YKPAIHA
OPI'AH 3 CEPTH(DIKALLIi CUCTEM VIIPABJIIHHA

Al «XapKiBCcTaHAAPTMETPOJIOTis»

CEPTHU®IKAT
HA CUCTEMY YIIPABJIHHS SKICTIO

3apeecTpoBaHum y PeecTpi
OpraHny 3 cepTudikauii
"24" HKOBTHS 2018 p.

UA 80072.31150069.4-2018
Aivicimn ao " 23" woBTHa 2021 p.

Lium cepTudbikaToM NOCBIAHYETLCA, LLIO CUCTEMA YNPaBMiHHA AKICTIO CTOCOBHO
BUPOGHULUTBA CTEPUNI3aTOPIB NapPOBUX, YCTAHOBOK cToMaTonorivkiux LIMT,
kamep gesiddekuininx tuny KIE, anaparis ans ranseaxisadii 1a enekrpogopesy «loTok-M»,
BiACMOKTYBauiB xipypriynux OX, Mmeanuuux mebnis,
koawu KM 3a 1K 016:2010: 26.60.1, 32.50.11, 32.50.12, 32.50.13, 32.50.30,

L0 BUrOTOBNAKTLCHA ToBapuCcTBOM 3 0BMEXeHo BianoBiaanbHIicTHO «LleHTp MeaAMYHOT TEXHIKWY,

ko €E1PMOY 31150069,

opuanudHa agpeca: 61050, m. Xapkis, Byn. KOpiiBcbka, 17,

aapeca Bupo6Huyrea: 61017, m. XapkiB, npoB. CipukiBcbkun, 1A

3riAHO 3 YWMHHUMK B YKpaiHl HOpMaTUBHUMW AOKYMEHTaMu

BiANOBIAGE BUMOram

1ISO 13485:2016 «Medical devices - Quality management systems —
Requirements for regulatory purposes»

KoHTponb Bi4NOBIAHOCTI cepTUdikoBaHo! CUCTEMU YNPaBNIHHA SKICTIO BUMOram 3asHayeHoro ctaHaapTy
3AIACHIOETLCA WNAXOM Harna4oBoro ayauTy 3rigHo Yroan Ha BUKOPUCTaHHA cepTudikarTy.

CepTudpikaT BuaaHuin Oprasom 3 cepTudpikauii cuctem ynpasninis [lepaBHoro nignpMeMcTaa
«XapKiBCbKWIW perioHanLHUn HayKoBO-BUPOGHUYMIA LIEHTP CTaHAapTU3auii, meTponorii Ta
ceptudikauiin, Ykpaina, 61002, m. Xapkig, Byn. Muponeduubka, 36 (arecrar npo akpeaurauiro Ne80O072)

Jffff///

Ha ni,qCTaBi pesynbTaTis ayauty TEMWN yNpaBniHHA AKICTIO.

Digitally signed by Potinga Stela
Date: 2019 09.16 12:44:31 EE
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Q Ha nepesiputn 8 A1 «XapkiscrangaprmeTponorisa» 3a ten., 05') l756 -38-05 -
Locatlon Moldova g



Notified Body State Enterprise
"Ukrainian Medical Center of Certification"

? of Ministry of Health of Ukrai m

""" CERTIFICATE OF CONFORMITY

Production Quality Assurance
(Technical Regulations of Medical Devices, Annex 6)

# UA.TR.039.219

Manufacturer: "Center for Medical Technology" Ltd.
Ukraine, 61050, Kharkiv, st. Yuryivska, 17
Facility(ies):  Ukraine, 61017, Kharkiv, lane Sirykivskiy, 1A

Products: Steam sterilizers GRANUM CIB-50;
Chambers of disinfection type KAE:
Dental units LIMT; '
Apparatus for galvanization and electrophoresis "MOTOK-M";

Suction surgical OX
(see attachment)

class Ha, according to Annex 6 Technical Regulations Medical
Devices =

Notified Body SE "UMCC" declares that the manufacturer mentioned above has implemented
quality management system of medical devices production according to Annex 6, of the
Technical Regulations on Medical Devices, approved by the Resolution of the Cabinet of
Ministers of Ukraine dated 02.10.2013 # 753. The quality management system of
manufacturer meets the requirements of these Technical Regulations and is subject to
periodical surveillance.

