YKPAIHA
UKRAINE

CEPTU®IKAT BIAIIOBIAHOCTI BUMOT'AM HAJIEKHOI BUPOBHIUYOI MPAKTUKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: 016/2012/SAUMP/GMP
Certificate No: 016/2012/SAUMP/GMP

Crpok aii no: 31.03.2015
Valid till: 31.03.2015

YacTuHa 1

Part 1

Ilepmasﬁa cayxba YkpaiHu 3 JikapcbKux 3aco0iB
(Jepxaixeayx6a YKpainu) 3acBiquye TaKe:
HaiiMeHyBaHHs BUPOOHUKA, MiCIIE3HAXODKCHHA:

Inoa Inau Jomym Canai Be Tizxaper A.LLL

JNasytnaca Kanneci IxeGeasioeii cok. Ne 20, 34020
Tonkani, Ctamoy., Typedunna

HaitMeHnyBahns BUPOOHUUOT(MX) AinbHULI(LB):

11021 Inay Josym Canai e Timkaper A.LL

AJpeca MicIg NPoBaKEHHS NisTTLHOCT:

Jasyrnaca Kanneci JxeGeaniGei cok. Ne 20, 34020
Tonkaui, Cram0y:, TypeuunHa

Jlitensis Ha BUPOGHHITBO MiKapChKUX 3aco0iB B TypedunHi
Big “26”nunus 2011 poxy Ne 1861

3a pesyabTaTamMy  HCIGKTYyBAaHHA 1LIbOIO  BMPOOHMKA,
OCTAHHE 3 KX OY/10 NpOBEAEHe

’ 328/03/2612 o 31/03/2012,

BCTAHOBNEHO, WO cucTeMa  3a0e3ledeHHs  AKOCTI,

NpUMIlIeHHs Ta OOJAaAHAHHS 3 BHPOOHMUTBA JiKAPCHKMX

3aco6iB, Teperik SKUX HaBeNeHO Yy 4YacTWHI 2 1BbOro

cepTu(ikaTa Ta 104aTKy 10 HHOTO, BiANOBiOAIOTH BUMOTaM
HAJIEXXHOI BAPOBHNYOT MIPAKTUKH,

| mpuitHsITHM B YKpaihi:

‘ Hacranosa CT-H MO3V 42-4.0:2011 “Jlixapchbki 3aco0u.

: HanexHa BUpoOHUYA [IPaKTHKA”,

! (AepraBHUN KepiBHUI 1OKYMEHT)

i

|

! I0 BiANOBiZANOTH BHMOTaM HAIEXKHOI MPaKTUKW IIPH
| BupoGHuITBI i KoHTponi sikecri CucTemu CriBpOGITHHUTBA
@apmaheBkamx increxuift (PIC/S), mupextuBam €C Ta
pexomeﬂnamﬂm BcecBiTHBOI OpraHizalii 0XOpoHU 3u0p013 s
y BiuHOLICHHI nponyKuu IO MpU3HAyeHa s TOPTiBii Ta
aucTpulywii B KpaiHi moXomKeHHs, abo WISk eKCIOPTY.

Leit ceprudikaT BimoOpakae cTaTyc BHUPOOHHMUTBA Ha

€ YHHHUM 10 BKa3aHOI BUILE NaTH.
YunhicTs wboro ceptudikaTa Moke OyTH MiITBEpIKCHA
OpraHom. Wo HOro BHAAB.

MOMEHT I1BOBEICHOTO iHCl’ICKTyBaHHﬂ, 3a3Ha4yeHOoro BHUIIIE, i !

, / Lésfumg authorlty |

State Administration of Ukraine on Medicinal Products
(SAUMP) confirms the following:

Manufagcturer’s name, registered place of business:

Idol Ilgec Dolum Sanayii ve Ticaret A.S.

Davutpasa Caddesi Cebealibey sok. Ne 20, 34020
Topkapi, Istanbul, Turkey

Nzme(s) of manufacturing site(s):

Idol Ilac Dolum Sanayii ve Ticaret A.S.
Manufacturing site address:

Davutpasa Caddesi Cebealibey sok. Ne 20, 34020
Topkapi, Istanbui, Turkey

Manufacturing authorization for medicinal products in
Turkey from 26 July 2011 No. 1861 !
From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on |

from 28/03/2012 to 31/03/2012,
it is considered that quality assurance system, premises and
equipment for medicinal products, listed in part 2 of this
certificate and addition to it, complies with the requirements
of

GOOD MANUFACTURING PRACTICE
laid down in Ukrainian Guideline:
Guide 42-4 0-2011 “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 recommenditions in respect of products tc b
sold or distributed within the county of origin or to b
exported.

