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' , The C6rtification BodV of

fUV Rtreinland LGA Products GmbH,

. hereb! cerlifies that the organization

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

Utsunomiya,
Tochigi, 321-3231 ,

. Japan

h as establ ished and 
" 
or,'"?lil3' gi,ff.fffglll tv"t*t for med rcal devices

see attachments for scope of certification

Proof has been furnished ihat the requirements spticified in

EN ISO 13485:2016

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

Effective Date: ' 2019-03-12'

Certificate Registration Nb,: SX 60137134 0001

An audit was performed. Report No,: 120227.03 412

This Certificate is valid until: 2020-11-26

*-r'p:'t'''

ffr, nekxs
t'.tA 

"-,-',.., Deutsche
"'''.::l.i'l " Akkredltierungsstelle

D-ZM-14169{1{2

Date 2019-03-12

tUV Rtreinland LGA Products GmbH - TillystraBe2 - 90431 Niifnberg
, Tet.: +49 221 806.1371 Fax: +49 221 806'3935 e"mail:cert-validity@de.tw.com http://w! rw.tuv.com/safety
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TUVRh,einlahd

rUv Rheinland

tGA Pfoducts GfibH

Doc. 1/5, Rel/,o

AttaGhment to :

C€rtilicCie
Registiation No,.,:

Reeort. No;t 
.

Otganiiation: ,,

Scspe: of

#ri
$gf*,.,',\trSF- Akkreditierungsstelle

Till*,*ri- fie, 2;,9O43 1,::Nfirfibei$

,sx 60137134, 0001, ',

12a22703 012

MANI, INC..
8.3,,lffyohaia Indu$tfial:r:Fark,
Utsunomiya,
Tochigi.:,321-3231 ,
Japan

Des ign and, bevel"opment: ; : : ManufaCture,, o{ btrlbutton
Ivledical De+fces:: and l.nstgurnents :in surgical and
Dental Fields
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A$achment
Certificate
Registratibn
Repoit:,Nc.:

to

No.:

rUv Rheinland Doc. 2/3, Rev.o

LGA Pfoduct$ GmbH

TillystraBe ,2:;, 90431 Ntirhberg

sx 6s137134 0001
12A2?j7A3 A12

MANI, INC.
8-3 ,ltiyohara Industrial Park.
Utsunomiya,
Toehigi, 321-3931,
Japan

ProducLs and Site included:

riyohara Factsory
8-3 Kiyohara Industrial Park, Utsunomiya,
Tochigi, 32L:3231 , .fapan

nesign and Development,' l,Ianufacture, Dislribution of
burgical Needles, Surgical Sutures, Surgica)- Suturing
Devices, Irledical K:rives, Medical gaws,

Bone Fixation Devices. ophthalmic Cannulae and surgica3-
Microscopes

Design and DeveLopment and Distribution of DenLal Endodontic
Insbruments, Dental Rotary InsLrumenes, Dental
Pins and Posts

Distribut.ion of Dental Root canal Filling Materials ' , ,,'

Organization:

Scope:

.$#1"
{fi'umrst*,r*-." 

Deutsche' "itr;'-" Akkreditierungsstelle
,

Date:2019-03-12

]1}{ lua'J$dUvaieW3Frytri4$&1d^ tXll${- r.a@alifi*rbai&.rl*6int
l:,:::i tl::l :,,4::r-::r:.,.:::::: .:::::,:,:::,,:,!;:i::-:::t:'l .,:

Certification Body #*
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TUV Rheinland

LGA Products GmbH

TillystraBe 2, 90431 Ntirnberg

noc. :ls, Rev,0

Attachment
Certificate
Registration
Report No.:

to

No.:

Organization:

$coF6:

&;'q*#,*;.:

{fs nnr<ns
t+!*so 

" Deutsche
''a"{s; AkkreditierunBsstelle

trzM-14169-01{2

sx 60137134 0001
1?1022703 012

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

Products and Site included:

Takanezawa Factory
743 Nakaakutsu, Takanezawa, Tochigi, 329-L234, ,Iapan

Manufacture of Denbal Endodontic Instrumentsr DenLal Rotary
lnstruments and Dental Pins and PosEs

MANI HANOI CO., LTD. PIIO YEN FACTORY

Tan Huongi Commune, ,Pho Yen, Toun, Thai Nguyen Province,
vietnam

Manufacture of Surgical SuLures, Surgical Suturing Devicel,
t{edical Knives, Medical Saws, Bone Fixation Devices,
OphEhalmic Cannulae, Dental Endodontic InstrumenEs, DenLat
Rotary Instruments and Denta} Pins and Posts

dil

Masahiro Asami
Date: 3O19=03-:12

Certification
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Attachment to
Gertificate
Registration, Nc.:
Report No :

Orgahization: ,

Scope:
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TUV Rheihland

,, LGA, Products,,,,GmbH

TillystraBe 2, 9,A4&'l Ntirnberg

noc. 4/5, Rev.0
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" Deutsche\*flf! Akkreditierungsstelle

D-zM-14169-ot-02

Date: 2019,03-12

sx 60137134 0001
1ZOz?ilA3 A12

MANI. INC.
8-3 ,Kiyohara lndustrial Park,
Utsunomiya,
Tcchi$i, 327-3231,
Japan

Producbs and Site included:

MANI HANOI CO., LTD. PI{O YEN 2 FAC"ORY

FtoC Ctls, piam Thuy lndusLrial zone, HonE Tien Comrnune,

PhogenTowa,Thax:Nguyen::Province,Vie!nam

uarnrtaciure oi'i surgical, $eedles and sysical gutures

Certification Body

Masahiro Asami
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LGA Produbts, GmbH

noc. 5/5, Rev.0

ii'"

Tilllt$traBe,'.,,2,;',, 9048:1 N:firh:berg

SX 60137134,,OO01
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MANI, INC.
8.3,,Kiyohara Industrial Fark,
Utsunomiya,
Tochigi, 321-3231,
Japan

Produccs and SiUe ineluded,:,, , ,

MANI YANGON I,TD.
PIot, No.,,,,ea.O.,. X1,eI:fgote,,Chaqqg fwin,
Hmar.rj5r,, fow+ship, 

: : : 

Yangolr, llY.anmar,,,

l"tanuf,acture of SurgiCal Needles,,.and
lnstruments

AtteChment
cei iticate, 

.

Hegistratian
Report, N4,.,;
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Nol:

0rganiiation:
,',,,.,,.

$cbpe:

.,Yangon''P$aV,,,nOad,

Dentalr Endodontic
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"--r,^ Deutsche''&#,' Akkrediderungsstelle
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i&ifu
1 @
I TUVRheinland

Date::' ,2O19-OGj12

Itli

fi1

T)
i:il


		2020-09-08T20:58:44+0300
	avizat




