AEKJAPAIIUA O COOTBETCTBHUHA

JEKJIAPAHT, IIPHHIMAIONHIA JEKJIAPAIIHIO O COOTBETCTBHHA

AO "Canogpu Poccus”

Ceedenun o peeucmpayuu opzanusayuu: Mexcpaiionnas uncnexyun Pedepanvnoii Hanozo6oii cxyicbor Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739079940, dama npuceoernus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22. Tenegpon/gparc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnuviii dupexmop Monae O.A.

Hosepennoe nuyo: Knoxosa 0.C., doeepernocme 6/u om 01,12.2017

3AABJSIET, UTO

Aexapcmeennoe cpedcmeo: Jlozan, mabremicu noxpeimvie nrenouHoti oborouxoii 100 me 10 wm., ynaxoesxu
Aveiixosvle koumypHvie (9), nauxu kapmonnsie, PY Ne JICP-004055/10 om 07.05.2010 (0ama samers
16.08.2017) ewdano AO "Canogpu Poccun”, cepun 2540919, napmus 5469 ynaxosox, zoden 0o 31.08.2021,
npouseoocmsa Carera Qapmacviomuxanc a.c., Croeayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKIT[2 21.20.10.142, x0d TH B3] 3004900002,
xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085350008 om 14.10.2019

COOTBETCTBYET TPEBOBAHUAM

JICP-004055/10-070510 uam. Ne 1-7

JAEKJAPAIIAS IIPHHATA HA OCHOBAHHAH

npomoxon ucneimanu Ne 31320 om 22.10.2019 HJT OO0 HL] "OPAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmucpuxam POCC SK.OM0O8.C51808 om 22.10.2019

E «Canndu Poccym l
t SM'”‘ Russin AD
2 Knoxoea 10.C.
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CBEJIEHHMA O PETUCTPAITANA

OPT'AH ITO CEPTHO®HKAIAH, 3APETHCTPHPOBABIIHA TEKJIAPAITHIO

RA.RU.11PM08 OPTAH 10 CEPTHOHKAIIHH TPONVKIHH OFLH[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOQCTbBIO "OKPY)XXHOH LEHTP KOHTPOJ/IA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuguxayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, aeb-
caiim. oyxx.pe.

)IEKJIAPAIIHH O COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU [I-SK. DM08.A.41384/19
] 22.10.2019
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Saneca

Cpenuss macca Tabnerok

O.E[HD]JOII,HOCT!: OO3HPOBAHHA NO MacCCe

OnHOPOIHOCT MACCh! IOAENEHbIX
TalneTok

Pacnapaemocts

Pacrsopenne

yepes 30 mud (Q)

IMocToponune npumecu (BIAKX)
H3omep nozapraua

Jpyrie equHHHbIE NpHMECH
ObLuee conepxanue mpumeceit
Mukpobnoacrnueckas YHCToTa
- I'd XII, kateropua 3A

O6uee yicno apobusix
MHKPOOPTaHH3MOB
O6uee vicno rpuGor

Orcyterene Escherichia coli
KoanuecTeenHoe onpeaencnne
Jlosapran kanua B 1 Taén.

0,3933-0,4347 r

18/20 Tabn. ue Gonee 5 %

2/20 tabn. we Gonee 10 % ot
YCTaHOBNIEHHO# CpeaHeil Maccel

18/20 nonosunox ta6n. ue Gonee + 7.5 %,
2/20 nonosuxok Tabn, ue Gonee £ 15 %
OT yCTaHOBNeHHOd cpeaneli Macchl

