JEKJAPALIIASI O COOTBETCTBUU

AEKJIAPAHT, IPHHUMAIOIIWH JEKJAPAIIHIO O COOTBETCTBI/II/I
AOQ "Canogpu Poccus”
Ceedenus 0 pezucmpayuu opzanusayuu: Mesicpaiionnan uncrexyus dieaepaabnou Haneezoeotl cryocobl Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OF'PH 19.08.2002.
Adpec: 125009, 2. Mocksa, yn. Teepcras, . 22. Teneghon/panc: 8 (495) 721-14-00/ 721-14-11
B nuye. Fenepanvuviii dupexmop Monoic O.A.
Hosepennoe auyo: Knoxoea FO.C., dosepennocms 6/1 om 01.12.2017

3ASBJHIET, YTO

rexapcmeenHoe cpedcmeo: Jlosan, manemxu noxpoimeie naeHouHol oborouxoi 12.5 mz 10 wm., YRAKOGKU
Aeiixossie Konmypee (9), navku kapmonnvie, PY Ne II N015897/01 om 30.11.2009 (6ama 3amerbt
16.08.2017) swidano AQ "Canopu Poccusn”, cepus 2110818, napmus 21453 ynaroeox, 200ex oo 31.07,2020,
npouseoocmsa Canexa Papmaceiomuxanc a.c., Croeayxan Pecnybruxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hiohovec, Slovak Republic, koo OKIT[2 21.20.10.142, xod TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10,2010, uneotic Ne 9085313480 om 15.11.2018

COOTBETCTBYET TPEEOBAHHSAM
I N015897/01-301109 uzm. Ne 1-8

AEKJIAPATIS HPMHSITA HA OCHOBAHUH
npomoxon ucnstmanui No 35140 om 27.11.2018 HIT 000 HI] "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmughuxam POCC SK. OMO8.C28507 om 27.11.2018
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CBEJEHMA O PETUCTPAITIHA

OPTAH ITO CEPTH®HUKAIINHM, 3APETHCTPHPOBABIINIM EKJAPAIIHIO

RA.RU.11OMO8 OPTAH O CEPTH®HKAIIHH ITPOIYKIHH OFIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP ROHTPOJIA KAYECTBA"

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 9. 4, am. 5, nom. I, xom. 1, adpec apeana no
cepmugpurcayuu: 115280, POCCHA, 20p0d Mockea, yn. Macmepxosa, 0. 4, sm, 5., men.. '(495)788-02-88, ac6-
caiim: oyxrx.pg.
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—:-s“rp aomDOf W
yaNeCTRaR
opean no

(siﬁj\ Hupeuxo KB,

{Higie:S Pyrosomurens OC




Crpannua 1 w3 2

Saneca

Pharmacenticals

Ceprudukar ananusa

Nexapemsennas gopua

TToodykm JIOBATI®

Hosep npodyvking 12004781 Cepus LIMS HI 647910

Homep cepun 2110818 Pazmep spinyiygennaii cepru 21 453 YITAKOBOK
Hozupoera 12,5 mr

TaBICTRH, AOKRPLITHIE
[UEEHOUHOH 060104 KOH

Jlozapran kanus (B2KX)
Cpenunaa macca Tabrerox

OOHOPOAHOCTE JOZHPOBAHHA HO
Macce

PacnanaemocTs & Boge
PacTsopenne
qepe2 30 muxn (Q)
MocToponsne npumecu (BIXKX)
Hzomep nozaprana
Lpyrue enuHnunbIe npumecy
Obiee coneprkante npumeceii
KoanuecreeHwoe onpeieienne
Jlozapran kanus B 1 Tab.
Muxpobuoaornueckast YHCTOTa
- "D XII, kareropus 3A

Ob1i1ee uMCno aspobHEIX
MHKPOOPIAHHIMOB
Obee uMcao rpuBor

Orcytersue Escherichia coli

Pazmep ynaxosxy 90 Tab. Hama npoeedenun ananuza 06.09.2018
Viema npouzsodcmea 17.08.2018 Creyuduayus ITNO15897/01-301109
Vlama wcmewenus cpoxa  31.07.2020 Howmep pezucmpayuonnozo ITNO15897/61
2o0HOCHY YOOCMOBepeHUR:
Cmpana-umnopmep Pocceus Ao
HcenbiTanne Hopmsi PesyjibraTni
Onmucanne
Onucanue TalReTKH oBanbLHbIE COOTBETCTBYET
RBOAKOBLIIYKNbIE OEN0r0 HiH NOYTH
BeNoro uBeTa, MOKPLITHE NACHOYHOH
odonoyKoi
NoaruuHoOCTL

