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mdc medical device certification GmbH
Notified Body 0483

herewith certifies that

STEMA Medizintechnik GmbH
H.-E.-BussestraRe 4
78333 Stockach
Germany

for the scope:

active, instru rgery

iments i
(see attachment)
has introduced and apples a
Quality System
for the design, manufacture and final inspection.

Tha o st hes proven ht s ety syt
eets al requirements according

Annex Il - excluding Section 4
of the Council Directive 93/42/EEC
of 14 June 1993 concerning medical devices.

‘The surveillance will be held as specified in Annex I, Section 5.

Valid from 2014-09-30

Valid untl 19-09-20
Registration no. 01093700024

Report no. P14-01199-25601

Stuttgart 2014-09.04

Abl

Head of Certfication Body

mdc modical device certfcation GmbH
Kriogerstratio 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253507-0
Fax: +49-(0)711-263597-10
Intornet: hitp:/wvww mdc-co.do

EC Certificate

‘ medical device certficatior
dmdc I —
Valid until 2019-09-29
Y ST Regsuatonno. 01063700023
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Stuttgart 14-09-04
——
.
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EC Certificate

mdc medical device cemﬁcation GmbH
Notified Body 048
herewith certifies Ihll

STEMA Medizintechnik GmbH £
H.-E.-BussestraRe 4 e l lca e
78333 Stockach ”
Germany

for the scope

mdc medical device certification GmbH
certifies that

reusable surgical instruments,

(see attachment) STEMA Medizintechnik GmbH
has introduced and applies a H.-E.-BussestraRe 4
Quality System 78333 Stockach
Germany
for the design, manufacture and final inspection.
for the scope
The mﬁxﬁﬁmm’:\t‘;g;;ﬁr{:ﬁﬂm development, m.numunnn md dlﬂflbuuon of
N . shaver, insufflatc nrrigati pumps.
Annex Il — excluding Section 4 .
pplies

of the Council Directive 93/42/EEC
of 14 June 1993 concering medical devices. Quality Management System

“The surveilance will be held as specified in Annex I, Section 5.
‘The mdc audit has proven thatthis quality management system
meets all requirements of the folowing standard

Valid from 2014-09-30
Valid unti 2019-09-29
Registration no. D1093700025
Report no. P14-01199-25599 EN ISO 13485
Stuttgart
Medical devices — Quality management systems
Ox & Requirements for regulatory purposes

ENISO 134852012 + ACZ012 - 15O 134852003 + Cor. 12000
Head of Certifcation Body

Service/Zertifikate

Die STEMA Medizintechnik GmbH ist nach den

héchsten Standards zertifiziert.

- DIN EN ISO 13485
- EG Richtlinien 93/42/EWG
- FDA

Diese Standards bilden eine essentielle Grundlage
for unser Unternehmen und unsere Partner.

Sie symbolisieren ebenfalls das Engagement und
Erstreben die Qualitat unserer Produkte langsfristig

zu sichern.

mdc medical device certfication GmbH
Kriegerstratie 6
D-70191 Stuttgart. Germany
Prone: +40-(0)711-253567.0
R )
Internet. co.do

S ervice/Certificates

STEMA Medizintechnik GmbH is certified in accordance
with the highest standards.

- DIN EN ISO 13485
- Council Directive 93/42/EEC
- FDA

These standards create an essential base for our
company and our partners.

They also symbolize the commitment and strive fo keep
up the quality of our products.
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Medizintechnik

Produkte
Das aktuelle Produktsortiment der STEMA Medizintechnik GmbH umfasst mehr als 10.000 verschiedene Artikel.
Wir decken folgende Segmente fur die Chirurgie mit qualitativ hochwertigen Produkten ab:

- Arthroskopie

- Bronchoskopie

- Container-Systeme

- Gastro-Intestinal

- Geridite

- Gyndkologie

- Herz-MIC

- HF-Chirurgie

- HNO

- Laminektomie

- Laparoskopie

- Mikromotoren-Systeme
- Proktoskopie

- Thorakoskopie

- Titan Platten Systeme
- Urologie

Durch die enge Zusammenarbeit mit unseren Stamm-Lieferanten garantieren wir ein sehr hohes Qualitétsniveau.

Dies ist einer von vielen Griinden, die der Firma STEMA weltweit Kontakte zu verschiedenen Partner eréffnet,
in unserem Namen sowie im OEM-Bereich.

P roducts
The current product range of STEMA Medizintechnik GmbH includes more than 10.000 different items.
We cover the following areas in surgery with high quality products:

- Arthroscopy

- Bronchoscopy

- Cardiac MIS

- Container-Systems

- ENT

- HF-Surgery

- Gastro-Intestinal

- Gynaecology

- Laminectomy

- Laparoscopy

- Micro motor systems
- Proctoscopy

- Thoracoscopy

- Titanium plating system
- Units

- Urology

A close cooperation with our suppliers guarantees a very high quality level.

