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3EC International a.s., Hraniéna 18, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 201 9-MDDIQS‘-05B

issued in compliance with the Counc:i Dlrectwe 93/42/EEC as amended by 2007/47/EC, which is
implemented by the Slovak Government Decree No, 582/2008 Coll. as amended by 215/2013 Coll,
certlﬁes that the medical device of Class lil,

Slrolnmus Drug Eluting Cobalt Chromium Coronary Stent
Mounted on PTCA Balloon Catheter
Brand Name: RAPSTROM, AKOS, RAPSTROM Elite
(for detailed list refer to Annex; pages 110 3)

manufactu_red by company--'

Vasmed Technologles Ltd FZC
Facility No. 116, Fujatrah Free Zone FUJasrah Unlted Arab Emlrates

is manufacturad under conditions fulfilling the quailty system requlrements of Annex Il excludmg
(4), of the Directwe 93/42/EEC as amended by 2007!47}EC

The Notiﬁed Body No. 2265 has peqformed an audit of the abbve device quality system. The full quality
assurance system has been assessed. approved and is subject to continuous surveillance according to
Annex Il, Sections 3.3, and 5, of the Directive 93142!’EEC as amended by 2007/47/EC. The detailed
descrlptaon of the system reqmrements and measures app!ted by the manufacturer are presented in the

This certificate is issued under the following conditions:

It applies only to the quality system maintained in the manufacture of the above referenced models of
medical devices and it does not substitute the design or type-examination procedures, if requested. The
certificate remains valid until the manufacturing conditions or the quality system are changed but until May
26th, 2024 at the latest. The certificate validity is conditional upon positive results of regular surveillance
audits and fulfillment of relevant legal and other requirements by manufacturer. For the placing on the
market of the above referenced models of medical devices covered by this certificate, an EC design-
examination certificate according to the Directive 93/42/EEC as amended by 2007/47/EC, Annex Il (4) is
required.

wiied g 2
°° A

IEC

internationnal

Dr. Katarina Tomin SrdoSova
Responsible fo act on behalf of NB 2265




international -

ANNEX TO EC CERTIFICATE No. 2019-MDD/QS-056

issued for the company

Vasmed Technologies Ltd FZC
Facility No. 116, Fujairah Fre'e.Zdne', Fujairah, United Arab Emirates
List of medlcal devices covered by the EC Certiﬂcate'
Brand Name:; RAPSTRGM

Refére_nae ' -S_tent' : _-,'S,t_e'nt Nominal Sirolimus | Reference ~ Stent Nominal Sirolimus
Number ~ Diameter Length.__.,.oomemwg) [ Number Diameter Content (ug)
VM-VTR-250-08 250mm  8mm 48 g T VMVTR-250-28 250 mm 158 ug
UMVTR-27508 ~ 275mm  8mm '4a_pg>-.-.  IAMVIR27528  275mm 158 g
VMVTR30008 ~ 300mm 8mm  48ug | VMVIR30028 300mm  28mm  1584g
VMVTR32508 325mm 8mm  S8ug | VMVIRA2528  325mm  28mm  1934g
UMVTR35008  350mm 8mm  58yg | VMVIR35028  350mm 28 193 g
VMVTR37508 ~ 375mm 8mm ~ 58pg | VMATR37528  a75mm  28mm  193ug
VMVIR40008 ~ 400mm ~ 8mm  58ug | VMVIR40028  AQ0mm  28mm  193yg
YM-VTR-250-13 250mm ~ 13mm  78ug VM-VIR-250-33 ~ 250mm : 186 g
VMNVTR-27513  275mm  13mm  78ug =~ UMVTR-27533  275mm 186 ug
VYM-VTR-300-13 300mm 13mm 78yg VNWTR-SGD-%” “3.00 mm i 186 ug
 UMVTR-325-13 325mm  13mm  95ug UMVTR325-33  325mm ~ 33mm 220ug
VMVIR350-13 ~ 350mm  13mm 95pg | VMVTR-350-33 ~ 350mm  33mm  220ug
YMVTRA7513  375mm  13mm  9%ug VMATR-37533  375mm  3Bmm  220ug
VMVTR40013 ~ 400mm  13mm  9%ug VMVTR400-33  400mm ~ 33mm  220ug
VMATR-250-18  250mm ~ 18mm ~ 98ug | UMVIR250-38  250mm 38 215 g
UM-VTR275-18 ~ 275mm  18mm 98ug | MVTR27538  275mm m 21549
VMVTR300-18 ~ 300mm  18mm 98ug | VMVIR-30038  3.00mm 215 g
VM-VTR325-18  325mm  18mm  120ug I UMVIR325-38 ~ 325mm ¢ 262 g
VM-VTR-350-18 ~ 350mm  18mm  120ug I VMATR-350-38 ~ 350mm m 262 ug
VMVTR375-18  375mm  18mm  120ug I VMNIR-375-38 ~ 375mm m  262ug
VM-VTR400-18  400mm  18mm 120pg | VMVTR400-38 ~ 400mm 3 262 ug
VMVIR-25023  250mm  23mm A2BUg kL

