TEP)KABHA CJIVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM YV KHIBCHKINA OBJIACTI

npos. Ceitauunoi Haxii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
npo SAKicTH BBE3eHOT0 B YKpaiHy JiKapchKoro 3acody
16.07.2024 Ne 34419/24/10
JUKCAPHUT

(naiiMeHyBanHs NiKapCBKOTo 3acoby 3rifHO 3 peecTpaiifHIM NOCBIAMEH M)
taéaerku mo 100 mMr, no 15 Taéaerok y 6aicTepi; mo 2 Guaicrepu y KApTOHHIN mavui
(dopma BUTYCKy, N03YBaHHS, BHJ NTaKYBaHHs J1ikapchKoro 3acoby)

Howmep peectpaniitioro nocsiguenms UA/17741/01/01 ctpox aii peecrpauiiisoro nocsiguensns 14.1 1.2024
Cepist mixapcrkoro 3acoby Ne X4CALl KisnbKicTs BBE3eHOTO Tikapcebkoro 3acoby 27630

BupoGruk JlaGoparopioc Hopmon, C.A,, Icnanis
(HaitMenyBaHHs BHPOGHHKA JiKapCchkoro 3acoby, KpaiHa OXOJUKEHHS)

Baeseno B Yxpainy ToBapucTBO 3 00MexKEHOIO BIANOBIAAILHICTIO "ACIHO
VKPAIHA", inenr. xon: 42274733

(HaliMenyBaHHA T2 Ko7 32 €JIPTIOY topujruroi 0cobu abo MpisBHILE, iM'A, 110 6aTHKOBI
(isHumoi 0cobH - mixnpueMus, i MicLe IPOKHUBAHHSA T2 peecTpauiiiiil Bomep oGnikoBoi
KapTKH TUIATHUKA TOAATKIB a60 cepis Ta HoMep MacmopTa)

Ipotoxoa Bisyansmoro xourpouio six 09.07.2024 Ne 1983/14.

3a pe3ynbTaTaMK  HEPKABHOTO KOHTPONIO BCTAHOBJIECHO, IO mikapcekui  3aci6 BReseHo B YkpaiHy 3

JOTPUMAHHSAM BAMOT 3aKOHOJABCTBA WOKO 326€3NeUeHH AKOCTI JIKAPCHKHX 3acobis.

TG, (mmm;m T npx mmm)

/Q‘ B oges w2272
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s NORMON

Ronda de Veldecareizo, §
28766 Tres Cantos. Madeid. Espaia
Fol: 3491 806 3240
Fayy ~348 01 806 52 58
Baich Release Certificate / Ceptudcbikar BunyweHoi Cepil
Certificate of GMP Compliance / Cepmucpikar signosigHocti GMP

Name of the Product: / LIXARIT tablets, 100 mg Ne30 (15x2} in blisters
HaiimeHyBaHHsa npoayKkTy TUKCAPWT, Tatneriv no 100 mr Ne30 (15x2) y Onictepax
Strength / Potency: [ One tablet contains 100 my of flecainide acetate /
Cuna gil / ActussicTs: 1 yabneTka micTute: 100 mr dnexaldiny auerary
Dosage Form: ! Tablets, 100 mg/
Mikapcwra hopma: Tabneriu no 100 mr
Package Size and Type:/ 15 tablets in blister; 2 blisters in carton box/
Tun ta Posmip Ynakosim; Mo 15 TaBnetok y GricTepi; no 2 Bnictepy Y KAPTOHHIA nauy
Manufacturing Date: / ; Batch Number Finished Product:/
Hara sypoBruursa: 11.04:2024 Homep Cepii lovooro Mpogyicery: ARG
{Expir}x Date: ! } 04.2026 Batch size (p_n packs): / , 27630
Tepmit pUARTHOCTT Poamip Cepii (8 ynakosiax).
Analytical certificate code: / CA1-A Specification Code: / EA-A
Kon araniTuuHoro P . Koa cneuudikalii: & mar
cepTugikaTy FLE100(PT)/05 FLE100(PT)I05
Marketing Authorization Number:/
Homep PeecTpauittoro rnocsiguyeHHa. UAM7741101/01
Name, Address and License Number  Laboratorios Norinon, S.A.
of Manufacturer, which is Ronda de Valdecarrizo, 8, Tres Cantos, 28760, Madrid, Spain
Responsible for Batch Release: / No, 0330
Haiimenysanus , Adpeca T4 Homep NaBoparopioc Hopmon, C.A.
Ninenaii Bupobrnka, sKkul sunyckae Poupa ae Baneaexappico, 6, Tpec Kawroc, 28760, Manpna,
cepio B oBir: lenadin

Ne 0330

Country of Origin: /
Kpaina-supobuuni
Importing Country: /
Kpeina-imnoprep:

Spain/ lenasin

Ukrainel Yipaina

Certification Statement: / 3ansa npo ceptudikauii;

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control at the above-mentioned site (s} in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
fmporting country or product specification file for Investigationat Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP./

Liww nigTeepaxyio, wWo npresdesa suule indbopmauia e goctosipHoo | TouHow. [ana cepist BUTOTOBIIEHA, BRIHYAIOUH
YRAKOBKY / MARKYBAHHT | KOHTPOME AKCCT], HA BUILEBKasaNif AiNLHAL ¥ NoaKin BianoslaHocTi 3 BuMoramis GMP nokanshix
Kowrpomoounx Oprauis, a Takok 3l cnelhikatismiu PeecTpaiinnore Jooke kpaitu-iMnoprepa abo [lothe OCHDKy BAHOID
rikapcsroro acody. Nporokony BAPOBHILTEA, yRakoBki T ananisis By nepernaHyt | BCTAHOB IBHA RinNoBIRHICTE OGP,

Qualified Person Signature:/ Alicia Govantes N G s

[Minnue YnosHosamexot Ocobu Pt o
i Placefor wel sloaip.!

