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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
/CEPTUDIKAT AKOCTI CEPI JIIKAPCEKOI'O 3ACORY

Name of product/ Hassa npoaykTy
(strength, dosage form, package size and type /
LO3YB2HHA, NiKapchka hopMa, po3Mip i T
YTTAKOBKH )

NEUROTOP FL, solution for injection, S0 mg/ml. 4 ml in vial;
5 vials in blister container; | blister container in a carton pack
HEUPOTOT ®JI, posunn ans in'ekuiit, 50 mr/vn no 4 s g
aakoni; no 5 nakonis y kouTypniii yapynkosiii ynakosui: no
| KOHTYpHIR 4apYHKOBIHi yNaKkoBUI B NAUL 3 KAPTOHY.

Active substance / JTlitoua peyosuHa

I ml of solution contains 50 mg of

ethylmethylhydroxypyridine succinate / 1 Ma po3usiy MicTHTb
CTHIMETHATIAPOKCUTII PUANHY CyKuMHATY S50 mr

Manufacturing country / Kpaina-pupo6hux

Republic of Armenia / Pecny6nika Bipmetis

MA number / Homep P UA/16933/01/01
Dated / sia 07.09.2023
Batch number and size / Homep ta poswmip cepii | MX 141223, 2106 packs/ 2106 ynakoBok )
Date of manufacture / [lata supo6uuuTtsa 16.12.2023
Expiry Date / TepMit npugaTHocT: 12.2026

Name, address and authorization number of
manufacturing site / Hassa, agpeca | Homep
Niuensit BpoGuHYOT AlnbLHKL

“Ligvor” CiSC, Yerevan (089, Kochinyan Str.. number 7/9,
Republic of Armenia / 3AT "Jliksop”. M. €pesan 0089, By,
Kounnana, somep 7/9, PecnyGnika Bipmetis
Manufacturing authorization N K-XX-000103 /

Jiuensia na supobuvurso N K-XX-000103

Indicators / ITokaznukn Specification requirements / Bumora Cnenudiranii Test results /
Pesyiabraru
AHAJAI3IB
Appearance / Onuc Colourless or slightly yellowish clear liquid / bexbapena | Meeis acceptance
abo 3/1erKa XOBTYBaTa Npo3opa pianHa criteria / Bianoginac
Identification of / The retention time of the major peak  of | Meels acceptance
InenTudikauis ethylmethylhydroxypyridine  succinate  on  the | criteria/ Binnosinac

ethylmethylhydroxypyridine
succinate / ETwimerun-
FAPOKCHTIPHAKHY CYKIHNAT

chromatogram of the test solution N2 obtained in the
“Assay” shall correspond to the retention time of the
major peak on the chromatogram of the standard solution
of ethylmethylhydroxypyridine succinate. / Yac
YTPUMYBAHHS OCHOBHOTO MKy
€THIIMETHITI APOKCHNIPUAKMHY CYKUHHATY Ha
Xpomartorpami Bufipo6ysaiioro posunny N2. oTpHMaHO]
npH «KinbKicHOMY BH3HaYeHHI», Mac BignosinaTu Hacy
YTPUMYBAHHSY  OCHOBHOIO NiKy Ha xpomaTorpasi
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ethylmethylhydroxypyridine
succinate /ErnamernIl-

CIAPOKCHIIPHINHY CYKUHHAT

Succinate / Cykuunar

CTAHAAPTHOIO  PO3YHHY eTHAMETUNM APOKCHNIpHARNY
CyKLUHATY.

The UV spectrum of the preparation solution should have

a maximum absorbance al 297 nm = 2 nm in the range of

250 10 350 nm. / Y-cnekTtp posumHy npenapary
MOBHHCH MATH MAKCHMyM TOTJIHHAHHA [IPH LOBMHKHHI
XBHJ 297 um £2 um B o6nacTi Bia 250 10 350 1M,

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. / Yac yrpumysanus  1epworo
OCHOBHOTO 1fiiky Ha xpomarorpaMi  sunpobysanoro
posduy N2, otpumanoi  npr  «KinbkicHomy

BH3HAYEHHI», Ma€ BIANOBIAATH Hacy yTPUMYBaHHS
OCHOBHOT'O JliKy Ha XpOMaTorpawmi
PO34HHY OYPLITHHOBOT KMCAOTH.

CTaHdapTHOTO

Meels acceptance
criteria / Bianosipace

Meets acceptance
criteria / Bianosigac

Meels acceptance
criteria / Biznosinae

Sulphites / CyabdiTn The solution should become discoloured. / Posuun
[TOBUHEH 3HEOAPBAIOBATHCA.
Clarity / HiposopicTs The preparation should be clear. / lpenapar nosuunet Meets acceptance

OyTH [1po30pUM.

criteria / Bignosinae

Colour / Koanoposiets

The colour intensity of the preparation should not exceed
the colour intensity of the By or BY- standard /
HTEHCHBHICTL 3abapBsieHHs npenapary e NOBHHHA
NEPEBULLYBATH THTEHCHBHICTL 3aapenenus eranony Bo
abo BY;

pH

Meets acceptance
critena / Bianoesinac

4,0-5,0

4.6

Osmolality / OcMonaabHicTs

Particulate inclusions/
Mexaunigui BrJ1I09eHEY
visible / puanmi

invisible / nepnauwi

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

357 mOsmol/kg /
357 MOCMoab/Kr

| The preparation should not contain any visible particulate

inclusions. / lpenapar He NOBMHEH MICTHTH BHANMKX
OKOM MEXaHIUHUX BKJIOYEHD.

