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lie. N K-XX-000103

\:“ Yevevan, Republic of Armenia: tel, (+37460) 378800/

ai N K-XX+000103

Epenan, PecriyGnika Bipmenis: en. (+37460) 378800

M

BATCH CERTIFICATE OF ANALY:..‘SIS OF MEDICINAL PRODUCT
/CEPTHRIKAT SIKOCTI CEPI] JIKAPCBLKOI'O 3ACOBY

Name of product/ Haspa nponylc}y
(strength, dosage form, package size and type /
RO3yBaKHs, Nikapeska opma, PO3MIPR i i
YNAKOBKH)

| NEUROTOP KL, solution for injection, 50 mg/ml, 2 mlin vial:
5 vials in blister container; | blister conainer in a carton pack
HEHPOTON MJL, pozuny ang in'exuili. S0 MiTva, o 2 M B
(naxkoniz 1o 5 haakonis Y KOHTYPHI yapyHKosiil ynakosui: o
L konryprii napynicosiit ynakosui Ay 3 kaprony.

Active substance / JTivoua PEYOBIHA

I ml of solution contains 50 mg of
ethylmethylhydroxypyridine succinate / | PO3UHNY MiCTHTh
CTHIMETHINIAPORCHNIpHANNY Cykuunary S0 mr

Manufacturing country / Kpaina-sipobime

Replxblic of Armenia / Pecny(i}ﬁr?é Bi pméfaﬂi}iwww

MA number / Homep PIT

UA/T6933/0T701
Dated / gin 07.09.2023

Batch number and size / Fomep ra po3MIp cepi

| MX051223, 1980 packs 7 1980 YIaKoBOK

Date of manufacture / Hara bbnpofin HUTBA

08.12.2023

Expiry Date / Tepmis IPHAATHOCT

122026 T

Namme, address and authorization number of
manufacturing site / Haspa, anpeca i nomep
NUEH3TT BRPOGHIYOT Ainbiy ui

“Ligvor™ CISC, Yerevan 0089, Kochinyan Str., number 7/9, |
Republic of Armenia / 3AT “Jliksop™. M. €pesay 0089, BYN,
Kownnaua, nomep 7/9, PecnyGnika Bipmenis

Manufacturing authorization N K-XX-000103 /

LJ!iueu:zisi Ha BupoBuuuTse N K-XX-000103

rigporennipnanny cy’unmaT | major peak on the chromatogram of the standard solution
of ethylmethythydroxypyridine  suceinae.  / Yac
YTDUMYBaHHS
CTHIMETHATLAPOKCH NI pHanHy CyRUMHATY Ha
XPOMATOrpami BHAPOBYBAHOIO posumHy N2, orpumarof
npu «Kinskicuomy Buanauenni», mac sianosinary vacy
YTPHMYBaHH

Indicators / Tokasmuen Specification requirements / Buviorn Croenndiranit Test results /
Pesyanrary
i apastizin
Appearance / Qnne Colourless or slightly yellowish clear liquid / beaBapsua | Meets acceptance
a60 3nerka xoBTyBaTa NposOpa pinKia criteria /

, _{ Bianoninae
ldentification of / The retention  time  of  the major  peak  of | Meets acceptance
Inenrudiranis ethylmethylhydroxypyridine  succinate on  the | criteria /
ethylmethylhydroxypyridine chromatogram of the test solution N2 oblained in the | Bianosizac
succinate / Erunmersn- “Assay” shall correspond to the retention time of the

OCHOBHOIO nixy

OCHOBHOIO _ Miky Wa  Xpomarorpami
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ethylmethylhydroxypyridine
succinate /Erunmern,-
PIAPOKERIIPUARTY cyKIuThaT

Succinate / Cysuunar

Sulphites / Cyangirn

CTanaapTiore  posuuny e‘t‘ﬂﬂMeTW'lI‘lﬂPOKCI&llllelHli}’

CYKLMHATY,

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. / Ydrcnexip poBuiny  npeuapary
NMOBHHEH MaTH MAKCHMYM  (TOTSIHHAHH S 1p LOBXHHI
XBII 297 v £2 1M 8 06nacti Bin 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 succinic acid
standard  solution. / Yac YEPHMYBAHUS  TePUIoro
OCHOBHOTO  NiKy Ha  Xpomarorpami  BHNPOGYBaNoro
posunny N2 orpumanoi  npn  «Kinukiciomy
BH3HAMCHHDY, MAc  RiAnoBiAaTH yacy YIPUMYBAHHS
OCHOBHOTO  NiKy Ha  XPOMATOrpamMi  CTanUAapTHOrO
PO3YHHY OYPLITHHOBOT KHCNQTH.

The solution should become discoloured. / Pozunn
NoBUHEH 31ebappaioBaTucs.

Clarity / posopicts

The preparation should be clear, / [Tpenapar nopuxen
GyTh nposophm.

| Bianosiac

Meets acceptance
criteria /
Bianosinac

Meets acceptance
criteria /
Binnosinac

Meets acceplance
criteria/

Meels acceplance
criteria/
Bianosigae

Colour / Kosiboposicrs

The colour intensity of the preparation should nof exceed
the colour intensity of the B, or BY, standard /
lirencupnicrh  3abapsnerms fpenapaty He HOBHHHA

Meets acceplance
criteria/

. - Binnosinae
! NEPEBALLYBATH IHTCHCHBIICTL 3abapBienia eTasony By
[aboBY, 3 o
pH 4,0~5,0 4.6
Osmolality / Ocmonstabnicrs | 300 - 420 mOsmol/kg / 300 - 420 MOcmonu/kr, 358 mOsmolkg /

358 mOcmoub/kr

Particulate inclusions/

The preparation should not contain any visible paticulate
inclusions. / Ipenapar He NMOBHHEH MiCTHTH BHANMHX
OKOM MEXAHTMIHK BRAIOHEH.

The average number of particles with a size of 10 pm or
more shall not exceed 6000 per vial and the number of
particles with a size of 28 um or more shall not exceed
600 per vial. / Cepenua ginbkicth vacTHHOK pO3MipoM
10 MM i Ginwwe e nosrKia nepesutuysaty 6000 p
OUHOMY (pr1aKoHi | kinbKicTs yactHioK poO3MipoM 25 MM
i Ginwwe ne nosHmia nepesnuwysarn 600 8 onnomy
(hnakosi.

Extractable volume / 06'cm,
0 BHTSITACTHONA

Not less than 2 ml. / He menwe 2 s '

Meets acceptance
criteria /
Bianosinae

Meets acceptance
criteria/
Rianosiuae

Meets acceptance

criteria /

Bianosigac

33




Bacterial endotoxins / The maximum content is not more than 35 EU in 1 mi i [ <35 EUlmi/ %]

Baxrepiamsui enporoxennn the preparation. / I'pannynmit BMict ve Ginbie 35 EO 5 | <35 EO/Ma
I mn npenapary.
Sterility / Crepuinicts The preparation should be sterile / [Tpenapar nosuuen Sterile /
GyT cTepuibium, CrepunbHuif
Related substances / Croponni | Unidentified | mpurity not exceeding 0.2 %, / 0.06%
RoMitKy Heninoma aomika ne Giaiwe 0.2 %,
- individual RRT impurity 1.3 not more than 0.5 % / 0.02%
impurity/inzusinyansta Homiutka RRT 1.3 ne Giavwe 0,5 %, |
lomiiixa
- total impurities / cyma Total impurities are not more than 1%, / 0.08%
Aomiwork CyMa aomilok - He Ginvwe 1 %,

B e R A iy vonin§

Assay / Kinoicieni uanagenns
- cthylmethylhydroxypyridine Atrelease / Tpw sinycky

succinate / Etunmerun- from 47.50 mg/ml to 52.50 mg/ml / 5110 mg/mi/

PIAPOKCHNTPUIKMHY CyKLMHAT Bin 47,50 Mr/mn 10 52,50 mi/ma 51,10 mi/ma

- Sodium / Harpiii From 0.19 mg/ml (0 0,29 mg/ml. / 0.22 mg/ml/
" - Bin 0.19 MI/MA 20 0,29 Mr/ma, 0.2%:\1(/_1\111:

R | e B e o ¢ St ecss snvmpond

The batch meets the requirements of QCM for MA Ne UA/16933/01/01 dated 07.09.2023. / Cepis sianosigac
Busoram MKSI 1o PITUA/16933/01/01 nin 07.09.2023.

