ZSNTIVA

Ceprudikar cepii Bupo6Hnka Ne 4823

Hasea npenapamy JIO3AII® IIIOC
Homep npodykmy 11009182_0052 LIMS HV cepii 1628936
Cepis Ne 2040820 HV 3paska 5419908
Cuna dii 50 mMr/12,5 mr LIMS MZP cepii 1560134
Popma sunycky TabsieTkH, BKpUTi 060J10HKOIO MZP 3paska 5396097
Po3mip ynakoeku 90 Taﬁne'ro?(, BKPHTHX 060JI0HKO0 Bunywena kinvkicms 8777 ynakosok
Tun ynakoeku 6 x 15, B 6sicTepax
Hama suzomoenenus 31.08.2020 Kpaiua-imnopmep Ykpaina
Hama 3aKiH4eHHS mepMiHy 31.07.2022
npudamuocmi
Cneyudpikayis PNY 402227/18-04
Homgp peecmpayiiiHozo UA/9435/01/01
noceiduexHs
Bunpo6yeanus Pesyasmamu Cneyudpixayii
Onmc
oMnuc BigmoBigae XKoBTi 0Ba/IbHi Ta6seTKH, BKPUTI 060/10HKO1O, 3
PHCKOI0 3 060X 60KIB
Cepeans Maca 1 TabsieTKH, BKpUTOi 0,400r 0,380r-0,420r
060JIOHKOI0
InenTHdikania
JlozapTas kaJito
YBEPX BignoBigae Hac yTpuMyBaHHS OCHOBHOTO Iika Ha
XpoMaTorpamMi BUNIpO60ByBaHOI0 PO3YUHY Ma€E
6yTH npU6IN3HO TaKKM CaMHM fK i yac
YTPHMYBaHHsl OCHOBHOTO NiKa Jlo3apTaHy Ha
Y®-cnexTpodoToMeTpis ' XpoMaTorpami CTaHAaPTHOTO PO34UHY.
BignoBigae Y® - cnekTpy OCHOBHHUX NiKiB, OTPHMaHUX Ans
PO3BE/IEHOr0 PO3YHHY JOCTiKYBAaHOTO 3pasKa,
BUMIpsiHi B Aianasoni JOBXHUHY XBUBL Bif 210 0
400 HM, aHanoriyui YO - CreKTpaM BiNoBiAHNM
OCHOBHHM IliKaM, OTPHMaHMX AJis PO3BeAEHOr0
CTaHJApPTHOrO PO3YUHY.
Tiapoxnoporiazng
YBEPX BiAnoBigae Yac yTpuMMyBaHHSA OCHOBHOTO NiKa Ha

XpoMaTorpami BUpo60BYBaHOI0 PO3YHHY Ma€e
6YTH IPUBIHSHO TAKMM CaMHM SIK | 4ac
yTPHMYBaHHs OCHOBHOTO IiKa riApoxjiopTiaznay
Ha XpoMaTorpaMi CTaHAapPTHOTO PO3YHHY.
Y®-cnextpodoTomeTpis BiAnoBizae Y® - cnekTpH OCHOBHMX MiKiB, OTPUMAHHX Ans
PO3BEJEHOTO PO3YHHY AOCHIPKYBAHOTO 3pasKa,
BUMIpsHi B Alana3oHi JOBXHHU XBUADL Big 210 ao
400 HM, ananorivni Y@ - cnextpam Bignosigaum
OCHOBHHM MiKaM, OTPHMaHHX JJ1sl PO3BEJEHOr0
CTaHJapTHOrO PO3YHHY.

Turtany giokcug (E 171) BignoBigae Mae s'aBuTHCs 3a6apsaa YHHY Y XOBTO-
OpaHXeBHH KoJip. - ,i%ﬁ;éf"ra\n
- . v kv . . Ll T " ¥ o 0y .
XiHosiHoBuH xo0BTHH (E 104) BiAnoBizae Yac yrpumysanu QK TR

XiHOJIIHOBOTO KO0,

PO3YHHY ifeHTH
XpoMaTorpami cTAH;
Ionco 4R (E124) BiJINOBia€ Yac YTPHMYBaHHSA O Ay
(E124) na xpomatrorpameitififs6bpysanoro
PO3YHHY iAEHTHYHHI Yacy yTPUMyBaHHA
aHaJIorivHoro nika Ha XpoMaTorpami
CTAaHJAAPTHOr0 po34HHYy (c).
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ZSNTIVA

CepTudikar cepii Bupo6Huka Ne 4823

Hasea npenapamy JIO3AINI® IJIIOC
Homep npodykmy 11009182_0052 LIMS HV cepii 1628936
Cepis Ne 2040820 HV 3paska 5419908
Cusa dit 50 mr/12,5 mr LIMS MZP cepii 1560134
dopma sunycky TabseTku, BKpUTi 060J10HKO0O MZP 3paska 5396097
Poamip ynakoeku 90 Ta6neT03<, BKPHUTHX 060JIOHKOI0 Bunywena kinskicms 8777 ynaxosok
Tun ynakosku 6 x 15, B 6aicTepax
Hama suzomoesenus 31.08.2020 Kpaina-imnopmep Ykpaina
Jama BaKlHlle'HHﬂ mepMiHy 31.07.2022
npudamuocmi
Cneyudpikayis PNY 402227/18-04
HOMe"p peecmpayiiinozo UA/9435,/01/01
noceiguenHs
Bunpo6ysanns Pesyavmamu Cneyudpikayii
KinibKicCHe BU3HaYeHHS Jio3apTaHy 50,3 Mr 47,5Mr-52,5 mr
KaJtiio B 1 TabsieTLi, BKPHUTIH
060JI0HKOI0.
KinbkicHe BU3HavyeHHs 12,2 Mr 11,9 Mr-13,1 mr
rigpoxsnopoTiazuay B 1 TabseTw;,
BKPHTI#l 060JI0HKO10.
OaHopiaHiCTL A030BaHUX OAMHNLL
- oAHOpiAHicTL BMicTY
JIo3apTaH KaJiio BiamnoBigae AV <=15,0
rijpoxsopoTiasuj BignoBigae AV<=150
Po3uyuHeHHsA
Jlo3apTaH Kasiwn
MiHiMyM Ilepiognyne
BHNpO6YyBaHHS
MaKCHUMyM Mepiognune
BHIIpOOYBaHHS
KiJIbKiCTBb 3pa3KiB [lepioguune
BUINPOOYBaHHA
% BiA 3asBI€HOrO BMicTy 3a 30 XB [lepioanune Q =75 % Bin 3asABaeHOrO BMicTy 32 30 XB
BUNpOGYBaHHSA
TiapoxsnopoTiasug
MiHiMyM [lepiognune
BHNPOGYBaHH$
MaKCHUMyM llepiognyne
BUNPOOYBaHHs
KiJIbKICTh 3paskin Ilepiognune
BUINIPOGYBaHHS
% BiA 3aaBIeHOrO BMicTy 3a 30 xB [lepiognune Q =75 % Bia 3asBneHOrO BMicTY 3a 30 xB
BUNpO6YyBaHHSA
AN
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ZENTIVA

