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TUVRheinlandEC Certificate
Directive 93l42lEEC Annex ll, excluding Section

Full Ouality Assurance SYstem
Medical Devices

Registration No.: HD 60097627 0001

Report No.: 12Q227O3 0O1

MANI. INC.
8-3 Kiyohara lndustrial Park,

Utsunomiya,
TOCHf GI, 321-3231,
JAPAN

Manufacturer:

Produets:

Effective Date:

Sate:

Medieal Devices and
DenLal n1elds
(see attachment for

Replaces Approval,

Instruments in Surgical and

^ir-^a --.r nvnrrrrnts included)D!LgD qrrU I/rvuq\

n^-i^L--Fin* \ln HD 60041244 0001Sgyf JL!aLf urr r\v. .

t

Expiry Date: 2019*12-10

The Notified Body hereby declares that the requirements of Annex ll, excluding section 4 of the directivt
g3i4zlEEC have 

-been 
met for the listed products. The above named manufacturer has established

and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex ll,

section 5 of the aforementisried directive. For placing on the market of class lll devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is reguired.

2015-l-0-05

201_5-10-05

fUV Rheinland LGA Products GmbH

tUV Rtreintand LGA Products GmbH is a Notified
concerning medical devices with the
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TUVRheinland

TUV Rh'einland

LGA Products GmbH

TillystraBe 2, 90431 Ntirnberg

HD 60097627 0001
12A227A3 007

MA,NI, INC.
8-3 Kiyohara Industrial Park,
Utsunomiya,
TOCHf Gt, 321-3231,
JAPAN

Doe. A/2, Rev. 0

Attachment
CEfilficate
Registration
Report No.;

t0

No.:

Manufacturer:

Products included,

- $urgJ-cal NeedLes
- Rrrrci n:'l grrf rrrcs
- Surgical Suturing Devices
- DenLal Rotsary lrrsLrxmenLs
- Dental Endodontie Instruments
- Denta1 Pins and Poscs
- Medical Knlves
- Bone FlxaLion Devices
- Medical Sal^rs
- Crnhf h.a'l m i r- C.annulae

Eate: 2015,10,05
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TUVRheinland

Doc. Z/2, Rev. 0

Attachment
Certificate
Registration
Report No.:

to

No.:

TUV Rheinland

LGA Produets GmbH

Tillystrafte 2, 90431 Niirnberg

HD 600976?7 0001
120?.27A3 001'

MANI, INC.
8-3 Kiyohara lndustrial Park,
UtsunomiYa,
TOCHf Gf , 3?.1-3231,
JAPAN

Manufacturer:

Design and Development, Manufacluring sites incl-uded:

MANI, INC., KiYohara FacLorir
8-3, Ki:.tohara IndusLrial Park, Ulsunomiya'
Toclrigi, 321-3231-, rTaPan

--r--.lezawa FacLorylvuLl\Ir II\L, , r4^4trs.qws & qvevlJ

743, Nakaakutsu, Takanezawa, Tochigi, 329-L234' Japan

EoG sterilization site:

MANr, rNc., t<iYohara Factory
8-3, riyohara Induscrial Park, Lltsunonliya'
Tochigi, 32:--3231,,Japan

* Surgieal SuLures
- Surgical Suturing De'.rices
- Medical Knives
* Bone Fixation Devices
r Medical Saws

- Ophthalmic Cannulae

Date:2015-10-05
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