
UK REsPONsIBLE PERsON AGREEMENT

、∧/e are p|eased to con】 rrn Viamed Ltd, 15Station Road,Cross HⅡ |s, Keighley, BD2O7DT

NA/est Yorkshire, Un仕 ed Kingdom as the deslgnated UK Responsib|e Person (Auth° rized

Representative)Of Ontecklong(Nanjing)MediCal supp|y COrpOration Linnited,BuⅡ ding5,NO

2Future Road,Park Zhongshan,Liuhe District,Nanjing,Jiangsu,China("Manufacturer")

The N/lanufacturer and the UK Responsib|e Person llviⅡ  be individua‖ y referred to as a"Party"

and joinuy,the"Parties"

The UK Responsib|e Person sha‖ perforrη the foⅡ owing tasks∶

(1)Verify that the EU dedafation of confOrrnity and technicaI documentation have been

dra、vn up and,where app|icab|e,that an apprOpoate cOnformity assessment procedure has

been carried out by the Manufacturer∶

(2)Keeping avaⅡ ab|e a copy of the teChnica|documentation,a copy of the dec丨 aration of

conforrη ity and,if app|icablei a copy of the re丨 evant ce戍 ifiCate,inc丨 uding any amendments

and supp丨 ements for inspectiOn by the Medicines and Healthcare Products Regulatory

Agency(MHRA)∶

(3)COmply w沈 h his registrauOn。 bligauons丨 aid down in the UK MDR2002as amended by

the UK MDR2019any appⅡ cab|e|avvs∶

(4)|n response to a request from MHRA,provide that MHRA w汪 h aⅢ the丨 nformauon and

documentation neCessary to demOnstrate the cOnforrnity of a deVice, in an O仟 icia| ∪niOn

丨anguage deterrnined by the个 ∽ember State concerned;

(5)F。 rward to Manufacturer any request by MHRA,or aCcess to a deⅥ ce and verify that the

N/HRA receives the samp|es oris given access tO the device;

(6)C° Operate with the MHRA on any preventive Or corrective action taken to e"nninate or,if

thatis not pOssible,nlitigate the risks pOsed by devices∶

G0immediately inform Manufacturer about c⊙ mp|aints and reports from hea|thcare

professiOnals! patients and users about suspected incidents re|ated to a device for lA/hich

they have been designated;

(8) ln case °f incidents knovvn first by Manufacturer, the UK Responsib丨 e Person、vⅢ be

irnrnediately inforrned and wi" irnrnediate|y perforrη  llvith Manufacturer the analysis of the

incident lf considered as rep⊙ rtable UK Respon§ b|e PersOn wi"NA/rite and send tO MHRA扌

lA/ithin the time Ⅱnes defined by the appⅡ cable regu|atiOn, the initia丨  report including

ManufaCturer’ s actions if avaⅡ ab丨 e such as samp丨 e ana|ysis,analysis of historic丨 ot recOrds and

pOtentia|corrective actions with target As soon as incident investigation by p叫 anufacturer is

completed,the UK Responsib|e Person vvrites and sends the fina|incident report~|n any Case,

the UK Responsib|e Person subrnits these reports to Manufacturer fOr pre"nη inary approVa|

The UK Responsible Pefson vvi"keep these records avaⅡ ab|e forinspectiOn by N/lHRA∶

(9) |n case 。f Fie丨d Safety Corrective Action (FSCA) decided by Manufacturef, the UK

Responsib丨 e Person wi"request aⅡ  the necessary inforFη ation aⅡ ovving FSCA inltial reporting



to the MHRA The∪ K Responsib|e Person wiI丨 forvvard to Manufacturer any request from the

MHRA and wi|| transmlt the answers tO MHRA As sOon as the FSCA is considered as

comp|eted by№nanufacturer,the Uκ  RespOnsib|e Person vvrites and sends the fina丨  FsCA

report to the MHRA |n any case, the UK Resp。 nsible Person submits these rep。rts to

Manufacturer for preⅡrninary approva| The UK Responsib|e Person wiⅢ  keep these records

aVa"ab|e forinspection by A/HRA

(10)This Agreement shaⅡ  enterin force for a peo○ d。f one(1)year丁his Agreement may be

terrninated by either Party at any date after the Ⅱrst tslve丨 ve-month period by wri皎 en

notification to the other Party ninety(90)days prior to the indicated terrnination date |f not

terminated p"or to ninety(90)days,then the Agreement wⅢ  aut⊙ matlca||y be extended for

an additiona丨 year

The agreement rnay be terminated fo吨 hwith by either Party for goOd cause Any event sha"

be deemed good cause for irnrnediate terrη ination that、ⅣOu|d make it unacceptab|e for the

affected Party to continue uphoIding the Agreement unti| |t can be terrninated in the

ordinary course of business)in particu{ar∶

-|fthe other Party ceases rendering payment、

-{f the other Party cOntinues to be in mateHa|breach of the Agreement even after bein9

notified of such breach,and/or fa"s tO remedy the cOnsequences Of such breach

∪pon terrη ination of the Agreement,the ∪K Responsib|e PersOn is ob"gated to send to

Manufacturer a|丨 information and adverusing mate"a|s,a|丨 other o匀 ects that are the prOperty

Of the Manufacturer,inc|uding any other rnateria|s concerning the Products that rnay be in

its possession except dOcuments、∧/hich shou丨 d be kept as requested by 丨aw and the ∪K

RespOnsib丨e Person sha" transfer aⅡ  registrations inc|uding confidentiaⅡ ty aspects and

proprietary rights with⊙ ut undue de丨 ay

(11)The Parties consent tO exeCuuon of this Agreement by means of scanned signature

copies in PDF format and that such signatures p|aced by the Parties on di仟 erent copies Of

the signature page(s)shaⅡ  be deemed to have been executed on one and the same page

The Parties agree not to chaⅡ enge the vaⅡ dity or enfOrceabⅡ ity of this Agreement based on

either Party’ s use of such scanned signatures DeⅡ very of an eXeCuted counterpart of a

signature page of this Agreement in a non-modifiao丨 ee|ectronic copy(eg→ in pdf forrnat)

via e-mai| is deemed as effective as deⅡ very Of an Original丨 y executed cOunterpart Of this

Agreement

(12)The Annex1to this Agreement constitutes an integra丨 part of this Agreement

Onteck{Ong(Nanjing)MediCaI supp丨 y CorpOration Limited Viamed Ltd

Date∶ 20211223Date∶ 20211223
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Annex1

Viamed NeOMask

Type l"Large/Type l"Medium/Type Ⅱ|sma丨 l/Type Ⅱl EXtra Sma丨 {


