YKPAIHA
UKRAINE

CEPTH®IKAT BIANOBIJIHOCTI YMOB BI/IPOEHI/II[’I:BA JIKAPCBKHUX 3ACOFEIB
BUMOTI'AM HAJIEZ2KHOI BUPOBHUYOI ITIPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: // Certificate No:
096/2019/GMP

Crpox aii go: // Valid till; 01.11.2022

Yacruna 1

Part 1

Hep:xasna cayx6a Ykpainu 3 JiKapchbKHX
32c00iB TA KOHTPOJIIO 32 HAPKOTHKAMH
(Hepsxaikciysxoa) 3acBiguye:

Halimenysanns BupoGHuka, MicLesHaxoprenHs:

3AT «Jliksop»
M. Epesan 0089, Byn. Kounnsna, HoMmep 7/9,
Pecriy6nixa Bipmenis

HaiiMenyBanua BUpoGHMUMX AiNbiMIIb:

3AT «JlikBop»

Anpeca Micus NpoBaKe I MisSIBHOCTI:

M. E€pesan 0089, By, Kounnsna, Homep 7/9,
Pecnybnika Bipmenis

Jliuensis na Bupo6HMIITEO NiKkapchkux 3aco6iB B
Bipmetiilo Bin 02.12.2002 Ne K-XX-000103,
Tepmin aif — meoOmeskenmii,

Micue Bupo6HMLTBA CHCTEMATHYHO MIPOXOHTE
IHCMEKTYBAHHA 31 BCTAHOBJIEHOIO NepioJHYHICTIO
Ha BiAMOBiAHICTE BuMoram GMP 3TiIHO 3i
BCTAHOBJIEHHM TIOPAIKOM.

3a pesynbTaTaMu iHCHIEKTYBAHHS LLOTO
BHPODIHHKA, OCTAaHHE 3 kKX GyMIo IpoBeeHe

28.10.2019 - 01.11.2019,

State Service of Ukraine on Medicines and
drugs control confirms the following:

Manufacturer’s name, registered place of
business:

«Ligvor» CJSC

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

Names of manufacturing sites:

«Liqvor» CJSC

Manufacturing site address:

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

Manufacturing authorization for medicinal
products in Armenia from 02.12.2002 Ne K-XX-
000103, validity period — unlimited.

Facilities of above mentioned manufacturer are
subject to GMP inspections at suitable intervals in
accordance with the National certification
procedure.
From the knowledge gained during inspection of
this manufacturer, the latest of which was
conducted on

28.10.2019 - 01.11.2019,

BCTAHOBJIEHO, W10 BiH BIiANOBiZae BHMOram
HaNeXHOT BUPOGHHYOT MPAKTHKH, 3a3HAYEHHM B

I'onosa Jlepaxasiof coysx6u Ykpainus
AikapcbKuX 3acobie Ta KOHTPOJIIO 32

HAPKOTHKAMH Ll S 7 /
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it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
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Hacranosi CT-H MO3Y 42-4.0:2016 “Jlikapcoki

3acobu. HanexxHa BupoGHHua npakTHKa”,
(Hopmamueruii axm)

0 BiJNOBIal0Th BUMOTaM HAJIEHKHOT MPaKTHKH
npyd BUPOOHMUTBI i KoHTpomi skocti Cucremu
cniBpoGiTHHLTBA  (PApMALEBTHUHHX  iHCTICKLi#H
(PIC/S), nupextupam €C Ta pexomenaanism
BeecpitHbol  oprasizauii  oXopoHH  370poB’s
BiJTHOCHO MpPOYKLii, IO NPH3HAYEHA 15 TOPTiBJli
Ta aucTpubynii B kpaini noxomxeHus aGo mis
eKCTIOpTY.

Lle#i ceprudikar BimoGpaskae cranm BHpoGI4Oi
JIUTBHHULI HA MOMEHT 1HCNIEKTYBaHHSI, 3a3HAYCHOro
BHIIE, | HE MOJKE BHKOPWUCTOBYBATHCA [
MiATBep/UKEHHA BiINOBIAHOCTI, SKIO 3 MOMENTY
MPOBEJACHHA IBOTO  iHCMEKTYBAHHA IpPOfiiIo
Ginpuie Hix 3 pokHu.

Lleit ceprudikar Brmowae uactunn 1, 2 Ta
J0JATOK.
Yunhicte 1poro ceprudikata Moke OyTu

MiITBEP/PKEHa OPraHoM, 110 HOro BHAAB.

