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Nummer des Dokuments
Number of document

DMR-100-000-A90 Rev. 05

Name des Ausstellers GEOMED MediZin"TeChnik GmbH & CO, KG

Issuer’'s name

Adresse des Ausstellers Ludwigstaler Str. 27 78532 Tuttlingen — Germany
Issuer’s adress
Phone: #49 (0)7461-93550 Fax: #49 (0)7461-935593
Email: info@geomed.de Internet: http://www.geomed.de

Medizinprodukte / Medical devices/instruments
Gegenstand der Erkldrung

Object of declaration Risikoklasse | / riskclass |

***Detailed product list is attached***

Wir erkldren in alleiniger Verantwortung, dass die oben beschriebenen
Medizinprodukte konform sind mit:

We declare under sole responsibility, that the medical devices mentioned above
are in conformity with:

Dokument-Nr. . _ Ausgabe / Ausgabedatum
Document No. Tl [lls Edition / date of Issue
Richtlinie 93/42/EWG des Rates (ber .
MDD 93/42/EWG Medizinprodukte Juni 1993
Richtlinie 2007-47-EC (Anderungen fiir
2007/47/EG 93/42/EWG) September 2007

Richtlinie 93/42/EWG des Rates (ber Medizinprodukte; Anhang Il Abschnitt 3 mit den
grundlegenden Anforderungen geméss Abschnitt |

Council Directive 93/42/EEC concerning Medical Devices, Annex Il Section 3 with the general

requirements according t mentt———1
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Benannte Stelle
Notified Body

TUV Rheinland LGA Products GmbH

Tillystrasse 2, D-90431 Nurnberg — Benannte Stelle Nr. / Notified Body No. 0197
Zertifikat Registriernummer / Certificate Registration No: HD 60114804 0001

Giiltigkeit der
Erkldrung:

Validity of declaration

gultig ab / valid from December 01, 2016

giiltig bis / valid until November 30", 2021

Unterzeichnet durch
Signed by

Hanno Haug, MBA / Dipl. Kfm (FH)
Geschaftsfuhrer / Vice President

Ort/ Datum/
Unterschrift

Place / Date /
Signature

Tuttlingen, 16.03.2017
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EG Konformitédtserkldrung / EC Declaration of Conformity

Anlage #1 /| Attachment #1
Produktgruppenliste / Product Group List

DMR-100-000-A90 Rev.04

DIMDI UMDNS Nomenklaturbezeichnung Produktgruppe
no. code nomenclatur information productgroup

160435 15-245 |SCHERE, SONSTIGE Scissors, general use, surgical $01-010, $01-012, $01-015

97578 15-977 |SCHERE, FISTEL Scissors, fistula $01-020

97787 13-492 |SCHERE, DISSEKTION Scissors, dissecting $01-030

97785 16-520 |SCHERE, TONSILLE Scissors, tonsil $01-040

97822 13504 |SCHERE, THORAX Scissors, thoracic $01-050

97821 13482 |SCHERE, KARDIOVASKULAR Scissors, cardiovascular $01-060

160437 13495 |SCHERE, NASE Scissors, nasal $01-070, $01-072

97789 13502 |SCHERE, WUNDNAHT Scissors, suture $01-080

160440 13498 |SCHERE, ORTHOPADIE Scissors, wire cutting, ENT $01-090, $01-092

97823 13493 |SCHERE, GYNAKOLOGIE Scissors, gynaecological $01-100

98237 12695 |SCHNEIDEGERAT, NAGEL Scissors, nail $01-110

97825 13490 |SCHERE, AUGE, TENOTOMIE Scissors, dental, surgical tissue $01-120

160442 13481 |SCHERE, VERBAND Scissors, bandage $01-130, $01-132

187085 15621 |MIKROCHIRURGIEINSTRUMENT Scissors, cardiovascular :g;;gg S1452; 305080,

97781 14257  |PINZETTE Forceps, dressing $02-010, $02-015

97857 12766 |PINZETTE, MALLEUS Tweezers, surgical $02-020

97769 10868 |KLEMME, BULLDOG Clamp, surgical, bulldog $03-010

160604 10865 |KLEMME, ARTERIE Clamp, surgical, artery, general-purpose $03-020, $03-022

