKALIHH NPOLVKIIHH OFIIECTBO C OI PAHHUYEHHOH
OTBETCTBEHHOCTRIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, om. 5, nom. I, xom. 1, adpec opzana no
cepmupurayuu.: 115280, POCCHA, zopod Mocksa, ya. Macmeprosa, 0. 4, om. 5., men.:(495)788-02-88, geb-
catin: OYKK.peh.

AEKJIAPATUA O COOTBETCTBHH 3APEIHUCTPHPOBAHA Ne POCC KR.DM08. /108611

JATA PEFMCTPALIUH 30.07.2018

(_w,,_ﬁi;f/ Hunenxo U.b.

HOATIHCE Pyxosopurens OC
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SANOFI

Ceprudukar auanna

Topzoeoe naumenosanye Tlosan® AM
JREKAPCMEEHHO20 NPERADAMA
Dopma suinycka
TaGnerxu, NoXpHITHIE IUIEHOUHON 060109K0H, 5 M +50 Mr

Cepus Ne 811318021 Pasmep ynaxoercu {1 000 000
flpouseedeno 15 man 2018 n 5 Xanmu @apm. Ko, Jita., Pecnybanka
Iooden 0o 14 man 2620 PoUIGOOUmED Kopes
Hopmamusnan doxymenmayun | J1I1-001481-250414

Hoxazarein Hopmpr PezyabTaTl
Ounucanne benbie uny noyuTH Genble TPOROIroBATLE Asonkoebiykisie | CooTReTCTBYET

TabNETKN, NOKPHITHIE IL1eHOYHOH 060109KOMH, ¢ IPaBUPOBKOIT
“ATI” Ba opnoit cropoue Taberkn

IMonsmanocte

- amnogunuH (BIXX) Rt (obpasua) = Rt (cranaapra) CoorBercrByet

- Ao3apTtal (B3XX) Rt (06pasna) = Rt (cranapra) Coorserctayer

- ByTuaraapokcutonyon (BAXKX) Rt (oGpasua) = Rt (cranpapra) CootrsercTBYET

Pacteopenue (BIKX)

- aMIIOIMITYH He menee 85 % (Q=80 %) oT 3ansiernoro0 COHEpxanns yepes [97+2%(96 -102%)
30 mMun

- J103apTaH He menee 85 % (Q=80 %) ot 3assieHHOTO comepKaHus gepes | 99+2% (97-101%)
30 Mun

Poacraennsie coeannenns (BIXX)
-AMJIOAHNHEA KAM3MIAT

AMIOANNFHA KAM3WIAT aATVKT He 6onee 0,5 % He obnapvxeno
ITHNAMIIOTUTIHA He Goxee 0,5 % He obnapysxeno
{1pmmecs 11 He bonee 0,5 % He obwapyxeno
EnunuvHan nenaeHTHdHIMpoBantas | He Gonee 0,2 % He obnapyxeno
TpHMECE

CymMMa mpumeceit He 6onee 1,5 % He ofHapyxeHo
-A1G3aPTaH KaJius

Coenunenue E He Bostee 0,5 % He otuapymxeno
Coenunenne F He 6onee 0,5 % He olHapyxeno
Enynmmnag nennentuduunposannas |He Gonee 0,2 % He obnapyxeHo
TIpHMeECh

Cymma nipumeceit He 6onee 1,0 % He ofHapyikeno
Boaa He bonee 3,5 % 2.4%
OcrarouHble opranpyeckue

PAacTBOPHTENH

- 3TaHON He 6onee 5500 ppm ND

- JIMXJIOpMeTaH He 6onee 600 ppm ND
MukpobHonoraueckas YHcToTa ~
Obiee KONHYECTBO 23POGHRIX He 6o:tee 10° KOE/r 0 KOE/r / )
MHKPOOPTaHH3MOB %f

O6mee KONHIECTBO APOACKERLIX H | He Gonee 107 KOE/T

TLIECHEBLIX TPHOOR

OrcyrereHe E. coli OtcyretBrer T

Oanopoasocts go3nposanus (BIKX) T

AMJIOHHITHH Hua 10 rabneTok nokasatesis mpueMneMocTi (AV) JIO:HJI\&H
OpITE He Gonee 15,0. : /

