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BATCH CERTIFICATE OF ANALYSIS OF MEDIC ANAL PRODUCT
ICEPTAGIKAT SKOCTI CEPH AIKAPCHROTO 3ACOBY

YUAKORKH)

Name of 'pmd uet / Hazng HPORYKRTY :
(strength, dosage form, package size and type /| 3 vials in blister comainer: 1 blister contalner in a carton pack
AvsyBakHA. Alkapehka GopMa, poImip i Tan

ixuut ion, S0 muml 2l i vial:

HEHPOTON @1, PO3HHH 239 [y'ekUiit 30 Mevma, no 2 va g
haaroni; no 3 gaakonis v korrypii HaPYHKOBIH yakoBIi: fo |
| xouTypuill uapyHkosii ynacosui & nasni 3 xaprony.

| MA number 7 Hosep PIT

| Manufactuving country 7 Kpa Ha-BHPOBIHK

i | Baich humber and size ’Hfmep T2 mmnp uzpn [MX031223, 1938 packs /

Active substance / JTitowa pewosuia Tl of solution contains 50 mg of

eth\hnmmlmcm\'vpvndme suceingte £ 1 ma posauny sicTars
ETHAMETHAFAPOKCHHIPHANIY Oy RuMuaTy 50 mi

'Rnpuhhc of Armenia '!’euw sika Bipsienia

o L UAC16933/01/01
+ Dated # 8ia 07.09.2023

1938 ynaxosox

© miuensit supoGunyol missHuy

b

! Date of rnanufauure 7 Mara snpwmmmad aL}'?.lu.pUE} )
- Xpiry | 12.2026 ;
‘Name, address &nd authorization number of “Ligvor™ CISC. Yerevan 0089, Kochinyan Str.. number 740,

manufacturing site / Hassa, aapeca i HOMED Republic of Armenia / 3AT “Jliksop”, M, Cpenan D089, vy,

Kosutsna, iomep 719, PecnyGaika Bipwenis
Manufacturing authorization N K-XX-000103 /
Jinewsis va supoBunureo N K-XX-000102

Indicators / Noxasnurn

Test results /
I Pesyavraiu
mxa:ri‘siﬁ

Specification requirentents / Busorn Crnenndirauii

- Appearance / Onue

AOROBTYBRTA HPOSOPA. PIAH Ha Criteria /
Bianosizac

abo erk

;"nldentiﬁcatiuu of /

! lenrupiraris
ethylimethylthydroxypyridine
: suecinate / Eruamers-

| rigpokemiphIuny CYRuHET

The retention fime of ihe major peak  of | Meels acccméme
ethylmethylhydroaypyriding  succinate  on the | erileria /
chromatogram of the test solution N2 obtained in the | Bianosiage
“Assay™ shall correspond 1o the retention time of the
major peak on the chromatogram of the standard solution
of  ethylmethylhydroxypyridine  succinate. 7 Hag
YTPHMYBAHNS OCHOBHOFO iRy
ETHAMETH AN APOKCH T PR AMHY CYRIM AT Ha
XpomaTorpasil sunpetynanore poviiy N2, GIPHMAHO]
Pk «IKiaLKiCROMY BHsuaseHHin. Mae sianoniagrn wacy
YIDHMYBALHA  OCHOBHOIO (iKY Ha APOMATQrpimi

|

Colourless or slightiv vellowish clear liquid / beiBapsa | Meels aueptanu

"
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ethylmethylhydroxypyridine
succinate /Ernnmerud-
| riapoxennipuauny cyRupnay

i x
¢ Suceinate / Cyruumnay

|

|

. Sulphites / Cyautpivu

i

AHABPTHOUO  POBHHHY e THAMETHITIAPORCHIpIIHAY
CyKUMHaTY,

The UV spectrum of'the preparation solution should have
a maximum absorbance at 297 nm £ 2 nm in the range of
250 1o 350 nm. / Ydeenexrp PO3YHHEY npenapary
NOBMHEH MaTH M ARCHMYM  Nlorauvanys apn BT
xpust 297 um 2 uv g oBnacri Bia 250 40 350 i,

¢riteria /
\ Bianosiaac

The retention time of the first major peak on the
chromatogram of the test solution N2 obtained in the
"Agsay™ should correspond 1o the retention time ot the
major peak on the chromatogram of the suceinic acid
standard Yae

| criteria/
Bianosiac
selution, 7

STPHMY B Hepuaro

OCHOBHOTO iKY Ha  Xpomatorpami  BUNPOGYBAROIG
posuuny N2 orpumanol  upr <K IBKICHOM Y
BEInaUeHtin, Mac  BiANOBIZATH vaCY  VIPHMYBAHNS
{ OCHOBHOTO  BIKY WA XpOMATOrpavi  Crauguprioro

POFUHIY SYPLITHHOBOY KHCTOTIL
The solution should bevome discoloyred. / Posumu
HOBHHEH 3HEBAPRAIOBATHCS.

| ('fiﬁrity/ posopicrn
i

The preparation should be clear. 7 Hpenapar nosunen
Sy

OyTH 11 PO30OpHM.

criteria -

- Bianosiiar

Meets acceptance

Mewets acceptance

Meets acceptance
criteria /

ceplance

¢ Colour / Koasoposicrs

.H(T}S‘m‘nlg :éy / {'5&10:}%%?&«&1‘5

Mexaniuni Braovens
visible / suanmi

. invisible / nepmmimi

The colour intensity of the preparation should not sxceed
the colour inensity of the D« or BY- stndard /| criteria /
IHTEHCHBHICTL  aBupBACHHS UpenapaTy be HOBHHHA

