9SILA

This declaration is provided in case of demand in Turkish or English with this format.

EC DECLARATION OF CONFIRMITY

We, SILA TEKNOLOJI VE SAGLIK ANONIM SIRKETI-GOLBASI SUBESI with Kavacik
Subayevleri Mah. Sehit Omer Halisdemir Bulvari No: 73/1 Kegioren/Ankara/Tiirkiye central address
and Ogulbey Mahallesi 3059. Cadde No:5 Golbasi/Ankara/Tiirkiye warehouse/ production/
fulfillment/ labelling/ packing address, state here that the products specified with model, class
according to the 93/42/EEC MDD Annex IX rules and information of GMDN code are in compliance
with;

EN ISO 13485:2016, EN 14971:2019, TS EN ISO 11135+A1:2020, TS EN 556-1:2009, TS EN ISO
15223-:2016, EN ISO 7886-1:2018, EN 1041+A1: 2014, EN ISO 7864:2016, EN ISO 20594, EN
6009:2016, TS EN ISO 80369-7, TS EN ISO 9626:2016, MEDDEV 2.7.1. Rev.4 2016, EN
1422:2014, TS EN ISO 10993-1:2021, EN ISO 10993-4:2020, EN 10993-7:2010, EN ISO 10993-

5:2009, EN ISO 10993-11:2018, EN ISO 10993-12:2013, EN ISO 11737-2:2020, TS EN ISO
14644-1:2015, NBOG:2010 standards and guidelines.

All the supportive documents showing the compliance are stored within our company.
The conformity method is chosen as Annex V Production Quality Assurance System.

Product GMDN
Niuiie Model Class | Rules Code
Vaccanation Syringe,1,2,5,10,20,50 ml Sterile Single
SYRINGE: | 1gg Syringes Ila 6 35904
18G,19G,20G,21G,22G,23G,24G,25G,26G,27G,30G
NEEDLE | Single Use Hypodermic Needles JIE] 6 59230

The compliance of our products with the above mentioned directives and documents are approved via
the below mentioned EC Product Compliance Certificate by the notified body TSE, located in
Bakanliklar, Necatibey cad No:112, 06570 Cankaya/Ankara address with 1783 ID number,

Certificate No 1783-MDD-155

CE Label Publish Date

11.03.2020
Certificate Validity Date 26.05.2024
Certificate Revision No 0
Certificate Revision Date 25 05.2021

Approved by [hsan Sahin
Title Chairman
Approval Date 25.05.2021
Place of Approval ANKARA

Declaration Revision No
Declaration Revision Date

Digitally signed by Moraru Grigore
Date: 2024.02.29 16:51:40 EET
Reason: MoldSign Signature
Location: Moldova
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B.HYPODERMIC NEEDLES

Ref. No Description Needle Size (mm)
01141 18Gx 11/2" 1.2x38 mm
01142 19G x 1 1/2" 1.1%38 mm
01143 20G x 1 1/2" 0.9x38 mm
01144 21G x 5/8" 0.8x16 mm
01145 21G x 1 1/2" 0.8x38 mm
01146 22G x 1 1/4" 0.7x32 mm
01147 22Gx11/2" 0.7x38 mm
01154 23G x 5/8" 0.6x16 mm
01148 23G x 1" 0.6x25 mm
01149 23G x 1 1/4" 0.6x32 mm
01155 23G x 1 1/2" 0.6x40 mm
01156 24G x 1" 0.55x25 mm
01157 25Gx 5/8" 0.5x16 mm
01150 25G x 1" 0.5x25 mm
01158 25Gx1 1/2" 0.5x40 mm
01151 26G x 1/2" 0.45x13 mm
01159 27G x 112" 0.4x13 mm
01152 27G x 1 1/2" 0.4x40 mm
01153 27G x 2" 0.4x50 mm
01160 30G x 5/16" 0.3x8 mm
01161 30G x 1/2" 0.3x13 mm
GMDN Code: 59230
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