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UA.TR.0D01

AN «YKPMETPTECTCTAHAAPT)

SE"UKRMETRTESTSTANDART"

CEPTU®IKAT OIHIOBAHHSI BIAITOBIAHOCTI

CONFORMITY ASSESSMENT CERTIFICATE
3ABE3MNEYEHHA ®YHKLIOHYBAHHA KOMMNEKCHOI CUCTEMM YNPABJIHHSA AKICTHO,
AOMATOK 3 (BE3 NEPEBIPKU NMPOEKTY MEOUYHOIO BUPOBY)

Mpoayxuis
Product

Toprosa mapka
Trademark

Mogaens/Tun
Model/Type Ref,

Bianosigae sumoram
Comply with the requirements

Ha3Ba Ta agpeca 3aABHMKa

Ta/ab0 ynosHoBameHo! ocobu
Name and address of the applicant
and/or authorized representative

Hassa 1a agpeca BupobHuka
Name and address of the
manufacturer

Has3Ba Ta micuesHaxoaKeHHa

B8UPOGHULTRA
Name and location of production

Hopnatkosa iHbopmauia
Additional information

Buaanuii Ha nigcrasi
Issued on the grounds of

3acTyNHUK KepiBHMKaA OpraHy 3 ceprudikauii
Deputy head of Certification Body '

Lata peecrpauii:

Date 14.04.2022

[aHni ceptdivat BuaaHmi 008 ON «YKPMETPTECTCTAHIAPT » (4, BY L MET;E)
300 YACTHOBE BIATBOPEHHA 2MiCTy CEPTUDIKATE MOMNMBEE NUWE 3 NHCLMOBO! 3roau O
This Certificate issued by the CAB SE “UKRMETRTESTSTANDART"
from the Certificate requires written permission of the CAB SE "U
HUHHICTE CEpTUdinaTa MamHa MECEBipMTH 33 Tenedonom; +38 (0
Validity of the certificate can be checked by phone or at website

Hacocn BakyymHi ans Tepanii pan C300, C500, knac Ila;
KomnnexTu Ans BakyymHol Tepanii pan,
KomnaekTu koHTeiiHepis - 3 iHcTuasuiew, crepmibxi, knac [lb

Moaesi 3rigno JoJaTKiB

TexHiyHoro perjameHty 11040 MeauuHux BHpoOiB 3aTBepmxenoro 02.10.2013 Ne 753,
JCTY EN ISO 13485:2018, ICTY EN ISO 10993-1:2015, OCTY EN ISO 11135-1:2015,
HCTY EN ISO 11737-1:2015, ICTY EN 60601-1:2015, ICTY EN 60601-1-6:2015,
JCTY EN 60601-1-2:2018

Konfort Ozel Saglik Hizmetleri Tibbi Malzemeler Sanayi Ve Ticaret Limited Sirketi,
Organize Sanayi Bélgesi 9. Cadde No: 32 26110 ESKISEHIR/TURKEY/
KOH®OPT O3EJ1 CAIIK XI3METJIEPI TIEBI MAJIBEMEJIEP CAHAT BE TIKAEP JIMITE](
IHIPKETI, Perion Oprauaiiz Canai 9. Bya Ne: 32 26110 Eckiwexip/TYPPEUHHA

Konfort Ozel Saglik Hizmetleri Tibbi Malzemeler Sanayi Ve Ticaret Limited Sirketi.
Organize Sanayi Bolgesi 9. Cadde No: 32 26110 ESKISEHIR/TURKEY/
KOH®OPT O3EJ1 CAIIK XIBMETJIEPL TIBBI MATBEMEJIEP CAHAT BE TIKAEP JIIMITE/]
HIPKETI. Perion Opranaiiz Canai 9. Byn Ne: 32 26110 Eckimexip/TYPPEUHHA

Konfort Ozel Saglik Hizmetleri Tibbi Malzemeler Sanayi Ve Ticaret Limited Sirketi,
Organize Sanayi Bolgesi 9. Cadde No; 32 26110 ESKISEHIR/TURKEY/
KOH®OPT O3E/1 CATTIK XIBMETJIEPL TIBBI MAJIBEMEJIEP CAHAI BE TIKAEP JIMITEL
INIPKETIL. Perion Opranafiz Canai 9. Byn Ne: 32 26110 Eckiwexip/TYPPEUMHA

