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Fux: 34 0 806 52 58
Batch Release Certificate / Cepruciat BunyiieHoi Cepir
Certificate of GMP Compliance / Ceptudikar signosiaHocti GMP

Name of the Preduct: / LIXARIT tablets, 100 mg Ne30 (16x2) in blisters
Haitmenysanis npoayiry JUKCAPWT, Tabnetin no 100 mr Ned0 (15x2) v Gnictepax
Strength / Potenegy: / One tablet contains 100 my of flecainide acetate /
Cuna aii / AkTuBHICTL: 1 7abnerka micTuts: 100 Mr dnekaininy auetary
Dosage Form: / Tablets, 100 mg /
Nikapcska hopma: Tabnetky no 100 mr
Package Size and Type: / 15 tablets in blister; 2 blisters in carton box/
Tun Ta Posmip Ynakosku: Mo 16 TaGneTok y Gnictepi; no 2 Bnictepyu y xapTonif navyj
Manufacturing Date: / Batch Number Finished Product: /
Hara supoBHulyrsa: 93.86.2020 Homep Cepil Fotosore MpoaykTy: RARL
Explr_y Date: / ) 06.2022 Batcl'_a size (.!,.n packs): |/ ‘ 26535
epMi npuaaTHoeT: Poamip Cepil (8 ynakoskax):
Analytical certificate code: / Specification Code: /
Kog ananitnyroro Eféib%}PT)IO4 Koa cneyudpikaii: EEI_,E?(;D(PT 104
ceptudiiaty )
Marketing Authorization Number: /
Homep Peectpayiiiioro noceiguenss: UAMTT741/01/01
Name, Address and License Numher  Laboratorios Normon, S.A.
of Manufacturer, which is Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain
Respensible for Batch Release: / No, 0330
Halimenynarnsn , Agpeca ta Homep NaGopatopioc Hopmow, C.A
fliyensit BupoGhuka, akuh sunyckae Powaa ne Bansgexappico, 8, Tpec Kanroc, 28760, Magpua,
cepioc 8 obir: lcnanis
Ne 0330

Country of Origin: /
KpaiHa-supobruk:
Importing Country: /
Kpaina-imnoprep:

Spain / lcnaHdis

Ukraine/ Ykpaina

Certification Statement: / 3asea npo ceptudikadyio:

I hereby certify that the ahove 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
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. /

Lnm nipTaeppiyio, 1o npuseseHa BULie iHbopMallin & [ocToBIpoIo | TouHOK, Hawa cepig BurotosneHa, srmMovaoun
YNakosxy / MapieynaHHa | KOHTPOns AKOGT, Ha BULLEGBKA3aHIA AlNbRULE Y NOBHIKA BIANOBIAHOCT 3 BUMOraMy GMP nokanbHux
Konrponioiounx Qpradie, a Takox ai cneyudrikauisimu PeectpatyiHoro Jocks ipan-imnoprepa abo locke pocnifmiyaanoro
nikapcLkoro 3acoby. IpoTokonu BUPOBHULITEA, ynakonku Ta ananisie Gynu NEPSTSIHAYTI i BCTaloBNena sijnorinHicTs GMP.

Qualified Person Signature: / Alicia Govantes e o
Miamc Ynosuosaxerol Ocobu: )

Place {arwelstann 2o o -
Date of Signature: / lara Migrucy 06.07.2020

In the event of any discrepancies or doubt between English and Russian language versions, the Engtish language version shall
provail. f Y pasl Gyab-sux poaGhiocted abio cymiticin mixk BEPCIAMM AHIMTIACLKOIO T8 YKPATHCLKOIO MOBIAMIA NEPCRIIY CHAY Mac Hepoin
AUCNIACLECIO MOBOIO,
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(i) NORIMON

