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3EC Internatronal a. s Hranu:na 13 821 05 Bratislava, Slovakia
Notrﬁed Body No 2265

EC CERTIFICATE
No 2019 MDDIQS—073
souncil Directwe 93:‘42!EEC as amended by 2007!47IEC which is

'rmpfemented by the_SIovak Government Decree No. 582/2008 Coll. as amended by 215/2013 Coll.
‘ - certlfies that the, medecal defwce of Ciass 1ib,

No, 1511 2,3, An ] justrial Co
Vlshwane __,am Post, 5&01)91 Bangal’ ) Kamataka, !ndia

is manufactured under condrtmn(a fult‘ llmgtha quailty system réqmrements of Annex I, excludlng '
(4) of the Dlrectwe 93f421EEC as amanded by 2D07147IEO i / o

The Not:ﬂed Body No. 2265 haes perfamed an audtt o the abozvelde\ﬂce qUa!rty systg.-rn The full qualrty .
'i'_'assurance system has b&en assessed and found ﬁ'taat meets the reqmrements ‘above. The qualrty-

protocol No. 31 0278!2019

: Thrs certificate is issued under me R)lfowmg condrrrons

It applies only to the qual:ty system maintamed- m %he manufar:mre of the above referenced model of
medical device and it does not substitute the desrgn or type-exammatlon procedurea if requested The
“certificate remains valid until the manufacturmg conditions or the quailty system are changed but until May

© 26%, 2024 at the latest. The certificate validity is conditional upon positive results of regular survenlance-
'audlts and fumiment of relevant iegai and other requ:rements by manufacturer
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" il‘itl‘ﬂllﬂuucn;
NB 2265 v,
. & / .
Nhowanhe” ./ DfKatarina Tomin Srdosova
.. A i ¥ gt i : " Respgnsible to act on behalf of NB 2265

Digitally sig ranaci Boris\ .- i /
Date: 2024.0 :41:58 EEST .
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