Date of Signature: / Qara Mignucy 10.05.2024

In the event of any discrepancies or doubt between English and Russian language versions, the English language version shall

prevail. / ¥ past Gype-six posbikrocren atio cymHiBIR MK BEPSISME AHINIACHKOIO T8 YRPATHCLEOID MOBAMI NEpEBaRHY GHIY MBE Bepcin
AHCIHCHEDIG MOBOK.



i NORMON

Ronda dv Valdecwn &

Name of the Product: /
HaimeryBaHHR NPOMYKTY.

28768 Tres Cantos. Madiid, Espar

Certificate of Analysis / Ceprudikat Ananisy

LIXARIT tablets, 100 my Ne30 (15x2) in blisters
JUKCAPUT, Tabinetiun no 100 mr Ne30 (15x2) y Bnicrepax

Batch Number Finished Product: /  X4CAA1 Batch size {in packs): / 27630
Homep Cepii Fotosore Mpaaykry: Poanip Cepil (8 ynakosiaxy:
Expiry Date: | Tepmin npuaatHocTh 04.2026 Manufacturing Date: / 11.04.2024
- Rara supobruutea:
Characteristics/ Requirements / Result?
HadmeHyBaHHA NOKasHUKE Brnmorn MKHA PeaynsTat
Description/ Complies with macroscopic examination. White or | Complies /
Crve almost white, round, biconvex, scored and marked | Binnosinas
with “F" and 100 fablets. / [Mosunen signosinati
makpockoniqHoMy pocnigrkerrio. Tabnetks Ginoro abo
maibxe Ginero kKenEopy, Kpymi, asoonykni 3 nivieln noainy
TA TUCHEHHAM fiTepoi «Fy | wdpok «100».
Identification: / Igeqtvdiikayin The retention time of the main peak of flecainide Positive /

HPLC { BEPX

Identification: / inenracirauin
TLC 7 THIX

acetate on the chromatogram of the test solution
corresponds the retention time of peak for flecainide
acetate on chromatogram of the reference solution,
as obtfained as Assay. / Ha xpomarorpani
BrNpoByBaHCro POIHUHY, OTPUMEHOTD NPV NEOBEAEHHI
TeeTY «KinbkiGHE BUIHAHEHHAY HaC YTOUMYBaKHS
QCHOBROTO NIKY thriekainify aueTaty nosuHeH cnisnagatm
3 YaCOM YTDUMYBEHHA GCHOBHOO Niky dinekaitigy
ALETATY Ha XPOMATOrPaM] POIHMHY NOPIBHRFHHA,

The principal spot obtained with the chromatogram
of test solution is similar in position and size to the
principal spot obtained with the chromatogram of
reference solution. /

Ha xpomarorpami sunpobyBanoro posuuHy mMas
BURBFARTUCH OCHOBHA NNAIMA HA PIBHI OCHOBHOT TINAMY Ha
XPOMATOTPAMI POZYUHY TIOPIBHARHS, BifoBIAKa I 32
PO3MIPOM.

Mo3mrusHui

Positive /
MoanTusHni

Average weight / Cepegus maca

263.0myg £ 6% 71 263,0mr £ 5%

263.1mg /v

Uniformity of mass /
OnHopiAHICT, MaCH

Of 20 tablets, not more than 2 deviate by more than &
§% and none deviates by more than £ 10% from the
average mass / He Ginowe 2-x j3 20 TabneTtox MoxyTh
MET BigxUNeHHs, Wwo nepesuilye £ 5 % i wopra i3 26
TABNeTOK HE NOBUHHS MaTH BIAXUNEHHS WO Nepesmlye
+ 10 % Big cepeaHeol Macu

Complies /
Bianosinae

Dissolution / PO3uHEHHA

Not less than 70% (Q) of flecainide acetate in 45
minutes [ He mexwe Hix 70 % (Q) posuuHeHoro
chnekalHigy auetaTty bepes 45 xa.

