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Feuerstein GmbH Tel.: +49 (0)30-84 58 85-0

1 Fax: +49 (0)30-84 58 85-33
Gustav-Krone-Strafte 3

D-14167 Berlin E-mail: inffo@suprama.com

Germany Internet: www.suprama.com

EG-Konfomitiitserklirung
Declaration of Conformity

Wir, die Firma

We, the company

Feuerstein GmbH, Gustav-Krone-Str. 3, D-14167 Berlin

erkl@ren als Hersteller in alleiniger Verantwortung, dass das Medizinprodukt der Klasse | nach Anhang IX
der Richtlinie 93/42/EWG

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

Wundnadeln, unsteril — Artikel siehe Anhang

surgical needles, non-sterile — article see attachment

in Ubereinstimmung mit der Richtlinie 93/42/EWG konstruiert und gefertigt ist und die Grundlegenden
Anforderungen (Anhang 1) erfullt. Die Technische Dokumentation wird unter obiger Anschrift aufbewahrt.
Die Konformititsbewertung erfolgte in Ubereinstimmung mit dem Anhang VIl der Richtlinie 93/42/EWG.
Anwendbare harmonisierte Normen wurden angewendet. Diese Erkldrung ist giiltig bis zum 25.05.2024.

is designed and manufactured in agreement with the guideline 93/42/EEC. The essential requirements according to Annex | are

fulfilled. The technical documentation is kept under the address above. The conformity evaluation was performed according to
annex Vi of the guideline 93/42/EEC. Applicable harmonized standards were used. This declaration in valid until 25.05.2024.

Berlin, den 14.03.2022

Berlin, 14.03.2022
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Tel.: +49 (0)30-84 58 85-0
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Anhang EG-Konfomitadtserklarung
ANNEX of the declaration of conformity
Type Code S Type |  Code "m{ X Type |  Code Dim: $
GR 514-000 1.80 x 100 mm E 530-000 1.30x 70 mm BR510-000 | 1.80x 100 mm
GR 514-00 1.60 x 92 mm E 530-00 1.20x 60 mm BR 510-00 1.60x92 mm
GR514-0 1.60 x 85 mm E 530-0 1.20x55mm BR 510-0 1.60x 85 mm
GR 514-1 1.40 x 80 mm E 530-1 1.00x47 mm BR 510-1 1.40 x 80 mm
GR 514-2 1.40 x 75 mm E 530-2 1.00 x40 mm BR 510-2 1.40x 75 mm
GR514-3 1.30x 70 mm E E 530-3 0.80x32 mm BR 510-3 1.30x 70 mm
GR 514-4 1.30 x 65 mm E 530-4 0.80x28 mm BR 510-4 1.30x 65 mm
GR 514-5 1.20 x 60 mm E 530-5 0.70x22 mm BR 510-5 1.20 x 60 mm
GR 514-6 1.20 x 55 mm E 530-6 0.60 x 18 mm BR 510-6 1.20x 55 mm
GR GR 514-7 1.10 x 50 mm E 530-7 0.50 x 15 mm BR BR 510-7 1.10x 50 mm
