IEC®

internptional

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

EC DESIGN-EXAMINATION CERTIFICATE

No. 201 9-MDDIDE-057

issued in compltance with the Councu Dlreetwe 93/42/EEC ‘as amended 2007/47/EC, which is
amp!emented by the Slovak Government Decree No. 582/2008 Coll. as amended by 215/2013 Coll.,
certifies that the des&gﬂ of medlcal device of Class Ill,

' Sirbiimus Drug E_lu,ting,.co&alt Chromium Coronary Stent
Mounted on PTCA Balloon Catheter
~ Brand Name: RAPSTROM, AKOS, RAPSTROM Elite
(for detailed hst refer to Annex; pages 1 to 3)

manufactured by company

. Vasmed Technologses Ltd FZC
Facility No. 116, F u;airah Free Zone, F ujairah United Arab Emirates

conforms with the relevant provisions of Annex 1.4 of the Directive 93!42!EEC on medlcal devices
as transposed into national legislation, The device fulfils the essential requirements specified in
Annex | of the Dtrectwa 93!42!EEC taking mto account mtended usa ‘of the device.

The Notified Body No 2265 has performed a desrgn-exammaﬂon of the device according to Annex 11.4 of
the Directive 93/42/EEC. The detailed device description, design dossier and evaluation of the
examination are presented in the Final protoco! No. 31 0388!2019

This certificate is issued under the following condmons

It applies only to the design of the above referenced model of the medical dewce and lt does not imply the
Notified Body executed any surveillance or control of its manufacture, The manufacturer is obligated to
assure that all medical devices of the respective ‘model conform to the type whose design has been
approved by this certificate. The certificate remains valid until the approved design is changed but till May
26th, 2024 at the latest. This EC design-examination certificate is complementary to an EC Certificate,
approving the manufacturer’s quality system according to the Directive 93/42/EEC as amended by
2007/47/EC, Annex Il (excluding 4).
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% O Dr. Katarina Tomin Srdosova
o & . Katarina Tomin SrdoSova
’&'QVAH).O / / Responsible to act on behalf of NB 2265

In Bratislava, on October Sth, 2019
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ANNEX TO EC DESIGN EXAMINATION CERTIFICATE
No. 2019-MDD/DE-057

|ssued for the company

~ Vasmed Technologies Ltd FZC
Facility No. 116, Fujairah Free“-Zon'e F'uj'airah' United Arab Emirates

List of medical devices covered by the Ec Design-Examination Certificate:

