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Ⅳ撻EDICAL DEVICE

General Product Group Name:

Total Surgical System

Notified Body number:

Prinlacio2

Scc No.000089-083-001 01l Attachlllent I

Scclヽlo.000089-083-001 01l Attaclll■ ent i

Class IIa(Rule9)

TUV Rhciniand LGA Pl・ oducts GmbII

Tillystasse 2,9043 1 Nlll・nberg,Gen■ ally

0197

NAKANISIU INC. is exclusively lesponsible fol the Declat'ation of Confonnity.

The serial nutnbet'appliecl to this product is managed by the "shipping history data".

T[is Declalation of Conformity is valid for a definite number of manufactured products.

The undersigned her.eby declares that the medical device, as specified above, confonns with the essential

requirements listed in Armex I of EC Directive 93l42lEEC.

The Declaration of Confor:mity is based on the EC Directive 93l42lEEC Annex II, excluding Section 4. The

Declalation of Confolmity is issued undet the supervision of TUV Rheinland LGA Products GrnbH,

approving the confor.mity of Annex II Section 3 requirements, with lefbreuce to ar-ticles 1 and 3 of dilective

93lAZ|EEC.

EC Certificate Regish'ation No.: IID 60148508 0001

This Decla-ration of Confonnity is valid until 2024-05-26'

And, this Declaration of Conforrnity includes the EC Directive 20061421F.C.
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Product Name :

Model:
Older Code:

Classification:
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Product Name: Primado2

onents:
Model No.
Older CodeNo. Name

P200‐ CU-120Pritnado2 Control Unit lol 120V

P200‐ CU‐230for 230VPrinlado2 Cont■ ol
Control Unit

FC‐73FootPrirnado2
FC‐74Prinlado2 1vltllti Foot Control

2 Foot Control

P200■IMHPrilnado2 1‐ligh Torqucヽ 4otor

P200-Hヽ 411‐HSPrimado2 lligh Torque Motor/HS
P200‐ Sン任I‐ SPrirnado2 Slim Motor Short
P200-SMHPrilmiado2 SIilllヽイotor

P200‐ SNII‐HSPlinlado2 Sliin Ⅳ【otoノHS
P200‐ BMIIPlirnado2 lvlicro Bone Saw Motor
P200‐ Bヽ411‐HSPrimado2 lvlicro Bone Saw Motor/l'{S

Motor

P200‐■′PDPin Dliver4 Wire Pin DLiver
P200… RIEC‐SPrimado2 Rec. I1andpiece
P200‐ REC‐ S‐HSRec,

P200‐ SAG‐ SPrimado2 Sag. Handplcce
picce/HSPrinlado2 Sag,Han(

P200¨ OSC―SPrimado2 0sc`
P200‐ OSC‐ S‐1-ISPrirnado2 Osc.

Boue Saw

Handpiece

P200‐RECPrimado2 Rec. Attachment
P200-SAGA

P200‐ OSC

Bone Saヽv

Attacl■ 11lcnt
Prirrado2 Osc, Attachment

P200-PERPerfOralor Halldpiece200

PD―PERPerforator Handpiece

Perforator

Attachn:ent
P200‐ lA135slim Handpiece200 L

P200-lA155Slirn Handpiece200 EL
P200-lA175Slim Handpiece200 SL
P200‐ lA155-CEL/CurvedSlim Handpiece200
P200‐ lA175‐Cslilll HandPiccc200 SL/Curvcd

Slirn Handpiece

204

PD‐ lA75Short Slim I{andpiece
PD‐ lA954ヽiddlc SIi■l Handpicce

PD‐ lA135Long Slirn I{andpiece
PD‐ lA155Extra Long Slim Handpiece
PD‐ lA175Super Long SLlm HatdPiece

PD-lA155‐ 10Extra Long Slirn Handpieces

with a curvafure of 10"

PI)‐ lA175‐ 10

Primado Slirn

Attachment

Super Long Slirn Handpieces

with a curvature of 10o

P200-RA135Sr-rper Slini Handpiece200 L
P200‐ Rゴ 1ヽ55Slim Handpiece200 EL
P200‐RA330Super Slim Handpiece200 SPL
P2001RA330-L

Super Slim
Handpiece 200

Supel Slirn l{andpiece200 ql&-
PD‐RA95Mediun Su,a Sli■ Handplc∝ _
PD‐3ハ当黎盪電卜、Long Super Slim Handpiece

ExtraLong Super Slit"r Handpiece

Special Long Super Slim Handgiegg-
4$hr&nem'nnrov€ {

Prirnado Super

Slim Affachment

Sp*i.1 LorrS Supel Sliru Handpgge---j1

Attachment
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\.{odel No.

