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Вч RO\/а1 Сhагtеr

сЕ 01342

NIHON KOHDEN CORPORATION
1-31-4 Nishiochiai
Shinjuku-Ku
Tokyo
161-8560
Jарап

In respect of:

Fоr and оп behalf of BS1, а Notifled Body for the above Directive

Frank Lee, EplEA compliance & Ri5k Director

Flr5t Issued: 01 JцlY 1996 Date; 19 June 2016

'ri!aiiy 
D] this ct:t lia,ric i\ talС]!irп.]l ,i tli. i. al:.], ,r:i,.,,, ] ],..
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!] ,,]j r]',;.'i.,.] lj lJ{] .еqiliiэпl(.nts ,:f the Dl.cdi!e is

т}l3 tеrt]itсзtё w6:; igýled е|есfолiсэ!lt, ond i9 5ound Ь.i |\t) .olldiblпs i)i iix] (rrllri:c.

lпфmiluоп and сопlrэкl asl, KtsФai,k an!,:. Dav./ Aa]lil]i, :irn.n,}l]l, i'1|l1,! (rt,lts l\1Х5 8РР Tcl; r я 345 0ý0 90с1

Býl А55!lапФ UK LiФited, ,ciiýtarea 
"r 

Ё.9l,з,]ll LJлd., ]1,,-r,be"'B05]?1 ia:}i]! ai]:ýi,li(i l,iiqr Qaid. L]ndon !\',{ 4'n,, :JK,

А n]eil]bsl 4f BS' &j!l, о'сппlDёrrс,

ЕС Certificate - Full Quality Аssurапсе System
Direфve 9З/42lЕЕС on Medical Devices, Аппех ll excluding Sect оп 4

Nо.

lSSUed то:

Тhе design, development and manufacture of patient mопitоriпg
monitors, fetal monitors, СО2 monitors, pulse oximeters, cardiac
defibrillators, internal defi brillator paddles, electrocard
systems, ehctroencephalographs and evoked potential



List of Significant Subcontractors
Recognised as being iпчоlчеd iп Services relating to the product covered Ьуi

сЕ 0tз42
19 ]Une 2016

NIHON KOHDEN CORPORATION
1-31-4 Nishiochiai
shinjuku-Ku
Tolryo
16i-856o
Japan

certificate No:

Date:

Б5uеб lo:

subcontractor:

Jabil СiгсUit (Shanghai) Ltd
600 Tian Lin Road
Shanghai
2002зз
china

Nihon kohden
НigаýhЁNаkапо off]ce
з-14-20, HiqashГl,{akano
Nakano-kU
Tokyo 164-000З
Jарап

N]hon Kohden corporat
KaWamoto Factoo,
2909-6з Shiraku5adai
FUkaya-Shi
Saitama з69-1106
]арап

Manufacture

l,];.! nlJt оп ёп.1 contа.t: 8sI, Kiremal\ cout, Davy Ачел Ue, кпсw цll. М ll!o, ке7лв5 l'll5 8РР, l'el: + {4 345 080 9000
pii д-"i *.., ui "г"it"а, 

.ё;iýtеl€d !n Епg'впr] Ll;de| пumйr 7805]2l пt :J|9 сr ,!''lcl h,gll Роа,], tpndor W{ 4дL, UK,

А,.}пtel oi BS1 Grо9р оl Соm,эапiес,

Ву RoYal Сhаrtег

ЕС Certificate - Full Quality Assutrance System
Directive g?,fizffrС on Medica| Devices, Аппех II excIuding Section 4

..

bsl"

service(5) supplied

ма пчfасtчrе

Quality AssUrance



List of Significant SuЬсопtrасtоrs
Recognised aS belng involved lп Services relating to the product covered Ьу:

ceгtificate No:

Date:

ISSued то:

subcontractor:

Nihon Kohden corpration
TSUrugaShima off ce Сепtrе
Fuiimi 6-chome
TSurUgaShima-Shi
Saitama 350-2201
]apan

Nihon Kohden ЕUrоре GmЬН
Raiffeisenýtrasse 10
D-б1191 Rosbach
Germany

486 Nanokaichi
Tomioka-Shi
GUnma з70-234З
Japan

lrr{clfialio.] irna colltact: BsI, Kit('тail Cýrrt, Dа\|7 дr*'li., 
'i]]c,'1l]nll. 

