S

LIQVOR PHARMACEUTICALS

fie. N K-XX-000103
J Yerevan, Republic of Armenia: tel, (+37460) 378800
~ A N K-XX-000103
€penan, PeenyEiika Bipmenin: Tex. (+374603 378800

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
/CEPTHDIKAT SSIKOCTI CEPI} JIKAPCHKOTO 3ACOBY

Name of product / Hasna uponykry | NEURGTO P FL, solution for injection. 50 m g/ml. 4 mtin vial: |
| (strength. dosage form. package size and type /| 5 vials in blister comtainer: | blister container in a carton pack

| HO3YBaIIA, Atkapcbka (opua, POIMIp i TH HEﬁPQTOH B, PO3HHH 205 iliir:ﬁuiﬁ“s. 30 MI"/MII. a0 4 Mt B
yiakocu) thaakoni: o 5 cbﬂal\-mu_u“y KOHTYDHi “APYHKOBIH yaKosui; no
I kouTyphii wapyukosiii ynakosui s nayui 3 kaprony.
Active substance / Jliioua pevosnna I ml of solution contains 50 mg of
ethylmethylhydrosypyridine succinate / | Mt POSMUBY MICTHTD
CTRIMETHATIAPOKCHINIPH AHKY CYKUMHATY 50 mr
| Manufacturing country / Kpaiua-sipobnux | Republic oF Arania /Pecnybaika Bipwenia "
MA number / Homep PIT UA/IOO3301/01 T - e
Dated / 8in 07.09,2023
Batch"rillmber—ﬁm'?mﬁﬁé}ﬁfigEE{JET”"' MX 191223, 2088 packs / 3088 viiaxoson T
Date of manufacture / Tara BHpOBHUIITRBA 19.12.2023 _ j
Expiry Date / Tepuin npusatnocri 12.2026 B
Name, address and authorization number of Mthv_(;; " CISC, Yerevan 0089, Kochi nyan Str.. number 7,
manufacturing site / Haana, aapeca 1 Homep Republic of Armenia 7/ 3AT "JHixpop". M. €pesan 0089, BYJ.
niuensit BupoBumuoi AinsHyui Kounnsna, nosep 7/9, Pecny6aika Bipmenis
Manufacturing authorization N K-XX-000103/
Jiuensis va BUpoGHHLTEO N K-XX-000103
e o - ! P e g e o — |
[ Indicators / Hoxasnuxy Specification requirements / Bumorn Cneusdirauiy Test results /
PesyanTari
ana/izis
Appearance / Onue Colourless or slightly yeliowish clear liquid / besBapsia | Meets acceptance
aBo 37erka kosTyBaTa npeiopa piania criteria /
Bianorinac .
Identification of / The retention lime of the major  peak  of | Meets ncceplemc'g_j
Laenrndikauin ethylmethylhydroxypyridine steeinale on the | criterta /
ethylmethylhydroxypyridine chromatogram of the test solution N2 ohtained in the | Bianosizec
suceinate / ETusamern- “Assay” shall correspond to the retention lime of the
rigpoxkenmipuanuy cykummay major peak on the chromatogram of the standard solution
of ethylmethylhydroxypyridine  succinate. !/ Yae l.
YTPHMYBaHHS OCHOBHOrO 1Ky
CTHAMETRAFI APOKCH PN Y CYKUMHATY Ha
KXpoMaTorpaMi sBunpobysanoro posnny N2, OTpEMano] |
npr «KinbicHomMy BH3HavetHi», mae BinnosiaTh vacy |
YTPHMYBAHHA  OCHOBHOIO  niky Ha XpoMaTorpasi
i3

Py i o 1605 ﬁé’@ﬂ"%




ethylmethylhydroxypyridine
succinate /ETHAMeTH -

riapoxeunipugnny cykuunar

Suecinate / Cyruunar

Sulphites / CyasthiTa

CTAHUAPTHOTO  PO3YHHY eTH) MeTﬁnriﬁpom:l'u HpHauny
CYKUHHATY,

The UV spectrum of the preparation solution should have

& maximum absorbance at 297 nm £ 2 nm in the range of

250 to 350 wm. / Yd-cnekrp posunny npetapary
MOBMHEH MATH MaKCHMYM NOrAMHAHHS py AOBRKHHI
XBUI 297 UM 2 1M 8 oBacT 8ia 250 10 350 um.

The retention time of the first major peak on the
chromatogram of the test solution N2 obtained in the
“Assay” should correspond to the retention time of the
major peak on the chromatogram of the suecinic acid
standard  solution. / UYac YTDHMYBAHHS  nepuloro
OCHOBHOTO  1iiky 1ta  xpomarorpami BuMpobysanoro

posurny N2, orpumanof mpu wlinerichiomy
BH3HAYCHHI», Mac BianosipaTy HACY  YTPHMYBaHHA
OCHOBHOTO  niky Ha  Xpomatorpami CTAHAAPTHOTO

DO3YKHY BYPLITHHOBOT KHCIOTH.
The soluticn should become discoloured. / Posuyn
NOBHtEH 3HebapanoBaTHey.

