@disera QVACUSERA C “

EC DECLARATION OF CONFORMITY

According to the annex Il the 98/79/EC Directive

Manufacturer - Disera Tibbi Malzeme Lojistik Sanayi ve Ticaret A.3
Address - ibni Melek 0.5.B mah. Tosbi Yol. 5.sokak No:46
Tire-izmir/Turkiye

Product : VACUSERA® Blood Collection Tube

Classification : According to annex Directive 98/79/EC
Class: IVD Other Device (all device except Annex Il and self
testing devices)

GMDN Code : See the Annex

We herewith declare under our sole responsibility that the above mentioned products the
following 98/79/EC In Vitro Diagnostic Medical Device Directive and applicable standarts. All
supporting documentations are premises of the manufacturer

Conformity Assesment Procedure: 98/79/EC Directive Annex llI

STANDARDS

Refer to List of applicable (harmonized) standards in technical documentation.

Place, Date: izmir, 27.09.2016

Signature: Kenan Deniz BUYUKAKMAN
General Manager

DEC_ Blood Collection Tube,03,27.09.16
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ANNEX TO THE
DECLARATION of CONFORMITY

Product

Classification

- VACUSERA® Blood Collection Tube

: According to annex Directive 98/79/EC

Class: IVD Other Device (all device except Annex Il and self

testing devices)

GMDN Code : See the Annex

Covers the following products in dimensions of 13x75mm, 13x100mm, 16x100mm, 8x120 mm and

9%x120 mm.
Product i GMDN GMDN
Code Progart Destriien Code Description
Evacuated blood collection
. i
234102 | VACUSERA® 2 ml Z No Additive 7850 | T s aditice
E d bl llecti
234104 | VACUSERA® 4 ml Z No Additive g7ss0 | Evacuated pload caliection
tube, IVD, no additive
Evacuated blood collection
3 =
235106 | VACUSERA® 6 ml Z No Additive M R
236109 | VACUSERA® 9 ml Z No Additive a7saq . | E¥acudied bood collection
tube, IVD, no additive
434102 | VACUSERA® 2 ml Z No Additive a7sep | Evacaated blood coliection
tube, IVD, no additive
Evacuated blood collection
4 VA ° iti
434104 CUSERA® 4 ml Z No Additive 47590 tube. VD, no additive
435106 | VACUSERA® 6 ml Z No Additive a7sng | DRauRted dasd ealiettion
tube, IVD, no additive
436109 | VACUSERA® 9 ml Z No Additive dtag | el oad Enieinn
tube, IVD, no additive
234201 | VACUSERA® 1 mlZ Serum Clot Activator a23g | Evacuated blood collection tube
IVD, clot activator
234202 | VACUSERA® 2 ml Z Serum Clot Activator 1238 | Evecuated blood collection tube
IVD, clot activator
234203 | VACUSERA® 3 ml Z Serum Clot Activator aJagg | Everusted blaod caliection tibe