AQ «Canogm Poceuay b ‘
Anpec: 125009, Mocksa, yn. Teepexas, 22. Ten.: (495) 7211400, dakc: {495y 721- 1411 WWw sanof' ru_
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SANOFI

Hnst 30 Tabnetox noxasatens npuemteMocts (AV) gomker 4.8 %
BbrTe He Gonee 15,0 ipu yeaomun, ato 0,75*M<x;<1,25¥M {100,0 & 2,0%)

KoauuecTeentoe onpeaeienue (BIWKX)

AQ3apTaH Kanusa

aMITOIMIME Ot 95,0% no 105,0 % o 3asgeneHHOr0 Conepxanus 99,6 %
JI03apTaH Karus 01 95,0% a0 105,0 % 0T 384B1eHHOTO COAEPAHMS 100,4 %
BBIBO/J CooTeercTBYeT TpeSoBaHHAM ClenHpHKANHY

Hacroamum noarsepxaaw, 4T0 HH(I)OpMaL[HsI, HPEACTABICHHAS BRIIIE, TOCTOREPHA H TOYHA,
JanHas cepus nekapcTBeHHOrO Npenapata NPOM3BE/ICHz, YN2KOBAHA M NPOKOHTPOIIMPOBAHA HA
NpeAnpHATHH, paboTalomEM B COOTBETCTBHHM ¢ Tpebopanmamy Hannexarneit [IPOM3BOJICTBEHHON HPAKTHKH

(GMP) MeCTHOTO pernaMeHTHPYIOIIEro OpraHa M CTeUMHKANAME HOPMATHBHOM JOKYMEHTALIMH CTPaKbl-

HMIIOpTepa.
O7T4eTsi N0 NPOH3BOACTEY, YTIAKOBKE M KOHTPOIO KAYECTRA NIPOBCPCHb! X NPH3HANLI

COOTBETCTRYHOIIMMH Tpebosanuam GMP.

Hdara yreepxnenns: 20/07/2018

Ynonmuomogennoe juno: B.H.Kim

AQ «Canodn Poccusn t SV
Anpec: 125009, Mocksa, yn. Teepekas, 22. Ten.: (495) 721-1400. dakc: (495) 721-1411. www, sanof 1.ru
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Certificate of Conformance

Document No. Version No. Effective Date Page No.

FORM-000868 1.0, CURRENT 2017.10. 41 1/ 2

1. Name of Product .~ | LOZAP AM 5mg+50mg

2. Importing Country o1 Russia

3. Marketing Authonsatlon Number / Clinical Trial Authorisation Number o0

N/A

4SlrengthJ'Potency LOZAP AM 5mg+50mg (5mg Amiodipine, 50mg Losartan K)

7. Lot/batch number, - | 811318021

g, “’Eibirf/'réiéét/h"se‘b: te | 14 MAY 2020

10. Release Quantity - [ 32,142 EA

11. Name and address of manufacturer —manufacturing site -0 500 0 e

Hanmi Pharmaceutical.Co.Ltd.
214, Muha-ro, Paltan—myeon, Hwaseong-si, Gyeonggi—-do, Repubiic of Korea

12 Nurnber of Manufacturmg Authonsatlon
Llcence or Certlficate of GMP. Comphance of a manutfacturer

| Manufacturmg Authorisation No.: 1337 {authorized by Gycongln Regional KFD/\)

* GMP certification No. : 8 (authorized by Gyeongin Regional KFDA)
13. Resultofanalysis - T T ]

Refer to CoA attached to CoC

14. Summary of Devrat:on and 00S

Number of Dewatlon/OOS N/A

N/A N/A

N/A N/A

15. Summéfy of_ Change Control i

Numbér of 'Change Control | N/A

Change B TR s b st the first ot to
-Control _ .- Summary/Restrictions -] implement an approved
Number A C I change :eﬂuest?_,_

N/A N/A Yes]

N/A N/A Yes(l -

@ E’_*UIQ.,FE Related SOP




Certificate of Conformance

Document No. Version No. Effective Date Page No,
FORM-000868 1.0, CURRENT 2017.10. 11 2/ 2

16. Comments/remarks - LT
1 1) Storage Condition: store not above 30 ‘C Do not refngerete or freeze

1 2) APl information used in batch is as below
1 — batch number of Amiodzpme camsylate is 000318170

17. Certification Statement -

1 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®.

