JEKJAPAIIASI O COOTBETCTBHU

JEKJIAPAHT, IIPUHUMAFOIIMIA JEKJAPAIIAIO O COOTBETCTBHH

AO "Canogpu Poccus”

Ceedenun 0 pezucmpayuy opzanu3ayuu.; MesjcpaionHas uncnexyus DedepanoHolt Hanoz0601 cayxchbor Ne 46 no
2 Mocxee 01.01.2008, OFPH 1027739079940, dama npuceoerus OI’ PH 19.08.2002.

Aodpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenepon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepansruiii dupexmop Monow O.A.

JHosepennoe muyo: Knoxosa FO.C., dosepennocme 6/k ont 01.12.2017

3AABJISIET, UTO

nexapcmeennoe cpedcmeo: Jlosan, mabaemxu nOKpoimbie naenounol obonouxou 12.5 me 10 wm., ynaxosxu
auetixoeuie konmypusie (3), navku kapmounvie, PY Ne 11 N015897/01 om 30.71.2009 (dama samerbi
16.08.2017) eudano AQ "Canogu Poccun”, cepus 2140918, napmus 65361 ynarosox, zoden do 31.08.2020,
npouseodcmsa Canexa Papmacsiomuxanc a.c., Crosaykan Pecnyénuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKITJ2 21.20.10.142, koo TH B3 3004900002,
xowmpaim Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085312599 om 08.11.2018

COOTBETCTBYET TPEEOBAHHAM

ITN015897/01-301109 uzm. Ne 1-8

JAEKJAPATIAS NPUHSATA HA OCHOBAHHHA

npomoxon ucneimaruti Ne 3360 0 om 14.11.2018 HJ1 OO0 I "®APMOBOPOHA", ammecmam
axkpedumayuy POCC RU.0001.21 CDJI{IO, Cepmugpuxam POCC SK.®M08.C27449 om 14.1 1.2018

1 14.11.2018

Knoxonz 10.C.
o H.0

CBEJIEHHSI O PETACTPAIIAN

OPTAH ITO CEPTHOHNKAIINAY, 3APEFACTPHPOBABIIN JEKTAPAIIAIO

RA.RU.11PMO08 OPTAH 110 CEPTHOHKALHH TPOAYKLINH OBI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA”,

adpec a}:eanua_auuit: 115280, 2. Mockea, yn. Macmepxoga, 0. 4, am. 5, nom. 1, kom. 1, adpec opzana no
cepmudpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 3., mexn. :(495)788-02-88, seb-
caiim: oyKK.pep. :

Kauan E.B.
3am. pyxosoauTens OC
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Sanecs

Pharmaceuticals

CepTudguxar anaausza

exapemeennas hopma

Ta0NeTKH, TOKPLITLE
TUIeHOMHOH 00010uK0H

{Ipodyxm JIO3ATI®

Homep npodyima 12004778 Cepus LIMS HV 649079

Hosmep cepuu 2140918 Pazmep evtnyupennoti cepuu 65 361 YIIAKOBOK
Viozupoexa 12,5 mr

JlozapTan kanus (BIXX)
Cpennas mMacca TadAETOK

OnHOPOAHOCTE JOZNPOBAHMA 1O
macce

PacnanaeMocrs & Boae
Pacteopenne
uepes 30 muk (Q)
Hoctoponnse npamecn (BIAKX)
Hzomep nosaprana
Jipyrue e AMHHYHEIC IPHMECH
O0bmee conepsanue npumeceis
KoanvecTaeHHoe onpenencHHe
Jlozapran kamma g 1 7abn.
Mukpobuonoruueckas YHCTOTa
- ' X, kareropus 3A

