
CON FОRМ IТY ASSESSING ЛUТНОRIТY
l l STATE ENTERPRISE ,,KHARKIV RЕGIоNлL

t_J RBsEARCH AND pRoDUcTIoN сENTER FoR sTANDARDIzлTIoN, METRoLoGy дND сERTIFIсATIoN"

г юltg__--l 
(SE "KHARKIVSTANDARTMETROLOGIYA")

l oroduct ll ceitificaiion l SERTIFIсATE оF coNFoRMITy
PROVSION ОF FUNCTIONING ОF COMPLEX QUALITY

MANAGEMENT SYSTEM

(Technical regulations on medical devices, Аппех 3, except for items 8-11)

м UA.TR.002.CB.3485_24

Вшробшик MEDICO_INSTRUMENT PLANT - МЕDАРАRДТ, LLC
59 Maiakovskoho Street, city of Bilhorod-Dnistrovskyi, Odesa rеgiоп,
67701', Ukraine

59 Maiakovskoho Street, city оf Bilhorod-Dnistrovskyi, Odesa region,
6'7'l01, Ukraine

Steam sterilizers: ГК-10, ГК-20,

risk class IIЬ according to Аппех 2 of Techrrical regulatiorl оп lneclical
devices

Confornrity assessing authority, "KHARKIVSTANDARTMETROLOGIYA" SE hеrеЬу states
that the аЬоче matrufactutэr has implemented Quality Management Systern at the stages of
development, marttfacture and final testing of medical devices accordancc to Аппех З,
excluding paragraplrs 8-11 of the Technical regulations оп medical devices approved Ьу
Dесrее оf tlre Cabinet of Ministers oГUkrailre No. 753 as of 02l10l20lЗ.

Мапufасturеr's Quality Managenrent System complies rvith the appropriate provisions of
Technical regttlations оп medical devices and subjects to rеgulаr сопtrоl.

Project Verification Certificate is additionally required for distribution of lII risk class devices
at the tnarket.

Вшробпицтво

Продукцiя

Звiтlt:

Щата видачi:

Щiiiспий до;

02l2024ТR as of 19.02.2024 р.

0ll0412024

Acting
Depu
Standa

checked iп tho databaso ofthe Сопfоrmitу assessment ачthоritу (khsrns.conr)

СопГо,:tпitу asscssnrent body SE "KI-IARKIVSTANDARTMETROLOGIYA", legal addross: 36 Myronosytska Str., Kharkiv, бl002, Ukraine
бl002, tel, (057) 756 38 05. Appointed fоr assessment оfсопfоrmitу rvith the rеqчirеmспts оГ'Гесhпiсаl rcgtrlations (оrdеr No. 204 dnted 06/021202() ol'

the М inistry оГ Econortlic оГ Ukraine, оrdеr of the Min istry of Economy No. 49I dated l 0.03.202l (ехрапsiоп оГ tlre designation of the splrcre), п ulпЬеr оГ
the appointed body UД.Тtt.002), Accreditcd Ьу thc National Accreditation Agency olUkraine fЬr assessment оfllrоduсt confornrity and certiIlcatiolr оГ

Quality Managemeпt System (No.1Ol l9 and No.8O072)
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