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r, K RSliP"gN $[ELE PERSqN A{;REBM EI\lr

"l'tre I.lK llcspolsible Person Agreernent ("Agreeurerrt") betr.veen lltl'iteC-Wismar OfiblI' a

busincss unit of Honeywell ("Nlanulactr-rrer"), haviug its principal p.lacc ol'busincss localcr{ al

Alrer Hirlzhal'en 18, D-2396{t Wisurar. (-icrnrany, and Viantecl l,imitccl (''Vianrecl"), having its

principal plauc u{'Lrr-rsincss as ntitecl belnrv'

Viamecl l-rrt. 15 Stati6n Iload, Cross Hills. Keighley lli)2fJ 7DT, West Yorkshir:e. L;nited

Kingclom
Ernail : i nfb(alviamccl.so. uk

Plrone: +4.{ {011.5.15 634542

'l'he N4angf'acturer and the llK ltesponsihle l)erson r.vill be indir.'idualll' r'elerred lo ns a "Pat1y"

and jointly. the "Parties".

We are pleascd to col{inrr Viameri l.td- lJnitcd Kingdom as the clesignated LJK Itesponsible

Person.

'Ihe t,iK l{esponsibler I'erson shall perl"onn the fbllorviltg tasks

{l) Verily that 1he [rtJ clcclaratinn ol conlormily an61 technictil docutrtentatiou have been' 
clra"uvn up and, rvherc applicable . that an appropriate ccinfbrmitv tlssessnlent proceclrrre has

been carried ollt by the l\4anufbcturer

(2) Keeping ilvirilabl* a cop)' of the technical docutrtentatiott, a copy rrf the declar:irtion oI
coniormit-v ancl. il applicable, a copy of the relevant certificale, including any

arlelclmenls and supplements fbr inspectiott hy the ir'{cdicincs and ileahhcare Products

Rcgulatorl' Agcncy {14}{RA):

(3) Compl-v r.vith registation obligations laicldorvn in the IJK l\'lDR ]002 (SI 2002 No 618,

as arnended b.v the UK N'IDR 2019):

(4) ln response to a request frorrr h'[IRA. provicie that N4llRA rvith all the informatiorr and

documentatiot) rlecessary tr: demonstrate the confbrmill, o{'a dcvicq,

EnYiteC-l4lismar GmbH
a Honeywell comPanY
Aliel Halzhafe[ 13. 23960 Wsrrar German]
tnon6 *49 {r) 3841 / ?6C-1

Phanei ,4s (0) 3841 I 36c-200 (.9alesj
faK. 149 (0) 3341 I )60-22:

Registsrgericht / Trade Regi$ter:
S.hwerifi. llRB 1834
WeeE-neg.Nr.; 57793680
Sleueilummetn I Tax Humberci
vAT No.lUSt'Nr. OE 137 437 ?13 " 08Ai1()?t0?.346

Gessh?iftsfilhrun!, / Managlng Oir€cttr;
Ma14!s O$llander

Bankkonto / Bank Accouflt:
fieuts.he Banh AG. FraoklurtlMaifl
Brnk C0de i RLZ: 500 700 1l')

BIC (Swifl C*de) DEUTDErF
f;u|o accotnt / €-Kontoi 0948061 O0

IBAN DE94 5007 0ClCoC',i}4BO'J100

lnternct:
wsr'/ BnviteD.colr

E"Mail:
iolul.O*nvilec com
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(5) Forrvarcl to lvlanufacturer any request by IvIIIltA, or access to a clcvicc alrd vcri[i that the

ir,lI-fRA receives the satlples or is given access tr-r the device;

{6) Coopcratc r,vrith thc N,1ilRA on any pr:gventivc or coffecti\re action taketr to elirninaXe or'

if that is not possible, mitigate lhe risks posed by devices;

{7) inrmediatel,v inlbmt lr,lanuthcturer about complaints and leports fron: healthcaro

pn:lessionlils, palicnts and users about suspected inuidpnts related to a device fcr r.vhiclr

they havc heen clesignalcd;