Obuiee yueno a3pobeIx
MHKPOOPT2HH3IMOR
O6mee uncno rpubor

Orcyrereue Escherichia coli

RT (obpasua) = RT (crangapra)
0,0998-0,1103 r

18/20 tabn. e Gonee £ 7,5 %, 2/20
Tai1. He Gonee + 15 % or
YCTa2HOBJICHHOI cpeaHeil Macchi

se Gosee 30 mun

He meHee 75 %
He Oosee 0,2 %
He Oonee 0.2 %

He Bonee 0,5 %

0,011875-0,013125 ¢

He Gonee 1000 KOE/T

He Oonee 100 KOE/r
oTCYyTrCTEHE B 1 T

Pazmep ynaxosxu 30 rabs1. Hama nposedernus anamuza 01.10.2018
Viama npouzeodcmea 10.09.2018 Creyugurayus I NO15897/01-301109
Hama ucmevenus cpoxa  31,08.2020 Homep pezucmpayuonnozo T1 N015897/01
CodHocy YOOCMOgepeHU:
Criparna-usnopmep Poccus Ne
HenbrTanue Hopmai PezyaeTarh
Onucanne
Ornincanne TabneTkH OBanLHbIE COOTBETCTRYET
HBOAKOBBINYKIbIE GEIIOF0 UK TIQYTH
6enoro 11geTa, NOKPHITLIE NICHOUHOH
obonoukoi
TMoaaunHocTh

NOJIOABTENLHBLIA pezyabTaT
0,1046 ¢
COOTBETCTBYET

7 MHH

96; 98; 98; 99;100; 98 %
< 0,05 %

< 0,05 %

< 0,05 %

0,012489r

0 KOE/r

0KOEr
OTPHUATEILHBIH Pe3ylibTaT

CooTBercrBYeT TpebOBAHNAM ClienndpHKANHN.

Hacroaunam 2 noarsepxaaro, 4To BullleykasaHHas MHOOPMALNAL SBISETCH Beplol M Tounod. TIpoK3BOACTRO HanHOH CcepuH
APONYKTE, BKNFOYAA YIAKOBKY H KOHTPOJIS KAHECTBA HA COOTBETCTBYIONINX 00BEKTAX, OJHOCTLIO COOTBETCTRYET TPeBORAHIAM
Haanexamek nponssoncreennoli npaxtikn (GMP) EC, MECTHEIX DEFYIATOPHLIX OPraHoRB, 4 TAKKE CREHUPUKALMAM, YKAZAHHLIM B
PeracTpattnouioM ya0CTOBEPEHHY CTPaHb-UMITOpTepa. T1o pesyanTaraM npokepki 3amiceii o NPOH3BOACTBE, YIIAKOBKE M SHAIHIE
cepun Os110 YCTAHOBNCHO COOTBETCTRME TpebosanusM GMP.

Paipeureno x npoaaxe

«Canena PapmacsOTHRAAC 3.0, Hutpuancka 100, 920 27 Mnoreaeu, Cnoaaukas Pecnybnuka
Ten.: (+421) 33 736 1111, Dake: (+421) 33 730 0890, E-mail: (+421) 33 730 0830, e-mail: saneca@saneca.com - www.Saneca. com
ICO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s - ¢.u. 29201234 16/1100

KOMMepueikiah PELSCTR PARORNOTC cyla TaBa. pazaen Sa. Aotep B

craekst OG0T
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CepTudukar anaausa

lTpodyvicm JTO3AT®

Homep npodykma 12004778 Cepua LIMS HV 649079

Homep cepun 2140918 Pasuep sunvigennoi cepuu 65 361 YITAKOBOK
losupoera 12,5 mr

lexapcmeennan hopma  TabIeTKH, NOKPLITLIE
IeHoYHOI 06onoykoil

Pazmep ynaroaxu 30 rabn, Hama nposedenus ananuza 01.16.2018

Vlama npouszeodcmea 10.09.2018 Creyugpurayun I1 NO15897/01-301109
Vama ucmeuenua cpoxa  31.08.2020 Homep pezucmpayuonnozo T1NO15897/01
odHocmu YOOCHIOBePEHIA:

