YKPAIHA
UKRAINE

CEPTH®IKAT BIANIOBITHOCTI YMOB BUPOBHULTBA JIIKAPCHKHX 3ACOBIB
BUMOI'AM HAJIE?KHOI BUPOBHHYOI IIPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: // Certificate No:
011/2017/GMP

Crpox aii go: // Valid till:  09.02.2020

Yacruua 1

Part 1

Jepxapna ciayxba Vipaiuu 3 JiKapchKHX
32¢00iB Ta KOHTPO/TIO 32 HAPKOTHKAMH
(Jepamikeny:xba) 3acBinuye:

HaiimenyBanns BupoOHHKa, MiCLIE3HAXODKEHHS:
Imaperuiorny Imak Camnai JIta. Cri. Cameyn
Cepoecr Bouresi Cy6Geci

Cepbecr bore, E Ana, 2 INapcen, Jlimaniui,
Cameyn, Typeuunna

Halimenysanus BupoGHU40i(Mx) AlTbHULI(LUb):
Imaperyioriy Linak Canai JIta. Cri. Cameyn
Cep6ect Bouresi Cy6eci

Anpeca Miclis NpOBaKEHHS AiSILHOCTI:
CepOecr bonre, E Ana, 2 INapcen, JlimaHiui,
CameyH, Typeuunna

Jlitensis Ha BUPOOHULITBO JIiIKAPCHKUX 3ac00iB B
Typeuuuni Big 27.07.2007 Ne2007/14

Micue BUpOOHHUIITBA CUCTEMATHYHO MPOXOAUTE
IHCMEKTYBAHHS 31 BCTAHOBJIEHOO MEPIOJMUYHICTIO
Ha signosigHicts BuMoram GMP 3rifHo 3i
BCTAHOBJICHHM TOPSIAKOM.

3a pe3ynabTaTaMu IHCTIEKTYBaHHS
BUPOOHNKA, OCTAHHE 3 sIKUX OyII0 MpoBeaeHe

IEOTO

06.02.2017 - 09.02.2017,
BCTAHOBJIEHO, W10 BIH  BiANOBiJae BUMOram
HajIexKHOT BUPOOHUYOT NPAKTHKH, 3a3HAYCHHM B

Hacranosi CT-H MO3Y 42-4.0:2016 *“Jlikapcbki

3aco0u. HanesxkHa BupoGHUYa npakTHka’™,
(nopmamuenuit axm)

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

Manufacturer’s name, registered place of business:
Imaretcioglu Ilac Sanayi Ltd. Sti. Samsun
Serbest Bolgesi Subesi
Serbest Bolge, E Ada, 2 Parsel, Limanici, Samsun,
Turkey
Name(s) of manufacturing site(s):
Imaretcioglu Ilac Sanayi Ltd. Sti. Samsun
Serbest Bolgesi Subesi
Manufacturing site address:
Serbest Bolge, E Ada, 2 Parsel, Limanici, Samsun,
Turkey
Manufacturing authorization for medicinal
products in Turkey from 27.07.2007 Ne2007/14
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
06.02.2017 - 09.02.2017,

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the

Guide 42-4.0:2016 “Medicinal products.

Good manufacturing practice”
(name of regulation document)

Fonosa {epxasuoi cayxon Ykpainu 3
JIKapchbKHX 32c00iB TA KOHTPOJIIO 32
HAPKOTHKAMH
H.SL Tyse

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz
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Jlepasua cayx6a YKpaiuu 3 JikapesRuX 3ac00iBq
KOHTPOJIK 328 HAPKOTHKAMH i
MiANKe BiANOBIanLI0T 0coBH, NeuaTka
Anpeca: npoenekt [lepemorn, 120, M. Kuis-115, Ykpaina, 03115
Ten.: 38(044) 450-12-66
Daxe: 38(044) 450-12-66

mailto: dlst@dls.gov.ua

tate Service of Ukraine on Medicines and Drugs Control

signature of the Exccutive officer (sec left)

Address: 120, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66

Fax: +38(044) 450-12-66

This English translation is for reference only and is not part of
the official certificate
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O BIAMOBIAIOTE BHUMOraM HaNEKHOI MPaKTHKH
p¥ BUPOOHMUTBI 1 KoHTponi skocti Cucremu

cniBpoOiTHUUTBA  (hapMALIEBTHUHMX  IHCTIEKLIH
(PIC/S), pmpexktuBam €C Ta pexkomenaaliam
BeecBiTHboi  opranizailii  OXOpOHHM  3/10pOB’s

Bi/IHOCHO MpOAYKLii, [0 TPH3HAYeHa Ui TOPriBii
Ta aucrpulyuii B kpaiHi NoxokeHHs abo s
EKCMOopTY.

[le#i ceprudikar BimoOpaxkae craH BHPOOHHYOI
AUIBHULL HA MOMEHT IHCIEKTYBaHH, 3a3HaYeHOro
BUILlE, 1 HE MOKe BUKOPUCTOBYBATHCS I8l
MiJTBEP/UKEHHs BIAMOBIAHOCTI, SKIIO 3 MOMEHTY
MPOBEAEHHsA  1LOr0  IHCIEKTYBaHHS  MPOMLLIO
OinbIne HiK 3 POKH.

Ie#t ceprudikatr BriIOYae wacTHHH 1, 2 Ta
JIOJIaTOK.
YunhicTe uporo ceprudikata Moxe OyTH

MIATBEPLKEHAa OPraHoM, 1O HOTo BHIAB.

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 three
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.

Yacruna 2 Part 2
JlikapebKi 3aco0m Aust TIOAMHN Human Medicinal Products
1. BAPOBHHUYI OMTEPATIIT - 1. MANUFACTURING OPERATIONS -
JIIKAPCBHKI 3ACOBHU MEDICINAL PRODUCTS

1.1. CrepuiibHI NPOYKTH

1.1. Sterile Products

1.1.2. II]o niodaromucs kinyesit cmepunizayii
(6upobnuyi onepayii 018 HACMYNHUX
JiKkapeokux hopm)

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

1.1.2.3. Piziunu B ynakoBkax mMajaoro 06’ emy

1.1.2.3. Small volume liquids

1.6. IlpoBeaennst BUNpoOyBaHbL B paMKaXx
KOHTPOJIIO SIKOCTI

1.6. Quality control testing

1.6.1. MikpoOioJIoriyuHi: CTEpHIBHICTE

1.6.1. Microbiological: sterility

1.6.3. ®isuuni/xiMivni

1.6.3. Chemical/Physical

Bynb-stki  oOMexxeHHst abo TOACHEHHS, 110
MaloTh BiJIHOIIEHHS JI0 1IOr0 cepTh(ikaTa:
Tinbku uis onepaniit Ha éupodHuyili Ainii —

2.

Any restrictions or clarifying remarks related
to the scope of this certificate:
Only for operations in production line 2.

I'ososa Jlep:xaBuol ciryxon Ykpaiuu 3
JiKapebKHX 32c00iB TA KOHTPOJIIO 32
HAPKOTHKAMH
H.5L T'yase

Head of the State Service of Ukraine on
Medicines and Drugs Control

N.Y. Gudz
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Jlepasua cayxda YKrpainu 3 nikapesrux 3ac06;3%;;£ i+ W

KOHTPOJI0 32 HAPKOTHKAMHU

niAnKe BiANOBiAaALIOT 0cobH, neyaTka

Ajpeca: npocnekt [Mepemoru, 120, M. Kuis-115, Ykpaiua, 03115
Ten.: 38(044) 450-12-66

Paxc: 38(044) 450-12-66
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