ST@RZ

KARL STORZ-ENDOSKOPE

EC - PROHLASENI O SHODE

Nazev produktu: Bipolar High Frequency Cord, 300 cm
Cislo produktu: 26176LV
Klasifikace: Ttida I podle dodatku IX, pfedpis 1 smérnice rady 93/42/EEC

Timto na svou zodpovédnost prohlasujeme, ze produkty zminéné vyse splituji Zakladni
pozadavky definované v Ptiloze IMDD 93/42/EEC.

Toto Prohlaseni o shod¢ je vystaveno dle Ptilohy VII Smérnice rady 93/42/EEC pro
Medicinské zatizeni (pro tfidu I zafizeni).

Uplny seznam pouzitych norem, smérnic a zakoni (12-C2.3.F013-LOAS-CM002) na

Karl Storz GmbH & Co. KG
CC 0123 MittelstraBe 8
78532 Tuttlingen

Neémecko
XXKKKKKKKKKKHKKKKXKXXXKX

Viceprezident
pro globalni management kvality,

Tuttlingen, 17. dervence, 2018 regulacéni zalezitosti, RSB servis

pozéadani.

Toto Prohlaseni je platné do: 2023-07-16

Toto prohla$eni ztraci platnost v okamziku, kdyz Karl Storz GmbH & Co. KG provede jakékoliv produktové zmény
ovliviiujici Shodu se zakladnimi pfedpisy, nebo kdyz bude provedena jakakoliv zména na zafizeni vySe uvedeném, ktera
nebyla schvalena spole¢nosti Karl Storz GmbH & Co. KG



SI@IRZ

KARL STORZ - ENDOSKOPE

EC - PROHLASENI O SHODE

Néazev produktu: Knot Tier, 5 mm, 36 cm
Cislo produktu: 26596SK
Klasifikace: Ttida I podle dodatku IX, piedpis 6 smérnice rady 93/42/EEC

Timto na svou zodpovédnost prohlaSujeme, Ze produkty zminéné vySe spliuji Zakladni
pozadavky definované v Ptiloze IMDD 93/42/EEC.

Toto ProhlaSeni o shodé je vystaveno dle Pfilohy VII Smérnice rady 93/42/EEC pro
Medicinské zatizeni (pro tfidu I zafizeni).
Uplny seznam pouzitych norem, smérnic a zakont (HANDOO1) na pozadani.

Toto ProhlaSeni je platné do: 2023-07-16

Toto prohla$eni ztraci platnost v okamziku, kdyz Karl Storz GmbH & Co. KG provede jakékoliv produktové zmény
ovliviiujici Shodu se zakladnimi pfedpisy, nebo kdyz bude provedena jakakoliv zména na zafizeni vySe uvedeném, ktera
nebyla schvalena spole¢nosti Karl Storz GmbH & Co. KG



Karl Storz GmbH & Co. KG
C C 0123 MittelstraBe 8

78532 Tuttlingen

Némecko

Tuttlingen, 17. ¢ervence, 2018

) 9.9,0,0,0.9.0.0,9,0,0.0.0.0.0,0,.0.00,0,0.4
Viceprezident

pro globalni management regulacni
zalezitosti, RSB & servis

Toto prohla$eni ztraci platnost v okamziku, kdyz Karl Storz GmbH & Co. KG provede jakékoliv produktové zmény
ovliviiujici Shodu se zakladnimi pfedpisy, nebo kdyz bude provedena jakakoliv zména na zafizeni vySe uvedeném, ktera
nebyla schvalena spole¢nosti Karl Storz GmbH & Co. KG



SI@IRZ

KARL STORZ-ENDOSKOPE

Kasifikece:  EC - PROHLASENI O SHODE

Nazev produktu: Rack for instruments

Cislo produktu: 39312XR
Ttida I podle dodatku IX, ptedpis 1 smérnice rady 93/42/EEC

Timto na svou zodpovédnost prohlaSujeme, Ze produkty zminéné vyse, spliuji Zakladni
pozadavky definované v Ptiloze IMDD 93/42/EEC.

Toto Prohlaseni o shod¢ je vystaveno dle Ptilohy VII Smérnice rady 93/42/EEC pro
Medicinska zatizeni (pro zafizeni tfidy I).

Uplny seznam pouzitych norem, smérnic a zakont (12-C2.3.F013-LOAS-CM015 ) na
pozadani.