Report: # 628 date 11.04.2018
First edition: 24.01.2017 '

Issue Date: 16.04.2018

Valid Until: 23.01.2022

Notified Body Director

-'i'-->-1:é’6idiev M.

“QMCC The validity of the Certificate can be verified in the database of the Notified Body (www.umcs.org.ua)
Notified Body State Enterprise "Ukrainian Medical Center of Certification” (SE "UMCC")
legal address: 02160, Ukraine. Kyiv, avenue of Vozziednannya, 7-a; actual address: 01042, Kyiv, Chyhoerina Str., 18; tel. (044) 285 83 83
SE "UMCC" Is natified for carrying out the conformity assessment for compliance with technical regulations
: {Qrder of Ministry of Economic Development dated 28 08,2014 # 1044 the number of the nofified body UA. TR 039)
Accredited by Nationa! Accreditation Agency of Ukraine for certification of quality management sysiems and cor‘rfon-'nl‘t); assessment
(Accreditation Certificates #80018 znd #10101)
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Notified Body State Enterprise

“Ukrainian Medical Center of Certification"
( ?: of Ministry of Health of Ukraine
UMCC ATTACHMENT

to Certificate of conformity
Ne UA.TR.039.219 date 16.04.2018

List of medical devices, which are covered by the Certificate of conformity

 Ne product name
1. | Steam sterilizer GRANUM CMB-50 _
= 2. | Apparatus for galvanization and electrophoresis "MNOTOK-M"
3. | Dental unit UMT 573
4. | Dental unit LUMT 575
S. | Dental unit LUMT 577 == =
6. | Chamber of disinfection type KE-2 with a control cabinet assembly
7. | Chamber of disinfection type KOE-2 without a control cabinet assembly
8. | Chamber of disinfection type KOE-5 with a control cabinet assembly
9. | Chamber of disinfection type KIOE-5 without a control cabinet assembly
10/ Suction surgical OX-10 (on legs) =
11, Suction surgical OX-10 (on wheels)
12/ Suction surgical OX-18 .
- 13! Suction surgical OX-25 =

End of fist
First edition: 24.01.2017
Issue Date: 16042018 7
Valid Until: 23012922

Notified Body Director

€ — r‘;,./’ Lebidiev M.

Page 1 of 1

Notified Body State Enterprise "Ukrainian Medica!l Center of Certification” (SE "UMCC")
legaladdress: 02160, Ukraine, Kyiv, avenue of Vozziednannya, 7-a; actual address: 01042, Kyiv, Chyhorina Str., 18; tel. (044) 285 83 83
SE "UMCC" is notified for carrying out the conformity assessment for compliance with technical regulations
(Order of Ministry of Economic Development dated 29.08:2014 Ne 1044, the number of the notified body UA.TR 039)
Accredited by National Accreditation Agency of Ukraine for certification of quality management systems and conformity assessment
{Accreditation Certificates Ne80018 and Ne10101)
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— HEHTP YkpauHa, 61017, m. XapkiB, npoB. CipukiBcbkun, 1A
m@mmqgmgg Ten./dakc: (057) 717-76-92, 717-76-93
e N (b} E-mail: medtech@med-market.com.ua
http://www.med-technika.com

JAEKJAPALISA IMTPO BIAINOBIAHICTD
MEJIUYHHUX BHUPOBIB Ne 009

Bepcis 03
Bupobounk TOB "IlenTp MeauyHOT TEXHIKK"
Micie BUpOOHHIITBA Vkpaina, 61050, m. Xapkis, Byn. IOpiiceka, 6.17,

ajpeca BupoOHuITBa: YKpaina, 61017, M. Xapkis,
npos. CipukiBchkuii, 1A

ten. (057) 752-42-62

e-mail: info@med-market.com.ua  Kox 31150069

IirrBepaxye,mo Kamepu aesindexuiiini TY ¥ 32.5-31150069-
001:2013
BUPOOH MeIMYHI Ilepenik Mmeauunux BupoOiB 3asHavennii y Jlomarky Ne 1, mo ¢

HEBi eMHOIO YacTHHOIO 1€l J{exiaparii mpo BiIMOBIIHICTb.