The packaging, labelling and expiry date correspond to the requirements of QCM. / Ynaxoska, Maprysaia T4
TEPMIH NPHAATHOCTI BiNOBiAaIOTS BrMoram MK,

Storage: Do not store at temperatures above 25 °C. store in a place protected from light, / 36epiranns: 36epirary fpH
Temneparypi te srwe 25 °C g 3axHLUeHoMY BiL caitaa vicui.

I hereby certify that the above information is authentic and accurate. This batch of products has been manulactured,
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. / Lium 5 NIATBEPKYIO, 1O HABEACIIA BHLLe indopmauis ¢
ROCTOBIPHOIO TAa TOYHOI, Lla cepis npoaykuii Byna surorossiena, srAoOUaKYH Nakysatns, mapgysamis ra
IposeaeHHA KOHTPONIO 1T AKOCT] Ha sa3navenili BUPOBHUUIT AinaHul y nosuiii Bianosimiocti 4 sumoramu GMP,
BCTAHOBACHHMH MICLEBUM  PEryaaTopinm OPFaHoM. a tako BIANOBIANG A0 cheundikauil. wo MICTATLCS B
peecTpauifinomy poche, 3ATBEPAKEHOMY B Yipaiui anga ROCHUUKYBALOIO  NIKAPCHKOro sacoby.  [Mporokonn
BHPOGHHUTBA, nakysauts T4 fiposenctia ananisis Gyan nepesipeni, seranosseno BIANOBIAHICTS BUMOramM GMP Ta
NIANMCARO BIANOBIAANLHIMH OCOGaMH BHpoBUHKa, 4

Quality control manager /
MeHeniep 3 KOHTPONIO AKOCT]

Certificate Issue Date /
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Bacterial endotoxins / The maximum content is not more than 35 EU in 1 mi i [ <35 EUlmi/ %]

Baxrepiamsui enporoxennn the preparation. / I'pannynmit BMict ve Ginbie 35 EO 5 | <35 EO/Ma
I mn npenapary.
Sterility / Crepuinicts The preparation should be sterile / [Tpenapar nosuuen Sterile /
GyT cTepuibium, CrepunbHuif
Related substances / Croponni | Unidentified | mpurity not exceeding 0.2 %, / 0.06%
RoMitKy Heninoma aomika ne Giaiwe 0.2 %,
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impurity/inzusinyansta Homiutka RRT 1.3 ne Giavwe 0,5 %, |
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- total impurities / cyma Total impurities are not more than 1%, / 0.08%
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B e R A iy vonin§

Assay / Kinoicieni uanagenns
- cthylmethylhydroxypyridine Atrelease / Tpw sinycky

succinate / Etunmerun- from 47.50 mg/ml to 52.50 mg/ml / 5110 mg/mi/

PIAPOKCHNTPUIKMHY CyKLMHAT Bin 47,50 Mr/mn 10 52,50 mi/ma 51,10 mi/ma

- Sodium / Harpiii From 0.19 mg/ml (0 0,29 mg/ml. / 0.22 mg/ml/
" - Bin 0.19 MI/MA 20 0,29 Mr/ma, 0.2%:\1(/_1\111:

R | e B e o ¢ St ecss snvmpond

The batch meets the requirements of QCM for MA Ne UA/16933/01/01 dated 07.09.2023. / Cepis sianosigac
Busoram MKSI 1o PITUA/16933/01/01 nin 07.09.2023.

The packaging, labelling and expiry date correspond to the requirements of QCM. / Ynaxoska, Maprysaia T4
TEPMIH NPHAATHOCTI BiNOBiAaIOTS BrMoram MK,

Storage: Do not store at temperatures above 25 °C. store in a place protected from light, / 36epiranns: 36epirary fpH
Temneparypi te srwe 25 °C g 3axHLUeHoMY BiL caitaa vicui.

I hereby certify that the above information is authentic and accurate. This batch of products has been manulactured,
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. / Lium 5 NIATBEPKYIO, 1O HABEACIIA BHLLe indopmauis ¢
ROCTOBIPHOIO TAa TOYHOI, Lla cepis npoaykuii Byna surorossiena, srAoOUaKYH Nakysatns, mapgysamis ra
IposeaeHHA KOHTPONIO 1T AKOCT] Ha sa3navenili BUPOBHUUIT AinaHul y nosuiii Bianosimiocti 4 sumoramu GMP,
BCTAHOBACHHMH MICLEBUM  PEryaaTopinm OPFaHoM. a tako BIANOBIANG A0 cheundikauil. wo MICTATLCS B
peecTpauifinomy poche, 3ATBEPAKEHOMY B Yipaiui anga ROCHUUKYBALOIO  NIKAPCHKOro sacoby.  [Mporokonn
BHPOGHHUTBA, nakysauts T4 fiposenctia ananisis Gyan nepesipeni, seranosseno BIANOBIAHICTS BUMOramM GMP Ta
NIANMCARO BIANOBIAANLHIMH OCOGaMH BHpoBUHKa, 4

Quality control manager /
MeHeniep 3 KOHTPONIO AKOCT]

Certificate Issue Date /
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TEPXKABHA CJYXKBA 3 JIKAPCHBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJACTI

npos. Ceitnuynoi Haaii, 3, m.Kris, 02099, en/daxc: (044) 363-06-50
E-mail: dls.ko@@dls.gov.ua, Kon €JAPIIOY 37078774

BHCHOBOK :
Ipo AKiCTH BBe3enoro B YKpainy JikapcsKoro sacody

28.05.2024 : Ne 21267/24/10

HEHPOTOI ©J

(HaivenyBanma sikapckRoro 3acofy srigHo 3 peecypaniiiium DOCBIAUCHIAM)
034MH /I in'ekuiii, 50 Mr/mia no 2 ma B Quiakoi; no 5 guaxonis y xoRTYpHiil yapyaxosiii
2 £
ynakoBii; 10 1 KOHTYPHiH YapPYHKOBIH yIaKoB1i B naHui 3 KAPTOHY;

(thopma BHTycKy, 03YBOHHA, BN OAKYBAHAS RiKAPCEKOTD 3ac06y)

Homep peectpariitnoro nocsinuerns UA/16933/01/01 crpox xit peectpaniftaoro nocsinuenns 01.01.2099

Cepia nikapeskoro sacofy Ne MX 090224 KinbkicTs BRE3EHOTO TiKapobkoro sacofy 150
BupoGHuk 3AT «Jlixksop», PecriyGrika BipMeHin
(uaiivenynangs BHpoBHIKE HKapeeKoro Jacoby, kpaita NoXomKeHHA)
Beesero B Yrpaiy CrinbHe yKpaincLK0-eCTOHChKE HANPHEMCTEO Y $opMi TOBAPUCTBA
3 0OMe:ReHO0I0 BiANoBiZanbLHicTIO "Ou‘er‘l—(I)apM, JITA", inenr. xoa:
21642228

