ZENTIVA

CepTudukar npousBoaurtesis Ha cepuro Ne 1222

Ha3zeanue: Jlozan miroc
Howmep npoodykma: 11009388_0052
Cepus: 3020222 Cepus LIMS HV: 260055
Hosupoeka: 50 MT; 12,5 MI' Cepus LIMS MZT: 259489
Jlexapcmeennas gpopma: Ta6HeTKH’VH OKPEITBIC Pazmep svinywennoii cepuu 13 258 VITAK.
TUIEHOYHOH 000JI0UKOH
Tun ynakoexu Brmcrep 6 X 15 Cmpana-umnopmep Poccus
Jlama npouzeodcmea 21.02.2022 Homep pecucmpayuonnozo JICP-000084
Lama ucmeuenus cpoxa 31.01.2025
200HoCmu
Cneyughuxayus JICP-000084-020920
Hcnoimanue Hopmul Peszynomam
OnucaHue [IpononroBaTeie TAOIETKH CBETIIO-XKENTOTO 1BETA, IIOKPBITHIC CooTBeTcTBYET
IUIEHOYHOH 000JI0YKOH, ¢ pa3aessIoniel IonojaaM puckoi Ha
00enx CTOpOHaxX.
Hopaunnocts (YIKX)
Jlozapran kanus — Bpemst Bpemena ynep>xuBaHusS OCHOBHBIX IIHKOB (JI03apTaH) Ha CooTBeTCTBYET
yepIKUBaHHS XpoMarorpaMme pa30aBICHHOTO UCIIBITYEMOTO pacTBOpa
JIOJDKHBI COOTBETCTBOBATH BPEMEHAM Y IEPIKMBAHHS OCHOBHBIX
[IMKOB Ha XpOMaTorpamMMe pa30aBIeHHOTO CTaHAAPTHOTO
pacTBopa.
Jlozaptan xanus — Y®-cnekrpomerpus | Y@D-creKTp OCHOBHBIX MMUKOB (JIO3apTaH) Ha XpOMaTOrpaMMe CooTBeTcTBYET
pa30aBIEHHOTO UCHBITYEMOTO PacTBOpa AOJDKEH
COOTBETCTBOBATH Y D-CIIEKTPY OCHOBHBIX IIHKOB Ha
XpomarorpaMme pa30aBICHHOTO CTaHIapTHOTO pacTBOpA.
I'mppoxnoporuasun — Bpems Bpemena ynepxuBaHUsS OCHOBHBIX ITHKOB (THIPOXJIOPOTHA3H) CooTBeTCTBYET
yJCPKUBAHUSA Ha XpoMarorpamMme pa30aBJICHHOTO MCIIBITYEMOrO PacTBOpa
JIOJDKHBI COOTBETCTBOBATH BPEMEHAM YIEPKMBAHHS OCHOBHBIX
[IMKOB Ha XpOMaTorpaMMe pa30aBIeHHOTO CTaHAAPTHOTO
pacTBopa.
I'unpoxnoporuazuy — Y O- Y®-cnekTp OCHOBHBIX MHKOB (THAPOXJIOPOTHA3H) HA CootBeTcTBYyET
CIIEKTPOMETpPHS XpoMarorpaMme pa3z0aBJICHHOTO UCIIBITYEMOTO PacTBOPA JIOIDKEH
COOTBETCTBOBATH Y D-CIIEKTPY OCHOBHBIX IIMKOB Ha
XpoMmarorpaMme pa30aBICHHOTO CTaHIapTHOTO pacTBOpa.
Hopaunnocts (BIKX)
Jlo3apran xanus — Bpems BpeMmena yaepxuBaHus OCHOBHBIX IMUKOB (JI03apTaH) Ha He tpebyercs
yICPKUBAHUSA XPOMAaToOrpaMMe UCIBITYEMOTr0 PacTBOPa, IPUTOTOBIEHHOTO IS
KOJIMYECTBEHHOTO ONPEIENICHNS, JOJDKHBI COOTBETCTBOBATD
BpPEMEHAM YAEP)KUBAaHUsL OCHOBHBIX IIMKOB HA XpOMATOrpamMMe
CTaHapTHOTO pacTBopa.
I'mppoxmnoporuasun — Bpems Bpemena ynepkuBaHUsS OCHOBHBIX ITHKOB (THIPOXJIOPOTHA3H) He tpebyercs
yIepIKUBaHHS Ha XpOMAaTOTrpaMMe HCIBITYeMOTO PacTBOPa, IPUTOTOBICHHOTO
JUISL KOJIMYECTBEHHOTO ONPEJeNIeH s, JOJDKHEI COOTBETCTBOBATh
BPEMEHAM YAEP)KUBAaHUsI OCHOBHBIX IIMKOB HA XpOMATOrpamMMe
CTaHAAPTHOTO PacTBopa
opuHHOCTH
JInokcua TuTaHa JKenroBaTo-opamxeBoe OKpaIINBaHHE CooTBeTCTBYET
Quinoline Yellow Bpemena ynep>xuBaHus ABYX OCHOBHBIX MUKOB Quinoline Yellow| CootBeTcTBYyET
Ha XpOMAaTOrpaMMe HCIBITyeMOT0 PacTBOpa JOJDKHEI
COOTBETCTBOBATh BPEMEHAM Y/ICP>KUBAHHS COOTBETCTBYIOIINX
IHMKOB Ha XpPOMAaTOrpaMMe CTaHIAAPTHOTO PacTBOpa.
Pounceau 4R Bpewmena yaepxuBanus nuka Pounceau 4R Ha xpomarorpamme CooTBeTcTBYET
UCIBITYEMOr0 PacTBOPa AOKHBI COOTBETCTBOBATH BpEMEHAM
YICPXKUBAHUS COOTBETCTBYIOIIUX MMKOB HAa XpPOMAaTOrpamMMe
CTaHJapTHOTO PacTBOpa.
Cpeansis Macca Ta0J1IeTOK 0,400 T + 5% (0,380 — 0,420 0,395
PacrBopenne :
Onerka CooTBeTcTBYyEeT CooTBeTcTBYyEeT
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ZENTIVA