YnosuosaxeHuii npeactasHuk : TOB "Menitop", Ykpaina, 04074, micto Kuis,
ByJ1. bepemxaneska, OyanHoxk 4, kopnye A, koo €JJPTIOY 44522504

nporokony YkpTECT [IT "YKPMETPTECTCTAHJIAPT" Ned423VkpTECTS-22 Bin
14.04.2022, piwennus OOB Ne 423VkpTECTS-22 pin 14.04.2022 (aTecrar akpeauTauii
NelO023 Bin 29.04.2021). Harnan 3a cHeTeMoi0 ¥IpaBiiHHA AKICTIO NPOBOANTLCA OOHH
pa3 Ha Pik 3riHO 3 POrPAMOIO TEXHIHOTO HaphAy.

/

B.[. Pumep
1) V.D. Rymer

ng__.Hma, 03_1__'1},3 pama) Ta mome ByTh BIATBOPEHIUA TNBKK MOBHICTIO, Byas-aka nyBnikauia
pisl . ¥ TRTECTCTAHOAPT». Ceprudnrar Bes NIANKEY Ta NEYATKK He AiRcHMiA,
{4, Metrologichna st,, K‘,f:v, 03143, Ukraing) and may not be reproduced other than in full. Any publication extracts
KRMETRTESTSTANDART, The Certificate without signature and stamp is not valid.
44) 526-41-32 13 Ha web-caiiTi: http:/freestr ukrcsm kiev.ua



3apeccTpoBano B peccrpi 3a Ne
M 7 Registered Certificate Number

— g S UA.TR.001.0753.30.00225-22
e Aificunii g0 13.04.2027

Al «YKPMETPTECTCTAHAAPT)

SE"UKRMETRTESTSTANDART"

Aoparok Ne 1
Addition
Hacocu eaxyymni os mepanii pan C300, C500, kaac 11 a

Nes/n | Ko TtoBapy Hazpa BupoOy aHrniicskoro Hasga Bupody ykpaincbxoro Homep 3a
MOBOIO MOBOIO KaTaJlorom

1 8680014005868 CONFORT NPWT THERAPY | Hacoc Bakyymuuii nna tepanii | CNFTUO!
UNIT C300 pad Confort C300

2 8680014007312 CONFORT NPWT THERAPY | Hacoc Bakyymunit anst tepanii | CNFTUO3
UNIT C300 TS paH 3 CEHCOPHHM eKpaHOM

Confort C300

3 8680014007503 CONFORT NPWT THERAPY | Hacoc sakyymunii wis tepanii | CNFTUO2

UNIT C500 pan Confort C500

3acTynHuUK KepiBHMKA opraHy 3 cepTudikayii

B.A. Pumep

Deputy head of Certification Body f V.D. Rymer
g

Jata peecrpauii: \

Sl 14.04.2022 )

Hanuit ceptudinat amaanni 008 [N «VK PMETPTECTCTAHAAPTS (4, Byn. Metponoriuna, Kuie, 03143 e

' : _ o a mowe ByTH BIATEODEHMA TinkkK 0 ; = i
36.0 qac'rfn?ae BIATBODEHHA IMICTY CEPTHRIKATA MOMANBE NUILE 3 NUChIMOBOI aroan OOB [N « YKPMETPTECTCTA s e Ay AL

HOAPT». Ceprudirar Ges NIANKCY Ta NEYATHW HE AifcHIIA,

Validity of the certificate can be checked by phone or at website



JapeccTporano B peccrpi 3a Ne
Registered Certificate Number

UsMm
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10021 :
ACTY EN ISO/EC 17065 VA TR.ODL

aiiicHuii mo 13.04.2027

Al «YKPMETPTECTCTAHAAPTY
SE“UKRMETRTESTSTANDART"

Hopatok Ne 2

Addition

Komnaexkmu 011 eakyymuoi mepanii pam,
Komnaekmu konmeinepie - 3 incmunauicio, cmepunwhi, kiac Ilb