EC certificate ¢islo : G1 18 04 84462 012
Toto ProhlaSeni je platné do: 2023-07-16

Karl Storz GmbH & Co. KG MittelstraBe 8
78532 Tuttlingen
Némecko

Tuttlingen, 17. ¢ervence, 2018

XXXXXXXXXXXXXXXX

Viceprezident

pro globalni management kvality, regulacni
zalezitosti, RSB & servis

Toto prohla$eni ztraci platnost v okamziku, kdyz Karl Storz GmbH & Co. KG provede jakékoliv produktové zmény
ovliviiujici Shodu se zakladnimi pfedpisy, nebo kdyz bude provedena jakakoliv zména na zafizeni vySe uvedeném, ktera
nebyla schvalena spole¢nosti Karl Storz GmbH & Co. KG



SIT@RZ

KARL STORZ - ENDOSKOPE

EC - PROHLASENI O SHODE

Néazev produktu: Fiber Optic Light Cable, 250 cm, 04.8 mm

Cislo produktu: 495NCSC

Klasifikace: Ttida | podle dodatku IX, piedpis 1 smérnice rady 93/42/EEC
Timto na svou zodpovédnost prohlaSujeme, Ze produkty zminéné vySe splnuji Zakladni
pozadavky definované v Ptiloze IMDD 93/42/EEC.
Toto ProhlaSeni o shod¢ je vystaveno dle Prilohy VII Smérnice rady 93/42/EEC pro
Medicinské zatizeni (pro tiidu I zafizeni).
Uplny seznam pouzitych norem, smérnic a zakond (12-C2.3.F013-LOAS- CM006) na
pozéadani.

Toto ProhlaSeni je platné do: 2023-07-16

Toto prohla$eni ztraci platnost v okamziku, kdyz Karl Storz GmbH & Co. KG provede jakékoliv produktové zmény
ovliviiujici Shodu se zakladnimi pfedpisy, nebo kdyz bude provedena jakakoliv zména na zafizeni vySe uvedeném, ktera
nebyla schvalena spole¢nosti Karl Storz GmbH & Co. KG



Karl Storz GmbH & Co. KG
Ct 0123 MittelstraBe 8

78532 Tuttlingen

Némecko

Tuttlingen, 17. ¢ervence, 2018

XHXXXXKXHXXXXEXHXHKXXXEXXXXXXKXXXXK
Viceprezident

pro globalni management'll
regulacni zalezitosti, RSB & servis

Toto prohla$eni ztraci platnost v okamziku, kdyz Karl Storz GmbH & Co. KG provede jakékoliv produktové zmény
ovliviiujici Shodu se zakladnimi pfedpisy, nebo kdyz bude provedena jakakoliv zména na zafizeni vySe uvedeném, ktera
nebyla schvalena spole¢nosti Karl Storz GmbH & Co. KG



SI@IRZ

KARL STORZ - ENDOSKOPE

EC - PROHLASENI O SHODE

Néazev produktu: Macro Needle Holder, 5 mm, 33 cm
Cislo produktu: 26173KAL
Klasifikace: Ttida I podle dodatku IX, piedpis 6 smérnice rady 93/42/EEC

Timto na svou zodpovédnost prohlaSujeme, Ze produkty zminéné vySe splnuji Zakladni
pozadavky definované v Ptiloze IMDD 93/42/EEC.

Toto ProhlaSeni o shodé je vystaveno dle Pfilohy VII Smérnice rady 93/42/EEC pro
Medicinské zatizeni (pro tiidu I zafizeni).
Uplny seznam pouzitych norem, smérnic a zakond (12-C2.3.F013-LOAS-CMO001) na
pozéadani.
Toto ProhlaSeni je platné do: 2023-07-16

Karl Storz GmbH & Co. KG

C€ 0123 MittelstraBe 8
78532 Tuttlingen
Némecko
Tuttlingen, 17. ¢ervence, 2018 pro globalni management regula¢ni
i.V.Serkan Sez zalezitosti, RSB & servis

Viceprezident

Toto prohla$eni ztraci platnost v okamziku, kdyz Karl Storz GmbH & Co. KG provede jakékoliv produktové zmény
ovliviiujici Shodu se zakladnimi pfedpisy, nebo kdyz bude provedena jakakoliv zména na zafizeni vySe uvedeném, ktera
nebyla schvalena spole¢nosti Karl Storz GmbH & Co. KG
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KONFORMITATSERKLARUNG
(DECLARATION OF CONFORMITY)