He bonee 30 MuH

He MeHee 75 %

ne Gonee 0,2 %
He Oonee 0,2 %
He Gonee 0,5 %

He Gonee 1000 KOE/Mr

He Gonee 100 KOE/r

OTCYTCTBHE B I T

0,0950-0,1050 r

Pharmaceuticals
Crpanvua 1 132
CepTndukaT aHaam3a
fpodyxm JIOZATI®
Homep npodyxma 12004776 Cepun LIMS HV 710685
Hoaep cepun 2540919 Pazatep svinyugennoi cepuu 5 469 YIIAKOBOK
Ho3upoexa 100 Mr
Jlexapcmeennan gopma TaBNeTKH, NOKPBITHIE
nnedouHotli oGonosKkoi
Pazmep ynaxosxu 90 Tabn. Hama nposedenuna anaruza 02.10.2019
Hama npouzecdcmea 18.09.2019 Crneyughurayun JICP-004055/10-070510
Hama ucmevenun cpoxa  31.08.2021 Houep peaucmpayuonnozo JICP-004055/10
200HOCmN yOocmoeeperun:
Cmpana-usnopmep Poccus Ne
Henvitanue Hopmbl PesyabTaTthl
Onucaune
Onucanue Tal/eTKH OBATEHHE ABOAKOBLITYKIbIE COOTBETCTBYET
Genoro uny mouTH GENOre UBETA, C PUCKOF
INA OeNeHHA Ha JBE 4acTH Ha ofienx
CTOPOHAX, NOKPHITHIE NACHOMHOR
o6onouxkoit
IMoanuunocTs
Jlo3apran kanua (BIXKX) RT {(o6pasua) = RT (crangapTa) MONOEHMTENLHBI pesynsTaT

04110

COOTBETCTBYET

COOTBETCTBYET

4 MHH

100; 101; 101; 100; 101; 101 %

0 KOE/r

0 KOE/r

OTPHUATENEHBIH pe3ynsTaT

0,1008 r

CooTBeTcTBYET TPEGOBAHUAM CEUH(HKALIHM,

«Canera DapmMacLOTHKANC a.c.». Hutpuasncka 100, 920 27 noroseu, Cnosauxas PecnyBnesa
Ten, (+421) 33 736 1111, @axc: (+421) 33 730 0890, E-mail (+421) 33 730 0890, #:-mail- saneca@saneca.com - www Saneca com
ICO. 46 833 323 - IC DPH SK2023589842 - Tantabanka a.5 - c.u 29201234 16/1100

KOuMEDMACKTA PRFMCTP pAkoHHOrE Cyna TMasa, padgen Sa. wowep BcTassu 1906017
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Crpannua 23 2

CepTHdukaT anaamnsa

Tlpodykm TO3AT®

Homep npodyxma 12004776 Cepun LIMS HV 710685

Homep cepuu 2540919 Pazmep euinytjennoii cepuu 5 469 YIIAKOBOK
Hozupoera 100 mMr

JMexapemeennan popma  TAGNETKH, NOKPEITLIE
exo4Holt ofonoukoli

Pazsep ynaxosku 90 tabn. Hama nposedenun ananuza 02.10.2019

Hama npouzeodcmea 18.09.2019 Creyugpuxays JICP-004055/10-070510
Hama vemevenus cpoxa  31.08.2021 Homep peericmpayuonnozo JICP-004055/10
200HOCHI ydocmosepenun:

Cmpana-umnopmep Poccus M

Hacrosumm s noareepxnalo, 4To BLIIEYKa3aHHAR HHGOPMALHMA ABNIETCA BEPHOH H TOUHOH, TpouisoacTro aaHHOMH cepHA
NpodykTa, BKIOYAd YIAKOBKY H KOHTPO/IL KaUECTBA HA COOTBETCTBYIOWMX 00beKTax, MONHOCTLIO COOTBETCTBYET TpeGoBaHHAM
Hamnexamei#i nponisoacrsennoti npaxtukn (GMP) EC, MecTHbX PETYIATOPHLIX OPraHOB, a Takxke cneUUgrKaLNAM, YKa3aHHLIM B
PeructpaunonHom yaocToBepennH cTpaHbl-ummoptepa. [To pesynstatam nposepku samucedt o NPOH3BOACTBEE, YNAKOBKE W aHANH3E
cepHH OLUIO YCTAHOBICHO COOTBETCTBHE TpebosanuaM GMP.