88%




NORMON

Ronde de Valdecarrizo, 6

28760 Tres Lantos. Madrid, Espania

Tel: <3494 806 82 44
Fay: +34 91 806 52 58

Certificate of Analysis / Ceptudpikat Ananiay

Name of the Product:
HallmeHyBanHs NpoayKsy:

LIXARIT, 100 my tablets Ne30 {15x2} in blisters
JKCAPUT, tabnetiat no 100 mr Ne30 (15x2) y BnicTepax

Batch Number Finished Product: /  X4CAt Batch size {(in packs): { 27630
Hemep Cepii Totonaro Npogykry: Poswulp Cepil (8. ynakosgax).
Expiry Date: / Tepmin npugatHoct. 04,2026 Manufacturing Date: / 11.04.2024
Harta supobhvurea

Characteristics/ Requirements / Result/
Halimerysanrs nokasnvka Bumorn MKHA PesynsTar
Uniformity of dosage unit {by The acceptance value (AV) of the first 10 dosage Complies {
mass variation): / units £ L1, If the AV of the first 10 dosage = L1: test Bianosigas
DaHOPIgHICTE Go30BaHnX the next 20 units.AV of the 30 dosage units S L1, and
ORNHALE no individual content of tha dosage unitless than (1 - | AV=4.5

L2 % 0.01) M and nor more than (1 + L2 x 0.01) M,

where L1=15.0 and L2=25.0. ] Mpulimaneke aucro (AV)

ans nepumx 10 oanerte S L1 axwe AV ans nepuax 10

OfUHWLL > L1: srnpoByBankio niaaaoTs RacTyrs 20

ofHKLL. AV ans 30 opurvgs = L1, 1 xoaes

IHAVBIAYENLIWE BMICT Y J030BaHI oauHnLl He &

e 3a (1~ L2 x 0,01) M ra ne e Binsium 3a (1 + L2

x00NM nel1=1507al2 =250
Assay [ KinbiicHe BuanadeHts 95,0%-105,0%: 95.0 - 105,0 mg of flecainide acetate of | 102.4%

the stated amount 7 95,0 %1050 % 95,0-1050 wmr
riekainigy aueTary aig sasHaqveHol kinexoeTi

Related Substances [ Cyoposigni

A0MiLIY

Any individual impurity 7 Byae-
axa oKpeMa [oMILKE

Not more than 0,2 %/
He Ginpiue mx 0,2 %

<Ql. /| <Mewxi
KiNbKICHDIO

BUIHAYSHHA
Total impurities / Cyma Not more than 8,5 %/ <QL 1 <Mexi
JIOKHLIOR He Binbise 1ix 0,5 % KILKICHOr

BU3HaYeHHA

Microbiclogical control®: | MikpoBionoriura uicrora™:

Total aerobic microbial count
{TANIC) { BaranbHe yueno
3epoBHUK MIKPOOPIaHiZMia
{TAMC)

Total combined yeast { mould
{TYMC} / 3aranuHe wacno
ARRIDKOBKMK T3 (NICEHEBUX
rpubis (TYMC)

E. Coli/

Escherichia coli

Not more than 10° CFUIg /
He Binbilue Hie 103 KYO /¢

H

Mot more than 10° CFUig/
He Ginwwe wix 107 KYO /¢

Absenceintg/
He ponyekasteca s 1

Not Performecd /
He nposoaunu

Not Performed /
He nposopvng

Not Performed /
He nposoavan

* e Test is not routine. The test conducted on the first series and 10th series every year. The indicator may not be in certificate
guality. £ Teer ve © pyTvanuM. BuripoByBaHHn nposodaTh Ha Nepuid cepli 1a gensiii cepil wopoky. Uokasnng mome Oy sigoyToili 8

Ceprudikar axocti,

Released Date: / lata sunycy:

Qualified Person /
YRosHOBameHa 0co0a

10.05.2024
Alicia Govantes

Y g

g

Qualified Person signature does not include the verification of correct translation into Ukrainian, ! Ynopuosasena ocofia cooit
RiAMMCOM HE TIATREN/AKYS KONSKTHICTL (ENEKNAJLY TEXCTY HA YRRATHCLRY MOBY,

in the event of any discrepancies or doubt between English and Russian language versions, the English language version sha_ll
prevail, 1 Y pasi Syge-auax postibiocredt abo cyruisia miit Bepciamm - arrnifcekoI0 18 yRPaTHCLKOI0 MOBAMY MEPREBRKYY CUNY WD 3epoin
BHITTACHKOIO MOB0I0.



LABORATORIOS NORMON S.A, @ NORMON

Batch Release Certificate { CepTudhikar Bunywenoi Cepir
Certificate of GMP Compliance / Ceprudikar signosigHocTi GMP

Name of the Product; / LIXARIT tablets, 100 mg Ne30 {15x2) in blisters

Hafimerysanug npoaykry JINCAPUT, Tanetku no 100 Mr Ne30 (15x2) y BricTepax

Strength / Potency: / One tabiet contains 100 mg of flecainide acetate /

Cuna git / AkTnenicT: 1 TabneTia micTurs: 100 mr threkarHigy ayerary

Dosage Form: / Tablets, 100 mg/

Jlikapewka chopma: TabneTiv no 100 mr

Package Size and Type: !/ 15 tablets in blister; 2 blisters in carton box/

Tun Ta Poamip Ynakoss: Fio 15 Tabnetok y GnicTepi: o 2 Bricrepu y kapTonHif navyi

Manufacturing Date: / Batch Number Finished Product: /

Hata Bupobruurea: 21.08.2024 Homep Cepif MoTosoro Mpoayxry: KRR
Expiry Date; / Batch size (in packs): f

Tepmiv npuaatHocTi: 08.2026 Poamip Cepii (s ynakoskax): 26849
Analytical certificate code: / CA1-A Specification Code: / E1-A
Kog aHaniTuyHoro FLE100(PT)/05 Kon cneumchiradii: FLE100{PT}/05
cepTuchikary

Marketing Authorization Number: f

Homep Peectpauiiitoro noceigyeHHs: UAM7741/01/01

Name, Address and License Number of Laboratorios Normon, S.A.