IVD, clot activator

Place, Date: izmir, 27.09.2016

Signature: Kenan Deniz BUYUKAKMAN

General Manager

DEC _Blood Collection Tube,03,27.09.16




Product Product D iotion GMDN GMDN
Code g igiad oot Code Description
Evacuated blood collection tube
234204 | VACUSERA® 4 ml Z Serum Clot Activator 42386 5
IVD, clot activator
E ted blood collection tube
235206 | VACUSERA® 6 ml Z Serum Clot Activator SPHRE e S SRR
IVD, clot activator
Evacuated bl llection tube
236209 | VACUSERA® 9 ml Z Serum Clot Activator ey - | EyRsARten Mined Splecuion
IVD, clot activator
| .
236200 | VACUSERA® 10 mlZ Serum Clot Activator apagg | FYarusiad blaad callection hube
IVD, clot activator
E ted blood collection tub
434201 | VACUSERA® 1 ml Z Serum Clot Activator gy - | SEOREENE A0 e e
IVD, clot activator
! Evacuated blood collection tube
434202 | VACUSERA® 2 ml Z Serum Clot Activator 42386 | S ;
IVD, clot activator
E ted blood collection tub
434203 | VACUSERA® 3 ml Z Serum Clot Activator O | R h N R R R
IVD, clot activator
434204 | VACUSERA® 4 ml Z Serum Clot Activator apage | ocuaten bloud colisarion Tube
IVD, clot activator
435206 | VACUSERA® 6 ml Z Serum Clot Activator M e bl
IVD, clot activator
436209 | VACUSERA® 9 ml Z Serum Clot Activator it asRee SORGIRBRTS G0 hd
IVD, clot activator
: .
436200 | VACUSERA® 10 ml Z Serum Clot Activator sspg | Evacustad biood calleation tube
IVD, clot activator
234302 | VACUSERA® 2 ml Z Serum Gel & Clot Activator Ay1ze | TYaeuENen Biod Shilegtion
tube, VD, gel, clot activator
234303 | VACUSERA® 3,5 ml Z Serum Gel & Clot Activator spige | YRS Risod eolisstion
tube, IVD, gel, clot activator
235305 | VACUSERA® 5 mlZ Serum Gel & Clot Activator ey | Pe Wt b (Retiom
tube, IVD, gel, clot activator
236308 | VACUSERA® 8 mlZ Serum Gel & Clot Activator gy | Evarvated Hasd colection
tube, IVD, gel, clot activator
434302 | VACUSERA® 2 mlZ Serum Gel & Clot Activator Apgsy | | Cra AR aa i idn
tube, IVD, gel, clot activator
434303 | VACUSERA® 3,5 ml Z Serum Gel & Clot Activator a11yg | EYEcUsted bload eollection
tube, IVD, gel, clot activator
435305 | VACUSERA® 5 mlZ Serum Gel & Clot Activator 1128 - | Nemuesed slood tilectien
tube, IVD, gel, clot activator
436308 | VACUSERA® 8 ml Z / Serum Gel & Clot Activator diieg | CYEEUBIEG Bibad olleCiRn

tube, IVD, gel, clot activator

Place, Date: izmir, 27.09.2016

Signature:

Kenan Deniz BUYUKAKMAN
General Manager

DEC Blood Collection Tube,03,27.09.16




Product Sradu Bisssnta GMDN GMDN
Code i s Code Description
Evacuated blood collection
= oo .
234402 | VACUSERA® 2 ml LH / Lithium Heparin 47589 tube, IVD, lithium heparin
Evacuated blood collection
. i .
234404 | VACUSERA® 4 ml LH / Lithium Heparin 47589 tuibe, WD, Titksiurn hienars
Evacuated blood collection
B 5 :
235406 | VACUSERA® 6 ml LH / Lithium Heparin 47589 tube, IVD, lithium heparin
Evacuated blood collection
& e .
236409 | VACUSERA® 9 ml LH / Lithium Heparin 47589 tube, 1¥D, Iithium hepsrin
Evacuated blood collection
& in p
434402 | VACUSERA® 2 ml LH / Lithium Heparin 47589 tube, IVD, lithium heparin
434404 | VACUSERA® 4 ml LH / Lithium Heparin R e gt e
P tube, IVD, lithium heparin
Evacuated blood collection
© o .
435406 | VACUSERA® 6 ml LH / Lithium Heparin 47589 ki, A0S, b Ve
Evacuated blood collection
. o .
436409 | VACUSERA® 9 ml LH / Lithium Heparin 47589 tuitie, VD), Wbt eparin
; < Evacuated blood collection
234424 | VACUSERA® 4 ml NH / Sodium Heparin 47592 ; 2
tube, IVD, sodium heparin
235426 | VACUSERA® 6 ml NH / Sodium Heparin T it
tube, IVD, sodium heparin
236429 | VACUSERA® 9 ml NH / Sodium Heparin a7ggy . | FYRsuEted pond talicelion
tube, IVD, sodium heparin
434424 | VACUSERA® 4 ml NH / Sodium Heparin A75e | SPIGTEG Gldac mulietion
tube, IVD, sodium heparin
435426 | VACUSERA® 6 ml NH / Sodium Heparin gy el e
tube, IVD, sodium heparin
436429 | VACUSERA® 9 ml NH / Sodium Heparin P T gt ol
tube, IVD, sodium heparin
234413 | VACUSERA® 3 ml LH / Lithium Heparin & Gel agos | PYAcuated bioad caliaction
tube, IVD, lithium heparin,gel
235415 | VACUSERA® 5 ml LH / Lithium Heparin & Gel digny, | Teapesiex Hadasleriion
tube, IVD, lithium heparin,gel
236418 | VACUSERA® 8 mi LH / Lithium Heparin & Gel Ay, | SYORVERER oad Enicenion
tube, IVD, lithium heparin,gel
434413 | VACUSERA® 3 ml LH / Lithium Heparin & Gel agiA | VORISR hioad goliestion
tube, IVD, lithium heparin,gel
435415 | VACUSERA® 5 ml LH / Lithium Heparin & Gel Agpigd. - | SYARvEEsE biaad collaction
tube, IVD, lithium heparin,gel
436418 | VACUSERA® 8 ml LH / Lithium Heparin & Gel gy | Csmes Risud cslicttn
tube, VD, lithium heparin,gel