ýili.l {!v 1lý l|Ns 8Pl Tel: ,} ^t,l :]1ý 080
liý ArýJlanc; UK ]. ii ni|ed, ie9isle?na i ] [пrla ýa |J,, as: r,J ]j l l11, lr|l] 5].: ] ,]:r .]ý! a1\|slx](k } l .!r !]a ia], a.and,i, l '*j{ 4ЛL,
it пrэгlЬgr af Вý{ olr',p о: co.Ipariel,

сЕ 01342
19 June 2016
NlHON KOHDEN CORPORATION
1-31-4 Nishiochiai
shinjUku-Ku
Тоýо
161-8560
Jарап

service(s

EU Representative
Manufacture

Manufacture

bsi"
ВY RоYа] cha гtсr

ЕС Сеrtifiсаtе - Full Qualiý Assurance System
Directive 9Зl42lЁЕС оп Medical Devices, Аппех I1 exc|uding Section 4

Warehousing

.,.makinq;



bsi.
ЕС Certificate - Full Qualiý Аssuгапсе S
Directive 9З|42-1ЕЕС оп Medical Devices, Аппех 1I excluding Sectioг 4

сЕ 01з42
19 ]une 2о16
NIHON KOHDEN CORPORATION
1-]tr-4 Nishiochiai
shinjuku-Ku
Tol.yo
t61-8560
Jарап

subcontractor: service(s) supplied

NIHON KOHDEN TOMIOKA CORPORATION
Tomioka production сепtеr
1-1Tajino
lomloka-snl
Guпmа
з70-2з14
Jарап

Nihon vinyl Соrd Соrр
Kodama Second Factory
1401-1 Kodama, Kodama-machi

ма nufacture

Honjo-ýhi
Saitama
з67-02Iz
.]арап

Nihon viпИ cord Соrр
shimoongata Fаdоry
424-6 Shimoongata-machi

мапчfасtчrе

HachiojiShi
Tokyo 192-0154
Jарал

l|rlg(nitron and contаcti BS1, Klt€malk coull. Da,7 Ачеоlriэ- KnLrtl|nri], M]lta]r Ke,:/ne51,1K5 l]PP TaI: а 44 з,}5 0n0 9000

Ёsiд,i"i""i" uK'Li"iira, .egi.i{ied |n aл9Ьпd tr;dsl пui);.т 78{JS:ji) ;l З8' chll',ti,k Hig| ilýad, Lo'dФn W4 4дL, U

д.rrer,l]i)el oi Bsl Gri.j! р .1 соm!ап]еý.

Ву Roya1 Сl.агtеr

List of Significant Subcontractors
Recognised aS being involved in services relating to the product covered Ьу:

certif]cate No:

Date:

ISSued то:

ManufactuIe



bsi.
ЕС Certificate - Full Qualiý Аssurапсе
Directive 93l42lЕЁС оп Medical Devices, Аппех II exc|uding Section 4

8

ceftjficate No:

Date:

Issued то:

List of Significant Subcontractors
Recogпised aS being involved iп Services relating to the product covered Ьу;

сЕ о1342
19 June 2016
NIHON KOHDEN CORPORAT!ON
1-З1-4 Nishiochiai
Shiпjчkч-Кч
Tokyo
1б 1_85 60
Ja pan

subcontractor:

otaХ Со., Ltd.
l215 Nippa-cho
Kohoku-Ku, Yokohama
Kanagawa 22З-0057
Jарап

ма nufacture

kohden Medical Electronic
Instrument corporation
567 Huancheng Bei Road
Shanghai comprehenSive indUstrial
Development Zone
Shanqhai
china

Hi*жl,Tffi;ýg.:;;1;;1,il;:;;;;lt;l;,,l]l,;,i;,,,iji.,;i,;,.j,l;r;ilii,'!,'*;:*,l;T,iiffifi
Д alсшl]е| 0f 8sI 6,0!р сi aýпрi!,1]сз.

