i
B

Digitally signed by Moraru Grigore o
Date: 2024.09.23 11:21:22 EEST (=
Reason: MoldSign Signature
Location: Moldova

| MOLDOVA EUROPEANA |

FRi
KANGJIN

S 1))

il lll
S

{52

TECHNICAL DATA SHEET

Endoscopic Injection Needle

Intended use:

Endoscopic Injection Needle is intended for injections in the gastrointes
suitable for stopping bleeding in varicose veins.
Instruction for use see IFU.

Product range

REF Description

Teflon catheter, Position fixing system, Luer connector, catheter: @2.4mm, L 200cm
Needle size:23G; Needle length:5mm

Material information Sterilization

IN-A-2420-2205

Handle.......ooooiii ABS SEETTIET...ceeeee e YES

Outer sheath.................oo, PTFE Shelf life......o.oveiiii 2 years

Innertube...........oo Natural latex-free

Needle....coooeviiiiiniin.n. Medical grade stainless steel
Product classification........................... Class Ila sterile
Quality system certificate...................oooeene. ISO 13485

Storage
No special storage or transportation condition. Recommendations to store in room temperature.
Store in dry and warm place and not exposed to strong light.

Standards Reference Content

1SO 9626 2016 Stalnles§ steel needle tubing for the manufacture of medical devices
— Requirements and test methods

ENISO 15223-1 001 Medical devices - Symbols to be used with %nformatlon to be supplied
by the manufacturer - Part 1: General requirements

EN ISO 14971 2019 Medical devices - Application of risk management to medical devices

EN ISO 10993-1 2020 B10.10g1c§1 e‘:valuajltlon of medical devices - Part 1: Evaluation and
testing within a risk management process

EN ISO 10993-4 2017 Blologlcal evaluatlon. of med.lcal deylces - Part 4:
Selection of tests for interactions with blood

ENISO 10993-5 2009 B1010g1f:a'1 evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity
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Standards

Reference

Content

EN ISO 10993-7

2008/AC:2009

Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals - Technical Corrigendum 1

EN ISO 10993-10

2023

Biological evaluation of medical devices - Part 10: Tests for skin
sensitization

EN ISO 10993-11

2018

Biological evaluation of medical devices — Part 11: Tests for systemic
toxicity

EN ISO 10993-12

2021

Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials

EN ISO 10993-23

2021

Biological evaluation of medical devices - Part 23: Tests for irritation

EN ISO 14644-1

2015

Cleanrooms and associated controlled environments - Part 1:
Classification of air cleanliness by particle concentration

EN ISO 14644-2

2015

Cleanrooms and associated controlled environments - Part 2:
Monitoring to provide evidence of cleanroom performance related to
air cleanliness by particle concentration

EN 17141

2020

Cleanrooms and associated controlled environments —
Biocontamination control

EN ISO 11135

2014

Sterilization of health-care products - Ethylene
oxide - Requirements for the development,
validation and routine control of a sterilization
process for medical devices

EN ISO 11607-1

2020

Packaging for terminally sterilized medical devices -
Part 1: Requirements for materials, sterile barrier
systems and packaging systems - Amendment 1

EN ISO 11607-2

2020

Packaging for terminally sterilized medical devices -
Part 2: Validation requirements for forming, sealing
and assembly processes

EN ISO 11737-1

2018

Sterilization of health care products -
Microbiological methods - Part 1: Determination of
a population of microorganisms on products

EN ISO 11737-2:

2020

Sterilization of health care products -
Microbiological methods - Part 2: Tests of sterility
performed in the definition, validation and
maintenance of a sterilization process
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