160443 16212 |KLEMME, SONSTIGE Clamp, surgical, general & plastic surge $03-030, $03-032, $22-035

97773 10875 |KLEMME, SCHLAUCH Clamp, surgical, tubing, reusable $03-040

97861 10914 |CLIP, HANDTUCH Clip, surgical, towel $03-045

97770 10876 |KLEMME, NABEL Clamp, surgical, umbilical $03-050

98013 10894 |CLIP-APPLIZIERER Clip applier, surgical, clips $03-070

121212 10909 |CLIP, KOPFHAUT Clip, scalp, reusable $03-075

97774 15882 |KLEMME, GEFAR Clamp, surgical, vascular $03-080, $03-085

97766 10867 |KLEMME, BRONCHUS Clamp, surgical, bronchus $03-090

97948 16452 |KLEMME, PENIS Clamp, surgical, penile, reusable $03-100

160444 10866 |KLEMME, KNOCHEN Clamp, surgical, bone $03-120, $03-122

97777 10871 |KLEMME, INTESTINAL Clamp, intestinal $03-130

97930 12252 |MESSER, SKALPELL Knife, scalpel $04-010

97932 156226 |MESSER, SONSTIGE Knife, surgical $04-020

97873 16573 |SCHNEIDINSTRUMENT Cutter, suture $04-060

98014 15558  |KLINGE Blade $04-065

98015 13399 |SCHNEIDINSTRUMENT, RING Ring, cutter $04-070

97946 11179 |DERMATOM Dermatome, manual $04-080

98087 12244 |MESSER, DURALHAKEN Knife, dural hook $04-090

98102 12251 |MESSER, GIPS Knife, plaster $04-110

98103 12240 |MESSER, AMPUTATION Knife, amputation $04-120

98104 12248 |TROKAR, ABDOMINAL Knife, meniscus $04-140

97944 12236 |MESSERHALTER Holder, knife $04-170
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DIMDI UMDNS Nomenklaturbezeichnung Produktgruppe
no. code nomenclatur information productgroup
98106 12245 |MESSER, OHR Knife, ear $04-180
160461 12726 |NADELHALTER Needle Holder $05-010, $05-012, $05-014
97760 15234 |NADEL, SONSTIGE Needle, other $05-020, $05-025
98107 12336 |FADENFUHRER Ligature carrier $05-030, $14-090
97929 12754 |NADEL, WUNDNAHT Needle, suture, general-purpose $05-040
227702 10217 |ABSAUGGERAT, CHIRURGISCH Aspirator, Surgical $06-011
97759 156237 |SONDE, SONSTIGE Trocar, tracheal $07-010
98108 13644 |UNTERSUCHUNGSSONDE, UTERUS Probe, surgical $07-030
117358 11266 |DILATATOR, UTERUS Dilatator, uterine $07-040
117356 11263 |DILATATOR, TRACHEAL Dilatator, tracheal $07-060
117354 15215 |DILATATOR, SONSTIGE Dilator $07-070
117351 11255 |DILATATOR, KARDIAL Dilator, cardiac $07-080
117350 15047 |TUPFERSTAB, GAZE Packer, gauze $07-090
115704 15242 |\WUNDHAKEN, SONSTIGE Hook, surgical, general & plastic surger $08-010
97888 16249 |SPATEL, SONSTIGE Spatula, surgical & plastic surgery $08-020
97935 16225 |HAKEN, SONSTIGE Hook, surgical, general & plastic surger $08-040
98113 12038 |HAKEN, TRACHEAL Hook, surgical, tracheal $08-050
97886 13649 |SPATEL, LUNGE Spatula, surgical, lung $08-060
97934 15258 |HAKCHEN, SONSTIGE Hook, surgical, ear $08-090
117343 14066 |ZUNGEN-DEPRESSOR Depressor, tongue $08-100
97764 13666 |SPEKULUM, VAGINAL Speculum, vaginal, reusable $09-010, $09-020
97726 13665 |SPEKULUM, REKTAL Speculum, rectal $09-045
97875 13708 |SPREIZER, GIPS Spreader, plaster $09-050
97945 11822 |MUNDSPERRE Gag, mouth $09-060
97763 13664 |SPEKULUM, NASE Speculum, nasal $09-070
97884 15250 |SPEKULUM, SONSTIGE Speculum, ear $09-080
97885 16253 |SPREIZER, SONSTIGE Retractor, self-retraining $09-090, $09-096
97879 13390 |WUNDHAKEN, SELBSTSPERREND Retractor, self-retaining operating $09-002
97882 13376 |WUNDHAKEN, BLASE Retractor, bladder $09-094
98114 13392 |WUNDHAKEN, VAGINAL Retractor, vaginal $09-100
97876 13709 |SPREIZER, RIPPE Spreader, rib $09-105
97966 11781 |ZANGE, FIXATION Forceps, fixation $09-110
121269 14101 |RAHMEN, EXTENSION Frame, traction $09-112
98115 11958 |KOPFHALTER Head halter $09-120
97847 11791 [ZANGE, TUPFER Forceps, sponges $10-010
97829 11797 |ZANGE, GEWEBE Forceps, tissue $10-020
160463 16221 |ZANGE, SONSTIGE Wire Cutter $10-022, $10-024, $10-025,
$10-026, $10-027, $10-028
97830 16270 |ZANGE, BIOPSIE, SONSTIGE Forceps, biopsy $10-030, $10-035
190553 11788 |ZANGE, GEBURTSHILFE Forceps, obstetrical, general purpose $10-040, $10-041
143615 11774 |ZANGE Surgical Fixation Plate