Service(s) supPlied

мап ufa ctu re

,а habit'
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bs["

certif]cate No:

Date:

lssued то:

ЕС Certificate - Full Quality Аssurапсе Syst

Certificate History

сЕ 01342
19 

'чпе 
2016

NIllON KOHDEN CORPORATION
1-31-4 Nishiochiai
Shinjuku-Ku
Tokyo
161_8560
fарап

Вч Royal Сhа гtеr

Five чеаr certificate rепеwаl. Екеп5iоп to scope to include_
ii"i",rй'йБi'rБ.r paddles'. Addition of Nihon vinyl cordtorP

iокчо una Kodama Fbctory as sub-contractors fоr

..,rTakinq ехсе
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,,пtt,,,, rтс']lы', , ,,ё,,: 4 Lt, в\],

;,.,;#Ж;;;;;'ele(trorlicaltv er; ls iroL"lcl bY thc с,ц(llt]опý clf nl, сэr{rаii,

i.l.rm;rэп :.a ccni..:l: BsI:Kiter]a,k cott(, {)а".i Ачsпuе, KnD^/lhlll, MJtJn Ке,леs }1Х5.8Р,.Г*l: + ,14 ]'i5 080 9000

Est дý9!.апсс UK urntcdl regi5tlred л яп9rопо1,]аi, ",,-i" 'nosЗi' " 
зв9 \,] ]5l!,,к Hllh Rсаd, Lолdоо w,l'lAL, uK

л,пепlЬеr of B5I cro{]p оl Софраruеs,

changes to Sub-contractorý list

Pe-iSSue certlflcate iT пеW {ormat, change to address of

\!зrеhоusе Гасlllry and adminl5tг,tive сhапgе to otrler



bsi.

Certificate History

certificate No:

Date:

Issued То:

15 .]Uпе 2011

vahd.t/oltldgce'LifЁates'.c..cdlJrBlc'пe.'.''.;;n5'!1цi:''I't''!.'''''Jli1'''eIеJL'p,)er':ofи'гlli|cli',}a!d
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nam€d о.| thb сефii(аtе, !пlезr ýreclf]callY ngl её.d ,!ilh 8SL
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"nlri*,
l аlmаtоп апd сOftэсt 8sl, КiLеfiа|k Сп0l, Drц А\,a:l]lс. (,юwll]i!l] 1,1||iOI К?,/пеi МК5 8РР, lЪ]; +'1,1]45 080 9000
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^.iii".* 

uii ,*li_a, rеqdсrвd ii r,lqtaird !rr,"J,]I runltJl) ?l]c 5:]j1 al ]89 chi9v\Jick чlgh Road. Londoi W4 4дt, uK,

r, r{i,n1)ff of 3si бtoul; cl ссmрап€s.

.,.rnaking ех bii:
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Ву RоYаl Сhаrtеr

ЕС Certificate - FuIl Quality Assurance System

сЕ 01342
19 June 2016
NIHON KOHDEN CORPORATION
1-31-4 Nishiochiai
shinjuku-Ku
Tokyo
161_8560
Japan

Re]ssue due to addition of
Tomioka ProdUction Сепtеr, 1-1 Tajino, Т(

37 0-2з14

Reissue due to deletion

Certificate rепеwаl, Change oi
Соrр mапчfасturiпg facility from
kodama second 1401_1

Date
Rеfеrепсе
NUmber

Action

12 March 2007 Addition of Nihon Kohden corporation Higashi-Nakano Office for

oLrJlltv AS5Jrance activitieS

04 June 2010 ReiSSUe due to addition of ]abiI circuit (Shanqhaj) Ltd fo(

7674|704 certiГicate renewal. Addition of "EU Representatlve" Nihon

Kohden Europe GMBH Gеrmапу and addition of Analogic

colDo ration as subcontractor for пrап цфq!цд9,,___,_______ _
17 January 2014 8106575 R.eis$ue due to change of sub-contractor address for'Nihon .

vЙу соrа corp' ПоЙ 'z-tt+t Motohachioji-machi,,Tjý6 {9],,

oB.ic;,to,q2+-6Shimo0nqata-machi,Tokyo!!a{!54,,,

1З Арril 2015 8318245

03 Julv 2015 8361з49

19 June 2016 85215в9



ЁС Ce*ificate
Production Quality АssUrапсе System
Directive 9з/42lЁЕс оп Mediбal Devices, Аппех V
(Devices in class l with measuring function)