(naiimenypaung Ta ko 3a €OPIIOY ropHaanol ocoGli?aGo npizeuue, imM's, 1o 0aThKOBI QiznyHOT
ocoB - rignpuenis, 1 Micue TpoxMBAHNA Ta peccTpatlifimil HoMmep 06iK0801 KAPTRA MAATHHKA
NoAATKIB alo cepif T4 HOMEP MacmopTa)

IIpoToKoa Biyaauuoro koutpomo i 01.05.2024 N 1145/23.
TaGoparopHuii aHatiz sKoCTi Jikapcskoro 3acody 3aificHenui:

JIIL "[entpansna mabopaTopis 3 aHANI3y SKOCTI iKapchKux 3acoi 1 MeauHOT IpOAYKi"
(v.Kiis, Byn. Kyapascsia 10r m.Kuis, Byn. Kyapsasceka 8B Kuiscska obxacts, c. Hosi ITerpisui,
By IBana Opanka, 19)

(naiiMeHyBata T8 Micilc3HaxoIkenH nafopatopil, mo Tiponena nafiopaToprnuil aHanis srocti)
BHCHOBOK 10110 AKOCTI AiKapeskora sacofy, numamui saGopatopieo six 24.05.2024 No 1114

Pesynnrati 1aG0paTOPHOTO aHANI3y AKOCTI MKAPCHKOro 3ac00y 32 IIepeRipeHUMI NIOKASHHKAMIL BiImoBinawTe
BHMOTAM METO/IB KOHTPOMG AKoeTi (RHAMTHYHO-HOPMATHEHOT JOKyMenTaLi).

3a peayNbTATAMH JIEPKABHOTO KOHTPOII0 BCTAHOBACHO, IO JiKapehkuil 3acid BBE3EHO B Yrpainy 3
JOTPHMAHHAM BHMOT 38KOHOABCTRA ILOAO 3a0e3e enHs AxOCT] TiKApehKUX 3aco0iB,

/é @.Zf/ . Bixtop CTEGKIBCEKHMM

£ 7 ¥4 T ;
——1{ {manHcy” (iniuinng Ta npianKie)




Hepxasna cayxba Vxpainu
3 Nikapcerux 3acobis Ta KOHTPOAO 32
HapKOTHKaAMH

HMep:xarime nianpuemerso "Tleuwrpannua
#abopatopis 3 auanizy sicoeri JixapenLkrnx
3acofin i megnunol npogykuii"

State Service of Ukraine on Medicines '7<
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Yipaia, 04053, m.Kuje, eyn.Kyopaecsxa 107

men./gaxe (044) 272 57 98

web: www.clab.com.va, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel/Fax +380 (44) 272 57 98
web: www.clah.com.ua, a-mail: centrallab@clab.corm.ua

Ceprudixar anamisy Ne 1114 pig 24.05.2024

Hasea spaska:

Pecerpauiiinmii HOMEp:
Bupobnuk:

Homep cepii:

Micue BiaGopy 1paska:
JamoBunk:

Cynposimuuii noxymenr:

Axr Bigbopy spaska;
Ctan 3pazia:

HaTa oTpumanun spaska;

Oatut syonanns posir:
Bux kenTpon:

Micue npogesennn
AinsRoCTi:

HJ, sinnosinso no axof
npogoanBes ananis:

HENPOTON QJ1, posunk ansa in'exuis, 50 MI/MIT; 110 2 Mi1 B gnakoni: no 5 bmakoHis
¥ KOHTYpHIH uapyHkosili ynakosui: oo 1 KOHTYPHil uapyHkopiit ynakosuyi B nayui 3
KapTony

1117.24

3AT "Ilikpop", PecryGnika Bipmenin

MX090224

CninbHe yKpaiHCLKO-BCTOHCEKe TIATPHEMCTBO Y hopmi TOB "Onrrima-@apm JIT 1"
Hepxanna cyxba Vipaiuu 3 Nikapchknx 3acoBis Ta KOHTPOJ/IH> 38 HAPKOTHKAMH
Jner Ne 3933-002.0.1/002.3/2-24 Big 06.05.2024 p.

Ne pin 08.05.2024

3pa3ok B cTani npuaaTHOMY s nposeneHus BunpoGysaris

10.05.2024

13.05.2024 - 24.05.2024

3a posnopamxennam Jepxansor CynOH Y KpaiHH 3 Tikapchkux 3acodis Ta KOHTPONO
34 Hapkoruxamu ("I1M", ITocTanona 202)

AT «llenrpansha nabopaTopis 3 ananizy axocti NIKAPCBRUX 34COBIR | MeHIHOT
NPORYKIIY

MK5 no p.n. Ne UA/16933/01/0]

NorasHukM | Bumoru HG Pesynbratu

Onuc bBesbapeHa aBo anerka KOBTYBaTa Nposopa piguHa Bianosigae
lpenTudpikayia 1. a) ETMI‘IMeTHﬂl‘iﬂpOKCMﬂipHAMHy cykUnHaT. (BEPX). Yac Bianosigae

YTPUMYBaHHA OCHOBHOTO Niky ETUAMETURNAPOKCHIIPHUAUHY CyKUMHaTy

Ha xpoMmarorpami sunpoBosysaHoro PoaurHy N2, oTpumaHol npu

"KinbKicHomy susHaveHHi”, mae BIANOBIAaTM Yacy yTpuMysaHHs

OGHOBHOIO NiKy Ha xpomatorpami cTanaapTHoro PO3YMHY

STUNMETUNTAPOKCUNIDUAKHY CYKUMHATY

2.6) Emnmemnri;;poxcwnipm,qmuy CyKUuHar. (Yo- Bianoeinae

CReKFpothoTOMETPIR), Ydb-criekrp PO3uYKHY NpenaparTy noBuHeH MaTw

MEKCMMYM NOTNUHAHHA NPW AOBXUHI XBUNT 297 HM £2 HM B obnacri

Bia 250 A0 350 Hm

3. B) CyxumHar. (BEPX). Yac YTPUMYBaAHHRA MepLIoro OGHOBHOTO niky  Bianogigae

Ha xpomaTorpami sunpoGoByBaHoro Po3qMHY N2, oTpumaot npu

"KinbkicHomy Buaraqenki®, nosnHen BIANOBIAATY Yacy YTpUmMyBaHHs

OCHOBHOTO ITiKY Ha XpoMaTorpami GTaHAapTHOro PO34uHY

OYPLITHHOBOTT KUcnoTH

4. 1} Cynsdpiti. AkicHa peakuin. PosuuH nosrHen sHeGapeniosatuca  Bignosinae
Mpo3sopicTe Mpenapar nosusen 6ytu Apo3opUM Binnosigae
Korboposicts IHTeHcuBHICTL 3a6apaneHns fipenapaty He NoBMKHa repesnulyBaTtk  Bignoginae

IHT@HCUBHICTR 3abapenenHa etancHy BY abo BY7
pH 40-50 4.6
MexaHiuHi BKRioMeHHs 1. a) Buawnmi. MNpenapat He noeMHEH MicTUTY BUONMUX OKOM Bianoeinae

MBXaHIMHYIX BKNOYEHD

2. 6) Heangumi. CepegHn KinbKicTs YacTUHOK poamipom 10 mrm i Binnosigae

Sinswe He noBwHAa nepesuwtysatv 6000 B ogHoMy rnakoHi i

KINBKICTL YaCTHHOK POIMIPOM 25 kM i Birblue e NOBUHAA

nepeswiysaTH 600 B8 bgHomy hrakoHi
Of'em, L0 BUTArAETLCA He meHwe 2 mn Bignosigae
Kinbkicne pUsHaueHHs 1. ETnnmemnrinponcwnipunMHy Cyrumnar: 45,00 - 55,00 mr/mn 49,68 mrivn

