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CONFORMITY ASSBSSING �U&��RI&Y
STATB ENTERPRISE "KIiARKIV REGIONAL

R�S��R%� �ND PRODUCTION CENTER F�R STAND�RD|ZATION, METROLOGY AND CERTIFICATION"
(SE ">II4R>IYSF�ND?RFI<�FR>L>G IYA")

SERTIFICATB �F CONFORMITY
PROVSION �F FUNCTIONING �F COMPLEX QUALITY

MANAGEMENT SYSTEM

(Technical regulations on medical devices, �??5E 3, except for items 8-11)

�<D>5=?>

?N UA.TR.002.cB.34 84-24

MEDICO_INSTRUMENT PLANT - MEDAPARATO LLC
59 Maiakovskoho Street, city of Bilhorod-Dnistrovskyi, Odesa region,
6'7'l01, Ukraine

59 Maiakovskoho Streeto city >f Bilhorod-Dnistrovskyi, Odesa region,

6770l', Ukraine

�ir sterilizers: ��-10, ��-20, ��-40, ��-80, ��-100, ��-160, ��-320,

��-320 double door, ��--320,���-�20 double d>>r, ��-640, ���-640,

���-1300, risk class II, according to �??5E 2 of Technical 7egulation orl

?ledical devices

%>?f>7?ritG assessing authority, "KHARKIVSTANDARTMETROLOGIYA" SE lr5r5,G states

tlrat 1lrc above ?r4?uf4Etur5r lras implemented Quality Managemetlt System at the stages of
dcvelop?rcrlt, manttfacture and final testing of medical devices accordance to Annex 3,

excltrcling paragraplrs 8-1l of the Teclrnical regrrlatiolls o1,1 medical devices approved ,G
D5Er55 of tlre Cabinet >f Ministcrs of Ukraine No. 753 as of 02l10/20l�,

Malrttfactttrer's Quality Managenrent System cornplies with the 4DDr>Dri4t5 provisions of
Tcchnical regulations on medical devices and subjects to regular E>?lr>l,

Project Verification Certificate is additionally required for distribrrtion of III risk class devices
at 1he lnarket.
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.I|,aTa 6ll44.li:

Acting on 4
Dcputy GE? Mykola %��R�V�&�N��
Standard

'l'he validity of tlte i? thc databasc of the %>?f>??itG asscsslnent autho7ity (khsnts.cotn)

Confornrity assessment body SE "KHARKIVSTANDr'&TI\4ETROLOGIYA", legal adress: 36 Myronosytska Str., Kharkiv,6l002, Ukr4i?5 5l002,
tel. (057) 756 38 05. Appointcd fbr assesstncnt >fE>?f>rmitG F,itlr the reqttirenrcnts of]'echnica| regulations (>rd5r No. 204 dated 06/0212020 oftlre

lvl inistry >i Ecotlontic of Ukr4i?E, >7dE7 >f {lle � inistry of �E>?>?lG No. 49l d-5d l 0,03,202l (expansion of lhc dos ignation > f the splrere), ?um,>r > � thi:

appoirtitld body U�.'�R.002). Accreditcd ,G thc National �ccrcditation Agcncy >�Ukr4i?E f>r assesstnent ofproduct E>?f,7?ritG and certification >1'

Quality �4?4gE?t5?t System (No.1Oll9 and No.8O072)
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