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Technical Data
Sheet

Product specification

1. Product name SOL-M™ Luer Lock Syringe with Exchangeable Meedle

SOL-M™ 1 3 5 1020 30,60ml Standard Luer Lock Syringe with Exchangeable Needles are
used to inject medicines and vaccines into, or withdraw fluids from, the body.

SOL-M™ Luer Lock Syringe with Exchangeable Meedles are sterilized by Ethylene Cxide
Gas. Each Blister Pack, Dispenser Box and Case are labeled with the contents and the
appropriate information per the FDA's Cuality Systemn Regulation and Labeling
requirements.

SOL-M™ Luer Lock Syringe with Exchangeable Meedles are used to inject medicine or
vacdnes into, or withdraw fluids from, the body.

2. Description

3. Characteristics

4. Intended use

5. Instructions for

use N"IIIA
REF size :
12012010 1ml 20G*1” ZEF 5|zf _
18012912 1ml 29G*1/2" 1231215 3ml 186 13;“;‘;!
012912PC | 1ml 29G*1/2" PC 1832010 3ml_20G*1
= 1832015 Iml 20G*1 1/2*
i e Pryn 1832110 3ml 21G*1*
SE el BG,},, 1832115 Iml 21G*1 1/2*
SEa o Ef Ca 1832210 3ml 22G*1*
e im 258 ,1 1"?, 1832215 Iml 22G*1 1/2*
b 3ml_25G75/8 18322175 Iml 22G*1 1/4°
18321107 Iml Tray 21G*1" = =
18322107 Iml Tray 22G*1°
E. %izes and REF 12373107 3ml T:f T3 1852210 Sml 226*1"
numbers e Iml 236°1 12" 1852010 Sl 20G°1"
T T 1852015 Smi 20G*1 12"
. 1852110 sml 21G*1"
= S — 1852115 Smi 21G*1 1/2
e 10m EG,G Ca—- 1852215 Smi 22G*1 1/
S 10w 208 lt]“',? 18521107 | SmiTray 21G6*1"
e -om 11,'5 Ea 18520107 | SmiTray 20G6*1"
s 10mi| 21671 1/2 18521107 | SmiTray 21G*1"
1812210 10ml 22G*1"
110101120011 | 10mi Tray 20G6*1" REF Size
110101120012 | 10ml Tray 21G°1" 18221155 | 20ml 22G*1 1/2” SIDE
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7. Technical

1. List of Materials

Latex free

PHT / DEHR / PV
BPRA free

Shelf life

Technical information

Sterilization method

Packasing
specification

Component namea

Flungsr

Barrel

Gazkst
Meedls hub

Meedle cap

Cannula
Adhaszive
Meedls Lubricant

Barrel Lubricant

YES

YES

5 years

Sterilized using Ethylene Cxide

5.1 Sales unit

Drawing

Tl 3mdhSmi \ 10miY 20ml
30ml
E0ml

Im3mhsmli
10ml

20ml
30ml SIDE

&0ml SIDE

Material

PP: 52507

PP: 52507

PC IR2200

Latex fres rubber
PP: H1500

PP: RP344RE

Stainless steel: SUS304
Epaxy: YD-128

Silicon oil: Xilikang 201-350cst
Silicon oil: OC 360 12500cst

100
50
30

&S00
1200

Units per box

200 Units per case

240

Plunger
Barrel
Gasket
MNeedle hub

5. Meedle cap
&. Cannula
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Quality and Regulatory information

1. Quality certificate

2. Product
classification

3. List of standards

REV 02

Date

Quality Management System according 150 13485

Class lla according to Annex IX of MDD 93/42/EEC
The product is compliant with the following standards and

regulations:

Document reference

150 7BE6-1:2017

150 TE64:2016

150 3626:2015

150 60092015

150 B0365-7:2006

150 10993-1:2008

150 1099542007

150 10993-5:2008

150 10993-7:2008/Cor 1:2009

150 10993-10:2010

IS0 15223-1:2006

150 11607-1:2006/Amd 1:2014

150 11607-2:2006/Amd 1:2014

150 11737-2:2009

150 11135-1:2004/Amd 1:2018

EMN 1041:2008+A1:2013

12.07.2019

Title

Sterlle hypodermic syringes for single use-Part 1: Syringes for
rranual use

Sterlle hypodermic needles for single use -- Reguirements and
test methods

Stainless steel needle tubing for the manufacture of medical
devices — Requirernents and test methods

Hypodermic nesdles for single wse — Cobour coding for
Identification

Condcel fittings with 3 6 % [Luer] taper for syringes, needles and
certain other medical egquipment - Fart 1: General requirernents
Biological evaluation of medical devices -- Part 1: Eveluation and
testing within a risk management process

Biologica] eveluation of medical devices — Part 4: Selection of
tests fior Interactions with blood

Biological eveluation of medical devices - Part 5: Tests for Invitro
cytotoicity

Biological evaluation of medical devices -- Fart 7: Ethylene oxide
sterilization residuals

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

madical devices - Symbols to be used with medical device labels,
labelling and Information to be supplied - Part 1: Genersl
requirernents

Packaging fior terminally sterllized medical devices - Part 1:
Requirernents for materlals, sterle barrier systems and
packaging systems

Packaging fior terminally sterllized medical devices - Part 2:
validation reguirements for forming, sealing end assembly
processes

sterllization of medical devices — Microblologlcal methods - Part
2: Tests of sterllity performed In the definition, validation and
rraintenance of a sterlization process

Sterilization of heslth-care products — Ethylene odde -
Requirernents for the development, walidstion and routine
cantrol of 2 steriflization process for medical devices

Infarmation supplied by the manufacturer of medical davices
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