2. Harpii: 0,19 - 0.29 mrimn : 0,22 mr/mn
Ynakoaka 3rigHo suMor MKS Bi.anos_iﬂ.ae
MapkyBanHs SrigHo Bumor MKS Binnecsinae

BUCHOBKH: Ceprudirar ananizy Ne 1114 sin 24.05.2024 nigreepmxye,

S0OP/G-5.10/D1

o nepesipeHuil 3pazok npenapaty
Cron. 1ia2




Ceprudikar auarisy ne nigmirae NMOBHOMY a60;

SOP/G-5.10/D1

HEHPOTOMN DJI, posunH ans in'ekuii, 50 MI/MI; Mo 2 mMn & dnakoni; no 5 (rtaxouin y kourypHiii
"HapYHKOBII ynakosui; no | kourypiii HapyHkoriil ynakoeui 8 mavi 3 kapTouy, Ne cepii MX090224,
BupobuuuTEe 3AT "Jliksap”, PecyGnika Bipmenis eianosinae sumoram MK a0 poi Ne
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lic. N K-XX-000103

N nin. N K-XX-(00103

y

LIQVOR PHARMACEUTICALS ®

Yerevan, Republic of Armeniz: rel, (+37460) 378800/

€pesan. Pecnybaira Bipvenin; ten. (+37460) 378800

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
/CEPTH®IKAT SIKOCTI CEPII JIKAPCBKOI'O 3ACOBY

[ Name of product / Haspa NpOOYKTY
(strength, dosage form, package size and type /
A03yBaHH4, Nikapckka dopma, poaumip i TH
YTaKoBKH)

NEUROTOP FL, solution for injection, 50 mg/ml, 2 ml in vial;
5 vials in blister container; | blister container in a carton pack
HEUPOTON B, posusn s R'ekuifl, 50 Mr/mi, no 2 Ma B
(bnakoni; no 5 dakowis y koutypii HaPYHKORIH ynakosui; no
| KOHTYpPHIH YapyHKOBIit yrakoByi B navui 3 XKapTony.

Active substance / [Tlitoya pewosuna

1 ml of sotution contains 50 mg of
ethylmethylhydroxypyridine succinate / | wa PO3UUHY MICTHTS
ETHIMETHATI APOKCHITI PHAKHY CykuuHaTy 50 mr

Manufacturing country / Kpaina-upoGuuk

Republic of Armenia / Pecry6rika BipmeHis

MA number / Homep PII

UA/16933/01/01
Dated / Bin 07.09.2023

Batch number and size / Homé_p} Ta posMip cepii

MX 090224, 2003 packs / 2003 YH2aKOBOK

Date of manufacture / Jara BUPOBHMuTRA

17.02,2024

Expiry Date / Tepmin npunatrocri

02.2027

Name, address and authorization number of
manufacturing site / Hazpa, agpeca i Homep
Aluensit BRPoBHKYOT AinbHML

“Ligvor™ CJSC, Yerevan 0089, Kochinyan Str., number 7/9,
Republic of Armenia /3AT "JlikBop”, M. €pesan 0089, BYI.
Kounnsua, nomep 7/9, Pecniy6nixa Bipmenis
Manufacturing authorization N K-XX-000163 /

Jlinensis na supobuuuTeo N K-XX-000103

Indicators / Tlokasuuknu

Specification requirements / Busorn Crenudircanii

Test results /

PesvasTaTu
ana;izin
Appearance / Onuc Colouriess or slightly yellowish clear liquid / BesGapana | Meets acceptance
abo 3n1erka woBTyBaTa npozopa piHHE criteria /
Binnosigae

Identification of /
InenTugikanis
ethylmethylhydroxypyridine
succinate / ETuamern-
FiPOKCHIIPHANRY cyKumuaT

The retention time of the major peak of
ethy!methylhydroxypyridine succinate on the
chromatogram of the test solution N? 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
YTPHMYBaHH3 OCHOBHOIO niky
ETHIMETHATI ADOKCHITI PHAKHY CYKLHHaTy Ha

XpoMaTorpami BUNpoGyRraHoro po3ymHy N2, orpumaroi
npy «Kinokicnomy suznadennin, mace BIANOBIRATH yacy
YTPHMYBAHHA  OCHOBHOFO niKy Ha XpoMatorpani

Meets acceptance
criteria /
Binnosigae

/‘5 b, (e /0(‘/’6/9@
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ethylmethylhydroxypyridine
succinate /ETunmvernn-
rinpoxcunipuauny cyxuunat

Succinate / Cyknnunar

CTARASPTHOTO  PO3YMHY  ETHAMETHIT| APOKCH T pHAHHY
CYKHUHHATY,

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-cnextp pozuuny npenapary
MOBUHEH MaTH MaKCHMYM NOTHHaHHA NPH JOBMKMH]
XBUAE 297 uM £2 um B 06nacti pia 250 1o 350 Hu

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, / Uac YTPUMYBAHHS  MEPLUIOro
OCHOBHOTO MiKY Ea Xpomatorpami BHnpoOyBaHoro
pozauHy N2, orpumanoi  ripu «KinbkicHomy
BHIHAYCHHI», Mae signosizaty wacy YTPUMYBaHHA
OCHOBHOTO  TliKY KA  XpoMatorpami CTANAZPTHOrO
PO34UHY OYPIUTHHOROT KMC/IOTH.

Meets acceptance
criteria/
Binnosinae

Meets acceptance
criteria /
Bianosigae

ByTH npozopum.

Sulphites / Cyasdirn The solution shouid become discoloured. / Pozuux
ROBHHEH shebaprimoBaThes. Meets acceptance
criteria /
Binnosinae
Clarity / lposopicrs The preparation should be clear, / Tpenapar nosuaen Meets acceptance

criteria /
Biznosigac

Colour / Koasoposicrs

The colour intensity of the preparation should not exceed
the colour intensity of the B, or BY; standard /
InTencusuicty 3aGapenenns Mpenapary He NOBHHHA

Meets acceptance
criteria/

pH

. . Binnoaigae
NCPEBHILYBATH IHTEHCHBHICTL 3abapBieHns eranony B,
ato BY,
4,0-5,0 4.7

Osmolality / OemonaabnicTs

300 - 420 mOsmol/kg / 300 - 420 MOcMone/KT.

351 mOsmol/kg /
351 mOcmonp/xr

Particulate inclusions/
Mexauiuni Brmouennn
visible / Buanmi

invisible / nepuanmi

The preparation should not contain any visible particulate
inclusions. / ITpenapar ne nosuxe MICTHTH BHAKMHX
OKOM MEXAHIYHHX 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 Hm or more shall not exceed
600 per vial. / Cepeans kinbiicrs YACTHHOK PO3Mipom
10 Mxm i Sinblue He nosmuna nepesulyBaTH 6000 8
ORHOMY (PRAKOHT | KIABKICTE YaCTHHOK PO3MipoM 25 MM
i Ginbiwie we nomuua fepesnysaTy 600 B ogHomy
daKoHi.

Meets acceptance
criteria /
Binnosigac

Meets acceptance
criteria /
Bianosigae

Extractable volume / O6'em,
W0 BETATACTHCH

L

Not less than 2 ml. / He menwme 2 ML

Meets acceptance
criteria /
Binnosizae

i
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Bacterial endotoxins / The maximum content is not more than 35 EUin 1 mlof | <353 EU/ml/

Bakrepiannui ennoroxennn the preparation. / I'pauuunuil BMicT He Ginblue 35 EO g | <35 EO/MA

1 ma npenapary.
Sterility / Crepunshicrs ‘The preparation shouid be sterile / [Tpenapar nosknen Sterile /

OyTH CTEPHALHKM, Crepunphnit
Related substances / Croponni | Unidentified impurity not exceeding 0.2 %. / 0.03%, 0.04%
AOMELITKH Hesinoma nominica ve Ginbie 0,2 %.
- individua} RRT impurity 1.3 not more than 0.5 %. / Not detected /
impurity/inangisyansha Homiwxa RRT 1.3 we Ginblie 0,5 %, He Bussneno
J0MiLKA
- total impurities / cyma Total impurities are not more than 1%. / 0.07%
JOMILLOK Cyma noMiwok - we Ginbie 1 %.