Clarity / TIposopicTs

The preparation should be clear. / Mpenapar nosunen
SyTH nposopum.

Colour / Konsoposicts

Bianosinac

Meets acceplance
criteria /
Bianosiaae

Meels acceptance
criteria /
Biznosinar

Meets acceptance
criteria /

Meets acceptance
criteria /

The colour intensity of (he preparation should not exceed
the colour intensity of the By ar BY: standard /

InTencunricts 3aBapaienns Npenapary #e nogrsHa
MEPEBHLLYBATH IHTEHCHRHICTS 3a0apBIenny eragony B
abo BY,

pH

40-50

Osmolality / Ocmosmabniers

300 - 420 mOsmalrkg / 300 - 420 mOemonkr

Particulate inclusions/

Bianonigae

1354 mOsmol/kg /|

Meets acceptance
criteria /
Biznoginae

354MOcmonp/rr

The preparation should not contain any visible particulate
inclusions. / Flpenapar we noeusen MICTHTH BRABMUY
OXOM MEXaHiYHUX BKIOUEHD.

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

particles with a size of 25 um or more shall not exceed
600 per vial. / Cepeans xinbkicrs HACTHRHOK POIMipoM
10 MxM i Ginblwe we nosHuna nepesuulysaty 6000 g
OAHOMY (h1akoHi | kinbKicTh YacTHHOK pPoIMipoM 25 mim
1 Bitbwe He noauHHA nepesuilysatn 600 8 oauomy
(hnaroni,

Extractable volume / 06'cm,
IO BHTATAECTLOH

L

Not less than 4 ml. / He werime 4 wa.

Meets acceplance
, Criteria /
( Bianosiaae

Meets acceplance
Criteria /
Biznosinac

Meets acceptance
criteria /
Bianosigac
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Bacterial endotoxins/ j The maximum content is ot more than 35 CU i | ml'of <35 BUimi/

bakrepiasnbui engoroxenuy the preparation. / Tpannwitiit pmict ne Ginbiwe 35 EO o | <35 O/

1 Ma nipenapary.
Sterility / CrepnabHicTn The preparation should be sterile / Mpenapar nosuuen Sterile /

ByTH cTepuaBHIM. CrepubHuit
Related substances / Croponni | Unidentified impurity not exceeding 0.2 %. / 0.02%, 0.02%
AoMinrKH Hegiaoma aomiuika te 6inbwe 0.2 %,
- individual RRT impurity 1.3 not more than 0.5 %, /
Impurily/inausityatbaa Homiwka RRT 1.3 ne 6inpiue 0.5 %. Nat detected /
[OMILLKA He susasreno
- total impurities / cyma Total impurities are not more than 1%, /
HOMiLoK Cyma pomiuiok - se Ginvie 1%, 1 0.04%

Assay / Kiawkicni Buinavenng
- ethylmethylhydroxypyridine | At release / Tlpu Bunycxy

succinate / CruaMeri - from 47.50 mg/ml 10 52.50 mg/m! / SEA6 mp/ml /
. FLIPOXCHNIPHAMHY CYKIMHAT Bid 47,50 mr/ma no 52,50 mr/ma 5116 mMrimn
- Sodium / Hatpiii From 0.19 mg/ml to 6.29 mg/ml, / 0.23 mg/ml /
Bin 0.19 mr/mi 10 0.29 mr/ma. 0.23 Mr/va

The baich meets the requirements of QCM for MA Ne UA/16933/01/01 dated 07.09.2023. / {epig pianosigae
Bumoram MKS ro PTTUA/16933/01/01 sin 07.09.2023.

The packaging, labelling and expiry date correspond to the requirements of QCM. / Ynakoska. MAPKYBAITNSA T
TepMiH PHAATIOCT] BIANTOBIARIOTL BUMorav MICS.

Storage: Do not store at temperatures above 25 °C. store in & place protected from light, / 36epiranus: 30epiratn npu
Temnepatypi te puute 25 °C 8 3axnienoMy Big caitra Micul,

I hereby certify that the above information is authentic and accurate, This bateh of products has been manufactured.
including packaging/labelling and quality control at the above-mentioned site in full compliance with the GMP
requirements assigned by the local regulatory bealth authority and also in accordance with the specification of the
registration dossier approved in Ukraine for investigational medicinal product. The hatch processing. packaging and
analysis records were reviewed and found to be in compliance with GMP requirements and were signed by the
responsible persons of the above-mentioned manufacturer, / Uus 2 nigreepoyio. 1o kaseasna siwe iHhopmanin ¢
AOCTOBIPHOIO Ta Tounoto, Llg cepis npoaykuil Bysa BUrOTOBAEHA, BRIIOYAIOUH HAKYBAHHY, MAPKYBAHHA T4
NIPOBELCHRA KOHTPONIO 1T AKOCTI Ha 3a3Maveniii BupobHH4il insHyi Y 1OBHIH BIANOBIAHOCT! 3 BuMoramy GMP.
BCTAHOBNEHHMH MICUSBHM DETYANTOPHHM OPraHOM, 4 TAKOX BLANOBIAHO A0 cneudPikauii, wo MictaTses o
PECCTpaLifHOMY J0ChE, 38TBEPAKEHOMY B Yrpaini A8 40CAiKyBAHOrO  fiKapChkoin 3acoby. {lporokonu
BHPOOHUUTBA, NIaKyBAHHE T4 NPORELCHHS AHANI3IR GynH nepesipeni, BETAHOBNEHO BIANOBIANICTL BUNMOran GMP Ta
MEATNHCEHO BIANOSINAALHHMH 0COBaMu BipobHiKa, -