Gemaft Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 uber Medizinprodukte
(According to Council Directive 93/42/EEC of 14 June 1993 concerning medical devices)

Medicon eG
Gansacker 15
78532 Tuttlingen
GERMANY

erklart in alleiniger Verantwortung, dass die Medizinprodukte gemail Anhang
(Declares in sole responsibility, that the medical devices according to the appendix)

Trokar UMDNS 14-154
Trocar UMDNS 14-154

Reg.-Nr. (Reg.-No.) DE/CA39/801/225A

Risikoklasse (risk class) 1
auf die sich diese Erklarung bezieht, mit der/den folgenden Norm/en und/oder
normativen Dokumenten ubereinstimmt:
(To which this declaration relates is in conformity with the following standard(s) and/or
normative documents)

Die Medizinprodukte entsprechen den einschlagigen Bestimmungen der Richtlinie 93/42/EWG.
Das Konformitatsbewertungsverfahren fur die Medizinprodukte wurde nach Anhang VIl der Richtlinie
93/42/EWG durchgefiihrt.

(The medical devices conform to the relevant provisions of Council Directive 93/42/EEC.

The conformity assessment procedure of the medical devices has been performed according to
annex VIl of the Council Directive 93/42/EEC)

gultig bis (valid until): 2021-05-25

Ort (City): 78532 Tuttlingen Datum (Date): 2020 0T2T
XXXXXXXXXXXXXX XXXXKXKXXXXX
General Manager Director of Quality Management and Regulatory Affairs

Die Konformilalserklarung verliert Ihre Gultigkelt bcl cinar nicht autorisieden Oder bei einer durch die Medicon eG durchgcfiihrtcn, nnchwelsbaron Anderung der genennlen Produkte.
This Declaration of Conformity loses its validity In case of an unauthorised or if Mcdicon ¢G undertakes a verifiable change of the mentioned products