Nes/n | Homep 3a Hassa BupoGy Hasga Bupo0y ykpaineskor mosowo| GMDN
KATAJA0rom AHTICLROD MOBO1O wod
1 FDFOI007 Vacuum Assisted Claosure Set Medium KomnnekT ans BakyymHuol Tepanii pan | 47406
(Flex Drape) CcepeHii: rHyuKka TKaHuHa
2 FDS000T Vacuum Assisted Wound Closure Set Small| KomnnexTt nns sakyymnol tepanii pan:| 47406
(Hydrophobic) MOB's3Ka MaJa Ta akcecyapi
3 FD90013 Vacuum Assisted Wound Closure Set Komniext nns sakyymHol tepanii pan:| 47406
Medium (Hydrophobic) MOB'S3Ka cepejiHA Ta aKkcecyapH
El FD90002 Vacuum Assisted Wound Closure Set Large | KomnaekT ans BakyymHol Tepanii pan:| 47406
(Hydrophobic) MoB'A3Ka Be/IuKka Ta AKcecyapu
5 Clo1221 Vacuum Assisted Wound Closure Set Small | Komnnexr ang pakyymuol Tepanii pan | 47406
MasTuii
6 Clo1222 Vacuum Assisted Wound Closure Set Komnnext ans saxyymHol tepanii pan | 47406
Medium cepeaHiii
Cl01223 Vacuum Assisted Wound Closure Set Large | Komnuext mis sakyymHof tepanit paH | 47406
BEJTHKMI
8 FDS0006 Vacuum Assisted Wound Closure Set White| Komittekt ana BakyyMHOT Tepanil paH:| 47406
Small (Hydrophobic) nos'a3ka Olia, Mana 'ra akcecyapu
9 FD90007 Vacuum Assisted Wound Closure Set White| Kommiext ans sakyymuoi tepanii pan:| 47406
Large (Hydrophaobic) nos'aska 6ina, pennka Ta akcecyapn
10 FD90003 Vacuum Assisted Wound Closure Set Extra | KommiexT 7151 BakyyMHOT Tepanii pan:| 47406
Large (Hydrophobic) nos'A3ka JyKE BEJIMKA Ta akcecyapu
Il FDS00T5 Vacuum Assisted Wound Closure Set White| KommaexT ans sakyymuol tepanil pan:| 47406
Medium (Hydrophobic) noe'a3ka Oina, cepeiHA Ta akcecyapi
12 FDSFADS | Vacuum Assisted Abdomen Management | Cuctema ynpasaiHus Uis BakyymHol | 47406
System Tepanii pad YepeBHOT NOPOAHUHN
13 FDF0002Z Vacuum Assisted Abdominal Closure Set KomrinekT 1t Bakyymuoi tepanii pat | 7406
HEPCBHOI MOPOMKHHWHH! noB'A3Ka Ta
axcecyapu
14 CT0T224 Vacuum Assisted Canister Set Habip konTeifnepis a5 paKyyMHol +7404
Teparlii
[5 SPRO0OI Vacuum Assisted Spiral Closure Set Small | Komniaext s pakyyMHuol Tepanil pan | 47406
cripalbHUH Manuii
16 SPRO0ODZ Vacuum Assisted Spiral Closure Set Large | KommiekT ana BakyyMHol Tepanil pad | 47406
CNipanbHUH BENUKI
17 CIS5001 Vacuum Assisied Wound Closure Set Small| Komnnexr ang pakyymnol tepanil pad | 61145
Spiral For Instillation Treatment cnipalbHui ManHil 3 4HCTHIA LI
18 CISS002 Vacuum Assisted Wound Closure Set pafcyyMHol Tepanii pan | 61145
Medium Spiral For Instillation Treatment ehefHIT 3 IHCTHIALIER
19 CISS003 Vacuum Assisted Wound Closure Set Large [ e G Mol Tepanil pan | 61145
Spiral For Instillation Treatment P e 101 3 IHCTHIIALIERD
'al;atwtrm:u Zepfmumfa OopraHy 3 ceprudikauii \ B.A. Pumep
e i f
puty head of Certification Body i'/ 5 551\ V.D. Rymer
Aara peectpauil: WSS 4.049022 ‘. 5
Date \ /
\ /
\
3

[aHni cepTudivat swaarui O0B 4N CYKPMETPTECTCTAHIAPT » (4, eyn, Metpoaorivms, Huie O;f«t:h
ab0 YACTHOBE SIATBOPEHHA 3MICTY cepiudinara moxanae nuwe 3 : I
This Certificate issued by the CAB SE "UKRMETRTESTSTANDART"
from the Certificate requires writ

