VKPAIHA
UKRAINE

CEPTH®IKAT BITNNOBITHOCTI YMOB BUPOBHUIITBA JIKAPCBKHX 3ACOBIB
BUMOI'AM HAJIEXKHOT BUPOBHHYOI IPAKTHKH

CERTIFICATE OF GMP COMPLIANCE

Ceprugikat Ne: / Certificate No:

058/ 2046/ G M P

Crpok pii no: // Valid till;
27.03.2029

Part 1

3
p

uudposizamii
Jleea ABJIOHCBKA

Yacruna 1
HepxaBHa cayxkba YkpaiHH 3 JKapceKHX
3ac00iB  Ta KOHTPOJK 32 HAPKOTHKAMHM

(Jdepxmikcayxba) 3acBinuye:
HalimeHyBanHst BHPOOHMKA, MICLE3HAXOIKEHHA:

YOPJA MEJUIHUH LTAY CAH. BE TIIK.
A.I.

15 Temmys Maxamnemi [Ixami Momy xanzeci
Ne50 IMonenumn barmxunap/Cram6byn, Typeuyuauna

HailimenyBanss BUpOOHHY0I(MX) HinbHULI(1B):
YOPJAA MEJUIIUH IJTAY CAH. BE TLTXK.
A.IHL.

Miciie IpoBaPKEHHS JiAIbHOCTI:
OII3Y, xBapran I.O.Ilama, 6-Ta Bymus, Ne30,
Yepreskoii/Texipaar, Typeuunna

Jlinensis Ha BUPOOHHITBO JIIKAPCBKHX 3aC00IB y
Typeuuusi Bin 31.12.2025 Ne TR/UY/2020/29-13.
Miciie BHpPOOHMHTBZ CHCTEMATHYHO NPOXOAHTh
IHCIIEKTYBAHHA 31 BCTAHOBJIEHOK TIEPIOIMUHICTIO HA
BianosigHicte  Bumoram  GMP  srigHo 3§
BCTaHOBJIEHUM MOPSIKOM.

3a pe3yneTaTaMu iHCIIEKTYBaHHS 1[bOTO BUPOGHHKA,
OCTaHHE 3 AKX Oyi0 NpoBeaeHe

20.03.2026, 21.03.2026,
23.03.2026 - 27.03.2026

BCTAHOBJIEHO, 1110 BiH BiAIIOBIAAC BUMOTAM HAJISHKHOL
BUPOOHUYOT IPAKTHKH, 3a3HAUEHUM B

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

Manufacturer’s name, registered place of business:
WORLD MEDICINE ILAC SAN. VE TIC.
A.S.

15 Temmuz Mahallesi Cami Yolu Caddesi No:50
Gunesli Bagcilar/Istanbul, Turkey

Name(s) of manufacturing site(s):
WORLD MEDICINE ILAC SAN. VE TIC.
AS.

Manufacturing site address:
COSB G.O.Pasa Mah. 6. Cad. No:30,
Cerkezkoy/Tekirdag, Turkey

Manufacturing authorization for medicinal products
in Turkey from 31.12.2025 Ne TR/UY/2020/29-13.

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
20.03.2026, 21.03.2026,
23.03.2026 - 27.03.2026

it is considered that it complies with the Good

Manufacturing Practice requirements referred to in
the

acrynHuk 'ostoBu 3 muTane nudgposoro
03BHTKY, IHGPOBUX TpaHcdopMariii i

Deputy Head for Digital Development,
Digital Transformation and
Digitalization

Lesia YABLONSKA

TIAMUC BiMMOBIJanbHOI 0CO0H, Ne4aTKA
/5/06 /?.{QXG,ZZama/Date

AepxaBua cayxba Ykpaing 3 jikapceknx 3aco6is Ta

signature of the Executive officer (see left)

KOHTPOJIO 33 HAPKOTHKAMH

Agpeca: npocnekt bepecreiicbknii,1 20-A, m. Kuip, Ykpaina,

03115
Ten.: +38(044) 422-55-77
axc: +38(044) 422-55-77

mailto: dlsi@dls.gov.ua

State Service of Ukraine 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 part of
the official certificate
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Hacranosi CT-H MO3YV 42-4.0:2020
“Jlixapcpki 3aco6n. Hanexna BupoGHIua MIPaKTHKa”,
(ropmamuenuii axm)

WO BiJMOBIAAIOTH BUMOraM HANeXHOI TPAKTHKM TPH
BHPOOHMUTBI i  koHTponmi  sxocti  CucTemu
criBpoGiTHAUTBA (apManeBTHIRUX incnexuii (PIC/S),
aupektuBamM €C Ta pexomenparisM BceecBiTHBOT
opraHizaii OXOPOHH 310POB's BIHOCHO MPOAYKIL, 1O
NpA3HAYEHA JUIA TOPriBjil Ta AMCTPHOYLii B kpaiHi
NIOXOJPKEHHA a00 AIIsl EKCIIOPTY.