Ceprudikar cepii Bupo6HnKka Ne 4823

Hasea npenapamy JIO3AII® NIJIKIOC
Homep npodykmy 11009182_0052 LIMS HV cepii 1628936
Cepis Ne 2040820 HV 3pa3ska 5419908
Cuana dii 50 Mr/12,5 mMr LIMS MZP cepii 1560134
®opma sunycky TabsieTKH, BKpHUTI 060J0HKOIO MZP 3paska 5396097
Posmip ynakoeku 90 Ta6ne'r0fc, BKPHUTHX 060JIOHKOI0 Bunywena kinbkicmo 8777 yTIaKoBoK
Tun ynakoeku 6 x 15, B 6iicTepax .
Aama suzomoenenus 31.08.2020 . * Kpaina-imnopmep YkpaiHa
HAama 3aKI'Hlle'HHﬂ mepMiHy 31.07.2022
npudamxocmi
Cneyudpikayis PNY 402227/18-04
Hom?p peecmpayitiHozo UA/9435,/01/01
nocgidueHHs
Bunpo6yeanns Pesyasmamu Cneyudpixayii
CynpoBiani gomimkn
Jlo3apTaH

Oxepwmi nposykTH po3naay:

NPOAYKT po3najy Jio3apTaHa | <0,05% He 6inbme 0,2 %

NPOAYKT po3najy JiozapTtaHa Il <0,05% He 6inbuie 0,2 %

IHwi Bigomi gomimiku <0,05% He 6inbine 0,2 %

iHauBigyanbHO

CyMa iomiimok <0,05% He 6inbwe 0,5 %

Tigpoxnoporiazug .

AomMiika B (npoaykT poskaany ' 0,1% He 6inbwe 0,5 %

ACB)

inwi Bigomi gomimku 0,3% He 6inpuie 0,5 %

inauBigyasbHO

HeBiZoMi JoMilikKu <0,05 % He 6iabme 0,2 %

iHauBiAyasbHO

CyMa IOMilloK 0,3% He 6inbmie 1,0 %

Mixpo6ionoriuna yucrora
Mikpo6iosioridHa yncroTa 6e3BogHOrO
JIKapcbKOro 3aco6y A NepopasbHOTO

3aCTOCYBaHHA
3araJjibHe YHUCJI0 aepobHUX Ilepiognune He 6inbme 103 KYO/r
MiKpoopraHi3Mmis BHNpPOGYBaHHSA
3arasibHe YHCIIO PIK/PKOBHX i [Tepiognyne He 6inbme 102KYO/r
IJTiCHAABUX I'PHGIB BUNpPOGYBaHHSA
Bigcythicts Escherichia coli [lepiognune BiacyTuicts (B 11)
BUINIPOOYBaHHs

BHUCHOBOK: Bianogigae cnenudikanii.

lum s migTBepmKyI0, MO BCi BUPOGHMY] cTagii ans niel cepii rotosoro NPOAYKTY NMOBHICTIO BiANOBiZal0TL BUMOram
GMP €sponeticbkoro cowsy i [konu B pamkax €C] Bumoram cnenudikanii go PeecrpanifiHoro(-ux) NOCBiAYeHHs(-Hb)
KpaiHu (kpain)-imnoprepa(-ig).

BHUNYCK A03BOJIEHO
AZpeca BUPOGHHMITBA Ta KOHTPOJIIO AKOCTi:
TOB «3enTiBa» (npeacraBuuk AT «3eHTiBa» 3 01.01.2009)
Y xa6enosuwm 130, 102 37 Ilpara, 10, Joani Mexonynu, Yecbka Pecny6aika
Bupo6unya ninensia Ne 25473/2/INS/98 (ocTanHs 3mina 260389/2020) - .
Ceprudikatn GMP Ne sukls 254516,/2017, 342333/2018,352900/2018, 244450/2019, B,

3ameepdiiceno YnoeHoeasicenolo ocoboio TOB «3enmisas | Aky6 MaTycuk [Jakub Matusik] 24.11.2020 TTEYATKA

(nigmuc) PosapykoBaHo: 24.11.2020
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ZEeNTIVA

Manufacturer batch certificate No. 4823

Name of product Lozap® plus

Product number 11009182_0052 Batch LIMS HV 1628936
Batch number 2040820 Sample HV 5419908
Strength 50 MG/12,5 MG
Dosage form film-coated tablets Batch LIMS MZP 1560134
Package size 90 tbl flm Sample MZP 5396097
Package type BLI6X 15 Released quantity 8777 PACKS
gx‘:::;{a;;: e cate ;:33%8;3 Importing country ~ Ukraine
Specification PNY 402227/18-04
Marketing authorisation No. UA/9435/01/01

Test Results Limits

Appearance
apperance complies Yellow oblong film-coated tablet with a

score line on both sides;

Average mass of | film-coated tablet 0.400 g 0.380gt00.420 g

Identification
Losartan potassium - UPLC

Retention time complies The retention time of a major peak in
the chromatogram obtained for the test
solution is approximately the same as
the retention time of losartan peak in the
chromatogram obtained for the standard

UV spectrum complies The UV spectra of the major peaks
obtained for the diluted solution of the
test sample measured in the wavelength
range of 210 to 400 nm are similar to
the UV spectra of the corresponding
major peaks obtained for the diluted
standard solution.

Hydrochlorothiazide (UPLO)

Retention time complies Retention time of a major peak in the
chromatogram obtained for the test
solution is approximately the same as
the retention time of the peak of
hydrochlorothiazide in the
chromatogram obtained for the standard
solution.

UV spectrum complies The UV spectga:61 shematag peaks
obtained fopAlte di¥Ed 40 fidy of the
test sampld @i
range of
the UV g
major pe
standard so

titanium dioxide (E 171) complies Solution sho

Approved by QP Zentiva, k.s.

