AERKJVIAPALIMA O COOTBETCTBHHA

AEKJAPAHT, UPHHAMAIOIIHIA JEKJAPAIIAIO O COOTBETCTBUU
| AQ "Canogpu Poccus”
| 3apezucmpuposano : Mescpaiionnan uncnexyun MHC Poccuu Ne39 no 2. Mocxee OT'PH 1027739079940 om
19.08.2002
Adpec: 125009, z. Mocksa, ya. Teepcxkan, 0. 22. Tenegpon:8 (495) 721-14-00
| B auye.: I enepansrviil Oupexmop Adavan HB.
| Hoeepennoe nuyo: Knoxosa FO.C., doeepennocms 6/ om 01.12.2017

| BASIBJAET, UTO

| rexapcmeennoe cpedcmso: Jlozan, mabnemxu noxpoimsie naenovHol oboroyxeti 100 se 10 wim., ynaxoexu
Aveiixossie kounypusle (9), nauxu xapmounvie, PY Ne JICP-004055/10 om 07.05.2010 (dama 3amens
16.08.2017) evioarno AQ “"Canoghu Poccusn”, cepus 2680618, napmun 5457 ynaxosox, z0den do 31.05.2020,
npouzeodcmea Canexa Capmacviomurane a.c., Croeayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIA2 21.20.10.142, xod TH B3Il 3004900002,

i xKonmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085305852 om 13.09.2018

COOTBETCTBYET TPEEOBAHMAM

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

AEKJJAPATIVST IIPHHSITA HA OCHOBAHHA

npomoxon ucnoimanui Ne 2688 0 om 18.09.2018 HJT OO0 HL] "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmughuxam POCC SK.OM08.C23057 om 18.09.2018

W Knoxosa 1H0.C.

/ . 1énnucs O.H.0

CBEJIEHHSI O PETUCTPALIAN

OPT'AH 10 CEPTHOHKAITHY, 3APETACTPUPOBABIINI TEKJIAPAIIIO

RA.RU 11®M08 OPIAH ITO CEPTHOHKALUH HPORQVKIIHH OBLIECTBO C ONPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYIKHOH IJEHTP KOHTPOJIA KAYECTBA"

adpec opzanusayun. 115280, 2. Mocksa, yn. Macmepxosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no
cepmugburayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: OYKK. pd)

o Iunenxo H.B.
Pywopoaurens OC




SANGOF

Canexa @apmaceioThkac a.c., Ciosaukas Pecnybnuka

Hutpuancka 100, 920 27 I'naroeens

CEPTHO®HKAT AHAJIU3A

Jlozan, TabAETKH, HOKPLITHIE NJICHOYHOH 06oa04Koii 100 My Ne 90

Hata usrorosnenus: 25/06/2018
31/05/2020

Togen no:
Cepus: 2680618

HJ1 JICP-004055/10-070510

INOKA3ATEJIb HOPMBI PE3YJIBTATHI
Onucanue HPOJOITOBATHIE IBOSKOBBITYKIIHIE COOTBETCTBYET
TAbNETKH, NOKPHIThIE TLIEHOTHOMH
0007104KOH OT Bes0ro A0 IHOYTH HENOro
BETA, ¢ PACKOH ¢ 06eHX CTOpOH
Hoanuuuocts (BIJKX)
- Jlo3apTaH Kanus Rt (0obpasna) = Rt (crangapra) COOTBETCTBYET
- Cpeauss Macca 1 rabnetkn o1 0,3933 r 10 0,4347 r 0,4134r
- OnHoOpoaHOCTE 110 Macee Eep. ®apmaxomnes (2.9.5) COOTBETCTBYET
- OnHOpoRHOCTE 110 Macce Epp. ®apmakones (2.9.5) COOTBETCTBYET
noJieNeHHbIX TabIeToK
- PacnajaemMocts B BOjIE He Oonee 30 MuUHYT 3 MuH
PacrBOopenue He MeHee 75% (Q) yepes 30 MuayT COOTBETCTRYET
Hocropornue npumecu (BIXKX)
- Uzomep Jsto3aprana He Gonee 0,2% COOTBETCTBYET
- Hpyrue euunvnbie npuMECH He Oonee 0,2% <0.05%
- CymmMa npumeceit He Oosee 0,5% <0.05%
MukpodHoJornuecKas YHCToTa I'd XII, kareropus 3A COOTBETCTBYET
KoanuecrBenHnoe onpeaesenne
- JlozapTau kamis B 1 TaGneTke or 0,0950 r no 0,1050 r 0,1002 r

3AKJIFOUEHHUE: CootBercTByeT TpeGoBausaM cneHr(HKaImy.

