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O--- Applicable

@ - - - Standard Configuration

@A- -+ Standard Accessory Set A (CV-30000 A, AP)*
@P- - - Standard Accessory Set P (CV-30000 AP)*

* To complete the standard configuration of CV-30000,
paid-for accessory sets are needed.

| Type A --> Standard Accessory Set A
. Type AP --> Standard Accessory Set A & P

N /



Cataract

Product name Product code Reusable REIWEWS 30000 9000 9000R 24000 7000
18254 0290 —_— = 6pcs/box @) @) O O O
US tip Straight 0°
- . AC (£135°%C)
18252 0290 O 10 times of autoclaving O O O O o
18254 0210 s |6pcsibox olo|lo]|o]o
US tip Straight 15°
. I um AC (£135°%C)
18252 0210 O 10 times of autoclaving O O o o O
18254 0230 — 6pcs/box @) @) O O O
US tip Straight 30°
- AC (£135°%C)
18252 0230 O 10 times of autoclaving O O O o O
18254 0235 = - .UW 6pcs/box o|lo|lo| oo
US tip Straight 30° Flared
_ _—+&m |AC (£135°C)
18252 0235 O ium 10 times of autoclaving O ® o o O
18254 0237 U J [6pcsibox o|lolo|lofo
US tip Curved 30° Flared
) AC (£135°%C)
18252 0237 O m 10 times of autoclaving O O O o o
18254 0270 — 6pcs/box @) @) @) O O
US tip Straight 45°
E— AC (£135°%C)
18252 0270 O 10 times of autoclaving O O o o O
AC (£135°C)
I/A tip Straight (90.3) 18258 0110 O = L-:;-“ Usable life: 1 year or O ( o O O
200 times of autoclaving
__|ac(=135%)
I/A tip Curved (¢0.3) 18258 0120 O % |Usable life: 1 year or (@) (@) O O O
200 times of autoclaving
2.75-2.8mm
Silicone Sleeve Set type S 18241 3020 ggﬁgi’n beo’éleeve wTtes | © Ol O] OO
Chambar, Wrench)
2.75-2.8mm
Silicone Sleeve Settype S* | 18241 3020A boijcjg"‘;’:ermze din o|lo|lo]| o] o
Thailand.
2.75-2.8mm
Silicone Sleeve type S 18241 M012L @) AC (£135°%) @) () [ O O
5 times of autoclaving




Handpiece

Phaco Accessories

Cataract

Handpiece
Product name Product code Reusable Remarks 30000 9000 9000R 24000 7000
AC (£135°C)
US Handpiece 18241 1600 O S sesssste=_ |Usable life: 1 year or [ o O @) ©)
500 times of autoclaving
- Standard configuration (x2)
I/A Handpiece 18164 0000 @) / AC (£135°%C) ® ® [ ] @) @)
Usable life: 1 year
L . AC (£135%C)
Irrigation Handpiece (Long) 18026 @) Usable life: 1 year O O O O O
Standard configuration (x2)
Irrigation Handpiece (Short) 18027 @) AC (£135°%) O O O O O
Usable life: 1 year
Irrigation Handpiece AC (£135°%)
(Very short) 18028 O Usable life: 1 year © © S O ©
Aspiration Handpiece AC (£135°%)
(Very short) 18074 O Usable life: 1 year © © O O >

Product name

Wrench for Tip

Product code Reusable

18241 M042 O

Phaco Accessories

Test Chamber

18084 M012

Remarks

Sterilization Case
(For US-handpiece)

18186 M018 O

Sterilization Case
(For I/A and others)