Manufacturer, which is Responsible for Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain
Batch Reiease; / No. 0330

HaﬁmeHyBaHHﬁ, Anpeca Ta Homep NaGoparopioc Hopmow, C.A,

Niuexsi BupoBHuka, skuii BlUNyckae Ponaa ne Bansaekappico, 6, Tpec Kantoc, 28760, Maapna, lenawis
cepito 8 obir: Ne 0330

Country of Origin: / ; .

Kpaina-snpobHuk: Spain/ lenarin

lmporting Country; / : i

| <pa'|'Ha~iMHOpTep: Ukraine/ Ykpaina

Certification Statement: 3anea npo cepTrpikalsiio;

| hereby certify that the above information is authentic and accurate, This batch of product has been manufactured,
including packaging !/ labeling and gquality control at the above-mentioned site {s}) in full compliance with the Gmp

Qualified Person Signature: / Alicia Govantes /
Miamuc YnoeHosaxeHot Ocobin: Anicia oBapTec
-~ s ‘
\/'_)‘l—)‘;f-_-.,‘. T :A;;A.j
) I T e
Place for wet stamp -
Date of Signature: / Bata Mignucy 11.10.2024
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LABORATORIOS NORMON S.A,

NOBRMOMN

Certificate of Analysis / Ceptuthixar Ananizy

Name of the Product; /
Haiimenysanmn npoayKTy:

LIXARIT tablets, 100 mg Ne30 (15x2) in blisters
JIIKCAPWT, tabnetiv no 100 mr Ne30 (15x2) v Brictepax

Batch Number Finished Product: / X8JP1 Batch size {in packs): f 26849

Homep Cepii FoTosoro Mpogyery: Pasnip Cepii {B ynauoskax):

Expiry Date: / Tepmin npyaaTHocTi: 08.2028 Manufacturing Date; / 21.08.2024
Hara supoBHuurea:

[?haracteristicsl Requirements / Resultf
HatimeHysanus nokasnima Bumory MK Peaynetar
Description / Complies with macroscopic examination. White or Complies /
Onue almost white, round, biconvex, scored and marked Bianosigae

with “F" and "100" tablets. { ToBuHeH BifnosinaTu
MaKpockeniutomy gocnigkerhio. Tabnetiu Ginoro aéo
maiiike Giroro konbopy, KpYrni, aBoonyKAi 3 Ninieo noAiny
TA THCHEHHAM NiTepolo «Fy i uncbpoto «100».
Identification: iaenTudikanin The retention time of the main peak of fiecainide Complies /
HPLC /BEPX acetate on the chromatogram of the test solution Bianosinae
corresponds the retention time of peak for flecainide
acetate on chromatogram of the reference solution,
as obtained as Assay, [ Ha Xpomarorpami
BUNPOBYsaHoro posutty, OTRPUMaHOre Mpy NpoBeeHH
TecTy «Kinbiiche BusHauenuny yac YTPUMYBaHHS
QCHoBHoro niky dhnekaiuiny aueTary noswHeH cnisnagaTtu
3 HacoM YTPUMYBaHHS OCHOBHOO niky chrexaininy
aueTary Ha Xpomartorpami POZYMHY MopiBHAHLS.
Identification: / laenTuchixauin The principal spot obtained with the chromatogram
TLC / TIIX of test solution is similar in Position and size to the Complies /
principal spot obtained with the chromatogram of Bianoeigae
reference solution. f
Ha xpomarorpami aunpobysanorg PO3YUHY Mae
BURBITATUCA OCHOBHA namMa Ha DiBHI 0OGHOBHOT MAsMy Ha
Xpomarorpami poayuHy NopiBHAHHS, Bianosiana i 3a
poamipom.
Average weight / Cepennst maca | 263.0 mg£5%/263,0 mr + 5% 267.2 mg/ mr
Uniformity of mass / OfF 20 tablets, not more than 2 deviate by more than £ Complies /
OnnopigHicrs magy 5% and none deviates by more than + 109, from the Bipnosigae

average mass / He 6Ginslte 2-x i3 20 TaGITEeTOK MOKYTL
MaTu Bigxunenns, wo nepesullye 5 % i kogHa iz 20
TabneTok He nosuHHa MaTy Bifxunenns wo nepeavuiys
£ 10 % sig cepeattor Macuy

Dissolution / Poautitennn

Not less than 70% (Q) of flecainide acetate in 45
minutes / He merwe wHix 70 % {Q) poaunnenoro
nexaiiny auerary Yyepes 45 xs

88 %
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LABORATORIOS NORMON S A, NORRMO i

