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OCLYMPUS

EC - DECLARATION OF CONFORMITY

to Medical Device Directive 93/42/EEC including their amendments

Company:

Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg, Germany

P.O.Box 70 17 09

22017 Hamburg, Germany
Telefon: +49 (40) 6 69 66-0
Telefax: +49 (40) 6 69 66-2109

We herewith declare that the following

Product Family:

PF001Telescopes, autoclavable (without channel)

Productname:

see List of Related Iltems

Catalog No./ Modelname:

see List of Related Items

Lot:

Beginning with Serial-No /

see List of Related ltems

Product classification:

see List of Related ltems

complies with the requirements of the directive 93/42/EEC concerning medical devices.

This declaration is based on:

Annex |l for products of class lia
Annex VI

For products of class Is, Im, lla, llb and Il
Notified Body: TUV Rheinland LGA Products GmbH ~ Tillystr, 2 — 90431 Nirnberg,
Registration- No: 0197

Function

Name Date Signature

Approved by

RA

Birger Lange

Author: B. Lange

Document-iD: DoC-PF001_v05_en.doc

Belongs to GOP/SOP: SOP-7.3_014_Approval Management

Olympus Surgical Technologies Europe - Hamburg

Template-1D: Temp-4.2_014_en_v01
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OLYMPUS

LIST OF RELATED ITEMS

Following products belong to the Product-Family:

PFO01-TELESCOPES, AUTOCLAVABLE

(WITHOUT CHANNEL)
i Catalogue No/ | MDD Beginning with
Model Name: | Class Serial-No / Lot