Hactosium s noarsepxaaro, 4To HH(popMauus, IpeacTapieHHas BhlLIe, SBIACTCS TOMMHHON |
AocToBepHO#. JlanHad naprms TpoiykTa Obila NPOM3BEIEHA, BKNIOYAS YNAKOBKY/MapKHPORKY M
KOHTPO/Ib Ka4¢CTRA, HA YKa3aHHOM NPEJIPHATHH(AX) B IIOIHOM COOTBETCTBHH ¢ TPeBOBaHHSIME
Hannexaiue# npoussoncteenHoi npaxtuky (GMP) MeCTHOro KOHTPOTHpPYIOIIETo Oprana, a TakxKe co
creluuKanuaMy, YKa3saHHbIMM B PerHCTPAallHOHNHOM YAOCTOBEDEHHM CTPaHLI-MMIIOPTEpa A
daitiiom cnenudukanaun fns MCCaENyeMBIX METUUMHCKHX NpenapaToB. OTd4ersi 0 IPOH3BO/CTEE,
YTIAKOBKE H aHAIIN3E CepUM ObLTH NPOBEPEHE! M NPUIHAHBI COOTBETCTBYIOUINMHE TpeboraHHsM GMP

Pemenue: Bemymen 30/08/2018

YnonnoMouenHoe nUILO: Karlovska Mariana

A «Canogn Pocouis

Adpec: 125008 Mocyea, yn Teeporan, 22 Ten : (495) 721-1400 ®akc {495 T21-14171. wew sanafi.ru
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Certificate of analysis

Praducr LOZAP &

Product number 12004776 Batch LiMS HI 646062

Baich number 2680618 Released quaniity 5457 PACKS
Dosage stirength 180 mg

Daosage form film-coated 1ablets

Packaging size 90 thl Date of analysis 18.07.2018

Dissolution active substance
after 30 min. (Q)
Purity HPLC
L.osartan isomer
Other impurities each
Sum of impurities
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria
Total Fungi
Absence of Escherichia coli
Content
Losarlan potassium in 1 tbl.

NLT 75 %

NMT 0.2 %
NMT 0.2 %
NMT 0.5 %

NMT | Q00 CFUrg
NMT 100 CFU/g
absencein i g

00950210 0.1050 ¢

Manyfacuere date 25.06.2018 Specification LSR-004055/10-070510
Lxpiry dare 31.05.2020 Murketing quthorisation LSR-004055/10
lmporting counry Russia No.
Test Limits Results
Appearance 7
Description white to off-white.oval, complies
biconvex film-ceated tablets,
half-scored on both sides
Identification
Losartan potassium  (HPLC) identical RT positive
Average weight of 1 tablet 03933 gt0 04347 ¢ 04134
Mass variation 18/20 tbh. NMT 2 5 %, complies
2720 1bl. NMT £ 10 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half thl. NMT 4 7.5 %, complies
2720 half bl NMT = 15 %
from determined average mass
Disintegration time in water NMT 30 min 3 min

100;100:58;102;100;102 %

ND
<0.05 %
<0.05 %

0CFU/g
0CFU/g
negative

0.1002 g

Conformity with the specification.

Saneca Pharmaceuticals a.5. - Nitianska 100 - 920 27 Hishover - Siovensha republka
Tel (4421333736 Y111, Fax (4453023 730 0BS0. E-mait SEMECHTE
W30 48 832 323 - 10 OPH SKZ023569842 - Javabenke s s - & 0 ZERO1Z3416/1100
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Saneca

Fharmaceuticals
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Certificate of analysis

Product LOZAP @
Product member 12004776 Batch LIMS HY 646062
Batch number 2680618 Releused quantin 5457 PACKS
Dosage strength 100 mg
Dosage form film-coated tablets
Packaging size 90 tb] Date of anolysis 18.07.2018
Manwfacture dute 25.06.2018 Specification LSR-004055/10-070510
FExpiry date 31.05.2020 Marketing authorisation LSR-004055/10
{mporting country Russia No

thereby confirm that the above information is authentic and accurate. This batch of product has been manufactured inciuding packaging
and quality control at site fully eperating in compliance with E 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 contrel and release 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 : V1. 059/13.2 Authorisation number : VL 059/13.2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017

e s
ALl
Certified by QP: Karlovska Mariana Certified on: 30.08.2018

Saneca Pharmaceulicals a.¢. - Nitnangha 100 - 650 27 Hiohover Stavensia repubiha
Tel (+421)32 736 1111, Fax {+4211373 730 0899 E-mail SANECHEDERECE COM - W SANECE Com
3. 10 DPH OSK2023566840 - Tatra:anks a s B PRE R RIS
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