Order CodeNo, Name

P200-2Aヽ 4S4ヽSStd

P200-2A_ESESStd、

P200‐ 2A_SＳ
一

P200-2AⅣ l

P200…2ALL

P200… 2Sヽ′lS4ヽSStd.

P200… 2SE.SES

P200‐2SSstd.straight Handpiec,200_S

P200… 2SrvIM
P200‐ 2SL

Standard

Handpiece 200

Lstd.Sttaiglll

PD.2AESExtra Short Standard Angl■,ldp191e_
PD-2ASShort Standald Angie HandPiece
PD"2AMMediurn Standald Angle Handpigce
PD-2ALLoug Standard Angle HandPiece
PD-2SESExtra Sholt stttdttd staigI上 夏alildpiё壁二
PD-2SSSho丘

PI)-2Sヽ4Medirrnr Standar:d
PD‐2SL

IL′ong Standard Straight IIandplecc

Primado Standard

Attachrnent

P200…CRAClaniototne IImф i"9220
P200‐ CRI)‐P

P200‐ CRI)¨ⅣlMedium Duraguard200
P200-CRI)―LLong Duraguard200
P200・ RCR_D‐PPRotatablo

P200‐ RCRD‐MO Ⅳl

P200‐ RCR:D¨LRotatable DuragLrard200 L

Craniotome
Haridpiece 200

PD―CRAClaniotome Handpiece
PD― CRD‐PPcdi“ ric

PD～CRD―NIMedium Duraguard
PD― CRD‐ 1′Long Driraguard

Primado
Craniotome
Handpiece

P200‐ 2SDStraight Drill HandPiece20 0
E)rill Handpicce

200

Drill PD.2SD
PD-2ADDrill

PD・2SDMM

PD…2ADVIAngled Drill Handpiece M

Primado Drill
Attaohrr:ent

P200‐ 3GASHieh Speed Handpiece200 S 

-

P200‐ 3GA卜4High Speed llandpiece2O0 M
P200‐3GALL

High Speed

Handpiece 200

PD-3GASShort

PD‐ 3GAⅣ[4ヽedium IIIigh SpCCd Hanф ieCC

PD‐3GAL

Primado High
Speed Atfachment

PD‐ CA‐ 1616:1Contra
盤塁くさ 64

奎興滋Cr__Halll量 eCe 2整1墜理璽塵Contra Angle

Prirnado Contra

Angle Attachment

akcin6 bend
U2daroji
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Std.

MStd.

St StratthtHandpiCC200

Pediatric Dutaguard200

Sttaight Drill

Lote I-Iish Speed lland]:iece

Contra Angle Handpieoe 64:1 Reductiogr-
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Procluct Name: Primado2

No, Name
Model No.