Jakub Matusik

Alidured
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ZSNTIVA

Manufacturer batch certificate No. 4823

Name of product Lozap® plus
Product number 11009182 _0052

Batch number 2040820
Strength 50 MG/12,5 MG
Dosage form film-coated tablets
Package size 90 tbl fim

Package type BLI6 X 15
Manufacture date  31.08.2020

Expiry date 31.07.2022
Specification PNY 402227/18-04

Marketing authorisation No. UA/9435/01/01

Batch LIMS HV 1628936
Sample HV 5419908
Batch LIMS MZP 1560134
Sample MZP 5396097
Released quantity 8777 PACKS
Importing country  Ukraine

quinoline yellow (E 104)

ponceau 4R (E 124)

Assay of losartan potassium in 1
film-coated tablet
Assay of hydrochlorothiazide in 1
film-coated tablet
Uniformity of dosage
units - content
uniformity
losartan potassium
hydrochlorothiazide
Dissolution test
Losartan potassium
min
max
number of samples
% of declared amount after 30 min

Hydrochlorothiazide
min
max
number of samples
% of declared amount after 30 min

complies

complies

50.3mg

12.2 mg

complies
complies

Periodical test
Periodical test
Periodical test
Periodical test

Periodical test
Periodical test
Periodical test
Periodical test

The retention time of the two major
peaks of quinoline yellow (E104), i.e.
peak 2 and peak 3 in the chromatogram
of the test sample solution, is identical
to the retention the same peaks in the
chromatogram of the standard solution
(c).

The retention time of the major peak of
Ponceau 4R (E124) in the
chromatogram of the test sample
solution is identical to the retention time
of the same peaks in the chromatogram
of the standard solution (c).

47.5mgto 52.5 mg

11.9mgto 13.1 mg

AV <=150
AV <=150

Q=75 % of the declared amount in 30
min 0BED,

Page2 of 3
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ZESNTIVA

Manufacturer batch certificate No. 4823

Name of product Lozap® plus

Product number  11009182_0052 Batch LIMS HY 1628936
Batch number 2040820 Sample HV 5419908
Strength 50 MG/12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1560134
Package size 90 tbl fim Sample MZP 5396097
Package type BLI6X 15 Released quantity 8777 PACKS
Manufacture date  31.08.2020 : :

Expiry date 31.07.2022 Importing country  Ukraine
Specification PNY 402227/18-04

Marketing authorisation No. UA/9435/01/01

Purity test
losartan
degradation products individually <0.05 % NMT 0.2 %
-losartan degradant I
degradation products individually - <0.05 % NMT 0.2 %
losartan degradant I1
Other known impurities individually <0.05 % NMT 0.2 %
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation product ACB) 0.1% NMT 0.5 %
other known impurities individually 0.3 % NMT 0.5 %
unknown impurities individually <0.05 % NMT 0.2 %
total impurities 03 % NMT 1.0%
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count Periodical test NMT 10° CFU/g
Total combined yeast / moulds count Periodical test NMT 102 CFU/g
Absence of Escherichia coli Periodical test absence (1 g)

CONCLUSION : Conformity with specification,

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries,

APPROVED FOR RELEASE

Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1.2009)

U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic
Manufacture Autorization Number :25473/2/INS/98 ( last change sukls260389/2020)
GMP Certificate No.sukls 254516/201 7,342333/2018, 352900/2018, 244450/2019, 955631//20

Jakub Matugik 24 -n- i ZSNTIVA=F

Approved by QP Zentiva, k.s. M

Page 3 of 3 Print: 24.11.2020




JEPXCTIKCITYXBA
AEPYKABHA CIIYXKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KAMIBCBHKIH OBJIACTI

npocriekT Banepis JIo6anoscskoro, 51, M. Kuis, 031 10, Ten/dpaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €LPIIOY 37078774

BUCHOBOK
Npo AKiCTh BBE3€HOro B Ykpainy Jikapcekoro 3aco0y

16.12.2020 Ne 68510/20/10

JIO3AII® IIJIXOC

(walimenyBanns nikapcskoro 3acofy 3riano 3 peecrpaninum NOCBiAYEHHIM)
TabJ1eTKH, BKpHTi 060/10HK010, N290 (15x6): mo 15 Tabuerox y Guicrepi; no 6 Guicrepis y
KapTOHHINH Kopobui

(popma sunycky, no3ysanus, Bua NaKyBaHHs NiKapCLKoro 3acoby)
Homep peectpaniiitoro nocsinuenns UA/9435/01/01 CTpOK Aii peectpauiittoro nocsipuenns 01.01.2099
Cepis nikapcrkoro saco6y Ne 2040820 Kinskicrs BBE3enoro sikaperkoro sacoby 8777

Bupo6Huuk TOB "3enrina", Yeckka Pecrry6nika

(ualimenyBanus BHpoGHIKa nikapceKoro 3acoby, kpaiHa TNIOXOZKEHHS)

Baeseno B Vkpainy ToBapucrso 3 06mesxenoro BignosixasHicTIo "CAHO®I-ABEHTIC
YKPATHA", inenr. xox: 35648623
(naiiMeHyBaHHA Ta KO 33 CHOPTIOY 1opuauuHoi ocobu aGo npisBHMIe, iM'a, 10 GaTEkoBI (iznunol

0co6u - niznpuemus, if Micue npoxusanns ta PeecTpaniitHuii HoMep 061ikoBOT kapTKH MIaTHAKa
nozarkis a6o cepis Ta Homep TIacnopTa)

Hpotoxon Bisyankmoro xourpomo six 11.12.2020 Ne 4403/3.

3a pesyisTaTamu ACPKABHOIO  KOHTPONIO BCTAHOBIEHO, IO nikapcekuit  3aci6  Bmeseno B Vkpainy 3
AOTPpH 1510 = UMOr" 3aKOHOAABCTBA 0RO 3a0e3NedeH s AKOCTi JikapchbKHUX 3ac06iB.
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Ceprudikar cepii Bupo6uuka Ne 4825

Hazea npenapamy

JO3AN® MAKC

Homep npodyrmy 11009182_0052 LIMS HV cepit 1628939
Cepis Ne 2060820 HV 3paska 5419922
Cuna dif 50 mMr/12,5 mr LIMS MZP cepii 1560150
Popma gunycky Tabnetku, BKpUTI 060/M10HKOI0 MZP 3paska 5396113
Posmip ynakoeku 90 TaﬁHET()F{, BKPHTHX 060/JIOHKO0 Bunyujena kinskicms 8 819 ynaxosox
Tun ynakoeku 6 x 15, B 6uicTepax
Aama euzomosaenns 31.08.2020 Kpaina-imnopmep Yxpaina
HAama .?CIK.!HH&‘.HHH mepmiHy 31.07.2022
npudamnocmi
Cneyugixayin PNY 402227/18-04
Homejp peecmpayitinozo UA/9435/01/01
nocgiduenns
Bunpoéysanus Pesyaemamu Cneyudpixayii
Omuc
OITHC BiAnOBIAaE KoBTi oBanbHi TabIeTKH, BKPHTI 000/I0HKO10, 3
PHCKQIO 3 060X BOKIB
Cepesa maca 1 TabieTkH, BKPUTO] 0,396 1 0,380r-0,420r
060I0HKOI0
laenTudikanin
JlosapTaHn kanirw
YBEPX BlAnonijae Hac yTpUMyBaHHs OCHOBHOTO Mika Ha

YO-cnexrpodoromerpia

BiAlIORI1aE

XpOMaTOrpami BUIPOGOBYBAHOrO PO3YHHY MaE
6yTH NPHBAM3HO TAKHM CAMUM K i Yac
YTPUMYBaHHA OCHOBHOIO IiKa JI03apTany Ha
XPOMaTOrpaMi CTaHAAPTHOTO PO3YHHY.

