TEPKABHA CJTYKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM YV KHIBCHKINA OBJACTI

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

Npo AKICTH BBe3eHOr0 B YKpaiHy JAikapcbKoro 3aco0y

29.01.2024 Ne 1599/24/10

JIKCAPUT

(H&HMCH}’B&HH}I nmapcmoro 3ac00y 3TigHO 3 peedi‘pamHHHM -HOCBIII;‘ICI-IHHM)
Tabaerkn no 100 Mr, o 15 TabeTOK y onicrepi; 1o 2 GyicTepH Yy KAPTOHHIH mavml

(hopma BUIIYCKY, A03YBaHHS, BUJ [IAKYBaHHS nucapcmor'o 3&006y)

Homep peectpauiitoro nocsiguenss UA/17741/01/01 crpox nii peectpaniittoro nocsinuenns 14.11.2024

Cepis nikapcskoro 3aco6y Ne VC8AL1 KinbKicTh BBE3EHOTO JiKapchKOTo 3aco0y 208460

BupoGHUK Ha6opaTop1oc Hopwmon, C.A., Icrianis -
(HaliMeHyBaHHS BUPOOHMKA mrcapcmcoro sacoﬁy, Kpama TOXOZKEHHS)

BeeseHo B YxpaiHy ToBapucTBo 3 06MexeHo0 BixnosinanpaicTio "ACIHO YKPAIHA",

ipenr. xon: 42274733

(HaliMeHyBaHHA Ta koA 3a CHPIIOY ropuauuHoi ocobu abo npissuile, iM's, 110 6aTbKOBI PI3HIHOL
ocobu - mignpueMus, i Micue NMpoXXMBaHHs Ta peecTpallifHuK HoMep 00JIIKOBOT KapTKY MIATHHKA
roaaTkis abo cepis Ta HOMEP Nacnopra)

IIpoToKoJT Bi3yaLHOro KOHTPOJIIO Bil 19.01.2024 No 0125/7.

3a  pe3ynbTaTaMy  HEPXKABHOIO KOHTPONK BCTAHOBJEHO, IO JikapcbkuK 3aci0 BBE3EHO B YKpalHy 3
JAOTPUMAHHSAM BUMOT 3aKOHOAABCTBA LIONO 320€3MeYeHHs AKOCT] JIIKApChKHX 3ac001B.

Bu amn EOHL[AP EHKO

( mlm aln T nplsmime)
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nikapebkoro 3acoBy. TpoTokony BUpoBHWLITBA, YNakoeki.Ta aHaniais bynu neperasHyTi | BCTaHoeneH

In the event of any discrepancies, ;

) NORMON

-

28760 Tres Cantos. Mudrid. Espaiia
Tel: 4349180635240
Fax: 43491 80652 58 |
Batch Release Certificate / Ceptucpikar BunyuweHof Cepil
Cerdlificate of GMP Compliance / Ceprudikar signosigrocti GMP

Name of the Product: / LIXARIT tablets, 100 mg Ne30 (15x2) in blisters
HaiimeHyBaHHs NpoayKTy NIKCAPUT, Tabnetin no 100 mr Ne30 (16x2) y GricTepax

Strength / Potency: / One tablet contains 100 myg of flecainide acetate /
Cuna aii / AkTvBHICTb: 1 TabneTka mictuth: 100 Mr-chnekaiHigy auerarty

Dosage Form:/ Tablets, 100 mg /
Nikapceka opma; Tabnetku no 100 mr

Package Size and Type: / 15 tablets in blister; 2 blisters in carton box/ N ..
Tun ta PO3MIp YTiakoBKu: o 15 Tabnetok y Briicrepi; no 2 Gnicrepy y kapTOHHIR navdLi

ool o RHUITISTSRS o
Expiry Date: / Py Batch size (in packs): / oG B

TepmiH npuaaTHOCTI: 11.2025 Poamip Cepli (8 ynakosKax): 26846
Analytical certificate code:! <, 4 A Specification Code: / -4 A

Kop aaniTu4Horo gﬁgg(m)ms Kop cnewudpikaui 53&?&0(91‘)/05
cepTuikaTy Y | A
Marketing Authorization Number:/

Homep PeecTpauiiiHoro nocsig4eHHs: UAM7741/01/01

Name, Address and License Number ~ Laboratorios Normon, S.A.
of Manufacturer, whichis Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain
Responsible for Batch Release: / No.0330 -
‘HalimenyBaHHs , Agpeca Ta Homep JlaGoparopioc HopmoH, C.A. R
Milsensii BupoBHuka, sxuil sunyckae Porpa ge Banbpe kappico, 8, Tpec Kanroc, 28760, Magpua,
cepito B obir: fenaHia

o Ne 0330
Country of Origin:/ il [T il
Kpaiha-snpoBHUK: Spain [ fcnania
Importing Country: /' FMGvival Vomatis
KpaiHa-iMnopTep: Ukraine/ Yxpaida

