| Doku-Nr.: SOP 21510 KOB H

Tedinlsche Dolkumentation

Rev.: 01 Anlége 5
Rev.: 01

Clinical Evaluation

Seite 1 von 10

<

Clinical Evaluation ace. . § 18 MPG in combination with Annex X of counct direckive D3/MM2/EEC

from 14, June 1993 on medical devices

I_Date _ 07.05.2018 o
Product / Productgrosp Fixation bandages, non-slastic, uncoated

Fixetion bantdages, elaslic, uncoated
Fixation kandages, permanent-stastic
Fixation bandages, elastic, cohesive
Tubuiar handagses

Ready-to-use tubular bandages

i Project-Nr. {if applicabie}

Date of isaue

Replaces isstie
Fram

Reason for change

Dale f signaiure

25/08/2010 28/06/2005
| 26.08.2015 25.08.2010

15.01.2018 56082016

07.05.2018 18.07.2016

| CONFIDENTIA

Ontineslakumant: Ausdrucka in Pagierdorm sind rleht gelenkt. Elgentumn dar KOI3-Gruppa.
Wizltergebn an Drite und niciil Sutorsiarias Kapiaran sind nicht erlaubl.

ergetzt Rev. — Gllfig ao:
vy e 18462015

i

Dinlainam Glrital TvAkale Fialion bandagoa_ 20100507 Aee
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Clintcal Evaluation acc. to. § 19 MPG in cambination with Annex X of coundil directive 9342/EEC
framn 14, Juna 1893 on madical devices
Date ) | 07.05.2018
Product / Fratuclgroup Firatlen bandagss, non-stestic, uncoatad
Fixation bandages, elastic, uncoated
Fixation bandages, permanent-edastic
Fixation bandages, elastic, cohesiva
Tubular bandages
Ready-to-use tubutar bandages ]
| Project-Nr. (f spplisable) E

Appkeable direciive;

342 EEC (MBI

[ Firal conclusion:

With the present documentation and the statements includad it ts Jermonsirat-
ad that the medical devices Fixation bandages are designed, manufactured
and packaged in such a way that their applicability for the intended use is en-
sured and that it will not compromise the clinical condition or tha safety of pa-
tients, or the safely and health of users or, where applicable, other persons Lo
an unacceptable axtent, and that thers are no unacceptable risks when
weighed against the benefits to the patient, when Fixation bandages are ussd
under the conditions and for the puranses intendsd,

Yes | No

preparad by
RA

R

appraved by

appraved by {aoproved by
Pt {narme idepartment):

Unlina-Dokurent. Ausdrucke iy Papisfore: siadl nlcit galankt, Elgenturm der #06-Giuppe. I orsetzt Rey,: — Gililtig ab:
Wieltesgebe an Drllds und nizht sutordslorea Kapieren slnd nickt enaut, | vom: -

15.06,2045

Dulzirzanie: Ginksl Eysusion Fbalinn Ranceyms_3118UERT G
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Chinical Evaluation acc. to. § 19 MPG in combination with Annex X of counnil directive S342/EEC
from 14. June 1293 on medical devices

Drate 07.05.2018 _
Froduct { Produstgroup Fixation bandages, nan-elastic, uncoated

Fixation handages, slastic, uncoated
Eixation bandages, permanent-atastic
Fixation bandages, efastic, cohesive
Tubutar bandages

Raeady-to-uss tubuiar bandages

Project-ir. (if applicable]

j Ordine-Igkumatit Ausdrocsse n Papledorm slnd Alcht galenkt, Elgentam dar KOB-Crappe, arealet Row,: - Gititlg eh:
i Willergabe zn Dritte und ndcht auierlsisrtes Kopisrar sind 2icht arlautd. vam: --- 16082043

Ninimlrarmar SErisd EvArgion Foadivi, birdeges 20131507 oo
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Clinical Evaluation ace. to. § 19 MPG in combinatio
from 14, June 1993 on meoical devices

1 with Annex X of council directive 93/42/EEC

Date

07.05.2018

Product / Produstgroup

Fixafion bandages, nen-slastic, uncoated
Fixatian bandages, elastic, uncoated
Fiation bandages, permanent-elastic
Fixation bandages, ejastic, cahesive
Tubular bandagss

Ready-to-use tubular handages

[ Praject-Nr. {if applicabls)

Onifina-Cokunsont Auadrucke in Rapierform sind micht frefantd. Eipantium dar KO85-Gruppe, BTSetzr ey —
Weitargaie ar Ofitte und wioht sutarizienes Kopiere gl nikt erlaubt, VO -

j Gifiig ai:
| 14.06,2018 |

Craesrame: (Hlrigsd Evabuaton Fealion barcogos_SO1BIELT . doc
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Cinical Evaluation ace. to. § 19 MPG in combination with Annex X of councii directive S3/42EEC
from 14, June 1983 on medical devices

Dats ].67.05.2018 _ _
Product / Productgroup Fixation bandages, non-elastic. uncoated

Fixation bandages, elastic, uncoatad

Fizalion bandages, permanent-elastic
Fixation bandages, elastic, cohesive
Tuhular bandages

Ready-fo-use tuildar handages

| Project-Nr. {if applicable

Ongine-Ookurnerd: Auadrucie In Fapleitarn gind slcht, gelenkd. Eygenturn der KOB-Gruopa.

orselzl Rew! - Gliitig at:
\Waltrgaba &n Oritte uad nisht duboriairres Hopersn ind nizhil erlAubt.