Certificate of Analysis / Ceprudizar AHanizy

Name of the Product: / LIXARIT tablets, 100 mg Ne30 (15x2) in blisters_
HafiMenysann npoayrry:  JIKCAPWT, tabnetit no 100 mr Ne30 (15%2) y Bnicrepax

Batch Number Finished Product: / X8JP1 Batch size (in packs): / 26849

Homep Cepil MNotosoro MpogykTy: Poawmip Cepii (s ynaKosxax):

Expiry Date: / Tepin npuaaTHoCTI: 08.2026 Manufacturing Date: / 21.08.2024
Hara eupoBuuyrea:

Characteristics/ Requirements / Result /

Halimenysauusa nokastuka Bumoru MKH Pesynkrar

Uniformity of désage unit (by The acceptance value (AV) of the first 10 dosage units | Complies /

nass variation): / S L1. If the AV of the first 10 dosage > L1: test the next Biznosinae

OgopiguicTe gosomanmx 20 units.AV of the 30 dosage units < L%, and no

OAUHILE individual content of the dosage unit less than (1-L2x | AV=3.2

0.01) M and nor more than (1+L2x0.01) M, where
L1=15.0 and L2=25.0. / NpuiivansHe yucno {AV) anm
nepuwix 10 oanmnys < L1: fKLe AV ans nepumx 10
oAuAMUL > L' BunpoBysadmio nianaoTs HacTynHi 20
oAWHUUL. AV ansa 30 oguHuyb < L1 . 1 onen
IHavBiAyanLHuE amicT ¥ A030BaHIA 0AWHULI He & MeHWrM
3a{l-L2x0,0hMranec Binbiumnm aa (1 + L2 x 0,01y M,
ael1=150Tal2 = 25,0

Assay / KinokicHe susnaenss 95,0%-105,0%: 95.0 — 105.0 mg of flecainide acetate of 100.3 %
the stated amount/ 95,0 %-105,0 %: 95,01 05,0 mr
thneratniny aleTary sig sa3HaueHol KinekooTi

Related Substances / Cynposigni Aomiwin

Any individual impurity / Bype- Not more than 0,2 %/ 0.06 % T
AKa oKpema aomiluka He Ginciwe wuix 0,2 %
Total impurities / Cyma nomiwox | Not more than 0,5 %/ 0.06 %

He Ginswe uix 0.5 %

Microbiological quality™; / MitpoBionorivna YHeToTar:

Total aerobic microbial count Not more than 1000 CFUfg/ <100 CFUfy
(TAMG) / 3aransse yueng He Binswe Hix 1000 KYO /1 <100 KYO /r
aepabHux Mikpooprautiamis

(TAMC)

Total combined yeast / mould Not more than 100 CFU/g / <100 CFU/g
(TYMC) / 3aransie uucno He Binbure Hix 100 KYO / ¢ <100 KYO /¢

Apbraxosux Ta nniceHesuy
rpubis (TYMC)

E. Colis Absenceini g/ Complies /
Escherichia coli He aonyexasTocn B 1 r Bignosinae

*— Test is not routine. The test conducted on the first series and 10th serjes every year, The indicator may not be in certificate quality. /
TecT He & pyTusHuMm. Bunpobyaanna NPOBOAATL HA NepLiii cepil Ta AECATI cepil wopoky. MoxazHuk moxe Gy BigeyTHil & Cepruthikari axocri

Released Date: / flata BHIYCKy: 11.10.2024 Signature; / Mianuc 5 Stamp:/ Nevarka
Quallfied Person / Alicia Govantes . i )
YnoBHoBaXena ocoba FARY IR B B « SR

Qualified Person signature does not include the verification of correct transiation into Ukrainian, / YrossosaneHa ocoba
ceoiM nignucom ue nigTeEpAKYE KOPEKTHICTE Repexnany Tercry Ha yKpatHebky mosy.

in the event of any discrepancies or doyubt between English and Russian language versions, the English language version
shall prevail. /1 v pa3i Byab-nknx poaBixHocTed abo cymHiie min BEPCIAMY aHINIACkKCIO Ta YKPaTHChKOIO MOBanMK nepesaHy cuny
Mag Bepcin aHriicLKkoi0 MoRoio,
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HEPXKABHA CJIYIKEBA 3 JIIKAPCBKP_IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU V KHUIBCHKII OBJIACT

npos. Ceitnuunoi Hagii, 3, m.Kuis, 02099, Ten/taxc: (044) 363-06-50
E-maii: dls.ko@dls.gov.ua, Kox CHAPIIOY 37078774

BHCHOBOK
Opo SIKICTh BBe3eHOro B Yxpainy JIKapchxoro 3acoby

18.11.2024 Ne 58888/24/10

JIKCAPUT

(maiiMenypamin Jiikapcekoro 3acody arijmo 3 peceTpaniifum NOCBidteILAM)
Tadaerku no 100 M, 0 15 TaGnerox y Outicrepi; no 2 BaicTepu y KAPTOHMIH navyni
(thopma BHIYCKY, n03yBats, pug NEAKYBAHH JiKAPCLIOTO Sac0 oY)