No. G2M 063105 0048 Rev. 00

Manufacturer:

Faci!ity(ies):

Rвpori No,:

valld from:
valld чпtil:

Dato, 2019_09-26

lтАl з,19360м

2019-09_26
2024-0+26

cA-MlS,R.L.
Via Ugo La Malfa, 1З
Fгаziопе Pilaýtro
43013 Langhirang (PR)
ITALY

cA-[,ll S,R.L.
Via Ugo La Malfa, 1З, Frаziопе Pil8stro, 4ЭOlЗ Lапghirапо (PR},
lTALy

Product Various canister, suction чпlt,

Category(ies); an€lold ýphygmomanometer and' mбrсчry freg Glinical thermomotor

Тh9 cartification Body ofTOV SU0 Product Service GmЬН declareS that the аfоrвmsпýопвd
manufacturel hgs implemented а quality аssчrапсо sузtэm fоr the manUfscturo iп эссоrdапсе With
MDD Аппех V, This quality assurance Systбm сочегS those aspectg о' manufacture сопсеrпбd with
,the metюlogical requirementý of the reýpective devices l device categories and conrorms to lhý
rэqчlrsmепtб of this Diвctive. lt iS ýubject to periodical surveillance, ýее also поtез over|gaf,

t,
stefan РrеiB
Head of certification/Notlfl бd Body

РФе 1 of '|

TOV ýUo Рrоdчgt Service GmЬН iý Notifiбd Body with identification

PrOduct SrrvicB

TUV ýOD Product s9rvic€ GmЬН . ce{titication Body . RidlбrstгаВе 65 , TIJV'

п



-***.. 
аеп.плt о!кп/].! gл.tвd h!

.!^ ^i. z.пч.Е.]. aеr ц,rоа 8

8 E!.G ,* ,i.ffl*}iEт,"fi ;
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х ilй,1,oorodJr:ф l

''о о ** zLG_ BS_ 244,1О.О8

Production Quality AssUranco ýyýtem
Directiva 9У42rЕЕС оп Medical Dвviceý (MDD), Аппех V
(oevices in СlазS lla, llb оr lll)

No, G2 06310ý 0047 Rev. 00

Manufacturerl

Product
Gategory(ies);

cA_Ml S.R.L.
Via Ugo La Malfa, 1З
Frazlone pilastro
4301З Langhirano (PR)
]TALY

cA-Ml S,R.L,
Via Ugo La Malfa, 1З, Frаzjопе Pilastro, 4З013 Lапghhэпо (PR)
lTALY

Aerosol Therapy Equipment, Kits 
'оr 

АеrоSоl Therapy,
Thermal Water lnhaler, ýUction Unit, Surgical Suctlon
EqUipment, Вrёаst Рчmр, Kit Ассеззоry for Elect,ic
Breast Рчmр, Blood Pressura Monlto], Еlесtrопlс
Thermom€ter, lпfrаrёd Ear Thermometef, Твпý D€vlce,
pul5e oximeter

.lтАlз19360

2019-10_01
2024-а5-26

l r,,-"*4
st€fan Рrбiв
Head of certification/Notified Body

The csrlificataon Body ol TOV suo Product Sеrчiсs GmЬН daclares that thg aroвmontioned
manufacturer has implem€пted а quality аýýUrапсе System 

'оr 
manufacture and final insp€ction of

the respactive devicgý / devic€ cat€gories iп accordance With MDD Annex V. Thi9 qualily аssч€пс€
System сопfоrms to the rвquirements of thiý Oirесtiче and is Subject to periodical survвillance, Fо.
ma.keting of class llb and lll dбvlceý ап additional Annex lll cenificale iý mandalory. See аlsо поtеý
очоrl9аl

RороЁ Nо.:

valld 
'rom:valld Untl|:

Dаtэ, 2019-10_01

Page 1 of 1

ТUV SUD Product Service GmЬН is Notlfied Body With identification no, 0123

ftфucl ý6rvi.e

TOv sЁD Ploduc1 Sегчiсо GmbH , ceгtilicatioo Body , RidlerstraBe 65 , 80ЗЗ9 Мч9Рh ,

