
Agreement

То whom it may сопсеrll,
between

Manufacturer: Suzhou Manwell Medica| Equipment Со., Ltd (address: Room В707-Д, Тоwеr В,

Huijitt Business Centre, Yangshe Тоwп, Zhangjagang City, Jiangsu Province, China.)
апd authorized rерrеsепtаtiче;

l.M ВЕсоR SRL (address: Calea Orheiului 1tLl5, Chisin*u, Republic of Moldova.)
Have agreed as foIlow, regarding the safe handling of the rTedical devices (hereinafter called
"Products") manufactured and supplied lэу Suzhou Manwell Medical EquipmentCo, Ltd. to lM
"BEСOR" SRL fоr the territory of the Republic of Moldova in оrdеr to comply with the
reqr-]irements of the local Gочеrпmепt Decision па,7О2/20\8, 7ОЗ/2аls and 704/2018
сопсеrпlпg Гйеdiсаi Devices and the "Guideiines cln а Medical Devices Vigitance System".

RESPCINSlBlLlTlES 0F вотн PART!ES

l.M. вЕсоR S,R.L. rs tlre authorized repгesentative fоr the Republic of Moldova and shall реrfоrm
Геgistгаtiоп апd rener.val of the registration in the state Register of Medical Devices.

Suzhou Manwell Medical Equipment Со., Ltd shalI provicle to l.M, BECOR 5,R.L. fоr the registration

of medical devices the fo1lowing information:

а) Dесiаrаtiоп of сопfоrmitу,

ь) Сору of tlre label, pacl<aging and instructions fоr use (in all languages requested for placing the

Ргоduсt on the market),

с) Notified Body certificates (where rеlечJпt),

d) Post mаrl<еt surveillance рrосеý5 and data, vigilance rероrts and comp|aints, processes and data,

related to the Products, to the extent rеаSопаlэlу песеssаrу for registration and vigilance

obligatiorrs in the Republic of Moldova,

е) 'Iecl,rnical docurTrentation геаsопаьJу trecessary апd геlечапt to а specific mаrkеt surveillance

investigation being undertaken Ьу the Medicines and Medical Devices Agency (Agency),

f) Relevant clinical data/notification,

8) Details of atly distributors/suppliers appointed Ьу the Мапufасturеr for рlасiпg the Products оп

the trlaгl<et in tire Republic of Moldovato the extent krrоwп Ьу the Manufacturer,

h) lncident reportS and reports oll correcti.ve actionS taken relatetj to tlre Products"

l.M.BEcoR S.R.t shall Ье rеsропsiЬlе for regiýtration, mопitогiпg the Motdovan market and for collecting and

рrоmрtlу fогwагdiпg to Suzhou Мапwеll Medical Equipment со., lid all сustоmеr complaints, claims

and mагkеt feedback related to the Products, atrd for notifying the Аgепсу iп ассоrdапсе with the applicable

vigilance rеquiгеmепts and as сооrdiпаtеd vlith Suzhou Manwell Medical Equipment Со., Ltd.
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l.M. BEcoR SRL shall maintain an up to date Quality SYstem апс] shail communicate the applicable vigilance

ргосеdurеs to suzhou Мапrшеll Medical Equipment Со., Ltd. for coordination and continuity to own
QuaIity System.

l.M. BECOR SRL shall wоrk closely with Suzhou Manwell Medical Ёquipment Со., Ltd. and shall send
without delay апу inforn]ation received frorn the Mec]icines and Medicai Devices Дgепсу"

ln case of incidents known first Ьу the suzhou Manwell Medical Equipment Со., Ltd, the l.M. BEcoR ýRL
will Ье inlmediately informed and will irrrrnediately регfоrrтi with the Company named above the analysis of

the accident. l.M. BEcoR S,R,L, wilI draft the initial rерогt and submit it to the Suzhou Manwell Medical
Equipment Со., Ltd for ргеlirпiПаrу approval рriоr to submissiOn to theAgency unle.ss mandatory legal

timelines геqчirе earliersubmission iп such case sчzhоч Manwell Medical Еquiрmепt Со", Ltd shall Ье

iпfоrпrеd in advance to the extent practicable.

l.м.вЕсоR SRL shall notify Аgепсу аЬоut the following time lines apply in а case of:

а) Serious public heaJth threat: lMMEDlATtLY (witlrout any delay that could not Ье justified) but not

lаtеr tharl 2 calendar days аftег аWаrепеSs Of this threat to Suzhou Manwel| Medical Equipment
Со., Ltd.