18186 M019 O




Tubing

Product name

Product code Reusable

REMETS

30000

9000 9000R 24000 7000

Phaco Surgery E/~
Cassette Pack 18601 7510 3 u\ i 10pcs/box @A | O
Phaco Surgery Cassette w/ Made & sterilized in
Infusion Tube * 18601 7540A Thailand. o o
= [|10pcs/box
Vit Surgery Cassette Pack 18601 7530 g7 with Male to Male or
~— " [Connector
Phaco Surgery Cassette w/o f:p/ __ ||6pcs/box
Tube Pack 18602 7610 % | |without VA Tube c|e
- , AC (£135°C)
I/A Tube 18602 7620 O : 5 times of autoclaving O [ J
Infusion Tube 18241 M026 @A | O ([ J O O
Vitrectomy Irrigation Tube 18271 2101P 10pcs/box or O
—
Air Irrigation Tubing 18271 2102P \ I 10pcs/box or O
|
Injector 18271 2103P \ i 10pcs/box or
. = |25pcs/box
Extention Tube (180cm) 18271 1440P - (92.9%p4.9x1800mm) O
Irrigation Sleeve for Vitreous Standard configuration
Cutter 18271 7140 For 20G @A ] ([ J O
. AC (£135°%C)
I/A Tube Kit 18603 7511 O 10 times of autoclaving o
18603 M120P 3 10pcs/box o

Drainage Bag

* Please check the clearance of the regulatory procedure

n your country or region.




Diathermy

Product name Product code = Reusable Remarks 30000 9000 9000R 24000 7000
Diathermy Cable 18241 M981 o) LSS |20m en|l@®o| @®@| O |oO
S ¥
Diathermy Cable 18241 0991 S - 10pcs/box O O O O O
cl \?' >
Diathermy Pencil @
(Straight 18G) 18241 0976 & 10pcs/box @) O ©) @) @)
Diathermy Pencil 18241 MS66 o @ Nonsterile or | @ ° o o
(Straight 18G) ’ 20 times of autoclaving
Diathermy Pencil Nonsterile
(Curved 18G) 18241 M867 O 20 times of autoclaving O O O O O
Diathermy Pencil Nonsterile
(Straight 20G) 18241 M868 O 20 times of autoclaving O O © © ©
Diathermy Pencil
(23G/ Tapered) 18241 0978 5pcs/box or | O @) @) O
Diathermy Pencil Nonsterile
(Straight 23G/ Tapered) 18271 M969 O ' |20 times of autoclaving O O © O O
Diathermy Pencil 3 o
(25G/ Tapered) 18241 0979 oL e |5PCS/box O|]O0]|] O] OO
Diathermy Forceps / Nonsterile
(Coaptation) 18241 M861 O — 20 times of autoclaving O O © © ©
Diathermy Forceps (Straight, / Nonsterile
Insulated) 18241 M862 o — 20 times of autoclaving o o O O O
Diathermy Forceps (Angled) | 18241 M864 @) / gggiﬁizlif autoclaving O O O O O
Diathermy Forceps (Straight) [ 18241 M865 O {—/- gggiﬁizlif autoclaving oA | O O O O




B QMS-S041-W36-F3 (Rev.1.0)
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Document No.: DOCCV-9000EU13

DECLARATION OF CONFORMITY

Manufacturer’'s name NIDEK Co. Ltd.

Manufacturer’s address 34-14 Machama, Hiroishi-cho, Gamagori, Aichi 443-0038, Japan

NIDEK s.a.
European Representative  Europarc, 13 rue Auguste Perret, 94042 Créteil, France

Identification of device Ophthalmic Surgical System

Model No. CV-9000
Classification(Annex IX, MDD) Ib
Category (for RoHS) 8

We herewith declare under our sole responsibility that the above mentioned products
meet the provisions of the following EC Council Directives and Standards. All
supporting documentation is retained under the premises of the manufacturer. The
supporting technical documentation is also retained at NIDEK s.a., Europarc, 13 rue
Auguste Perret, 94042 Créteil, France.

: . - ) Date CE Mark

General applicable directives Notified Body was affixed
. o I DIRECTIVE | TV SUD  Product Service GmbH, February 6, 2012
diipsior g une Ridlerstr. 65, 80339 Miinchen, Germany

concerning medical devices. c €

Certificate : G1 18 04 23653 195
(Annex II, Section 3 of MDD) 0123

COUNCIL DIRECTIVE N/A June 30, 2014
2011/65/EU of 8 June 2011

concerning restriction of the use

of certain hazardous substances.
Place: Aichi, Japan Effective date : dJuly 24, 2018
Signed by

\/\\ /(‘91/1/\ Date of signature : g)l/\v\e' /. W/}
Hiroyuki Torii
Director,
Top Management,
NIDEK Co., Ltd.
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