This is one of many reasons which open STEMA contacts to various partners all over the world, in our
name as well as on OEM base.
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PN Endoskophalter - Komplett - Einzelkomponenten
‘.‘ | | £ Endoscope holder - Complete - Single components

Medizintechnik

Bestell-Nr.
Ordering no.

STEMA Endoskophalter, Schienensystem, gerade Séule, 300mm bestehend aus:
EL-002-010 (Endoskophalter), EL-002-011 (Gelenkarm), EL-002-012 (Séule), EL-002-023 (Schienensockel)

Y 02-001 STEMA endoscope holder, rail system, straight column, 300mm, consisting of:
EL-002-010 (endoscope holder), EL-002-011 (articulating arm), EL-002-012 (column), EL-002-023 (rails clamping)
STEMA Endoskophalter, Schienensystem, gerade Séule, 300mm bestehend aus (Abbildung dhnlich EL-002-001):
EL-002-007 EL-002-010 (Endoskophalter), EL-002-027 (Gelenkarm), EL-002-012 (Séule), EL-002-023 (Schienensockel)

STEMA endoscope holder, rail system, straight column, 300mm, consisting of (illustration similar EL-002-001):
EL-002-010 (endoscope holder), EL-002-027 (articulating arm), EL-002-012 (column), EL-002-023 (rails clamping)

Bestell-Nr.
Ordering no.

STEMA Endoskophalter, Schienensystem, L-Séule, 450x100mm bestehend aus:

EL-002-010 (Endoskophalter), EL-002-011 (Gelenkarm), EL-002-022 (L-Séule), EL-002-023 (Schienensockel)
STEMA endoscope holder, rail system, L-column, 450x100mm, consisting of:

EL-002-010 (endoscope holder), EL-002-011 (articulating arm), EL-002-022 (L-column), EL-002-023 (rails clamping)

EL-002-002

HOLDING SYSTEM
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Instrumentenhalter - Komplett - Einzelkomponenten rN
- - Si o |
Instrument holder - Complete - Single components ‘ ‘
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Bestell-Nr.
Ordering no.

STEMA Instrumentenhalter, Schienensystem, gerade Séule, 300mm bestehend aus:

EL-002-014 (Instrumentenhalter), EL-002-011 (Gelenkarm), EL-002-012 (Séule), EL-002-023 (Schienensockel)
STEMA instrument holder, rail system, straight column, 300mm, consisting of:

EL-002-014 (instrument holder), EL-002-011 (articulating arm), EL-002-012 (column), EL-002-023 (rails clamping)

EL-002-040

EL-002-041 EL-002-042 EL-002-043

Bestell-Nr.
Ordering no.

STEMA Instrumentenhalter, Schienensystem, L-Séule, 450x100mm bestehend aus:

EL-002-014 (Instrumentenhalter), EL-002-011 (Gelenkarm), EL-002-022 (L-Séule), EL-002-023 (Schienensockel)
STEMA instrument holder, rail system, L-column, 450x100mm, consisting of:

EL-002-014 (instrument holder), EL-002-011 (articulating arm), EL-002-022 (L-column), EL-002-023 (rails clamping)

STEMA Instrumentenhalter, Schienensystem, L-Séule, 450x100mm (HF geprift) bestehend aus:

EL-002-014 (Instrumentenhalter), EL-002-011 (Gelenkarm), EL-002-022 (L-Sgule), EL-002-025 (Schienensockel isoliert)
STEMA instrument holder, rail system, L-column, 450x100mm, (HF tested) consisting of:

EL-002-014 (instrument holder), EL-002-011 (articulating arm), EL-002-022 (L-column), EL-002-025 (rails clamp. insul.)
STEMA Instrumentenhalter, Schienensystem, U-Séule, 266x330x166mm bestehend aus:

EL-002-014 (Instrumentenhalter), EL-002-011 (Gelenkarm), EL-002-016 (U-Séule), EL-002-023 (Schienensockel)

STEMA instrument holder, rail system, U-column, 266x330x166mm, consisting of:
EL-002-014 (instrument holder), EL-002-011 (articulating arm), EL-002-016 (U-column), EL-002-023 (rails clamping)

EL-002-041

EL-002-042

EL-002-043

HOLDING SYSTEM
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Instrumentenhalter (Doppelarm) - Komplett - Einzelkomponenten
£ Instruments holder (double arm) - Complete - Single components

Medizintechnik

EL-002-044 /
EL-002-045

Bestell-Nr.
Ordering no.

STEMA Doppel-Instrumentenhalter, Schienensystem, gerade Séule, 300mm bestehend aus:
EL-002-014 (2 x Instrumentenhalter), EL-002-026 (2 x Gelenkarm), EL-002-046 (Tréger), EL-002-023 (Schienensockel)

pRr02-044 STEMA double instrument holder, rail system, straight column, 300mm, consisting of:
EL-002-014 (2 x instrument holder), EL-002-026 (2 x articulating arm), EL-002-046 (supporter), EL-002-023 (rails clamp.)
STEMA Doppel-Instrumentenhalter, Schienensystem, gerade S&ule, 300mm bestehend aus:

EL-002-045 EL-002-014 (2 x Instrumentenhalter), EL-002-011 (2 x Gelenkarm), EL-002-046 (Tréiger), EL-002-023 (Schienensockel)

STEMA double instrument holder, rail system, straight column, 300mm, consisting of:
EL-002-014 (2 x instrument holder), EL-002-011 (2 x articulating arm), EL-002-046 (supporter), EL-002-023 (rails clamp.)