RT (o6pasua) = RT (craupapra)
0,0998-0,1103 r

18/20 1abs. ne Honee £ 7,5 %, 2/20
Tabn. He Gonee £ {5 % o1

YCTEHOBNEHHOH cpenHei Macchl
He bonee 30 mun

HE MeHee 75 %
He Bonee 0,2 %
He Gonee 0,2 %

He Bonee 0,5 %

0.011875-0,013125r

He Oonee 1000 KOE/T

ne Gonee 100 KOE/r
OTCYTCTBHE R | 1

NONOKHTENBHBL pe3yibTar
0,1040 r
COOTBETCTRYET

5 mun

97,99; 101; 98:100; 100 %
H/o

< 0,05 %

< 0,05 %

0,012537 r

0 KOE/T

0 KOE/r
OTPHUATETIbHBIH Pe3yILTaT

CoorpereTBYeT TpeGOBAHHAM ClICHHPAKALHH.

HacTosimum 8 NOATBEMKAALO, Y10 BRIUEYKATAHHAS HHPOPMAIHA ABIACTCS BEPHOI H TOUHOIH. IIpon3BoACTBO A&HHOM cepun
TIPONYKTA, BRAKYAT YIAKOBKY H KOHTPONL KAUCCTRA HA COOTRETCTBYIOWHY 0GREKTAX, NOTHOCTHIO COOTBETCTRYET TPeGOBAHMIM
Haanexaneli npousBojctreHHoR Itpakrurn (GMP) EC, mecTHbIX POTYATOPHBIX OPTAHOB, & Takke cielBPHKALMAM, YKAZANHLIM B
Perucrpanyonsom y0cTOBEPEHHH CTpakb-uMnoprepa. Io pe3yALTaTaM NPOBSPKH 3ANUCCH O NPOMIBOACTBE, YNAKOBKE M anaIM3e
cepun GbLIC YCTAHORICHO COOTRETCTRHE TpeGoBaiiam GMP.

«Caneka PapmacblTHKanc 2.c.», HuTpuancka

Paspeuieno k nponaxe

100, 920 27 Tnorosew, Crosaukas PecnyGruka

Ten: (#4211 33 736 1171, Gake (+421) 33 730 0890, E-mait: {+421) 33 730 08B0, e-mail: saneca@saneca.com - www Saneca. com
ICC: 46 833 323 - IC DPH SK2023589842 - Tartabanka a s - c.u. 2020123416/1100

Koamepueckuit petscth paiomion ey Tmass. painen Sa. woken beraek 1060177



Ceprudukar anannza

Crparnna 2 u3 2

Sanecs

Pharmaceiticel

Viexapcmeennas thopva

Pazmep ynaxoexu
\ama npouzeodcmea

\ama ucmevenus cpora
Podnochtu
Cripana-umnopmep

TAabNETKH, MOKPBITHIE
nnenoyko 060I0yKod
90 Taba.

17.08.2018
31.07.2020

Poccus

Hama nposedenus ananuza
Creyughwayun

Homep pezucmpayuontozo
Yoocmoeepenun.
Mo

{Ipadyun JIO3ATIY

Houvep apodykma 12004781 Cepun LIMS HV 647910

Houep cepuu 2110818 Pasuep aumyugennoti cepuu 21 453 YIIAKOBOK
\osupoera 12,5 mr

06.09.2018
1 NO15897/01-301109
T NOTS897/01

HPDHSBOHCTBCHHEE AAOHIRARA:

«Canexa PapMacblOTHRANC a.c.», Hutprancka 100

92027, T'noroeur, Cnosauxas PecniyGnuka
Perucrpannonueiit Homep: VL 059/13-2
Cepruurar GMP Ne: SK/009V/2017

