
'EC Seularatlon of fonformitY
Acc*rding to Annex lll of the IVD Directive $S/79/EC

, This is to certifu that following IVD {ln'Vitro Biagnostics} products:

Classifi*d as:

Manufactured bY:

Labosel and Debooglu and Debonned plastir medical and

laboratory consumables listed in the attached Device

Sched ule,

'all othtr IVD Medical Devices' according to Artnex I rules'

Deboo$lu ln5. Mim. Tar. Ve Grda A.$.

Antakya OrganizerJ lndusuial Zone, Cakalh Mah' 14 Noltt

Yol, No:1" Belen, HataY, TurkeY, 31350

conrply with all essential requirements {Annex i) of the lvD Directive 98l79ltC' Ihis

compliance has been properly dccumented and covers the items listed in Annex I of

the IVD Directive.

undersigned declares tofulfillthe obligations inrposed byAnnex lllsection ? to 5:

a. Availability of the thechnical rJocunentation set in Annex lll isection 3),

allowing th* assessment of the conformity af the product witlr tlre

requirements of the Directive .

b. The manufacturer shalltake necsssary measures to ensure that the

manufacturing process follows the principles of quality assurance as

appropriate fort he products manufactured (Annex lll section 4).

c. The manufacturer shall institute and keep up to date a systernatic procedurc

to revicw experience gained fronr devices in the post-production phase and

to implement appropriate means to apply any necessary corrective a(tigns

{Annex lll section 5}.

Zoe:,;:;;.;c',{ D.*boo$lu A'$' hasr Q::lTy}:,':::i'i::::-::':,:,::'ff'X:::
f*.+gq5Oiis nr*aratisn of Cunformity i5 signed below, certifving that the requireme nts of

fu$gn* 

I and Annex lll have been met and documented'

ised Representative: D*booflu lns" Mirr' Tar' Ve Gtda AS

Antakya organired lndustrial zone, cakallr Malr. L4 Nr:lu Yol,

No:1 Belen, Hatay, TurkeY, 31350

Tel: +90 533 680 0S88
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Debooflu A,9. I'

Device Schedule

LaboselTM and DebMedrM includes the following consumables'

'/lltdsboo' \Il/ rr'ultrrluu( rrlru /6r)r r,
c*rltu Mrh. 14 lto lu Yol C;t. l;0. I

*r90 533 680 08 8t F!,!v,0, ?r

LaboselrM / DeboMedrM
Debooglu AS

A1€

Name Detail

Automatic Pipette TiPs Yellow: 5 - 200 uL, Blue: 100 * 1000 uL

Microcentrifuge Tube (EPPendofl 1".5 mL, with lid

Test Tube (Polystyrene) 5 mL 12x75 mm cYlindrical bot-to,m

Test Tube (Polystyrene) 10 mL 16x100 mL conicalbottom

Test Tube Caps For t2x75 mm and 16x100 mm tubes

Urine Specimen Containers Sterile and Non-Sterile

Urine Specimen Containers With Pochette and Not sterilized

Gaita/Stool/Faeces Containers With spoon and screw cap, Sterile and

Non-Sterile

Gaita/Stool/Faeces Containers 50 mL, pink

Centrifuge Tube (Falcon Tube) 15 mL, screw cap, PolYProPYlenec,

Sterile and Non-Sterile

***End of Schedule***
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