Quality control manager /
Metemkep 3 KoHTpomo sKkocTi G. Pepanyan / INenausu I
Certificate Issue Date /

Mata ohopmnenya ceprudikara;




NEPXKABHA CJIYKBA 3 JIKAPCLKNX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCBKINA OBJIACTI

npoB. Ceitnuudof Haaii, 3, m.Knis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €/IPTIOY 37078774

| BUCHOBOK
npo AKiCTH BBe3eHOro B YKpaily JiKkapebKkoro 3acody

20.11.2024 Ne 51896/24/10

HEWPOTOII ®JI

(HaﬂMeHyBaHH}l JllKﬂ[)ChKOlO 3dCO6y 31 ILIHO 3 peecrpaumxmm HOCBI}'('{LHHHM)
posuuH aas iu'exnii, S0 mr/ma no 4 Mma B qmaxom, 1o 5 (pJ1aKoHiB y KOHTYPHill YapyHKOBii
yIaKoBIti; 1o 1 KOHTYPHiii yapynioBiii ynakopui B na4ui 3 Kaprony

((l)opma BUITYCKY, I103yBaHH}I BUJL naxyBamm mKapcm«n 0 3a006y)

Howmep peectpauiiinoro nocsinuenna UA/16933/01/01 crpox aii peectpauiiitoro nocsiguenns 01. 01 2099

Cepis sixapebkoro 3aco6y Ne MX 090724 KinbkicTs éBe3§:Hor6 nikapebkoro 3acoby 72
Bupobuuk 3AT «Jliksop», Pecniy6nika BipmeHis
(naitvenyBaHus BMpoGHHUKA NiKapcbKOro 3acoby, Kpaita I0X0KCHHS! )
Breseno B Ypainy ., CrmijibHe YKPaTHChKO-€CTOHCHKE MiANPHEMCTBO Y dbopmi ToBapHCTBA
3 06meskeHo10 Binmosinanknictio "OnriMa-®apm, JITA", ixenr. xox:
21642228

(naiivenysanns Ta kog 3a €PTIOY 1opummuoi oco6n ato pi3BuILE, iM's, 110 GaTbKOki (i3HUHOT
06 - niAnpremL, Ti Micue NpOXUBalHA Ta peecrpaumrmu Homep 06;1iK0BOI KapTky IIaTHRKA
riofaTkiB a6o cepis Ta HOMep nacropTa)

TlpoToKo. Bi3yaabHOro KOHTPOIO Bl 10.10.2024 N2 3080/37.
Jlaboparopuuit anai3 aKocTi nixapcrakoro 3acoly :3';&1;”1014'(:1-1111“1:'

I "LenTtpanbha naGoparopis 3 aHaslizy AKOCTi JikapchKux 3acobiB i Meauunol npoaykuii”
(M.Kuis, Byn. Kynpsscska 10r M.Kuis, ys. Kyapsiscbka 8B Kuiecbka o6aacthb, ¢. Hoei [lerpisui,
ByJ. Isana ®paxka, 19)

(HdHMCHyBaHlIX Ta MICIC3HAXOIPKEH s na60parop11 10 nposeia naGopaTopuuu ananis gKoc rl)

BHCHOBOK 1010 SIKOCT! JIKapehKoro 3acody, meanlm nadoparopieio six 18.11. 2024 Ne 2303

PCSyﬂbT’lTH na6oparopnoro aHamzy SIKOCTi IIlKapCbKOFO 33(306}’ 3a ﬂCpCBlpCHHMI/I TOKa3HHKaMH BlllﬂOBl[IalOTb
BHMOFBM V(C\"O,EL[B KOHTPOJIIO ﬂl(OCTl (aHamquo HOP\A&THBHOI noxymemauu)

3a pesyibTaTaMd JCPXKABHOTO KOHTPOJIO  BCTAHOBIEHO, 1O nixkapebkuit  3aci6 BBeseo B Ykpafily 3

JOTPpHMAHHSAM BYMOT 3aKOHOAABCTBA LIO/IO 3a6e3edeHHS SKOCTI ikapchkux 3acobiB.