‘Brand Name; RAPSTROM

Reference Stent Stent  Nominal Sirolimus | Reference’ Stent Nominal Sirolimus
Number Diameter  Length fent(ug) | Number Diameter Content (ug)
VMVTR25008  250mm  8&mm U9 | VMVIR25028 ~ 250mm _ 158 g
UMAVTR27508 ~ 275mm ~ 8mm ~ 48ug [ UMNTR27528  275mm  28n 158 g
UMVTR-300-08 ~ 300mm 8mm  48ug | YMVIR30028 ~ 300mm nm  158ug
VM-VTR-32508  325mm  8mm  58ug | VMVIR-32528 ~ 325mm  28mm 193 yg
VMVTR35008  350mm 8mm  58ug | VMVIR35028  350mm mm  193pg
VM-VTR-375-08 375mm  8mm | | \NNWVIR375-28  375mm n 193
VMVTR40008 ~ 400mm  8mm  58ug VM-VTR40028 ~ 400mm 193 ug
VM-VTR250-13 ~ 250mm  13mm 78ug _' YMVTR-250-33 250 mm 186 g
UMVTR-27513 ~ 275mm  13mm  78ug = UM-VTR-275-33 ~ 275mm 186 g
VMVTR-30013 ~ 300mm  13mm | VMVTR300-33  300mm ' 186 g
VM-VTR-325-13 32%5mm A3mm ~95ug | VMVIR-32533 ~ 325mm 220 ug
UMVTR-350-13 ~ 350mm  13mm  9%5pg VMVTR350-33  350mm  20ug
YMVTR-375-13  375mm  13mm 9540 VMVIRAE7533 375mm - 220 ug
VMVTR400-13 ~ 400mm  13mm 95ug YMATR400-33 ~ 400mm 220 ug
YMVTR250-18  250mm ~ 18mm 98 | VMATR250-38  250mm ~ 38mm  215ug
VMVTR-27518  275mm  18mm  9Bug | WMVTR-27538  2.75mm 215 ug
VMVTR-300-18  300mm  18mm ' [ UMVTR-300-38  300mm 215 g
UM-VTR-325-18  325mm 18 mm 0ug | VMVIR325-38  325mm - 262 ug
VMVTR-350-18  350mm 18 mm ANATR-350-38 350 mm 262 g
VM-VTR-375-18  375mm  18mm 049 |WMVIR375-38  375mm 262 g
VM-VTR-400-18  400mm  18mm | UMVTRA400-38  4.00mm ; 262 g
VM-VTR-250-23 ~ 250mm  23mm T -
VM-VTR-275-23 2.75 mm 23mm
VMVTR-30023 ~ 300mm  23mm
VMVTR-325-23  325mm  23mm
VM-VTR35023  350mm  23mm
VMVTR37523  375mm  23mm
YM-VTR-400-23  400mm  23mm
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/ ' Valid until May 26", 2024
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ANNEX TO EC DESIGN-EXAMINATION CERTIFICATE
No. 2019-MDD/DE-057

lSSUEd for the company

Vasmed Technoiogms Ltd FZC
Facility No. 116, Fujairah -Fre_e_.Zone, Fujairah, United Arab Emirates

List of medical devices covered by the ECfDesign-Exammatlon Certificate:

Brand Name' AKOS S /
Reference ~ Btent Stent Nmniﬁa'f'Siroﬁrnus” -._-'Refere'n_ce Stent - Nominal Sirolimus
Number Diameter ~ Length -~ Number : Diameter Content (ug)
UMNTA25008  250mm  8mm  484g 7 [VMVTA250-28  2.50mm 158 ug
VMATA-27508 ~ 275mm  8mm  48ug | UMVIAQI528  275mm  28mm  158ug
VMATA-B0008  300mm  Bmm 48y | VMVIA30028 ~ 300mm  2Bmm  1581g
VMVTA-32508  325mm  8mm  SBLg | VMVIA3528  3%mm 2 193 g
VMVTA-35008 ~ 350mm  8mm  58ug | VMVTA-350-28  350mm  28mm  193ug
VMATA37508 ~ 375mm  8mm  58pg | VMVTAG75:28  375mm  28mm  193ug
VM-VTA40008 ~ 400mm ~ 8mm ~ 58ug | VMVTA40028  A00mm  193ug
UMVTA-250-13  250mm 784 | VMVTA25033  250mm 186 g
VMVTA27513  275mm B VMATA-275-33  275mm 186 pg
VM-VTA-300-13 ~ 300mm ~ 13mm 78ug | VMVTA-30033  300mm nm 186 g
VMVTA-32513  325mm  13mm  95pg VMVTA-32533 ~ 325mm . 220 g
VM-VTA-350-13 350mm  18mm  9%ug VM-VTA350-33 ~ 350mm 33 20ug
VMVIAB7513  375mm  13mm %55 MVTAS7533  375mm 220 1ig
UMVTA400-13  400mm %9 | VMVTA40033  400mm  33mm  220yg
UMVTA-250-18 ~ 250mm  18mm  98ug UMVTA250-38 ~ 250mm m 25ug
UM-VTA-275-48  275mm Bug | UMVTA27538  275mm 215 g
VM-VTA-300-18  300mm . 9Bug | NMVTA-30038  3.00mm 215 ug
VMVTA325-18  325mm 120 g | UMNTA325-38  325mm 262 yg
VM-VTA-350-18 350 mm mm 120 ug . IIMVTA350-38  350mm 3 262 ug
UM-VTA-375-18  3.75mm N 120pg | YMVIA37538  375mm 262 g
VM-VTA-400-18 4,00 mm 120pg | VMVTA40038 400 mm 8 1 262 ug
YM-VTA-250-23 250 mm ’ WG
VMVTA-275-23  2.75mm mm 128 ug
VM-VTA-300-23 300 mm 128 ug
UMVTA-325-23  325mm 2371 156 ug
VM-VTA-350-23 350 mm f 156 g
UMVTA-37523  3.75mm
UM-VTA-400-23 4,00 mm
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ANNEX TO EC DESIGN- EXAMINATION CERTIFICATE
No. 2019-MDDIDE-057

