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CERTIFICATE

EC Design-Examination Certificate
93/42/EEC Directive of Medical Devices Annex I, Section 4

With the expire of the certificate M.2019.106.12884 the validity of the certificate
M.2019.106.12884-1 will also end.

Company Name : Simeks Tibbi UrUnler Sanayi ve Ticaret Limited Sirketi

Company Address : Istanbul EndUstri ve Ticaret Serbest Bélgesi Aydinli SB Mah. 10. Sk. No:5
Tuzla 34953 ISTANBUL / TURKEY

Related Directives and Annex : 93/42/EEC Medical Devices Directive - Annex Il (Section 4)

Product : Sterile PTV Balloon Catheter - Sinif 1l

Product Types are attached.

Certificate Number 1 M.2019.106.12884-1
Report Number : MD.3753.1B
Inifial Assessment Date :24.05.2019
Regisfration Date :04.11.2019
Revision Date /No - and Trade Inc. Co.
Expiry Date 1 27.05.2024

The EC design examinafion cesiificale refers fo fhe above mendioned product. UDEM hereby declares that the
requsements of Annex I, secfion 4 of the 93/42/EEC Direclive have been met for the listed producis. The above
named manuiociurer has estoblished and applied o qudlily assurance system, which s subject to penodic survellance
audis, defined by Annex I secfion 5 of the aforementioned direcfive. This cerfificate remains as the properiy of
UDEM Infemnafiond Cerfiicaion Audifing Tru:g Cenire indusiry and Trade Inc. Co. to whom it must be refumned
wpon reguesi. The above named c UDEM must keep a copy of this cerfificate for 5 years from the
regsiofion of fhe cerfficale. Usogeofhecimkuw-cef‘heresponsbﬁyo the manufocturer with the completfion
of EC Declarafion of Conformity. The above menfioned company must notify ol changes related
wih the opproved product fo UDEM. ¥ UDEM will nof renew the validify of this cerfificale in question, fhe menfioned

company should stop plocing fhe product on the market. The validity of the ceddificate can be checked thvough
www udem.com. fr.

Addrres: Mutiukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya - Ankara - TURKEY
Phone: +?0 0312 443 0390 Fax: +?00312 4430376
E-mail: nfo@udemiid.com.fr www.udem.com.ir
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This document containing 1 (one) pages is the Annex of the Certificate with the number
M.2019.106. 12884-1 and with the registration date of 04.11.2019 issued for “Simeks
Tibbi Uriinler Sanayi ve Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme
Denetim Egitim Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID

UDEM  No: 2292 according to 93/42/EEC Medical Devices Directive
| SimValve Flex PTV Balloon Catheter
Balloon Balloon Length (mm)
Diameter 20 30 40 50 60

(mm)

4,0 SVX0420 SVX0430

5,0 SVX0520 SVX0530

6,0 SVX0620 SVX0630

7,0 SVX0720 SVX0730

8,0 SVX0820 SVX0830

9,0 SVX0920 SVX0930

10,0 SVX1020 SVX1030 SVX1040

12,0 SVX1220 SVX1230 SVX1240 SVX1250 SVX1260
14,0 SVX1420 SVX1430 SVX1440 SVX1450 SVX1460
16,0 SVX1620 SVX1630 SVX1640 SVX1650 SVX1660
18,0 SVX1820 SVX1830 SVX1840 SVX1850 SVX1860
20,0 SVX2020 SVX2030 SVX2040 SVX2050 SVX2060
22,0 SVX2220 SVX2230 SVX2240 SVX2250 SVX2260
24,0 SVX2420 SVX2430 SVX2440 SVX2450 SVX2460
26,0 SVX2620 SVX2630 SVX2640 SVX2650 SVX2660
28,0 SVX2820 SVX2830 SVX2840 SVX2850 SVX2860
30,0 SVX3020 SVX3030 SVX3040 SVX3050 SVX3060

SimValve Force PTV Balloon Catheter
Balloon Balloon Length (mm)
Diameter 20 30 40 50 60

(mm)

4,0 SVF0420 SVF0430

5,0 SVF0520 SVF0530

6,0 SVF0620 SVF0630

7,0 SVF0720 SVF0730

8,0 SVF0820 SVF0830

9,0 SVF0920 SVF0930

10,0 SVF1020 SVF1030 SVF1040

12,0 SVF1220 SVF1230 SVF1240 SVF1250 SVF1260
14,0 SVF1420 SVF1430 SVF1440 SVF1450 SVF1460
16,0 SVF1620 SVF1630 SVF1640 SVF1650 SVF1660
18,0 SVF1820 SVF1830 SVF1840 SVF1850 SVF1860
20,0 SVF2020 SVF2030 SVF2040 SVF2050 SVF2060
22,0 SVF2220 SVF2230 SVF2240 SVF2250 SVF2260
24,0 SVF2420 SVF2430 SVF2440 SVF2450 SVF2460
26,0 SVF2620 SVF2630 SVF2640 SVF2650 SVF2660
28,0 SVF2820 SVF2830 SVF2840 SVF2850 SVF2860
30,0 SVF3020 SVF3030 SVF3040 SVF3050 SVF3060

UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. AS
Mutlukent Mahallesi 2073. Sokak (Eski 93 Sokak) No:10 Umitkdy — Gankaya — ANKARA
www.udem.com.tr

T:03124430390 F:03124430376 info@udemltd.com.tr
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