Assay / Kinbxicni suanavenms
- ethylmethylhydroxypyridine | At release / Hpu sunyeky

succinate / ETunmerua- from 47.50 mg/mi to 52.50 mg/m} / 50.26 mg/ml /

TiZIPOKCHITIpUAHHY CYKUHHAT Bia 47,50 mr/mn no 52,50 Mr/va 50,26 Mr/ma

- Sodium / Harpiit From 0.16 mg/m! t0 0.29 mg/ml. / 0.23 mg/m! /
Bin 0,19 Mr/ma 10 0,29 mr/mo. 0,23 mr/mn

The batch meets the requirements of QCM for MA Ne UA/16933/01/01 dated 07.09.2023. / Cepis Biznosigae
Bmoram MICH zo PIT UA/16933/01/01 sin 07.09.2023.

The packaging, labelling and expiry date correspond to the requirements of QCM. / Viiakoska, MAPKYBAHHA Ta
TepMil NPHAATHOCT] BIARGOBIA210TH Bitmoram MICS

Storage: Do not store at temperatures above 25 °C, storé in a place protected from light. / 30epiranns: 36epiraru npH
Temneparypl ve Brwe 25 °C B 3axuieromy Big ceitia Micui.

Fhereby 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 investigationa) medicinal preduct. 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. / [um g NLATBEPIAYHO, LU0 HABEACHA BHIIE iHdopmanis e
AOCTOBIPHOIO Ta Tounolo. Lls cepisn npoayxkuwi 6yna BUrOTOBAEHA, BKAIOYAKOYH MAKYBAHHA, MAPKYBEHHA Ta
NPOBEACHES KOHTPONK 11 AKOCT! Ha za3nayeHii BUPOOHHYUIN AiNSHUT y nosuil sixnosizHocT 3 BuMoramy GMP,
BUTAHOBNEHUMH MICUEBMM DPeryisTOpHuM OpraHoM, & TAKOX BIANORIZHO Ji0 enewndixauit, wo MicTaTees B
peectpauiiinomy nocke, 3ATBEPAMEHOMY B Vkpaidi ans JOCTI LA YBAHOrO JiKaPCBKOro  3acofy. [MpoTtokonu
BHPOOHHIITES, NAKyBAaRHS Ta NPOBeAEHHS aHani3iR Oynu nepesipeni, BcTanosneHo sianoBigHicTL BuMoraM GMP ta
MARACAHO BIANOBIRANLHUMY 0CoBany BHPOGHH KA. :

Quality control manager /

Metemxep 3 KOHTPORIO sKkOCTI o & ‘-~- LS

Certificate Issue Date / Faar

Hara oopmnenns ceprudikarta: 02.03.2024 AT
= =%
52'"2: s

g
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AEPKABHA CJIYIKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCHKIN OBJIACTI

npos. CeiTnuyHoi Hanif, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHUCHOBOK
PO AKICTL BBE3eHOTo B YKpaiHy JIKapchKoro 3acody

20.11.2024 Ne 51875/24/10

HEMPOTOI @1

(naiiMenyBaHH TiKapCLKOro 3aco6y 3TI/HO 3 PEECTPAiNHNM OCBITMCHHSM)
PO34MH A0 in'exuii, SO Mr/ma o 2 M B duiakoni; no 5 GpaakoHis y KoHTYpHii YyapyHKOBIii
YNAKOBUI; 10 1 KOHTYPHi# YapyHKOBIii ynakoBui B naumi 3 Kaprony

(¢popma BumyCKy, NO3yBAHHS, BHA BAKYBAHHS JTIKAPCHKOTO 3ac0GYy)

Homep peecrpauiitnoro nocsiguenns UA/16933/01/01 crpox aii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbioro saco6y Ne MIX110824 Kinekicts BBe3eHoro nikapepkoro 3acoby 150
Bupo6HHK 3AT «JlixBop», Pecniy6nika Bipmenis
(naitmenyBaHis BUPOGHHMKA iKapCbKOro 3acoby, kpaita MOXO/KCHHS)
Beesexo B Yipainy .. Crninbre yxpaiacnKko-ecTodcbKe NiAnpuemMcTso y gopmi TOBapHCTBA
3 00MekenoIo BiANnoBiAaILHicTIO "Onrima-®@apm, JITI", izenr. won:
21642228 :

(HaitmenyBanus Ta ko 3a €JIPTIOY topuanunoi 0cobu aGo NpisBUILE, iM's, 110 GATLKOB diznanoi
oco6u - mipapuen, i Micie NPOXKMBAHLS Ta peecTpauiituuii HoMep 06iKOBOT KapTK MIATHHKA
. ToAarkis abo cepist Ta HOMep 1acnopTa)

Ipotokon sisyamsuoro ontpomio six 10.10.2024 Ne 3080/ 16.
JlaGoparopruii anasnis skocTi ikapchbkoro 3acoby saiiCHeHUi:

HIT "Llentpanbna naGopatopis 3 aHanisy sKocTi Jikapchkux 3acoGiB i MeaguuHOT npoAyKuii"
(m.Knis, Byn. Kyapascbka 10r m.Kuis, Byn. Kyapsscbka 8B Kuiscbka obnacts, ¢. Hogi [leTpisi,
ByJl. IBaHa Ppanka, 19)

(naiimenyBanns Ta MicLIe3HAX0DKCHHS 1abopaTtopii, Lo NpoBeNa 1a6opaTopHui aHAT3 AKOCTI)

BucnoBok wono sxocri mikapeskoro 3acoGy, siaanuii naGopatopieio sin 18.11.2024 No 2291

Pesynbrati nabopatopHoro aHanisy skocri nikapebkoro 3aco6y 3a nepesipeHHMH OKasHHKaMK BiAOBIIAIOTH
BUMOTaM METOiB KOHTPOJIIO AKOCTI (aHaNITHYHO-HOPMATHBHOT 10KYMEHTALT).

3a pesynsTaTaMM  JIEpPHKABHOTO  KOHTPOJIO BCTAHORBJIEHO, 10 Jikapcekuit 3aci6 BBeseno B  YkpaiHy 3

AOTPHUMAHHSAM BHMOT 3aK0HOAABCTBA LUO/0 3a6e31iedeH s AKOCT JliKapcbKUX 3acobiB.

i Onpra CPhOMEHKO

KOWTPOMe) (nixnne) (ieiuian 1 nplimunge)




lic. N K-XX-000103

ain. N K-XX-000103

LIQVOR PHARMACEUTICALS ®

Yerevan, Republic of Armenia; tel. (+37460) 378800/

€penan, Pecnybixa Bipaenis; Ten. (+37460) 378800

'BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
/CEPTH®IKAT SIKOCTI CEPIi JIIKAPCHKOT'O 3ACOBY

Name of produet / Hazsa npogyxty
(strength, dosage form, package size and type /
Lo3yBanus, Jikapcbka Gopma, posmip i Tan
YIIAKOBKH)

NEUROTOP FL, solution for injection, 50 mg/ml, 2 mlin vial:
5 vials in blister container; 1 blister container in a carton pack
HEWPOTOI MJI, PO3UMH NS iH'EKUif, 50 Mr/ma, 110 2 M1 B
(pnaxoHi; 1o 5 Gakonis y KOHTYpHiil yapyHKosiil ynakosui; no
1 KOHTYpHIH YapyHkoBil ynakoBui B navuui 3 kaprouy.