- / = Osbra EPLOMEHKO

Q,'vé} KOHTPHA0) e (i, ) {ininiame ra npiinie
¥




Jie. N K-XX-000103

i N K-XX-000103

LIQVOR PHARMACEUTICALS ®

Yercvan, Republic of Armeniag tel. (+37460) 378800/

Epesan, Pecnybuika Bipsenin; ren, (+37460) 378800

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
/CEPTU®GIKAT SIKOCTI CEPIT JHKAPCBKOIO 3ACOBY

Name of product / Haspa npouyxry
(strength, dosage form, package size and type /
HO3YBaHHA, Jlikapebka GopMa, possmip i Tl
YIAKOBKH)

5 vials in blister container; 1 blister container in a carton pack
HEHPOTOIT @1, po3umH Ut tH'ekigil, SO mr/va, 1o 4 ma B
prraxonis 10 5 PaakoHiB y KORTYPHIH YapyrHKOBIH ynakosii; 1o
I konrypuill gapysKkosill ynakosul B nauud 3 kaprony,

Active substance / J{lioua peuopnna

I ml of solution contains 30 mg of ethyhmethylhvdroxypyridine
succinate /

I s posuuny
cykuinary 50 Mr

MICTHTL  @THAMETHAPAPOKCHITPUANITY

Manufacturing country / Kpaina-supoSuux

Republic of Armenia / PecnyGaika Bipmeuis

MA number / Homep PI1

UA/16933/01/01
Dated / 8iz 07.09.2023

Batch number and size / Homep ta posumip cepit

MX090724
2097 packs / 2097 yirakosox

Date of manufacture / Jlara supoGunursa

31.07.2024

Expiry Date / Tepmin npunarnocrti

07.2027

Name, address and authorization number of
manufacturing site / Hassa, anpeca i nomep
ninensii BupoGrruor ainsumid

“Ligvor” CISC, Yerevan 0089, Kochinyan Str., number 7/9,
Republic of Armenia / 3AT "Jliksop”, M. €pesan 0089, sy,
Kownnsina, womep 7/9, PecnyGaira Bipmenis
Manufacturing authorization N K-XX-000103 /

Hinensis Ha supoSHuuTso N K-XX-000103

Indicators / Hoxasuuxn

Specification requirements / Bavorn Crenndirauii

Test results /
PesyapraTy
anaaizis

Appearance / Quuc

Colourless or slightly vellowish clear liquid / BesGapuua
abo 31erKka MKOBTYBATA 1POI0OPA plziina,

Meets acceptance
eriteria / Bianosiaa

Tdentification of / The

retention

time of the major peak  of | Meets acceptance

be-au  thowt G

Y 70 LOLY U

Ineurudgixais ethylmethyvihydroxypyridine  succinate  on  the | ¢riteria / Bianosinac
cthylmethylhydroxypyridine chromatogram of the test solution N2 obtained in the
succinate / Etaineriti- “Assay” shall correspond to the retention time of the
rigpoxcunipumnty cyruunar | major peak on the chromatogram of the standard solution
of  ethylmethylhydroxypyridine  succinate. /  Yac
YTPpHMYBAaHs QCHOBHOIO i Ky
CTHAMETHH l"i}_{ POKCHT il’ﬂ-’[,ﬂlﬂly CYKLMHaTY Ha
spomarorpami BupoGysanoro posuuny N2, oTpHManol

' 13




ethylmethylhydroxypyridine
suceinate / Ernamerni-

CIAPORCUNIPHANBY CYRUHBAT

Succinate / Cyrupuar

Sulphites / Cyaspitn

npu «KinpKicnoMy BIBHAUCHHI». Mac BIANOBIAATH uacy
YIPUMYBAHHS  OCHOBHOFO TIKY HA  XPOMATOIpawi
CTaHZAPTHOIO  DO3YBHY e’mﬂ.x\ie’l‘ﬂJ‘H"i}.lp(ﬂ(CHI‘IipH,.i{I'IHy
CYKUMAATY.

The UV spectrum of the preparation solution should have

a maximum absorbance at 297 nm £ 2 nm in the range of

250 10 350 nm. / Y®-cnexrp posunmy npenapary
MOBHHEH MATH MAKCHMYM HOIVIHHANHS TIPH JOBAKHHI

The retention time of the first major peak on the
chromatogram of the test solution N2 obtained in the
“Assay” should correspond to the retention time of the
major peak on the chromatogram of the succinic acid
standard  solution, /
OCHOBHOIO  WIKY Ha
pozanny N2, 1pH
BUSHAYCHHI», Mac BUWOBIAQTH yacy yrpuMyBamHus
OCHOBHOTO  THKY Ma  XpoMartorpami — CTaHAapTHOIO
PO3HuHY SYPIITHHOBOL KMCTOTH.

The solution should become discoloured. / Posuun
nosunen suedapsioBaTHes.

Yac  yrpumypanns
XpoMarorpami

oTpuManol

AEPLUIOID
BHOPODYBAHOI
«Kiapkicnomy

Meels acceptance
criteria / Bizanonizac

Meels acceptance
criteria / Bianoniae

Meets acceptance
criteria / Bianosiae

Clarity / ITpozopicrn

The preparation should be clear. / Tlpenapar nosunen
OYTH NPO3OPHM.