YO - ciexTpH 0CHOBHHX niKis, OTPUMAHMX IS
PO3BE/[eHOT0 PO3YHHY JOC/II/PKYBAHOIO 3pazKa,
BHMipAHi B Alanasoui AOBXKHHU XBHJIb Biag 210 1o
400 1M, ananorivui YO - cnexrpam BignoBigHUM
OCHOBHHM [iKaM, OTPHMAHHUX /I PO3BEAEHOTO
CTAaHAAPTHOTO PO3YHHY,

TigpoxiiopoTiazug
YBEPX

YO-cnexrpodoroMeTpis

BIANIORIAaE

BifilioBifnae

Yac yTprmMyBaHHA OCHOBHETO Hika Ha
XpoMaTorpaMi BHIPOGOBYRAHOTO POZYHHY MAE
OYTH IPHE/IH3HO TAKMM CAMHUM AK i yac
YTPHMYBAHHA OCHOBHOTQ TiKa rigpoxiopriasuay
Ha XpOMAaTOrpaMi CTaHAAPTHOrO POIYHHY.

Y@ - cnexTpH OCHOBHHX MIKIE, OTPHUMAHHUX JJIsI
PO3BE/ICHOTO PO3YHHY J0CTIIKYBAHOTO 3pasKa,
BUMIDAHI B fianazoHi JOBMHWHM XBU/IL Big 210 #o
400 uM, ananoriyui Y& — CHEKTPaM BIANMOBIZHUM
OCHOBHHM MiKaM, OTPUMAaHUX /18 PO3BEAEHOTD
CTAHAAPTHOIO PO3YHHY.

Tutany gioxcug (E 171)

BiAnoOBilaE

Mae 3’aBuTHCS 336aanemm-p a'mHy ¥ XOBTO-
OpaHXEeBHH KoJip. .~ ‘ . >

XiHoninosu# xopTuit (E 104)

BiINOBIfaE

Hac yTpumysanng, ﬁﬂi«ﬂCHGH‘HH&;luR‘IB
xiHoMiHOBOrO )Koéj“gz‘r;o (E 3;04}“ T GT&'\UKy 21
miky 3 Ha xpoma-giorié i Ea/ll'hpUﬁOB !

é.lTOI‘O
pPo3YHHY ifgeHTHY i TRcy ylgmmysc mw,si NKiB Ha
XpoMarorpami CTa.ﬁ',aﬁ {H‘%FO pnavmuy (c).

[owco 4R (E124)

Bifinosigae

Hac yTpumysarHs deyqpiGadKa Honco 4R
(E124) Ha xpomaTorpare. {ilReGoRyBanoro

DO3UMHY IAeHTHYHMI Yacy yTpUMyBaHHA
aHa/NorivHOro nika Ha XpomMarorpami
CTaHAAPTHOro po34uHy (c).

1
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Ceprudikar cepii BUupo6HnKa Ne 4825

Hazea npenapamy JO3AN® IIJTKC
Homep npodykmy 11009182_0052 LIMS HV cepii 1628939
Cepin Ne 2060820 HV 3pazka 5419922
Cuna dil 50 mr/12,5 mMr LIMS MZP cepii 1560150
Dopma sunycky TaGreTky, BKpUTI 060/0HKOIO MZP 3paska 5396113
Posmip ynakosku 90 TaGHE'mfc, BKPHTHX 000JI0HKO K Bunywena xiavkicms 8 819 ynaxosox
Tun ynakosku 6 x 15, B BuricTepax
Aama suzomoanenus 31.08.2020 Kpaina-imnopmep Yxpaina
Aama 3ammgﬂm mepMiny 31.07.2022
npudamuocmi
Cneyughixayis PNY 402227/18-04
Homgp peecmpayitinozo UA/9435/01/01
noceiduenusa

Bunpo6ysannsa Pezyaemamu Cneyudbixayir
KinekicHe BH3HAYeHHS J03apTany 49,9 mr 47,5 Mr - 52,5 mr
Kanito 8 1 TabueTiy, BKpuTii
060JI0HKOI0.
Kinskicne Bu3HauenHys 12,3 mr 11,9 mr - 13,1 mr
rigpoxnopoTiasuay B 1 Tabaeri,

BKPHTIH 060/10HK0I0.

OauopigHicTs f030BaHMX OJAHHUIIE
~ OAHOPIAHICTE BMicTY

7103apTaH Kaniw Bijnosigae AV<=150
rifipoxnopoTiazug BiAMOBIgaE AV <=15,0
Po3zuunenus
JlozapraH kaniio
MiHIMyM [epiogmune
BHIIPOBOYBaHHs!
MaKCHMYM Hepiognune
BHIIPOBYBaHH:A
KiibKicTb 3paskis Iepiosmane
BHTIpOGYBaHHS
% Bia 3aasneHoro BMicTY 3a 30 xB [lepioguune Q=75 9% Big 3asaeneHoro BmicTy 3a 30 xB
BUIPOOYBaHHS
TiapoxsopoTiazuy
MiHiMyM lepiomune
BUOPOGYBaHHA
MaKCHMyM [epioguune
BUINPOOYRAHHA
KiIbKicTb 3paskis llepiopuune
BHUNIPOGYBaHHS
% Bij 3asBeHOrO BMicTy 32 30 xB Hepiopuane Q =75 % Bin 3asBseHOTO BMicTy 33 30 xB
BUNIPOBYBAHHA
élr:é';}neepameuo Ynoarogazxcernow ocoboio TOB «3enmisan . Axy6 Matycux [Jakub Matusil] 24.11.2020 NS <4

(mianue) | Posgpykopano: 24.11.2020
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Ceprudikar cepii Bupo6HUKa Ne 4825