N

Malidity of the certificate can be checked by phone or at website

nucamosor 3roa44 00B [N «YKPMETPTECTCTAROA
. {4, Metrologichna st., Kyiv, 03143, Ukraine) and ma
ten permission of the CAB SE "UKRMETRTESTSTANDART". The Certificate without
DEBIPHTH 38 TENe

signature and stamp s not valid.

doHom: +38 (044) 526-41-32 ta wa web-caiini: http://reestr.ukicsm.kiev.ua

M BIATRONEHUHA TINbKN NOBHICTIO. Bys-Aka nyBaisauia

PTu. Ceprudirat Gea nianmey Ta nesatiu He AIACHMIA.
V not bereproduced other than in full. Any publication extracts
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Aopatok Ne 3

Addition
20 CISYO1 Vacuum Assisted Wound Closure Set Small| Kommaekt ana sakyymuol tepanii pan | 47406
With Instillation Malluii 3 IHCTUAALLIEIO
21 CISY02 Vacuum Assisted Wound Closure Set Kommnexr i sakyymHoT tepanii pan | 47406
Medium With Instillation cepenHiil 3 iHcTunslieo
22 CISYO03 Vacuum Assisted Wound Closure Set Large | Kommext ana sakyymuoi Tepanii pan | 47406
With Instillation BEMHKHIT 3 IHCTHIALIEIO
23 CISY04 Vacuum Assisted Canister Set With KOMIIEKT /1 BaKyyMHOI Tepanii pan | 47406
Instillation 3 IHCTHIALIE
24 CNNCTRYI| Vacuum Assisted Connector Cartridge For | Baxyymunil 3'eaysansuuit kaprpumk | 47409
Instillation Treatment ANA NiKYBaHHA MAXOM iHCTHNALIT
23 FDFO00T Canister 1000 ml (Stop&Filter) KoHTeitnep ana BakyyMmHol Tepanil 47404
paH
26 FDF0008 Vacuum Assisted Closure Set Small Kommiext ans BakyymHot Tepanii pan | 47406
(Flex Drape) Masiuil: rHy4Ka TKaHuHa
27 TS85083 Canister With Filter T000 ml Kontennep ans sakyymuol tepanuu | 47404
pau 3 GinkTpoM
28 FD90009 Vacuum Assisted Wound Closure Set Thin | Komrnekr st BaKyyMHOT Tepanil paH:
(Hydrophobic) TOHKA IOB’ A3Ka
29 CI01224 Vacuum Assisted Canister Set Habip koHTel{HepiB 1714 BaKyyMHO] 47404
Teparii
30 CNNCTRY | Vacuum Assisted Connector Pump For Baxyymunii 3'eiHyBansHuil Hacoc ana | 47409
Instillation Treatment JIKYBAHHS INJISAX0M 1HCTHIALIT
31 CISSTTI Vacuum Assisted Canister Set With KoMrinekT koHTeliHepiB ana 47404
Instillation BAKYYMHOT Tepanii paH 3 YCTAHOBKOK
32 FD90004 Vacuum Assisted Wound Closure Set Batin | KomriiekT s sakyymHol Tepanii pan:| 47406
(Hydrophobic) BariH
23 CFDSMED | Vacuum Assisted Closure Set Medium KommnekT ang BakyymHol Tepanil pan:| 47406
(Extra Drape) MOB'A3KA CepPesiHA 3 J0AaTKOBUM
ApONmIpyYBAHHAM Ta akcecyapu
34 ABOOT Vacuum Assisted Wound Closure Set KomnnekT an4 BakyymHol Tepanii pan | 47406
Abdomen YepeBHOT NOPOKHHHA
33 TS83088 Confort Canister With Filter [000ML Kontelinep ConTort ais BakyyMHOT 47406
Tepanii pat 3 GinbTpoM
36 FDF0006 Vacuum Assisted Closure Set Large Kommnekr nns BakyymHol Tepamii paH | 47406
(Flex Drape) BEMUKHH: THYYKA TKaHHHAa
37 CFDSSED | Vacuum Assisted Closure Set Small Komnnexr nna Bakyymuol Tepanii pan:| 47406
(Extra Drape) MOB'A3Ka Masa 3 JI0JaTKOBHM
IponipyBaHHAM Ta aKcecyapu
38 CCEDS! Vacuum Assisted Canister Set M-Filter KomnekT koHreliHepis wis 47404
BaKyyMHOT Tepanii pad 3 M-dinsTpom
39 CFDSLIED | Vacuum Assisted Closure Set Large / KommnekT 1is akyyMHoi Tepanii pan | 61145
With Instillation (Extra Drape) BETMKHH 3 IHCTHIIALIEIO Ta 3
JDOAATKOBHM PONipYBaHHAM
40 CFDSSIED | Vacuum Assisted Closure Set Small7 Komnuiekr 11a BagyyMmHol Tepanil pad | 61145
With Instillation (Extra Drape) Masniuii 3 IHCTW’}.{}!% Ta3
[OAaTKOBUM ipyBaHHAM
41 CEDSMIED| Vacuum Assisted Closure Set Medium / KommnexT aKyymHol Tepanii pau | 61143
With Instillation (Extra Drape) cepenHiit p}d{y}aem Ta 3
JAOJATK mipyBaHHAM
Eacrvnnnu Keplanmfa OopraHy 3 cepTUdikauii r B.A. Pumep
eputy head of Certification Body / \ V.D. Rymer