Meets acceplance

criteria / Bianoeijac

Colour / Kosiboposicrs

The colour intensity of the preparation should not exceed
the colour intensity of the Bs or BY; standard
lurencusHicTs sadappieHust npenaparty He foBHHOA
MEPEBHILYRATH THTEHCHBRICTS 3adapBieiis eTarony By
abo BY’;

Meets acceptance
criteria / Bianoeiae

pH

4.0-50

4.6

Osmolality / Oemonsasuicrs

300 - 420 mOsmol/kg /300 - 420 MOcMmob/kr.

357 mOsmol/kg /
357 MOcMoab/Rr

Particulate inclusions/
Mexanigui BRIIOYCHIN
visible / Buygumi

invisible / penummi

The preparation should not contain any visible particulate
inclusions. / Ilpenapar ie noBuueH MICTHTI BHIMMUY
OKOM MeXaHiUNUY BRAOUEH b,

The average number of particles with a size of 10 um or

more shall not exceed 6000 per vial and the number of

particles with a size of 25 um or more shall not exceed
600 per vial. / Cepemus Kinukicrs 9acTHuok POIMIPOM
10 mrm | Ginvire we nosunna nepesnwysaty 6000 o
oaHoMY daaront | KinbKICTh YACTHHOK PosMipoM 25 MKM
i Glupuwe ve nosnuHA nepesniysati 600 B ounomy
haaxoni.

criteria / Bianosizac

Meets acceptance

criteria / Biamosigac
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Extractable volume / O6'em,
HI0 BUTHIACTRCA

Not less than 4 ml. / He memie 4 mi.

Meets acceptance
criteria / Bignosijae

Bacterial endotoxins /
baxrepiaibHi CHIOTOKCHIH

The maximum content is not more than 35 EU in 1 mi of

the preparation. / I"paguwinil saicr He Ginpoe 35 OF 8

1 Mt nipenapary.

<35 FU/ml/
<35 Obima

Sterility / Crepuapnicrn

The preparation should be sterile /
OyTH CTEPUIBHHM.

Tlpenapar noBHHeH

Sterile / Crepuabuuii

Related substances / Cropouni
BOMiTICH

- individual
impurity/inanBiayanbHa
IoMilIKa

- total impurities / cyma
AOMILIOK

Unidentified impurity not exceeding 0.2 %. /
Hesinoma pominika we Ginbiae 0,2 %

RRT impurity 1.3 not more than 0.5 /o./
Jomimxa RRT 1.3 ne Sinpure 0,5 %

Total impurities are not more than 1%. /
CyMa gomiwox - e Gigsuie 1 %.

0.10 %

0.03 %

Assay / Kinpkicui Buspayenus
- cthylmethylhydroxypyridine
succinate / Etwimeras-

M APOKCHIIPUANHY CYKIHHAT

- Sodium / Hatpii

Atrelease / lpu sirtyexy
from 47.50 mg/ml to 52.50 mg/ml /
Bia 47,50 mr/va no 52,50 mMr/ma

From 0.19 mg/ml to 0.29 mg/ml. /
B 0,19 mr/va o 0,29 mr/von.

49.36 mg/ml/
49,36 Mr/ma

0.24 mg/mi

0,24 mr/mn

The batch meets the requirements of QCM for MA Ne
sumoram MKS no PITUA/16933/01/01

UA/16933/01/01 dated 07.09.2023.
pin 07.09.2023.

/ Cepis sianonilae

The packaging, labelling and expiry date correspond to the requirements of QCM. / Yiakoska, MapkyBantis 1a
TEPMIH IPHAATHOCTI BIATIOBI RaI0TL Brvoram MKSL.

Storage: Do not store at temperatures above 25 °C, store in a place protected from lig

remiepartypi e Buie 25 °C B 3aX#uleHoMY Bi eBiTia Micu.

ht. 7 36epiramns: 30epirarm npm

L hereby certify that the above information is authentic and accurate. This batch of products has been manufactured,

including 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 the

registration dossier approved in Ukraine for investigational medicinal product. ]

‘he batch processing, packaging and

analysis records were reviewed and found to be in compliance with GMP requirements and were signed by the
responsible persons of the above-mentioned manufacturer, / TluM s HATBEPIKYIO, 10O HABEICHA BULLC IHDOPMALI €

A0CTOBI PHOIO Ta TOYHOI,

[l cepis npoavkuil Oyna BHrotToBiieHa,
IPOBEACHAS KOHTPOMO 11 gKocTi Ha saznavenili supoGunuiil alnsuul y nosdill BlanoBiasocti

BITOWAIOM I

naKkyBamm,

ME!]H\'}"M&IHH‘/) Ta
3 Brmoravi GMP.