Cmpana-usmnopmep Poccns Mo

{liponssoacTBeHHan NACMIANKA: MecTo BLIRYCKA B KOHTPOAR KadecTBa:
«Canexa ®apMackOTHRAIC a.¢.», Hutprancka 100 «Canexa PapmaceioTrianc a.c.», Hurpuancka 100
92027, I'nerosen, Croraukas PecnyGamxa 920 27 Fnoroeen Pecniy6ymka Cnopaxps
Pernctpannonnstii Homep: VL0 059/13-2 Perncrpannonnbidi nomep: VL 059/13-2
Ceprudmrar GMP No: SK/009V/2017 Cepruurar GMP Ne: SK/009V/2017
Yrsepaieno, yNnoaHOMoOUEHHOE AHI0: Xoaukosa fApocnasa Rara:  05.11.2018

«Cahera PapMacsioTURant a.¢.n, Hnpuancka 100, 820 27 Mnorosey, Chosauxas Pecny6nuka
Ten.: (+421) 33 736 1111, daxe: {(+421) 33 730 0890, E-mail: (+421} 33 730 0830, e-mait; saneca@saneta.com - Www Saneca. com
ICO: 46 833 323 - IC DPH SK2023599842 - Tartabanka 2.5 - c.u. 2820123416/1100

Kotse precninl perncTp PatonHeic ¢paa Tmasa. pasaen Sa nouep ectapsh 106017
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Saneca

Pharmaceuticals

Certificate of analysis

Product LOZAP &
Product nunber 12004778
Batch number 2140918
Dosage streagth 12,5 mg

Dosage form

Puackaging size 30 tbl
Manmfacture date i0.09.2018
Expiry date 31.08.2020
Importing country Russia

Barch LIMS HY
Released guantity

film-coated tablets
Date of analvsis
Specification

Marketing authorisation

No.

649079
65361 PACKS

01.10.2018
P Nol5897/01-301109
P NO15897/G1

Test Limits Results
Appearance
Description white to off-white,oval biconvex complies
film-coated tablets
Identificaticn
Losartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 0.0998 210 0.1103 ¢ 6.1046 g
Uniformity of mass 18720 tbl. NMT £ 7.5 %, complies
2720 tbl. NMT = 15 % from
determined average mass
Disintegration time in water NMT 30 min 7 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 96;98;98;99,100;98 %
Purity HPLC
Losartan isomer NMT 0.2 % <0.05 %
Other impurities each NMT 0.2 % <().05 %
Sum of all impurities NMT 0.5 % <0.05 %
Content
Losartan potassium in I tbl. 0.011875 100013125 ¢ 0.012489 ¢
Microbiological purity
- GF X1, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceinl g negative

Conformity with the specification.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in

Saneca Pharmacewticals a.s. « Nittignska 100 - $20 27 Hischovec -

compliance with GMP.

Release for sale

Slovenska republika

Tel (#4271 33738 1111, Fax: {+4213 33 730 0BOG. E-mail saheca(@saness Com — wiww Saneca com

ICO. 46 833 323 - #C DPH. SK2023560842 - Tanrabarkaas. ~ & U 2820123416/1100
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Certificate of analysis

Saneca

FPharmaceuticals

Produce LOZAP®
Product number 12004778 Batch LIMS HIY 645079
Bareh munher 2140918 Releused yguantin: 65361  PACKS
Dosage strength 12,5 mg
Dosage fornr film-coated tablets
Packaging size 30 tbl Date of analysis 01.10.2018
Manufacture daie 10.09.2018 Specification P Nol5897/01-301109
Expiry date 31.08.2020 Muarketing authorisation P NO15897/01
Importing country Russia No.
Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s5, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : V1. 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017
Certified by QP: Holitkova Jarosiava Certified on: 05.11.2018
A [
-7
i
/

Saneca Phanmaceuticals a.s. - Nitriznske 100 - 520 27 Hiohovee - Slovensks republika
Tel {+421333 736 1111, Fax (+471) 33 730 0590, F.mail: SENECAISANECA COM ~ wiaw SaNeCa com
ICO. 46 832 323 - 1€ DPH SKI023589842 - Tatrabankg s 5 - ¢ 0 2020123415/1100

Dichovdey cesbar Shiesds sl Yiriva Dbzl Sz Vibba fisly 1067507




