@SILA DATA & ESSENTIALS SHEET

STERILE HYPODERMIC 1 ML INSULINE
SYRINGE FOR SINGLE USE

USAGE SPECIFICATION

Purpose of Use:

It is used intramuscularly, intradermally, intravenously for the injection of insuline solutions according to the
need of the authorized user.

e Easy aspiration up to maximum volume

e  Minimum idle volume

e Leak-proof in compliance with ISO 7886-1 requirements

e  Plunger mobility in compliance with ISO 7886-1 requirements

e Available in Luer Lock and Luer Slip options Digitally signed by Perminov Andrei
) Date: 2025.08.21 11:23:50 EEST
e Transparent barrel for accurate volume reading Reason: MoldSign Signature

Location: Moldova

e Plunger stop for safety MOLDOVA EUROPEANA

e Free from DEHP and PVC
e For use only by healthcare professionals
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PRODUCT SPECIFICATION

Volume 1ml

Barrel Scaling Details 0,01 ml 0,05 ml

Idle Volume Average <0,07 ml

Nozzle Type / Syringe Luer Lock, Luer Slip, 6% taper, 1.2mm

Components Barrel, Plunger, Gasket

Hypodermic Needle Gauges s
Hub Color

Hypodermic Needle Length 1” 11/4” 5/8” 1/2" | 5/8” | 3/8” | 1/2"
Needle Cap Color Transparent and colorless

Needle Components Protective Cap, Cannula, Hub, Adhesive, Silicone Oil
SYRINGE COMPONENETS

Gasket
Material: Rubber

aterial: Stainless Steel

Plunger

Material: PP- Pol |
ateria olypropyle Neddle Closure

Material: PP-Polypropylene

Hub
Material: PP- Polypropylene

Barrel
Material: PP- Polypropylene

REGULATORY INFORMATION
Complied Directive 93/42/EEC Medical Device Directive
Risk Class & Rule lla, Rule 6

ISO 6009:2016, ISO 7864:2020, ISO 7886-1:2018, ISO 80369-7:2021, I1SO
8537:2016, I1SO 9626:2016

Insulin Syringe-38501, Vaccine Syringe (1,2,5,10,20,50 ml) Sterile Single-
Use Syringe - 35904; 18G—-30G Hypodermic Single-Use Needle - 59230

Product Standards

GMDN Code

STERILIZATION AND SHELF LIFE
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Sterilization Sterilized with EO
Shelf Life 5 years
PRODUCT RANGE
Product Description Reference No Barcode No
Disposable Sterll.e 1 m.I 3P 26Gx1/2" 0.45x13 01337 8687578913375
mm Needle Insulin Syringe
Disposable Sterllle 1 ml 3P 25Gx5/8" 0.5x16 01334 8687578913344
mm Needle Syringe
LABEL INFORMATION
Uyari isareti | Birincil Ambalaj i¢ Kutu Dis Kutu
Product Name - v v v
Product Size - v v v
Reference Number v - v
Lot Number v 4 v
Expiry Date 8 Vv v v
Production Date ﬁ‘:ﬂ N4 v v
Sterilization Method v v v
CE Mark C € 1783 v v v
'Do not use if package is
damaged' @ v v i
'Single use only' ® Vv v v
‘Do not resterilize' Vv - -
'Latex-free' v - -
J/ES:C
Storage Temperature 15 Vv v v
Barcode Number TR v v Y
Manufacturer Information N N4 N4 N4
PACKAGE DETAILS
A Inner Box Outer Box . . .
Product Description Quantity Quantity Box Weight Box Dimensions
1 ml Insulin Syringe 150 pcs 3000 pcs 12,50-13,00 kg 39,5%63*47,3 cm
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