$10-045
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DIMDI UMDNS Nomenklaturbezeichnung Produktgruppe
no. code nomenclatur information productgroup

97854 16664 e CUMENT: Plier, orthodontic ——

97832 16651 |ZANGE, GUMMISCHUTZKLEMME Forceps, rubber dam clamp $10-055

97853 16519 |ZANGE, NIERE Forceps, kidney $10-060

160464 15713 |HOHLMEIRELZANGE, DENTAL Rongeur, dental zlg:ggg IG0R2, $10-000,

160465 15243 |HOHLMEIRELZANGE, SONSTIGE Forceps, rongeur, surgical $10-094, $10-100

97826 10455 |SCHNEIDINSTRUMENT, KNOCHEN Forceps, bone $10-105

97831 11792 |ZANGE, STERILGUT Forceps, sterilizer transfer $10-110

160466 156710 |ZANGE, DENTAL Forceps, dental, tooth extraction $10-120, $10-122

97852 15672 |ZANGE, TONSILLE Forceps, tonsil $10-140

97856 15038 |SCHNEIDZANGE, RIPPE Guillotines, rib $10-150

131230 11787 |ZANGE, LUNGE Forceps, lung $10-160

192622 13508 |CHIRURGIELOFFEL Scoop, surgical $11-010

98116 13509 |CHIRURGIELOFFEL, GALLENSTEIN Scoop, gallstone $11-020

117341 11506 |ELEVATORIUM, HNO Elevator, ENT $11-030

117339 15218 |ELEVATORIUM, SONSTIGE Elevator, surgical, general & plastic su $11-040