GR 514-8 1.00x 45 mm E 530-8 0.50x12 mm BR 510-8 1.00 x 45 mm
GR 514-9 1.00 x 40 mm GER 566-1 1.40 x80 mm BR 510-9 1.00 x 40 mm
GR 514-10 0.90 x 36 mm GER 566-2 1.40x 75 mm BR 510-10 0.90 x 36 mm
GR 514-11 0.80 x 32 mm GER 566-3 1.30x 70 mm BR 510-11 0.80x 32 mm
GR 514-12 0.80 x 28 mm GER 566-4 1.30x 65 mm BR 510-12 0.80 x 28 mm
GR 514-13 0.70 x 25 mm GER 566-5 1.20x 60 mm BR 510-13 0.70x 25 mm
GR 514-14 0.70 x 22 mm GER 566-6 1.20x 55 mm BR 510-14 0.70 x 22 mm
GR 514-15 0.60 x 20 mm GER 566-7 1.10x52 mm BR 510-15 0.60 x 20 mm
GR 514-16 0.60x 18 mm GER 566-8 1.10x 50 mm BR 510-16 0.60 x 18 mm
GAR 498-000 2.00x90 mm GER 566-9 1.00x47 mm BER 562-1 1.40 x 80 mm
GAR 498-00 1.80 x 80 mm GER 566-10 1.00x45 mm BER 562-2 1.40x 75 mm
GAR 498-0 1.80x 70 mm GER 566-11 1.00 x40 mm BER 562-3 1.30x 70 mm
GAR 498-1 1.60 x 60 mm SR GER 566-12 0.90x36 mm BER 562-4 1.30x 65 mm
GAR 498-2 1.60 x 55 mm GER 566-13 0.90x30 mm BER 562-5 1.20 x 60 mm
GAR 498-3 1.50 x 50 mm GER 566-14 0.80 x 34 mm BER 562-6 1.20 x 55 mm
GAR 498-4 1.40 x 45 mm GER 566-15 0.80x32 mm BER 562-7 1.10x 52 mm
e GAR 498-5 1.30 x 40 mm GER 566-16 0.80x30 mm BER 562-8 1.10x 50 mm
GAR 498-6 1.20 x 35 mm GER 566-17 0.80x 28 mm BER 562-9 1.00 x 47 mm
GAR 498-7 1.10x 30 mm GER 566-18 0.70x25 mm BER 562-10 1.00 x 45 mm
GAR 498-8 1.00 x 25 mm GER 566-19 0.70x23 mm BER562-11 1.00 x 40 mm
GAR 498-9 090x 22 mm GER 566-20 0.70x 22 mm RER BER 562-12 0.90 x 36 mm
GAR 498-10 0.80x 19 mm GER 566-21 0.60x 20 mm BER 562-13 0.90 x 30 mm
GAR 498-11 0.80 x 16 mm GER 566-22 0.60x18 mm BER 562-14 0.80 x 34 mm
Mayo 542-1 1.50 x 50 mm PB 538-00 0.80x75mm BER 562-15 0.80 x 32 mm
Mayo 542-2 1.40 x 45 mm PB 538-0 0.80 x 65 mm BER 562-16 0.80 x 30 mm
Mayo Mayo 542-3 1.40x 42 mm PB 538-1 0.70x55 mm BER 562-17 0.80x 28 mm
Mayo 542-4 1.30 x 40 mm PB 538-2 0.70x45 mm BER 562-18 0.70x 25 mm
Ferguson 546-1 1.40 x 74 mm PB 538-3 0.60 x 36 mm BER 562-19 0.70x 23 mm
£ Ferguson 546-2 1.30x 63 mm PB PB 538-4 0.60x30 mm BER 562-20 0.70x 22 mm
@ | Ferguson 546-3 1.10 x 50 mm PB 538-5 0.60x25mm BER 562-21 0.60 x 20 mm
go Ferguson 546-4 1.00 x 40 mm PB 538-6 0.60x22 mm 0.60x 18 mm
E Ferguson 546-5 0.80 x 34 mm. PB 538-7 0.50x20 mm
Ferguson 546-6 0.70 x 23 mm PB 538-8 0.50x18 mm
PB 538-9 0.50x15 mm
PB 538-10 0.50x12 mm
FEUERZIEM GMBH
Guslav Ko 14167 Berlin

