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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010918 0031 Rev. 01

Product Service

Holder of Certificate: Geister Medizintechnik GmbH
Fohrenstr. 2
78532 Tuttlingen
GERMANY

Facility(ies): Geister Medizintechnik GmbH
Fohrenstr. 2, 78532 Tuttlingen, GERMANY

Certification Mark:

Digitally signed by Captari Alexandru
Date: 2022.11.06 13:14:39 EET
Reason: MoldSign Signature
Location: Moldova

EN SO 13485

tuv-sud.com/ps-cert

Scope of Certificate:  Design and development, production, distribution
and repair of surgical instruments,
surgical devices, sterile instruments and battery
powered driver (drilling/sawing) and saw blades

Applied Standard(s):  ENISO13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 010918 0031 Rev. 01

Report No.: 713189360
Valid from: 2020-11-01
Valid until: 2023-10-31

8@1‘-\/

Date, 2020-10-19 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20010918%200031%20Rev.%2001%C2%A0
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ZERTIFIKAT & CERTIFICATE ¢

, % W ,  Benannt durch/Designated by
- Y Zentralstelle der Linder &
. 4 fur Gesundheitsschutz 2
Lo E% x bel Arzneimitteln und %
w, *‘ﬂ Medizinprodukten ;
w .
LB .l ZLG-B5-244.10.08

Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, 1Ib or Ill)

No. G1 010918 0032 Rev. 00

Manufacturer: Geister Medizintechnik GmbH
Foéhrenstr. 2
78532 Tuttlingen
GERMANY

Facili ies): Geister Medizintechnik GmbH
tY( ) Fohrenstr. 2, 78532 Tuttlingen, GERMANY

Product Category(ies): Electro Surgical Units, HF-Electrodes,
HF-Instruments, Sterile Instruments,
Endoscopes, Suction and Irrigation Instruments,
Retractors, Bulldog Clamps, Trocars and
Battery-Powered Drivers (drilling/sawing)
and Saw Blades

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713155868
Valid from: 2019-09-23
Valid until: 2024-05-26

Date, 2019-09-23 / / N,

Stefan Preif}
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body « RidlerstraBe 65 « 80339 Munich » Germany
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ZERTIFIKAT o CERTIFICATE o

* * *** Benannt durch/Designated by

Zentralstelle der Lander

i !Lé ** fiir Gesundheitsschutz

bei Arzneimitteln und
* Medizinprodukten

* * #* BS-MDR-099

www.zlg.de

&

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and
(Class | Devices in sterile condition, with measuring function or reusable surgical instruments)

No. G11 010918 0033 Rev. 00

Manufacturer: Geister Medizintechnik GmbH
Fohrenstr. 2
78532 Tuttlingen
GERMANY

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried out
according to Annex IX Chapter | and Il of this regulation with a positive result. As applicable the
involvement of the notified body is limited to the aspects relating to:

- establishing, securing and maintaining sterile conditions,

- conformity of the devices with the metrological requirements,

- reuse of the device, in particular cleaning, disinfection, sterilization, maintenance and functional
testing and the related instructions for use.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. All applicable requirements of the testing and certification regulation of TUV SUD
Group have to be complied with. For details and certificate validity see: www.tuvsud.com/ps-
cert?g=cert:G11 010918 0033 Rev. 00

Report No.: 713180580
Valid from: 2020-10-19
Valid until: 2025-10-18
c'®’t\/
Christoph Dicks
Issue date: 2020-10-19 Head of Certification/Notified Body
Page 1 of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:G11%20010918%200033%20Rev.%2000%C2%A0
http://www.tuvsud.com/ps-cert?q=cert:G11%20010918%200033%20Rev.%2000%C2%A0
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ZERTIFIKAT o CERTIFICATE o

* * ** * Benannt durch/Designated by

Zentralstelle der Lander

* | A N * fiir Gesundheitsschutz
== bei Arzneimitteln und
* * Medizinprodukten

*oke * ** BS-MDR-099

www.zlg.de

=)

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and
(Class | Devices in sterile condition, with measuring function or reusable surgical instruments)

No. G11 010918 0033 Rev. 00

Classification: |
Device Group: MDN 1208 - Non-active non-implantable instruments
Device Properties: MDS 1006 - Reusable surgical instruments