Telescope, 0°, 4 mm, autoclavable A22000A lla 107608
Telescope, 12°, 4 mm, autoclavable A22001A HE] 107615
Telescope, 30°, 4 mm, autoclavable A22002A lia 107625
Telescope, 70°, 4 mm, autoclavable A22003A lla 107640
Telescope, 110°, 4 mm, autoclavable A22004A lla 107817
Telescope, 30°, wideangle, 4 mm, autoclavable A22005A lla 107635
Telescope, 1.9 mm, 0°, 210 mm, autoclavable A3764A lla 000997
Telescope, 1.9 mm, 30°, 210 mm), autoclavable A3765A la 003014
Telescope, 3 mm, 0°, autociavable A4BT2A lla 807561
Telescope, 3 mm, 12°, autoclavable A4673A lla 704205
Telescope, 3 mm, 30°, wideangle, autoclavable A4674A lla 604887
Telescope, 1.9 mm, 0°, 280 mm, autoclavable A4BT76A lla 009671
Telescope, 1.9 mm, 30°, 280 mm, autoclavable A4677A lta 014810
Telescope, 5.4 mm, 30°, short, autoclavable A4BB1A lla 406395
Telescope "TrueView II", 4 mm, 0°, autoclavable A70940A lla 008408
Telescope "TrueView 11", 4 mm, 30°, autoclavable AT0941A lla 008410
Telescope "TrueView II", 4 mm, 70°, autoclavable AT0942A lla 008414
Telescope "TrueView 11", 2.7 mm, 0°, autoclavable AT0960A lla 100027
Telescope "TrueView II", 2.7 mm, 30°, autoclavable AT0961A lla 100033
Telescope "TrueView II", 2.7 mm, 70°, autoclavable AT0962A lla 101246
zizl:asgicépe "TrueView |I", 2.7 mm, 30°, short, auto- A70963A la 100021
\Eziescope. 1.9 mm, 0°, 65 mm, autoclavable A7504A lla 004197
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T Catalogue No/ MDD Beginning with
Mode! Name: | Class Serial-No / Lot
Telescope, 1.9 mm, 30°, 65 mm, autoclavable AT505A lla 004196
Telescope, 1.9 mm, 0°, 115 mm, autoclavable AT506A lla 004189
Telescope, 1.9 mm, 30°, 115 mm, autoclavable AT507A lla 004186
Telescope, 4 mm, 0°, angled, autoclavable A81000A E] 000801
Telescope, 4 mm, 30°, angiéd. autoclavable A81001A lla 000905
Telescope, 4 mm, 70°, angled, autoclavable AB1002A lla 000909
Telescope, 2.7 mm, 0°, angled, autoclavable A81010A lla 000912
Telescope, 2.7 mm, 30°, angled, autociavable A81011A lia 000216
Telescope, 2.7 mm, 70°, angled, autoclavable AB1012A lla 000920
Telescope, 4 mm, 30°, angled, autoclavable AB1031A lla 311484
Telescope, 4 mm, 70°, angled, autoclavable A81032A lla 311538
Telescope, 2.7 mm, 30°, angled, autoclavable AB1041A lla 300003
Telescope, 2.7 mm, 70°, angled, autoclavable AB1042A lla 311533
Telescope, 4 mm, 12°, autoclavable WAZ20016A la 515009
Telescope, 4 mm, 30°, autoclavable WA20017A lia 535074
Telescope, 4 mm, 70°, autoclavable WAZ20018A lla 515004
Telescope, 4 mm, 12°, long, autoclavable WAZ20021A lla 405387
Telescope, 4 mm, 70°, long, autoclavable WAZ20023A lia 405389
Telescope "OES ELITE", 4 mm, 0°, HD, autoclavable WA2T400A lla 675379
Eleelescope "OES ELITE", 4 mm, 12°, HD, autoclava- WA2T412A lla 674582
gle;escope "OES ELITE", 4 mm, 30°, HD, autoclava- WA2T430A lla 674642
Telescope "OES ELITE", 4 mm, 30°, wide-angle, HD, WA2T43WA lla 674632
autoclavable
gleelescope "OES ELITE", 4 mm, 70°, HD, autoclava- WA2T470A lla 675735
Telescope "OES ELITE", 4 mm, 12 °, PDD, HD, au- WA2T412P lla 675308
toclavable
Telescope, 5.4 mm, 0°, autoclavable WAS50372B lla 203872
Telescope, 5.4 mm, 30°, autoclavable WAS0373B Ila 204335
Telescope, 5.4 mm, 45°, autoclavable WAS03748 la 203812
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Catalogue No/ MDD i i
Product Name: ¢ Beg_mnlng with
Model Name: | Class Serial-No / Lot
Telescope, 10 mm, 30°, 460 mm, quick lock, auto-
aiavaila WAS2005A la 401293
Telescope, 10 mm, 45°, 460 mm, quick lock, auto-
clavable WAS2006A lla 401298
Telescope, 10 mm, 0°, HD, quick lock, autoclavable WABS3000A lla 406319
Telescope, 10 mm, 30°, HD, quick lock, autoclavable WAS3005A lla 406410
Telescope, 10 mm, 45°, HD, quick lock, autoclavable WAS3010A lla 406418
Telescope, 10 mm, 70°, autoclavable WA96100A lla 544026
Telescope, 10 mm, 90°, autoclavable WAQ6105A lla 544031
Telescope, 4 mm, 0°, connector for light guide on
bottom, autoclavable WAEGRO0A lka 548585
Telescope, 4 mm, 30°, connector for light guide on
bottom, autoclavable WAD6201A e 548586
Telescope, 4 mm, 30°, connector for light guide on
top, autoclavable WA96202A Iia 548587
Telescope, 4 mm, 45°, connector for light guide on
bottom, autoclavable WA96203A lla 548588
Telescope, 4 mm, 45°, connector for light guide on
top, autoclavable WA96204A lla 548589
Telescope, 4 mm, 70°, connector for light guide on
bottom, autoclavable WAB6205A e 548590
Telescope, 4 mm, 70°, connector for light guide on
top, autoclavable WAZ6206A lia 545591
Function |Name Date Signature
Approved by Regulatory | Birger Lange o, b E
Affairs Fre oo 1223 I
< 7 b
1 x . i
;-: (i3} N fﬁ@mﬁ E’;: |
- Change Log | . L ./
Rev. Date f Prepared by Description of Changes /}:C.B‘:NO. sty
- : A i AL R 3 . - s o b s it .__\:.-\K4)' et g
00 22.08.2013 | B.lange Newly issued to cover the product family “~.-="7 9~ =5 7~
in one documen} ; N - 3
01 25.07.2014 i B.Lange New item WA2T412A added E-871
02 04.08.2014 B.lange New item added: WA2T430A  E-8T1
03 20,08.2014 ‘ B.Lange New item added: WA2T43WA " E-871
04 10.09.2014 - B.Lange New iterns added: WA2T400A, E-871
i o
05 19.09.2014 | Blange New item added: WA2T412P E-871
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OLYMPUS

