JNTEP)KABHA CJIYKEBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

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

BUCHOBOK
Npo AKiCTH BBe3eHOr0 B YKpaiHy JiKapchbKoro 3acody
16.07.2024 Ne 34419/24/10
JIKCAPUT

(naliMeHyBaHus JiKAPCHKOro 3acoby 3rifHO 3 peecTpauiiiuM nocsiauennsM)
taéaerku mo 100 mr, mo 15 Ta6aerox y 6aicrepi; mo 2 GaicTepu y KapToHHii navui

(dhopma BHITYCcKy, A03yBaHHS, BUZ IaKyBaHHA Jlikapcekoro 3acoby)
Howmep peectpauiiinoro nocsimxaenss UA/17741/01/01 crpox aii peectpauiiiroro nocsiguenns 14.1 1.2024
Cepist mixapcrkoro 3acoby Ne X4CAl KisnbKicTs BBE3EHOTO JTiKapcskoro 3acoby 27630

Bupo6Huxk JlaGoparopioc Hopmown, C.A., Icmanisg
(HaifMeHyBaHHs BUPOOHHKA JIKapchbkoro 3aco0y, KpaiHa NOXOKEHHS)

Baeseno B Yxpainy ToBapHCTEO 3 0GMEKEHOIO BINOBINANLHICTIO "ACIHO
VKPATHA", inenr. xox: 42274733

(HaliMeryBanHs T2 kKoft 32 €JIPTIOY ropumuroi ocobu abo mpizsmite, iM's, 10 6aTHKOBI
(isHuHOT 0coBH - mixmpHemu, i Miclie IPOKMUBAHHA Ta peccTpaniiinmii Homep oGnikopoi
KapTKH IUIATHUKA 1T0AaTKIB 200 cepist Ta HoMep MacTopTa)

IpoToxon Bisyasnoro kourpomio six 09.07.2024 Ne 1983/14.

3a pesynpTataMd  JEPXKaBHOTO KOHTPONIO BCTAHOBJIEHO, W10 mikapcekuit  3aci6 BReseHmo B YKpalHy 3

JOTPHUMAHHAM BuMOr 3aKOHOAABCTBA LIOJO 3a6e3neueH s AKOCTI JIIKapChKUX 3ac0biB.
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Ronda de Valdecarvizo, 0
28766 Tres Cantes. Modeid, Espaia
Fol- 34 %1 806 3240
Foayr «3E 9] 50652 58
Batch Release Certificate / Ceprudikar Bunyuwierot Cepil
Certificate of GMP Compliance / Cepmudpikar signosigrocti GMP

Name of the Product: { LIXARIT tablets, 100 mg Me30 (15x2) in blisters

HaiimeHyBaHns npolykry JHKCAPWT, tabnerin no 100 mr Nedd (18x2) ¥ Gricrepax

Strength / Potency: [ One tablet contains 100 myg of flecainide acetate /

Cuna pif 7 AktvssicTs: 1 vabreTka micTute: 100 Mr dnskaiiny auerary

Dosage Form: / Tablets, 100 mg /

Hikapcsxa dopma: Tabnerkv no 100 mr

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

Tun ta Poswmip Ynaxkosuu; Mo 15 Tabnetox y BriicTepi; no 2 Gnictepy y KAPTOHHIA navui

Manufacturing Date: / Batch Number Finished Product:/

Hara supobunurea: 11.04.2024 Homep Cepli Fovosoro Mpoayiry: X4CA1
Expiry Date:/ Batch size {in packs): /
Tepmit pUASTHOCTE 04.2026 Poamip Cepii (B ynaxosgax). 27630
Analytical certificate code: CAA-A Specification Code: / EA-A
Kon aHaniTuiHoro v . Kop cneuudikayii: i .
cepruchikaTy FLE1OO(PTYO5 FLE100(PTYI05
Marketing Authorization Number:/
Homep Peectpauifttioro rnocBigueHHa; UA/M7741101/01
Name, Address and License Number  Laboratorios Normon, S.A.
of Manufacturer, which is Ronda de Valdecarrizo, 8, Tres Cantos, 28760, Madrid, Spain
Responsibie for Batch Release: / No. 0330
Hawmenyaarns , Agpeca ta Homep NaBoparopioc Hopwmon, C.A.
Nivenaii Bupobuura, akui sunyckae Poupa ae Banbaexappico, 8, Tpec Kanroe, 28760, Mappwi,
cepito B obir: lenasin

Ne 0330

Country of Origin: /
Kpaina-supobrui
Importing Country: /
Kpaina-imnoprep:

Spain / lcnanin

Ukraine! Yipaina

Certification Statement: ! 3ansa npo ceprudikauin.
| 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 Autherity and with the specifications in the Marketing Authorization of the
fmporting 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 GNIP. /