Place, Date: izmir, 27.09.2016

Signature:

DEC_Blo

Kenan Deniz BUYUKAKMAN
General Manager
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fydusera QVACUSERA C€
Product s GMDN GMDN
Code Product Description Code Description
VACUSERA® 1 ml Coagulation 9NC %3,2 Sodium Evacuated blood collection tube
42585 : .
24501 Citrate - Double Tube IVD, sodium citrate
= : e : r
234502 VACUSERA 1,8 ml Coagulation 9NC %3,2 Sodium 42585 Evacuate..-d blgod collection tube
Citrate - Double Tube IVD, sodium citrate
VACUSERA® 2,7 ml Coagulation 9NC %3,2 Sodium Evacuated blood collection tube
ki Citrate - Double Tube . IVD, sodium citrate
= - 5 > :
234504 VACUSERA 4 m| Coagulation 9NC %3,2 Sodium 47585 Evacuatgd blopd collection tube
Citrate IVD, sodium citrate
VACUSERA® 1 ml Coagulation 9NC %3,2 Sodium Evacuated blood collection tube
s Citrate - Double Tube 42585 IVD, sodium citrate
VACUSERA® 1,8 ml Coagulation 9NC %3,2 Sodium Evacuated blood collection tube
SEERE Citrate - Double Tube 12555 IVD, sodium citrate
VACUSERA® 2,7 ml Coagulation 9NC %3,2 Sodium Evacuated blood collection tube
e Citrate - Double Tube b IVD, sodium citrate
= a = 3 I :
434504 VfL\CUSERA 4 ml Coagulation 9INC %3,2 Sodium 42585 Evacuatc?d b god collection tube
Citrate IVD, sodium citrate
VACUSERA® 1,8 ml Coagulation 9NC %3,8 Sodium Evacuated blood collection tube
. Citrate - Double Tube 42588 IVD, sodium citrate
VACUSERA® 2,7 ml Coagulation 9NC %3,8 Sodium Evacuated blood collection tube
e Citrate - Double Tube 1455 IVD, sodium citrate
= : : : :
234514 VACUSERA 4 ml Coagulation 9NC %3,8 Sodium 42585 Evacuate?d blqod collection tube
Citrate IVD, sodium citrate
VACUSERA® 1,8 ml Coagulation 9NC %3,8 Sodium Evacuated blood collection tube
4
e Citrate - Double Tube 42585 IVD, sodium citrate ;
VACUSERA® 2,7 ml Coagulation 9NC %3,8 Sodium Evacuated blood collection tube
4
o Citrate - Double Tube e IVD, sodium citrate
= : = - -
434514 VACUSERA 4 ml Coagulation 9NC %3,8 Sodium 42585 Evacuat(.ed blqod collection tube
Citrate IVD, sodium citrate
. Evacuated blood collection tube
VACUSERA® 1, IC | NC CTAD - | : B
234522 | 1 S CoRpuAtan SRCCIRB-Dile . | s | un et Theanhyiin.
Adenosin-Dipyridamol (CTAD)
: Evacuated blood collection tube
VACUSERA® 2,7 mlC lation 9NC CTAD - D |
234523 | S ouble | 42569 | VD, Citrat-Theophylin-
Adenosin-Dipyridamol (CTAD)
VACUSERA® 1,8 m| Coagulation 9NC CTAD - Double Flaamirih Do solleeGon e
434522 Tube 42569 | IVD, Citrat-Theophyllin-
Adenosin-Dipyridamol (CTAD)
. Evacuated blood collection tube
VACUSERA® 2,7 ml Coagulation 9NC CTAD - Doubl
434523 R OUP'® 1 42569 | IvD, Citrat-Theophyllin-