CepTudukar npousBoaurtesis Ha cepuro Ne 1222

Ha3zeanue: Jlozan miroc

Howmep npoodykma: 11009388_0052

Cepus: 3020222 Cepus LIMS HV: 260055
Hosupoeka: 50 MT; 12,5 MI' Cepus LIMS MZT: 259489
Jlexapcmeennas gpopma: Eiiiiﬁ?(;;gggigifoﬁ Pazmep svinywennoii cepuu 13 258 VITAK.
Tun ynakoexu Brmcrep 6 X 15 Cmpana-umnopmep Poccus

Jlama npouzeodcmea 21.02.2022 Homep pecucmpayuonnozo JICP-000084
Lama ucmeuenus cpoxa 31.01.2025

200HoCmu

Cneyughuxayus JICP-000084-020920

KosmaectBo 06pasiios (Jlozapran 6
KaJTusi)

Cpennee 3nauenue (Jlozapran kanus) He menee 75 % (Q) uepe3 30 MuH. 104 %
Mun (JIozapran xamms) 103 %
Makc (JIo3apran xamms) 105 %
Koym4ectBo 06pa3ios 6
(T'unpoxnoporuasnm)

CpenHee 3Ha4YeHUE

(IC'uaopoxnoporuasun) He menee 75 % (Q) uepe3 30 MuH. 103 %
Mun (I'uapoxiiopoTrasun) 100 %
Makc (I'nnpoxioporuasun) 105 %
PoacrBennbie npumecu —

ruapoxyoporuasuj (YIKX)

IMpumecs B (mpoayKT pa3ioskeHus

ACB) He 6oiee 1,0 % <0,05 %
Jlrobas equHnYHAs

HUICHTU(DUIUPOBAHHAS TPUMECH He 6o1ee 0,5 % 0,3 %
Enunnunas HenpeHTH(GHLIMPOBaHHAS

[PUMECh He 6omnee 0,2 % 0,1 %
Cymma npumeceit He Gomnee 1,5 % 0,3 %
PoacrBennbie npumecu —

ruapoxyoporuasuj (BIXKX)