Kiacy pusuky ITa
BiamosizaioTs BuMoram  TeXHIUHOro perjiaMeHTy 10,10 MeJAW4HuX BUpoOiB (3aTBepukenui IloctanoBoro
KMY Bin 02 xostas 2013 poky Ne753) — 3acToCOBY€ThCs Hpolieaypa oliHkH Bianosianocti ([/lonarok Ne 6
TexnigHoro perjaamenry).
Texniuna JOKYMEHTAIlisl HA MEIWYHI BUPOOH po3podiieHa Ta BIIPOBA/KEHA.
Jlexkapamiio CK/Ia1eHo Ha MiCcTaBi:

Ceprudixary siamosignocti Ne UA.TR.039.219 Bin 16 kBitHs 2018 poxy unnHmMil 10 23 ciuns 2022 poky

oo 3abesnedeHHs (YHKIIOHYBAHHS CHCTEMH YNpPaBJIiHHS SKICTIO MiJ 4ac BHPOOHMLTBA, BHIAHHM

JlepKaBHUM TiANPHEMCTBOM «YKpaiHChKHIT MeauuHMi NeHTp ceptudikauii» MO3 Ykpaiun: M.Kuis By
Yuropiua, 18. Homep npuznauenns UA.TR.039

Jleknapauio CKJIaJeHo i/l LIIKOBUTY BiAMOBiIAIbHICTh BUPOOHHUKA.
BifnmosiaansHicTs 3a JI0CTOBIpHICT Ha/1anoi iHdopmalii Hece BUPOOHHK.

(//‘/j/ Inemmn O.1.

(nignuc) (I115)

16 keitHs 2018 p. qie go 23 ciung 2022 p
(nara)

Crp. 132
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YkpauHa, 61017, m. XapkiB, npoB. CipukiBcbkun, 1A

Ten./cpakc: (057) 717-76-92, 717-76-93
E-mail: medtech@med-market.com.ua
http://www.med-technika.com

JlomaToxNo |

1o Jlexnapauii po Bianosijgaicte Ne 009

Ilepenik meanyHHuX BUPOOIB

942723.001

KJ{E-2
3 wadoro yrnpaeiiHHs B 300pi

Haspa moandgikanii Hazsa moandgikanii mequunoro Knac |
Karajaoxunii MeIHYHOT 0 BHPOOY aHIIiiCBKOI0 MOBOIO Oesnexn |
Homep | BHpoOY YKpaTHCBLKOI0 MOBOIO MOBOIO Meani-
; HOTO
L BHpOOY |
OLIMT | Kamepa nesindekuiiina tuny | Disinfection chambers type KDE-2

a control cabinet assembly lla

LFS]

oMt Kamepa jaesindekuiiina tany | Disinfection chambers type KDE -2
942723.001.0 | KJE-2 without control cabinet assembly ITa
1 6e3 madu ynpapninas B 360pi
OILMT Kamepa siesindexitiiina iy Disinfection chambers type KDE -5

942723.002

OLIMT
942723.002.001

KJIE-5 3 wadoto ynpasiiHHs B
300pi

a control cabinet assembly lla

Kamepa nesindexuiiina Ty

Disinfection chambers type KDE -5

KZAE-5 without control cabinet assembly ITa

0e3 madn ynpasiinns B 300pi
Cp.252
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(¢ /)/,/ Inemun O.1.
(rinuc) (ITI6)
16 kBithst 2018 p. jaie qo 23 ciyns 2022 p.

(mara)
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