WAL e 15.0R.2015

Dapmiaaa Liimcal Cvalualinn Fheoticr: Eatagss_SOTMIEET dan



Doku-Nr.: SOP 21510 KOB H ' Rev.: 01

_Techhische Dokunsntation

Aniage 5
Rev.: 01

Clinieal Evaluation

Seite 5 von 1C+J

Clinical Evaluation ace. to. § 19 MPG in combination with Annax X af aouhcif diractive 93142/EEC
from 14, June 1993 an medical devices

Date

07.05.2018

Froduct f Praducigroup

Fixation bandages, non-elastic, uncoated
Fixation bandages, slastic, uncoated
Fixation bandages, permanent-elastic
Fixation bandages, alastic, cohesive
Tubular bandages

Ready-fo-use tubular bandages

Froject-hr. {if applicable}

Onfina-Dekument: Ausdrocka in Papletionm sind rlcht guilanis, Eigeninm der KOB-Gruppe. eTaedTt Fav: -
Wiaiteryabu an Dritte g ich! ubcrisicles Kopiersn sind nicht azlasht, wan: -

Gillthg ab:
i 16082045

Pualii-vis: Clicical Feadulion Fissicn ooaomagas_20a0E0 s das
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Clinleal Evaluation acs. ta. § 18 MPG in combination with Arnex X of courcl directive §342fEEC
from 14, June 19983 on medical devices

f Rale {7.05.20118

Product / Productgroup | Fixation: bandages, nan-elastic, uncoated

Fixation handagss, elastle, uncoated
Fixation bandages, permanent-elastic
Fixation bandages, elastic, cohesive
Tukular bandages

Ready-to-usa fubular handagss

{ Project-Nr. [if applicable} |

Osilinesakumenl fusdsuckn In Fegerocon sind nicht gelentd, Eganturm rfer KOB-SRpRe. crectzt Raw.: —-- l Glltig ubs:
Wigiteigate an Drithe und nlch: Butorlslertes Kopiaren gind michi erlaumt, VEIE: — ; 14.06.2015

Dakmamee Sl fusl Fuslezlian Fisalka ‘nnndages_207BCEOT doc
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Chnical Evaluation acc. to. § 19 MPG in combination with Annex % of coungil directive S¥A2/EEC

from 14 June 1993 on medica! devicas

Date

07.05.2018

Product f Fraductgroup

Freation bandages, non-elastic, uncoated
Fixation bandages, elastic, uncoated
Flxation handages, permanent-elastic
Fixalion bandages. elastic, eohesive
Tubular bandages

Ready-to-use tubular bandages

Cnline-Cokuirani: Ausdrycke In Papiardcrm sind nicht galankd. Edgerturm der KOB-Gugps,

I

Wailergahe an Drilte wnd richt autorlsicrias Kenleraa sind nicht erlaubt,

eraetzl Rev.: ---

WO -

:

Fdtig aiy:
15.08,2015

Dicalnaina: Clivical lvalualion Fivation bundages, 302 ERSOT oy
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Clinical Evaluation ace. ta. § 18 MEG in combination with Annex X of coundit directive 93/42/EEC
from 14, June 1993 an rmedical devices

Date 07.05.2018

Product / Producigrous Fixation bandages, non-slastic, uncoated

Fixation handages, slastic, uncoated
Fixation bandagss, permanent-elastic
; Fixation bandages, elastic, cohesive
; Tubular bandagss

Ready-tg-use tubular bandages

Project-Nr. (if applicable}

Cnlihe-DeRormant; Ausdiucka in Paplerdorm aind nicht gelenkt. Ligenun: der KOE-Grupps. arsatal Bew.) — Guitig ab:
Weitargabe an frike und nicht aulonzlenrs Kopirran sind nishl eflautd, v, - 15.06.2015

Malplrnma: Grracal Ceabaglion Flasi bandagan_si] BISET o
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Chnical Evaluation ace. to. § 19 MPG in combination with Annex X of council directive 93/42/EEC
from 14, June 1993 on medical devices

| Date 07.058.2015
Product f Productyroup | Fixation bandages, nom-elastic, uncoated

. Fixation bandages, efastic, uncoated
Fixation bandages, permanent-afastic
Fixation bhandages, elastic, cohesive
Tubular bandagee

_Readydo-use tubular handages

Project-Nr. (if applicable) L . -

Onfina-Dokumens Ausdnicke in Pepiererm s nlchd gelenkt. Eigentum der kB-Gruppe. arsulzk Rev.: - Gilitlg ah:
Weltargaie an Critte une nlchi awlorisiortas Kopieren sind nichl areubt. | WO — 15082018

Salrlnuma: Flipks: Svbhiaio Fenlicr bendopea_ 2R1E0ETT Qg



