ZENTIVA

CepTudukar npousBoaurtesis Ha cepuro Ne 2973

Ha3zeanue: Jlozan miroc

Homep npooyxma: 11009388_0052

Cepus: 3530522 Cepus LIMS HV: 281498
llozuposka. 50 MT'; 12,5 MI' Cepus LIMS MZT: 279764

Ta0JIETKH, TOKPHITHIC

JI : N . P 1] 13 020 VIIAK.
exapcmeenHas opma ICHOHON 0GOI0UKOMH azmep 8bINyUeHHOU cepuu
Tun ynaxosxu Bmactep 6 X 15 Cmpana-umnopmep Poccus
Jlama npouzeodcmea 31.05.2022 Homep pecucmpayuonnozo JICP-000084
Jlama ucmeuenus cpoka 30.04.2025
200HOCmU
Cneyughuxayus JICP-000084-020920
Hcnoimanue Hopmuvi Peszynomam
Onucanue [IpononroBaTsie TAOIETKH CBETIIO-XKEJITOTO 1IBETA, CooTBeTcTBYET
MOKPBITHIE INICHOYHOH 000JIOUKO#, C pa3AeNsIolIeil momnojiam
pHCKOfI Ha 00enx CTOpOHax.
Hopaunnocts (YIKX)
Jlo3zapTan xamusa — Bpems ynep:xuBaHust Bpemena ynep>xuBaHHs OCHOBHBIX IIMKOB (JI03apTaH) Ha CooTBeTcTBYyET

XpoMarorpaMme pa3z0aBJICHHOTO UCTIBITYEMOTO pacTBOpPa
JIOJKHBI COOTBETCTBOBATh BPEMEHAM yIEPKHBAHUS
OCHOBHBIX ITHKOB Ha XpOMaTOrpamMmMe pa30aBIeHHOTO
CTaHIapTHOTO PacTBOPA.

Jlozapran kanus — Y ®-criekrpomeTpust Y®-criekTp OCHOBHBIX MUKOB (JI03apTaH) HAa XpOMaTOrpaMMe CooTBeTcTBYET
pa36aBIEHHOTO HCIBITYEMOTO PaCTBOPA JOJDKCH
COOTBETCTBOBATh Y D-CHEKTPY OCHOBHBIX ITUKOB HA
XpoMarorpaMme pa3z0aBJICHHOTO CTaHAAPTHOTO pacTBOPA.
I'mppoxmnopornasun — Bpems ynep:xuanus Bpemena yaepkuBaHus OCHOBHBIX IIUKOB CootBeTcTBYyET
(ruapoXJIOpOTHA3KI) HA XpoMaTorpaMme pa30aBICHHOTO
HCTIBITYEMOTO PacTBOPA JIOIKHBI COOTBETCTBOBATh BPEMEHAM
yIEP>)KUBAHHS OCHOBHBIX ITMKOB Ha XPOMAaTOrpaMMe
pa30aBIeHHOr0 CTaHAAPTHOTO PACTBOPA.
I'unpoxnoporuasun — Y ®-cieKrpoMeTpus Y®-crekTp OCHOBHBIX ITHKOB (THIPOXJIOPOTHA3H) HA CootBeTcTBYyET
XpoMarorpaMme pa3z0aBJICHHOTO HCIIBITYEMOTO pacTBOpPa
JIOJDKEH COOTBETCTBOBATh Y D-CIEKTPY OCHOBHBIX ITUKOB Ha
XpoMarorpaMme pa3z0aBJICHHOTO CTaHAAPTHOTO pacTBOpA.

Hopaunnocts (BIKX)
opuHHOCTH
Jlnokcun Turana JKenToBaTo-opaHxeBO€ OKpaIIUBaHUE CooTBeTcTBYyET
Quinoline Yellow Bpemena yaepKHBaHuUs [BYX OCHOBHBIX MUKOB Quinoline CooTBeTCTBYET

Yellow Ha XpoMaTorpaMMe UCIIBITYEMOTO PAaCTBOPA JOKHBI

COOTBETCTBOBATh BPEMEHAM YACPKUBAHUS
COOTBETCTBYIOIINX IIMKOB Ha XPOMAaTOrpaMMe CTaHAapTHOTO
pacTBopa.
Pounceau 4R Bpemena ynepxupanus nuka Pounceau 4R Ha CootBeTcTBYyET
XpOMaTOrpamMMe HCIBITYEMOI'0 pacTBOPa JOJKHbI
COOTBETCTBOBATh BPEMEHAM YACPKUBAHUS
COOTBETCTBYIOIUX IIMKOB Ha XpPOMAaTOTPaMMe CTaHAAPTHOTO
pactBopa.