Certification Statement: / 3asBa npo ceprucbikayior --

| hereby certify that the above information is authenti¢ and accurate. This batch of product has been manufactured,
including packaging / labeling and quality controf 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

importing country .or product specification file for Investigational Medicinal Products. The batch processing,

packaging and analysis records were reviewed and found o be in compliance with GMP. /
Lium ninTeepmiyio, WO NpvBegeHa. sulle: iHGopMaLis € JOCTOBIPHOIO | TOUHOL. [aHa cepin. BUroTOBNEHS, BKMIOYaoun
ynakoBKy 7 MapKyBaHHs | KOHTPONb AKOCTI, Ha BULLieBKa3anin AinsHAu y rosHin BignosinHocT! 8-BuMoramu GMP nokanbHuX:
Kowrporiicioumx Opranis, a Takox 3l crnelmdikauiamu PeectpauinHoro [locke kpaiH w-imnoprepa ado [Jocke AOCNIKYBAHOrO

a sinnosigHicre GMP,

......

Qualified Person Signature: /
Tignue YnosuosaxeHo! Ocodn:.

Place for wet'stamp
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prevail. | Y pasi Bypie-sikux posOikr
AHMMIACHKOIO MOBOIO,
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Name of the Product: /
HalimeHyBaHHA NPoayKTY:
Batch Number Finished Product: /
Homep Cepil MoTosoro MpoaykTy:.
Expiry Date: / Tepmin npupartHocti:

@ NORMON

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madvid. Espaiia

Tel.; +34.91 806 52 40
Fax: +34 91 806 52 58

Certificate of Analysis / Ceprudikat Ananisy

LIXARIT tablets, 100 mg Ne30 (15x2)in blisters
TIKCAPUT, TabneTiu 1o 100 mr Ne30 (15x2) y Bnicrepax

VC8A1 Batch size {in packs): 1
‘Posmip Cepii (B ynakosxax).
Manufactunng Date. [

26846

Characteristics/
| HaiiMeHyBaHHA NokasHuka

Requirémeﬁté ]

Bunoryn MK#H

Result/

Pesynbrar

Description/
| Onuc

Complies with macroscopic exammaﬁon White or
almost white, round, biconvex, scored and marked

with “F” and “100” tablets. / MosureH sigrosigaTy

maxpocmmquow Aocmm{eHHro Tabnetku Ginoro abo

matxe Binoro KOFTLORY, prrm ABOONYKNI 3 fikieto noginy

Ta TUCHEHHAM niTepoto «F» i udpoio «100».

Complies |

Bignosinae

[ Tdentification: / IneHTudikaLin
HPLC / BEPX

ldentification: / [geHmicikallis
TLC/ TWX

| The retention time of the main peak of flecaimde T

acetate on the chromatogram of the test solution
corresponds the retention time of peak for flecainide
acetate on chromatogiram of the reference solution,

- as obtained as Assay. / Ha xpomarorpami
BunpoByeaHoro poayuHy, 0TPUMaHOro NpU NPoBeaeHH

TeCTy «KirbKicHe ByaHaueHHs» HacyTPUMYBaHHA
OCHOBHOTO MKy (hriekalHigy aleTaTy NnosuHeH crisragarti

34acom yTpyMyBaHHSA OCHOBHOIO niky q:mekammy
auerary Ha xpoma'rorpaw po3HIHY ﬂOpIBHﬂHHFl

The principal spot obtained with the chromatogram

of test solution is similar in pcsﬁmn and size to the
principal spot obtainied with the chromatogram of
reference solution./

Ha xpomarorpami BunpoBysaHoro posuity mae

BUABMIATUCA OCHOBHA MAMa Ha piBHi OCHOBHOT NIAMU Ha

XpomMaTorpami posunHy nopisHAHKHS, BianosigHa 1 3a
PO3MIPOM:

Pos;tivef R

MosuTneHA

Positive ]
Tlo3uTUBHWIA

["Average weight/ Cepeann maca

262.8mg /mr

{ OaropigHicTs - Macu

' Of 20 tablets not more than 2. dewate by more than %

5% and none deviates by more than £10% from the

_-_-average mass / He Binblie 2-x i3 20 Tat?ne‘rot{ MO)KYTb

MaTy BIAXUIEHHS, L0 nepesuye & 5 % i mopHa is 20

Tabretok He NOBUHHA MATH BIAXUNEHHS L0 NepesulLye

+ 10 % Bif, CepenHBOl MacK

Complies /

Bignosigae

[ Dissolution / PosunHerhs

Not less than 70% (Q) of flecainide acetate in 45
minutes / He mehtue Hix 70 % (Q) posunHeHoro
thriexaiHigy auerarty yepes 45 xeg.