BCTAHOBIGHHMHU MICUEBUM PerYIATOPHIM OPIAHOM, a TakoX BIANOBIAHO 20 creundirauif., wo MicrThes B

PeECTPaLlifHOMY HOCKE, 3arBEepKECHOMY B YKpaiui
BHPOOUHITBA, NAKYBAHRS T4 [IpoBeleHHs ananizin Oyni nepepipent, BCTAHOBIE
FATTMCAHO BLATIOBINANLHIME OCoBaMi BHPOBHHKA, o/ /

Quality control manager /

MeHnezkep 3 KOHTPOMO HKOCTI

Certificate Issue Date /

Hara odopmiienns ceprudixara:

Adg 10 .:1“/1{\"%3 HOTO

~a

AKAPCLKOro
HO BLTOBIAMICTL suMorad GMP ra

G. Pepanyan /

sacoby. Hporokean

REENEHE







JEPKABHA CJIYXBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMU V KHIBCBHKIA OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €JIPTIOY 37078774

BI/ICHOBOK
npo SIKICTH BBE3CHOT0 B Y KpaiHy JiKapchKoro 3acoly

20.11.2024 Ne 51886/24/10

HEUPOTOII ®JI

(naltMeryBanHs NKAPCLKOro 3acHfy 3riHO 3 peecTPALUHHNM OCBITICHIISM)
po3unH aJist in'exuiit, SO mr/mia no 4 Mma B (1).1141(0}11, no 5 GpaaKoHIB y KOHTYPHill uapyHKoBii
yHaKOBHl, no 1 KOIlTylell ‘ldpylll{OBll'l ynamonul B lla'-llll 3 KapTOHy

((])opMa BUNYCKY, 103y BaHls, BHA naKyBaHH}l mxapcskoro 3aco6y)

Homep peecrpaitiitnoro nocsiguenus UA/16933/0 l/Ol crpox i peecrpauiitioro nocsinuenns 01.01. 2099

Cepis nikapcbkoro 3acoby Ne MX030724 Kinbkicrs BBE3EHOro Nikapchkoro 3acoby 72
BupoGnk 3AT «Jliksopy, Pecriybaika Bipmenis
(HaiiMeHyBaHHs Bnp06HﬂKa nikapcbKkoro 3acofy, kpaiHa NOX0HKEHHS)
Baeseno B Ykpainy . .ChiJibHe YKPANCHKO0-eCTOHEbKE NiJiNPHEMCETBO Y GOpMi TGBAPHCTEA
3 oOMeskeHo10 BianoBiaanbnicTio "OnTima-Papm, JITA", ineur. ko
21642228

(uauMGHyuaHHsl ta kof 31 €JIPTIOY ropumyuHoi 0c061 abo Npi3BHILE, iM'st, IO (m bKOBI (hi3uyHOL
0colu - nianpueMms, ii MicLie IPOXXUBAHHS Ta peecTpallilinuii Homep 06iKOBOT KApTKH IIATHUKA
© noparkis aGo cepisi Ta HOMep NacnopTa)

TMporoko. BisyanbHOro KOHTPOJTIO Bill ’10.10.2‘024:7‘{'9 3080/27.
Jla6opatopHui. anaii3 sikocTi NikapehKoro 3acody 3}1iiiCH'cum}i:‘

JUIT "LienTpanbha nabopaTopis 3 aHalli3y sKOCTI JIiKapChKHX 3aco0iB i MeauuHOT npoAyKuil”
(M.Kuis, Byn. Kynpsascika 10r m.Kuis, Byn. Kyapsscska 8B Kuiscbka o6nacts, ¢. Hosi [TerpiBui,
ByJ. IBana ®panka, 19)

(ualiMeHyBaHIIA Ta MicLIE3HaX0pKeHs nafoparopii, o nposena saboparopHuit aHaUIi3 KOCTL)

BHCHOBOK LIOAO AKOCTI mkapcmcoro 3acoly, BuaaNH na6opaTop1em sin 18.11.2024 Ne 2293.

PC3)’IIbTaTH J'ld60p21T0pl{0F0 audmsy SIKOCTI J"Ill(dp(,bl(()l'\) 321006}’ 3a llepCBlpCHHMH MOKa3HUKaMu BlﬂllOBlﬂalOTb
BUMOTaM MGTO,LUB_ KOHTPOJIIO ﬂ'KOCTl (dljlnlﬂ]TH‘I!'lO H()["MdTHBIlOl ﬂOh)’th!lTﬂLﬂ_l)

3a  pesynbTaTaMu  JepiKaBHOro KOHTPOJIIO ~ BCTAHOBNEHO, 10 Jikapchikuit 3aci6 Breseno B Yikpainy 3

JOTPpUMAHHAM eumor 3aKOHOMABCTBA HOAO 3a0e3NeueHHs AKOCTI JIIKAPChKHX 3acobiB.

i Ostera CPHOMEHKO

GHIPIORKY) ‘ (eipnng) {sittha ra npisenme)




LIQVOR PHARMACEUTICALS ™

lic. N K-XX-000103
Yerevan, Republic of Armenia; tel. (+37460) 378800/
s N K-XX-000103

Epenan, Peenybaira Bipmenis; rea. (+37460) 378800

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
JCEPTHOIKAT SIKOCTI CEPH JIKAPCBKOT'O 3ACOBY

VIAKOBKH)

Name of product / Hazsa nupogyxry NEUROTOP FL, solution | for in
(strength, dosage form, package size and type / 5 vials in blister container; 1 blister contair
AO3YBaHHs, Aikapewia hopma, posmip i THi

Y

HEIPOTOT @JI, posunn ana in'ckuill,
durakoni; 0o 5 Gaakouin y KOH npmn Hapy
| konTypHill vapyHKOBIH yrakosii B nasui

uuon 50 mz,ml 4 mlin vmi

et in a carton pack

SO mr/Ma, o 4 ma i

Hx(UlHH \:IMK()HIH 18]
3 Kap 1OHY.

