
DECLARATION OF CONFORMITY(MDD) 
OLYMPUS 

1. Manufacturer OLYMPUS MEDICAL SYSTEMS CORP. 

2. Address 2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507 Japan 

3. Model BML-llOA-1 

4. Name of product MECHANICAL LITHOTRIPTOR 

5. Serial or Lot No. from 84Kto 

6. Classification Class I 

7. Authorized representatives in EU

• Name
Address

Olympus Europa Holding GmbH 
Wendenstr. 14-18 20097 Hamburg,Germany 

We herewith declare that the above mentioned product complies with the requirements of EC 
Directive 93 / 42 / EEC (MDD). 

This declaration is based on : MDD, Annex VII 

Place 

Signature 

Name 

Title 

Date 

2951 Ishikawa-cho, Hachioji-shi, Tokyo, Japan 

General Manager, 
Regulatory Affairs & Quality Assurance Department 

2010/03/23(yyyy.mm.dd) 

[N-OIS D28001 Appendix 2] 
Revision 1 :2010/03/23 6=.mm,dd) 



DBCLARATION OF CONFORbMITY(MDD)
◎肥yMPUS

Page l of lANNEX (RELATED ITEM LIST) page l of I
The con範rmity in ac cord ance with the EC d ire c t iv e 93/42価EC (MDD) an nex I

is d e cla r cd herewi th a l s o 鮠r the 8o l lwing rcl a ted i t em/s tha t i s/a re Prov id ed t og e th e r, a s a Pa r t of the

de c l a ra t ion o f conforn1 ity o f ;

(mo del and name of the med ical device) BMし1 1 OA. I MBCHANICAL LITHOT則[PTOR

M[odel and Name of th e r e l a ted item C 1 a s s Seri a 1 o r Lo t No ,

MuAJ‐403 (CoiI Shea th) I from 84K to

Signature

Name

Title

Date

《 とて ///// ′〕 ノナ ノ . , ゞ
一一一~＼≧ & を 燿 髯ヂ一死 --、｢

　　 　 　　　　 　S eiya Raij u

Genera l 虱4anager,

Regulato l艀 A節airs & Quali好 As s urance Department

20 1 0/03/23 〔"“.mm . dd)

[N-0IS D28001 Append ix 6I

Rev is i on 2 : 2 O1 〇/O3掟3 6yう忍mmdの



DECLARATION OF CONFORbMITY(MDD)
◎輻yMPUS

1 , D4anufacturer

2 . Address

3 , D4ode 1

4 , Name of p roduct

5 , S erial or Lot No ,

6 . Class inCation C1ass I

7 . Authorized rePres entatives in EU

■ Name olympus Europa Holdin g GmbH
Address 圦ノendenstr, 1 4 ‐ 1 8 20 097 Hamburg,Germany

VVe hereWith deC1are that the above mentioned product Complies With the require]皿lents of BC

Direct ive 93/42個EC(MDD) as amended by 2007/47個C ,

This declarat ion is b ased on : MDD, Annex VII

P1acc 295 1 Ishikawa- cho

Signature

Name

Titl e

Date

Gen era l 沁4anager,

Regulato好 Affairs & Quali ty Assurance Department

20 1 0′。3/02Gyyy‐ nun ‐ dd)

oLYうMPUS MEDICAL SYSTEM[S CORP.

29 5 1 Ishikaw浄cho , Hachioj i.sh i , Tolqyo 1 92 .8507 Japan

FB -24E-1 FB‐2 4K- 1 FB‐2 4Q4 FB‐24U‐ 1 FB ‐3 6K‐ 1 FB‐3 7K-1
FB37U4

BIoPSY FORC団Ps

from K790 1 to

C1ass I

[N-0IS D28001 Appendix 2I
Revis ion 1 : 20 1 0′。3/02 6硼γmm ･ dd)





DBCLARATION OF CONFORMITY〔MDD)
◎肥yMPUS

1 . M[anufa cturer

2 , Addres s

3 . M[ode1

4 . Name of product

5 . S eria l or Lot No ,

6 . C1ass i寛Cation

7 , Autho rized rePresentat ives in EU

. Name 0lympus 団uropa Holding Gmb日
Addres s W俺ndenstr. 1 4 - 1 8 2 0 09 7 Hamburg,Germany

圦ノe h erewith declare that the above ment ion ed product comP1ies with the requirementS of EC

D irect ive 93/42個団C(MDD) as amended by 2007/47侶C ,

This decl arat ion i s bas ed on : MDD, Annex VII

P1ace

Signature

Name

Title

Date

295 1 Ish ikawa‐ cho , Hachioj i- s h i , T okyo , Japan

Genera l 虱4anager,

Regulato好 Affairs & Qual ity Assurance Department

2 0 1 0/03/03 6リラγ.nun . dd)

OLYm“PUS MBDICAL SYSTBM旧 CORP･

29 5 1 Ishikawa‐ cho , Hachioj i-sh i , T o野o 192‐850 7 Japan

FG-44NR-1

ROTATABLB GRASPING FORC団Ps

from K790 l to

C1as s I

[N‐0IS D2800 1 Appendix 2]
Revis ion L ; 2 0 1 0/03/03 (男yyy . nun . dの



DECLARATION 〇F CONF〇RmmTYQMIDD)
◎肥yMPUS

OLYM[PUS MEDICAL SYSTEM[S COR]P .l . M[anufacturer

2 , Address

3 . 靴[o d e1

4 . Name of product

5 . S eria l or Lot No .