7035 F UMDNS GMDN_DOC_Rov_6 docx Rev.6/ 2016-09-20/ QW/js Page lof 1



Medicon eG
Appendix Declaration of Conformity

Date: 2020-04-27

14 154 Trocar confidential
Risk class
Article Description German Description English UDI-DI MOD
93/42/EEC
Annex IX
09.75.84 Trokar 105mm f 0 1,40mm trocar 105mm f 0 1.40mm 4046826012267 1
09.75.88 Trokar 110mm f 0 1.80mm trocar 110mm f 0 1.80mm 4046826012274 1
91,05.44 Hasson Konus f Trokarhulsen 11mm Hasson cone f trocar sleeve 1mm 4046826308254 1
91.10.40 Reduzierhulse f 5mm Instr f 10.0mm Trokar reduction sleeve f 5mm instr 10mm trocar 4046826165277 1
91.10.41 Reduzierhulse f 10mm Instr f 12.5mm Trokar reduction sleeve f 10mm instr 12.5mm trocar 4046826165284 1
91,14.40 Sicherheitstrokar 0 5.5mm 3-kant Spitze m safety trocar 0 5.5mm trlang point w locking mech|4046826165635
Verriegelung 1
91.14.41 Sicherheitstrokar 0 10.0mm 3-kant Spitze m safety trocar 0 10.0mm trlang point w locking 4046826165642
Verrlegelung mech 1
91.14.42 Sicherheitstrokar 0 11.0mm 3-kant Spitze m safety trocar 0 11,0mm triang point w locking 4046826165659
Verriegelung mech 1
91.14.43 Sicherheitstrokar 0 12.5mm 3-kant Spitze m safety trocar 0 12.5mm triang point w locking 4046826165666
Verriegelung mech !
91.14.60 Trokar m Kegelspitze 0 5.5mm 172mm trocar w conical point 0 5.5mm 172mm 4046826165680 1
91,14,61 Trokar m Kegelspitze 0 10.0mm 188mm trocar w conical point 0 10.0mm 188mm 4046826165697 1
91,14.62 Trokar m Kegelspitze 0 11.0mm 193mm trocar w conical point 0 11.0mm 193mm 4046826165703 1
91.14.63 Trokar m Kegelspitze 0 12.5mm 193mm trocar w conical point 0 12.5mm 193mm 4046826165710 1
91.14.70 Trokar m 3-kant Spitze 0 5,5mm 170mm trocar w triang point 0 5.5mm 170mm 4046826165727 1
91.14.71 Trokarm 3-kant Spitze 0 10.0mm 183mm trocar w triang point 0 10,0mm 183mm 4046826165734 1
91.14.72 Trokar m 3-kant Spitze 0 11.0mm 189mm trocar w triang point 0 11,0mm 189mm 4046826165741 1
91.14.73 Trokar m 3-kant Spitze 0 12.5mm 191mm trocar w triang point 0 12.5mm 191mm 4046826165758 i
91.14.90 Sicherheitstrokar 0 5.5mm m schrager Spitze safety trocar 0 5.5mm w oblique point 4046826165802 1
91,14,91 Sicherheitstrokar 0 10.0mm m schrager Spitze safety trocar 0 10.0mm w oblique point 4046826165819 1
91.14.92 Sicherheitstrokar 0 11.0mm m schr§ger Spitze safety trocar 0 11.0mm w oblique point 4046826165826 1
91.14.93 Sicherheitstrokar 0 12,5mm m schrager Spitze safety trocar 0 12.5mm w oblique point 4046826165833 1
91.14.94 Sicherheitstrokar 0 5.5mm m V formiger Spitze safety trocar 0 5,5mm w V formed point 4046826308308 1
91.14.95 Sicherheitstrokar 0 10.0mm m V formiger Spitze safely trocar 0 10.0mm w V formed point 4046826308315 1
91.14.96 Sicherheitstrokar 0 11,0mm m V formiger Spitze safely trocar 0 11,0mm w V formed point 4046826308322 1
91.14.97 Sicherheitstrokar 0 12.5mm m V formiger Spitze safety trocar 0 12.5mm w V formed point 4046826308339 1
91.16,00 Schiebereduziorstuck von 12.5/11/10mm auf 5rnm slide reducer from 12.5/11/10mm to 5mm 4046826308346 1
91.16,01 Schiebereduzierstuck von 12.5mm auf 10mm slide reducer from 12.5mm to 10mm 4046826308353 1
91.16.10 Kunststoff Reduzierhulse von 10.0mm auf 5mm plastic reducing sleeve from 10.0mm to 5mm 4046826165888 1
91.16.11 Kunststoff Reduzierhulse von 11,0mm auf 5mm plastic reducing sleeve from 11.0mm to 5mm 4046826165895 1
91.16.12 Kunststoff Reduzierhulse von 12.5mm auf 10mm plastic reducing sleeve from 12.5mm to 10mm 4046826165901 1
91,16,13 Kunststoff Reduzierhulse von 12.5mm auf 5mm plastic reducing sleeve from 12.5mm to 5mm 4046826165918 1
91,16.26 Trokar st f 5.5x70mm trocar bl f 5.5x70mm 4046826165932 1
91.16.31 Trokar st f 5.5x100mm trocar bl f 5.5x1Q0mm 4046826165963 1
91.16.36 Trokar st f 10x70mm trocar bl for i0OX70mm 4046826165994 1
91.16.41 Trokar st f 10x100mm trocar bl f 10x100mm 4046826166021 i
91.16,46 Trokar st 5.5x50mm f 91.16.45 trocar bl 5.5x50mm f 91.16.45 4046826166052 1
91.16.51 Trokar st 10.0xX50mm f 91.16 50 trocar bl 10x50mm f 91.16.50 4046826166076 1
91.16.56 Trokar st 13.0x50mm f 91.16.55 trocar bl 13x50m f 91.16,55 4046826166090 1
990.08.58 Sicherheitstrokar 0 5.5mm w. 91.14.40 jcdoch 150mm |safety trocar 0 5.5mm as 91.14.40 but 150mm 4046826456139 1

7035...F,. UMQNS GMDN Appendix_6.xlsx

Rev.6/2018-01-31/GF/js
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KONFORMITATSERKLARUNG
(DECLARATION OF CONFORMITY)

GemaB Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 uber Medizinprodukte
(According to Council Directive 93/42/EEC of 14 June 1993 concerning medical devices)

Medicon eG
Gansacker 15
78532 Tuttlingen
GERMANY

erklart in alleiniger Verantwortung, dass die Medizinprodukte gernaB Anhang
(Declares in sole responsibility, that the medical devices according to the appendix)