Lata peectpauii;
Date

Lanui ceptudinar suaasuin OB AN «YHPMETPTECTCTAHAPT»

14.04.2022 {

300 4aCTROBE BIATBOPEHHA 3MicTy cepTudikata momnuse nuwe 3 NUCeroBol 3roan O0B [N «YKP

This Certificate issued by the CAB SE “UKRMETRTESTSTANDART" (4, Metrologichna st., Kyiv, 03143, Uk
from the Certificate requires written permission of I I
HUHHICTE CepTUdIKATE MOMHA MEPEBIPUTH 33 Tene

Validity of the certificate can be checked by phone or at website

rainey

;.

N\ 4
{4, Byn. Merponariuna, Kuis, B3143, YipaiHa) Ta ng.lﬁv‘m BIATBOPEHUA TINLKW NOBHICTHY. By as-

3 Axa NyBMKaLR
TE_!:_IGT_A_H,EJ,/A;W. Ceprudikat Bea nignucy Ta nevatiu 4e AifAcHMi.

"Nt may not be reproduced other than in full, Any publicati
K ! L Any publication extracts
the CAB SE "UKRMETRTESTSTANDART". The Certificate without signature and stamp is not valid,

doHom: +38 (044) 526-41-37 7a Ha web-caiiri: http//reestr.ukresm kiev.ua
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HopaTtok Neo 4