Rondit de Valdecarriza, 6

28760 Tres Cantox. Madvid, Espaiio

Tel: 3.4 90 806 52 40
frex: +34 90 806 32 58

Certificate of Analysis / Ceprudikar Ananiasy

Name of the Product: /
HaiienyBanHa npoaykTy:

Homep Cepil MoTosoro Mpoaykry:
Expiry Date: / Tepmin npugaTHocTi:

LIXARIT tablets, 100 mg N230 (15x2) in blisters
NIKCAPUT, tabneTin no 100 mr Na30 (15x2) y Gnicrepax
Batch Number Finlshed Product: /

Characteristics/
HalimeHysarta nokastyka

R4aXL1 Batch size {in packs): / 26535
Pasmip Cepii {B ynakonkax):
Manufacturing Date: / 09.06.2020
06.2022 [ara pupoBHuLTEa:
Reguirements / ’ Result/
| Bumoru MR _Peaynbtatr

Description /
Onuc

Complies with macroscopic examination. White or
almost white, round, hiconvex, scored and marked
with “F” and “100” tablets. / Tosuuen sinnosigaru
MAKPOCKONIYKOMY gocnigkentto, TabneTtsw Sinoro abo
sawie BINoro KoNLAPY, KPYrNi, ABoONYKNI 3 nikieto nopiny
Ta THCHERHAM niTepoto «F» i dpoio « 100,

Complies f
Bignoeinae

“Identification: / I,n,é"r{‘md)il(auin
HPLC / BEPX

fdentification: / lnentudpirauis
TLC / TLLUX

‘Average weight / Capeana maca

acetate on the chromatogram of the test solution
corresponds the retention time of peak for flecainide
acetate on chromatogram of the reference solution,
as obtained as Assay. f Ha xpomarorpami
BUMPOGYBAHOIO PO3YUHY, OTPUMANGIO NPU NPOBEREHH
TecTy «KinbKicHa BuaHateHsa» Mac yTpUMyBaHH:
OCHOBHOIO NikY (hnekaitiay aueTaTy noBvHeN crisnagati
3 HacoM YTRUMYBEHHSA OCHOBHOID MikyY (hnexaiHiny
ayeTaTy Ha XPoMaTorpamMi poadUHy NOPIBHAMHA.

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 xpomatorpami sunpobyeatoro posumuHy mMae
BHABNATUCH OCHOBHA MNNAMAa Ha PisHi GCHOBHOT NFIRMU HA
XPOMATOTPamMi podunHy NopiBHRHHA, BiANoRiAHA 11 34
PO3MIpOM,

Positive /
MoauTusHuia

Positive /
MoanTusHuni

S 2839mg M

“Uniformity of mass |
OgHopigHicTs Macu

‘Dissolution / Posdumenss

Of 20 tablets, not more than 2 deviate by more than =
5% and none deviates by more than * 10% from the
average mass / He Ginblue 2-x i3 20 taGnerok Moy Th
MaTH BIAXMNEHHA, WO nepesuilye + 5 % | KoaHa i3 20
TabreToK He NOBUHHA MATY BIGXUNEHHA L0 NepesmIye
| 10 % 8in cepeqrbol macy

Not less than 70% (Q) of flecainide acetate in 45
minutes / He meHwe Hixk 70 % (Q) posinHeHoro
hnekaiviny auerary vyepea 45 xa.




i) NORMION

Rowide de Valdecarrizo, 6

28760 Trex Cwntes. Modrid, Espedta

Fel: 434 91 806 52 .41
Fax: 13491 80652 38

Certificate of Analysis / Ceprudikar Ananiay

Name of the Preduct: /
HafimerysarHs npoaykTy:

LIXARIT, 100 mg tablets Ne30 {(15x2) in blisters
HIKCAPWT, tabnetiv no 100 mr Na30 (15x2) y BnicTepax