Liuw nigTeepmnyio, Wo npyasgesa sule indhopmauis € pocrosiproio | TouHowo. Java cepist BUTOTOBNEHE, BRIHHAI0UY
YRAKoBKY / MAPKYBEHHE | KOHTROMR AKCCT], Ha BULLBBKA3aHIR AiNsHILI ¥ Noakin slaneslnHocTi 3 BuMOraMi GMP noxansHax
Kowrpomooume Oprasis, & Takok 3 creLdpikatismi Peserpatiitoro Jocse rpaliu-imhoprepa abo flocse AOCHRDIY BAHOI
rikaposroro sacoBy. Mporoxonu BUpoBHALTEA, ynakosky T8 ananiais By nepernsHyt | BETAHOBEHE RignoBIRHILT: GMP.

Qualified Person Signature:/ Alicia Covantes = ,

[Mignue Yrosrosmkedot Ocobn [T PP eTuewwerere e NS
Placefor welstarap M TN L s

Date of Signature: / Qara Nignicy 10.05.2024

In the event of any discrepancies or doubt between English and Russian language versions, the English language version shall
prevail, | ¥ paai Byie-sn posbherocTen atio cymHiBin MDK BEPCIBMY ARITIACHKOI0 T8 YRPATHCLEDID MOBAMI DEREBaNTY CHIY MBE BERCIA
ARCTIICHEDID MOBOIO.



 NORMON

Ronda de Valdecarrizo, ¢

28760 Tres Cantes. Madrid. Espana
Telo #3490 866 52 46

Fax w34 0 06 3238

Certificate of Analysis / Ceprudikat Ananiasy

Name of the Product: / LIXARIT tablets, 100 mg Ne30 (15x2) In blisters
Hatinexysanss NpoayrTy. JUKCAPUT, Tabnerii no 100 rmr Ne30 (15x2) y Snicrepax
Batch Number Finished Product: /| X4CA1 Batch size {in packs): | 27630
Homep Cepii lMNorosore Mpaaykry: Paanip Cepii {8 ynaxoskax):
Expiry Date: / Tepmin npupatHocT 04.2026 Manufacturing Date: / 11.04.2024
- Hara supobrnuTea:
Characteristics/ Requirements / Result{
HatmenypaHHa IoKasHuKa Brmorn MKA Peayrstart
Description/ Complies with macroscopic examination. White or | Complies |
Cnve almost white, round, biconvex, scored and marked | Bignosigas
with “F" and “100” tablets. / Mosusen signosipartu
makpockonmqHoMy pocrimprentio. Tabnetks Ginoro abo
marxe BINoro kOMLopY, Kpyrmi, asoonysni 3 niwieio noainy
T8 THCHEHHAM fTrepo «Fy | uudpo « 100,
Identification: / {zerTudikayis The retention time of the main peak of flecainide Positive /
HPLC / BEPX acetate on the chromatogram of the test solution (Mo3wrusHai

corresponds the retention time of peak for flecainide
acetate on chromatogram of the reference solution,
as obtained as Assay. / Ha xpomartorpani
srnpoByBaHcrC PO3HUHY, OTPUMAHOTD NPV NEOBeAEHN]
TROTY «liNbKiGHE BUIHAHEHHAR HaC YTDRUMYBaHHS
QCHOBKOTO NiRY thnekaifgy aueTaTy NosUHeH cnisnagaTm
3 YaCOM YTDUMYBAHHA OCHOBHOTD niky dexatriny
ALETATY Ha XPOMETOTPaM POIHMHY NOPIBHAHHA,

Identification: / ineHrudirarin The principal spot obtained with the chromatogram
TLC I TWX of test solution is similar in position and size to the
principal spot obtained with the chromatogram of
reference solution. /

Ha xpomarorpami sunpobyBaHore poasuHy mae
BURBARTUCA OCHOBHA NSMa Ha plekl ocHoBHO! IINAMY Ha
XPOMETOrpamMi pOHMHY NOPIBHAKHSA, BiINOBIAHE 17 3a
PO3MIPOM.

Positive /
MoauTusHi

Average weight / Copepust maca | 263.0 mg £ 6% /12630 mr £ 5%

263.1mg / mr

Uniformity of mass / Of 20 tahlets, not more than 2 deviate by more than &
QpHopigHicTs Macu 5% and none deviates by more than £ 10% from the
average mass ! He Ginswe 2-x i3 20 Tabnetok MoxyTs
MaTv BigxuneHHs, Wwo nepeswye + 5 % i wopta i3 26
TaBNeTOK HE NOBUHHA MaTH BIQXUNEHHA LD Nepesulye
+ 10 % Big cepeprsol macu

Complies /
Bianosinas

Dissolution / PoaurHeHHA Not less than 70% {Q) of flecainide acetate in 45
minutes I He merwe nix 70 % (Q) posunHeHora
chrexaliiny aueTaTy yepes 45 xa.