84%
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(k) NORMON

'Randzz a’e I [decani::o (

28760 Tves Cantos: Madvid, Espaﬁa

Tel.: +34 91 806 52 40
Fax:+34 91 8065238

Certificate of Analysis / Ceptudixar Axaniay

Name of the Product; /
HaiiMeHyBaRHA NPOAYKTY:

Batch Number Finished Product: /

Homep Cepii "oTosoro Mpoaykry:

Expiry Dater/ Tepmin npuaatHocTi:

LIXARIT, 100 mg tablets Ne30 (15x2) in blisters
NIIKCAPWT, TabneTkun no 100 mr Ne30 (16x2) y Briictepax

VCBA1 ‘Batch size (in packs):/
‘Posmip Cepii (B ynakosKax):
Manufacturing Date: /

fara supobunursa:

11.2025

26846

14.11.2023

[ Characteristics/
- HarimeHyBaHHsi NOKasHUKa

Requlrements i

Bumoru MKA

[Result]
PesynkTar

Uniformity of dosage unit (by
| mass variation): /

| OpHOPIAHICTD AO30BAHMX
OAUHWLb

The acceptance vaiue (AV) of the first 10 dosage
units s 1.1, If the AV of the first 10 dosage > L1: test

| the next 20 units.AV of the 30 dosage units $L1, and
| no individual content of the dosage unit less than (1~
| L2 x'0.01) M-and nor more than {1 + L2 x 0.01} M,

| where L1=15.0 and 1.2=25.0. | Mpuimanbxe 1cno (A\/)
| ANg pepumx 10 oguHmub $:L1; siuto AV ans nepnx 10
| opuHuue > L1: srinpoGyBaHHio niafaoTh HacTynHi 20

OQVHNL. AV Ana 30 ofguHnLe < L1, i open
iHAUBIAYaNbRUN BMICT Y A10308aHIM o,qm-mu,: He €

meHWwuM 3a (1 - L2 x0,01) M Ta He € Binbluvm 3a (1+ L2
X0,00WM, pel1=15071a12=250 |

j Biﬂn'o_aime

Complies /

Assay / KinkkicHe BuaHaueHHA

95,0%-105,0%: 95.0 — 105.0 mg of flecainide acetate of

| the stated amount | 95,0 %-105,0 %: 85,0-105,0 mr

cnexaiHiny augeTaTy Big sasHaueHol KinskocTi

99.6%

Related Substances / Cynpoelnm

LoMiLLKn

AKa oKpema NoMilKa

- Any individual impurity / byas-

Not more than 0,2 %/

| He Binblwe HiX 0,2 %

<QL | <Mexi
KiNLKICHOTO
BU3HaYEHHSA

["Total impurities / Cyma
| BOMILLIOK

Not mote than 0,5 %l
He 6mbme Hine 0,5 %

| BUBHadeHHa =~

<QL. [ <Mexi
KiribKiCHOTrO

1 Mlcrobiologma! control™: / Mmpoﬁlonorma yueroTa™

| Total aerobic microbial count
i ‘(TAMC) 1 BararisHe yueno
| aepobBHux mikpoopraHiamia
| (TAMC)

| Total combined yeast/ mould
(TYMC) / 3aransHe uucrio
| ApbrakoBux Ta rniceHeBnx
- pubis (TYMC)
E.Coli/
| Escherichia coli

{ Not'more-than 103 CFU!g /
| He Ginsiue Hix 103 KYO /¢

' Not more than 102 CFU/g /

‘He Binbwe Hk 102KYO /¢

Absence in1g/

| He pnonyckaeTeen s 1r

Not Performed /
| He nposogunm

Not Performed /
He npoaogmnm

Not Performed /
He niposoguny

* . Tost is not routine. The test conducted on the first series and 10th series every year The indicator may not be in certiﬂcate

quality ! Tect He € PYTUHHIANA, anpob‘yaaHHﬂ NpoBOARATL Ha nepwm cepil Ta aecaTi cepii Wopoky. Mokasxuk moxe: Byt Bi,qcy'mm B

Ceprudikari sikoetl, |

‘Released Date: / Jata BANycKky: -

Qualified Person |
YnosropaXeHa 0coba

Signature:/ Nignue

14:12.2023
Alicia Govantes

Qualified Person signature does not include the verification of correct translation into 'y

NiAIMCOM HE NIATEEPKYE KOPEKTHICTE NEPEKNAAY TEKCTY Ha YKpaTHCbKY MoBy.

{n the event of any discrepancies or doubt between English and Russian language versions, f odlis & 59

prevail, [ Y pasl ByAb-akux po3bikHocTel abo cymHisie MK BEPCIAMYA aHFNIMCLKOD Ta YrpaTHCHKOIO My

GHINIACKHKOK - MOBOIO,

s Stampi/ Mevatka *