Hasea npenapamy JO3AN® IJIK0C
Homep npodykmy 11009182_0052 LIMS HV cepii 1628939
Cepis Ne 2060820 HV 3paska 5419922
Cuna dii 50 mr/12,5 mr LIMS MZP cepii 1560150
Popma gunycky TaéneTku, BKpuUTi 06070HKO W MZP 3paska 5396113
Pozmip ynakoexu 90 TaﬁﬂETOl]{, BKPHTHX 000J0HKOI0 Bunyujena kinbxicms 8 819 ynakosox
Tun ynakoexu 6 x 15, B 6aicTepax
Aama suzomosnenns 31.08.2020 Kpaiua-imnopmep Ykpaina
HAama SCIKIHHE‘HHR mepMiHy 31.07.2022
npudamuocmi
Cneyudikayis PNY 402227/18-04
Hom?p peecmpayitinozo UA/9435/01/01
noceidueHHs
Bunpooyeannsn Pezyasmamu Cneyudbikayii
Cynpogigni gomimku
Jlozapran

Okepmi npoaykTu posmagy:

OpOAYKT posnajy Aosaprana l < 0,05 % He 6innme 0,2 %

NPOAYKT po3najy so3apTaHa Il < (0,05 % He 6inse 0,2 %

{1 Bitomi gomimku < (0,05 % He 6inbire 0,2 %

IHAMBIYVaAbHO

CyMa AOMIIIGK < 0,05% He 6iabie 0,5 %

Figpoxnoporiazupg

Aomilka B (mpoaykT poskaagy 0,1% He 6inbme 0,5 %

ACB)

i Biggomi gomimkn 0,3% He 6insure 0,5 %

IHAUBiyansHO

HeBifoMi foMiIKH <(,05 % He 6inbie 0,2 %

IHAUBIAyaNnbHO

CyMa AOMINIOK 0,3% He 6inbure 1,0 %

Mikpo6ionoriuna wncrora
Mikpo6ionoriuna yucrora 6e3R0AHOrO
NIKapCLKOro 3acoby AJ1A MepopanbHoro

3aCTOCYBaHHA
3arajbHe YUC10 aepoBHUX [epioanune He 6inbme 103 KYO/r
MiKpoopraHiamis BUTIPOGYBAHHH
3arajibHe YHC/IO APINGDKOBUX i [lepiognune He 6inbwe 102 KYQ/r
NAiCHABUX TPUBiB BUIIPOBYBaHHS
BigcyThicTe Escherichia coli lepioguune BigcyTHicTe (B 1 1)
BHNpoGYBaHHSA

BHUCHOBOK: Bignorigae crienMgikarii,

Unm s NiATBEP/KYI0, IO BCi BHPOOGHMUYI cTazii fs niel CEPil TOTOROr0 OPOAYKTY MOBHICTHO BIJIIOBIAAI0TE BUMOTAM
GMP Epponeficekoro corwsy i [konu B pamkax €C] Bumoram cneuudikanii go Peecrpauitinoro(-ux) nocsiguenna(-un)
Kpainu (Kpaiu}-immoprepa(-is). :

BUIIYCK I03BOJIEHO
Aapeca BUpOGHMIITEBa Ta KOHTPOJIK0 AKOCTi:
TOB «3enTisa» (upeacrasuuk AT «3eHTiRa» 3 01.01.2009)
Y kabenosnu 130, 102 37 Npara, 10, oaxi Mexonyny, Yecbka Pecny6ika
Bupo6ruya ninensis Ne 25473 /2 /INS/98 (ocranna smina 260389/2020) ;
Ceprudikat GMP Ne sukls 254516,/2017, 342333/2018, 352900/2018, 244450/2019, 4§

(Dakgbf +429 :

P

#
B

-";Bameepdmceno Ynosnosaxcenow ocoboio TOR «3enmisan : Sky6 MaTycHk [}akub Matusik] 24.11.2020 [NEYATKA

(mignuc) | Posnpyxosaro: 24.11.2020
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AEPKINKCIYXBA
JAEPIKABHA CJIYIKBA 3 JIIKAPCLI{I"..IX 3ACQBIB TA KOHTPOJIXO 3A
HAPKOTHKAMM Y KUTBCLKTIA OBJIACTI

npocnext Banepis JloSaroscskoro, § 1, m. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://WWw.dls.gov,ua. Kon €JIPTIOY 37078774

BHMCHOBOK
PO AKICTE BBE3EHOT'0 B Yxpainy nikapeskoro 3acofy

16.12.2020 Ne 68512/20/10

JIO3AN® IO C

e

(naiiMenypaung AIKAPCBKOTC 32C00Y 3riHo 3 PEECTPALIHHEM MOCBImeRHAM)
TabJIeTKH, BKpuTi oBosonkoroe, Ne9( (15x6): o 15 rabaerox ¥ baicrepi; mo 6 Omictepis y
KapToHHIH Kropodui

(Popma vrnycky, A03YBAHHH, BUIL IAKYDAHHS AIKADCLKOIO 3ac00Y)
Homep peectpaniiinoro nocsinuenns UA/943 5/01/01 erpox ait peectpaniinoro noceinuenns 01.01,2099
Cepia nixapeexoro sacofy Ne 2060820 Kinskicts BBesenoro sikapceskoro sacoby 8819

Bupo6iux TOB "3enriza", Yecrxa PecnyCmixa

(HaiiMenypanng BHPOGHKKE Nikapcsxoro 3acoly, xpaina HOXOMKEHHS)

Beeseno s Vipariy Tonap_z_icnm 3 00Mexeno10 BinnoBizaabHicTo "CAHO®I-ABEHTIC
YKPAIHA", inenr. koa: 35648623

(maltMenynasNA Ta kog 38 CIPTIOY ropunmuHoi ocoGr ato npissuule, iM'a, mo Gatokon] (hizsano]
0co0H - mianpuemms, MiCLIE IPOYXCHBAKIS Ta peecTpaniituuii Homep obnikonol KapTKH [1AaTHHKA
noAatkis abo cepis ta HOMEp nacnopTa)

Ipotoxon Bisyasenoro xonrposo Bin 11.12.2020 Ne 4403/5,

3a  pesynstaramum JASPMKABHOTO  KOHTPONO BCTAHOBNEHO, 1O JTIKAPCEKHE  3aci6 BBC3CHO B  Vxpalny 3
ROTPHUMAHHSM sinvor SAKOHOIABCTBA WMONC 3afesneuenns sxoeti TKapCEKHX 3acobis,

' P AT

Slnnd A N

@.‘5_'//‘»—- -G b % = T, i .
3acs Q?fg/naqan\r:}?ﬁgg: CIIYKOu Q %“ Qlf)nexcm COJIONPAM
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! D‘%‘fn’ RORYIRTTH iﬁ’zﬁaa Et?m KOHTpOsIO) fianmc) (iniuiany Ta npizsnine)
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ZENTIVA

