TEKJIAPAIIASI O COOTBETCTBUH

JAEKJIAPAHT, IIPAHAMAIOIHNA JEKJAPAITAIO O COOTBETCTBHHA
AOQ "Canoghu Poccun"
Ceedenun o pezucmpayuu opeanvsayuu: Mexcpationnas uncnexyus Pedepanvioti Hano2080d cayaxctvt Ne 46 no

2. Mocxse 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2 Mocxea, yn. Teepcxan, 0. 22. Tenegor/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: I'enepanvuuiii oupexmop Monsc O.A.

Hosepennoe nuyo: Cmenanoe C,C., dosepennocmuo 6/x om 01.12.2017

SASABISET, UYTO

nexapcmeennoe cpedcmeo: Jlosan, mabnenmxu noxpuimsie nienounoi obonouroti 50 mz 10 wm., ynaxoexu
Auetixogvie konmypruie (9), nauxu kapmonnvie, PY Ne I1 NG15897/01 om 30.11.2009 (dama samenst
16.08.2017) ewtdano AO "Canogpu Poccun”, cepun 2110619, napmus 16733 ynaxoeox, 200en do 31.05.2021,
| npouseéodcmea Canexa Papmacviomuranc a.c., Chosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, ko0 OKII/]2 21.20.10.142, koo TH B3 3004900002,
koumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085340727 om 18.07.2019

COOTBETCTBYET TPEFOBAHMSM
II N015897/01-301109 uzm. Ne 1-8

AEKJIAPAIIAA IPUHATA HA OCHOBAHHAHA
npomoxon ucnvimarui Ne 23500 om 25.07.2019 HJT 000 HI{ "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmughuxam POCC SK. DMO8.C44915 om 25.07.2019

% Crenanon C.C.
@ﬁ ®.U0

CBEJIEHVISI O PETHCTPALIANA

OPI'AH 10 CEPTHOUKAIIUH, 3APETACTPHPOBABIITANA AEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH 11O CEPTHOHKALIHH ITPONVKLHHA OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIT KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepwoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20poo Mockea, yr. Macmepxoea, 9. 4, sm. 5., men.:(495)788-02-88, aeb-

catim: oyxx.pg.
,I[EKJIAPAIHIH 0 COOTBETCTBHH 3APEITHCTPHPOBAHA N POCC RU J-SK. ®M08.4.31265/19

Hunenxo H.b.
Pyxosogurens OC
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CepTudukar anainia

Hexapemaennan dropua

TabneTkH, ROKPLITHIE
neHoqHOR 000noYKoi

Tpodyxm JO3AT®

Hosep npodyxma 12004852 Cepun LIMS HV 707677

Hoxep cepuu 2110619 Pazyep sonyiyennoit cepuu 16 733 YTTAKOBOK
Hozuposxa 50 mr

Cpenuns macca Tabnerok
OnHOpoNHOCTE ROIMPOBAHHA MO Macce

OnHOpOAHOCTS N0 MACCE OAEAEHHDIX
TalneTok

PacnanaemocTs
Pacteopenne
yepes 30 muu (Q)
Hoctopounne npusecn (BIAKX)
H3omep nosaprana
Zlpyrie equHHYHELIE MPUMECH
OGmee conepratue nprHMecedi
Kenuuecreenwoe onpeaenenne
Jlo3apTan kanua 8 1 Tabn.
Mukpobuosorsueckan uncrora
- T® XII, kareropus 3A

Ob6ttee ynene aapobHbIX
MUKPOOPTraHH3MOB
O6uiee 1Heno rpubos

Otcytereue Escherichia coli

0,0976-0,2184 ¢

18/20 1abn, ne Gonee £ 7,5 %, 2/20 Tabn. He
Gonee £ 15 % oT ycraHOBNEHHON cpeneit
MACCH

18/20 nonosunox tabn. He Gonee + 7,5 %,
2/20 nonoBunok Ta6n. e Gonee + 15 % ot
yCTaHoBICHHOI cpeaHeii Macchl

