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Wh ereas:

- ths $upplisr carries CIn the business of supplying mndical products such ms Sas $ampling
Lines and other devires.

- the Buyer carries or"l the business of selling and developing of rnedical pr'CI*ucts.

Generalterms

z*{ r{ i} Viamed is the supplier Sluepoint Medical is the legal nranufacturer and will designmte

mn auti:CIrized representative"

Viarned/Bluepoint lVledic*lwill apply for Fr** $ales Certificat*s (Cfslwhere needed.

The $upplier wilN rntrnsss translati*ns t* n*quirsd lar":guages" the *nst will he bcrne hy

the huyer.

The Buyer is the importer"

The Buyer will distribute praducts bcth wlthin EU and autside EU {globally}
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"t . Contractual products:

Article Nr

description (as printed on

invoice / delivery note) Short*description

REF: 8090L2L313V

(4421s17l,
Gas Sampling Line - H Type

?. The Supplier shall b* required to $upply the ssntr*ctual products according tn thm

agreed sp*cifications. lAvailable on reque$t)

3. The Supplier is cbliged to inform the Sr..ryer of all intended significant deviatlons irr ths
manufacturing process ti"rat may h*ve an advsrse irnpact CIn the quality mf prcdu*ts
provided or the Buyers regulatory filings. These in*lude hut are not limited tc
*hanges in cornponent n:aterial, material supplier or manufacturing prsce$$ whirh
have the potential to affect the fit, form or fur':*tion of the finished prCIduct. or a
change to the manufacturing site location or senior m*nag*ment.

F$-:rtrffiirnt *f *rder

1. The Buyer shall be required to pla** all orders !n advance, there is no minimum ar
maxirnum order quantity"

2. The buyer will endeavor to prcvide a year{y fonecast with can bs edited 3 manths in
advance"
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3 **ntm*t p*il$*n$ $uppiimr:

L*mrl tinim

1. The product provided by Viamed is a niche product and therefore it is not possible

for Viamed to commit to lead times, orders can be placed and then Viamed will

confirm delivery schedule.

2. Approximate production times (working days) from receipt of order and payment:
. 10 boxes, 250 lines - 2 weeks
. 40 boxes, 1000 lines - 3 weeks
. 400 boxes, 10000 lines -12 weeks
o 2000 boxes, 50000lines - 48 weeks
o 4000 boxes, 100000 lines - 98 weeks.

Increased quantities will require tubing to be produced specifically for the order,
tubing production typically takes 8 weeks.

t hirC ilmrty $nttrffirstrsil iTPi) *"umiity Rmqilir*rur*ilts

Supplied information:
$upplier will ensure that the device will be supplled wrth information aceording tn
article 10 in MilR 2017174$ in an official union language deternrin*d by the [,{emh*r
State in which the device is mmde availmbl* to the Buyer.

The huyer shall be responsible for coordinating requests f*r revisior:s to the $upplinr
labeling tc meet the requirements for the region being distributed. ln the case that the
request is deemed not feasible for the $upplier the Buyer is ultimately responsihle f*r
ensurinE that regional requirements are rn*t pricr to distributior"l into the mmr*et.

CoC/Doc:
$upplier will supply the *uyer with Product Cer"tlficates sf tnmpliancel tertrti*mtes uf
ConfCIrmance {CtC) and Product Declaration af CCInfarmity {noC)

Significant Change Notification and Management:
$upplimr will notify the *uyers QA ilepartment in writing of planned significant desigr:
CIr manufacturing changes to Product in a timely manner prior ta irnplementntinn tc
allow the Buyer to conduct an app!-opriate assessment of the planned change.

