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DECLARATION OF CONFORMITY

We, the company
Meditii Kft. H-6900 Mako, Rakosi ut 6.

In our capacity as manufacturer declare in own responsibility that the medical device of class
1 according to Annex IX of Directive 93/42/EEC

surgical needles, non-sterile — article see attachment

is designed and manufactured in agreement with the guideline 93/42/EEC. The essential
requirements according to Annex 1 are fulfilled. The technical documentation is kept under the
address above. The conformity evaluation was performed according to annex VIl of the
guideline 93/42/EEC, Applicable harmonized standards were used.

Surgical needles are made of modern stainless steel material (WNr. 1.4028/1.4031) with spring
or regular eyes and electropolished design.

The production is according to Standard 1SO 9001:2015.
Certificate Registr. No. 01 100 1824252.

Sales market for surgical needles: for Germany, Hungary, France and America.

This declaration is valid untit 25. May 2024.

Mako, 10. December 2023. o
MEDITU
Sebészeti Varrdtii Gydrié Kfi.
6900 Makd, Rakosi it 6.
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Dr. Téth Istvan Ti
managing director
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MEDITU KFt.

Diameters and Lengths of Surgical Needles (mm)

M E D lT U Annex No. 1 of the Declaration of Conformity
Type Sizesign | Diameter | Length Type Sizesign | Diameter | Length Type Sizesign | Diameter | Length
A 000 1,80 100 PB 00 0,80 75 Keith 0 1,00 80
B 00 1,60 92 PC 0 0,80 65 Keith-R 1 0,90 75
G 0 1,60 85 PD 1 0,70 55 2 0,90 70
AR 1 1,40 80 PH 2 0,70 45 3 0,90 65
BR 2 1,40 75 PA 3 0,60 36 4 0,80 60
GR 3 1,30 70 4 0,60 30 5 0,80 55
BT 4 1,30 65 5 0,60 25 6 0,80 50
GT 5 1,20 60 6 0,60 22 7 0,70 45
6 1,20 55 7 0,50 20 Kénig 1 1,20 55
7 1,10 50 8 0,50 18 2 1,10 50
8 1,00 45 9 0,50 15 3 1,00 45
9 1,00 40 10 0,50 12 4 1,00 40
10 0,90 36 AV 1 2,00 100 5 0,90 36
11 0,30 32 BV 2 2,00 90 6 0,80 34
12 0,30 28 3 1,80 80 7 0,80 32
13 0,70 25 4 1,80 70 3 0,80 30
14 0,70 22 5 1,60 50 5 0.80 2%
1 0,60 20 6 1,60 55 10 0,70 23
15 g5 12 7 1,50 50 11 0,60 20
GA 000 2,00 90 s 40 a5 5 0.60 T
AR %o 1,80 &0 9 1,30 40 Neumann |1 0,70 23
GAT 0 1,80 70
: = o 10 1,20 35 2 0,60 18
= 1:60 = 11 1,10 30 Kalt 00 0.35 25
; 150 5 12 1,00 25 0 0.35 22
7 140 W 13 0,90 22 1 0.35 20
5 130 20 BE 1 1,40 30 2 0.35 16
5 120 35 GE 2 1,40 75 3 0.35 12
7 110 30 BER 3 1,30 70 4 0.35 10
8 1,00 25 4 1,30 65 Mayo 1 1,50 50
9 0,90 2 5 1,20 60 MayoT |2 1,40 45
10 0,80 19 6 1,20 55 3 1,40 42
11 0,80 16 7 1,10 52 4 1,30 40
E 000 1,30 70 8 1,10 50 PM/S 1 2,00 145
e 00 120 &0 9 1,00 47 PM/A 2 2,00 130
0 1,20 55 10 1,00 45 3 2,00 115
1 1,00 47 iU 1,00 40 4 2,00 100
> To0 P 12 0,90 38 : 150 g5
3 550 = 13 0,90 36 : 180 75
2 0,80 28 “ 0,80 = PayrG |00 0.35 25
5 0,70 2 15 0,80 L 0 0.35 2
6 0,60 18 15 50 EL 1 0.35 18
7 0,50 15 L 0,80 28 2 0.35 16
5 0,50 = 18 0,70 25 S oo 5
19 0,70 23
0B 0 0,60 36 Payr C 1 0.35 30
0G 1 0,60 30 i 0,70 L 2 0.35 25
OA 2 0,50 25 21 9,60 20 3 0.35 22
3 0,50 21 = = = 4 0.5 20
: 0,50 e 5 0.35 16
2 0,20 L 6 0.35 1
6 0,50 12 Ferguson |1 1,40 74
H 00 1,40 75 5 130 63
HR 0 1,20 60 . 110 -
i 1,10 > 4 1,00 40
2 1,00 45
3 0 = 5 0,80 34
4 0,80 30 : L =
5 0,70 2
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