: . ' b S Bianosinae
| HEPeBHnYRATH TnTencunitiors sabaprienis erasony Bs
MoBY - RN ST
4,0 = 3,0 4.6

i 300 - 420 rn(.")sgmbl./kg £300 - 130 MOMOABKT

The preparation should not contain any visible particulate
inclusions. / Tpenapar we nosusen Mictur BHAHMHX
OKOM MeXaivyiug BRAIOUE .,

criteria/
Biamosinac

The average number of particles with a size of 10 wm or
i more shall not exceed 6000 per vial and the number of eriteria s

- particles with a size of 25 qm or more shall not excead Bixnosisar
600 per vial. / Cepeatin KiasKicTh yacTiok posMipos |

10 min 1 Bisslwe ne noBdHEA nepesuilysar 6000 o
OIHOMY (haakoni | KIAbKICTS YaeTunoK posMipom 25 Mrm |
i Binbwe ne nosMHHA nepesninyraty 600 g ozmcm,\‘!
rakoni, !

! 361 m(f)zsmnt“kg :

L3361 mOcMonnRr

Extractable volume / O6'em,
IHO BETHIICTREH

Not less than 2 ml, 7 He menwe 2 v,

i criferia /

| Biaosis

Meets acceptance

Meets acceptance

i

- Meets acceprance

Meets acceptance
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Bacterial endotosing /

| 1 ma npenapary.

| The maximum coment is not more than 35EL in ) mlof !
| baxrepianpui engororcnnn | the preparation. / I'panuunuil svicr ne 6igpue ISEO |

| The preparation should be sterile / Tlpenapar nosunen
i t BYTH CrepuaLuM,

| L _—
Rél‘%}"&iusuhstanceﬁ(hnpom{i I Unidentified impurity not excee ing
| ovimmgn | Hewinoma gomiwka ne insare 0.2 %,
.~ individual [ RRT impurity 1.3 not more than 0.5 Y./
| impurity/iimsizyansag Hontiuka RRT 1,3 ne Siapwe 0.5 %,

! aomitka |

- wial impurities / cyma ! Total impurities are not more than 1%, /
1 ‘.}“9?‘”, e P Cyma soninok - pe Giantue | %,

[ Assay / Kinsicni spsnavennsg

: ethylmethylhydroxypyridine | Atrelease “ IIpy BHITYCRY

fsuceinate £ Eruiameris- [ from 47.50 mg/ml 1o 52,50 mygiml /

E TIAPOKCHNI pI Y CYRUMHET CBIL 4750 Mrau o 52,50 s

| |

i~ Sodium / Harpiii

P8 zeril@? "if,"repxam;mc"rb

30y ;

ke SO,

Sterile /.
Crepuashai

§ Not detected /
i He susaneno

0.05%

i

5151 mgiml 4
S181 mrims

{ 0.22 mgiml /

1 0.22 mrdma.

the baich meets the requirements of QUM for MA Mo UA/I6933/01401 dated 07.09.2023. / Cepg ginonigac

sivoras MICS no PIT 112 A16933/01/01 Big 07.09.2023,

The packaging, labelling and expiry date correspond to the requirements of QUM. 7 ¥ naxoska, MApKyBanus T

TEPMIH MPUABTHOCT BIALOBLAZIOT Rrvioray M KA.

Storage: Do not store at tem peratures above 25 °C, stome in g place protected from ight. 7 36epiranus: 36e MPATH py
I i f g ! ! I

TEMNEPATYpi He Buiite 25 °C & saxuueHoM ¥ Bid cBitaa Mieu.

Uhereby certify that the above information is authentic and accurate This batch af products has been manuficiured.
inciuding packaging/labelling and quality control at the above-mentioned site in full compliance with the GMP
requirements assigned by the local regulatory health authority and also in accordance with the specification of 1
registration dossier approved in Ukraine for investigational medicinal product. The batch processing, packaging and
analysis records were reviewed and found 1o be in compliance with GMP requirements and were signed by the
responsible persons of the above-mentioned manufacturer, ATV NIATBEPAKYIO. 100 HABEACHA BHE nopmanis ¢
ACCTOBIPHOIW TR TOuMOW, Lix ceplsl npoaykiii Gvaa murotossens, BRUOHAOUN  MAKYBANHS, MADKVBAHIS Ta

APOBCUSHHN KOWTPOKD

NIATHCAHO BIUNOBILIAABM K ocobasiu BHPOGHIKa,

Quality control manager /
Menewiep 3 KeHTPO:I0O sKocT

Certificate Issue Date /
Hara odopuaenns cepruinara: 27,0122

I aKoeTi Ha sasHauenii BUPOOHHUI diasnui v noswif BIANOBIANOCT 3 BUMOrasn GMP.
BETAROBACHIMY MICUEBUM pPeryasTopHiy OPranoM, 4 Takok signosiane o wienadikaui, wo micrwr,
peccTpatiiinony  aocke. JATBEPAKEHOMY B Yipalni aua AOCALLKY BAHOIO HiIKAPCHKOTO 34000y,
BHPOSHULTRA, NaKkyBaHHs o poBeaeHs ananisis Gyin nepesipeni, BCTAROBACHG BLANOBIAKICTS BuMOraM GMP Ta

e

A5 B
Mporokoau

i i ation.
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