B8%




Rondder de Valdecarsrizo,
I8F6T Tres {Junfos., M

L4349 806 $2 41
Foax: +34 9 806 52 38

frid, Espeia

Certificate of Analysis / Ceptuchikar Ananiay

Name of the Product; f LIXARIT, 100 mg tablets Ne30 {15x2) in blisters
HallmeHyBaHHA NRoAYKTY: JIKCAPUT, rabnetrd no 100 mr Ned0 (15x2) v OnicTepax

Batch Number Finished Product: /  X4CA1 Batch size {in packs): | 27630

Hemep Cepll Notounora Npogysty: Poawuip Cepil (B.ynakoskax).

Expiry Date: / Tepmin npugatHoctt. 04,2026 Manufacturing Date: / 11.04.2024
Hara supobruuraa;

Characteristics/ Requirements / Result/

HalimeryBaHrs nokasHuka Bumory MKHA PesynsTtaT

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

mass varigtionj: / units £ L1, If the AV of the first 10 dosage = L1: test Bianosigae

DaHOPIBHICTL gQo3oBanix the next 20 units.AV of the 30 dosage units S L1, and

OANHILE no individusl content of the dosage unitless than {1 - | AV=45

L2 = 0.01) M and nor more than (1 + L2 = 0.01) M,
where L1=158.0 and L2=25.0, | Mpuiimaneke ascno (AV)
ans nepssx 10 oanauie S L1 arwgo AV ans nepuux 10
opuHvLL > L1 sunpobyBaniio nignaioTs RacTyrs 20
oEdUe. AV ans 30 oparngs 5 11, 1 konies
IHIUBIAYENLMAE BMICT Y A030BAHIR OauHL He €
meuiuyn 3a (1~ L2 x 0,01) M ra ne e Ginswem 3a (1 + L2
xOO0NUM nel1=15071al2=250

Assay [ KinbricHe BUaHauaHHs 95,0%-105,0%: 85.0 - 105,0 mg of flecainide acetate of | 102.4%
the stated amount { 95,0 %1050 % 895,0-105,0 wr
hriekainigy augTary sl 3a3HaueHot KinexoeTi

Related Substances [ Cynposiant gomiuixg

Any individual impurity I Byae- | Notmore than 0,2 %/ <Ql J <Mexi

ava OKpeMa JoMitlka He Ginpiue vk 0,2 % KiNbICHOTO
SUAHANEHHR

Total impurities / Cyma Not more than 0,5 %/ <@L 1 <Mexd

JIORHLIDK He Binpue wix 0,5 % KirgicHore
BuaHadeHNA

Microbiclogical control®: | MikpoBionorivmg werota™;

Total aerobic microbial count | Not more than 10° CFUIg / : Not Performed /

{TAWMIC) { Baranbie wicno He Binblze Hix 108 KYO 11 He nposogunu

aepoBunx MiKPOOPraHiamia } :

{TAMC)

Total combined yeast/ mould | Not more than 10° CFUlg / Not Performed /

{TYMC} I 3aranbhe yncno He Ginswe ik 102 KYO /¢ He nposoanng

APDRIDKOBUY TA [NIGEHERBUX

pubis (TYMC)

E. Coli/ Absenceint gl Not Performed /

Escherichia coll He ponyckasTecn g 1 r He nposogunm

* e Test is nof routine. The test conducted on the first series and 10th series every year. The indicator may not be in certificate
quality. { Tecr ve ¢ pytrdnum. BuripolyBanun nposodaTs na nepuid cepif Ta Renaytd cepil Wopoky. Uokasrug wome Oy gigeyTaifl o
Ceprudikarn akocyi,

Released Date: / [lata sunycsy: 10.05.2024 Signature; { Nignng
Qualified Person/ Alicia Govantes ‘
YrosHoBaxens 0cola P

Qualified Person signature does not include the verification of correct translation into Ukrainian. J Ynosupeaiena acoelia cooim
HANMCOM HE TUATBED/DKYS KODSRTHICTL OSNSRNAAY TEKCTY Ha YRPAIHCLEY MOBY.

fun the event of any discrepancies or doubt between English and Russian language versions, the English language version shall
prevail, 1 Y pasi fiyis-sine poatibkiocredt afo cynaiisla mbi sepeiamn-arrnifcelon 1a yrpaitcbroIo MOBaMM NePREBEKHY CHiY MO 8apon
BRITTRCKKOIO MOBOIN.