Cpeansis Macca Ta0J1IeTOK 0,400 T + 5% (0,380 — 0,420 1) 0,400 r
PacrBopenne
Onerka CooTBeTcTBYET CootBeTcTBYyET
KosmaectBo 06pasiios (JIozapTan Kams) 6
Cpennee 3nauenue (Jlozapran kanus) ; 99 %
Mun (Jlo3apTan kamnusi) 91 %
Makc (JIo3apTan xamust) 104 %
Koym4ectBo 06pa3mos 6

(T'unpoxnoporuasnm)
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ZENTIVA

CepTudukar npousBoaurtesis Ha cepuro Ne 2973

Ha3zeanue: Jlozan miroc

Howmep npoodykma: 11009388 0052

Cepus: 3530522 Cepus LIMS HV: 281498
llozuposka. 50 MT'; 12,5 MI' Cepus LIMS MZT: 279764
Jlexapcmeennas gpopma: Eiii?ﬁi;;ggz?;:foﬁ Pazmep svinywennoii cepuu 13 020 VIIAK.
Tun ynaxosxu Bmactep 6 X 15 Cmpana-umnopmep Poccus

Jlama npouzeodcmea 31.05.2022 Homep pecucmpayuonnozo JICP-000084
Jlama ucmeuenus cpoka 30.04.2025

200HOCmU

Cneyughuxayus JICP-000084-020920

Cpennee 3nauenue (I'uapoxsioporuasunm) He menee 75 % (Q) uepe3 30 muH. 101 %
Mun (I'uapoxiiopoTrasun) 100 %
Makc (I'mapoxsiopoTrasun) 102 %
PoxcTBennble mpuMecH —

ruapoxyoporuasuj (YIKX)

IMpumecs B (mpoayxT pazioxenust ACB) He 6oiee 1,0 % <0,05 %
Jlro6ast eHUYHAST HACHTAPUITUPOBAHHAS

MIPUMECh He 6omee 0,5 % 0,2 %
Enunnunas HenaeHTH(UIHUPOBaHHAS

MIPUMECh He 6omee 0,2 % 0,1 %
Cymma npumeceit He 6onee 1,5 % 0,3 %
PoacrBennbie npumecu —

ruapoxyoporuasuj (BIXKX)

Poacreennnie npumecu — Jlozapran

kaaus (YIKX)

EnuHuYHBIC TPOAYKTHI PA3JIOKEHHUS —

RRT 1,49 He 6omee 0,2 % <0,05 %
EnuHuYHBIC TPOAYKTHI PA3JIOKEHHUS —

RRT 1,65 He 6omnee 0,2 % <0,05 %
Jlro6ast euHUYHAST HACHTUPUITUPOBAHHAS

MpUMECh He 6oiee 0,2 % <0,05 %
Cymma npumeceit He 6oiee 0,5 % <0,05 %
Poncreennsnie npumecu — Jlozapran

kajusa (BIKX)

OaHOPOXHOCTH 103HPOBAHMS

AV (JIozapran) <150 2,9
OnHOpOIHOCTE conepxkumoro (Jlo3apran) AV <150 CooTBeTCTBYET
AV (I'mppoxnopotuasum) <15,0 4,0
OHOPOIHOCTH COIEPKUMOTO

(T'unpoxnoporuasnm) AV <150 CootBeTcTBYyET
Mukpoounoaornyeckast YHCTOTA

Oo611ee 9nciio adpoOHBIX OaKTepHin

(TAMC) e Gonee 103 KOE/r 0 KOE/r
O6miee uncio rpudos (TYMC) He 6onee 10> KOE/r 0 KOE/r
Escherichia coli Ortcyrcrsue (1 1) CooTBeTCTBYET
KonuuecrBennoe onpenesenne (YIKX)

Jlozapran 47,5-52,5wmr

KonuuectBennoe onpenesenne (BIKX)

KoauuyecrBennoe onpenesenune (YIXKX) JEpy

TIMunpoxnopoTrazun 11,9 -13,1Mr 357

KosmuecTBenHoe onpeneienne (BIKX) i
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ZENTIVA