Homep peecrpauiiinoro nocainuenns UA/17741/01/01 CTPOK Aiil peecTpauiiinoro nocuinuens 14, | 1.2024
Cepist nixaperxoro saco6y Mo X8JP1 Kinsxicts sreseroro nixapeskoro sacofy 19649

Bupo6inmxk Jlaboparopioc Hopwmon, C.A., Ienauis
(natistenynamis BHpoBnuka nikapehkorg 3acoby, ipafia NoxomRCIHA)

Bueseno s Vipaiuy ToBapuerpo 3 obMesxerol Bianoeigansuicrio "ACIHO YKPAIHA",
igent, kon: 42274733
(Haitvenynanm Ta kol 3a CAPTIOY wopuamror ocaly abo npizsnme, iM'n, o Garokon thizituoy
0co6H - tinmpuesma, iy miclle npoxHBamitg 1o peecrpaniifiuii Hoacep 00nikopoi KapTKH mariyica
floaarkis ao cepis 1a Homep nacnopra)

IIporoxon sisyansuore kourpoario six 13.11.2024 x: 3518/1 1.

32 pesynnraramu dCpkartoro  konrpomo BCTAHOBNIEHO, 10 niKaperkui  3aci6 BBE3CHO B Vipainy 3
HOTPDUMAHHAM punor 3AKOHORABCTRA Woa0 3a6e3mey ey AKOCT] mikapekkix 3aco6ig,
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LABORATORIOS NORMON S.A. NORMON

Batch Release Certificate / Cepruthikar Bunywenoi Cepii
Certificate of GMP Compliance / Ceptudikar signosigHocti GMP

Name of the Product: / LIXARIT tablets, 100 mg No30 (15x2) In blisters

HafimeHysaHHs npoayKry NIKGAPUT, Tabnetkn no 100 mr Ne30 (15x2) vy Bnictepax

Strength / Potency: / One tablet contains 100 mg of flecainide acetate /

Cuna gii / AxTuericTs: 1 Tabnerka mictuts: 100 Mr donekalHiay auerary o
Dosage Form: / Tablets, 100 mg /

Nixapcera chopma: Tabnetku no 100 mr

Package Size and Type: / 15 tablets in blister; 2 blisters in carton box/

Tun Ta Poamip Ynakosku: Mo 15 TabneTok y GnicTepi; no 2 Gnicrepl Y KApTOHHIN nauy

Manufacturing Date; / Batch Number Finished Product: /

Data supobhuliTea: A108.202¢ Homep Cepil MoTorore Mpogysry: REdR
Expiry Date: / Batch size (in packs): /

TepMiH npuaaTHoCTi: (82026 Posmip Cepii (B ynakoskax): 27061
Analytical certificate code; / CAA Specification Code: / E4-A
Koa ananituuHoro S Kop cneumdikadii Wi

e el FLE100(PT)05 FLE100(PT)/05
Marketing Authorization Number: /

Howmep PeecTpaLiiiHoro nocsigyeHHs: UAMT741/01/01

Name, Address and License Number of Laboratorios Normon, S.A.

Manufacturer, which is Responsible for Ronda de Valdecarrizo, B, Tres Cantos, 28760, Madrid, Spain
Batch Release: / No. 0330 .

Halimetysanns, Aapeca Ta Homep JNaboparopioc HopmoH, C.A.

JlideHaii BupoBuura, akuli sunyckae Poupa ge Bansbpexappico, 6, Tpec Kantoe, 28760, Magpua, lcnaxin
cepito B 00Ir: Ne 0330

Counftry of Origin: J
KpaiHa-BupobHuK:
Importing Country: /
KpaiHa-imnopTep:

Spain / lcnaHisa

Ukraine/ Ykpaina

Certification Statement: / 3assa npo ceprudikalio;

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control at the above-mientioned site (s} in full compliance with the GMP
requirements of the iocal Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. /

Lum ninTeepaxyio, Wo npusesena e inchopmaltia & KocToBipHOIO | TouHato, Dara cepia BUroToRNEHa, BKNIOYAIOUW YNIAKoBKY /
MapKYBaHHA | KOHTPOML AKOCT], Ha BuLLeBXazaHiid AINLHNL ¥ NoBRIY BigNocBiAHOGT] 3 BMMOramn GMP FoRambHUX KoHTponioweHux
OpraHis, a Takox 3i cneuvdikacinvi Peectpatiiiidoro Jocke kpaiuu-imnopTepa abo Jocke AocrigpKyBaHoro nikapebkoro sacoby.
INpoTokonu BupoBHUUTEA, YNaKeBRM Ta aHaniais Gyny nepernsHyT | BeTaHoBNeHa sianosigdicTs GMP.

Qualified Person Signature: / Alicia Govantes /
Mianue YnosHosameHoT Ccobu: Anicia MopapTec )F-;' —
SR E AR A
t.\/.?i':z*.r-:n ST Tt
TECHIL AL AN OELIETO P
Place for wet stamp
Date of Signature: / [lata Nignucy §1.10.2024

in the event of any discrepancies or doubt between English and Russian language versions, the English language version
shall prevail. /' Y paa] Gyse-skux poabinuocTed ado cymulals Mix sepciamMn aHMMiACLEKOI0 Ta YKPATHCHKOIO MOBamMU NepesaxHy cuny
Mae eBepcist aHrAlficLRolo MoOBOIO.