Active substance / Jliioua peyosrua

SUQUH(I(G /
| Mt pO3UMHY  MICTHTL  eTHIMETE
cykumHary 50 mr

[ mlof solution contains 50 mg of ethylmethylhydroxypyridine 1

I ApoOKeHIipHAHTY

Manufacturing country / Kpaina-upobiuk

Republic of Armenia / Pecnydaixa Bipmenis

MA number / Homep PI1

UA/L6933/01/01
Dated / 8ig 07.09.2023

Bateh number and size / Homep Ta posmip cepii | MX030724

2101 packs 7 2101 ymakoBok

Date of manufacture / Jlara pupobuuuisa 27.07.2024

Expiry Date / Tepmin 1puaaTiiocti

07.2027

SiueHsii BupoGuBYOT A NBHULL

Name, address and authorization number of
manufacturing site / Hassa, ajpeca i novep Republic of Armenia / 3AT

ey

Kounnsia, vosep 7/9, PecnyGaira Bipue

“Ligvor” CISC, Yerevan 0089, Kochinyan Str., number 7/9.
Jliksop®, M. €pepan 0089, By,

Manufacturing authorization N K-XX-000103 /

Tinewsis ua supoGirso N K-XX-000103

13 :

Indicators / Tokaspuu

Specification requirements / Bumors Cuenmipireauiy

Test results /
Pesyaprary
AHAII3IB

Appearance / Onuc

Coloutless or slightly yellowish clear liquid / BesBapsua
aB0 Aerka AOBTYBATA 11PO30Pa PLIHHA.

Meets acceptance
criteria / Bianoginac

Identification of /
Inentudicaunis
ethylmethylhydroxypyridine
- succinate / Errunmerni-

| riApOKCHEIPHINRY CYRUIBAT

The retention time of the m:fajm'w peak  of
ethylmethylhydroxypyridine succinate on the
chromatogram of the test solution N2 obtained in the
“Assay” shall correspond to the retention time of the
major peak on the chromatogram o fthe standard solution
of  ethylmethylhydroxypyridine succinate,  /  Yac

YTPUMYBAHHS OCHOBHOTO niKy
ETHIMETHIT POKCHTTIPAIHHY CYKIUTHATY Ha

xpoMatorpami BHnpodyBanoro posurty N2, OTpPHMAHOT

/7 ) % 4 S
Dx- Qi 009y

54&%

g 0 a02Y

Meels acceptance
criteria / Binosisgae




ethylmethylhydroxypyridine
succinate / EruaMerni-

PAPOKCHNIPHANNY CYKIITHAT

Suceinate / Cywunuar

Sulphites / Cynditn

npit «KinpkicHoMy BIHAUEHHI», Mac BLANOBIAATH qacy

VIPUMYBARIA  OCHOBHOTO  THKY WA XPOMATOrpami
CTANAAPTHOTO  POMHHY  CTHAMETHACLAPOKCHILPHAIHY
CYKLUHHATY.

The UV spectrum of the preparation solution should have
a maximum absorbance at 297 nm = 2 nm in the range of
250 to 350 nm, / Yd-cnekrp posuuuy npenapary
HOBHWHEH MATH MAKCHMYM TOUIAHHAHHS 11PN EiOB')Kl'HIi
xent 297 g 2 B B ofinacri s 250 10 350 uM.

The retention time of the first major peak on the
chromatogram of the test solution N2 obtained in the
“Assay” should correspond to the retention time of the
major peak on the chromatogram ol the succinic acid

standard  solution, / Yac  yrpumyBasus nepuworo

OCHOBHOIO TiKY Ha XpoMarorpami  sunpofysanoro
porwnty N2, orpumanol  nipu «KiAbRICHOMY
BHIHAUEHUDY, Mac BIAOOBIAATH  Macy  VIPUMYBaHAI
OCHOBHOTO  THKY Ha  Xpomarorpami — Clraujaprioro
pO3UHHY OYPLITHHOBOT KHCIOTH,

The solution should become discoloured. / Poszuut
HoBUHeH 311ebapBIoBaTHC.

Meets acceptance
critevia / Bignosinac |

Meets acceptance
criteria / Bianosigac

Meets acceptance
criterin / Bianosiaac

| Clarity / TIposopicrs

The preparation should be clear. / Hpenapar nosunen
Gy TH IPOBOPHM.