IMpumecs B (mpoayKT pa3ioskeHus

ACB) He 6omnee 1,0 % He tpebyercs
Jlrobas equHnYHAs

WAECHTU(UIIMPOBAaHHAS IPUMECH He 6omee 0,5 % He tpebyercs
Enunnunas HenpeHTH(HIMPOBaHHAS

MIPUMEChH He 6onee 0,2 % He tpebyercs
Cymma npumeceit He Gomnee 1,5 % He tpebyercs
Poacreennnie npumecu — Jlozapran

kaaus (YIKX)

EnuHUYHbBIE TPOIYKThI Pa3JI0KEHHS —

RRT 1,49 He 60mee 0,2 % < 0,05 %
EnuHUYHbBIE TPOIYKThI Pa3I0KEHUS —

RRT 1,65 He 6omee 0,2 % < 0,05 %
Jlrobas equHnYHAs

HACHTU(GUIMPOBAHHAS IPUMECH He 6omnee 0,2 % <0,05 %
Cymma npumeceit He 6omnee 0,5 % <0,05 %
Poncreennnie npumecu — Jlozapran

kajaus (BIXKX)

EnuHUYHbBIE TPOIYKThI Pa3I0KEHUS —

RRT 1,49 He 6o1ee 0,2 % He tpebyercs
EnuHUYHbBIE TPOYKThI Pa3iI0KEeHHS —

RRT 1,65 He Gomnee 0,2 % /' He tpebyercs
JIro0as equHuyHas

HACHTU(GUIMPOBAHHAS IPUMECH He 6omnee 0,2 % He tpebyercs
Cymma npumeceit He 6oxee 0,5 % He tpebyercs
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JHara: 16.03.2022
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ZENTIVA

CepTudukar npousBoaurtesis Ha cepuro Ne 1222

Ha3zseanue:

Howmep npoodykma:
Cepus:
Jlosuposka:

Jlexapcmeennas ghopma:

Tun ynaxosku

Ilama npoussoocmea
Ilama ucmeuenusi cpoxa
200HOCmU
Cneyughuxayus

Jlo3an miroc

11009388 0052
3020222

50 MT'; 12,5 MIU
Ta0JIETKH, TTOKPBITHIC
IUICHOYHOU 00O0JI0YKON
Bbmuctep 6 X 15
21.02.2022

31.01.2025
JICP-000084-020920

Cepus LIMS HV:
Cepus LIMS MZT:

Pasmep svinywennou cepuu

Cmpana-umnopmep
Homep pecucmpayuonnozo

260055
259489

13 258 VIIAK.

Poccus
JICP-000084

OaHOPOXHOCTH J03HPOBAHMS
AV (JIozapran)

OIHOPOIHOCTH COACPKUMOTO
(JIozapTan)

AV (I'mppoxnopoTuasum)
OHOPOIHOCTE COIEPKUMOTO
(T'unpoxnoporuasnm)
Muxkpo6uoJoruieckas YHCTOTa
O611ee 9ncito adpoOHBIX OaKTepHit
(TAMC)

O6miee uncio rpudos (TYMC)
Escherichia coli
KonuuyecTBeHHOe onpeesieHne
(YIKX)

JlozapTan

KonuuyecTBeHHOe onpeesieHne
(BIXKX)

Jlozapran

KosinuecTBeHHOE Ompenenenne
(YIKX)

I'mppoxnopoTnasux
KonuuyecTBeHHOe onpeesieHne
(BIXKX)

I'mapoxnopoTHasuy

<15,0

AB<15,0
<15,0
AB<150

He 6onee 10° KOE/r
He 6onee 102 KOE/r
OtcyterBue (1 1)

47,5 52,5 ur

47,5 —-52,5wmr

11,9 13,1 mr

11,9 13,1 mr

7,0

CooTBeTcTBYET
8,7

CootBeTcTBYyET

0 KOE/r
0 KOE/r
CooTBeTcTBYyET

48,3 mr

He tpebyercs

12,3 Mr

He tpebyercs

Bemymeno: Matusik Jakub

CoA Hactpoiika: EN_COFA

JHara: 16.03.2022

Jara neuatu: 16-map-2022 13:17
Ortuert Ge3omacHocTr ID: 5 516
baza manmsx: LIMS_ELP PROD V8
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ZENTIVA