Trokar UMDNS 14-154
Trocar UMDNS 14-154

Reg.-Nr. (Reg -No.) DE/CA39/1277/407A

Risikoklasse (risk class) 2a

auf die sich diese Erklarung bezieht, mit der/den folgenden Norm/en und/oder
normativen Dokumenten ubereinstimmt:
(To which this declaration relates is in conformity with the following standard(s) and/or
normative documents)

Die Medizinprodukte entsprechen den einschlagigen Bestimmungen der Richtlinie 93/42/EWG.
Das Konformitatsbewertungsverfahren fir die Medizinprodukte wurde nach Anhang Il ohne (4) der
Richtlinie 93/42/EWG durchgefuhrt.

(The medical devices conform to the relevant provisions of Council Directive 93/42/EEC.

The conformity assessment procedure of the medical devices has been performed according to
annex Il excluding (4) of the Council Directive 93/42/EEC)

giiltig bis (valid until): 2023-10-1

. . (Date):
Ort (City): 78532 Tuttlingen Datum
XXXXXXXXXXXXX ),:9,0.0.9,9.9,0.0.0.9.0.0.9.9.0.0.9.0.¢
General Manager Director of Quality/Management and Regulatory Affairs

Cle Konrormitatserkiarung verliart Inre Géltigkett bei einer n cbt autonsierten ode'bel olner durch die Medicon eG durchgefuhr.en nac*rv.eisbaren Anderung der genannten Produkte.
This Declaration of Conformity loses its validity in case of an unauthorised or if Mccicon eG undertakes a verifiable change of the mentioned products
Benannte Stelle 'jr cas Kon'ormitatsbev.ertungsverah'en TUV SUD Product Service GmbH. Ridlerstrasse 65. 80339 Mjnchen, Germany, Idert.-Nr. 0123
Notified Body o' tne conformity assessment procedure. TUV SLID Product Service GmbH. Ridlerstrasse 65, 80339 Munich. Germany, Identification no 0123.

7035_F_UMDNS_GMDN_DOC_Rev_6.docx Rev fif 2016-09-20/ QUWijs Page 10fl



Medicon eG
Appendix Declaration of Conformity

Date: 2018-10-13

14-154 Trocar confidential
Risk class
Article Description German Description English UDI-DI MDD
93/42/EEC
Annex IX
91.13.11  |Automatik Trokarhulse m Fixierg 0 11.0mm automatic trocar sleeve w fixation 0 11.0mm 4046826165536 2a
91.13.12  |Automatik Trokarhulse m Fixierg 0 12.5mm automatic trocar sleeve w fixation 0 12.5mm 4046826165543 2a
91.13.55  |Automatik Trokarhulse m Fixierg 0 5.5mm automatic trocar sleeve w fixation 0 5.5mm 4046826165550 2a
91.14.10  |Automatik Trokarhulse 0 10.0mm 97mm automatic trocar sleeve 0 10.0mm 97mm 4046826165567 2a
91.14.11  |Automatik Trokarhulse 0 11.0mm 101mm automatic trocar sleeve 0 11.0mm 101mm 4046826165574 2a
91.14 12  |Automatik Trokarhulse 0 12.5mm 98mm automatic trocar sleeve 0 12.5mm 98mm 4046826165581 2a
91.14.55  |Automatik Trokarhulse 0 5.5mm 95mm automatic trocar sleeve 0 5.5mm 95mm 4046826165673 2a
91.16.25 Flex Trokarhulse 5.5x70mm flex trocar sleeve 5.5x70mm 4046826165925 2a
91.16.27 ErsatzhUIse flex f 91.16.25 sleeve only flex f 91.16.25 4046826165949 2a
91 16.30  [Flex Trokarhulse 5.5x100mm flex trocar sleeve 5.5x100mm 4046826165956 2a
91.16.32 ErsatzhUIse flex f 91.16.30 sleeve only flex f 91.16.30 4046826165970 2a
91.16.35 Flex Trokarhulse 10.0x70mm flex trocar sleeve 10x70mm 4046826165987 2a
91.16.37  |[ErsatzhUIse flex f 91.16.35 sleeve only flex f 91.16.35 4046826166007 2a
91.16.40 Flex Trokarhulse 10.0x100mm flex trocar sleeve 10x100mm 4046826166014 2a
91.16.42 ErsatzhUIse flex f 91 16 40 sleeve only flex f 91.16.40 4046826166038 2a
9116 45  [Trokarhulse starr m Gewinde 5.5x50mm trocar sleeve rigid w thread 5.5x50mm 4046826166045 2a
91.16.50  [Trokarhulse starr m Gewinde 10.0x50mm trocar sleeve rigid w thread 10x50mm 4046826166069 2a
91.16.55  [Trokarhulse starr m Gewinde 13.0x50mm trocar sleeve rigid w thread 13x50mm 4046826166083 2a
999.19.26 [Trokarhulse Ti 45mm 0 18mm trocar sleeve ti 45mm 0 18mm 4046826258092 2a
999.19.27 [Trokarhulse Ti 55mm 0 18mm trocar sleeve ti 55mm 0 18mm 4046826258108 2a
999 30.36 |Ochsner Trokar 14 Charr f 10 Charr SU11300014 Ochsner trocar 14 Fr f 10 Fr 4046826336462 2a
999 30 37 |OchsnerTrokar 18 Charrf 12 Charr SU11300018 Ochsner trocar 18 Frf 12 Fr 4046826336639 2a
999.30 38 [Ochsner Trokar 20 Charr f 14 Charr SU11300020 Ochsner trocar 20 Fr f 14 Fr 4046826336479 2a