Leit BifoGpaxae BHpOGHHYO!
AUIBHMI{I HA MOMEHT IHCIIEKTYBAHHS, 3a3HAYEHOrO
BHIE, 1 HWEe MOXC BHKODHCTOBYBATHCA JUIf
HiATBEpIKCHHS BiNOBIAHOCTI, AKWO 3 MOMEHTY
MPOBEAEHHSA 1BOT0 iHCHEKTYBAHHA NPOMINIO Ginbiie
Hix 3 pokn.

1leii cepTudikar Briouae gactunu 1, 2 ta I0HATOK.

ceprugikar cTaH

Guide 42-4.0:2020
“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 county 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 3 years have elapsed since the date of that
inspection,

This certificate includes the Parts 1, 2 and Annex.

UuHHICTE  1bOro  ceprudikata  MoKe O6yTH The authenticity of this certificate may be veritied with
RifATBEPAXKEHA OPTaHOM, 110 HOTO BHAAB. the issuing authority.

YacTuna 2 Part 2
Jixapcenki 3acodu nas nogunu Human Medicinal Products
1.BUPOBHHMY]l OHNEPAHII - JIIKAPCBHKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.2. Hecrepmiabhi aikapenki 3acobu

1.2. Non-sterile products

1.2.1. Hecmepunoni  aikapcoki  3acobu  (aupobruui
onepayil 018 HACKMVRHUX iKAPCorUX (hopm)

1.2.1. Non-sterile products (processing operations for
the following dosage forms)

1.2.1.1. Kancynu, TBepi

1.2.1.1. Capsules, hard shell

1.2.1.8. Inwi TBepai Aikapchki dhopmu (mopomxy)

1.2.1.8. Other solid dosage forms (powders)

1.2.1.13. Tabnetkn

1.2.1.13. Tablets

1.6. TlpoBeneunsn
KOHTPOJIK AKOCTI

BHIIPOOYBaHDL B pamMKax

1.6. Quality control testing

1.6.2. MikpoGionoriusi: Mikpo6ionoriuka YHcToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®isnyHi/ximiuyi

1.6.3. Chemical/Physical

Byoe-sixi obmexcennn abio noscrenns, Wo mMarnms
GiQHOWEHHA 00 Oil cepmudpikama. dis cepmugpixama
PO3ROGCIOONCYEMBCA MinbKU HA GUPOBHUHY OiNbHULIO
Block B 3.

Any restrictions or clarifving remarks related to the
scope of this certificate: the scope of this certificate
apply only for production Block B 3.

3acrynunk FostoBH 3 muTans Hugposoro
po3BuTKY, Hudposux Tpanchopmamii i
nngpoBizamii

Jlees ABJIOHCBKA

P g

~ Deputy Head for Digital Development,
Digital Transformation and
Digitalization

Lesia YABLONSKA

OiANHEC BIAMOBIAANLHOT 0co6H, neuaTka

/ '
M.,

signature of the Executive officer (see left)

Qfﬂaﬁ/"éa?.{.eﬂama/Dare

Hepxasna caymba Ykpaiun 3 gikapcbKuX 3aco6iB Ta
KOMTPOJHO 32 HAPKOTHKAMM

Anpeca: npocnext bepecreiicexuit, 1 20-A, M. Kuis, Yipaina,
03115

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

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

mailto: disiadls.gov.ua

State Service of Ukraine 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 part of
the official certificate
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HNEPEJIK JIIKAPCBKUX 3ACOBIB, 3APE€CTPOBAHUX ABO 3ATLIAHOBAHHUX JIO
PEECTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

059/iats Jop w2508 2046

YOPJJ MEJIUIIUH 1IJIAY CAH. BE TLIK. A.III.
Anpeca Mics IPOBaJKEHHS JisANbHOCTI:

OI134, xpaptan I'.O.Ilama, 6-Ta Byannn, Ne30,
Yepxeskoii/Texipnar, Typeuyunna

HozaaTox 1o ceprudikarta
Annex to certificate

BHpPOOHUIITBA

manufacture of WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Manufacturing site address:
COSB G.O.Pasa Mah. 6. Cad. Ne:30, Cerkezkoy/Tekirdag, Turkey

o ceprudikara CTPOKOM Hii /10

059 /1046 /b4

to certificate valid till 27.03.2029
Ne HajlimenyBanns jJikapcbKoro 3acoGy Peectpattiiine
3/n Haspa Ta aikapebka Haspa Ta Jikapcebka Mixnapoana HOCBiTYeHHsA
dopmMa gikapcbkoro ¢dopMa sikapcebKoro HeNaTeHTOBAHA HA3Ba (Toprora jinensis)
3aco0y (YkpaiHcbKo10 3acoly (anriiiicbroro Air090i(mx) Ne (B Yxpaini)

MOBO1O) MOBO0I0) PeYOBHHH(HH), Y TOMY

yueni ix nepeiik — s

6araToKOMIOHEHTHHX
(KoMOGiHOBAHHX) —

aHrIilchbKoI0 MOBOIO

Bupodunymeo 3a noenum yuxiom

no 14 xancyn y 6ricrepi;

1 ACHUBPOKC, ASIBROX, Asetilcystein Y nporeci
Tab:reTky mwunyyi o 200 effervescent tablets 200 peecTparii
M, 110 24 TabneTkH y Ty0i; | mg, 24 tablets in a tube; 1
no 1 ty6i B kaprouHiit tube in a cardboard box
KopoO1i

2 ACHEPOKC, ASIBROX, Asetilcystein Y npoueci
TabneTky wunydi no 600 effervescent tablets 600 peecrpauii
Mr, 110 12 tabnetok y Ty0i; | mg, 12 tablets in a tube; 1
no 1 1y6i B kapToHHIH tube in a cardboard box
Kopobui

3 TAJIAPA, GALARA, Pregabalin Y npougeci
Kaucynu Teepi, no 150 mr | hard capsules, 150 mg, 14 peecTpauii

3actynmux I'onoBu 3 nuTans nudpesoroe N

PO3BMTKY, HnuppoBux Tpanchopmatiii i
nH$poBizanii

I/

Jleca SIBJIOHCBKA rI

TINEC BIANOBIAANBHOT 0c00u, nievaTky

Digitalization

f I MLIL

Deputy Head for Digital Development,
Digital Transformation and

Lesia YABLONSKA

signature of the Executive officer (see left)

157%/(916 Hama/Date

Jepmapna cxyx6a Yipaiun 3 aikapebkux 3aco0is-ra
KOHTPO.II0 38 HAPKOTHKAMH

Anpeca: npocriext Bepecteticskni, 120-A, m. Kuis, Yipaina,
03115

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

®axc: +38(044) 422-55-77

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Berestciska 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

mailto: dist¢udls.gov.ua . .
S0Vl official certificate
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HEPEJIK JIKAPCHKHX 3ACOBIB, 3APEECTPOBAHUX ABO 3AILTAHOBAHWX HO
PECCTPAIIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Honarok no ceprudikara

I ( ) Bi
Annex to certificate Ob Q/JOJG/GH p frf)lm 15 06 ] (Q/Od? 6
Ne HalimenyBaHHs JikapchbKoro 3acofy Peccrpartiiine
3/m Ha3sgra Ta gikapcbka Hasea Ta aikapchka MixHaponna IOCBiTYeHHs
hopria AiKapCHROrs PopmMa sgixapchioro HeHaTCHTOBAHA Ha3Ba {Toprona Jrinensia)
3acoly (ykpaiHcbKor0 3acoly (aHIIiiicbKOK Alouoi(ux) Ne (B Ykpaini)
MOBOIO) MOBOI0) pe4YOBHHH(HH), Y TOMY
uHc/H IX mepeik — s
6araToKOMIOHEHTHHX
(xomOinoBaHMX) —
AHIJIIHCHLK0I0 MOBOIO
1o 1 abo 2 GuicTepu B capsules in a blister; 1 or 2
KapTOHHIH kopoOui blisters in a cardboard box
4 T'AJIAPA, GALARA, Pregabalin VY mporeci
Kancyns TBepAi, no 300 hard capsules, 300 mg, 14 peecTpartii
Mr, 1o 14 kancyn y capsules in a blister; 1 or 2
6mictepi; mo 1 abo 2 blisters in a cardboard box
OnicTepu B KapTOHHi#
KopoOi
5 JAEBAPA, DEBARA, Dequalinium chloride, ¥ mporeci
Tabnerku ans lozenges; 10 lozenges ina | dibucaine hydrochloride peecTtpartii
pO3CMOKTYBaHHS, 10 10 blister, 2 blisters in a
TabneTok s cardboard box
PO3CMOKTYBaHHS Y
Osictepi, no 2 Gricrepa B
KapTOHHIN kKopoOLi
6 JAIOTEC, DIOGES, Diosmectite Y npoueci
HOPOIIOK YIS powder for suspension for peecTpanii
HPUTOTYBAHHS CYCIIEH311 oral administration
JU14 [1epOPANBHOro
33CTOCYBaHHA
7 JOPAMIITHAH, DORAMYCIN, Spiramycin UA/14899/01/01
TabneTKH, BKpUTI film-coated tablets,
TUTiBKOBOIO O00JIOHKOI0, 3 000 000 IU; 10 tablets in
o 3 000 000 MO no 10 a blister; 1 blister in a
Tabnerox y Gumicrepi; 1 cardboard box
6iicTep B KapTOHHIH
Kopobi

