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CERTIFICATE

Full Quality Assurance Sysiem
Medical Devices Directive 93/42/EEC Annex |l (Excluding Section 4)

M.2014.'06.6908-1 Design Examingtion Certificate Waos Prepored for Class Il Products Defined in This Certificale.
Cempany heme : TMT Tibbi Medike! Malzemeleri Scnoyi ve Ticaret AS.

Company Adcdress : Fatih Mah. 1188 Sok. No: 14 Sernic Goziemir iZMIR / TURKEY

Related Directives and Annex @ 93/42/EEC Mecical Devices Directive - Annex Il [Fxcluding Section 4)

Product : |- Spinal Anesthesic Needles - Sets - Kits - Class 1l - Sterile
- Spincl Anesthesic Needies
- Spinal Anesthesic Sels
- Combined Spinc! Epidural Anesthesio Sels
- Combined Spinc! Epidural Anesthesia Kils
2- Epidural Anasthesic Needles - Sets - Kits - Class Hla - Slerile
- Epidurai Anasthesia Needles
- Epldurc! Anesthesic Seis
- Epidurc] Anesthesio Kits
- Echogeric Transforaminal Epidural Cennulo wilh Blun! Tip
- Echogenic Transforominal Epidurcl Cennula with Blun! Tip Sets
- Couda! Anesthesia Needes
- Caudc! Ancsihesio Sels

3- iintrauterine Centreceptive Device - Class [l - Stedle

4- Selginger {Angiography| Needle - Closs Il - Stevile

3 Biopsy and Aspiration Needies-Kits and Accesscries - Class lla - Sterile
6- Medical Accesscries for Anesthesia - Class lla - Stedle

7- Medical Accesscries for Anesthesic-Closs | - Sterile

GMDN 135212, 34845, 58293, 34842, 45178, 34841, 46920, 12747, 47540, 35884,
456350, 45018, 45316, 31245, 18069, 35795, 34916, 37040, 46113
Product Types cre attached.

Cextificcle Number : M.2016.106.6908

Report Numboer : MD.3193.Y8

initicl Assessment Cate 1 16.07.2016

Registration Dote 128.07.2016

Recertification Assessment Date : 01.08.2019

Reissue Date / No : 20.01.2020/01

Revision Date /No 3 &

Exgiry Dale 1 27.05.2024
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CERTIFICATE

EC Design-Examination Ceriificate

93/42/EEC Directive of Medical Devices Annex Il, Section 4

With the expire of the certificate M.2016.1046.69C8 the validity of the certificate
M.2016.106.6908-1 will also end.

Company Nome 1 IMT Tibb’ Medikal Malzemeleri Sanayi ve Ticaret AS.

Cempery Address : Fatin Mch. 1188 Sok. No: 14 Sernic Gaziemir iZMIR / TURKEY

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

: 1- Spinal Anesthesic Needles - Sets - Kils - Class [l - Sterile

- Spinal Anesthesia Needles

- $pinal Anesthesia Seis

- Combined Spincl Epidural Anestinesio Sets
- Combinec Spina! Epicural Anesthesio Kitsts

2- Infravlerine Contraceptive Device - Chass 1l - Sterile
3- Seldinger (Angiogradhy; Needle - Class lii - Stetile

GMDN 135212, 34845, 46920, 12747

Product Types are aftached.

Certificaic Number 1 M.2016.106.6908-1
Report Number :MD.3193.YB

Initic] Assessment Date 1 16.07.2016
Recistration Date :28.07.2016
Recertification Assessment Date : 01.08.2019

Reissue Date / No
Revision Date /No
Expiry Date

: 20.01.2020/01

1 27.05.2024
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