This certificate reflects the status of the manufacturing site
at the time of the inspection noted above and valid till the
date.referred above

fenticity of this certificate may be verified with the

Iososa JepkaBHOT cayxOu
Vkpaiun 3 JikapcbKux 2aco0iB
0.C. CoaoBiioB ¥

:fHead of State Administration of Ukraine
- on Medicinal Yroducts

24— 77
s L L / ’///'7{ Hama/date

Jepaapua caymxoa YrpaiHu 3 aikapcbKux 3aco0iB
NiAIKC BiAMOBiAabLHOT 0cOOM. neyarka

Aipeca: npucnext Tlepesorn. 120, . Kuis-115. Ykpaina. 03. 15
tea: 38(G441450-12-66

Wakc: 38(044} 450-12-66

mailte: diklziadiklz.goy.ua

www.dikiz giiv.ua

_'_ Solovyov

Atdministration of Ukraine on pizdicinal Products

signature of the Fxecurive otficer (see left)
Address: 120, Peremogy avenue, Kyiv-ii3.
Phone: +38(044) 450-12-66

Hax +38\044)450 12-66

Nerae, 03115

iranslation is for reference only and 1s not part of th2

official ceriificate
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YacTuHa 2

Part 2

Jlixapebki 3ac00H AUIs1 JIOIMHI

Human Medicinal Products

1.BHPOBHUYI OTIEPAIIII

1. MANUFACTURING OPERATIONS

1.1. CtepuJibiii IPOAYKTH

1.1. Sterile products

1.1.1. Acenmuuno eucomogneti (nepenik NiKapcoKux

popm)

1.1.1. Aseptically prepared (list of dosage forms)

1.1.1.4. Piguuu B yIakOBKax Majoro o6’eMy

1.1.1.4. Small volume liquids

1.1.2. Tepmiuno cmepunizosani (nepenix AIKAPCLKUX

Gopy)

1.1.2. Terminally sterilised (list of dosage forms)

1.1.2.3. PiguHu B ymiakoBKax Majoro o6’eMy

1.1.2.3. Small volume liquids

1.6. BunpoGyBaHHS KOHTPOJII0 KOCTi

1.6. Quality control testing

1.6.1. Mikpo6ionoriuHi: CTepIIbHICTh

1.6.1. Microbiological: stetitity

1.6.3. ®izuuHi/ XimMiyHi

1.6.3. Physical/ chemical

T'osioBa JepxasHol cay:k0n
Ykpainu 3 JikapcbKHX 3ac00iB
0.C. Co.08BiioB P

on Medicinal Products

Aepmam{a cayskha Yipainu 3 JikapcbkuX 3aco6iB
MZMKC BIANVBIATBHOT 0COOH, meuarka

Aapeca: npovitekt Iepemorn.120. m. Kuis-115. 'V
fen.: 38(044) 450 12-66

kpaina 03115

mai 1'0 dndzv’bdlklz g ov.ua

www.dikiz.gov.ua

i 0 Solovvov

State Administration of Ukraine an Medicinal Products
signature of the Executive officer (sec left)

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

Fax: +38(044) 150-12-66

This English traislation 1s for refersnce only and is not part of
official certificate

hoa

Iead of State Administration of Ukraine

(¥}




IEPEJIK JIKAPCHKUX 3ACOBIB, 3APEECTPOBAHIX B YKPAIHI

Honarox 0o ceprudikara

Annex to certificate

BUPOOHUIITBA

manufacture of

1o ceprudikara

LIST OF PRODUCTS REGISTERED IN UKRAINE
Bin o

Ne 016/2012/SAUMP/GMP from B LY L

Inoa Lnau Joxym Camnai Be Timxaper A.ILL

anpeca: JlaByrnaca Kagneci Ixebeanibeit cok. Ne 20, 34020 Tomnxari,

Crambyn, TypeuunHa

Idol Ilac Dolum Sanayii ve Ticaret A.S.

address: Davutpasa Caddesi Cebealibey sok. Ne 20, 34020 Topkapi,

Istanbul, Turkey

CTPOKOM Aii 10

to certificate  Ne 016/2012/SAUMP/GMP valid till 31.03.2015
Ne HaiimeHnyBaHH1 JikapcbKoro 3aco0y Peecrpaniiine
3/m Toprosesbna nazsa ToprosenbHa Ha3Ba Misknapoana MOCBiAYeHHS
(YkpaiHCchbKOI0 MOBOIO) (anraificbKo0 MOBOK) | HEMATEHTOBAHA HA3BA (Toprosa
Airo4oi(ux) Jinensis) Bin
peHoBHHH(HH), Yy TOMY | «_» ___ Ne
qucai ix nepesik — 1J1s (B Ykpaini)
0araToKOMIOHEHTHHX
(koMGiHOBAHMX) —
AHIJIilCbKOI0 MOBOIO
1 | Men6ek®, pozunn s | Melbek®, injectable Meloxicam UA/3933/02/01
in’exui, 15 mr/1,5 s 15 mg/1,5 ml Bim 22.11.2011
2 | Boaa aasg in’exuiii, 6 m1, | Water for Water for injection
ammyar  in bulk  (ans | 6 ml,ampule it
npenapary Axkced®, | part
HOPOLIOK VIS iH’ €KIIii) injectable).

T'onoBa [ep:kaBHOT c1y:KON
Yxpainu 3 nikapcsKuX 3aco6iB

Head of State Administration of
Ukraine on Medicinal Products

0.C. CoaoBiioB

Jep:kaBHa ciyxba YkpaiHu 3 JikapebKux 3aco6iB

TiAMAC BinmoBigamsHoi 0co6H, eyaTka

Aunpeca: mpocrnekt [lepemory, 120, m. Kuis-115, Ykpaiua, 03115
Ten.: 38(044) 450-12-66

®axkc: 38(044) 450-12-66

mailto: diklz@diklz.gov.ua

www.diklz.gov.ua

O. Solovyov

State Administration of Ukraine on Medicinal Products
signature of the Executive officer (see left)

Address: 120, Peremogy 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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