ES —~ PROHLASENI O SHODE
vydané v souladu se smérnici 93/42/EHS o zdravotnickych prostiedcich véetné
jejich dodatkt

Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburk, Némecko

Spoleénost:
P. 0. Box 70 17 09

22017 Hamburk, Némecko
Telefon: +49 (40) 6 69 66-0
Fax: +49 (40) 6 69 66-2109

Timto prohlaujeme, Ze nasledujici

Vyrobkova fada PF001 teleskopy, autoklavovatelné (bez kanalu)
Nézev vyrobku viz seznam souvisejicich polozek

Katalogové ¢islo / nazev | viz seznam souvisejicich poloZek

modelu

PocCinaje Cislem série / ddvky | viz seznam souvisejicich poloZek

Klasifikace vyrobku viz seznam souvisejicich poloZzek

spliiuje pozadavky smérnice 93/42/EHS o zdravotnickych prostiedcich

Toto prohlaseni je zalozeno | Pfiloha II pro vyrobky tfidy lla
na Piiloha VII

Pro vyrobky tfidy Is, Im, Ila, IIb a III:
Notifikovany organ: TUV Rheinland LGA Products GmbH - Tillystr. 2, 90431 Norimberk
Registracni ¢islo: 0197

Funkce Jméno Datum Podpis
Schvalil regulacni Birger Lange 19.09.2014 neditelny
zaleZitosti

Autor: B, Lange
Identifikaéni &islo dokumentu: DoC-PF001_v05_en.doc
Patii do GOP/SOP: SOP-7.3_014_Approval Management Identifikacni ¢islo sablony: Temp-4.2_014_en_v01
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OLYMPUS

SEZNAM SOUVISEJICICH POLOZEK

Nasledujici vyrobky patfi do vyrobkové Fady:

PF001 TELESKOPY, AUTOKLAVOVATELNE

(BEZ KANALU)
Nazev vyrobku: Katalogové ¢islo | MDD Pocinaje ¢islem
i Ttida série / davky
nazev modelu

Teleskop, 0°, 4 mm, autoklavovatelny A22000A Ila 107608
Teleskop, 12°, 4 mm, autoklavovatelny A22001A IIa 107615
Teleskop, 30°, 4 mm, autoklavovatelny A22002A JIE] 107625
Teleskop, 70°, 4 mm, autoklavovatelny A22003A Ila 107640
Teleskop, 110°, 4 mm, autoklavovatelny A22004A 1la 107817
Teleskop, 30", Sirokotihly, 4 mm, autoklédvovatelny A22005A JIE] 107635
Teleskop, 1,9 mm, 00, 210 mm, autoklavovatelny A3T764A Ila 000997
Teleskop, 1,9 mm, 30°, 210 mm, autoklavovatelny A3765A Ila 003014
Teleskop, 3 mm, 0°, autoklavovatelny A4672A Ila 807561
Teleskop, 3 mm, 12°, autoklavovatelny A4673A Ia 704205
Teleskop, 3 mm, 30°, Sirokouhly, autoklédvovatelny A4674A Ila 604887
Teleskop, 1,9 mm, 0°, 280 mm, autoklavovatelny Ad676A Ila 009671
Teleskop, 1,9 mm, 30°, 280 mm, autoklavovatelny A467T7A Ila 014810
Teleskop, 5,4 mm, 30°, kratky, autoklavovatelny A4881A Ila 406395
Teleskop ,, TrueView 1%, 4 mm, 0°, autoklavovatelny AT70940A Ila 008408
Teleskop ,, TrueView 11, 4 mm, 30°, autoklavovatelny A70941A Ila 008410
Teleskop ,.,TrueView I1%, 4 mm, 70°, autoklavovatelny AT0942A Ila 008414
Teleskop ,, TrueView I1%, 2,7 mm, 0°, autoklavovatelny AT70960A Ila 100027
Teleskop ,, TrueView 11, 2,7 mm, 30°, autoklavovatelny AT70961A Ila 100033
Teleskop ,. TrueView I1%, 2,7 mm, 70°, autoklavovatelny AT0962A Ila 101246
Teleskop , TrueView II“, 2,7 mm, 307, kratky, AT0963A Ila 100021
autokldvovatelny

