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EU Declaration of Conformity

to REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 5 April 2017 on medical devices

Manufacturer: Greiner Bio-One GmbH SRN: AT-MF-000024608
Bad Haller Strafke 32
4550 Kremsmtuinster

Austria
Production Nipro (Thailand) Corporation Ltd.
Location: 10/2 Moo 8 Bangnomko, Sena,
Phra Nakhon Si Ayutthaya 13110
Thailand
Product / SAFETY Blood Collection/Infusion Sets
Product Group: (for details please refer to page 2-3)

Basic UDI-DI (GMN): 912001757G0000077AA
Classification: Class lla according to Regulation (EU) 2017/745 of the european parliament and

of the council of 5 April 2017 on medical devices, Annex VIl - Chapter llI
Classification Rules - 5.3. Rule 7 without application of exceptions

GMDN Code(s): 65416

We herewith declare under our sole responsibility that the products specified above meet the
provisions of the above-mentioned Regulation. All supporting documentation is retained under the
premises of the manufacturer.

Conformity Assessment procedure according to Annex IV of the Regulation (EU) 2017/745.

TUV SUD Product Service GmbH, RidlerstraRe 65, 80339 Munich
G15 029670 0040 Rev. 00, valid until 12 October 2030

Standards / common specifications:
Refer to the list of applicable (harmonized) standards and common specifications in the Technical

Documentation.
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Kremsminster, 13.10.2025 [ ¢ /
/Z Daniel Stocker
- PRRC

Person Responsible for Regulatory Compliance
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Product Group Product name - detailed product description Item numbers
SAFETY Blood | o e e, singe.packed Storte, not made with
Collection/Infusion gleng > Singie-p ’ ’ 450081V1
Sets natural rubber latex
(1,080 pcs.)
SAFETY Bond |, S ETY Bt it e e 2 it
Collection/Infusion g'eng » SINGIe-p ' ’ 450082V1
Sets natural rubber latex
(1,080 pcs.)
e eod tubin ISQFI‘[EJI' I?:%ogn?)o!?r? tll(()er—] iit(;dl_uset);rﬁgagirn?;c?efm?t/: natural
Collection/Infusion gleng > Single-p : ’ 450083V/1
Sets rubber latex
(1,080 pcs.)
SAFETY Blood tubin ?Q}FEJI' I?:%Ogn?)ot?: tll?ar-] 2§L;dLleT;;iA;garﬁirnfgfe);v?tl: natural
Collection/Infusion g'eng » singie-p ' ’ 450084V1
Sets rubber latex
(1,080 pcs.)
SAFETY Blood tubin l:nATf;\:/g’lf)(C:% Sr?:l)e(:ilr? nl(as-eLZkHezldsetrerzi:eano?ﬁade with
Collection/Infusion gleng » SINgie-p ’ ’ 450085V1
Sets natural rubber latex
(420 pcs.)
SAFETY Blood tubin |<=,SnAlt:r|uE ;\1(/2!'08% Sron”)e:l: nleie;klzgld;;ﬁffnxo? /:nade with
Collection/Infusion g'eng > Singie-p ' ’ 450086V/1
Sets natural rubber latex
(420 pcs.)
SAFETY Blood tubin IenSQFAIrE"-ETOB(I:(r):)d scfr? ”lee‘itlc:::li%t gt:?i:geggsrcr-;:dz/jvith natural
Collection/Infusion gleng » Singie-p ' ’ 450087V1
Sets rubber latex
(420 pcs.)
SAFETY Blood tubin Iens’g‘wFé‘E?I{OBcl:cr)’r?)d ;:II’(I) ”?e(itl(;r(]:l?ej -;tgﬁllge:uft:3 ri:dzljvith natural
Collection/Infusion gleng » Singie-b : L 450088V1
Sets rubber latex
(420 pcs.)
SEFEIRY B0 tubin IeiA;EJT/S!CZ(‘I)g S;I)Ie:iior;t/el—n f:(S::fendSsetteﬁeG :o?/riade with
Collection/Infusion gleng » Singie-p ' ’ 450090V1
Sets natural rubber latex
(1,080 pcs.)
AN tubin |eSn/3‘chE7T T/E'!(Z?g Srz|)|e::]or;2n fiife”dsffeﬁf :o?/:nade with
Coliection/Infusion gleng > Singie-p ’ ’ 450091V
Sets natural rubber latex
(1,080 pcs.)
EAPEIRY Blaod tubin IeSnAchE;-1Y/2'kz(1)g S:J)'e:;tgorllg_n f;z:f;dssttefi?f r)m(o?/riade with
Collection/Infusion gleng » SINgIe-p ’ ) 450092V1
Sets natural rubber latex

(1,080 pcs.)
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Product Group Product name - detailed product description Item numbers
SAFETY Blood Collection Set + Luer Adapter 21G x 3/4"
SAFETY Blood tubing length 12" (30 cm), single-packed, sterile, not made with
Collection/Infusion natural 450095V1
Sets rubber latex
(1,080 pcs.)
SAFETY Blood Collection Set + Luer Adapter 23G x 3/4"
SAFETY Blood tubing length 12" (30 cm), single-packed, sterile, not made with
Collection/Infusion natural 450096V1
Sets rubber latex
(1,080 pcs.)
SAFETY Blood Collection Set + Luer Adapter 25G x 3/4"
SAFETY Blood tubing length 12" (30 cm), single-packed, sterile, not made with
Collection/Infusion natural 450099V1
Sets rubber latex
(1,080 pcs.)
SAFETY Blood Collection Set + Holder 21G x 3/4"
SAFETY Blood tubing length 12" (30 cm), single-packed, sterile, not made with
Collection/Infusion natural 450160V1
Sets rubber latex
(420 pcs.)
SAFETY Blood Collection Set + Holder 23G x 3/4"
SAFETY Blood tubing length 12" (30 cm), single-packed, sterile, not made with
Collection/Infusion natural 450161V1
Sets rubber latex
(420 pcs.)
SAFETY Blood Collection/Infusion Set 21G x 3/4"
SAFETY Blood tubing length 12" (30 cm), single-packed, sterile, not made with
Collection/Infusion natural 450191V1
Sets rubber latex
(1,080 pcs.)
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