CepTudukar npousBoaurtesis Ha cepuro Ne 1222

Ha3zeanue: Jlozan miroc

Homep npooyxma: 11009388_0052

Cepus: 3020222 Cepus LIMS HV: 260055
llozuposka. 50 MT; 12,5 MI' Cepus LIMS MZT: 259489

Ta0JIETKH, TTOKPBITHIC

Jlexapcmeennas gpopma: UICHOUHOH 0BOI0UKOi Pazmep svinywennoii cepuu 13 258 VITAK.
Tun ynaxosku Bbmuctep 6 X 15 Cmpana-umnopmep Poccus

Jlama npouzeodcmea 21.02.2022 Homep pecucmpayuonnozo JICP-000084
Jama ucmeuenus cpoxa 31.01.2025

200HoCmu

Cneyughuxayus JICP-000084-020920

3AK/IIOYEHHME: CooTBeTcTBYeT TPeOOBAHUAM crienHpUKALNHN.

Cepus cooTBeTcTBYeT TpeboBaHmsIM HopmaTuBHOM JoKyMeHTaIMK B HACTOSIIIUI MOMEHT 3aperucTpiupoBanHoi B Poccuiickoii
Denepalnyu Mo MePEeUUCICHHBIX TapaMeTpaM KadecTBa.

YTBEPX/JEHO K BBIITYCKY

MecTo npou3BOICTBA U KOHTPOJISI KauecTBa:

«3eHTHBa K.C.» (oduHansHbIi MpaBonpeeMHHK «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 npon3sBoctBo Ne 25473/2/INS/98 (nmocnennee n3menenne 336289/2021)

Ceprudukat GMP Ne cocrt. 252740/2020

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

Bomymeno: Jakub Matusik Jara Boimycka: 16.03.2022

Brimymeno: Matusik Jakub CoA Hacrpoiika: EN_ COFA
JHara: 16.03.2022 Jara neuatu: 16-map-2022 13:17
Ortuer Oe3onacHocTu ID: 5 516
baza manmsx: LIMS_ELP PROD V8
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ZeNTIVA

Manufacturer batch certificate No. 1222

Name: Lozap plus
Product number: 11009388_0052
ﬁ‘é’fﬁ)..- 2(‘)’:4"3;2,22'5 \a Batch LIMS 11V 260085
Dosage form: Film-coated tablet Batch LIMS MZP: 259489
Package type: BLI6X 1S Lot quant. released: 13258
Manyfacture Date: 21.02.2022 Importing counry: Russia
Expiry date: 31.01.2025 Marketing authorisatior | SR . 000084
Specification: LSR-000084-020920
Test Specification Result
Appearance Light ycllow, oblong film-coated tablets scored on both Complies
sides.
Identification tests (UPLC)
Losartan potassium - Retention time Retention time of main peak (losartan) in the Complics
chromatogram of the diluted test solution must
comrespond to that in the chromatogram of the diluted
reference solution,
Losartan potassium - UV spectrum UYV 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 Complics
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)
Losartan potassium - Retention time Retention time of main peak (losartan) in the Not Required
chromatogram of the assay test solution shall correspond
to that in the chromatogram of the assay refercnce
solution.
Hydrochlorothiazide - Retention time Retention time of main peak (hydrochlorothiazid) in the Not Required
chromatogram of the assay test solution shall correspond
to that in the chromatogram of the assay reference
solution.
Identification tests
Titanium dioxide Yellow-orange coloration Complics
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) 0395¢
Dissolution
Evaluation Complies Complies
Issued By: Matu3tk Jakub : \s>)  CoASstup: EN_COFA
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ZeNTIVA