He Gonee 30 Muu

He menee 75 %
He Gonee 0,2 %
He Gonee 0,2 %
He Bonee 0,5 %

0,0475-0,0525 r

He Gonee 1000 KOE/r

He Gonee 100 KOE/r
oTCYTCTBHE B I T

Pa3vep ynaxoexu 90 Tabn. Hama nposedenun anasuza 11.07.2019
Hama npouzaodcmea 20.06.2019 Creyudpuxayun IT N015897/01-301109
Hama ucmevenun cpora  31.05.2021 Hoxep pezucmpayuonnozo I N015897/01
200uochu Yoocmosepenun:
Cmpana-umnopmep Pocens Ne
Heneiranne Hopys Pesynnrare
Onucanue
Onitcanne TalneTkH oBanbHeie ABOAKOBLITYKIbIE GEN0TO| COOTBETCTBYET
HAH NoyTH Benoro ueeTa ¢ puckoii ns
AENEHNA Ha ABE YacTH Ha 0fouX CTOpOHaX,
MOKPHITHIE MAEH0MHOH 060on0uKoi
Moaauuncers
JlosapTan kanua {(B3XX) RT(o6pasua) = RT (craupapra) ROMOAHTENLHEIR pe3ynbTaT

0,2036r
COOTBETCTBYET

COOTBETCTBYET

8 Muu

96;100; 95; 98; 95; 96 %

0,0493 r

0 KOE/r

0 KOE/r
OTpHLATENLHBIH pe3yaAbTaT

CooTeercTRyeT TpefoBannam coeunduKaumn.

«Camexa PapMacblOTHKAAL a.¢.», Hutpuancka 100, 920 27 Fnorgeew, Crnosaukas Pecny6nuka
Ten.: (+421) 33 736 1111, Dakc (+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 - Tartabanka a.5 - ¢.u 2920123416/1100

Kommepuecrwi pernctp panowons cyas Tusss, palnen Sa. womep scraexs 10601/
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Ceprudukar aHaau3a

Hpodyxm JO3AT®

Hoxep npodyrma 12004852 Cepun LIMS HV 707677

Hoxep cepuu 2110619 Pazsep emnyiyennoli cepuu 16 733 YIIAKOBOK
Hozupoera 50 mr

Slexapcmeenvian popsma  TAGNETKY, NOKPBITEIE
nenouHoft obonoukoii

Pazvep ynaxoaxu 90 tabn. Hama npogedenus ananza 11.07.2019

Hama npouzeodcmea 20.06.2019 Chrenupuxaryus 1 NO15897/01-301109
Hama ucmevenun cpoxa  31.05.2021 Hoxep pecucmpayuonnozo ITNO15897/014
200nocmu yoocmogepeHun:

Cmpana-usnopmep Poccus Ne

Hactoatuym 8 noATBEp:KAAKD, YTO BRLEYKA3aHHAd HHOPMAUMA ABraeTCA BepHoi H Tourol, [Tpon3eoacTBo AauHOI cepru
NpOAYKTa, BKAOYAA YNAKOBKY H KOHTPOJE KaUECTBa Ha COOTBETCTRYIOIHX O0BEKTAX, MOMHOCTHIO COOTBETCTBYET TpeboBaHHAM
Hannesxawedi nponisoacreeHHoH npaktitkn (GMP) EC, MeCTHBIX peryISTOPHEIX OPraHOB, 8 TAKXKE CNCUH(IMKALHAM, YKa3aHHbIM B
PerncrpauuoHHoM yAOCTOBEPEHHH CTpaHbl-iMnopTepa. [lo pezynbTaTaM NpoBEpKH 3anNHCeli 0 NPOUIBOACTBE, YNAKOBKE W AHANTH3E
cepHH ObIN0 YCTAHOBAEHO COOTRETCTRHE TpeboBaHnam GMP.