117337 16480 |ELEVATORIUM, DENTAL Elevator, dental $11-050

117949 14070 |TONSILLEKTOMIE-INSTRUMENT Tonsillectome $11-060, $14-010

117950 11587 |ENUKLEATOR Hook, surigcal, bone $11-070

98119 15676 |SCHLINGENINSTRUMENT, NASE Snare, nasal $14-020

97756 13631 |SCHLINGENINSTRUMENT, POLYP Snare, polyp $14-030

98121 15247 |SCHLINGENINSTRUMENT, SONSTIGE Snare, surgical $14-040, $14-060

98122 15988 |SCHLINGENINSTRUMENT, REKTAL Snare, rectal $14-050

117361 13750 |LIGATOR, HAMORRHOIDE Ligator, haemorrhoid $14-080

98123 12335 |STETHOSKOP Stethoscope, general-purpose $15-010

98128 13750 |SENSIBILITATSMESSER Pinwheel $15-040

121271 16632 |STAUBINDE, GURT Tourniquet strap $15-055

97868 12549 |SPIEGEL, LARYNGEAL Mirror, ENT $15-060

98129 11960 |KOPFSPIEGEL Head mirror $15-070

97871 12986 |PERKUSSIONSHAMMER Hammer, percussion $15-090

97869 14255  |STIMMGABEL Fork, tuning $15.100

98131 15076 |LARYNGOSKOP, STARR Laryngoscope, rigid $15-110

97954 12849 |OTOSKOP Otoscope $15-120

134978 12547 |SPIEGEL mirror, handle $15-130

129869 15577 |DYNAMOMETER Dynamomenter $16-010

129871 16417 |TASTERZIRKEL, SONSTIGE Tape, measuring, ruler, caliper $16-020

129872 17230 |MANSCHETTE, STAUBINDE, MEHRFACH- |Cuff, tourniquet, reusable $16-030

98241 13231 |STANZE, KNOCHEN Punch, surgical, bone $18-010

97725 156239 |STANZE, SONSTIGE Punsh, ENT $18-020

97943 10828 |MEIREL, NASE Chisel, nasal $19-010

160467 13290 |RASPEL, NASE Rasp, surgical, nasal

$19-020, $19-022
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DIMDI UMDNS Nomenklaturbezeichnung Produktgruppe
no. code nomenclatur information productgroup

97874 10825 |MEIREL, KNOCHEN Chisel, bone $19-030
97942 15240 |RASPEL, SONSTIGE Rasp, surgical, general & plastic surger $19-040
97936 11702 |FEILE, KNOCHEN File, bone $19-050
98242 13297 |REIBAHLE, ORTHOPADISCH Broach, surgical, orthopaedic $19-060
98137 12423 |HAMMER, KNOCHEN Hammer, surgical $19-070
129873 16463 |QUETSCHZANGE Crimper, wire $19-080
201112 | 47107 | NOHAKENRALTER, CRIRURGISCH, | Retractor holder, surgical, automatic $52. 041, $37.6900, E05.000
201113 16240 [LAPAROSKOPHALTER Holder endoscope, laparoscope $22-025
97997 17551 |STATIV, BEATMUNGSGERAT Holder, tube, ventilator $22-030
201115 16242 |WUNDHAKEN, SONSTIGE Retractor, self-retraining $22-050
201117 16117 |STATIV Mount $22-060
98006 13858 |STUTZE Support, patient position $22-065
201118 15212 |KLEMME, SONSTIGE Clamp, rail, medical device mount $22-070
201119 16795 |ANSCHLUSSE/ADAPTER, STIFTGEFUHRT |Fitting/adapter, pin-indexed $22-080
201121 11729 |ANSCHLUSSE/ADAPTER, LUER-LOCK Fitting/adapter, luer-lock $22-090
97723 13451 |SAGE, KNOCHEN, MANUELL Saw, bone, manuel $23-010
98243 13447 |KLINGE, SAGE Blade, bone, cutting $23-020
97962 16341 |GIPSSAGE, MANUELL Saw, manual and accessory $23-030
98151 15244 |SAGE, SONSTIGE Saw, surgical, manual $23-040
98148 13570 |SCHUTZSCHILD, WUNDE Shield, wound $23-070
117334 17954 |HANDBOHRER, CHIRURGISCH Hand drill, surgical $23-080
117330 13517 |SCHRAUBENDREHER, KNOCHEN Screwdriver, bone $23-090
121272 17995 |BOHRER, ORTHOPADISCH Burs, surgical, orthopeadic $23-110
130512 15174 |SAGE, AUTOPSIE Saw, autopsy $23-210
192618 16340 |GIPSSAGE, ELEKTRISCH Cast, cutter electric $23-220
227699 16883 \S/ég\?vséigﬁié\LLGEMElNE Suction tip, general purpose reusable $24-010
227716 10678 |KATHETER-EINFUHRUNG Catheter, introducer $25-010
227717 10764 |KATHETER, HARNWEGE Catheter, urinary $25-020
227718 10578 |KANULE, SINUS Cannula, ear, reusable (ENT) $25-030
227719 11084 |KURETTE (CHIRURGISCH) Curette, surgical $25-040
227720 14155 | TROKAR, ABDOMINAL Trocar, abdominal $25-050
227721 15260 |TROKAR, SONSTIGE Trocar, ENT $25-060
98142 10156 |ANOSKOP Anoscope, rigid $26-010
98143 15787 |SPHINKTEROSKOP Sphincteroscope $26-020
97955 13126 |PROKTOSKOP Proctoscope, rigid $26-030
98145 13828 |STRIPPER, VENE Stripper, vein $28-010
98146 13827 |STRIPPER, SEHNE Stripper, surigcal, tendon $28-020
97762 13730 |STERILGUTCONTAINER Sterilization Container $95-010
98157 15839 |KORB Rack, instrumentation / devices $95-015
97891 15561 |SCHALE Bowl $95-020
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DIMDI UMDNS Nomenklaturbezeichnung Produktgruppe
no. code nomenclatur information productgroup