Active substance / [{itoua peuopuHa

1 ml of solution contains 50 mg of
ethylmethylhydroxypyridine succinate / | mn posuuny micTiutb
ETUIMETUITTAPOKCHITIDHANHY CYKLEHATY 50 MT

Manufacturing country / Kpaina-Biupo6rux

Republic of Armenia / PecniyGaika Bipmenis

MA number / Homep PII UA/16933/01/01
Dated / Big 07.09.2023
Batch number and size / Homep Ta poamip cepii | MX 110824, 2001 packs / 2001 ynakoBok
Date of manufacture / Jlata sBupouuuTsa 07.08.2024
Expiry Date / Tepmiz npyaaTHOCTI 08.2027

Name, address and authorization number of
manufacturing site / Hassa, aupeca i Homep
ninensii BEpoGHUYOT HinpHALI

“Ligvor” CJSC, Yerevan 0089, Kochinyan Str., number 7/9,
Republic of Armenia / 3AT "Jliksop", M. €pesan 0089, syn.
Kounuasna, nomep 7/9, Peciiybnika Bipmenis
Manufacturing authorization N K-XX-000103 /

Jlineusis va supoduunrso N K-XX-000103

Indicators / Tloxasunku Specification requirements / Bumorn Cneundiranii Test results /
Pesynbrart
aHanizin
Appearance / Onue Colourless or slightly yellowish clear liquid / GeaGapsna | Meets acceptance
a6 3J1erka »OBTyBaTa NPO30pPa pilliHa criteria /
Bianosigac

Identification of /
InenTndikauis
ethylmethylhydroxypyridine
succinate / ETnimerni-
FiApOKCHNIPHIUHY CYKIMHAT

The retention time of the major 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 of the standard solution
of ethylmethylhydroxypyridine succinate. / Yac
YTPHMYBaHHS OCHOBHOIO niKy
ETHIMETUAT I APOKCHITIDHAREY CyKUUHATY Ha
Xpomarorpami BHIPOOYBanoro pozunny N2, oTprMaHoi
npn «KinbkicHoMy BH3HaueHui», Mae sianosinaty yacy
YTPUMYBaHHSI OCHOBHOIO [iKY Ha XpOMATOrpami

Meets acceptance
criteria /
Binnosinae

Bttt peco
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ethylmethylhydroxypyridine
succinate /ETunmerun-
rizpoxenniprpany eyxuunart

Succinate / Cykuuar

CTAHNIAPTHOTO  PO3UMHAY  eTHIIMETHIIN APOKCHIL PHANHY
CYKUHEATY.

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. / V-cnextp po3uuHy npenapary
NOBHHEH MaTH MaKCHMYM TOMIMHAHHS TIPH LOBKHHI
xButl 297 HM £2 BM B 06nacTi Big 250 10 350 Ha.

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 yrpumypanus nepLuoro
OCHOBHOTO MKy Ha Xpomarorpami BHIpobyBaHOro
posuMHy N2,  oTpumanoi  npu «Kiaskicnomy
BH3HAYCHHI», Mae Bianosinatm uacy YTPHMYBaHHs
OCHOBHOTO  miKy Ha XpOMatorpami CTaHAapTHOro
po3tUMHY 6YpIITHHOBOT KHCTOTY.

Meets acceptance
criteria /
Binrmosigac

Meets acceptance
criteria /
Bianosizae

Sulphites / Cynndirn The solution should become discoloured. / Poauun
TIOBMHEH 3Hebapp/moBaTucs. Meets acceptance
criteria /
Bianosinae
Clarity / IposopicTs The preparation should be clear. / [Ipenapar rioBuHeH Meets acceptance

OyTH mpo3opuM.

criteria /
Binnosigae

Colour / Konbopogicrs

The colour intensity of the preparation should not exceed
the colour intensity of the B, or BY- standard /
InTencupuicTs 3a6apenenns fpenapary He NOBHHHA
IePEBRIIYBATH IHTEHCHBHICTL 3a6apBeHHS eTajiony By
abo BY; \ ‘

Meets acceptance

criteria/

Bianosiaae

pH

4,0-5,0

4.6

Osmolality / Oemonstnbuicrs

300 - 420 mOsmol/kg / 300 - 420 MOCMOnb/KkL-

356 mOsmol/kg /
356 mOcmonb/kr

Particulate inclusions/
Mexaniuni Brmoyenus
visible / Buaumi

invisible / HeBuaHMI

The preparation should not contain any visible particulate
inclusions. / Ilpenapar ie rnosuen MicruT BHIHMHX
OKOM MEXAHIUHHX BIJIIOYEHb,

The average number of particles with a size of 10 pm or
more shall not exceed 6000 per vial and the number of
particles with & size of 25 um or more shall not exceed
600 per vial. / Cepenns kinpkicts YACTHHOK PO3MipoM
10 MxM 1 Ginblie e noBHHHA nepesHinysaty 6000 B
OXHOMY (IAKOHI 1 KiNbKICTh YaCTHHOK PO3MipoM 25 MKM
i Ginsme ue noBunHAa nepepuwysati 600 B opHOMY
daxoni.

Meets acceptance

criteria /
Bianosinae

Meets acceptance
criteria /
Bixnonijae

Extractable volume / O6'em,
LU0 BHTATAECTHOS

Not less than 2 ml. / He menwe 2 mi.

Meets acceptance
criteria /
Bianosizac
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Bacterial endotoxins / The maximum content is not more than 35 EU in 1 ml of | <35 EU/ml/

Baxrepianbui ennoroxcuun the preparation. / T'pannunuit BMicT He 6Ginbiue 35 EO 8 | <35 EO/Ma

1 Mn npenapary.
Sterility / Crepunbhicts The preparation should be sterile / [Tpenapat nosunen Sterile /

OYTH CTEPUILHHM. CrepusnipHuit
Related substances / Croponni | Unidentified impurity not exceeding 0.2 %. / 0.04%, 0.02%.
JOMIIKH Hesigoma nomiwka He 6insiue 0,2 %.
- individual RRT impurity 1.3 not more than 0.5 %, / Not detected /
impurity/iRnuBi KyansHa Homimka RRT 1.3 ne 6inswe 0,5 %. He susasneno
JoMirtka ’
- total impurities / cyma Total impurities are not more than 1%. /
ZOMIIIOK Cyma nomiuox - e 6invie 1 %. 0.06%

Assay / Kinbkicui Bu3Havenss
- ethylmethylhydroxypyridine | At release / Tlpu Bumycky

succinate / ETanamerun- from 47.50 mg/ml to 52.50 mg/ml / 50.48 mg/ml /

PPOKCHIIIPUIIMHY CYKLUHAT Bix 47,50 mr/mn 1o 52,50 mrivn 50,48 Mr/mn

- Sodium / Harpii From 0.19 mg/ml to 0.29 mg/ml. / 0.24 mg/ml /
Bin 0,19 mr/ma g0 0,29 mr/mu, 0,24 mMr/mn

The batch meets the requirements of QCM for MA Ne UA/16933/01/01 dated 07.09.2023. / Cepia sianosigae
samoram MEST no PIT UA/16933/01/01 Big 07:09.2023.
The packaging, labelling and expiry date correspond to the requirements of QCM. / Vnakoska, MapKyBaHHA Ta

TepPMiH IPHAATHOCTI BIANOBINAIOTE BiMoram MICS. :
Storage: Do not store at temperatures above 25 °C, store in a place protected from light. / 36epiranus: 36epiraty 1ipu
TeMneparypi He Buie 25 °C B 3aXuIIeHOMY BiZ CBIT/A MicHi.