Pazpeweno k npoaae

TlponspoacTBenHan nacwanka; MecTo BLIMYCKS B KOHTPONIA KA4ECTBA:
«Caneka ®apmacbiotukanc a.c.», Hutpuaucka 100 «Canera DapMackioTHRANIC a.¢.», Hutpaancka 100
92027, T'noroseu, Cnosaukas PecnyGmika 920 27 'noroseus Pecny6nmka Cnopakus
Peructpaunonnsiii Homep: VL 059/13-2 Perncrpaumonnslii Homep: VL 059/13-2
Cepruipurar GMP Ne: SK/009V/2017 Ceprhdukatr GMP Ne: SK/009V/2017

YTBepkaeno, ynonnomouenroe nuue: Xonuukosa Slpocnasa  Jata:  02.10.2019

wCaHexa dapmacboTMRan: a.c.», Hutpuancka 100, 920 27 Mhorosey, Cnopaykas Pecnybnuka
Ten.: (+421} 33 736 1111, ®axc. (+421) 33 730 0890, E-mail (+421} 33 730 0890, e-mail saneca@saneca.com - www saneca com

ICO- 46 833 323 - IC DPH SK2023599842 - Tarlabanka a.5 - c.u_ 29201234 16/1100
Kommepueckui peructp panontoro cyan TMasa. paifen Sa nouep aerasku 1080171
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Certificate of analysis

Product LOZAP®
Product number 12004776 Batch LIMS HV 710685
Batch number 2540919 Released quantity 5469 PACKS
Dosage strength 100 mg
Dosage form film-coated tablets
Packaging size 90 th Date of analysis 2. 10. 2019
Manufacture date 18.9.2019 Specification LSR-004055/10-070510
Expiry date 31. 8. 2021 Marketing authorisation LSR-004055/10
Imporiing country Russia No.
Test Limits Results
Appezarance
Description white to off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 0393321004347 g 0.4110g
Uniformity of mass 18/20 tbl. NMT % 5§ %, complies
2/20 tbl. NMT = 10 % from
determined average mass
Uniformity of mass of divided tablets|  18/20 half thl. NMT = 7.5 %, complies
© 2120 half tbl NMT £ 15 %
from determined average mass
Disintegration time in water NMT 34 min 4 min
Dissolution active substance
after 30 min. {Q) NLT 75 % 100;101:101;100;101;101 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % ND
Sum of impurities NMT 0.5 % ND
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceinl g negative
Content
Losartan potassium in 1 tbl, 0.0950gt00.1050 g 0.1008 g
Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitianska 100 - 320 27 Hiohovec - Slovenska repubiika

Tel: {+421)33 736 1111, Fax [+421) 33 730 0820, E-mail sanecagdsaneca.com - www Saneca com

1CO 46 833323 - IC DPH SK2023568842 - Tatrabankaas - & 4 2020123416M100

Cibchodny register Chresného sk Tredve Oddel Sa Viokka Eislo 106017




Saneca
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Certificate of analysis

Product LOZAP®

Product number 12004776 Batch LIMS HV 710685

Batch number 2540919 Released quantity 5469  PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 90 tbl Date of analysis 2, 10. 2019
Manufacture date 18.9.2019 Specification LSR-004055/10-070510
Expiry date 31.8. 2021 Marketing authorisation LSR-004055/10
fmporting country Russia No.

Thereby 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
compliance with GMP.

Release for sale

Manufacturing site: Quality control and reiease site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic 920 27 Hlohovec, Slovak Republic
Authorisation number :  V-15/2019 Authorisation number :  V-15/2019

GMP Centificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017
Certified by QP: Holitkova Jt{rgslava Certified on: 2.10. 2019

A

Saneca Pharmaceuticals a.s. - Niirlanzka 100 - 920 27 Hiohovec - Stovenska republixa
Tel. (+421)33 736 1111, Fax: (+421) 33 730 0890, E-mail sanecafsaneca com — www. saneca com

1O 46833323 - IC DPH SK2023599842 - Talrabanka a3 - € § 2920123416/1100
Obchoder) reguter Okrsandha sty Tmava Oddt Sa ¥iakkg tyio 1068017



