VKPATHA
UKRAINE

CEPTH®IKAT BIAINOBITHOCTI YMOB BUPOBHHUIITBA JIIKAPCBKHX 3ACOFBIB
BHUMOTI'AM HAJIEXKHOI BUPOBHHUYOI IIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No:
L)AL 4/ EAP

Crpok aii go: // Valid till:
24.11.2025

YactHHa 1

Part1

Hepxasna cayx0a YKpainu 3 JikapcbKHX
3ac00iB Ta KOHTPOMI0O 32 HAPKOTHKaMHU
(Jepxaixcaysb6a) sacBiguye:
HaiimeHyBaHHS BUpOOHMKA, MiCIIE3HAXODKEHHS:
3AT "JlikBop"
m. Epesan 0089, Byn. Kounnsuna, Homep 7/9,
Pecny6nika Bipmenin
HaliMeHyBaHHs BUPOGHHUOT(MX) AiNbHULII(I(E):
3AT "Jlikeop"
Micue npoBaKeHHs MisBHOCTI:
M. Epesan 0089, Bys. Kouunsina, Homep 7/9,
PecmyGaixa Bipmenia
Jlinensii Ha BUPOGHMIITBO JIKAPCHKHUX 3acOBiB y
PecmyGuika Bipmenis Bif 02.12.2002
Ne K-XX-000103
3a pesynbTaTaMM JUCTAHI[IHHOI OLIHKH IHOTO
BUpOOHHKa, gKa Oyna nposeneHa
03.11.2023 — 24.11.2023,
BCTaHOBJIEHO, 1[0 BiH BiANOBinae BuMoram
HaJIe)XHOT BUPOOHUYOT NPAKTUKH, 3a3HAYEHUM
B
Hactanosi CT-H MO3Y 42-4.0:2020
“Jlikapceki 3aco6u. Hanexna supobauua

IIPaKTHKa”,
(nopmamuenuil axm)

State Service of Ukraine on Medicines and
Drugs Control (SMDC) confirms the
following:

Manufacturer’s name, registered place of business:
"Liqvor" CJSC

Yerevan 0089, Kochinyan Str., number 7/9,
Republic of Armenia

Name(s) of manufacturing site(s):

"Ligvor" CJSC

Manufacturing site address:

Yerevan 0089, Kochinyan Str., number 7/9,
Republic of Armenia

Manufacturing  authorization for medicinal
products in Republic of Armenia from 02.12.2002
Ne K-XX-000103

From the knowledge of remote assessment

03.11.2023 — 24.11.2023,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to
in the
Guide 42-4.0:2020

*Medicinal products.
Good manufacturing practice”

(name of regulation document)

T'onoBa /lepxaBHoi ciyx6u Ykpaing 3
JIKaPCHKHX 32C06iB Ta KOHTPOJIIO 32
HAPKOTHKAMH
Poman ICA€EHKO

. -R~ama‘. JSXIENKO

nianyc BinnosinaasHoi ocobu,

i stgna‘ture oﬂtﬁs lExecutwe officer (see left)

HepxasHa cuyxba Yikpaiin 3 nikapenkux 3aco6is ta
KOHTDOJII0 38 HADKOTHKAMM

Anpeca: npocniekt bepecreiichkuif, 120-A, m. Kuip, Yipaina,
03115

Ten.: +38(044) 422-55-77

Daxc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

Sta’t "Serwce o Ukrame on Medicines and Drugs Control

Address IZIT eresteiska avenue, Kyiv 03115, Ukraine

Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the
official certificate
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Page/Pages



Lle#i ceprudikar Brmouyae yactuau 1, 2 Ta
JOJaTOK.

HunHicTe mporo ceptudikata Moxe OGyru
MiATBEpIKEHA OpPraHoM, IO HOro BHIAB

This certificate includes the Parts 1, 2 and
Annex,

The authenticity of this certificate may be
verified with the issuing authority

Yactuna 2

Part 2

Jlikapcbki 3aco0H X5 JTIOAHHH

Human Medicinal Products

1. BAPOBHHYI OIIEPAIIII - JIIKAPCHKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepuabHi JikapesKi 3aco0n

1.1. Sterile products

1.1.2. IlJo niooaiombca Kinyeeii cmepunizayii
(6upobHuyi onepayii Ons HACMYRHUX NIKAPCOKUX

popm)