7035_F_UMDNS_GMDN_Appendix_6.xIsx

Rev.6/2018-01-31/ GF/js




999.30.39 |[Ochsner Trokar 22 Charr f 16 Charr SU11300022 Ochsner trocar 22 Frf 16 Fr 4046826336486 2a
999 30.40 |Ochsner Trokar 24 Charr f 18 Charr SU11300024 Ochsner trocar 24 Fr f 18 Fr 4046826336493 2a
999 30.41 |Ochsner Trokar 27 Charrf 20 Charr SU11300027 Ochsner trocar 27 Fr f 20 Fr 4046826336509 2a
999 56.30 (Trokarhulse Ti 65mm 0 18mm trocar sleeve ti 65mm 0 18mm 4046826410841 2a
999 56.31 (Trokarhulse Ti 75mm 0 18mm trocar sleeve ti 75mm 0 18mm 4046826410858 2a
999.56.32 [Trokarhulse Ti 85mm 0 18mm trocar sleeve ti 85mm 0 18mm 4046826410865 2a
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KONFORMITATSERKLARUNG
(DECLARATION OF CONFORMITY)

GemaB Richtlinie 93/42/EWG des Rates vom 14. Juni 1993 uber Medizinprodukte
(According to Council Directive 93/42/EEC of 14 June 1993 concerning medical devices)

Medicon eG
Gansacker 15
78532 Tuttlingen
GERMANY

erklart in alleiniger Verantwortung, dass die Medizinprodukte gemaB Anhang
(Declares in sole responsibility, that the medical devices according to the appendix)

Kaniile, sonstige UMDNS 15-206
Cannula, Other UMDNS 15-206

Reg.-Nr. (Reg -No.) DE/CA39/1277/422A

Risikoklasse (risk class) 2a
auf die sich diese Erklarung bezieht, mit der/den folgenden Norm/en und/oder
normativen Dokumenten iibereinstimmt:
(To which this declaration relates is in conformity with the following standard(s) and/or
normative documents)

Die Medizinprodukte entsprechen den einschlagigen Bestimmungen der Richtlinie 93/42/EWG.
Das Konformitatsbewertungsverfahren fur die Medizinprodukte wurde nach Anhang Il ohne (4) der
Richtlinie 93/42/EWG durchgefuhrt.

(The medical devices conform to the relevant provisions of Council Directive 93/42/EEC.

The conformity assessment procedure of the medical devices has been performed according to
annex Il excluding (4) of the Council Directive 93/42/EEC)

Oh (City): 78532 Tuttlingen Datum (Date):
XXX XXX X XXXXXXX
Manager
XXXXXXXXXXXXX XXXXXXXXXXXX XXX
General Manager Director of Quality Management and Regulatory Affairs