The validity of this certificate ./.
depends on conditions and/or
is limited to the following:

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

.. . P )
TUV SUD Product Service GmbH - Certification Body * Ridlerstrate 65 + 80339 Munich » Germany TUV
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Cardiovascular and Thoracic




®
Atraumatic Tissue Forceps ‘ ; E I S T E R

Ultra-light with DeBakey Jaws

Fig. Length jaw Art.-No.
A 15.0cm 1.0mm 10-0050
A 19.5cm 1.0mm 10-0052
A 24.0cm 1.0mm 10-0054

Diethrich with DeBakey Jaws
Fig. Length jaw Art.-No.
B 15.0 cm 1.0mm 10-0096
% B  195cm  1.0mm 10-0097
B 24.0 cm 1.0mm 10-0098
C 15.0cm 1.5mm 10-0100
C 19.5cm 1.5mm 10-0102
C 24.0 cm 1.5mm 10-0104

15mm 20mm 24mm 28mm 3.5mm

D E F G H Tissue Forceps with DeBakey Jaws
Fig. Length jaw Art.-No.

15.0cm 1.5mm 10-0106
19.5cm 1.5mm 10-0107
24.0cm 1.5mm 10-0108
30.0 cm 1.5mm 10-0109
15.0 cm 2.0mm 10-0110
19.5 cm 2.0mm 10-0112
24.0 cm 2.0mm 10-0114
15.0 cm 24 mm 10-0115.15
24.0cm 24 mm 10-0115
30.0 cm 2.0mm 10-0116
38.0cm 2.0mm 10-0118
15.0 cm 2.8 mm 10-0121
19.5cm 2.8mm 10-0123
24.0cm 2.8 mm 10-0125
30.0cm 2.8 mm 10-0127
38.0cm 2.8 mm 10-0129
16.0 cm 3.5mm 10-0131
20.0cm 3.5mm 10-0133
24.0 cm 3.5mm 10-0135
30.0cm 3.5mm 10-0137

ITIIITOOOOOMMmMMMmMMMOOOO



T  F IS TER

Mayo-Hegar
Fig. Art.-No. lengthmm /" Insert/ Tip
DeBakey-type C  24-0129  140/5% ®2,0mm
Fig. Art.-No. lengthmm/" Insert/ Tip C 24-0130 160/6 % ®2,5mm
A 24-0360 180/7 ® 1,5mm C 24-0131 180/7 ®2,7 mm
A 24-0361  200/8 ® 1,5mm C 24-0132  200/8 ®2,7 mm
o ﬁr. A 24-0362  230/9 ® 1,5mm C 24-0133  240/9% ®2,7 mm
A 24-0363  260/10% ® 1,5mm C 24-0134  260/10 ®™2,7 mm
o A 24-0364  300/11% ® 1,5mm C 24-0135  300/11 % ®2,7 mm
Titanium Titanium
Fig. Art.-No. length mm /" Insert/Tip Fig. Art.-No. lengthmm /" Insert/ Tip
A 24-0360.TI 180/7 ® 1,5mm C 24-0130.TI 160/6 ®2,5mm
A 24-0361.TI 200/8 ® 1,5mm C 24-0131.TI 180/7 ®2,7 mm
A A 24-0363.TI 250/10 ® 1,9mm o] C 24-0132.TI 200/8 ®™2,7 mm
Crile-Wood
h:;l . Fig. Art.-No. length mm /" Insert/ Tip
Micro ] 24-0310  150/6 ®2,0mm
(DeBakey delicate) D 24-0311 180/7 ®2,0 mm
Fig. Art.-No. lengthmm /" Insert/ Tip D 24-0312 200/8 ®2,0 mm
B 24-0350 150/6 1,2 mm ] 24-0313  230/9 ®2,0mm
B 24-0351 180/7 ™1,2 mm D 24-0314  260/10% ®2,0mm
B 24-0352  200/8 1,2 mm D 24-0315  300/11% ®2,0mm
B B 24-0353  230/9 1,2 mm D 24-0308  150/6 ®1,7 mm

*bold = shown ®>@ ®>@ @>@ @>
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Micro Scissors