Valdecarrizo, 6,
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LABORATORIOS NORMON S.A,

NORMON

Certificate of Analysis / Ceptuchikar Axanisy

Name of the Product: /
Hafimenysants npoaykTy:

LIXARIT tablets, 100 mg Ne30 (15x2) in blisters
TNKCAPUT, tabnetitn no 100 mr Ne30 (16x%2) v GnicTepax

Batch Number Finished Product:/  X8JR1 Batch size (in packs): / 27061
Howep Cepit FoTosoro Mpoaykry: Poamip Cepil (e ynakoekax):
Expiry Date: / Tepmin npugaTtHoeTti: 08.2026 Manufacturing Date: / 21.08.2024
Lata avpobHuuTea:
Characteristics/ Requirements / Result{
HafimeHysaHH: nokastuia Bumoru MKA Peaynbrar
Description / Complies with macroscopic examination. White or Complies f
Onugc almost white, round, hiconvex, scored and marked Binnosinae
with “F” and *“100" tablets. / NoeuHex BianoeigaT
makpockoniyHomy aocnifxeHwo, Tabnetku Ginoro adio
nabbie Birloro konkopy, kpyeni, ABoonykni 3 ninieto noginy
T8 TUCHeHHAM nitepoto «F» i umdpoio «100».
ldentification: / |genTidhikaun The retention time of the main peak of flecainide Positive /
HPLC /BEPX acefate on the chromatogram of the test solution MoauTueHUA
corresponds the retention time of peak for flecainide
acetate on chromatogram of the reference solution,
as obtained as Assay. / Ha xpomavorpami
BUNPOGYBAHOIO POBUKHY, OTPUMAHOTO NPY NPOBEAEHHI
TecTy «KinbKiCHe BUaHAUEHHS» Yac YTPUMYBRIHHA
OCHOBHOTO Niky dhnekalHiny aleTaTy nosuHen cnisnagarti
3 4acoM YTPUMYBaHHA OCHOBHOrO Niky thriekaiHiny
AUETaTy Ha XpomaTorpami poaquHy nopisHAHKA.
ldentification: / lnenmdiravin The principal spot obtained with the chromatogram
TLC / TIUX of test solution is similar in position and size to the Positive /
principal spot obtained with the chromatogram of MoauTUBHNE
reference solution. /
Ha xpomarorpami aunpoBysanoro posyMHY Mae
BUSBIMATUCA OCHOBHA NNAMA Ha pigHi 0CHOBHOT NM\MK Ha
XpomaTorpami posuyIHY NopiBHAHHA, BIGMORIAHA 11 3a
poaMipom.
Average weight / Cepegua maca | 263.0 mg £ 5% /263,0 mr + 5% 266.6 mg / mr
Uniformity of mass / Of 20 tablets, not more than 2 deviate by more than £ Complies /
OpHoplaHicTs macy 5% and none deviates by more than £ 10% from the Bianorinae

average mass / He 6inbwe 2-x 13 20 TaBrietok MoxyTb
MATH BiOXWNEHHS, Wo nepeswiye + 5 % § skogHa i 20
TabHeTok He NOBUHHA MAaTX BIAXMNEHHA Wo nepesmiyye
+ 10 % Bin cepentoi Macw

Dissolution / PosutHerHa

Not less than 70% (Q) of flecainide acetafe in 45
minutes / He mMetwe uix 70 % (Q) poaquHeHoro
criexaininy augrary yepea 45 xs

a8 %




LABORATORIOS NORMON S.A. ﬁ%"& N 0 RM @ N

Certificate of Analysis / Cepruchikat Ananiay

Name of the Product: / LIXARIT tablets, 100 mg Ne30 {15x2) in blisters
Halimenysauts npoaykry:  JIKCAPWT, raBnetrv no 100 mr Ne30 (15x2) y BnicTepax

Batch Number Finished Product:/  X8JR1 Batch size (in packs): / 27061

Homep Cepii Fotororo Mpogykry: Poamip Cepii (B ynaxkosxax):

Expiry Date: / Tepmid npupaTHocyi: 08.2026 Manufacturing Date: / 21.08.2024
[ata BupoBHULITES:

Characteristics/ Requirements / Result/

HalimeHysaHHA NoKasHWKa Briniory MIKH Peaynetar

Uniformity of dosage unit (by The acceptance value {AV) of the first 10 dosage units | Complies/

mass varlation):/ S L1, If the AV of the first 10 dosage > L1: test the next | Bignosiaace

OavoplpHicTs Ao3osanux 20 units.AV of the 30 dosage units < L1, and no

OAuHNLE individual content of the dosage unit less than {1 -L2x | AV=4.2

0.01) M and nor more than (1 + L2 x 0.01) M, where
L1=15.0 and L2=25.0. / NpuiimansHe ukcno (AV) Ans
nepwux 10 opuHnup < L1; sikulo AV aas nepumx 10
oawiiuge > L1: eunpoBysaHH nigaatoTs Hactynui 20
oarHugb. AV gna 30 oguauae < L1, i xoneH
inauBIAYanbHWiA BMICT ¥ fosoBaHiil ogHMHUL He & MeHLLMM
aa (1-L12x0,07) M Ta He & BinbLinm 3a {1 + L2 x 0,01) M,
pe L1=15071a .2 =250