I 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. 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. / Lum 5t miprsepoiyro, WO HaBeseHa suLLe in(opmAaLis ¢
HOCTOBIpHOIO Ta TOuHOW. Lls cepis nponykuil Gyna BHTOTOBJICHA, BKJHOYQIOYYM MAaKyBaHHA, MAPKYBaHHS T4
TPOBEASHHS KORTPOMO T AKOCTI Ha 3a3HaueHilt BUpOGHUYIN AiNAHII Y NOBHIH BIANOBIMHOCT! 3 BHMorast GMP.
BCTAHOBJIEHHMH MICLEBHM DEry/SATOPHUM OPraHOM, a TAKOXK BiLNOBIHO [0 cneundikauiil, wo wicraroea B
peecTpaifitiony IOChe, 3aTBEPIKEHOMY B Ykpaiui 18 AOCALDKYBAHONO JKAPCLKOro 3acoby. [TpoToKOIH
BUPOGHUUTBA, MAKYRAHHS T4 IIPOBEICHHS AHANIZIB By nepesipeni, BeraHoBiIeHO BiANOBiANICTS BuMoram GMP Ta
MIANHCAHC BiATORInANbHIME 0COGaMH BHPOGHHKA. /!

Quality control manager /
MeHenxep 3 KOHTpONIO KOCT

Certificate Issue Date /
Hara odopmnenns ceprudikara: 21.08.2024




AEPKABHA CJOYXKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOUIIO 3A
HAPKOTHUKAMH ¥ KUIBCHKIN OBJIACTI

npos. Ceitnuunof Hanii, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IIPTIOY 37078774

BHCHOBOK
TIPO SIKICT)> BBE3€HOr0 B YKpaiHy JIikapchKoro 3acoy

20.11.2024 Ne 51876/24/10

HEMPOTOIT ®J1

(naiimenyBanHs ikapcpkoro 3acoy 3rinHo 3 peecTpanifHAM MOCBITYCHHSM)
Po31HH Auist in'eKuiit, 50 Mr/ma no 2 ma B guiakoni; no 5 gpuakonis Y KOHTYPHIi#l yapynkosii
YHAKOBUi; 10 1 KOHTYpHil YapyHKoBiii ynakoBui B nagmui 3 KapTOHY

(hopma BUITyCKY, N03yBAHHS, BHA 11AKyBAHHS KAPCHKOTO 3aco6y)

Howmep peecrpauitinoro nocsinuenns UA/16933/01/01 crpok aif peectpauiiinoro nocsizuenss 01.01.2099

Cepist nikaperkoro 3aco6y Ne MX 120824 Kinbxicts BBesenoro nikapcnkoro 3aco6y 150
Bupo6uiux 3AT «Jliksop», PectiyGnika BipmeHis
(maiivenyranns BUpOGHUKa JikapchKkoro 3acoby, kpaina TIOXOJDKEHHS )
Breserio B Vipainy  CmisibHe ykpainchKo-ecToHCHKe nixnpuemMcTBo y hopmi ToBapucTBa
3 00MeKeHOI6 BiAnoBiAAJbHICTIO "OnTtima-®apm, JITH", izent. kox:
21642228 ~

(uaitmenysanus ta kox 3a €JIPIIOVY 10puanunoi 0co6y abo Tpi3BuILE, iM', 110 6aTHKOBI izHyHOI
0c06H - miAmpremILs, i MiCIle POKMBAHHS Ta pecCTpaLlifiHHii HOMEp 00JHKOBOT KapTKH M1aTHHKA
.oziarkis abo cepis Ta HoMep HacmopTa)

TporoKon BisyabHOro KoHTpOIIO BiA 10.10.2024 N 3080/17.
JlaGoparopuuit anais sxocTi ikapcskoro 3acoBy saicuenuit:

AT "Lentpanbha nabopatopia 3 aHanisy skocri JiKapchKuX 3aco0iB i MeaMYHOT NpoAyKIi™
(mM.Kuis, Byn. Kyapsiceka 10r m.Kuie, ByJ1. Kynpsecbka 8B Kuiscbka o6macts, ¢. Hogi ITerpibuj,
ByJ1. IBana dpanka, 19)

(HaltMeryBaHHS Ta MiCLIC3HAXO [DKEH LIS Jadoparopii, wio nposesa JaGopaTopxmii aHai3 AK0CTI)

Brcnosok 1010 sikocti nikapeskoro saco6y, Buaanuii taGoparopicio pin 18.11.2024 Ne 2286

PesysbTaru s1a6opaTopHOro aHasisy AKocTi TiKapeLKoro 3aco0y 3a nepesipeHHMH NOKa3HHKaMy BIAMOBIAAIOTH
BHMOTaM METOAIB KOHTPOO AKOCTi (aHaTiTHUHO-HOPMATHBHOT AOKYMEHTALiT).

3a  pesynpTaTamH  Iep/KaBHOTrO KOHTPOJIO  BCTAHOBJICHO, 11O JIiKApPChKH 3aci0 BBe3cHO B VYxpainy 3
AOTPUMAHHSM BHMOT 3aKOHOJABCTBA LIO/0 36063MeeHHs AKOCT NIKapchKHX 3ac0BiB.

Qapra €PHOMEHKO

QO KOUTPOM0) (nirnie) (Uithitianst ra npizaie)




lic. N K-XX-000103

nin. N K-XX-000103

LIQVOR PHARMACEUTICALS ¢

Yerevan, Republic of Armenia; tel. (+37460) 3788060/

Eperan, PecnyGiixa Bipmenis; ten. (+37460) 378800

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
/CEPTUDIKAT IKOCTI CEPII JHKAPCBEKOI O 3ACOBY

Name of product / Hazsa npoayxry
(strength, dosage form, package size and type /
LO3yRaHHS, Nikapcbka GopMa, po3uMip i THI

YI2aKOBKH)

NEUROTOP FL, solution for injection, 50 mg/ml, 2 ml in vial;
5 vials in blister container; | blister container in a carton pack
HEVPOTOX dJI, posunn ans in'exuiit, 50 Mr/mi, no 2 ma s
thnakoni; mo 5 daakonis y koHTYpHIN YapyHKOBI ynakosLUi; no
1 xoHTYpHill yapyHKoBil yriakoBUi B nayli 3 KapToHy.

Active substance / Jliroua pedoBuHa

1 ml of solution contains 50 mg of

ethylmethylhydroxypyridine succinate / 1 Mt po3uynay MicTHTD
eTHAMETHIT APOKCHIIPHAKHY cykuunaTy 50 mr

Manufacturing country / Kpaina-supo6ruk

Republic of Armenia / PecnyGnixa Bipmenis

MA number / Homep PIT

UA/16933/01/01 :
Dated / Big 07.09.2023

Batch number and size / Homep Ta po3mip cepil

MX 120824, 2014 packs / 2014 ynakosoi

Date of manufacture / Iara supo6HuLTBa 07.08.2024

Expiry Date / TepMis npyaaTHOCTI

08.2027

Name, address and authorization number of

manufacturing site / Hassa, anpeca
ainensii BupobHEMYOT AlTBHULT

“Ligvor” CISC, Yerevan 0089, Kochinyan Str., number 7/9,

i HoMep Republic of Armenia / 3AT "JTikeop", M. €pesan 0089, By,

Kouunaua, nomep 7/9, Pecnybaixa Bipmenis
Manufacturing authorization N K-XX-000103/
Jlinensis na supoOuunTeo N.K-XX-000103

Indicators / TToxasunxn

Specification requirements / Bamorn Crnenndgirauii

Test results /
PexyanTaTi
aganiszis

Appearance / Omuc

Colourless or slightly yellowish clear liquid / beaBapsra
a0 371erka )OBTYBATA Npo30pa piliHa

Meets acceptance
criteria /
Binrnosiaac

Tdentification-of /
InenTngikauis ‘
ethylmethylhydroxypyridine
succinate / ETuamMerii-
riapoxeunipuInyy CyKIUHAT

The retention time of the major 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 of the standard solution
of ethylmethylhydroxypyridine succinate. / Yac
YTPUMYBAHHS OCHOBHOFO ' miky
CTHIMETHITIAPOKCHITIPHIHHY CYKLHHATY Ha
xpomarorpami Bunpo6ysanoro poguuHy N2, oTpuMaHol
npu «KinskicHOMY BU3nayerii», Mae BianosigaTu yacy
YTPUMYBaKHHS OCHOBHOrO MiKy Ha XpomaTorpami

Meets acceptance
criteria /
Bianosinae

Pr-cwe Moo

Ecp o 40 208Y /5/5// |




ethylmethylhydroxypyridine
succinate /ETuamMerna-
FiAPOKCHITIPHIIHY CYyKIHHAT

Succinate / Cykununar

CTAHIAPTHOIC  PO3UMMY  eTHAMETHIINI APOKCHIIIpUIHHY
CYKLMHATY.