Yreepakaeno, ynoanomodennoe auuo:  dapracosa Imumna  Jlara: 12.11.2018

Mecro BEINYCKA H KOHTROAA KaMecTRa:

«Caneka PapMacsloTHKANC a.¢,», Hutprancka 100
920 27 I'noroseu PecnyGruka Cnosakus
Perucrpanmonunii nomep: V1. 059/13-2
Cepruduxar GMP Ne: SK/AQ09V/2017

«Carena PapmacbioTUKant a.c.», Hatpuancka 100, 820 27 Maorosey, Criosanxan PecnyBnimxa
Ten.: (+421) 33 736 1111, daxe: (1421) 33 730 0890, E-maik: (+421) 33 730 0890, e-mail: SENeca@saneca.com - Www.Saneca, com
IGO0 46 833 322 - {C DPH SK2023595842 - Tartabanka a.5 - c.u. 2820123416/1100

Kanmepueckin peructy pationnore cyla Thaka, pasgen Sa, wonep sorauen 106017
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Certificate of analysis

el

iCals

Preduct LOZAP ®

FProduct mmber 12004781 Baich LINMS Hi 647910

Barch number 2110818 Refeased quaniin: 21453 PACKS
Dasage sirength 12,5 mg

Dosage form film-coated tablets

Packaging size 90 thi Date of analysis 06.09.2018
Manufactire date [7.08.2018 Specification P Nol5897/1-301109
Foxpiry date 31.07.2020 Marketing authorisation P NO15897/01
Importing countey Russia Ao

Dissolution active substance
afier 30 min. (Q)
Purity HFLC
L.osartan isomer
Other impurities each
Sum of all impurities
Content
L.osartan potassium in | bl
Microbiological quality
- GF XII. category 3A
Total acrobic bacteria
Total Fungi
Absence of Escherichia coli

NLT 73 %

NMT 0.2 %
NMT 0.2 %
NMT 0.5 %

0.011875 g 10 0.013125 ¢

NMT t 000 CFU/g
NMT 100 CFU/g
absenceint g

97,99.101;98;100:100 %

ND
<0.05 %
<0.05 %

0012537 g

¢ CFU/g

0CFU/g
nepative

Test Limits Results
Appearance
Description white to off-white,oval,biconvex complies
fitm-coated tablets
ldentification
Losartan potassium  (HPLC} identical RT positive
Average weight of 1 tablet 0099821001103 g 0.1040 g
Uniformity of mass 18720 tbl, NMT = 7.5 %, complies
2720 tbl. NMT + 15 % from
determined average mass
Disintepration time in water NMT 30 min 5 min

Conformity with the specification.

F 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

suthorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found te be in
compliance with GMP.

Release for sale

Saneca Pharmaceuticals as. - Ritrianska 100 - 920 27 Highover - Slovenska reputdika

Yel (4AZT;33 736 1111 Fan £4421) 33 730 0590, E-mait saneca{@saneca Lom -
IC GPIH SKZ0235%9842 - Tatrebanka a s - & 6 2020173418/1300

0 46 633 322 -

G SENEDE Com
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Certificate of analysis

Product LOZAP &
Product nimber 12004781 Batch LIMS #H1 647910
Bateh mumber 2110818 Keleased guaniin: 21453 PACKS
Dosage strength 12,5 my
Dosage form film-coated 1ablets
Packaging size 90 1b] Date of anulvsis 06.09.2018
Manufactre date 17.08.2018 Specificarion P Nol5897:01-301100
Expiry date 31.07.202¢ Marketing authorisarion P NO15897/01
Importing comnnm Russia N,
Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovee, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number : VI, 056/13-2 Authorisation number : VL 059/13-2
GMP Centiffcate No : SK/009V/2017 GMP Certificate No : SK/009V/2017
Certified by QP: Farkasova Emilia Certified on: 12.11.2018

Saneca Pharmaceuticals a.s. - Nitriangks 100 . 920 27 Hiohovec - Slovensks republike
Tek (1421135 736 1117 Faun: {(+421) 33 720 0880 E-mai SENECATEENECE COM » WA SERECE COr
IO 48 833 323 - 10 DPH SK20734666842 Tairal:znkaas - & o

Tithadey reg e Ohresnann il Tmava Shbied Sa Vinken et 1oenty

220234671100