98158 15572 |BECHER Cup $95-030

97890 12143 |TABLETT, INSTRUMENT Tray, instrument $95-040

98160 10340 |STECKBECKEN, FRAKTUR Bedpen, fracture $95-050

98161 15777 |TABLETT, HAUTSCHEUERBURSTE Brush; scrub, surgical $95-075
121274 15013  |REINIGUNGSGERAT water jet pistol $95-080

121275 15707 |TUCH, OPERATIONSRAUM, EINMAL- Sheet, operating room, disposable $95-090
131232 12440 |MARKER Tape, waterproof $95-095
192643 15035 |FILTER, DAMPF Filter, steam, disposible $95-100, $95-110
121279 15777 |BURSTE, CHIRURGISCHE DESINFEKTION |Brush; scrub, surgical $95-120
121277 16772 |GLEITMITTEL, INSTRUMENTE Lubricant, instrument $95-130

: PROTECTION EQUIPMENT, RADIATION

131629 15266 |SCHUTZSCHILD, RONTGEN, SONSTIGE | o/\e) o $95-140

134981 13929 [SPRITZE SYRINGE $95-150
134982 13938 |DENTALSPRITZE Syringe, Dental $95-160
143616 12102  |IMMOBILISIERER, HANDGELENK Retractor, Orthopaedic $95-170

06.04.2017




Ching tir hoat dong A . . GEOMED

DMR-100-000-A90 EC- Cong Bo Sy Phit Hop | \fEDIZIN — TECHNIK

Phién ban 05 Trang 1/2 Duogc tao bédi QMB/ 15.03.2017

S chimg tir DMR-100-000-A90 Rev.05

Nha cung cap GEOMED Medizin-Technik GmbH & Co. KG
Ludwigstaler Str. 27 78532 Tuttlingen — Pirc

Dya chi Phone: # 49 (0)7461 —93 550 Fax: # 49 (0)7461 — 93 55 93
Email: info@geomed.de Internet: http://www.geomed.de

) Thiét bi y té
No6i dung cong bo Nhém I

Dinh kém bang chi tiét sin phim

Chiing t6i chju trach nhiém vé viéc doc quyén, cac thiét biy té dwge néu bén trén phu hop

voi:

Chimg tir s6

Noi dung Ngay phat hanh

MDD 93/42/EWG

Richtlinie 93/42/EWG des Rate

uber Medizinprodukte ThAng 06 niam, 1993

2007/7/EG

Richtlinie 2007-47-EC

(Anderrungen fur 93/42/EWG) Théng 09 ndm 2007

Hoi dong chi thi 93/42/EEC lién quan dén thiét bi y t&, Phu luc II Muc 3 cling véi yéu cau thong

qua bang dinh kem 1.