ь) Otlrers: lMMED|ATELY (without any delaY that could not be;ustified) after Suzhou IИапrryеl!

Medical Equipment Со., Ltd has established а link between the device and the event but not lаtеr

than З0 c,lapsed саlепdаr days following the date of awareness of the ечепt.

As soon as information and incidents assessn,,}ent frоrп Suzhou Manwell Medical Equipment Со., Ltd
аrе аvа]lаЬlе, l.M.BEcoR SRL wrjtes апd sends the final inciclents rероrt, lп апу case, l,M.BEcoR SRL submits

these rероrts to Suzhou Мапwеll Medical Equipfnent Со,, Ltd fоr preliminary approval, l.M,BEcoR sRL

will keep tlrese records available for the Medicines and Medical Devices Agency"

Besall

lrl case of products аrе withdrawn frоm the mаrkеt ог а field safety actions is гequired,tlie Suzhou
Manwe|l Medical Equipment Со,, Ltd shall decide and implement the аррrорriаtе согrесtiче actions,

including withdrawal/recall, based tэn а documented rrsk a55essment and in coordination with lM Весоr sRL

and whеrе rеquiгеd tlre Agency without undue deIay whеrе песеssаrу, Before а withdrawal/recall is initiatecl

in the Repuhlic of Moldova, the lги вЕсоR 5RL shall iпfоrпr the Medicines апсl Medical Devices Agency as

required Ьу applicable law and in coordination with Suzhou Мапwеl| Medical Equipment Со,, ttd .

tacgabilitv of Sold Products

Suzhou МаПwёl] Medical Equipment Со., ltd shall keep rесоrds of batch пumЬеrs and, where
applicab|e, serial пчmЬеrs for all products delivered to lM BECOR SRt.

lM BEcoR SRL shalt keep гесогds of the Products delivered to the usегs, lп this case the traceability of solc1

products сап Ье рсrfоrrтёd at апу tjIne uроп гeqL]est, Rесоrс]s shall irlc]lde the folIowing infoi-mationl

Name arrd address of thr: customer



C]uantity dispatched

Date. tгапsfеrrесr to the сu5tоп]еr

Seriai оr production, lэаtсh пumЬеrs

lt is agreed that these rесоrds should Ье available fоr inspection upon request Ьу

Medical Equipment Со., Ltd оr Ьу the rеlечапt authorities,

suzhou Мапwеll

Тесhпrcаl DocurTrentaЦgn

Suzhоu Manweil Medical Еqчiрmепt Со,, Ltd shaii estaLllish песеssагч ргосеdurеs to рrераrе апd

rrlaintain Technical DocL.lmenlation lncluding the Declaration of Confoгmity and shail send the agreed

Technical documentation and Declaration of Conformity tо lM ВЕСOR 9RL.

lM BECOR SRL shall keep the Technical Documents iпсludiпg the Declarations of ionformity available to the

Аgепсу fог at least five years after the last products have been placed оп the mаrkеt iп the Republic of

Moidova оr-|опgег if required Ьу applicable lav,,,,

Suzhou Manwell Medical Equipment Со", Ltd, sl"alI provide to l.M, BECOR S.R,L any additiona|

docuг,lelta|ion .еаsопаьlу песеssагу and rеlечаt.t to specific геquе5t tly ti,re Аgепсу in connection wlth the

Pгoducts and the Republic of Moldova.

lnstruction Мапча]

Suzhou Manwell Medica| Equipment Со., Ltd, shaIl tэe геsропsiЬlе fоr conterrt of instructions mапuаl

("r5er'5 gu de) апd shaiJ епsurе the availability of tПе English version of the iпstruсtiопs mапuаl fоr lM

)пL,

lM В[СОR ýRL sha]1 епsL]ге the required instrlctГon mat,luta]s to Ье provided to the сustоmеr lп

language of the Republic of Moldova.

official

Signed fоr аRd оп behalf of Suzhou Manwell
Medical Ltdul ment Со

Title: D]rl, 1LTitle: Gепеrаl Мапаgеr

.i.,?Ф]li.:!|!r.i" tlil:;: ] '- l,:| i]

Signed for and on behalf of l.M BECOR SRL
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