Manufacturer batch certificate No. 1222

e

Name: Lozap plus
Product number: 11009388 _0052
Batch: 3020222 :
Strength: 50 MG; 12,5 MG SR LG
Dosage form: Film-coated tablet Batch LIMS MZP:
Package type: BLI6 X 15 Lot quant, released: PAC
Manyfacture Date: 21.02.2022 Importing country:
Expiry date: 31.01.2025 Marketing authorisatior. | SR - 000084
Specification: LSR-000084-020920
Test Specification Result
Number of samples (Losartan 6
potassium)
Average amount (Losartan potassium NLT 75% (Q) in 30 min 104 %
)
Min (Losartan potassium) 103 %
Max (Losartan potassium) 105 %
Number of samples (Hydrachlorothiaz 6
ide)
Average amount (Hydrochlorothiazid NLT 75% (Q) in 30 min 103 %
€)
Min (Hydrochlorothiazide) 100 %
Max (Hydrochlorothiazide) 105 %
Purity test - Hydrochlorothlazide (UPLC)
Impurity B (degradation product ACB <=1,0% <0,05 %
)
Other known impurities individually <=0,5% 0,3%
Unknown impurities individually <=0,2% 0,1%
Total impurities <=1,5% 0,3%
Purity test - Hydrochlorothiazide (HPLC)
Impurity B (degradation product ACB <=1,0% Not Required
)
Other known impurities individually <=0,5% Not Required
Unknown impurities individually <=0,2% Not Required
Total impuritics <=1,5% Not Required
Purity test - Losartan (UPLC)
Degradation products individually - <=0,2% <0,05 %
RRT 1.49
Degradation products individually - <=0,2% <0,05 %
RRT 1.6
Any single identified impurity <=0,2% <0,05 %
Total impurities <=0,5% <0,05 %
Purity test - Losartan (HPLC)
Degradation products individually - <=0,2% Not Required
RRT 1.49
Degradation products individually - <=0,2% Not Required
RRT 1.65
Any single identified impurity <=0,2% Not Required
Total impurities <=0,5% Not Required
Uniformity of dosage units ‘
AV (Losartan) <=150 "'!' . 7,0
Content uniformity (Losartan) AV<15.0 S0 Complies

Issued By: Matudik Jakub
Date: 16.03.2022

Page2of4

CoA Setup: EN_COFA

S\ Piint Date 16-ble-2022 13:17

§  Secure reportiD: 5 516
[ stabAze: LIMS_ELP_PROD_V8
¥




ZeNTIVA

Manufacturer batch certificate No. 1222

Name: Lozap plus
Product number: 11009388_0052
Batch: 3020222 : 260055
Strength: 50 MG, 12,5 MG Batch LIMS 11V:
Dosage form: Film-coated tablet Batch LIMS MZP: 259489
Package type: BLIGX IS Lot quant. released: 13258  pAC
Manyfacture Date: 21.02.2022 Importing country:  Russia
Expiry date: 31.01.2025 Marketing authorisatior. | SR - 000084
Specification: LSR-000084-020920
Test Specification Result
AV (Hydrochlorothiazide) <= 15,0 '8,7
Content uniformity (Hydrochlorothiaz AV<150 Complics
ide)
Microblologlcal quality
Total acrobic microbial count (TAMC) NMT 10"3 CFU/g 0 CFU/g
Total yeasts/moulds count (TYMC) NMT 10°2 CFU/g 0 CFU/g
Escherichia coli Absence (1 g) Complies
Assay (UPLC)
Losartan 47,5 483 mg
52,5mg
Assay (HPLC)
Losartan 47,5- Not Required
52,5 mg
Assay (UPLC)
Hydrochlorothiazide 1,9- 12,3mg
13,1 mg
Assay (HPLC)
Hydrochlorothiazide 11,9 - Not Required
13,1 mg
Issued By: Matu3ik Jakub A2 ' :'ﬁ. CoA Setup:  EN_COFA
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ZeNTIVA

Manufacturer batch certificate No. 1222

Name: Lozap plus

Product number: 11009388_0052

S S0MOL 15,5 MO Baich LIMS HY: 2600558
Dosage form: Film-coated tablct Batch LIMS MZP: 259489
Package type: BLI6X 1S Lot quant. released: 13258 pAC
Manyfacture Date: 21.02.2022 Importing country: Russia

Explry date: 31.01.2025 Marketing authorisatior. | SR - 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 sukis336289/2021)

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: 16.03.2022
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