
rUini"inr.SuCertifica'te
The Certification Body of

tUV nneinland LGA Products GmbH

hereby certifies that the organization

MANI, INC.
8-3 Kiyohara Industrial Park,- 

Utsunomiya,
Tochigi,. 321-3231 ,

Japan

:, ... ..,, . . :- . 
t ., : -,' :::: ,. :r, . :,

has establiihed and applies a quality management system for medical devices
for the following scope:

see attachments for scope of certification

Proof has been furnished that the requirements specified in

Elu ISO 13485:2016

are futfilled. The quality management system is subject to yearly surveillance.

,Effgctive,Date: ,,',. I ,, , '. 29,19; ,.03-12.
,.:::' .1,,: " 

:': l:

Certificate Registration No.; SX 60137134 OO01

An audit was performed. Report No.: 12022703 012

This Certificate is valid until: 2020-11'26

ritrffiqi
(u unxt s

.-'t-Srr' -'",.-., Deutsche-%jli*;:' Akkredltierungsstelle
D-ZM-14169-01-02

Date 2019-03-12

Certification Body

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 |

Tel.i +49 221 800.1371 Fax: +49 221 E06-3935 e-matl:cert-validity@de.tw.com http://wwv.tuv.c0m/safety
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Doc. a/5, Rev.0
TUV Rheinland

LGA Products GmbH

TillystraBe 2, 90431 Ntirnberg

to

No.:

Organization:

cope:

sx 60137134 0001
12022703 012'

MANI. INC.
8-3 Kiyohara Industrial
UtsunomiYa,
Toctrigi, 321-3231'
Japan

and Development, Manufacture, Distribution
Devices and Instruments in SurgicaL and

Fields

Park,

Masahiro Asami

ofDesign
Medical
Dental

$f$rl"

WHil*lierunessterre, , . u'zM-rqr09-0.r'02

2019-03-12
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Attachment
Certificate
Registration
Report No.:

Date:

F:;'::+i::;#:.:6\ 1:.:-"+=i, ,
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TUV Rheinland

LGA Products GmbH
i:-!r,!i:
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TillystrafSe 2, 90431 Ntirnberg

oesign and DevelopmenL and Distribution
InsLrumenLs, Dental- Rotary Instrumenes,
Pins and Posts

Distribut.ion of Dental Root canal- Fitling

Certification Body

sx 60137134 0001
12A22703 012

MANI, INC.
8-3 Kiyohara Industrial Park,
Utsunomiya,
Tochigi, 321-3231,
Japan

ProducLs and Site included:

Kiyohara Factory
8-3 Kiyohara IndustriaL Park, Utsunomiya,
Tochigi, 32L-329t, Japan

oes-ign and Developmentf uanufacture; ,, Distri'butsion of
$urgica.l- Needles, Surgical sutures, Surgical Suturing
Devices, Medical Kniveg, Medical Saws,
Bone Fixation Devices, ophthalmic Cannulae and surgical
Microscopes

Doc. 2/5, Rev.o

to

No.::

ilttachriient
certificats
Regi-stration
Relort, No.:

Organization:

Scope:
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of Dental
DentaI

Eate:, 2019-03-12
Masahiro
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rUv Rheinland

LGA Products GmbH

Doc, 3/5, Rev.0

Attacl,rment to
CCrtificate
Registration No.:
Rep'ort No.:
,,', I 

11, .. :.,.:': ' :::

Oiganiiatiq:

TillystraBe 2, 90431 Ntirnberg

sx 60137134 qO01

ilo,zztog'otz

MANI, INC.
8-3 Kiyohara lndustrial Park,
Utsunomiya,
Tochigi, 321-3231,
Japan

Sbope:
' '_tt"l i:

:
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Products and Site included:

Ta$anezar*aF.actory r :,1 
i , ,,,ir,,, ",,,

743Nakaakutsu,Takanezawa,Tochigi,329-l234,iIapan

Mhnufacture of Dental Endodontic Instruments, Dental Rotary
Instruments and Dentaf Pins and Posts

I"IANI HANOI CO., IJTD. PHO YEN FACTORY

Tan Huong Commune, Pho Yen Town, Thai Nguyen Provinee,
vietnam

ManufacLure of Surgical sulures, Surgieal suturing Devices,
Medical Knives, Medical Saws, Bone Fixation Devices
Ophthalmic Cannulae, DenLaf, Endodontic Instrumen
Rotary lrlstruments and Dental Pins and Posts

.!!{,r
DeutschE
Akkrediderungsstelle
EZM-14169'01-02

Masahiro Asami
Date: 2019.O3-12



TUv Rheinland

LGA Products GmbH

T'illystrafSe 2, 90431 Ntirnberg

Doc, 4/5, Rev.o

Attachment to
Certificate
Registration No.:
Reoort No.:
,. t, ':

Organization:

sx oot 37'134.0001
12A22703 012

MANI, INC.
8-3 Kiyohara Industrial Park,
Utsunomiya,
Tochigi, 321'3231,
Japan

Scope: Product,s and Site included:

MANI HANOI CO., LTD, PHO YEN 2 FACTORY

Pfot CN5, Diem Thuy Industrial Zone, Hong Tien Conmune'

Fho Yen Town, Thai Nguyen Frovince, vietnam

Manufacture of Surgical Needles and Surgical Sucures

Akkredltieru ngsstelle
D-ZM-14169"01-02

Masahiro Asami

lrrnr* qu.,;rlf\

Date: 2A19-O3-12
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tUVnfreintand

tUv Rheinland

LGA Products GmbH

Tiltystrafie 2, 90431 Ni.irnberg

Attachment
Certificate
Begistration
Report No.:

Organization:

Scope:

'sx 60137134-0001
1?:0227A3 An

MANI. INC.
8.3 Kiyohara Industrial
Utsunomiya,
Tochigi, 321-3231,
Japan

tvIANf YANGON IrrD.
PIoe No. 630, HIe NgoLe
Hma.wbi TownshiP, Yangon/

Manufacture of Surgical
InEtsrumenEs

Produccs and Site ineluded:

Park,

Chaung Kwin, Yangon-EYay
Myanmar

i:l

*
tlri

Road,

drt'} ,;/#*\
ft,pnr.r.st*KF-tif**n,,,,.*

D-ZM-14169-0r-02

2019"03-12

Needles and Dental Endodontic

Certification

Date:
Masahiro

Body
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