PaipelneHo Kk nponasxe

TponiBoAcTBEHHAR NAOIIAKKA: MecTe BbINYCKa H KOHTPOAR KAYECTBA:
«Cauneka dapmaceioTikanc a.c.», Hutpuascka 100 «Caneka PapmacbloTHKanc a.c.», Hurpnancka 100
92027, I'norosell, CnoBatkas PecnyGnnka 920 27 [Cnoroseu Pecnybnnka Cnosakus
Pernerpaunonnsii nomep: VL 059/13-2 Peructpaumonnetit Homep: VL 059/13-2
Ceprudurar GMP Ne: SK/009V/2017 Ceprudurar GMP Ne: SK/009V/2017
YTpepaaeno, ynonHoMoqeHnoe auuo : GapracoBa DMuUnug Jara: 16.07.2019

wCaHena PapmaceTURANC a.C.». Hutpuancka 100 920 27 Mnorosed, Cnosauran PecnyBnuka
Ten  {+421) 33 736 1111, ®axc {+421} 33 730 0890, E-mail (+421} 33 730 0890, e-mail: sanecasaneca Com - www.saneca. com

ICO: 46 833 323 - IC DPH SK2023599842 . Tartabanka a.s - ¢.u. 292012341611 100
KOMMEPUACHHA PErHCTD PAROINOID CYIUE TiHaBA, pasian Sa, nosap BcTascn 1060 1T
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Certificate of analysis

Product LOZAP ®
Product number 12004852 Batch LIMS HY 707677
Batch number 2110619 Released quantity 16 733  PACKS
Dosage strength 50 mg
Dosage form film-coated tablets
Packaging size 90 tbl flm Date of analysis 11.07.2019
Manufacture date 20.06.2019 Specification P NO15897/01-301109
Expiry date 31.05.2021 Marketing authorisation P NO15897/01
Importing country Russia No.
Test Limits Results
Appearance
Description white to off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive
Average mass of 1 tablet 0.1976 gto 0.2184 g 02036 g
Uniformity of mass 18/20 thl. NMT £ 7.5 %, complies

Uniformity of mass of divided tablets

Disintegration time in water
Dissolution active substance
after 30 min. (Q)
Purity HPLC
Losartan isomer
Other impurities each
Sum of all impurities
Content
Losartan potassium in | tbl.
Mikrobiologick# kvalita
- GF XII, category 3A
Total aerobic bacteria
Total Fungi
Absence of Escherichia coli

2/20 tbl. NMT £ 15 % from
determined average mass
18/20 half tbt. NMT £ 7.5 %5, complies
2/20 halftbl. NMT + 15 %
from determined average mass

NMT 30 min 8 min

NLT 75 % 96;100,95,98,95;96 %
NMT 0.2 % ND

NMT 0.2 % ND

NMT 0.5 % ND

0.0475 g0 0.0525 g 0.0493 g

NMT 1 000 CFU/g 0 CFU/g

NMT 100 CFU/g 0 CFU/g

absenceinl g negative

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Hiohovec - Slovenska republika

Teb (+421)33 736 1111, Fax: (+421) 33 730 0890. E-mail- saneca@sanseca.com ~ www SANeCa.com
180 46 833323 - IC OPH SK2023599842 - Tatrabanka a 5. - & 0. 2920123416/1100

Obchodny regisler Okreandho sidu Tmave. Oddel S8 Vioiks tislo 100017
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Saneca
Pharmaceuticals

Certificate of analysis

Product LOZAP ®
Product number 12004852

Batch number 2110619

Dosage strength 50 mg

Dosage form film-coated tablets
Packaging size 90 tol fim
Manufacture date 20.06.2019

Expiry date 31.05.2021
Importing country Russia

Batch LIMS HV 707677

Released quantity 16 733 PACKS
Date of analysis 11.07.2019
Specification P NO15897/01-301109
Marketing authorisation P N015897/01
No.

I hereby confirm that the above information is authentic and accurate.
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,

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

"
Certified by QP: FarkaSové Emilia (| |

o

# P

This batch of product has been manufactured including packaging

packaging and analysis records were reviewed and found to be in
compliance with GMP.

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified on: 16.07.2019

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Hiohovec - Siovenska repubtika
Tel (+421}33 736 1111, Fax: (+421) 33 730 0890, E-mall. saneca@saneca.com - www.saneca com
GO 46 833323 - IC DPH SK2023599842 - Totrabanka a.s. - & U 2920123416/1100

Obchodng register Okreendha sidy Tmava Oddel Sa Viodha Sske 10801/T



