VKPAIHA
UKRAINE

CEPTU®IKAT BIANOBIZIHOCTI YMOB BUPOBHULITBA JIIKAPCBKHUX 3ACOBbIB
BUMOI'AM HAJIEJKHOI BUPOBHHUYOI ITPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate No: 004/2021/GMP

Crpok aii po: -
Valid till:  02.08.2022

Yacruua 1

Part 1

JlepsxaBHa ciy:k0a Ykpainu 3 JikapebKHX 3ac00iB
Ta KOHTPO.1Io 32 HapkoTukamu ([lepxaikeayxoa)
3acBivye:

HaiimenyBaHHs BUpOOHMKA, MICLIE3HAXOKEHHS:

JlepxaBre mianmpuemcTeo  "3aBoa  XiMIYHHX
peakTuBiB'' HayKoBO-TeXHOJIOIIYHOI0 KOMILIEKCY
"IHCTHTYT  MOHOKpHCTAJIB" HaunionabHoi

akajaemii Hayk Ykpainu"

61166, Xapkisceka 001., micTo XapkiB, NMPOCHEKT
Hayku, 6yauHoK 25

HaiimeHyBants BUpOOHUYOT(MX) TIMLHULLI(Lb):

Jlep:kaBrne migxmpuemcTBo  "3aBoa  XIMIHHX
peakTuBiB" HaykoBo-TeXHOIOINYHOIr0 KOMILIEKCY
"IHCTHTYT MOHOKpHCTAJIB" HauionanbHoi

akajaemii Hayk Ykpaiun'"

(dismbauns Bupoounursa TioTpra3zoiny)

Miciie npoBaKeHHs AisVIbHOCTI:

61166, XapkiBcbka 00.1., MicTo XapKiB, MPoCHeKT
Haykmu, Oyannox 25

JlineHsis Ha BHPOOHMUTBO JiKapChKMX 3acodiB B
Vikpaini Big 03.03.2010 AB Ne 501301

Micue BHpPOOHMUTBA CUCTEMATHMYHO MPOXOIMTH
IHCMEKTYBaHHS 31 BCTAHOBJIEHOIO IMEPIOANYHICTIO Ha
pianoBiaHicte  Bumoram  GMP  3rigpo  3i
BCTAHOBJIEHUM MOPSIKOM.

3a pe3y/JbTaTaMy iHCMEKTYBaHHS LbOrO BUPOOHMKA,
OCTaHHE 3 AKUX Oy10 nposeeHe

31.01.2018 - 02.02.2018,,

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

Manufacturer’s name, registered place of business:
State plant for chemical reagents Scientific and
technological corporation ''Institute for single
crystals"” of National Academy of Sciences of
Ukraine"

61166, Kharkiv reg., the city of Kharkiv. Nauky Ave.,
building no. 25

Name(s) of manufacturing site(s):

State plant for chemical reagents Scientific and
technological corporation "Institute for single
crystals" of National Academy of Sciences of
Ukraine"

(Manufacturing site of Thiotriazolin)
Manufacturing site address:

61166, Kharkiv reg., the city of Kharkiv, Nauky
Ave., building no. 25

Manufacturing authorization for medicinal products in
Ukraine from 03.03.2010 AB Ne 501301

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

31.01.2018 - 02.02.20i8,,

BCTAHOBJICHO, 1110 BIH BIJAIOBI/Ia€ BUMOTaM HaJjIeXHOI1
BMPOOHUYOT MPAKTUKH, 3a3HAYEHUM B

Hacranosi CT-H MO3Y 42-4.0:2016

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016
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[epmuii 3acrynuuk I'osiosn /g
cay:kOH YKpainu 3 JIKapcbKH
KOHTPO.110 32 HAPKOTHKAMH

Baaauciaas HIJIMHA

JlepaaBua cayx6a YKpainu 3 AiKapebKux 3aco0iB Ta KOHTPOJ

HAPKOTHKAMH ke, Cadind

MUINUC BLANOBLIAILHOT 0COOH, neyaTka

Ajpeca: npocnekt [Tepemorn,120-A. M. Kuig-115. Ykpaina. 03115

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

mailto: dlsi@dls.gov.ua

First Deputy of the Head of the State
Service of Ukraine on Medicines and

||Drugs Control
VladyslavTSILYNA

Address: 120-A, Peremohy avenue, Kyiv-113, Ukraine,
03115

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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“Jlikapcebki 3acobu. HanexxkHa BupoOHHYa NpakTUKa ,
(HOpMamueHuL akm)
1110 BIANOBI1AKOTH BUMOraM HaJIC)KHOI MPAKTUKH TIPH