Ching tir hoat dong . < . GEOMED
DMR-100-000-A90 EC- Cong Bo Sw Phu Hop | \fED[ZIN — TECHNIK
Phién ban 05 Trang 2 /2 Pugc tao bai QMB/ 15.03.2017
Thong bao TUV Rheinland LGA Products GmbH

Tillystrasse 2, D-90431 Nurngerg — Benannte Stelle Nr./ Thong
bao so 0197

Cong bb c6 gia tri hop 18

C¢ gia tri tir ngay 01 thang 12 ndm 2016
dén ngay 30 thang 11 ndm 2021

Pho chu tich
ohmge gy bid Hanno Haug, MBA/Dipl. Kfm (FH)
(Paky)
Tuttlingen, 16.03.2017
Noi/ Ngay/ Chir ky

Bang dinh kém #1 — Bang ké nhém san phim
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STT Hl\gléG THONG TIN SAN PHAM NHOM SAN PHAM
160435 15-245 Kéo dung trong phiu thuat tdng quat $01-010, $01-012, $01-015
97578 15-977 Kéo phau thuét tao 15 $01-020
97787 13-492 |Kéo phau tich $01-030
97785 16-520 |[Kéo giai phau amidan $01-040
97822 13504 |Kéo dung trong phﬁu thuét léng nguc $01-050
97821 13482 |Kéo ding trong phau thuat tim mach $01-060
160437 13495 1Kéo duing trong phau thuét mili $01-070, $01-072
97789 13502 iKéo kep chi $01-080 -
160440 13498 Kéo cit day dung trong tai miii hong $01-090, $01-092
978&3 13493 ;Kéo phau thuat ding trong phu khoa $01-100
—w;i-;‘iﬂ 12695 'iKéo cit mong $01-110

97825 13490 Kéo phau thuat dung trong nha khoa va $01-120

160442 134&1 ?éo gip bong biang $01-130, $01-132 -
i 187085 15621 Kéo phau thuét ding trong tim mach $01-180, $01-182, $05-060,

; $02-030

97781 14257 %Nhip phau tich $02-010, $02-015

97857 12766 iNhip phau thuat %$02-020

97769 10868 jKep bulldog dung trong phiu thuat i$03-010

160604 10865 Kep dung trong phiu thuat dong mach i$03-020, $03-022

160443 15212 Kep dung trong phiu thut tao hinh | ?$03-030, $03-032, $22-035
75&773 10875 Kep va émg hit dung trong phﬁu thﬁrétv $03-040

97861 10914 iKe_:p cb dinh khin dung trong phiu thuat §$o3-o45

97770 10876 Kep phiu thuat rén %$03-050

98013 10894 Dung cu théo Ifp clip $03-070
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121212 10909 Kep diu $03-075

97774 15882 |Kep mach mau $03-080, $03-085
97766 10867 |Kep phau thuét ding cho phé quan $03-090

97948 16452 Kep phau thuit duong vat $03-100

160444 10866 |Kep phiu thuat xuong $03-120, $03-122
97777 10871 |Kep rudt $03-130

97930 12252 |Dao md $04-010

97932 15226 |Dao dung trong phau thuat $04-020

97873 15573 | Dung cu cit chi $04-060

98014 15558 |Lu&i dao $04-065

98015 13399 Dung cu cét hinh nhin $04-070

97946 | 11179 iDL_mg cu dung trong phau thuat da §_$04-080

98087 ’ 12244 Dao vi méo §$04-090

98102 12251 Daovathachcao  $04110
98103 12240 'Dao mb tir thi $04-120

98104 12248 :Dao d.l‘mg trong phau thuét xuong $04-140 —

97944 12236 Dung cu giit dao §$O4-170

98106 12245 Dao dung trong phéu thujt tai $04-180

160461 12726 :Ke;p mang kim 1$05-010, $05-012, $05-014
97760 i 15234 ;Kim j$05-020, $05-025
98107 12336 Chikhau $05-030, $14-090

7 97929 ‘ 1275£ Kim va chi khé.l; %ﬁéng dung o $05-040

227702 10217 ‘Du'ng cu hut ding trong phiu thuit ;$06-()11

97759 | 15237 jCéy dui dung trong phau thuat khi quan $07-010

98108 13644 PAiu do dung trong phau thuat $07-030
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