Tel.: 030 / 845 U8l o

Cix: 020 / 845 885-33
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Type |  Code Dm" Type |  Code D'ﬁ"n:‘::x Type Code D‘::‘nf;t' %
PD 534-00 0.80x 75 mm G 504-000 1.80x 100 mm GE 548-1 1.40 x 80 mm
PD 534-0 0.80 x 65 mm G 504-00 1.60x 92 mm GE 548-2 1.40 x 75 mm
PD 534-1 0.70 x 55 mm G 504-0 1.60 x 85 mm GE 548-3 1.30 x 70 mm
PD 534-2 0.70 x 45 mm G 504-1 1.40 x 80 mm GE 548-4 1.30 x 65 mm
PD 534-3 0.60 x 36 mm G 504-2 1.40x 75 mm GE 548-5 1.20 x 60 mm
PD PD 534-4 0.60 x 30 mm G 504-3 1.30x 70 mm GE 548-6 1.20 x 55 mm
PD 534-5 0.60 x 25 mm G 504-4 1.30 x 65 mm GE 548-7 1.10 x 52 mm
PD 534-6 0.60 x 22 mm G 504-5 1.20 x 60 mm GE 548-8 1.10 x50 mm
PD 534-7 0.50 x 20 mm G G 504-6 1.20x 55 mm GE 548-9 1.00 x47 mm
PD 534-8 0.50 x 18 mm G 504-7 1.10 x 50 mm GE 548-10 1.00 x 45 mm
PD 534-9 0.50x 15 mm G 504-8 1.00 x 45 mm GE GE 548-11 1.00 x 40 mm
PD 534-10 0.50x 12 mm G 504-9 1.00 x 40 mm GE 548-12 0.90 x 36 mm
HR 422-00 1.40x 75 mm G 504-10 0.90x 36 mm GE 548-13 0.90 x 30 mm
HR 422-0 1.20 x 60 mm G 504-11 0.80x 32 mm GE 548-14 0.80 x 34 mm
HR 422-1 1.10x 52 mm G 504-12 0.80 x 28 mm GE 548-15 0.80 x32 mm
HR HR 422-2 1.00 x 45 mm G 504-13 0.70x 25 mm GE 548-16 0.80 x 30 mm
HR 422-3 0.90 x 38 mm G 504-14 0.70x 22 mm GE 548-17 0.80 x 28 mm
HR 422-4 0.80 x 30 mm G 504-15 0.60 x 20 mm GE 548-18 0.70 x 25 mm
HR 422-5 0.70x 22 mm G 504-16 0.60x 18 mm GE 548-19 0.70 x 23 mm
PH 544-00 0.80 x 75 mm GA 508-000 2.00x 90 mm GE 548-20 0.70 x 22 mm
PH 544-0 0.80 x 65 mm GA 508-00 1.80x 80 mm GE 548-21 0.60 x 20 mm
PH 544-1 0.70 x 55 mm GA 508-0 1.80 x 70 mm GE 548-22 0.60 x 18 mm
PH 544-2 0.70 x 45 mm GA 508-1 1.60 x 60 mm B 502-000 1.80 x 100 mm
PH 544-3 0.60 x 36 mm GA 508-2 1.60 x 55 mm B 502-00 1.60 x92 mm
PH PH 544-4 0.60 x 30 mm GA 508-3 1.50 x 50 mm B 502-0 1.60 x 85 mm
PH 544-5 0.60 x 25 mm GA GA 508-4 1.40 x 45 mm B 502-1 1.40 x 80 mm
PH 544-6 0.60x 22 mm GA 508-5 1.30 x 40 mm B 502-2 1.40 x 75 mm
PH 544-7 0.50 x 20 mm GA 508-6 1.20x 35 mm B 502-3 1.30 x 70 mm
PH 544-8 0.50 x 18 mm GA 508-7 1.10 x 30 mm B 502-4 1.30 x 65 mm
PH 544-9 0.50 x 15 mm GA 508-8 1.00 x 25 mm B 502-5 1.20 x 60 mm
PH 544-10 0.50x 12 mm GA 508-9 0.90x 22 mm B B 502-6 1.20 x 55 mm
0G 554-0 0.60 x 36 mm GA 508-10 0.80x 19 mm B 502-7 1.10 x 50 mm
0G 554-1 0.60 x 30 mm GA 508-11 0.80x 16 mm B 502-8 1.00 x 45 mm
0G 554-2 0.50 x 25 mm B 502-9 1.00 x 40 mm
0G 0G 554-3 0.50x 21 mm B 502-10 0.90 x 36 mm
0G 554-4 0.50 x 18 mm B 502-11 0.80 x 32 mm
0G 554-5 0.50 x 15 mm B 502-12 0.80 x 28 mm
0G 554-6 0.50x 12 mm B 502-13 0.70 x 25 mm
Hernia 572-1 1.40 x 45 mm B 502-14 0.70 x22 mm
Hernia | Hernia 572-2 1.30 x 40 mm B 502-15 0.60 x 20 mm
Hernia 572-3 1.20 x 35 mm B 502-16 0.60 x 18 mm
Hernia 572-4 | 1.10x 30 mm \ COMERS
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Type |  Code Dmt” Type Code Dﬂ”nﬁ:x Type Code m&gt’ x