The UV spectrum of the preparation solution should have
a maximum absorbance at 297 nin % 2 nm in the range of
250 to 350 nm. / Y®-cnexrp posvuHy npenapary
MOBMHEH MaTH MaKCUMYM [MOTJIHHAHHA [PM JOBKHH]
XBHA# 297 uM £2 1y B 06aacti Big 250 40 350 Hu.

The retention time of the first majoir 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. / UYac YTPHMYBaHHS  TepLuoro
OCHOBHOrO 11iKy Ha xpomarorpami BHNpoGyBaHOro
posuuny N2,  oTpumanoi  mpu «Kinpkicnomy
BU3HAYCHHI», Mae BimNoBizatn uacy YTPUMYBAHH;I
OCHOBHOTO 1Ky HA XpoMaTorpami CTaHZAPTHOrO
PO3YHHY SYPIITHHOBOT KUCTOTH.

Meets acceptance
criteria /
Binnosinae

Meets acceptance
criteria /
Binnosinae

Sulphites / Cynedirn The solution should become discoloured. / Posumn
NOBUHEH 3HebapaniokaTHCs, Meets acceptance
criteria /
‘ Bianosiaac
Clarity / ITposopicts The preparation should be clear. / Tlpenapar nosuHeH Meets acceptance

OyTH DPO30pHM.

criteria /
Biznosinae

Colour / Konsoposicrs

The colour intensity of the preparation should not exceed
the colour intensity of the B; or BY, standard /

Meets acceptance
criteria /

I 1 A pET= 1 .v 0 .
Imeucmmcn 3abaparienns npﬂenapmy HE TIOBHHHA | Binnopinac
TepEBHILYBaTH IHTEHCHBHICTL 3a0apBiieHns erasony B,
a0 BY7 ‘

pH 4,0-50 4.6

Osmolality / Ocmonsnbuicts

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

356 mOsmol/kg /
356 mOcmonu/kr

Particulate inclusions/
Mexaudiuni BRIIOYEH IS
visible / Buaumi

invisible / neBuumi

The preparation should not contain any visible particulate
inclusions. / [Ipenapar He noBuHeH MICTHTH BHAMMUX
OKOM MEXaHIYHUX BKIIOUEHD,

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. / Cepenns KinbKicTh YacTHHOK po3Mipom
10 MKm i Ginblue we nosuHHa nepesuitysatn 6000 B
OHOMY (uIaKoHi 1 KINILKICTb YaCTHHOK po3Mipom 25 MKM
i Ginblue ne noBMHHA fnepesHilysath 600 B ogHOMY
¢dnaxoni.

Meets acceptance
criteria/
Bianosinae

Meets acceptance
criteria /
Biariosinae

Extractable volume / O6'em,
IO BATHIAETHCS

Not less than 2 ml. / He meniue 2 mo.

Meets acceptance
criteria /
Binnogrinac
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Bacterial endotoxins /
Ba :repn.nbm EHIACTOKCHRE

| The maximum content is not more than 35 EU in 1 ml of
the preparatior. / I'panuynult Bvict ne Sinswe 35 EO 5
1 M7 mpenapaty.

<35 EU/ml/
<35 EQ/Ma

Sterility / Crepubnicrs

The preparation should be sterile / Ilpenapat nosuten
OYTH CTEPHILHNM,

Sterile /
Crepusnishui

Related substances / Cropouni
JOMIKy

- individual
impurity/ingusizyansta
Joomimka -

- total impurities / cyma
JIOMinIox

Unidentified impurity not exceeding 0.2 %. /
Hesixoma pomimka ne 6ineiue 0,2 %.

RRT impurity 1.3 niot more than 0.5 %, /
Howiwka RRT 1.3 ue 6inswe 0,5 %.

Total impurities are not more than 1%. /
Cyma nomimox - He 8isbie 1 %,

0.01%, 0.04%,
0.02%,

0.05%

0.12%

Assay / Kinexicui Busnavensst
- ethylmethylhydroxypyridine
succinate / ETHnmeruin-
TiAPOKCHIIPUIHEY CYKUHEAT

- Sodium / Hapikt

At release / Ipu Brnycky
from 47.50 mg/ml to 52.50 mg/m| /
8in 47,50 mMr/ma 10 52,50 Mr/mn

From 0.19 mg/ml to 0.29 mg/ml. /-

49.62 mg/ml/
4962 Ml'/MJi

0.24 mg/ml /

O 24 Mrima

Bin 0,19 mr/mn 1o 0,29 mr/ma.

The batch meets the requirements of QCM for MA Ne UA/16933/01/01 dated 07.09. 2023 / Cepis Bianosianac
sumoram MKS o PITUA/16933/01/01 Bin 07.09.2023. .
The packaging, labelling and expiry date correspond to the requirements of QCM. / Ynakoska, Mapkyearis Ta
TEPMIH IpUAATHOCT] BLIIOBIRAIOTH BHMOTaM MK,

‘Storuge Do not store at temperatures above 25 °C, store in a place protected from light. / 36epiranus: 36epiraty npir
TeMreparypi He Buiie 25 °C & 3aXMIIEHOMY BiJ CBiTaa Micii, |

I hereby certify that the above information is authentic and accurate. This batch of products has been manufacturéd,
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 specitication 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. / Llum st migTBepIKyio, 1O HABEACHA BHLIE iHopmanis ¢
ZOCTOBIpHOIO Ta TouHO0. L3 cepis npomykuil Gyna BUrOTOBNEHA, BKIIOYAIOYM MAKYBAHIS, MapKYBAHHA T
TIPOBEIEHHS KOHTPONIO 1T SKoCTi Ha 3a3HaveHiit sHpeOHAYii mingaui y nosHill BianosiaHocTi 3 sBuMoramy GMP,
BCTAHOWJICHUMU  MICUEBMM DErYASTOPHHM OPraHOM, a TAkok BIAMOBiAHO A0 creundikauil, o MicTaTsCs B
peecTpaLlifHoMy 10Che, 3aTBepiKeHOMY B YKpaiHi Ans AOCTIZKYBAHOrO NiKAPCLKOro 3acoly. [lporoxoinu
BHPOGHMITEE, NaKYBAHHS T [IPOBELEHHS aHaTi3ig By nepenipeni BC’F’ HOBNEHO BignoBianicTs BuMoram, GMP ra
T BCEH0 BIMTOBINANBHUMI 0CGGaMU BUPODHHKA. :&:&%m-mm
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- Quality control manager /
Meuenxep 3 KOHTPOMO SKOCTI

Certificate Issue Date /
Hara ohopmnenns ceprudikara;

3| ¥
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