VMVTR-27523  275mm  23mm  128yg
VM-VTR-300-23  300mm  23mm  128ug
VM-VTR-325-23 325 mm 23mm 156 ug
VM-VTR-350-23 350mm  23mm 156 ug
UMVTR37523  375mm  23mm 156 g _ _ 7 /
VM-VTR400-23  400mm  23mm 156uq = | ' )
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In Bratislava, on October 9" 2019
Valid until May 26", 2024

&Tlatiared canin KASICO, a. & Bratiglava, 2318
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ANNEX TO EC CERTIFICATE No. 2019-MDD/QS-056

issued for the company

Vasmed Technologies Ltd FZC
Facility No. 116, Fujairah FreeZone,'Fujairah--, United Arab Emirates

List of medical devices covered by the EC Certif'cate
Brand Name: AKOS

Reference Stent ~ Stent  Nominal Sirolim .-.-.""-ﬁeference Stent Nominal Sirolimus
Number Diameter ~ Length Canten’('(pg" | Number ~ Diameter Content (ug)
VM-VTA-250-08 250 mm 48ug | UMVTA250-28 ~ 250mm 158 pg
VM-VTA-275-08 275mm 8 48yg  [YMVTA21528  275mm 158 g
VMVTA30008 ~ 300mm ~ 8mm  48ug | VMNTAB0028  300mm ~ 28mm  158pg
YMVTA32508  325mm  8mm  58ug | VMVTA2528  325mm  28mm  1934g
VMVTA35008 ~ 350mm  8mm  S8ug | VMVTA35028 ~ 350mm %3 ug
VMVTA375-08 ~ 375mm  8mm  58ug | UMVIAS75-28  375mm  28mm  193ug
VMVTAA40008 ~ 400mm 8mm  58ug | VM-VTA400-28 ~ 400mm 28 193 ug
VMATA-250-13  250mm  13mm  78ug _. VMVTA-250-33 ~ 250mm  33mm 186 g
VMVTA-27543  275mm By | VMVTA27533  275mm 186 pg
VMVTA30043  300mm WY VM-VTA-300-33 300 mm 186 pg
 UMVTA32543  325mm  13mm  95ug | VMVTA32533  325mm  3An 220 ug
VMVTA350-13 ~ 350mm ~ 13mm 955 UMVTA350-33  350mm 33 220 ug
YMVIA37513 ~ 375mm  13mm  95pg m(:‘r&-maa-__  375mm 2209
VMVTA40013 ~ 400mm  13mm 9549 I YMATA40033 ~ 400mm 22049
VM-VTA-250-18 ~ 250mm ~ 18mm  98ug | YMVIA250-38  250mm mm  215ug
VMVTA-275-18  275mm ~ 18mm  9Bug | WMVTA-27538  2.75mm 215 g
VM-VTA-300-18  300mm  18n 98 ug | VMVTA300-38  3.00mm 215 ug
VMVTA-325-18  325mm m  120pg | VMATA325-38  325mm m 262 pg
VM-VTA-350-18  350mm - 120ug | YMVTA350-38  350mm  38mm 262 g
VM-VTA-375-18  3.75mm '- 1200 I VMVIA37538 ~ 375mm  38mm  2624g
VM-VTA400-18  4.00mm 12049 | UMVTA400-38 ~ 400mm  3Bmm 262ug
VMVTA-27523 ~ 275mm  23mm  128ug
VM-VTA-300-23  3.00 mm 12849
VM-VTA-325-23 ~ 325mm 156Uy
VM-VTA-350-23 350 mm 156 g
UMVTA37523  375mm  23mi 156 ug
VM-VTA40023 400 mm 156
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Responsible to act on behalf of NB 2265