BE 560-1 1.40 x 80 mm H522-00 1.40x 75 mm ET 528-000 1.30 x 70 mm
BE 560-2 1.40x 75 mm H 522-0 1.20x 60 mm ET 528-00 1.20 x 60 mm
BE 560-3 1.30x 70 mm H522-1 110 x 52 mm ET 528-0 1.20 x 55 mm
BE 560-4 1.30x 65 mm s H522-2 1.00 x 45 mm ET 528-1 1.00 x47 mm
BE 560-5 1.20 x 60 mm H522-3 0.90 x 38 mm ET 528-2 1.00 x40 mm
BE 560-6 1.20 x 55 mm H522-4 0.80 x 30 mm ET ET 528-3 0.80 x 32 mm
BE 560-7 1.10x 52 mm GT 516-000 1.80x 100 mm ET 528-4 0.80 x 28 mm
BE 560-8 1.10x 50 mm GT 516-00 1.60x 92 mm ET 528-5 0.70 x22 mm
BE 560-9 1.00 x 47 mm GT 516-0 1.60 x 85 mm ET 528-6 0.60 x 18 mm
BE 560-10 1.00 x 45 mm GT516-1 1.40 x 80 mm ET 528-7 0.50 x 15 mm
BE 560-11 1.00 x 40 mm GT 516-2 140 x 75 mm ET 528-8 0.50 x 12 mm
BE BE 560-12 0.90 x 36 mm GT 516-3 1.30x 70 mm Mayo T 442-1 1.50 x 50 mm
BE 560-13 0.90x 30 mm GT 516-4 1.30x 65 mm - Mayo T 442-2 1.40 x45 mm
BE 560-14 0.80 x 34 mm GT 516-5 1.20 x 60 mm Mayo T 442-3 1.40 x 42 mm
BE 560-15 0.80x 32 mm GT 516-6 1.20x 55 mm Mayo T 442-4 1.30 x40 mm
BE 560-16 0.80 x 30 mm GT GT 516-7 1.10 x 50 mm Keith 518-0 1.00 x 80 mm
BE 560-17 0.80 x 28 mm GT 516-8 1.00 x 45 mm Keith 518-1 0.90 x 75 mm
BE 560-18 0.70 x 25 mm GT 516-9 1.00 x 40 mm Keith 518-2 0.90 x 70 mm
BE 560-19 0.70 x 23 mm GT 516-10 0.90 x 36 mm Keith 518-3 0.90 x 65 mm
BE 560-20 0.70 x 22 mm GT 516-11 0.80 x 32 mm Keith 518-4 0.80 x 60 mm
BE 560-21 0.60 x 20 mm GT 516-12 0.80 x 28 mm Keith 518-5 0.80 x 55 mm
BE 560-22 0.60 x 18 mm GT 516-13 0.70 x 25 mm Keith 518-6 0.80 x 50 mm
OB 552-0 0.60 x 36 mm GT 516-14 0.70 x 22 mm Keith Keith 518-7 0.70 x 45 mm
0B 552-1 0.60 x 30 mm GT 516-15 0.60 x 20 mm Keith 517-0 1.00 x 80 mm
OB 552-2 0.50 x 25 mm GT 516-16 0.60 x 18 mm Keith 517-1 0.90 x 75 mm
0B 0B 552-3 0.50 x 21 mm GAT 500-000 2.00 x 90 mm Keith 517-2 0.90 x 70 mm
0B 552-4 0.50 x 18 mm GAT 500-00 1.80 x 80 mm Keith 517-3 0.90 x 65 mm
0B 552-5 0.50 x 15 mm GAT 500-0 1.80x 70 mm Keith 517-4 0.80 x 60 mm
OB 552-6 0.50x 12 mm GAT 500-1 1.60 x 60 mm Keith 517-5 0.80 x 55 mm
GAT 500-2 1.60 x 55 mm Keith 517-6 0.80 x 50 mm
GAT 500-3 1.50 x 50 mm Keith 517-7 0.70 x 45 mm

GAT 500-4 1.40 x 45 mm

GAT GAT 500-5 1.30 x 40 mm

GAT 500-6 1.20x 35 mm

GAT 500-7 1.10x 30 mm

GAT 500-8 1.00 x 25 mm

GAT 500-9 090 x 22 mm

GAT 500-10 0.80x 19 mm

GAT 500-11 0.80 x 16 mm

FEUERZEIN GMBH
Gustav-krone " 14167 Berlin

Tel.: 030/ 845 C8L™

< x. 020 / 845 885-33

Page4 of 5




Feuerstein
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Type Code mf:‘n‘gt’ X Type Code Dif:‘ﬁ"