Os Kenformfiatserkl>rung vediert lhre Guitigkeit be, einer nich*, a¢ s o¢en oaer cei o0 ne.' durch cie Medicon eG djrchgefuhrten, nach*elsbaren Andervng der genannten Produkte This
Declaration of Conformity loses its validity in Caso of an unauthorised or if Mecicon eG undertakes a verifiable change of the mentioned products Benannte Ste le fir das Kontormitatsbewertungsverfahren
: TUV SUD Product Service GmbH Ridlerstrasse 65, 80339 MOnchen Germany, Ident.-Nr. 0123. Notified Body of the conformity assessment procedure. TUV SLID Product Serv.ce GmbH, Ridlerstrasse
65. 60339 Munich. Gerrrary, Identification no: 0123. 7035_F_UMONS_GMON_DOC_Rev_6.docx Rev.6/2016-
09-20/QWI/js Page 1 of 1



Medicon eG
Appendix Declaration of Conformity

Date: 2018-10-13

15-206 Cannula, Other confidential
Risk class
Article Description German Description English UDI-DI MDD
93/42/EEC
Annex IX
09.77.70  [Veress Kan 2.1x100mm LL Veress needle 2.1x100mm 4046826012410 2a
09.77 71  |Veress Kan 2.1x120mm LL Veress needle 2.1x120mm 4046826012427 2a
57.39.51  [Saug u Spulrohr 18cm Fig 1 suet a irrig tube 18cm fig 1 4046826083731 2a
57 39.52  |Saug u Spulrohr 18cm Fig 2 suet a irrig tube 18cm fig 2 4046826083748 2a
57 39.53  |Saug u Spulrohr 18cm Fig 3 suet a irrig tube 18cm fig 3 4046826083755 2a
73.17.80 |Laryng Saugrohr aufgeb 0 2mm 25cm laryng suet tube evd up 0 2mm 25cm 4046826132767 2a
73.17 81  |Laryng Saugrohr aufgeb 0 3mm 25cm iaryng suet tube evd up 0 3mm 25cm 4046826132774 2a
88.80.05 |Spulkan 0 5mm 33cm LL m Trcmpetenventil irrig cann 0 5mm 33cm LL w trumpet valve 4046826163815 2a
88.80.06 [Spulkan 0 5mm 33cm LL m 2 Trompetenventilen irrig cann 0 5mm 33cm LL w 2 trumpet valves 4046826163822 2a
91 18.10 (Injektionskan 0 1.2mm Schaft 0 5mm 33cm LL injection cannula 0 1,2mm shaft 0 5mm 33cm LL 4046826166106 2a
91.18 13  |Saug u Spulkan 0 5mm m Schlauchanschl 33cm suet a irrig cann 0 5mm w tube conn 33cm 4046826308360 2a
91.18.14  |Wechselkan perforiert 0 5mm Spitze often f exchange cann perf 0 5mm open tip f 91.18.13 4046826308377 2a
91.18.13
91.18.15 |Wechselkan perforiert 0 5mm Spitze geschlossen f  [exchange cann perf 0 5mm closed tip f 91.18.13 4046826308384 2a
91.18.13
91.1820 Saug u Spulkan 0 5mm m 2 Wege Hahn suet a irrig cannula 0 5mm w 2 way stop-cock 4046826166113 2a
91.18.21  [Saug u Spulkan 0 5mm m 2 Wege Ventil suet a irrig cannula 0 5mm w 2 way valve 4046826166120 2a
91.1823 Saug u Spulkan Set m 0 5/10mm Kan suet a irrig cannula set w0 5/10mm cannulas 4046826166137 2a
91.18.24  (Griff m 2 Trompetenventilen f SpOl u Saugkan hdl w 2 trumpet valves f suct/irrig cannula 4046826166144 2a
91 18.25 [Saug u Spulkan 0 5mm wechselbar suet a irrig tube 0 5mm exchangeable 4046826166151 2a
91.1826 Saug u Spulkan 0 10mm wechselbar suet a irrig tube 0 10mm exchangeable 4046826166168 2a
91.18 33  [Saug u Spulkan Set kpl m Pistolengriff suet a irrig cannula set epi 4046826308391 2a
91.18 34  |Pistolengriff allein f 91 18.33 pistol hdl only f 91.18.33 4046826308407 2a
91.18.35 |Saug/Spulkan 0 5mm f 91.18.33 suct/irrig tube 5mm f 91.18.33 4046826308414 2a
91.18.36  |Saug/Spulkan 0 10mm f 91.18.33 suct/irrig tube 10mm f 91.18.33 4046826308421 2a
999 71.53 |Veress Kan 2.1x150mm \Veress needle 2.1x150mm 4046826277512 2a
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