3acTynnux I'osioBu 3 nuTane unq;poaoro'

Deputy Head for Digital Development,

po3BHUTKY, nndposux Tpanchopm amii i Digital Transformation and

uudporizamii Digitalization
Jleca ABJIOHCBKA [ ] Lesia YABLONSKA
OiATHC BiATOBIZATLHOT 0cO0H, nedaTka ! _M,H.

signature of the Executive officer (see left)

0?5}0 G/J'QO( .6,Hama/Date

Hepxasua cayxba Ykpainu 3 gikapcbruX 3a¢o6is Ta -
KOHTPO.I0 32 RAPKOTHKAMMU

Anpeca: npocnekt Bepecreiicskuii, 120-A, m. Kuin, Yipaina
03115

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

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

State Service of Ukraine 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 part of the

mailto: distudls. e . .
saidls.gov.ua official certificate
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NEPEJIK TTKAPCBKHMX 3ACOBIB, 3APEECTPOBAHHX ABO 3ATVIAHOBAHUX JI0
PEECTPAIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

sttt O5O/AAE G P b 25064046

Ne HaiiMeHyBaHHs JKapchKOTO 3aC00Y Peectpaniiine
3/n Hassa Ta adikapceka Hazga 12 nikapcbka MixkaapoaHa NocBin4eHHsn
PopMa JIKAPCHKOTO PopMa JIKapTHROTO HEMATCHTOBAHA Ha3Ba (roprosa ainensia)
3acoby (YkpaiHChKOI0 3aco0y (anrailicekor Airou0i(ux) Ne (B Vkpaini)
MOBOIO) MORBO10) pe40BHHH(HH), Y TOMY
YHCIi iX mepesik — gja
6araToKOMHOHEHTHMX
(kxombiHOBaHMX) —
AHNHCHKO10 MOBOIO
8 SHPOMMH, ZIROMIN, Azithromycin UA/12748/01/01
TabneTky, BKpUTi film-coated tablets, 500
[HBKOBOIO 0GOJIOHKOIO, mg, 3 tablets in a blister, 1
1o 500 mr, no 3 Tabnetkn | blister in a cardboard box
y Gumicrepi; o 1 Gaicrepy
B KapToHHiH Kopobui
9 KJIOJUPEH HEHPO, CLODIFEN NEURO, Diclofenac sodium , VY npoueci
Kancysau; no 10 kancyn y capsules; 10 capsulesina | Thiamine hydrochloride, peectpauii
Omicrepi; no 2 aGo 3 blister; 2 or 3 blisters ina | Pyridoxine hydrochloride,
GaicTepu y kapTOHHii cardboard box Cyanocobalamin
Kopobui
10 | KNIOAUBEH PATIILA, CLODIFEN RAPID, Diclofenac Y nporneci
MOPOIIOK AL po3uuny juis | powder for solution for peectpanii
EPOPANBLHOTO oral administration
3aCTOCYBaHHsA
11 | JEBOKCHMEJ, LEVOXIMED, Levofloxacin UA/12659/01/01
TabNerKu, BKPUTI film-coated tablets, 500
TITIBKOBOIO 060NOHKOK0, mg, 7 tablets in a blister; 1
no 500 Mr mo 7 tabnerox y | blister in a cardboard box
6aictepi; no 1 Guictepy B
KapTOHHIH Kopoli
12 | OPIIMAIIO.I, ORCIPOL, Ciprofloxacin, Ornidazole | V npoueci
TabIeTKH, BKPUTi film-coated tablets, 10 peecTparrii
[11iBKOBOIO 000IOHKO0, tablets in a blister: 1 blister
1o 10 rabnerok y Gxictepi; | in a cardboard package
1o 1 Onicrepy B KapToHHii
YHaKOBI
3actymmux oloBH 3 nuTans ugpporero ; ) Deputy Head for Digital Development,