Tube

Place, Date: izmir, 27.09.2016

Signature:

Kenan Deniz BUYUKAKMAN
General Manager

ollection Tube,03,27.09.16
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rydisera QVACUSERA Ce€
st Product Description i GM.DN
Code Code Description

b ollection tube
234601 | VACUSERA® 1 ml K2E / K2EDTA 43865 IE\‘/’;':“‘f;Ee;T A'°°d i
234602 | VACUSERA® 2 ml K2E / K2EDTA 43865 F\)ISTE?ST?OM bllctionake
234603 | VACUSERA® 3 ml K2E / K2EDTA 43865 f&’gf‘l‘(;t:g::”d o
234604 | VACUSERA® 4 ml K2E / K2EDTA 43865 lE\‘/’g’c‘I‘gEeth:"Od SHURENioN tibe
234605 | VACUSERA® 4,5 ml K2E / K2EDTA 43865 IEJ;,C?(;?STIZ\‘OOCI safisction fube
235606 | VACUSERA® 6 ml K2E / K2EDTA 43865 R’;T‘l‘(azt:g&md wo i e
236609 | VACUSERA® 9 ml K2E / K2EDTA 43865 IE\‘/’;’C‘:(?EESTTM ARG
434601 | VACUSERA® 1 ml K2E / K2EDTA 43865 ﬁ)’;’c‘l‘(;t:gﬁ\b"d caliacHiontube
434602 | VACUSERA® 2 ml K2E / K2EDTA 43865 IE\‘/’;’c‘l‘(;tEethXWd walisstion sube
434603 | VACUSERA® 3 ml K2E / K2EDTA 43865 B’;T‘:&?S;:“d Saliesten e
434604 | VACUSERA® 4 ml K2E / K2EDTA 43865 i}’;f‘::;:;;:“d collachion fube
434605 | VACUSERA® 4,5 ml K2E / K2EDTA 43865 lE\‘/';,c‘l‘(;tEegTZ'Wd calletion tube
435606 | VACUSERA® 6 ml K2E / K2EDTA 43865 F\\//lgf:lll(aZtEel;jTt,;IOOd tallogsion taae
436609 | VACUSERA® 9 ml K2E / K2EDTA 43865 IE\‘/’;'C‘I‘:?:;T':“" Ealipaipriybe
234611 | VACUSERA® 1 ml K3E / K3EDTA 47588 'E\‘/’;lcgt:g;:\"’"d e
234612 | VACUSERA® 2 ml K3E / K3EDTA AEEs | AR elestion Jbs

IVD, K3EDTA

234613 | VACUSERA® 3 ml K3E / K3EDTA 47588 R’S'c“‘(‘;t:;::“d e L
234615 | VACUSERA® 4.5 ml K3E / K3EDTA 47588 Evacuated blood collection tube