Teleskop, 1,9 mm, OO, 65 mm, autoklavovatelny A7504A IIa 004197

Autor: B. Lange
Identifikagni ¢islo dokumentu: DoC-PF001_v05en.doc
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OLYMPUS

Nézev vyrobku: Katalogove ¢islo/ | MDD | Pocinaje ¢islem
nazev modelu Trida série / davky

Teleskop. 1,9 mm, 300, 65 mm, autokldvovatelny AT7505A Ila 004196
Teleskop, 1,9 mm, 0°, 115 mm, autoklavovatelny AT7506A Ila 004189
Teleskop, 1,9 mm, 30°, 115 mm, autoklavovatelny AT507A ITa 004186
Teleskop, 4 mm, 0", zahnuty, autoklavovatelny A81000A Ila 000901
Teleskop, 4 mm, 30°, zahnuty, autokldvovatelny A81001A Ila 000905
Teleskop, 4 mm, 70°, zahnuty, autokl4vovatelny A81002A Ila 000909
Teleskop, 2,7 mm, 0", zahnuty, autoklavovatelny A81010A Ia 000912
Teleskop, 2,7 mm, 30", zahnuty, autoklavovatelny A81011A Ila 000916
Teleskop, 2,7 mm, 700, zahnuty, autokldvovatelny AS81012A I1a 000920
Teleskop, 4 mm, 30, zahnuty, autoklavovatelny A81031A 1la 311484
Teleskop, 4 mm, 70°, zahnuty, autoklavovatelny A81032A Ia 311538
Teleskop, 2,7 mm, 30°, zahnuty, autoklavovatelny A81041A la 300003
Teleskop, 2,7 mm, 70°, zahnuty, autoklavovatelny A81042A 1la 311533
Teleskop, 4 mm, 12°, autoklavovatelny WA20016A Ila 515009
Teleskop, 4 mm, 30°, autoklavovatelny WA20017A ITa 535074
Teleskop, 4 mm, 700, autokldvovatelny WA20018A Ila 515004
Teleskop, 4 mm, 12°, dlouhy, autoklavovatelny WA20021A ITa 405387
Teleskop, 4 mm, 70°, dlouhy, autoklavovatelny WA20023A Ila 405389
Teleskop ,,OES ELITE“, 4 mm, 0°, HD, autoklavo- WA2T400A 1la 675379
vatelny

Teleskop ,,OES ELITE¥, 4 mm, 12°, HD, autoklavo- WA2T412A IIa 674582
vatelny

Teleskop ,,OES ELITE“, 4 mm, 30°, HD, autoklavo- WA2T430A Ila 674642
vatelny

Teleskop ,,OES ELITE“, 4 mm, 30°, Sirokothly, HD, WA2743WA Ila 674632
autoklavovatelny

Teleskop ,,OES ELITE“, 4 mm, 70°, HD, autoklavo- WA2T470A IIa 675735
vatelny

Teleskop ,,OES ELITE®, 4 mm, 12°, PDD, HD, WA2T412P Ila 675398
autoklavovatelny

Teleskop, 5.4 mm, 0°, autoklavovatelny WAS50372B Ila 203872
Teleskop, 5,4 mm, 30", autoklavovatelny WAS0373B Ila 204335
Teleskop, 5,4 mm, 45°, autoklavovatelny WAS50374B ITa 203812

Autor: B. Lange
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Autor: B. Lange

Identifikatni &islo dokumentu: DoC-PF001_v05_en.doc
Patii do GOP/SOP: SOP-7.3_014_Approval Management

