Manufacturer Declaration of Conformity

Manufacturer’s name: Norma instruments Zit,
Place of business: 3530 Miskole, Arany Janos w. 1113, Ziem. 211, Hungary
Products: Norma leon-3 Automated 3-part Hematology Analyzer, Reagents and
Control materials
Classification: General/Other IVD
REF .- Number: Listed in the attachment below
Place of factory: Norma Instruments Zrt.

1038 Budapest, Papirgyar u. 38-59, Hu

Instrument was tested according to:
EN fi‘é(? “4 (}~ 12001 (Second Edition);

ENG6I0 201905
EN ()N} 2-101:2002;
EN 61326-1:2003;

g
EN61326-2-6:2013;
EN 3501 1:2009 A1:201
EN 61000-3-2:20006 -
EN 61000-3-3

2009+ A2:200%;

We, Norma Instruments Zrt., do herewith declare under our sole responsibility that the

-

CE marked In Vitro Diagnostic Medical Devices listed in the attachment below

wirements of Annpex 1 and with the reguiremenis

are in conformity with the Essential Reg
listed in Annex I by the Directive 98/
Directive)

TYEC on in vitro diagnostic medical devices (/17D

and are in conformity with the requirements of the harimonized quality management system of
EN IS0 13485.

Budapest, 2( i‘} 01/

{ :}*_';éef § secutive ( }ﬁjgcu Digitally signed by Lazari Cristina
: Date: 2026.01.02 12:07:47 EET
Norma Instruments Zrt: Reason: MoldSign Signature

Location: Moldova
! MOLDOVA EUROPEANA

teb+36 1 815 4370 fax: +36 1 815 4379 emaib office@normadiagnostika.com

Norma instruments Zrt, - 3530 Miskole, Arany Janos u. 1113, Zem. 211,
Mailing Address: 1038 Budapest, Papirgyér u. 58-58. VAT number: 24742155-2-05




Product Names

Product Codes

Yolume

leon-3

Hematology Analyzer

NI3OH

Norma-1Dii3

IC-11735

Norma-1Ini3

“»,,‘

Narma-iDii3

Norma-ilyse3d

. 1L

Norma-15013

Norma-150l3

1C-41735

Norma-1HClean

[C-81731

100 mi

iHClean

Norma-

IC-81730

L

orma-tHClean 4ml

1C-81734

4 mi

Norma-iRP31

IC-91711

100 tests

34
Norma-iRP35

1C-91715

500 tests

NormaCont3+ NIC-0P32L 2,5 ml
Mormalont3+ NIC-OP32N 2.5 ml
NormaContd+ NIC-GP32H 2,5 ml

NormaCont3+ KIT K1

6 x 2,5 ml (2L2NZH)

NormaCont3+ KIT K2

Ex 2,5 ml (QL,6NIHD

NormaCont3-

FKIT K3

NIC-032K3

10x2

5 ml (2L.6N.2H)

Normalont3+ KT K4

NIC-032K4

12x2,5

2,5 ml (Z1L8N.2H)

MNormaConi3+

+ KIT KL

NIC-032K1.

6 x 2.5 ml{6L)

NormaCont3+ KIT KN

NIC-032KN

6 x 2.5 ml (6N)

Normal on

3+ KIT KH

NIC-032KH

6 x 2.5 ml (6H)

NormaCal3

NIC-CAL32

2.5 mi

Norma Instruments ¢
Mailing Address
4370 faxe +36 1815

teh+36 1 81

4379 amall
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1038 Budapest, Papirgydr u, 58-89, VAT number; 24742159-2-05
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