HOLDING SYSTEM
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Bestell-Nr. Léange (L) M1 (unten) M2 (oben) Drehgriff
Ordering no. Length (L) M1 (bottom) M2 (top) Rotating knob
EL-002-019 130mm M6 Mé Ed§|stoh|
Stainless steel
EL-002-021 190mm Mé Mé Ed§|sf0h|
Stainless steel
EL-002-026 280mm M12x1 M8 KUHSTSTOH, schwarz
Plastic, black
EL-002-011 400mm M12x1 M8 KunsTsToH, schwarz
Plastic, black
EL-002-027 550mm M12x1 M8 KunsTsToH, schwarz
Plastic, black
EL-002-028 550mm M12x1 M8 Kuns.fstoff, schwarz
Plastic, black
EL-002-029 550mm M12 M10 Kunststoff, schwarz

Plastic, black

HOLDING SYSTEM
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" Kopf-Komponenten
‘.‘ \ [ £ Head components
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Bestell-Nr.
Ordering no.

Halterung fir Endskope & 5mm / 10mm

02010 Holder for endoscopes @ 5mm / 10mm

o
\— :

Bestell-Nr.
Ordering no.

Halterung for Instrumente @ 4-18mm, Offnung 0-18mm

o014 Holder for instruments & 4-18mm, opening 0-18mm

HOLDING SYSTEM

HEAD




Saulen '

Columns “} m
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Bestell-Nr.
Ordering no.
EL-002-012 Sgule 300mm, gerade, Hohe verstellbar, @ 16mm, Gewinde oben M12x1, Gewinde unten M8
Column 300mm, straight, height adjustable, @ 16mm, thread top M12x1, thread bottom M8
EL-002-015 S&ule 400mm, gerade, Hohe verstellbar, @ 16mm, Gewinde oben M12x1, Gewinde unten M8
Column 400mm, straight, height adjustable, @ 16mm, thread top M12x1, thread bottom M8
‘ ‘
y L
EL-002-022 EL-002-016
Bestell-Nr.

Ordering no.

Saule 450x100mm, L-Form, Hohe verstellbar, @ 16mm, Gewinde oben M12x1, Gewinde unten M8

R ~-022 Column 450x100mm, L-shape, height adjustable, @ 1émm, thread top M12x1, thread bottom M8
EL-002-016 Saule 266x330x116mm, U-Form, @ 16mm, Gewinde oben M12x1, Gewinde unten M8

Column 266x330x116mm, U-shape, @ 16mm, thread top M12x1, thread bottom M8
Bestell-Nr.

Ordering no.

EL-002-046

Tréiger fur STEMA Doppelarm-Instrumentenhalter
Supporter for STEMA double arm instrument holder

Bestell-Nr.

Ordering no.

EL-002-017

Anschlagdeckel (ohne Abbildung)
Stop lid (without illustration)

EL-002-018

Endstick (ohne Abbildung)

End piece (without illustration)

HOLDING SYSTEM
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'.‘ ’T‘ Sockel
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"
Bestell-Nr.

Ordering no.

Schienensockel, fir Schienen mit Abmessungen 25x10mm bis 35x8mm, Héhe verstellbar, fur Sdulen & 16mm

e 02-023 Rail clamping base, for rails with dimensions 25x10mm to 35x8mm, height adjustable, for columns & 16mm

Bestell-Nr.
Ordering no.

Universalsockel, fur Schienen mit Abmessungen 25x10mm bis 35x8mm, Hshe verstellbar, fir Séulen & 16mm

R 02-024 Universal base, for rails with dimensions 25x10mm to 35x8mm, height adjustable, for columns & 16mm

Bestell-Nr.
Ordering no.

Schienensockel, isoliert (HF geprift), fir Schienen mit Abmessungen 25x10mm bis 35x8mm, Hshe verstellbar,

for Sgulen @ 16mm
Rail clamping base, insulated (HF tested), for rails with dimensions 25x10mm to 35x8mm, height adjustable,

for columns @ 1é6mm

EL-002-025

Bestell-Nr.
Ordering no.

Schienensockel, flexibel, for Schienen mit Abmessungen 25x10mm bis 35x8mm, Hahe verstellbar, fir Sédulen & 16mm

B> Rail clamping base, for rails with dimensions 25x10mm to 35x8mm, height adjustable, for columns & 16mm

HOLDING SYSTEM
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STEMA Medizintechnik GmbH

H.-E.-Bussestr. 4
78333 Stockach - Germany

Phone: 0049 (0) 77 71 / 87 53 51
Fax: 0049 (0) 77 71 / 87 53 50

info@stema-medizintechnik.de
www.stema-medizintechnik.de
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