Order Code

Primado
Wile Pin Driver
Attachment

Primado Vみ rc Collけ PD‐DA二λ/

Priinado Pin Collet PD―DA…P

lbs Chuck PD‐DA‐J4

Jacobs Iく leyed Chuck PD‐DA…J6

AO Drill Chuck PD―DA…A

KOyless Drill Chuck PD―DA‐Iく

PD―RA‐H

AO Reamer PD―RA‐A

Trinkle Reamer PD‐RA―T

IIudsonヽ4odificd Reamer PD―RA‐卜4

A PD‐ SAⅢR
sagittat Saw Attacllnent PD¨ SA‐S

Contra Angle
Handpiece 200

Corrtra Aagle Handpiece200 4;1 P200‐ CA‐4

M∝al Ctliing
Hall(ipiccc 200

Metal Cutting HandPiece200 P20013ヽイC,

Slin■ IIandpiecc

300

Sliln A搬 olllncnt Hub/Angled P300‐ lAHA

Slim Attachment HubiStrai glrt P300-lAIIS

Slinl Tube l10 P300‐ lTl10

Tubc l10/C P300-lTl10‐ C

Slim Tubc l10/PB P300～ lTl10・ PB

slil■ l Tubc 130 P300‐ lT130

sHm Tube 130/C P300‐ lT130‐ C

sliin Tllbe 130/PB P300‐ lT130… PB

slilll Tubc 170 P300-lT170

Sliln Tube 240 P300-lT240

Standard

Handpiece 300

STD Attachincnt 10/Angled P300‐ 2A10

STD Attachincnt P300‐ 2`へ 20

STD A"achincnt P300‐2A40

STD Attachlllcnt P300… 2A60

80/AngledSTD Attachincnt P300‐2A80

STD Attachmc武 10/stalg積________ P300‐2S10
P300-2S20

STD I)300～2S40

S'lD r\ttaclrrnent P300‐2S60

STD Attacltnent P300-2S80

:ヽ
i

U2daroii
akcind

P:響101Fルと

NAKAttIS鵬 llNC.
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Hudson Reamet

Saw

STD Atachinent 20/Straight

80/Stl・aight
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Product Nlarne: Primado2

Acces
Model No.
Ordel CodeNameNo.

0‐ IN―BSfol Boire Saw
P200～ lN… lA155Nozzlc~Oor 1/｀ 155

175lA175
PD‐ D(・3S

PD‐ lN‐3Mi

PD‐ IN‐3LNozzle

PD‐ IN‐2SNozzle

PD‐ IN～2L

PD… 11ヽ(―Dfor

P300～ lT‐IITube llood
BBcakSlim

P300.2‐BBcakSTD

A ccessories

1費A

I一
θ7′グ7akcine bend

UidarOll

NAKAN‡ S‖ I‡ N CB

「
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Irrigation Nozzle (Shod)

Irrigation Nozzle (Mediurn)

IIrigatiOn Nbz濃o(Extra Sholl) PD‐ IN‐2ES

PD‐ IN‐2M

I■ iRation NOzzic(Long)

Adaptot' PD‐OSC‐A



cal l onn

並征文豊Z璽履歴管理墓

EC DECLARATION OF CONFORMITY

Model 参Л景、する男lj糸氏のリピゾョンアッフ
°

鈴木 (亘 )

2017.7.27

守屋

2017.7.27

佐土原

2017.7.27006 ×7

No.000089¨ 083-001

Attachment l

新製品の追加及び、表記ラベ'ルとの整合が取れて
いなたっか製品名を修正

フォーム改訂 フォーム改訂によるリビジョンアップ

守屋

2018,3.29

国澤
2018.3.29

No.000089‐ 083…001

Attavlunent l
Modelの欄にOrdor Codeを 追加

鈴木(二 )

2018.3.30
007

008 Xl
EC Cedificate
Regish'ation No.

変更前 :HD`01187080001

変更後 :HD 60144337 0001
鈴木(亘 )

2019.12.20

鈴木(二)

2019.12.20

手塚

2019.12.20

鈴木 (亘 ]

20‐ 01‐28
鈴木 (亘)
20‐01‐28

手塚

20-01‐ 28009 ×5
No.000089-083-001

Amchmcntl
新製品(P300)の追加

変更部管理方法変更(***⇒ 攣,)

川久保

2020.11.24

最上

2020.11.24

竹原

2020/11/23改版

① EC Ccrt爾 catc Regis廿血 on No.更 新

III:〉 601443370001-― 〉III])601485080001

② :EC―DOC有効期限更新
2022‐ 05‐08-→ 2024-05-26

③更新に伴う帳票改版

Attachment I

Page 414
変更履歴削除/当該履歴票で管理する。

010

技術文書・変更履歴管
理票

文書種類名をFD‐204と合わせる。

EC適合宣言書
→ EC DECLARATION OF CONFORMITY
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Attachment 1

Page 1
新製品のP200‐ SMH― Sを追加011
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