EU MDR:
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Article Article N r Contact Person Email

Gas Sampling Line -

H Type 2,5m

REF:

8090 L2L313V

(4421s17)

Ryan Swaine
lnternationa I Sales lManager
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$upplier is responsibie for ensurins genersl $sfety ancj perFsrm&ilce requir*ments
checklists, technic*lfile docunrentation. fiudamed registratisn and iahelin$ *r*
compliant with EU IvIDR 2S17l7S$ by the outlin*d transiti*n implementation *ate(s;
from HU l\InD $3l42lilmc based on the classifi**tisn of devi*es suppii*d.
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Regulatory Approval in new Territories:
Supplien will make availabie to the Buyer a iistrng of existing procuct approvals hy
territory ur regions as requested. For nelv territo!^y appravels Sr:yer shalt cuntaet-
$uppli*r f*r the neces$ary documentatiCIn to prscess an applicaiion f*r market
approval. The $upplier shall make the decision whether tc make the application for
market approval in th* new territory directly, or whether to approve the Buyer to
proce$$ this application on their" hehalf. Suyer will h* inforrned of the outcome of this
d*cision within t0 business days^ \\here the Suyer is authorie*d to pro*ess and
applinaticn for market approval $r"rpplier aqree$ to pr*cess alt requests for
informaticn within 10 business days,

Vigilance and PMS:

lf $edana ccnsiders that a device is nat compliant with the R*gulaticns, the device
shall not he pla*ed on the market ar"ld the $edan* shall infsrm the supplier and the
authorized representative. $edana shculd alsCI infcrnr the auth*rities if they suspeet
that a device has heen falsifie$ or that there is e serious risk tu h*alth.

$edana shsll infonn the suppli*r rn the event of ceimplaints *r adverse events. They
*hould also keep a register of complaints, non*cnr"lforming devices. recalls an*
withdrawals, and esc*late non-camBlianue to authorities if they suspect that a
device has heen falsified or that ther'* is a serisus nisk to health.

$edana shall coopercte with author-ities and provid* samples or grant &cces$ ti; th*
devices.

The supplier shall conduct any complaint investigations and nrake results avail*blm
to $edana.

The supptier shall csnrdinat* any re*all activities and or adverse evsnt reporting vie
interaetion wlth the applicable t\otified Body ar authority, the supplier's appointe#
Authorized Represent*tive and the buyer.

Frice

(1) See Appendix 1

(2) All levies, dues, taxes. duties and *ther charges shall be borne hy the Buyer

Payment

(1) The Buyer shall pay the prite of the goods {less any discount to which the Suyer is
entitled, but withtut any other deduction) payment terrns are advance prepaym*nt
of th* $upplier's Proforma invoice.

fmrtrTl mf, Agr"trtrru1 *ilt

{1) This agreement shall run for an indefinite period of time: it sha}l come into force and
effect upon its exe*utian.
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(2) Each pady hereto may terminate the asreernent by ordinary written notice cf ternrination
that shall tak* effect at the expiry of three months.

App*nd ix

1) Pnic*s

:) *,qRA rilr"ttfficts

Supplier: Viamed Ltd. Sedana Medical AB (publ)

Ploce, Dote: Viamed - Keighley

22d May 2023

Place, Date:

Signature: Signoture:

Name: Steve Nixon Nome: Johannes Doll
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1. No firm prices have been agreed because of current market conditions. For illustrations
purposes the price of 1 SKU is set at €87.50.

2. The volume discounts stated in the table below will be applied at the agreed prices.
3. As the sampling line is an OEM bespoke product for Sedana Medical, then payment is

required in advance when the official purchase order is submitted by Sedana.

RE F: 8090121313V (442L5L7)
Gas Sampling Line - H

Type
L Box 25 o%

RE F: 8090121313V (4421517)
Gas Sampling Line - H

Type
40 Boxes 1000 2.58%

RE F: 8090121313V (442L517)
Gas Sampling Line - H

Type
400 Boxes 10000 s.1s%

REF: 8090121313V (442LsL7)
Gas Sampling Line - H

Type
2000 Boxes 50000 7.43%

REF: 8090121313V {44215171

Gas Sampling Line - H

Type
4000 Boxes 100000 14.58%

8



App*nCrx }" ftARA t*ntmcts

Supplier: Viamed Ltd. Sedana Medical AB (publ)

Name: Dereklamb Name; Morgan Nilsson

Title: Managing Director Title: QA Manager

Phone and e-moil:
+44 1 535 634542
de r e k. I amb @v iome d. c o. uk

Phone and e-moil:
+46 (0)707 60 84 0B
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