Meets acceplance
criteria / Bianomaac

Colour / Koasoposiets

The colaur intensity of the preparation should not exceed
the colour intensity of the B; or BY: standard
Inrerchsriors 3a04pBienist Npernapary He JOBHHIG
FEPEBHLLYBATH THTEHCHBHICTD 3adapeienin eraiony B
abo BY>

Meets acceprance

criteria / Bianosigae

pH 4,0-5,0 4.6
Qsmolality / Oemoanannicts 300 - 420 mOsmol/kg 7 300 - 420 MOcMoib/Kr, 353 mOsmol/kg /
353 O/

Particulate inclusions/
Mexaniuul priaonenns
visible / Bupa

invisible / nesupnmi

The preparation should not contain any visible particu
inclusions. / Tlpenapar we noBuuen MICTHTH BHANMUX
OKOM MEXAHIYHMX BRIIOYEHD.

The average number of particles with a size of 10 pun or
more shall not exceed 6000 per vial and the number of
particles with a size of 23 wm or more shall not exceed
600 per vial. / Cepeanst KinLKICTh YACTIHOK PO3IMIPOM
10 My § Gigblue ue nosuuna nepesuysarn 6000 8
omHoMy (aakoni T KiTbKICTs YACTHHOK PO3MIPOM 25 MKM
i Ginplue He noBHRaHa pepeprilyBaty 600 5 oldHOMY
(ataxoni.

Meets acceptance

eriteria / Bignosijae

Meets acceptance
criteria / Bianosinae

2]
T



Extractable volume / G0'em,
HI0 BHTATACTLES

Not less than 4 ml. / He mente 4 v

Meets acceptance
criteria / Bianosizac

Bacterial endotoxins /
Bawrepiaibii el 0TORCHIIH

The maximum content is not more than 35 EU in | ml of

the preparation. / 'parnunuii Baict we Giapme 35 OF 8
1 M npenaparty.

FU/mb/

<351

Sterility / Crepmiiniticrs

The preparation should be sterile / [Tpenapar nosuiien
ByTH CTEPUILHUM.

Sterile / Crepiibiui

Related substances / Cropouni
JOMITLTKCH

- individual
impurity/inansiayanbHa
JOMiLIKa

- total impurities / cyma
AOMIIOK

Umidentified impurity not exceeding 0.2 %. /
Hesinoma novitka se Gumie 0,2 %.

RRT impurity 1.3 not more than 0.5 %. /
Hositka RRT 1.3 ne Sinbwe 0,3 %%.

Total impurities are not more than [%. /
Cyma pomiiok - ne Ginpme 1 %.

0,10 %

0,04 %

0,14%

Assay / Kinpricui pusnavenus
- ethylmethylhydroxypyridine
succinate / ErhnMeryi-
PLAPOKCHIT PHAKMHY CYKUHHAT

- Sodium / Harpii

Atrelease / Tlpy punycky
from 47.50 mg/ml 10 52.50 mg/mi/
Bin 47,50 M/ o 52,50 mr/va

From 0.19 mg/ml to 0.29 mg/ml./
Bix 0,19 Mr/Mn 10 0.29 Mr/miL

49,81 mg/ml/
49 81 Mrivma

0.21 mg/mb/
7

0,21 Mr/va

The batch meets the requirements of QCM for MA Ne UA/16933/01/01 dated 07.09.2023. / Cepis lanosiiac
givoram MK 0 PITUA/16933/01/01 Big 07.09.2023.

The packaging, labelling and expiry date correspond to the requirements of QUM. /¥ nakoska, Mapiysanis 1d
TepMin npuaaTHOCTI BLOBIAQIOTH BIMOTAM M K5l

Storage: Do not store at temperatures above 25 °C, store ina place protected from light. / 36epirasus: 30epirari npy
remneparypi tie Buiie 25 °C B 3aXKLIEHOMY Bil cpiTia Micu.

I hereby certify that the above information is authentic and accurate. This batch of praducts has been manufactured,
including 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 the
registration dossier approved in Ukraine for investigational medicinal product. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP requirements and were signed by the
responsible persons of the above-mentioned manufacturer. / LIy 8 piATBEPAYIO, WO HABCASHA BRILC indopmais ¢
pocTosiprolo Ta Tounolo. Ll cepist npoxykuii Gyna BUIOTOBIENA, BICHOUAOMH MAKYBAHHA, MAPKYBAHHA T4
NpoBEEHHS KOHTPOMO 11 SKOCTI HA razpaveniil BUPOOHHUIN AUISHIE Y TOBHIA pignosianocti 3 usoravu GMP,
BCTAHOBNGHIMH MICLEBHM PerysTOPHHM OPraHoM, 4 TakoK pignopiano g0 cnenndixauif, wo micTsTecs B
peccrpanifitomy  AOCHE, BXTBEPIUKEHOMY B Vipaind W18 JOCHUPRYBAHOTO sikapeskoro 3acody. Tporoko:is
BUPOGHUIITE, NAKYBAHHS Ta NPOBEEHNs anaizin Oy:m fepeBipetti, BETAOBACHO BIANOBIAHICTE BIMOTaM GMP 1a
HANHCAHO BIANOBIAANLHHMK 0COBAMH BUPODHUKA.

Quality control manager /
Menezpkep 3 KOHTPOIK HKOCTI

G. Pepanyan / Tlenauss 1

Certificate Jssue Date /

L
e
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