0A 550-0 0.60 x 36 mm A 506-000 1.80x 100 mm
0A 550-1 0.60 x 30 mm A 506-00 1.60x 92 mm
0A 550-2 0.50 x 25 mm A 506-0 1.60 x 85 mm
0A 550-3 0.50 x 21 mm A 506-1 1.40 x 80 mm
0A 550-4 0.50x 18 mm A 506-2 1.40x 75 mm
0A 550-5 0.50 x 15 mm A 506-3 1.30x 70 mm
0OA OA 550-6 0.50x 12 mm A 506-4 1.30x 65 mm
0A 549-0 0.60 x 36 mm A 506-5 1.20 x 60 mm
0OA 549-1 0.60 x 30 mm A 506-6 1.20x 55 mm
0A 549-2 0.50 x 25 mm A 506-7 1.10 x 50 mm
0A 549-3 0.50 x 21 mm A 506-8 1.00 x 45 mm
0A 549-4 0.50x 18 mm A 506-9 1.00 x 40 mm
0OA 549-5 0.50 x 15 mm A 506-10 0.90 x 36 mm
0A 549-6 0.50x 12 mm A 506-11 0.80x 32 mm
PM/A 623-1 2.00 x 145 mm A 506-12 0.80 x 28 mm
PM/A 623-2 2.00 x 30 mm A 506-13 0.70 x 25 mm
PM/A 623-3 2.00x 115 mm A A 506-14 0.70 x 22 mm
PM PM/A 623-4 2.00x 100 mm A 506-15 0.60 x 20 mm
PM/A 623-5 1.80 x 85 mm A 506-16 0.60 x 18 mm
PM/A 623-6 1.80x 75 mm A505-000 1.80 x 100 mm
AV 590-1 2.00x 100 mm A 505-00 1.60 x 92 mm
AV 590-2 2.00x 90 mm A 505-0 1.60 x 85 mm
AV 590-3 1.80 x 80 mm A 505-1 1.40 x 80 mm
AV 590-4 1.80x 70 mm A 505-2 1.40 x 75 mm
AV 590-5 1.60 x 60 mm A 505-3 1.30x 70 mm
AV 590-6 1.60 x 55 mm A 505-4 1.30 x 65 mm
AV AV 590-7 1.50 x 50 mm A 505-5 1.20 x 60 mm
AV 590-8 1.40 x 45 mm A 505-6 1.20x 55 mm
AV 590-9 1.30 x 40 mm A 505-7 1.10 x 50 mm
AV 590-10 1.20 x 35 mm A 505-8 1.00 x 45 mm
AV 590-11 1.10 x 30 mm A 505-9 1.00 x 40 mm
AV 590-12 1.00 x 25 mm A 505-10 0.90 x 36 mm
AV 590-13 0.90x 22 mm A 505-11 0.80x 32 mm

A 505-12 0.80 x 28 mm

A 505-13 0.70 x 25 mm

A 505-14 0.70x 22 mm

A 505-15 0.60 x 20 mm

A 505-16 0.60 x 18 mm

FEUER GMBH \,
Gustav-Krond 14167 Berlin o

Tel.: 030 / 845 e e="Kax: 020 / 845 szsfa\
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EG-Konfomititserkldrung
Declaration of Conformity

Wir, die Firma

We, the company

Feuerstein GmbH, Gustav-Krone-Str. 3, D-14167 Berlin

erklaren als Hersteller in alleiniger Verantwortung, dass das Medizinprodukt der Klasse | nach Anhang IX
der Richtlinie 93/42/EWG

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

Wundnadeln, unsteril — Artikel siehe Anhang

surgical needles, non-sterile — article see attachment

in Ubereinstimmung mit der Richtlinie 93/42/EWG konstruiert und gefertigt ist und die Grundlegenden
Anforderungen (Anhang 1) erfullt. Die Technische Dokumentation wird unter obiger Anschrift aufbewahrt.
Die Konformititsbewertung erfolgte in Ubereinstimmung mit dem Anhang VII der Richtlinie 93/42/EWG.
Anwendbare harmonisierte Normen wurden angewendet. Diese Erkldarung ist giiltig bis zum 25.05.2024.

is designed and manufactured in agreement with the guideline 93/42/EEC. The essential requirements according to Annex | 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. This declaration in valid until 25.05.2024.

Berlin, den 04.09.2023

Tel.: Q30 / 845 8L
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Anhang EG-Konfomitatserklarung
ANNEX of the declaration of conformity

Type Code Diameter x Lenght

| BT512-000 1.80 x 100 mm

| BTS512-00 1.60x92 mm

‘ BT 512-0 1.60 x 85mm

BT 512-1 1.40 x 80 mm

BT 512-2 1.40x 75 mm

BT 512-3 1.30x70 mm

BT 512-4 1.30x 65 mm

BT 512-5 1.20x 60 mm

BT 512-6 1.20x 55 mm

BT BT 512-7 1.10x 50 mm
BT 512-8 1.00 x 45 mm

BT 512-9 1.00 x 40 mm

1 BT 512-10 0.90 x 36 mm

1 BT 512-11 0.80x 32 mm

BT 512-12 0.80x28 mm

BT 512-13 0.70 x 25 mm

BT 512-14 0.70 x 22 mm

BT 512-15 0.60 x 20 mm

BT 512-16 0.60x 18 mm

\
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