1.1.2. Terminally sterilised (processing
operations for the following dosage forms)

1.1.2.3. PinuHu B ynakoBKax Majioro 06'eMy

1.1.2.3. Small volume liquids

1.6. Ilporenennss BHNpPOOYBaHL B paMKax
KOHTPOJII0 IKOCTI

1.6. Quality control testing

1.6.1. MikpoGionori4Hi: cTepuibHiCTh

1.6.1. Microbiological: sterility

1.6.2. Mikpo6iooriuni: Mikpobiosoriyna
YHCTOTAa

1.6.2. Microbiological: non-sterility

1.6.3. Dizuuni/xiMiuni

1.6.3. Chemical/Physical

1.6.4. Biosoriuni: mume LAL-tecT

1.6.4. Biological (LAL test only)

T'onoBa JepxaBuol ciyx0u Ykpainu 3
JikapchbKHX 32c00iB Ta KOHTPOJIKQ 32

Poman ICAEHKQO

m—

aj ;f\th State Service of Ukraine on

,koméﬁlsmmo

HapKOTHKAMH
MM

nianuc BiamosizansHoi ocobu, neu

pﬁ/w Hama/Date

JepikaBHa cayxba Yikpaiuu 3 siKkapcskux 3acobis Ta
KOHTPOJII0 38 HAaDKOTHKAMH

Anpeca: npocnext Bepecreticskuif,120-A, M. Kuis, Ykpaiua,
03115

Ten.: +38(044) 422-55-77

Daxc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

;of the Eéecunve officer (see left)

State SeHm&&tt_fkr,ﬂjge‘*on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine

Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not pai. of the
official certificate
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IEPEJIK JIKAPCBKHX 3ACOBIB, 3APEECTPOBAHMX ABO 3AIIVIAHOBAHHX A0
PEECTPAIIIL B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Jonatok o ceprudikara
Annex to certificate

BHpOOHHK

manufacturer

o ceprudikara

Y

3AT "Jlixsop"

Lozt tfen/ P 2L LA 2024

AJpeca Micls IPOBaKEHHS NisJIHOCTI:
M. Epesan 0089, By.1. Kounnsina, Homep 7/9, Pecmy6utika Bipmenin

"Ligvor" CJSC

Manufacturing site address:
Yerevan 0089, Kochinyan Str., number 7/9, Republic of Armenia

CTPOKOM Jii 10

to certificate valid till 24.11.2025
Ne Hasga xikapcekoro 3acody Peecrpauniiine
3/m Haszga Ta aikapenka Hazga Ta nikapcbka MixkunapogHa MOCBiAYeHHs
thopma Jikapceroro dopma aikapcekoro HeNIaTeHTOBAHA HA3Ba (Toprosa Jiiensis)
3aco0y (YxpalHCHKOH 3acoly (aHruiiicbKoi0 Airo40i(nx) pegoBHHH(MH), Ne
MOBOIQ) MORBOIO) Y ToMy 4meJi ix nepesik — (B Ykpaini)
JJ18 6araToKOMMOHEeHTHHX
(xxomGiHOBaHHX) —
aHrailicbK0l0 MOBOIO
Bupobruymeso 3a nOGHUM YUKIOM
1 HEHAPOTOII ®.JI, NEUROTOP FL, Ethylmethylhydroxypyridine | UA/16933/01/01

pO34uH 1 iH'ekii, 50

MI/MIL, 10 2 MJI B (JIaKkoHi;

1o 5 ¢naxoHie y
KOHTYPHi# JapyHKOBi
yTakoBli; mo 1 KoHTYpHil
YapYHKOBi yIIakoBIi B
MayMi 3 KapToOHY; 0 4 M
B (1aKoHi; o 5 ¢akoHi
y KOHTYPHiH yapyHKOBi#
YNaKoBLi; 1o 1 KOHTYpHilH
YapyHKOBil ynakosIli B
nadgui 3 KApTOHY

solution for injection, 50
mg/ml, 2 ml in vial; 5 vials
in blister; 1 blister in a
carton pack; 4 ml in vial; 5
vials in blister; 1 blister in
a carton pack

succinate

T'onosa Jep:kaBHof cayx0n Ykpainu 3
JIKapCEKHX 32¢00iB Ta KOHTPOJIIO 32

HAPKOTHKAMH
Poman ICAEHKQO

mianuc BianosigansHoi ocobu, meuaTka

ﬁfﬁ/ﬁfﬂ?z ama/Date

Jepxagna cay:x6a YKpainu 3 JikapcsKHX 3aco6is Ta

KOHTDOJIK 34 HADKOTHKaMH

Auxpeca: npocnext bepectelicsknif, 120-A, M. Kuis, Yxpaina,

03115

Ten.: +38(044) 422-55-77
Daxc: +38(044) 422-55-77

mailto: dls@dls.gov.ua

Phone:

+38(044) 422-55-77

Fax: +38(044) 422-55-77
This English translation is for reference only and is not part of the
official certificate
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