6 . C1ass inCafion

7. Authorize d rePres entatives in EU

. Name

Address

0lympu s 団uropa Hold in g GmbH

Wノendenstr, 14‐1 8 20 09 7 Hamburg ,Germany

VVe herewith declare that the above ment ioned p roduct ComP1 ies With the requirements of 団C

Direc t ive 93/42個EC(MDD) as amended by 200 7/47個C ,

This declarat ion is bas ed on : MDD , Annex VII

P1ace

Sign ature

Name

Title

Date

295 1 Ishikaw浄Cho , Haehioj i.sh i , Tolqyo , JaPan

　　　　 　 　　　　　　　　　　　　　　　　
) ｣ /"仇ルイ“参学

　　　Seiya Raij u

GencrauManager,

Regulato 1y Affairs & Qual i好 As surance Department

20 10/03/03Gyyy‐□虹n . d d)

295 1 Ishikawa‐cho , HaChioj i‐sh i , Tokyo 192‐8507 Japan

FG- 45L-1 FG-45U-1 FG- 46L-I FG-4 6U- L

GRASPING FORCEPS

from K790 1 to

C1as s I

IN-0IS D2800 1 Appendix 2 1
Revis ion L : 20 1 0/03/03 G硼γmm‘ d d)



◎轌yMPUS
DECLARATION OF CONFORbMITY(MDD)

L . M旧nufaCtu rer OLYMPUS M[弼DICAL SYSTEM[S CORP.

2 . Addres s 2 9 5 1 Ishikawa‐dlo , Hachioj i ‐ shi , Tokyo 192‐8 5 07 Japan

3 ･ Mode1 FG-3 0 1Q

4 . Name of product GRASPING FORCEPS

5 . S er i a l o r Lot No . from 0 8K to

6 . C1as s i鎧C at io n Cl a s s 1

7 . Author ized repres entatives in EU

■ Name olympus Europa Holding GmbH

Addre s s Wゾendenstr . 1 4 ‐ 1 8 2 0 0 9 7 Hamburg ,Germany

VYe h ereWith d ec l are th at the abOVe lE1 entio n ed p roduct Complie s With the requirementS of EC

Directive 93 / 42 / 配EC QMDD) .

Thi s de c l arati on is b as e d on : 費釦DD , Anne× VI1

P1ace 29 5 1 Ishikawa- Cho 日[achio ･ i- shi T ok o J

Sign atu re ‐ ごー｣、~.》 > - ‘

Name

Titl e Gen era 1 M[anager,

Regulato ry Affa i r s & Qual ity As surance Department

Date 2 0 1 0/03/23 ( yyyy , ImL dd )

[N-0IS D28 0 0 1 Appendix 2 l

Revi s ion l : 2 0 1 0/03/23 ()Mwmm . d d)





















DECLARATION OF CONFORbMITY(MDD)
◎輻yMPUS

OLYM[PUS MEDICAL SYSTBM[S CORP.1 . M隙nufactu rer

2 . Address

3 . Mrode 1

4 . Na lme of produ ct

5 . S eri a l or Lot No .

6 . Cl a s s i行C ation

7 . Author ized reP resentative s in EU

■ Name olympu s Buropa Holding G1nbH

Addres s Wノend ens tr . 1 44 8 2 0 097 Hamburg,Genmany

･7、ゾe hereWith dedare th at the ab ove mentioned produ ct Comp l i e s With the requ1rements of EC

Dire c tive 93 / 42 / 園EC (MDD) .

This d e cla ration i s b as ed on : MDD, Annex VII

P1 a ce

Signature

Name

Title

Date

S eiya Raij u

Gener a l D4 anager,

Regulatory Affairs & Quality A s su r ance Department

2 0 1 0/03/23 (yyyy ･ mmdd)

295 1 Ish ikaw浄Cho , Hachioj i- s h i , T okyo 1 92‐8507 J ap an

PR‐3 04Q/3 09Q/3 1 0Q/3 1 3Q/326Q

CANNULA

from 3 1K to

C 1as s I

[N-0IS D28 0 0 1 Appendix 2 1

ReVi s i on 1 : 2 0 1 0/0 3 /23 (男“".mm . dの