CepTHudikar cepii Bupo6HHKa N2 4828

Ha3zea npenapamy JIO3ANI® IIJIIOC
Homep npodykmy 11009182_0052 LIMS HV cepit 1628944
Cepis Ne 2090920 HV 3paska 5419971
Cuna dii 50 mMr/12,5 mr LIMS MZP cepii 1561914
®opma sunycky TabsieTkH, BKpUTi 060J0HKOI0 MZP 3paska 5396736
Po3smip ynakosku 90 Ta6JIBTO¥(, BKPHUTHX 060JI0HKOIO Bunywena kinskicmo 8 766 ynakosok
Tun ynakoeku 6 x 15, B 6anicTepax
Jama euzomosserns 10.09.2020 Kpaina-imnopmep Ykpaina
Jama 3aKIHYEHHA MEPMIHY 4 (1o 5009
npudamuocmi
Cneyudpikayis PNY 402227/18-04
Home'p peecmpayiiiHozo UA/9435/01/01
noceidveHHs
Bunpo6ysaHuHs Peszyasmamu Cneyudpikayii
Onuc
onuc BignoBigae oBTi oBa/IbHI Ta6l1eTKH, BKPUTI 060J10HKOIO, 3
PHCKO10 3 060X 6OKiB
Cepesnsa maca 1 TabieTKH, BKPHTOI 0,400r 0,380r-0,420r
060JIOHKO10
Inenrndikanis
JlosapTaH Kajiio
YBEPX BignoBizae Yac yTpumyBaHHS OCHOBHOTO nika Ha
XpoMaTorpami BUNpo6oByBaHOro po3uHHy Mae
6YTH NPHOJN3HO TAKHM CaMHM fK i yac
YTPHMYBaHHs OCHOBHOTO IiKa JI03apTaHy Ha
Y®-cnektpodoToMeTpis XpoMaTorpaMi CTaHJapTHOTO PO3YHUHY.
BignoBizgae Y® - cnekTpu 0CHOBHHX HIKiB, OTpUMaHMUX AJiA
PO3BeJIeHOTO PO3YHHY JOC/II/LKYBAHOTO 3pasKa,
BHUMIpAHI B Aiana3oHi JOBXKHHM XBUb Big 210 g0
400 uM, ananoriuni Y@ ~ cnektpaM Bignopiguum
OCHOBHUM IliKaM, OTpPUMaHUX [JI51 PO3BE/€HOTO
CTaHAApTHOr0 PO3YHHY.
Tigpoxaoporiasug
YBEPX BifnoBigae Yac yTpuMyBaHHA OCHOBHOTO NiKa Ha
XpoMaTorpaMi BUIPO60BYBaHOTO PO3YHHY Ma€
6yTH NpHU6U3HO TaKUM CaMHM fIK i Yac
YTPHUMYyBaHHA OCHOBHOTIO NiKa riipoxjopTiasugy
Ha XpoMaTorpaMi CTaHAapTHOTO PO3YHHY.
Y®-cnektpodoToMeTpis BigmoBizae YO - cneKTpH 0CHOBHUX MiKiB, OTPUMaHUX A5
pO3Be/IeHOTro pO34YHHY J0C/IiPKYBaHOTO 3pa3Ka,
BUMIpsHI B Alana3oHi JOBXKHHU XBUB Bif 210 f10
400 Hm, ananoriyHi Y& - cnexrpam Bignosiguum
OCHOBHHM MiKaM, OTPUMaHHX [UUIs1 PO3BE/IEHOTO
CTaHAAPTHOTO PO34YHHY.
Tutany agiokeup (E 171) BifnoBifae Mae 3’saBuTHCA 3a6apBa YUHY Y KOBTO-
OpPaH>XeBUH KOJIip. /%% H” M
XiHoJsiinoBwii s)xoBTHIi (E 104) BiAAnOBiae Yac yrpuMyBaHH @$.0CHOE ~ 3 'B
XiHOJ1IHOBOTO KO0, 5,‘\‘ iky 2 i
niky 3 Ha XpoMa BaHoro
pPO34YHHY ifleHTH 5/ ikiB Ha
XpoMaTorpami CT. /().
MoHco 4R (E124) BigmoBijae Yac yrpuMyBaHHSA OgY JroHCo 4R
(E124) na xpomaTtorpaviliiifs66aysanoro
PO34MHY iAEHTUIHHHA Yacy YTPUMYBaHHA
aHaJIOTIYHOTO Nika Ha XpoMaTorpami
CTaHAAPTHOrO po34uHHYy (c).
3ameepdiiceno YnosHosasicenoro ocoboro TOB «3enmisa» { flky6 MaTychk [Jakub Matusik] 24.11.2020 TNNEYATKA
(mignuc) | Posgpyxosano: 24.11.2020

Cropinka 133
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ZENTIVA

CepTudikar cepii BUpo6HuKa N2 4828

Hasea npenapamy

Homep npodykmy
Cepis Ne

Cuana dit

dopma gunycky
Posmip ynakosku
Tun ynakoeku

JIO3AINI® IIIOC

11009182_0052

2090920

50 mMr/12,5 mr

Tab6sieTkH, BKpUTi 060J10HKOI0

90 Ta6seTOK, BKPUTHX 060JI0HKOIO
6 x 15, B 6aicTepax

LIMS HV cepii 1628944
HV 3paska 5419971
LIMS MZP cepii 1561914
MZP 3paska 5396736

Bunyujena kiabkicmb 8 766 ynakoBok

HAama euzomoenernsn 10.09.2020 Kpaina-iMmnopmep Ykpaina
Aama 3akinvenns mepminy 31.08.2022
npudamuocmi o
Cneyudpixayin PNY 402227/18-04
Homep peecmpayitinozo UA/9435/01/01
noceidueHHs
BunpoGysauHs Pezyasmamu Cneyudpikayii
KinbkicHe BUBHaY€HHs JIo3apTaHy 48,8 mr 47,5Mr - 52,5 mMr
Kasiio B 1 TabsieTLi, BKpUTiiA
060JI0HKOIO.
KisibKicHe BU3HaYeHHA 12,2 mr 11,9mMr-13,1 mr
rigpoxsiopoTiasuay B 1 TabseTwy,
BKPHTIiH 060JIOHKO10.
OanopiaHicTh JO30BaHUX OAMHMIL
- OZHOpiAHICTBL BMicTy
Jlo3apTaH KaJito BinoBigae AV <=15,0
rigpoxsiopoTiasuj, BisinoBifae AV <=15,0
Po34YHHeHHs
JlosapTaH Kasnilo
MiHIMyM [lepiognyne
BHIIpO6YBaHHs
MaKCUMyM Hepiognyne
BUNpOGYBaHHA
KiJIbKiCTb 3paskiB [lepioauune
BHNPOGYBaHHS
% Bin 3asBaeHOTO BMicTy 3a 30 XB [lepioguune Q =75 % Bin 3aaBjeHoro BMicTy 3a 30 xB
BUNpPO6YBaHHSA
I'iapoxnopoTiasug
MiHiMyM Illepiognune
BUNPO6YBaHHS
MaKCHUMyM [lepiognyne
BHIIPOGYBaHH:A
KiJIbKiCTb 3paskKiB [lepiogndne
BUNpOOYBaHHs
% Bis 3asBNIeHOTO BMicTY 3a 30 xB [lepioanyne Q=75 % Big 3asABNEHOrO BMicTy 3a 30 XB
BUNPO6YBaHHSA