Olympus Surgical Technologies Europe — Hamburk

Nazev vyrobku Katalogové &islo/ | MDD Pocinaje série
nazev modelu Tiida ¢islem / davky
Teleskop, 10 mm, 30°, 460 mm, rychloupinaci, WAS2005A Ila 401293
| autoklavovatelny
Teleskop, 10 mm, 45°, 460 mm, rychloupinaci, WAS2006A Ila 401298
autokldvovatelny
Teleskop, 10 mm, 0°, HD, rychloupinaci, WAS53000A Ia 406319
| autoklavovatelny
Teleskop, 10 mm, 30°, HD, rychloupinaci,| WAS3005A Tla 406410
autoklavovatelny
Teleskop, 10 mm, 45°, HD, rychloupinaci, WAS3010A Ila 406418
autokldvovatelny
Teleskop, 10 mm, 70°, autoklavovatelny WA96100A Ila 544026
Teleskop, 10 mm, 90°, autoklavovatelny WA96105A JIE] 544031
Teleskop, 4 mm, 0°, konektor pro svétlovod ve spodni WAQ96200A Ila 548585
&asti, autoklavovatelny
Teleskop, 4 mm, 30°, konektor pro svétlovod ve spodni WA96201A Ifa 548586
Casti, autoklavovatelny
Teleskop, 4 mm, 300, konektor pro svétlovod v horni WA96202A Ila 548587
Casti, autoklavovatelny
Teleskop, 4 mm, 45, konektor pro svétlovod ve spodni WA96203A IIa 548588
Casti, autoklavovatelny
Teleskop, 4 mm, 45°, konektor pro svétlovod v horni WA96204A Ila 548589
Casti, autoklavovatelny
Teleskop, 4 mm, 70°, konektor pro svétlovod ve spodni WA96205A Ila 548590
Casti, autoklavovatelny
Teleskop, 4 mm, 70°, konektor pro svétlovod v horni WA96206A Ila 545591
¢asti, autokldvovatelny
Funkce Jméno Datum Podpis
Schvailil Regula¢ni Birger Lange 19.09.2014 necitelny
zaleZitosti
Zména
Revize Datum Vypracoval | Popis zmény C.CR
00 22.08.2013 | B. Lange Nové vydani pro zahrnuti vyrobkové | ---
fady do jednoho dokumentu
01 25,07.2014 B. Lange Pfid4ana nova polozka WA2T412A E-871
02 04.08.2014 B. Lange Pfidana nova polozka WA2T430A E-871
03 20.08.2014 | B. Lange Pfid4na nové polozka WA2T43A E-871
04 10.09.2014 B. Lange Pfidany nové polozky WA2T400A, E-871
| WA2T470A
05 19.09.2014 B. Lange @déna nova polozka WA2T412P E-871
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TLUMOCNICKA DOLOZKA / INTERPRETER CLAUSE / KITAY3YIA
NEPEBOAYUKA

Jako tlumocnik jazyka anglického a ruského, jmenovany rozhodnutim Krajského
soudu v Hradci Kralové ze dne 23.09.1994, ¢.j. 1071/94;

As interpreter of English and Russian languages, appointed by the decision of the
County Court in Hradec Kralové from the September 23, 1994, Reg. No. of the
decision 1071/94;

Kak nepeBogYuMk pyCCKOrO W aHrWACKOTO A3bIKOB HA3HAYEHHbLIN peLueHuem
O6nacTHoro cyna B 'pagum Kpanose ot 23-ro ceHTsabps 1994 ropa, Ne 1071/94:

timto potvrzuji / | hereby confirm / HacToswWwKUM noaTBEepXAatO
Ze pfeklad doslovné souhlasi s textem pfipojeného dokumentu:
that the translation word for word corresponds with the text of the original document;
4TO Nepesoj AOCNOBHO COOTBETCTBYET TEKCTY NPUCOEANHEHHOTO AOKYMEHTA;
Tlumocnicky ukon je zapsan pod pofadovym Cislem

The interpreter's act is recorded under serial No.

AKT nepeBoauuka 3apernctpuposaH nog Ne

tlumoénického deniku / of the interpreter's journal / gHeBHUKa nepesBop4MKa

Datum/Date /fata: )] & Jo (5

Razitko a podpis tlumoénika / Interpreter's stamp and signature / TepBosas neyatb v

noanuce nepesoa4vurka




