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Registration No.:

Report No.:

HD 601429't2 0001

120227A3 018

Manufacturer:

Produets:

Expiry Date: 2024-O5-26

Effeetive Date:

Date:

MAI\ll, lNc.
8-3 Kiyohara Industrial Park,
Utsunomiya,
Tochigi, 321-3231,

- Japan

Medical Devices and Instruments in Surgical and
Dental r'ields
(see attachment for sites and products included)

Replaces Approval, Registrat.ion No.: HD 60097627 OOOL

The Notified Body hereby declares that thi requirements of Annex tl, excluding section 4 of the directive
9,3l42lE?C have been met for the listed products. The above named manufactlrer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex ll,
section 5 of the aforementioned directive. For placing on the rnarket of class lll devices correreO Uy
this certificate an EC design-examination certificate according to Annex ll, section 4 is required.
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M. Aihara

fU_V Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Direative 93t42lEEC

concerning mediCal devices with the identittlrr,on nilmber 0197-
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Manufnciurii:
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rUv Rheinland
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,Ne'il

TillystraBe 2, 90431'. Ntirnberg

.,,Htr,.,6011429,1,2 ,,O0O1 '...... rl

12O227A3 018
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MANI. INC. : :

8-3 Kiyohara Industrial Park,
Utsunomiya, ',
Tochigi, 321:3231,

- Japan
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Dental Endodonti-c Instruments
Dental Pins and Posts
Medical Knives
Bofie,i,;.iF,:ifiatior,r Qe*,t-ce{,., ,,..., ] , ,,, , ii.i i

MediChl Saws
Ophthalmic Cannuiae
pentaf 

, r, noOU,Canal :,rr ;s':.t t*nE $tate,::ial S

Doc.1/3, Rev.0

J7 d&':' \tpf gffi i*

e

.f$i
,=:

',:,,:,

Date:2019-09-20

Notified Body
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TUVRheinland

TUV Rheinland

LGA Products GmbH

Doc. 2/3. Rev. 0

AttaChment
Ce'itif.ieate.,,,,
Rgigfration
Repofi N,6ll

to
:.
,No;:

ManufaCtuiCi:

Notified Body

Till*CtreB€',:...*:i. $.04t.1.....r...f$:iFnlberg

HD.....60I4291.2 0'0O'1,,,, ..,.,.,,,,.,

12tO2]2703 018

MANI. INC.
8.,3....,KiVohara,,:lndu$til,, F.aikr
Utsunomiya,
Toehigi, 321-3231,

'' Japan

tnnt"1,,,*nd Deveropmenu' l'lanufacuurias siuee,lnctuded: i 
,.........

MANI , 'INC., Kiyohara Factory
s-i, riyohara Industrial Park, Utsunomiya I

t'tanuiicturing sites included :

MANI, INC., Takanezawa FacEory
743 Nakaakutsu, Takariezawa, Tochigi, szg:i.il4, lrapan

tanxuongcommune,PhoYenTown,:Thaiw9uy'enProvince,
vietnim

:

tuANi HANor co., LTD. pHo yEN 2 FAcToRy
P1otcN5,DiemThuyIndustr:ia1Zon,e,HongTiencommune,
uro,uar Townr Thai Ng,yn* 

..nl 
tnon.t....ur.tot*.

uenr vencow ltD
pfoi xo.e:0, Hte Ngote chaung Kwin.:Yangon-Pyay Road, Hmawbi
township, Yangon, Mybnmar ::

Date 2019-09-20
M. Aihara
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Attachnrent
Gi'rtificalo
Re istration
RCp6;tr,:No;,:

ManufaciUlCf,:

H.D,,60'1429],,2,OO-O11,,,, ..,...

1']022703 018

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

, Japan

EOG Sterilizat,ion sit,es and produCt.s included:
MANI, INC., t<iyohara Factory 

:

B;:3 rKi ohara: *ndtsffflat,,,eark;,,,:,,:ugs.q4ofiit€:;.::::::lt4:Cnigi; gat-gzgr,
Japan
-surgical sutuies

-Medical }(nives
-Bone Fixati-on Devices
-Medical Saws
-Ophthalmrc Cannulae

Y1NI IIAI\IOI CO. , LTD. pttO Yutq rnCrOnv
Tarr Huong Commune; ptro Yen Tol.tr.rr ThaJ- Nguyen Piovince,
Vietnam:
-Surgical Sutures: ' ,

-Surgical Suturing Devices
-Medical Knives

MANT HANOI CO. i LTD PHO YEN 2 FACTORY
plot CtlSr Diem rhuy Industrial Zoie, Hong Tien Commune,
Pho Yen Town, firailNguyen Prqvince; vietii;;
:surqicaL sucures

rrrJiiti"o Body

20'1lg-o9'20
M.$c. M.


		2020-09-08T20:58:48+0300
	avizat