Batch Number Finished Product: /  R4XL1 Batch size (in packs): / 26535
Homep Cepli MFoTosoroe Mpoaykry: Poawmip Cepii (B ynakoskax):
Expiry Date: [ Tepmin npupatHoeri:  06.2022 Manufacturing Date: [ 09.06.2020
) _Hara supoBuiirea:
Characteristics/ Requirements / Result/
HalmeHysanHs nokaanuia Busmorn MKH Peaynbrar
Uniformity of dosage unit (by The acceptance value (AV) of the first 10 dosage Complies/
mass variation): / unlts = L1, If the AV of the first 10 dosage > L1: test Bignosinae
OanopiasicTs fos0BaHMKK the next 20 units.AV of the 30 dosage units < L1, and
OAVHULE no individual content of the dosage unit less than (1- | AV=4.0
L2 x 0.01) M and nor more than (1+L2%0,01) M,
where L1=15.0 and L2=25 0. / lNpuiMansie uicno (AV)
ans neplkx 10 oguuuyk S L1; sxwo AV ana nepuwmax 10
oavHWUUE > L1: BunpobysakiHio niafaots nactynti 20
OAUHMUL. AV ans 30 opgutuge < L1, i wogen
IHAMBIAYANbHWA BMIGT Y fO30BAHIR 0AMHNLLI He &
MeHwnmM 3a (1~ 1.2 x 0,01} M Ta He € Ginbumm 3a (1 + L2
I e | XDODM, geli=1507al2=250 | .
Assay [ KinbKicHe BnaHayeHHn 95,0%-105,0%: 95.0 — 105.0 mg of fiecainide acetate of | 97.9%

the stated amount / 85,0 %-105,0 %: 95,0~105.0 mr

_Related Substances | Cynposiani Aomiuim

thnexainiay alleTary sig 3a3HaueH0! KNbKOCT

Any individual impurity { Bygp-
sIKA OKpemMa AoMiluika

Not more than 0,2 %/
He Binbwe ik 0,2 %

Total impurities | Cywa
AomMilLoK

| <QL 1 <Mend

KinsxicHoro
BHIHAYBHHS

Not more than 0,5 %/
He GinbLue Hik 0,5 %

__Microbiological control*: / Mikpobionoriusa unctora’:

<QL / <Mewi
KinkKicHoro
BMBI’IE!}IGHHH

Total aerchic microbial count
{TAMC) / 3arantHe uucno
aepobHux mikpoopranimis
(TAMC)

Total combined yeast / mould
{TYMC)/ 3arantiie uncno
APDKIPKOBMX TA MniceHesux
rpubis {TYMC)

E. Coli/

Escherichia coli.

He Sinbwe Hix 103 KYO /r

Not more than 102 CFUIg /
He Binkwe nix 107 KYO / r

Absencein1g/
He fonyckaetsea B .

" — Test is not routine. The test conducted on the first sories and 10
quality. / Tect ne e pyTanims. BunpoGysanHs nposogsie na

Copridicari akocri.

Released Date: / [lara BUIYCKY:
Qualified Person /
YnopHosaketa ocoba

06.07.2020
Alicia Govantes

Signature: / Nignue

g e
PRI

Complies/
Binnosigae

Complies !
Bignosinae

Complies /

_L Bianosinge

th series every year. The indicator may not he in cortificate
nepuiid cepil 1a pecatis cepil uopoky. Iokasimg Mone Oy sincyruin s

Slamp: / MNevyarka

[ERRC R

Qualified Person signature does not include the verification of correct translation into Ukrainian. { Yaonnonaweiu ocolia caoim
THAMMCON HE HATRER/AKYE KOPEK THICTL nepekiiazdy TekeTy Ha yrpaiiicuky mMony.

In the event of any discrepancies or doubt betweern English and Russian language vorsions, the English language vorsion shall
prevail. 'Y paai Gyab-sikux posGikiocred abo cymiinin Mk Bepcismd ol nifcekol Ta YERATHCHEGIO MOBAMN MEPeRaXIY CUIlY Mae Bepcin

AHFNIRCLKOI MOBOID.
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