Fairgrip™ultra Micro - Potts
Scissors

A = F G

Fig. Length <X blade length Art.-No. Fig. Length <X blade length Art.-No. Type
mm/" mm mm/" mm

A 170/6Y% - 10 03-0606 - - - - - -
B  170/6% - 10 03-0608 - - - - - -
C 170/6% 25° 10 03-0610 C 210/8% 25° 10 03-0620 Streamline”
D 170/6% 45° 10 03-0612 D 210/8% 45° 10 03-0621 Streamline”
E 170/6% 60° 10 03-0614 E 210/8%  60° 10 03-0622 Streamline*
F  170/6% 90° 10 03-0616 F  210/8%  90° 10 03-0623 Streamline”
G 170/6%  125° 10 03-0618 G 210/8%  125° 10 03-0624 Streamline”

Standard blade length 10 mm. For shorter 7 mm blade add “KS” behind Art.-No. for ordering. For longer 14 mm blade add “LS” behind Art.-No. for ordering.
* Scissors with length 210 mm only available in Streamline.
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Tying

with platform

SA@REW

Enhanced Needle Grip Surface

Micro Tissue Forceps

Also available
counterbalanced

®
A B C
Fig. Length Jaw Teeth Art.-No. Art.-No. Fig. Length Jaw Teeth Art.-No. Art.-No. Fig. Length Jaw Teeth Art.-No. Art.-No.
mm/" mm Q) @) mm/" mm @ @) mm/" mm ©) ®
A 150/6 04x6 - 10-3550 A 210/8% 04x6 - 10-3570 10-3870 B 230/9 0.8x6 10-3586
B 150/6 0.4x6 - 10-3555 B 210/8% 0.4x6 - 10-3575 10-3875 A 250/10 04 x6 10-3590
C 150/6 0.4x6 1x2 10-3552 A 210/8% 0.8x6 - 10-3571 10-3871 B 250/10 04x6 10-3595
A 180/7 04x6 - 10-3560 10-3860 B 210/8% 08x6 - 10-3576 10-3876 | A 250/10 0.8x6 10-3591
B 180/7 04x6 - 103565 10-3865 | o 210/8% 04x6 1x2 10-3572 B 250/10 0.8x6 10-3596
A 180/7 0.8x6 - 10-3561 10-3861 C 210/8% 0.8x6 1x2 10-3573
B 180/7 0.8x6 - 10-3566 10-3866 A 230/9 04x6 - 10-3580
C 180/7 04x6 1x2 10-3562 B 230/9 04x6 - 10-3585
C 180/7 0.8x6 1x2 10-3563 A 230/9 08x6 - 10-3581
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Micro Tissue Forceps

Micro Tissue Forceps
with DeBakey Jaws

Also available not
counterbalanced

Fig. Length Jaw Art.-No. Art.-No. Fig. Length Jaw Art.-No. Art.-No
mm/" mm @) @ mm/" mm @ @

A 150/6 1.0  10-3410 10-3710 | A 230/9 1.0  10-3440 =

A 180/7 1.0 10-3420 10-3720 | B 23079 1.0 10-3445 -

B 180/7 1.0 10-3425 10-3725 | for needle pulling:

.\ 210/8% 1.0  10-3430 10-3730 C 180/7 1.5 10-3649 -

B 210/8% 1.0 10-3435  10-3735 | C 180/7 20  10-3650 —




Atraumatic Tissue Forceps

Tissue Forceps

with DeBakey Jaws, straight

Fig. Length jaw Art.-No.

A 15.0 cm 2.7 mm 10-0120

A 19.5cm 2.7 mm 10-0122 "]
A 240cm 2.7 mm 10-0124 & 8
A 30.0 cm 2.7 mm 10-0126 @

A 38.0cm 2.7 mm 10-0128

B 15.0 cm 3.5 mm 10-0130

B 19.5cm 3.5 mm 10-0132

B 24.0 cm 3.5 mm 10-0134

B 30.0 cm 3.5 mm 10-0136 2.7 mm 3.5 mm 2.0 mm 2.7 mm 2.0 mm

B 38.0cm 3.5 mm 10-0138 A B C D E

with DeBakey Jaws, angled

Fig. Length jaw Art.-No.
C 15.0 cm 2.0 mm 10-0140
C 19.5cm 2.0 mm 10-0142
C 24.0 cm 2.0 mm 10-0144
C 30.0cm 2.0 mm 10-0146
D 15.0 cm 2.7 mm 10-0141
D 19.5cm 2.7 mm 10-0143
D 24.0cm 2.7 mm 10-0145
D 30.0 cm 2.7 mm 10-0148

