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EC DECLARATION OF CONFORMITY

Manufacturer Address ' TRADE-PRODUCTION PRIVATE UNITARY ENTERPRISE
| «FIATOS»

26, FABRICHNAYA STR.,OF 18B (4N), MINSK, 220033,

REPUBLIC OF BELARUS

Z tel/fax: +375172210290, e-mail: flatos@mail.ru

| Manufacturing facilities 11b, Smolenskaya str. Vitebsk ,210029

| Address Republic of Belarus; (BY - BELARUS)

tel. +3752212481550

| e-mail: flatos@mail.ru

. European Representative | ACTIVE EXPORT LTD :

| Address 2nd Floor,13 John Prince's Sireet, London ,United Kingdom

Fax: +44 20 768 13 185 9

2 ' e-mail. active.expsu@gmail.com

Product name : Surgical sutures with needle and without needle sterile
(see the annex to the EC declaration )

Classification - | Class Ill, Medical device, Sterile
‘Cert. 9124 FITS
' 1QNet Certificate Number ' 109050 -
"Scope of certification in | Manufacturing of sterile surgical sutures with needle and
- language: without needle single use and manufacturing surgical
meshes with and without accessories B L
' Standard ‘ EN ISO 13485:2012 i
"Applicable Additional | EN 556-1:2011, ISO 11135, ISO 10993-7, ISO 11737-1,
| Standards ISO 11607, ISO 14971 |
* Partner / Certification ; |
' Body CISQ (ltaly)
| Main Activity field EAJIAF NA

We herewith declare that the above mentioned products meet the provision of the
Council Directive 93/42/EEC and Commission Directive 2007/47/EC according to Annex
Il ,section 4 is required for medical devices. All supporting documentation is retamed
under the premise of the manufacturer . -

cith
Name F.KLYHIN
Position General Manager
Signature

Date : : A 2018-10-22
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Manufacture : 210029 VITEBSK (BY - BELARUS)

Products : Surgical sutures with needle and without needle sterile

non-absorbable

-Suture ,Polyvinylidene Fluoride (PVDF) monofilament
-Suture ,Polypropylene monofilament
-Suture ,Polyester braided

-Suture, Silk

-Suture, Kapron braided

-Suture, Kapron twisted

-Suture, Lavsan

-Suture, Polikaproamidny

-Suture , Silk virgin

-Suture, Ftoreks

-Suture, Nylon monofilament

-Suture, Nylon braided

-Suture ,Polyester monofilament

-Suture, Filen

-Suture, Fiber Plus

-Suture, Polyphy | with and without Pledget
-Suture, Stainless steel monofilament
-Suture, tape Polyester

-Suture, Monoflon

absorbable

-Suture, PGA
-Suture, PGA Quick
-Suture, Lacryl
-Suture, Lacryl Quick
-Suture, PDS ‘
-Suture, PGA MO
-Suture, Policril
-Suture, Monosorb

F.KLYHIN

Name

Position General Manager
Signature

Date :
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