issued for the company

Vasme‘d T-ech'noiogies Ltd FZC

List of medical devices covered by the EC Desrgn-Exammatlon Certificate:

Brand Name: RAPSTROM Elrte

Reference Stent ~  Stent N "_Réferenoe - Stent Stent ~ Nominal Sirolimus
Number Diameter ~ Length Conient (pg} | Number Diameter ~ Length  Content (ug)
VMATE25006  250mm  8mm  48hg j-'VM-:wE;zsefza ~ 250mm  28mm 158 g
VMVTE-27508 ~ 275mm  8mm ~ 48ug | NMNTE275:28 275mm  28mm 158 4g
VMAVTE-30008 ~ 300mm  8mm 48y | VMVIE30028  300mm  28mm  158ug
VMVTE-32508 ~ 325mm 8mm ~ 58ug | VMVIEB25-26  325mm  28mm  193g
 VMVIE350-08 ~ 350mm ~ 8mm  S8ug VM-VTE-350-28 350mm  28mm  193pg
VMVIE375-08 ~ 375mm 8mm ~ 58ug 4 7528 375mm  28mm  193yg
VM-VTE-400-08 400mm 8mm  S8ug VMvVTE~4ﬂ0 28  400mm  28mm  193ug
VMVTE-250-13  250mm  13mm " | VMVTE250-33 ~ 250mm  33mm  18Bug
VMVTE27543  275mm  13mm  IMATER2T533  275mm  33mm 186 4g
VM-VTE-300-13 3.00 mm 13mm  78ug 7 VM-VTE300-33  300mm  33mm 186 g
VMVTES2513  325mm  13mm  95ug | VMAVTEB533  325mm  33mm 2204
VMVTE350-13 ~ 350mm  13mm 549 VMVTE35033 ~ 350mm ~ 3Bmm  2204g
VMVTES7513  375mm  13mm 9549  VNMNTES7533  315mm  38mm 2204
VM-VTE-400-13 ~ 400mm  13mm  95ug | VMVTE40033 ~ 400mm  33mm 22049
NMVTE-250-18 250mm  18mm  98pg ' 'VM—VTE 250~33_ 250 mm B/mm  215u9
VM-VTE-275-18 2.75mm 18 mm / M VTEZ?5-38- 275mm 38mm 215 ug
VMVTE300-18  300mm  18mm o UUMVTEB00-38  300mm  38mm  2154g
VM-VTE-325-18  325mm  18mm 120 . IAMVTER2538  325mm  38mm  262ug
VMVIE-350-18  350mm  18mm 120 IWMNTE5038  350mm  38mm 262 ug
VMVTE-375-18  375mm  18mm © INMNTEAR7538  375mm  38mm  262ug
VM-VTE400-18 ~ 400mm  18mm 12049 | VMVIE400-38 ~ 400mm 38mm  262ug
VMVTE-25023 ~ 250mm  23mm )
VMVIE27523  275mm 23 mm
VM-VTE-300-23 3.00 mm 23 mm
VMVTE32523  325mm  23mm
VMVTE35023  350mm  23mm
VM-VTE-375-23 375mm  23mm
VM-VTE-400-23 400mm  23mm
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In Bratislava, on October 9, 2019
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