3ameepdcerno YnosHosadxceHow ocoboio TOB «3enmisa»

| fky6 Matycux [Jakub Matusik] 24.11.2020

TNIEYATKA

(mignuc) |

Po3apykorano: 24.11,2020

Cropinka 233




ZEeNTIVA

Ceprudikar cepii Bupo6HuKa Ne 4828

Hasea npenapamy JIO3ANI® IJIIOC
Homep npodyxkmy 11009182_0052 LIMS HV cepii 1628944
Cepis Ne 2090920 HV 3paska 5419971
Cuna dit 50 Mr/12,5 mMr LIMS MZP cepii 1561914
dopma gunycky TabsneTkH, BKpUTi 060J10HKOI0 MZP 3paska 5396736
Po3mip ynakoeku 90 Taﬁne'rog, BKPHUTHX 060JI0HKOIO Bunywena inskicms 8 766 ynakosok
Tun ynakosku 6 x 15, B 6anicTepax
HAama euzomosserHs 10.09.2020 Kpaina-imnopmep Ykpaina
HAama 3aKIHYEHHA MEPMIHY 51 1o 500 2
npudamuocmi
Cneyudpixayis PNY 402227/18-04
Home'p peecmpayitinozo UA/9435/01/01
nocgidyenHs
BunpoGysanus Pesyasmamu Cneyudhikayii
CynpoBigHi AoMilku
JlozapTaH

Oxepmi npoaykTH po3nagy:

HOpOAYKT po3najy jio3apTaHa | <0,05% He 6inbmie 0,2 %

NPOAYKT po3nafy JiosapTaHa Il <0,05% He 6inbe 0,2 %

IHwi Bifomi foMimknu <0,05% He 6inbuie 0,2 %

inauBigyanbHO

CyMa ioMillok <0,05% He 6inbwe 0,5 %

Tiagpoxnoporiasuy

Aomiuika B (mpoAykT poskaagy <0,05% He Ginbie 0,5 %

ACB)

iHwi BigoMi foMilIKH 0,2% He 6isnbuie 0,5 %

inaMBiAyanbHO

HeBiJoMi oMillIKH <0,05 % He 6inbie 0,2 %

iHAMBigYyanbHO

CyMa JIOMillIoK 0,2% He 6isibme 1,0 %

MikpoGiosoriuna yucrora
Mikpob6iosioriuHa yucToTa 6€3B04HOTO
JIIKapCbKOT0 3aco6y /1/1sl TepopaibHOTO

3aCTOCYBaHHSA
3arajibHe YHCJIO aepOo6HHX Ilepiognyne He 6inbure 103 KYO/r
MiKpoopraHiamiB BUIPOOYBaHHA
3ara/ibHe YUCJIO APiX/KOBHX i [Tepioguune He 6inpme 102KYO/r
IJIICHABHX IPHU6iB BHIIPOGYBaHHA
Biacythnictb Escherichia coli Ilepioguyne BigcyTHicts (B 1T)
BHUIPOGYBaHHSA

BUCHOBOK: Bignosigae cneuudikanii.

LluMm 5 nigTBep/KyI0, 10 BCi BUPOGHUYI cTazii Ans Lii€l cepii TOTOBOro NMPOAYKTY MOBHICTIO BiANMOBIAAIOTH BUMOraM
GMP €sponeiicbkoro coiosy i [kosu B pamkax €C] BuMoram cnenundikanii go Peectpaniitnoro(-ux) NOCBi/j4eHHA(-Hb)
Kpainu (kpaiH)-iMmnoprepa(-is).

BHIIYCK JO3BOJIEHO
A/ipeca BUpOGHHITEA Ta KOHTPOJII0 AKOCTI:
TOB «3enTiBa» (npefcTaBHuk AT «3eHTiBa» 3 01.01.2009)
Y xa6enosuu 130, 102 37 Mpara, 10, Joani Mexonynu, Yecbka Pecny6uika
Bupo6uuya ninensia Ne 25473 /2/INS/98 (ocTaHHs 3MiHa 260389/2020)
Ceprudikatn GMP Ne sukls 254516,/2017, 342333/2018, 352900,/2018, 244450/2019, 8¢

3ameepdiceno YnosHoeaxceHor ocoboro TOB «3enmisa» . fxy6 MaTycuk [Jakub Matudik] 24.11.2020 TNNEYATKA

(mignuc) | Po3apykorano: 24.11,2020

Cropinka 333




ZSNTIVA

Manufacturer batch certificate No. 4828

Name of product Lozap® plus

Product number 11009182 _0052 Batch LIMS HV 1628944

Batch number 2090920 Sample HV 5419971
Strength 50 MG/12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1561914
Package size 90 tbl flm Sample MZP 5396736
Package type BLI6 X 15 Released quantity 8766 PACKS
Manufacture date 10.09.2020 ; >

Expiry date 31.08.2022 Importing country  Ukraine
Specification PNY 402227/18-04

Marketing authorisation No. UA/9435/01/01

Test Results Limits
Appearance

apperance complies Yellow oblong film-coated tablet with a

score line on both sides;

Average mass of | film-coated tablet 0.400 g 0.380gt0 0420 g
Identification

Losartan potassium - UPLC

Retention time complies The retention time of a major peak in

the chromatogram obtained for the test
solution is approximately the same as
the retention time of losartan peak in the
chromatogram obtained for the standard
UV spectrum complies The UV spectra of the major peaks
obtained for the diluted solution of the
test sample measured in the wavelength
range of 210 to 400 nm are similar to
the UV spectra of the corresponding
major peaks obtained for the diluted
standard solution.