with Cooley Jaws

Fig. Length jaw Art.-No.
E 15.0cm 2.0 mm 10-0180
E 19.5 cm 2.0 mm 10-0182

E 24.0cm 2.0 mm 10-0184
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Fairgrip™ultra Streamline
with ratchet

SA@RE

Enhanced Needle Grip Surface

Micro Needle Holders

for sutures 8-0

for sutures 6-0

for sutures 5-0

and smaller and smaller and smaller
A B C D = F
Fig. Length jaw Art.-No. Fig. Length jaw Art.-No. Fig. Length jaw Art.-No.
mm/" mm/" mm/"
A 180/7 04 x12 03-0650.04 A 210/8Ya 0.4x12 03-0655.04 A 230/9 0.4x12 03-0660.04
B 180/7 04x12 03-0651.04 B 210/8Ya 0.4x12 03-0656.04 =] 230/9 0.4x12 03-0661.04
C 180/7 0.8x12 03-0650.08 C 210/8Ya 0.8x12 03-0655.08 C 230/9 0.8x12 03-0660.08
D 180/7 0.8x12 03-0651.08 D 210/8Ya 0.8x12 03-0656.08 D 230/9 0.8x12 03-0661.08
E 180/7 1.2x12 03-0650 E 210/8Ya 1.2x12 03-0655 E 230/9 1.2x12 03-0660
F 180/7 1.2x12 03-0651 F 210/8Ya 1.2x12 03-0656 F 230/9 1.2x12 03-0661
C 260/10% 0.8 x 12 03-0665.08
E 260/10%2 1.2x12 03-0665




T ( F S TER

F

straight shanks

curved shanks

Kay
with DeBakey Jaws
Fig. Art.-No. Length mm /"
A 22-0244 200/8
Titanium
Fig. Art.-No. Length mm /"
22-0244.TI 200/8
Lambert-Kay
with DeBakey Jaws
Fig. Art.-No. Length mm /"
B 22-0245 200/8
Titanium
Fig. Art.-No. Length mm /"
22-0245.TI 200/8

slightly angled shanks

angled shanks

graduated jaws

Ochsner
with DeBakey Jaws
Art.-No. Length mm /"
22-0265 235/ 9%
Liddle
with DeBakey Jaws
Fig. Art.-No. Length mm /"
D 22-0268 270/ 10%
Diethrich
with DeBakey Jaws
Fig. Art.-No. Length mm /"
E 22-0270 195/ 7%
Lemole-Strong
with DeBakey Jaws
Fig. Art.-No. Length mm /"
F 22-1801 205/8
G 22-1806 205/8

*bold = shown



®
Hemostatic and Dissecting Forceps ‘ ; E I S T E R

Q Baby-Mixter

Flg Art.-No. Length mm /"
25-1360 140/ 5% . '
B sedael 10/ @ Mixter-0O'Shaugnessy

C 25-1362 140/ 52
25-1363 180/7

Fig. Art.-No. Length mm /"
E 25-1365 190/ 7

O

@ Ochsner (very delicate)

Fig. Art.-No. Lengthmm /"
L L 25-0099 115/ 4%

@ Bailey (very delicate)
Flg Art.-No. Length mm /"
25-2210 180/7
25-2210.24 240/ 9V
25-2211 180/7

25-2212 180/7

Q Mixter @ Micro-Adson

™ (T

Flg Art.-No. Lengthmm /"
25-1370 160/ 6Y4 Fig. Art.-No. Length mm /"
G 25-1371 195/ 7% M 25-0120 140/ 5%
G H H 25-1372 215/ 8% N 25-0121 140/ 5%

*bold = shown



		2022-11-06T13:14:39+0200
	Moldova
	MoldSign Signature