(8) 1n case 6f inciclents knolvn tirst by ltllattrfactrtrer. lhe l-]K Rrrsponsiblc Person ''vill bc

immrcliatel,v informed and will irnrnecliatel-v perfbrm rvith Manr,rfacturer the analysis cll'

the iscideut. l1'considered iis leportable UK Responsible Person lvill r,vrite ancl send to

h,l1ll1A, rvithin the timelines del'rn,:d by the applicable t'egtrlation, the initial report

inctuding itlanufacturer's actions ilarrailablc such as sallplc anal-vsis, analysis of historic

1ot recorr|s ancl potential corrective actiorls rvith targ*1. As sciott as irrciclcnt invtstigalion
by' fu{anufarturcr is completed, the tlK l{esponsible Person writes artd scnr-ls thc final

incidenl repofi. 11 an-v- qase. the UK Respousible Person submits thesc repofis to

Mpnul?rcturer kir: preliurinary llpproval. The LIK Responsible I'ersr.rn rvill keep these

records availahle lbr irrspection by h{I IRA:

{9) ln case of Fielcl Safety Corrective Actir:n (FSCA) decided tr.v f'4anulaeturer, lhc IJK

Responsible Person rvill request all the necessary inlornation allowing I'SCA initial

repofiillg ro thc lvll:lliA. I'hc UK Rcsponsiblc Persr.lt rvill {brr.varcl to Mirnttl"actltr€r any

request trom the fuIIIllA ancl rvill Lransnril thc unsrvcrs lri htlllRA. As stion as tlre FSCA

is cpnsiclererJ as completecl by' Manufacturer, lhc l-iK {L^sporrsiblc Pcrson rvriLcs atld scnris

the l.inal FSCA repon to the lv.llllLA. ln any case, the UK l{esponsible L'crsilrl strbrnits

thesc 1eports to lt4anulhcturer fbt'prelirninary approval. 'Ihe LIK Responsible Persr-rn r.r'iii

keep these records ai.ailablc Ibr inspcction by MHR-4.

The Parlies consent to keep all inhrrmation exchaltgcd as parl ol'this alfrccnl(rnt conficlcntial

exccpt lpr ciisclosures t1ecessflry to perfornt the abovementionecl tasks.

'l'his Agreenrertt shall cntcr in ti:rcc firr a pelioci o1'onc (1) ve'rr' "[]ris Agrcetrrenl rna-v be

temrinaied by.- erther Pan.v hy r.r,rittcn notillcntion to thc othcr Party nincty (90) clays 1'rrior to thc

indicafeci termination {nte.lInot terminated pritrr to ninety'(90) dai"s" thcn thc Agrcemcnt r'vill

aLrtomatically bc extended i-rr an ailditional year. 'Ihe Agreetnent may be tenninated forthu'ith

by either Party for good carrse. Any' event shal1 be deemed good cfluse lbr immediate termination

that would make it unacceplablc lbr the aIlcclecl Pnrty to colllinuc upholding thc Agreem.trnt unlil

it crin he tcrrninated in the ordinary course of bttsiness.
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'l-hc Parlie s consent to execution of this i\greetleni b-v means of scanned signaturc copies in
PD!'fornrat and that such signatures placed b,v the Parlies on ciifferent copies of the signaturc
page(s) slrall he deemed to havc bccn executed r;n one and the same page. I'he Parties agrsc not
fo challeltge the validity or ettkrrceirbilit"v o{'this Agrcurri:nt basc,d on either Part-v's r-rse of such
scatttteti signatures. Delivery of an executed counterpart of it signalurc page ol'tlris Agrcemurnt
in a tron-nrodifiable eleotrcuric cop,v (e.g., in pdf fonnat) via e-mail is clecmccl as cfl]ctive as
deliver';, ol'ar originallv erecuted countelpart of this Agreernent.

Date: 05tl'July ?0?1
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S'r$ltirr \\'ickn..r[:.nvitc{] Wismar GrnbH

Viarrrcd Ltri Steve Nixorr
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