PO3BHTKY, nudpoBux Tpaﬂccl)o"[ma_uiii i

Digital Transformation and

f m = Digitalization

undposizanii %
Jleea ABJIOHCBKA | C

Lesia YABLONSKA

TMANKC BiAIOBiAATEHOT 0c06H, TTeuaTKy

M.II signature of the Executive officer (see left)

915/06/0?/0(4 %ﬂama/Date

Hepxabua coryx6a Ykpaiuu 3 Jikapcbkux 3aco6is 1a
KOHTPOJII0 32 HAPKOTHKAMMU

Anpeca: npocekt bepecreiiceknii,120-A, m. Kuis, Vipaina,
03115

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

®daxc: +38(044) 422-55-77

mailto: dis¢idls.gov.ua

State Service of Ukraine 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 part of the
official certificate
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NEPEJIK JIKAPCBKHMX 3ACOBIB, 3APE€CTPOBAHHX ABO 3AIVIAHOBAHHUX J0
PEECTPAIII B YKPATHI
LIST OF PRODUCTS, AUTHORISED OR PLANNED TO BE AUTHORISED IN UKRAINE

Jonarok o ceprudikara

Annex to certificate 05 9 / 01,001 6 / G ,L( P ?rif,lm o[ 6_ 06 a?pﬂz 6

Ne HafiMenyBsanng JikapcbKoro 3aco6y Peectpaniiine
3/n Haszsa Ta mikapcbka Hassa Ta jgikapcebka Mizknaponna NOCBiI4CHHA
Ppopria JiKapceRoro Popria JIKAPCHROTG HEATCHTOBAHA Ha3Ba (ropropa xinensia)
3aco0y (yxpaiHchKoo 3aco0y (anruaiiicbkoro airo4oi(ux) Ne (B Vkpaini)
MOBOIO) MOBOIO) PEYOBHHH(HH), Y TOMY
qHeH IX mepeik — aaa
0araToKOMIIOHEHTHUX
(xoMOiHOBanKX) —
AN cbKOI0 MOBOIO
13 | PUIIPOHAT, RIPRONAT, Meldonium dihydrate VY mponeci
Kkancyms tBepai o 500 mr, | hard capsules, 500 mg, 15 | (mildronate) peecTpauii
o 15 xancyn y Gaicrepi, capsules in a blister, 4
1o 4 Gmicrepu y kaproHHiil | blisters in a cardboard box
Kopobii
14 | CEKHIOOKC, SECNIDOX, Secnidazole Y nporeci
TabIeTKH, BKPUTI film-coated tablets, 1.0 g; 2 peecTpartii
IHBKOBOIO 0GOJIOHKOIO, tablets in a blister; 1 blister
no 1,0 r; mo 2 Tabnetku y | in a cardboard package
6xicrepi; o 1 Guictepy B
KApTOHHIH yraKkoBIli
15 | YJICEIIAH, ULSEPAN, Pantoprazole UA/12747/01/01
Tabnerku enteric tablets, 40 mg, 7
KHIIKOBOPO34UHHI, 110 40 tablets in a blister; 2 or 4
MI 110 7 TabneTok y blisters in a cardboard
6aticTepi; o 2 abo 4 package
OTicTepH B KapTOHHIH
YIAKOBIi
3acrynuuk 'onosn 3 murans aupoBso IK’ Deputy Head for Digital Development,
PO3BHTKY, HH(ppOBUX Tpanchepmaniii i’ Y 3 Digital Transformation and
uudposizanii [ = fé//% Digitalization
Jleca ABJIOHCHKA | , 1004 Lesia YABLONSKA
MANKC BiAMOBiMANBHOT 0COON, MeHaTka® . | : J M.IL signature of the Executive officer (see left)

lgﬂé/ofﬂ/{e Hama/Date

Aepxasna cay:xba Ykpainm 3 sikapesknx 3acobiB ta
KOHTPOJII0 32 HAPKOTHKAMM
Adpeca: npocnekT bepecreiicbknii, 1 20-A, M. Kuir, Yipaiua,

State Service of Ukraine on Medicines and Drugs Control

03115 Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine
Ten.: +38(044) 422-55-77 Phone: +38(044) 422-55-77
Pakc: +38(044) 422-55-77 Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of the

E official certificate
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