F-_-l
в,_ l

н* i

HEl
г.li lч 
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H.l аl
Ks ]
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ЕG Certificate

Facility(ies):

l,,
}aý
а
ý
g
lл
ý



(( DAkkS
'\ o"urr.bu

Alkгear!er!nBrýtelb
0,zм-}1з]1.01,Ф

Nо. Qý 063105 0045 Rev. 0,|

Holder of Ce*ificate:

cёrtification маrk:

Scope of Ce*ificate:

Reporl }lo,:

valld frоmi
valid чпtll:

Date, 2019_07-30

cA.MlS.R.L.
Via Ugo La Malra, 13
Frаziопе pilastro
4ЗOlЗ Langhiвno (PR)
lTALY

DeJlgn and development, production, sale and after,sales
technlcal asýistance о| medlcal eqцipmentý for surgery
(€lectrical and manual зчGtlоп рчmрý}, elertrlc Ьгёаst pumps.

medical devlceý for breathing (aerosol therapv equ!pmentý and

thermal water iпhаlеr}, medical devices for stimulation (tens}

and related accessories. Placing on the market under its оwп
паm€ о' devices for monitorin8 of vital physlolo8lcal parameters

(рчlýе oxim€teIý, thеrmоmёtеrs, blood prёsýUre monitorr,

sphygmomanometer and зtethoscope9}, inc€ntiv€ зpirometerý,

dgvices for phlebology (graduated compreýsion m€dlcai

stockings} апd эпtЬdесчЬitч5 mattress.
Dlstrlbution o{active апd non-active поп implantable medica|

devices.

тhе certification Body of TOV SUD Ргоdчсt Service GmbH cefiifies that the соmрапу montioned

above haS eýtablishёd апd iý maintaining а qualiiy management syýtвm, which meбts the
requirements of the |isted ýtandard(S), See also notes overleal,

lTA,l2g731

2019-08_01
2022-о7-31

:
Page 1of2
TUv ýOD Product Serv]c€ GпlOi , Сбгtiiсаliсп Body , RillerskaBe 65 ,803З9

stefan Рrёiв

/ /,**,,4

W}
P,odua{ sandce

Ce*ificate



( пдккstl о"и*ь"

0-zi\Gllз21.01"о0

пOdUci ýelrilB

certificate
No. Q5 063105 0045 Rev. 01

APPlicd Standard(s): fi:j::, l:ii:3:ý"atity mапаgеmепi systems -

RequiIements for regulatory ptlrposes
(lso 13485:2016)
DlN EN lso 1и85:2016

FacilitY(ies): ýа'Шgir"-,,1з,Fвziоперilаstrо,4зOlзLапghiгапо(РR),
lтлLY

cA-Ml S,1,1.

via Stгаdа рег Раrmа З4, FrazionB Pilastlo, 4301З Langhirano PR,
lTALY

Faciliiy(ies) ýсоре:

cA"Ml S,R.L.
Via Ugo La lиalfa, 13 Frazione Pi|aýtro,4301З Langhirano (PR) lТАLlд

tlesigi and development, production, sale and after-sales t€chnical assistance of medical

equipments 
'or 

sUrвery (etectrical and mапчаl 5uction рцmрý), electric ЫeaJt pumps, medical

devices TOr ыeathinB (aerosol therapy equipmentý and thermal water iпhаlеr), medicaldevices lor

stimulation (tens) and related accesýories. Рlа€iп8 ол the market under itý own паmе of devlceý

for mопitоriп8 of vital phyýiological paIameters (pulse oximeters, thermometers, blood preýýure

monltors, sphygmomanometer and ýtethoscopes), incentive spirometer5, devices for phlebology

(graduated соmрrе5rlоп medlcal stocklngs) and anti-decubituý mattre5ý,

Dirtribution of active апd non,active поп implantaыe medicaldeviceJ,

cA_Ml s.R.L,
Via ýtrada per Parma, 34, Fгаziопе Pilastro,4301З Langhirano (PR) ltaly

Warehousb of active and поп-асtlче поп implaпtable medtca| d.v|ces апd соmропепts used in
production

Page 2 ol2
тOv St D ProdOct Se.vice GmЬн . ce(ification Body, RidlеБtгаRе 65 , 803з9 мчпiсh ,

[оlcl .
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