Hydrochlorothiazide (UPLC)

Retention time complies Retention time of a major peak in the
chromatogram obtained for the test
solution is approximately the same as
the retention time of the peak of
hydrochlorothiazide in the
chromatogram obtained for the standard
solution.

UV spectrum complies The UV spectra of the m; a'or peaks

titanium dioxide (E 171) complies

Approved by QP Zentiva, k.s. Jakub MGtUéik 2,1,', -1- 00

SeTyae s~

ZQNTIVA | Zothen ks,
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ZSNTIVA

Manufacturer batch certificate No. 4828

Name of product Lozap® plus

Product number 11009182 _0052 Batch LIMS HV 1628944

Batch number 2090920 Sample HV 5419971
Strength 50 MG/12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1561914
Package size 90 tbl fim Sample MZP 5396736
Package fyped BLI6 X 15 Released quantity 8766 PACKS
M 10.09.2020 . .

Ex‘;’;:;{ ”;;‘e’ ¢ date 31082022 Importing country ~ Ukraine
Specification PNY 402227/18-04

Marketing authorisation No. UA/9435/01/01

quinoline yellow (E 104) complies The retention time of the two major
peaks of quinoline yellow (E104), i.e.
peak 2 and peak 3 in the chromatogram
of the test sample solution, is identical
to the retention the same peaks in the
chromatogram of the standard solution
(c).

ponceau 4R (E 124) complies The retention time of the major peak of
Ponceau 4R (E124) in the
chromatogram of the test sample
solution is identical to the retention time
of the same peaks in the chromatogram
of the standard solution (c).

Assay of losartan potassium in 1 48.8 mg 47.5 mgto 52.5 mg
film-coated tablet
Assay of hydrochlorothiazide in 1 122 mg 11.9mgto 13.1 mg

film-coated tablet
Uniformity of dosage
units - content

uniformity
losartan potassium complies AV <=150
hydrochlorothiazide complies AV <=15.0

Dissolution test
Losartan potassium

min Periodical test

max Periodical test

number of samples Periodical test

% of declared amount after 30 min Periodical test Q =75 % of the declared amount in 30

min
Hydrochlorothiazide

min Periodical test

max Periodical test

number of samples Periodical test

% of declared amount after 30 min Periodical test

Approved by QP Zentiva, k.s. Jakub Matugik 2 /l' -11- 2020

~
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ZSNTIVA

Manufacturer batch certificate No. 4828

Name of product Lozap® plus

Product number 11009182 _0052 Batch LIMS HV 1628944
Batch number 2090920 Sample HV 5419971
Strength 50 MG/12,5 MG

Dosage form film-coated tablets Batch LIMS MZP 1361914
Package size 90 tbl fim Sample MZP 5396736
Package type BLI6 X 15 Released quantity 8766 PACKS

Manufacture date 10.09.2020

Expiry date 31.08.2022
Specification PNY 402227/18-04
Marketing authorisation No. UA/9435/01/01

Importing country  Ukraine

Purity test
losartan
degradation products individually <0.05 % NMT 0.2 %
-losartan degradant 1
degradation products individually - <0.05 % NMT 0.2 %
losartan degradant II
Other known impurities individually <0.05 % NMT 0.2 %
total impurities <0.05 % NMT 0.5 %
Hydrochlorothiazide
impurity B (degradation product ACB) <0.05 % NMT 0.5 %
other known impurities individually 0.2 % NMT0.5%
unknown impurities individually <0.05 % NMT 0.2 %
total impurities 02% NMT 1.0%
Microbiological quality
Microbiological quality of non-aqueous
preparations for oral use
total viable aerobic count Periodical test NMT 10° CFU/g
Total combined yeast / moulds count Periodical test NMT 102 CFU/g
Absence of Escherichia coli Periodical test absence (1 g)

CONCLUSION : Conformity with specification.
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full

compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

APPROVED FOR RELEASE

Manufacturing and quality control site:
Zentiva k.s. (legal successor of Zentiva a.s. as of 1.1 .2009)
U kabelovny 130, 102 37, Prague 10, Dolni Mecholupy, Czech Republic

Manufacture Autorization Number :25473/2/INS/98 ( last change sukls260389/2020)
GMP Certificate No.sukls 254516/2017, 342333/2018, 35290072018, 244450/2019, 955631//2018

Approved by QP Zentiva, k.s. M

Page 3 of 3 Print: 24.11.2020




HEPXIIKCIIYXBA
AEPJKABHA CIYIKFBA 3 JIIKAPCI)KI{!X 3ACOKBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKIN OBJIACTI

npocnexr Banepis JIo6aHoscwkoro, 51, M, Kuib, 03110, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €APIIOY 37078774

BHUCHOBOK
PO AKICTh BBe3eHOro B Yxpainy JixapebKoro sacoby

03.02.2021 Ne 2854/21/10

JIO3AII® IVIXOC

(naitmenysanns nikapcskoro 3acofy 3riano 3 peecTpanituum nocsig4eHHaM)
Tabaerxn, Bkpuri 060x0HK010, N290 (15x6): mo 15 tabaerox y 6aicrepi; mo 6 Gaicrepin y
KapTOHHi# xopoOui

((popma Bunycky, nosypauns, sun NaxyBaHHA JtikapceKoro 3acofy)
Homep peectpanifinoro nocsinuenns UA/9435/01/01 crpox aif peectpauifinoro noceimuenns 01.01.2099
Cepin nixapcbkoro 3acoby Ne 2090920 KinpkicTs BBe3enOro nixapcskoro sacoby 8766

Bupobuux TOB "3enrira", Yecbka Pecny6rika

(naliMenysants BapoBHuKa aAikapcukoro 3acoby, kpaina NOXOMKEHHA)

Baeseno B Vxpainy Tonapgcrno 3 o6MeskeHo010 BigNoBixaLHICTIO "CAHO®I-ABEHTIC
YKPAIHA", inenr. on: 35648623

(naiimenysauns Ta xox 3a €J[PTIOY 10puamnuHOT 0cobu abo npissriwe, iM'A, No Garbkosi (iznynoi
oco6u - mignpuemug, ii Micue npoxusanus Ta peecTpauiitnuti Homep oGRikOBOT KapTk MNaTHIKA
nonarkis aGo cepis Ta HOMED niacnopra)

Hpotoxon sisyanuuoro kourposio six 28.01.2021 Ne 0195/11.

3a pesymbTataMuM  mepxaBHOroO KOHTPOMO BCTAHOBNEHO, 1O nikapcekuil 3aci6 BBeseHo B Vxpaiuy 3
AOTPMMAHHSIM BHMOT 3aKOHOAABCTDA ORD 3a6e3neyet s AKQCTI NlikapchKHX 3ac06iB.
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