CepTudukar npousBoaurtesis Ha cepuro Ne 2973

Ha3zeanue: Jlozan miroc

Homep npooyxma: 11009388_0052

Cepus: 3530522 Cepus LIMS HV: 281498
llozuposka. 50 MT'; 12,5 MI' Cepus LIMS MZT: 279764

Ta0JIETKH, TOKPHITHIC

Jlexapcmeennas gpopma: UICHOUHOH OBOI0UKOi Pazmep svinywennoii cepuu 13 020 VIIAK.
Tun ynaxosxu Bmactep 6 X 15 Cmpana-umnopmep Poccus

Jlama npouzeodcmea 31.05.2022 Homep pecucmpayuonnozo JICP-000084
Jama ucmeyenus cpoka 30.04.2025

200HoCmu

Cneyughuxayus JICP-000084-020920

3AK/IIOYEHHME: CooTBeTcTBYeT TPeOOBAHUAM crienHpUKALNHN.

Cepus cooTBeTcTBYeT TpeboBaHnsIM HopmaTuBHON JloKyMeHTaIMu, B HACTOSAIIMN MOMEHT 3aperiucTpupoBaHHol B Poccuiickoit
Dezepalyu Mo MePEeUUCICHHBIX TapaMeTpaM KadecTBa.

YTBEPXKJEHO K BBIITYCKY
MecTo npou3BOICTBA U KOHTPOJISI KauecTBa:
«3eHTHBa K.C.» (oduIHaNbHbIN paBonpeeMHIK «3eHTrBa a.c.» ¢ 01.01.2009) Ten.: +420 267 241 111
V¥ kaGenosusl 130, 102 37, IIpara 10, Honan Mexomynsl, Yemmckas Pecry6nuka ®daxkc: +420 267 243 627

JIunensust Ha npoun3sBocTBo Ne 25473/2/INS/98 (nmocnennee n3menenue 21245/2022)
Ceprudukat GMP Ne cocrt. 252740/2020

YTBEep>KICHO yIOJIHOMOYECHHBIM JIMLO 3€HTUBA, K.C.
JlanHbIi cepTuduKaT aHamM3a MOANHICAH 3JIeKTPOHHOM HoAmHchio B cucreme LIMS.

Beimyieno: Matusik Jakub Harta Beimycka: 27.06.2022

Brimymeno: Matusik Jakub CoA Hacrpoiika: EN_ COFA
JHata: 27.06.2022 Jlarta nevartu: 27-uron-2022 16:39
Ortuer 6e3omacHocTr ID: 15 848
baza manmsx: LIMS_ELP PROD V8
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ZSNTIVA

Manufacturer batch certificate No. 2973

Max (Losartan potassium)
Number of samples (Hydrochlorothiaz
ide)

Name: Lozap plus
Product number: 11009388 0052
gﬁ?,fg},; ?3%2052122 MG Batch LIMS HV: 281498
Dosage form: Film-coated tablet Batch LIMS MZP: 279764
Package type: BLI6 X 15 Lot quant. released: 13020 PAC
Manufacture Date: 31.05.2022 Importing country: Russia
Expiry date: 30.04.2025 Marketing authorisation No.  LSR - 000084
Specification: LSR-000084-020920
Test Specification Result
Appearance Light yellow, oblong film-coated tablets scored on both Complies
sides.
Identification tests (UPLC)
Losartan potassium - Retention time Retention time of main peak (losartan) in the Complies
chromatogram of the diluted test solution must
correspond to that in the chromatogram of the diluted
reference solution.
Losartan potassium - UV spectrum UV spectra of main peak (losartan) in the chromatogram Complies
of the diluted test solution must correspond to that in the
chromatogram of the diluted reference solution.
Hydrochlorothiazide - Retention time Retention time of main peak (hydrochlorothiazide) in the Complies
chromatogram of the diluted test solution must
correspond to that in the chromatogram of the diluted
reference solution.
Hydrochlorothiazide - UV spectrum UV spectra of main peak (hydrochlorothiazide) in the Complies
chromatogram of the diluted test solution must
correspond to that in the chromatogram of the diluted
reference solution.
Identification tests (HPLC)
Identification tests
Titanium dioxide Yellow-orange coloration Complies
Quinoline yellow Retention times of two main peaks of Quinoline Yellow in Complies
the chromatogram of the test solution must correspond to
those of the respective peaks in the chromatogram of the
reference solution.
Ponceau 4R Retention time of main peak of Pounceau 4R peak in the Complies
chromatogram of the test solution must correspond to
that of the peak in the chromatogram of the reference
solution,
Average mass of tablet 0.400 g + 5% (0.380 — 0.420 g) 0,400 g
Dissolution
Evaluation Complies Complies
Number of samples (Losartan 6
potassium)
Average amount (Losartan potassium NLT 75% (Q) in 30 min 99 %
)
Min (Losartan potassium) 91 %
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ZSNTIVA