Addition
42 IMTDO0OT | CONFORT IMT Vacuum Assisted Wound | KomnzekT ana BakyymHol Tepanil pau:] 47406
Closure Set Small CONFORT IMT manuii
43 IMTD002 | CONFORT IMT Vacuum Assisted Wound | Komnnext ans sakyymHoi Tepanii pan:| 47406
Closure Set Medium CONFORT IMT cepeasiii
44 IMTDQ03 | CONFORT IMT Vacuum Assisted Wound | KoMIUiekT aJi1 BakyyMHOT Tepanii paH:| 47406
Closure Set Large CONFORT IMT Bénukuit
45 IMTC004 CONFORT C300 Canister Set-S With Filter| KomnnexkT konTeitnepis Manuii 3 47404
1000ML dinetpom ang CONFORT C300
40 IMTCO005 CONFORT C300 Canister Set-S 1000ML | KoMIJI€KT KOHTEHHEPIB Maauil As 47404
(STOP&FILTER) CONFORT C300
47 IMTD006 | CONFORT IMT Vacuum Assisted Wound | Komniiext a1t BaKyyMHOI Tepanii pan | 61145
Closure Set - With Instillation Small manuii 3 iHeTnisuiero: CONFORT IMT
43 IMTD007 | CONFORT IMT Vacuum Assisted Wound | Komnnexr ans BaxyyMHO'f]'!\‘]n_anam'f E&H 611435
Closure Set - With Instillation Medium cepenHiii 3 iHetHuieto: CONFORT IMT
49 IMTDO008 | CONFORT IMT Vacuum Assisted Wound | KommnexT ans BaKyyMHO!I Tepaniil pan | 61143
Closure Set - With Instillation Large BE/IMKHI 3 IHCTILTALIETO: CONFE JRT
50 IMTDO009 | CONFORT IMT Closure Set With Extra Komnnext ans Bakyymuof tepanii pan:| 47406
Drape - Small MOB'A3KA Mana 3 L0JaTKOBHM
nponipyBanuam CONFORT IMT
3l IMTDOTO | CONFORT IMT Closure Set With Extra KommnekT ana sakyymHuoi Tepanii pan:| 47406
Drape - Medium MOB'A3Ka CepPelHs 3 100aTKOBUM
nponipysaduaM CONFORT IMT
32 IMTDOIT | CONFORT IMT Closure Set With Extra Kommunekt nna BakyymHol Tepanil pan:| 47406
Drape - Large MOB'A3Ka BeJHKa 3 A0JaTKOBIM
gponipyBanuam CONFORT IMT
%) IMTDO12 | CONFORT IMT Closure Set Instillation KommnekT ans sakyymHol tepanii pan | 61145
With Extra Drape - Small Manui 3 iHCTHAALIEIO Ta 3
JéOIlaTKomm JpOIipyBAHHAM:
ONFORT IMT
34 IMTDOT3 | CONFORT IMT Closure Set Instillation Kommnekt 1ia BakyymHol Tepanii pan | 61145
With Extra Drape - Medium cepeaHiil 3 iHcTHAALIEO Ta 3
%onamoami OpOonipyBaHHAM:
ONFORT IMT
33 IMTDOI4 | CONFORT IMT Closure Set Instillation KommnekT s BakyymHol Tepanii pan | 61145
With Extra Drape - Large BEMMKUI 3 IHCTHAALIEO Ta 3
DONATKOBUM JIPOMipYBAHHAM:
CONFORT IMT
56 IMTDOIS | CONFORT IMT Abdominal Closure Set KoMmiekT a1 BaKyyMHOI Te%&ll‘lll an | 47406
yepesHO! noposkHitHid CONFORT IMT
T IMTDOT6 | CONFORT IMT Closure Set White - Small | Komiuiekt juia sakyymuol tepamnii pan:| 47406
nos'sA3ka Oi1a, Mana Ta akcecyapu
CONFORT IMT
38 IMTDOIT7 | CONFORT IMT Closure Set White - Large | Komnnekt ana sakyymuol teparil pan:| 47406
nos'aska Oia, BeJKa Ta akcecyapt
CONFORT IMT
39 IMTDOI8 | CONFORT IMT Incision Closure Set - Habip nns 3aﬁm“m po3pisis manuii | 47406
Smal CONFORT IMT 27
60 IMTDOTS | CONFORT TMT Incision Closure Set - Habip ans 3aiﬁ)uyp‘63pmn Benukuil | 47406
Large CONFORT IMT
/".‘"'".'.".‘“-.,_‘
VA >
3DaeCTYtI'IH:K Zepflznmf? op.ral-w 3 cepTudikauii B.O. Pumep
puty head of Certification Body V.D. Rymer

[Nata peecTpaduii:

Date

Aannii ceptrdikat Buaanuid QOB AN “YKPMETPTECTCTAHAPTY (4, 8yn. MeTtponoriuna, Huis, 0314
abo 4acTHoBe BIATEOPEHHA 3MICTY CEPTUDIKATE MOMIMBE NHMILE 3 NUCHMOBA] 3roan OOB AN « YKPMETPTECTCTA
This Certificate issued by the CAB SE “UKRMETRTESTSTANDART" 14, Metrologichna st.,
from the Certificate requires written permission of the CAB SE "UKRMETRTESTSTAND A
HUHHICTs cepTudinata momHa nepesipuTy 3a Tenedonom: +38 {044)
Validity of the certificate can be checked by phone or at website

14.04.2022

3 MOME BYTH BIATEODEHMEA TIABKM NOBHICTIO. Byae-aka nybnikawia
HOAPTy. Ceptuiikar ez NIANACY T3 NEYATHM He QiACHM.
Kyiv, 03143, Ukraine) and may not be reproduced other than in full, Any publication extracts
RT". The Certificate without signature and stamp is not valid.
526-41-32 Ta Ha web-caiti: http://reestr.ukresm. kisv.ua