Assay / KinbkicHe BusHadveHHA 95,0%-105,0%: 95.0 — 105.0 mg of flecainide acetate of 99,7 %
the stated amount / 85,0 %-105,0 %: 95,0-105,0 mr
chnexaiHigy auerarty slg sazHayeHo! KinbKocTi

Related Substances ! Cynpogiani gomilukm

Any individual impurity / Byas- Not more than 0,2 %/ 0.06 %
fiKa oxpema foMiluKa He Ginbiwe Hixe 0,2 %
Total impurities / Cyma gomiwox | Not more than 0,5 %/ 0.06 %

He Ginble vk 0,5 %

Microhiological quality*: { MikpoGionoriuda uictora™:

Total aerobic microbial count Not more than 1000 CFU/g / Not Performed /
(TAMC) / BaransHe ynicno He Binbwe Hik 1000 KYO / He npoeofinn
aepobuux mikpoopranriamie

(TAMC)

Total combined yeast / mould Not more than 100 CFU/ig/ Not Performed /
(TYMC) / 3araneHe 1icno He Binswe Hin 100 KYO /¢ He nposogunn

ApDbrpmoBKX T NNiceHeBrx
rpudie (TYMC)

E. Coli/ Absenceini g/ Not Performed /
Escherichia coli He ponyckaevecs s 1 r He nposoginu

* — Test is not routine, The test conducted on the first series and 10th series every year. The Indicator may not be in certificate quatity. /
Tect He e pyTuHHwy, BunpobysanHa nposoaaTs Ha MepLwiii cepii va AecsTii cepil wopoky. MokasHuk moxe GyTy BincyTHIN B CeprindikaTi skocri

Released Date: / Oara sunycky:  11.10.2024 Signature: f Mignue Smpy/levawa
Qualified Person/ Alicia Govantes ' (""”"1,;." Lot il g £a
YnosHosaxeHa ocoba /OO e L

R ey IR N

Qualified Person signature does not include the verification of correct translation into Ukrainian. / YnosHosaweHa ocoba
CBOIM NiAMMCOM He NIATBEPAKYE KOPEKTHICT NepPeKNagy TeKCTY Ha ykpaiHehiy MOBY,

In the event of any discrepancies or doubt between English and Russian language versions, the English language version
shall prevail. / ¥ pasi Byas-akux posBixHocTeit abo cymRiBie Mik BEPCiIMI HIMINCEKCIO TA YKPETHCHKOIO MOBaMI NEPEBAKHY cyuny
Mae pepcina aHrniAcLKOW MOBOID,
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AEPKABHA CIIYXKBA 3 JUKAPCHKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH ¥ KMIBCBHKIH OBJIACTI

npog. Ceitnnynoi Haair, 3, mKuis, 02099, Ten/dakc; (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
Ipo SIKiCTEL BBe3eHOro B Ykpainy JikapcrKoro 3acoy

24.02,2025 Ne 7127/25/10

JIKCAPUT

(HaliMeHYBANIA RiKAPCHKROTO 32006y 3CiNHO 3 peecTpaLifinIM NOCRIMCHHAM)
radaerien no 100 mr, no 15 raéaerox y 6nicrepi; mo 2 OJricrepH y KapToHHii nauni

(bopma BuMycKY, NO3YBAHES, BHA T2KYRAHNA JIKAPCEKOTO 3acoby)
Homep peectpaniitroro rocsinuenns UA/17741/01/01 crpox xii peecrpaniiinoro nocsigvenss 14.11.2025
Cepis nixapcrsxoro sacofy Ne X8JR1 KinexicTe BBE3cHOrO HiKaporkoro sacoby 27061

Bupo6Gruk . Jla6oparopioc Hopmon, C.A., Icnanis
(uaiiMentysarnas supoSanka Aixapeskoro sacoby, Kpaina MOXOMXCHH)

Beeseno B Ykpainy Topapuereo 3 odMeskeHoo Bigmosinandsuicrio "ACIHO YKPAIHA",
inenr. kop: 42274733

(nafivernynain Ta ko 30 CHAPTIOY 1opuanusol ocobu aGo mpiseiute, in', 10 GarbkoDi dizuunoi
ocoBu - ninnprenus, i sicue npokusams Ta peccrpauiiinnii nomep obaikoBoOT KapTKK IUTATHHKA
nopatkir aGo cepia Ta HoMep nacnopra)

IIporexos Bizyansioro xonrposmo six 20.02.2025 N= 0472/8.

32  pesymbraraMH  AEPXABHOIO KOHTPONIO BCTAHOBIGHO, IO mikapebinit  3aci6  BpeseHo B Ykpainy 3
OOTPHMAIHAM BHMOr 3aK0HOAABCTBEA WOAO 3a6e3IeYe s TKOCT] AiKAPCBEKKX 3aC06IB.
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