Guide 42-4.0:2016 “Medicinal products.
Good manufacturing practice”

(name of regulation document)

which is harmonized with the requirements of
Good practices in the manufacture and quality
control of the Pharmaceutical Inspection
Convention/Co-operation Scheme (PIC/S), EU
Directives , and World Health Organization
recommendations in respect of products to be sold
or distributed within the country of origin or to be
exported.

This certificate reflects the status of the
manufacturing site at the time of the inspection
noted above and should not be relied upon to
reflect the compliance status if more than threc
years have elapsed since the date of that inspcction.

This certificate includes the Parts 1, 2 and Annex.

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

Yacruna 2

Part 2

Jlikapenki 3aco0n aJist JIXOHITH

Human Medicinal Products

1 - BAPOBHU I ONEPAILII — JHKAPCHKI
3ACOBH

1 - MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1 - Crepuibii npoaykTH

1.1 - Sterile Products

1.1.2 - o nippatorsest Kinuesiii crepunizanit
(BupoGHIUi ortepauii u1s HACTYNHHX JiKAPCLKUX

(popm)

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

1.1.2.3 - Piaunu B ynakoBkax mMajioro o6’emy

1.1.2.3 - Small volume liquids

1.6 - ITposeaennst BHNpoOyBalkL B paMKax
KOHTPOJIIO TKOCTI

1.6 - Quality control testing

1.6.1 - MikpoGionoriuHi: cTepubilicTh

1.6.1 - Microbiological: sterility

1.6.2 - MikpoGionoritti: MikpoGionorivia
YHCTOTA :

1.6.2 - Microbiological: non-sterility

1.6.3 - DizuunHi/ximiuni

1.6.3 - Chemical/Physical

1.6.4 — Bionoriuni (LAL-tect)

Tonosa Mepikasuol ciyxbu Ypainns |
JiKapebKuX 3aco0iB TA KONTPOJIIO 32 {

1.6.4 — Biological (LAL-test)
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HNEPEJIK JIIKAPCbKHX 3ACOBIB, 3APEE€CTPOBAHIAX ABO 3AIUTAHOBAHUX JIO PEECTPAILIT

B YKPAIHI

LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honatok no Ceprudixara

Annex to Certificate 096/2019/GMP

BUPOOHHUK

manufacturer

Bin

from A

3AT «JlikBop»

142019

AJpeca Micus IpoBaLKEHHS isTLHOCTI:
M. Epesan 0089, Byr. Kouunsna, Homep 7/9, Pecmry6Guiika Bipmenis

«Liqvor» CJSC

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

no Cepradixara

to Certificate 096/2019/GMP

CTPOKOM Hii J1o

PO34YMH s iH ek, 50
Mr/miL, 1o 2 Mt B akoHi;
1o 5 (IaKoHiB y
KOHTYpHi# 4apyHKOBi
YHaKoBui; no 1 KoHTypHiii
YapYHKOBIil ynakosui B
naylli 3 KapToHy;

1o 4 mn B GuakoHi; mo 5
(nakonis y koHTypHiii
4apyHKOBiH ynakosui; nol
KOHTYpHii YapyHkoBiit
YTAKOBLli B Mayii 3
KapTOHY

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

4 ml in vial; 5 vials in
blister; 1 blister in a
carton pack

succinate

valid till 01.11.2022
Ne Hasga Jikapceskoro 3acoby
3/m Mixxnapoana Peecrpauniiine
. . HENATEHTOBAHA HA3BA nocBigYeHHs
Hasga Ta JlikaperKka Hazea Ta JtikapebKa Ai1040i(11x) peonumm(um), (toprosa
¢popma sikapcbkoro ¢opma Jgikapcnkoro vis . ; :
3acoly (yxpaiucnkoro 3aco0y (anrmiiicekoio & TOMYy “HE! 1 HEPSILR - ueR)
ANt 6AraTOKOMIIOHEHTHHX No
MoBo10) HEBm) (xomOinoBanux) (B Ykpaini)
(aHraiiics K00 MOBOIO)
Bupobnuymeo 3a nosnum yurnom

1 | HEUPOTOII @I, NEUROTOP FL, Ethylmethylhydroxypyridine | UA/16933/01/01

T'onosa lepxaBnol ciyxGn Yxpaiau 3
JiKapcbLKuX 3a¢06iB Ta KOHTPOIIO 32 /
HAPKOTHKAMH
Poman ICAEHKO

AL1 TR AP I Mama/Date
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