BUpOOHMUTBI 1 KOHTpoii  skocti  Cucremu
cniBpoOiTHULITBA  (DapMaLUEBTHYHUX  IHCIEKLIH
(PIC/S), naumpektuam €C Ta pekoMeHAalliaM

BcecBiTHLOT OpraHizaliii OXOpOHH 310pOB’ sl BIAHOCHO
MPOAYKUIl, WO MpU3Ha4YeHa JJisi TOpPriBal  Ta
AUCTpHUOYIIT B KpaiHi MOXOAKEHHS a0 [Uisl eKCIOpPTY.
Lleii ceprudikar BigoOpakae cTaH BHPOOHMYOL
JL/IbHUIIL HA MOMEHT IHCMEKTYBaHHA, 3a3HA4€HOro
BULlE, 1 He MOXK€ BHUKOPUCTOBYBATHUCA JUIA
MATBEP/DKEHHS BIAMOBIAHOCTI, AKIIO 3 MOMEHTY
MpoBeeHHs LbOro IHCTIEKTYBaHHs MPOHLLIO Olibile
HIK 4,5 poku.

Lleii cepTudikar BkIoyae 4acTuHu 1, 2 Ta 10AaTOK.
YuHHicTb  ubOro  ceprudikata Moxke  OyTu
MIATBEPLKEHA OPraHOM, 1110 WOro BUJIAB.

“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 4.5 years have elapsed since the
date of that inspection.
This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified
with the issuing authority.

Yacruua 2

Part 2

JIikapchbKi 3ac00H /18 JIOHHHA

Human Medicinal Products

2. BAPOBHUYI OIEPAILIT

2. MANUFACTURING OPERATIONS

2.1. BupoOHHITBO AKTHBHOI PEYOBHHH NIJIAXOM
XiMIYHOI0 CHHTE3Y

2.1. Manufacture of Active Substance by
Chemical Synthesis

2.1.2. BupoOHUUTBO HEOYMIIEHOTO AKTUBHOIO
(papmanieBTHYHOrO IHIpeieHTa

2.1.2. Manufacture of crude active substance

2.1.3. ConeyTBopeHHs / OUMILEHHS:
(nepekpucTanizauis, GiabTpailis, NPOMHUBKA)

2.1.3. Salt formation / Purification steps
(recrystallization, filtration, flushing)

2.5. Cryneni 3arajibHoi 00poOKkH

2.5. General Finishing Steps

2.5.1 Cryneni ¢i3nuHoi 00poOKM (CYLLIHHSA,
NnoApiOHEeHHS, MPOCIIOBAHHS, 3MILLIYBaHHS )

2.5.1. Physical processing steps (drying, milling,
sieving, mixing)

2.5.2. IlepeuHHe naKkyBaHHs

2.5.2. Primary Packaging

2.5.3. BropyHHe nakyBaHHS

2.5.3. Secondary Packaging

2.6. lposeaennst BUnpoOyBaHb B paMKax
KOHTPOJII0 AKOCTI

2.6. Quality control testing

2.6.1. Di3uuHI/XIMIYHI BUNIPOOYBAHHS

2.6.1. Physical / Chemical testing

2.6.2. Mikpo©bionoriudi BUnpoOyBaHHs
(BHMKJIFOYAKOYM BUIIPOOYBAHHS CTEPHIIBHOCTI)

2.6.2. Microbiological testing (excluding sterility
testing)

byoub-siki obmedcentsi abo ROACHEHHA, WO MAlOMb
BIOHOULCHHS 00 YbO2O cepmughikama:

1. Hanuii cepmughixam euoano na ocrHogi npoyeoypu
OYIHKU PUSUKIG.

Any restrictions or clarifying remarks related to the
scope of this certificate:

1. This certificate is issued on the basis of a risk
assessment procedure..

2. This certificate is valid until 02.08.2022.

2. Leu cepmudcpivam Oiucnui 00 02.08.2022.
£k LU /ECL Tama/Date

U

cJy:k0u YKpainm 3 jJiKap
KOHTPO.TI0 32 HAPKOTHKS
Baagucaas HIJIMHA

HANKC BLANOBLAANBHOT 0CcOOM, nevarka
Anpeca: upocnexr [lepemorn, 120-A, M. Kuis-1135, Ykpaina, 03115

Ten.: 38(044) 422-55-77
®dakc: 38(044) 422-55-77

mailto: dls‘@dls.gov.ua
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First Deputy of the Head of the State
Service of Ukraine on Medicines and
Drugs Control

VladyslavTSILYNA

State Service of Ukraine on Medicines and Drugs
Control
signature of the Executive officer (see left)
Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine,
03115
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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NMEPEJIIK JIKAPCBKHUX 3ACOBIB, 3APE€;.CTPOBA!II/IX ABO 3AIINIAHOBAHHUX 10
PEE€CTPAIIII B YKPAIHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

TNonarok a0 Ceprudikara Bl
Annex to Certificate 004/2021/GMP from

L Of 20/

JlepaaBHe nixnpueMcTBo "3aBoa XiMIYHHX peaktusiB'' Haykoso-
TeXHOJorigyHoro Kommiekey "[HeTHTYT MOHOKpHCTATIB"
HamioHa1bHOT aKkaaemii Hayk Ykpainn"

Ajtpeca Miclsi IPOBaUKEHHS JisIbHOCTI:

61166, XapkiBchbka 0011., micto XapkiB, mpocrekt Hayku, Oy 1MHOK 23

BUPOOHUK

State plant for chemical reagents Scientific and technological
corporation "Institute for single crystals" of National Academy of
Sciences of Ukraine"

Manufacturing site address:

61166, Kharkiv reg., the city of Kharkiv, Nauky Ave., building no. 25

manufacturer

no Ceprudikara CTPOKOM Ali 10

to Certificate 004/2021/GMP valid till 02.08.2022
Hasga JikapcsKoro 3acody
NBEHINONHR PeecTpauiiine
. ‘ HeMaTeHTOBAHA HA3BA "
e Ha3ga Ta JIIKapcbKa Ha3Ba Ta JilkapcbKa Ai04901(HX) (Toprosa
Atk ¢opma JTiKapCLKOro ¢hopma JTIKAPCHKOTO pe4YOBHHH(HH), Y TOMY iieriii)
3ac00y 3aco0y yuci IX nepeiik — /i No
(YKpaiHebKOoI0 MOBOI0) | (aHIIiliChKOI0 MOBOIO) | 0araTOKOMIIOHEHTHHX o
: (B Ykpaiui)
(koMOIHOBAHMX)
(aHITiiCHbKOI0 MOBOIO)
Bupoonuumeo 3a nOGHUM UUKIOM
1 TIOTPUA3OJIIH, THIOTRIAZOLIN, Morpholinii thiazotas UA/2565/01/01
mopomok (cybceranitist) y | powder (substance) in
KOHTEHEepax polyethylene containers
ITOJTIETUIICHOBUX nns | for pharmaceutical use
dapmMaLeBTAYHOIO
BUKOPUCTAHHS

QX/K:/ szﬂ ama/Date

Mepmuii 3acrynauk Iososn lepxasnoi First Deputy of the Head of the State
cayx6u Ykpainu 3 aikapcbKuy 34c00iB Ta Service of Ukraine on Medicines and
KOHTPOJII0 32 HAPDKOTHKAMH Drugs Control
Baaaucaae HIIZIMHA VladyslavTSILYNA

JlepxaBHa cayxba Ykpainu 3 nikap
32 HAPKOTHKAMH
MiAMKUC BLNOBLAAIBEHOT 0COOH, NeyaTka

Anpeca: npocnekt [lepemorn.120-A, m. Kuis-115, Ykpaina, 031

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

mailto: dlsi@dls.gov.ua
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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

ice of Ukraine on Medicines and Drugs Control

dress: 120-A. Peremohy avenue, Kyiv-115, Ukraine, 03115
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