In Bratislava, on October 9", 2019
Valid until May 26", 2024

cTiadiared canin KASICO, a. & Bratislava, 110-103-18



3EC®

internrtional

ANNEX TO EC CERTIFICATE No 2019-MDD/QS-056

rssued for the company

Vas'med -T-e_chnoloies Ltd FZC
Facility No. 116, Fujaira_h Free Zon_e,-Fujairah, United Arab Emirates

List of medical devices covered by the EC Gertiﬁcate' -
Brand Name: RAPSTROM Elite

Reference tent ~~ Stent  Nominal Sirolimus | Reference Stent Nominal Sirolimus
Number _ Diameter ~ Content pg} | 'Number ~ Diameter Content (ug)
VM-VTE-250-08 / : 489 | IMVIE250-28 250 mm 158 pg
VM-VTE-275-08 78 48g | VMVTE275-28  275mm 158 ug
VMVTE300-08 ~ 300mm 8mm ~ 48ug | UMVIE-30028 ~ 300mm  28mm  158ug
 UMVITE-325-08 ~ 325mm  Bmm  58ug | VMVIE32528 ~ 32%5mm 28 193 ug
VMVTE-35008 3.  Bmm 589 [ MVTE35028  350mm  28q 193 g
VM-VTE-37508  375mm  8mm ~ 58ug | VMVIEB7528 ~ 375mm  28mm 193 ug
VMVTE40008 ~ 400mm 8mm ~ 58ug | VMVTE40028 ~ 400mm 193 g
VMATE250-3 ~ 250mm  13mm 78ug | VMVTE25033 ~ 250mm  33mm 186 ug
VM-VTE-275-13 . 849 MVIER153%  275mm 186 g
VM-VTE-300-13 / B 'VM—WE 30033 300mm 186 g
VMAVTE-32513  325mm  13mm 954 | VMAVIE32%533  325mm 220 ug
 UMVTEB50-13  350mm  13mm %59 w-wemsse-sa.,- ~ 350mm / 220 g
VM-VTE-375-13 T5mm  A3mm 9543 YMVIES7533  375mm  %3mm  220ug
VMVTE400-13 4,  13mm %y VMVTE40033 ~ 400mm  33mm  2204g
 VMVTE250-18 ~ 250mm  18mm 98ug | NMVIE25038 ~ 250mm  38mm  215ug
YMVTE-27518  275mm  18mm  98ug =~~~ | VMVIE-275-38  275mm / 215 g
VM-VTE-300-18 , 98ug | WMVTE-30038  300mm 215 g
VM-VTE-325-18 . 18 120 g I WNMVTE325-38  325mm m 262 g
VM-VTE-350-18 . 12009 | VMVIE35038 ~ 350mm 262 ug
VM-VTE-375-18 . m 120ug | UMVIE37538  375mm  38mm  262ug
VM-VTE-400-18 . 12009 I NMVTE400-38 ~ 400mm 262 g
VM-VTE-250-23 / 128 g 7
VM-VTE-275-23 . 128 g
VM-VTE-300-23 / 128 g
VM-VTE-325-23 . 156 ug
VM-VTE-350-23 : 15649
YM-VTE-375-23 15 156 g
VM-VTE-400-23 : ' 156 g
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