IVD, K3EDTA

Place, Date: izmir, 27.09.2016

Signature: Kenan Deniz BUYUKAKMAN

General Manager

DEC _Blood Collection Tube,03,27.09.16
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P::c:;uect Product Description GC':/)'dD: De(:::lil:):on
235616 | VACUSERA® 6 ml K3E / K3EDTA 47588 IE\‘/’;'C:'(?SSTTW" uliestiol Huke
236619 | VACUSERA® 9 ml K3E / K3EDTA 47588 IE\‘/’;'C‘:(?EEST?”" spllection tube
434611 | VACUSERA® 1 ml K3E / K3EDTA 47588 IE\\//Igf:llj(ZtEel;jTtXOOd callmrion tube
434612 | VACUSERA® 2 ml K3E / K3EDTA 47588 R’;’C‘l‘(;t:s;:\'0°d Sl dpine
434613 | VACUSERA® 3 mi K3E / K3EDTA 47588 FJ;,CEt:;TtXOOd aallection tehe
434615 | VACUSERA® 4,5 ml K3E / K3EDTA 47588 F\‘/’g’c‘l‘(;t:s;:wd el wube
435616 | VACUSERA® 6 ml K3E / K3EDTA 47588 lE\‘/’;’C:’(;tEeSTt:md Kplicsian ke
436619 | VACUSERA® 9 ml K3E / K3EDTA 47588 IE\‘/’;,C‘I‘(?EEST[:“C' il
234623 | VACUSERA® 3 mi K2E / K2EDTA & Gel 47587 :E\\/lla)j:llj(;t:ST:l,(;Z? i
235625 | VACUSERA® 5 ml K2E / K2EDTA & Gel 47587 F\yg’c‘l‘(;t:;;/’\""g‘;? enliserion ¥ube
236628 | VACUSERA® 8 mi K2E / K2EDTA & Gel 47587 F\y;'c‘l’(;t:sx;‘;f Suilagiion Hubn
434623 | VACUSERA® 3 ml K2E / K2EDTA & Gel 47587 :E\‘/’;,c‘l‘(azt:g;:"’g‘: Sl
435625 | VACUSERA® 5 ml K2E / K2EDTA & Gel 47587 IE\‘/’SIC‘I‘("“;:;TT;‘;‘: elielion ke
436628 | VACUSERA® 8 ml K2E / K2EDTA & Gel 47587 lE\‘/’SIC:’(aZtEe;Tt:‘;‘:: coliection b
234702 | VACUSERA® 2 ml FE / Sodium Floride & K3EDTA 58090 IEJS’C‘I‘(?E‘?STZ"QZ‘;iﬁ‘:‘:'if;'r‘i’(;‘et“be
234704 | VACUSERA® 4 ml FE / Sodium Floride & K3EDTA gl | =T DS gol SRR ATHOR
IVD, K3EDTA sodium floride
434702 | VACUSERA® 2 ml FE / Sodium Floride & K3EDTA 58090 R’S'C"‘(‘;t:;;:‘;ggiﬁ‘::ilc;:‘i’;et“be
434704 | VACUSERA® 4 ml FE / Sodium Floride & K3EDTA smpaq - | Evacnated bised callection tubie
IVD, K3EDTA sodium floride

Place, Date: izmir, 27.09.2016

Signature: Kenan Deniz BUYUKAKMAN

General Manager

DEC Blood Collection Tube,03,27.09.16
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g Product Description SE e
Code P Code Description

233902 | VACUSERA® 1,6 ml 4 NC / ESR Sodium Citrate aouiy, | Evacusted g col st s

IVD, sodium citrate
| .

233903 | VACUSERA® 1,28 ml 4 NC / ESR Sodium Citrate TR o 7 b
IVD, sodium citrate

234902 | VACUSERA® 2 ml 4 NC/ ESR Sodium Citrate juigg | ARt Hiaod Shlleeven Wi
IVD, sodium citrate

433902 | VACUSERA® 1,6 ml 4 NC / ESR Sodium Citrate azsgy - | Evacumisd Biaed seliechion tutm
IVD, sodium citrate

434902 | VACUSERA® 2 ml 4 NC / ESR Sodium Citrate a5, | Syl it el o A5

IVD, sodium citrate

Place, Date: izmir, 27.09.2016

Signature: Kenan Deniz BUYUKAKMAN

General Manager
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