Manufacturer batch certificate No. 2973

Name: Lozap plus

Product number: 11009388_0052

Batch: 3530522 " 281498

Strength: 50 MG; 12,5 MG Sateh LIS HIS

Dosage form: Film-coated tablet Batch LIMS MZP: 279764

Package type: BLI6 X 15 Lot quant. released: 13020 PAC

Manufacture Date: 31.05.2022 Importing country: Russia

Expiry date: 30.04.2025 Marketing authorisation No. LSR - 000084

Specification: LSR-000084-020920

Test Specification Result

Average amount (Hydrochlorothiazid NLT 75% (Q) in 30 min 101 %
€)
Min (Hydrochlorothiazide) 100 %
Max (Hydrochlorothiazide) 102 %

Purity test - Hydrochlorothiazide (UPLC)
Impurity B (degradation product ACB <=1,0% <0,05 %
)
Other known impurities individually <=0,5% 0,2 %
Unknown impurities individually <=0,2% 0,1 %
Total impurities <=1,5% 0,3 %

Purity test - Hydrochlorothiazide (HPLC)

Purity test - Losartan (UPLC)
Degradation products individually - <=0,2% <0,05 %
RRT 1.49
Degradation products individually - <=0,2% <0,05 %
RRT 1.65
Any single identified impurity <=0,2% <0,05 %
Total impurities <=0,5% <0,05 %

Purity test - Losartan (HPLC)

Uniformity of dosage units
AV (Losartan) <=15,0 2,9
Content uniformity (Losartan) AV <15.0 Complies
AV (Hydrochlorothiazide) <=15,0 4,0
Content uniformity (Hydrochlorothiaz AV <150 Complies

ide)
Microbiological quality

Total aerobic microbial count (TAMC) NMT 103 CFU/g 0CFU/g
Total yeasts/moulds count (TYMC) NMT 10”2 CFU/g 0 CFU/g
Escherichia coli Absence (1 g) Complies
Assay (UPLC)
Losartan 47,5 - 49,4 mg
52,5 mg
Assay (HPLC)
Assay (UPLC)
Hydrochlorothiazide 11,9 - 12,1 mg
13,1 mg
Assay (HPLC)
Issued By: Matusik Jakub CoA Setup: EN_COFA
Date: 27.06.2022 Page 2 of 3 Print Date; 21:0m:2022 1639

Secure report ID: 15 848
Databize LIMS_ELP_PROD V8




ZSNTIVA

Manufacturer batch certificate No. 2973

Name: Lozap plus

Product number: 11009388_0052

Dosage form: Film-coated tablet Batch LIMS MZP: 279764
Package type: BLI 6 X 15 Lot quant. released: 13020 PAC
Manufacture Date: 31.05.2022 Importing country: Russia

Expiry date: 30.04.2025 Marketing authorisation No. LSR - 000084
Specification: LSR-000084-020920

CONCLUSION: Conformity with specification

The batch meets the requirements of the Normative Document currently registred in Russian Federation
on the listed quality parameters.

APPROVED FOR RELEASE

Manufacturing and quality control site: Tel: +420 267 241 111

Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009) Fax: +420 267 243 627

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change sukls21245/2022)

GMP Certificate No.sukls 252740/2020

Approved by QP Zentiva, k.s.

This CoA was signed electronically in LIMS system.
Released by: Matusik Jakub Release Date: 27.06.2022

Issued By: Matusik Jakub
Date: 27.06.2022 Page 3 of 3

CoA Setup:  EN_COFA
#Prnt Date, 27-0vn-2022 1639

o Secure report ID: 15 848
:‘;f Databaze: LIMS_ELP_PROD_V8