Qualified Person

Byun hes Ko ("
"Nime Signature Date
@ ?_I'UIQ_'FE Related SOP Al QC—TQ.

NEEA "H, FIE1 109@4




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

Certificate of Analysis

Name of Product : Lozap AM Smg+50mg (30T,PTP) Mig. Date 1 15. May. 2018
Lot No. 1811318021 Exp. Date i 14. May. 2020
According to. < In House Spec. Batch Size = 1,000000 T
Test Specification Result Pass/Fail
Appearance White to off-white, oblong, biconvex film-coated tablets Conforms Pass
engraved with AT1 on one side.
ldentification The retention time of the amiodipine peak in the Conforms Pass
{Amiodipine) chromatogram of the sample solution should corespond fo
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 corespand 16 the retention time
of the major peak in the chromatogram of the reference
standard solution.
(Butylhydroxytoluena) The retention time of the butythydroxytoluene pesk in the Conforms Pass
chromatogram of the sample solution shouid comespond io
the retention time of the major peak in the chromatogram of
the butythydroxyloluene reference standard solution.
Uniformity of dosage AV for 10 tablets shouid not be more than 15.0, 7.0% Pass
Units-Content uniformity (99.242.9%)
{(Amiodipine)
{Losartan potassiurm) AV for 10 tablets should not be more than 15.0. 4.8% Pass
(100.0+2.0%)
Dissolution NLT 85% (Q = 80%) of the stated amount (5mg) in 30 min. 9712%(96~100%) Pass
(Amiodipine)
{Losartan potassium) NLT 85% (Q = 80%) of the stated amount {58mg) in 30 min. 9942%(97~101%) Pass
Related substances 1) Amlodipine camsylate adduct : NMT 0.5% 1) NID* Pass
(Amlodipine) 2) Ethyl Amfodipine : NMT 0.5% 2) ND
3) Impurity N ; NMT 0.5% 3)NID
4} individual unspecified impurity : NMT 0.2% 4y NID
5) Total impuritles : NMT 1.5% 5) NID
{Losartan potassium) 1) Compound E ;: NMT 0.5% 1) NID Pass
2) Compound F : NMT 0.56% 2yNID
3} Individual unspecified impurity: NMT 0.2% 3) NID
4) Total impurities : NMT 1.0% 4 N/D

FormNo.:  CF-150002(rev.1) .
Form Valid date :  2015.01.26 Hanmi Pharm. Co., Ltd.




Certificate of Analysis

Name of Product 1 Lozap AM Bmg+50mg (30T,PTP) #fg. Date : 15 May. 2018
Lot No. : 811318021 Exp.Date  :14. May. 2020
According to. : In House Spec, Batch Size : 1,000,000 T
Test Specification Result PassiFail
Assay 85.0 ~ 105.0% of the label ciaim{5mg) 99.6% Pass
{Amlodipine)
(Losartan potassium) 95.0 ~ 105.0% of the labe! claim{100mg) 100.4% - Pass
Water NMT 3.5% 2.4% Pass
Date of Analysfs : 11. Jul, 2018 ~ 20. Jul. 2018 o " Date of Approval : 20. Jut. 2018

- N/D': Not Detacted, Report any individual degradate ar Impurity > 0.1%
- NMT : Not more than, -NLT : Not less than

Judgement : Pass

REMARK : N/A
[ssuance date ; 23. Jui. 2018

8. H. kil /o0 1%

Quality Contrel Unit

FormNo.:  CF-150002(rev.1) . o ALAE
Form Valid date : ~ 2015.01.26 Hanmi Pharm. Co., Ltd. Related S0P No,/$0P