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. / Cepeans KinbkicTh HaCTHHOK POIMIPOM
10 mkm © Ginbine He noBuHHa nepeBuLyBaTH 6000 B
OIHOMY (PAKOHI | KIALKICTb YACTHHOK PO3MipoM 25 Mkm
| Gljblie He NOBHHHA iepesuillysaty 600 B oanOMy
(PNaKoHi, :

Extractable volume / O6'em,
1IN0 BIITRAIracThLCA

Meets acceptance
criteria / Bianosinae

Meets acceptance
criteria / Bianopinac

s
Not less than 4 ml. / He s

Meets acceptance
criteria / Bianosinac

.................. —
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Bacterial endotoxins / The maximum content is not more than 35 EU in 1 ml of | <35 EU/ml/

baxrepianbni ennorokcnim the preparation. / Cpanuuunit Bmict e Ginbwe 35 EQ 5 | <35 FO/ma
| Mn1 nipenapary.

Sterility / CrepuasHicTs The preparation should be sterile / [tpenapar nopunen Sterile / CTepuanunii |
OyTH CTepuIbHUM,

Related substances / Croponsni | Unidentified impurity not exceeding 0.2 %. / 0.02%.0.02%,0.04%,

AOMILIKH Hegigoma aoMmiuika He Ginblue 0.2 %, 0.02%,0.02%,

- individual RRT impurity 1.3 not mare than 0.5 %, /

Impurity/iHanBidyansha Homiwka RRT 1.3 e Ginbue 0,5 %. 0.05%

ROMIHIK2

- total impurities / cyma Total impurities are not more than 1%. /

AOMILLIOK Cyma gomiwoxk - ve Giaviwe 1 %, ) 0.17%

Assay / KinpgicHi BM3Hauenusg -

- ethylmethylhydroxypyridine | At release / Tlpu Bunycky

succinate / ETraMeTuna- from 47.50 mg/ml 1o 52.50 mg/mi / S0.17 mg/mi/

MAPOKCHTIIPUAKHY CYKUMHAT BiA 47,50 mr/ma 10 52,50 mr/ma 5017 mr/ma

- Sodium / Harpiii From 0.19 mg/ml to 0.29 mg/ml. / 0.22 mg/mi /
Biz 0,19 Mr/ma 1o 0,29 mr/mn. 0,22 Mrimia

The batch meets the requirements of QCM for MA Ne UA/16933/01/61 dated 07.09.2023, / Cepisn piamosinac
Bumorav MKA no PITUA/16933/01/01 Bin 07.09.2023.

The packaging, labelling and expiry date correspond 10 the requirements of QCM. / Yrakoska. MapKkysatig Ta
TePMIH NPUAATHOCT! BIANOBIAAIOTL B MOram MICH,

Storage: Do not store at temperatures above 25 °C, store in a place protected from light, / 36epiranns: 30epiratu npu
Temneparypi e suie 25 °C B 3axuiuenomy Big caitra Micui.

[ hereby certify that the above information is authentic and accurate. This batch of products has been manufactured.
including packaging/iabelling and quality control al the above-mentioned site in tull 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. / Lidm g miareepkyio, o HaBeeHa BHLLe iHhopMallis ¢
ROCTOBIDHOIO Ta TO4HOI0. Lls cepis npoaykuii 6yna BHrOTOBAEHA, BKIIOMAIOUH RaKyBaHHs, MapKysanHsa Ta
HPOBE/ICHHA KOHTPOMO 1T AKOCTI Ha 3a3HAYSHIH BHPOGHKYIN AinswHui Y NOBHIA BIANOBIAHOCTI 3 Bumoramu GMP,
BCTAHOBIEHHMN MICUEBUM DETYNATOPHHM OPFaHOM. & TAaKOHK BIANOBIANG A0 cneupdikauiil, wo MiCTATHCA B
PEECTPALIRHOMY AOCbHE, 3aTBEPIKEHOMY B YKpalni ans AoCHuKysaHoro Alkapebkoro 3acofy. [TpoToxosin
BUPOOHHUTBA, fIAKYBAHHS Ta NPOBEACHHSA aHANI3IB Oynu nepesipeni, BCTaHOBAEHO BIANOBIAHICTL BHMOramM GMP Ta
HIANYCAHO BiANOBIAAALHAMI 0CODAMH BIPODHUKA,

Quality control manager /
MeHemKep 3 KOHTPOAIO AKOCTI

G. Pepanyan / flenausy |

Certificate Issue Date /
Hara odopmnenna ceprudiiara:  30.12.2023




