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3 MANUFACTURING BOCUMENTATION

FERG MEALTH HYRTING

IVIAMED  QuaLITY AGREEMENT

4 e
AN AGREEMENT is made the "2 day of TYViacf ropg” (L
BETWEEN Viamed Limited whose registeved office is situate at
13 Statian Road, Crosshills, Keighley, West Yorkshire, BD26 77T, United Kingdom,

AND NOVAHEALTH SYSTEMS INC.

(NOVA HEALTH SYSTEMS INC.) situated at 1601 Broad Street, 3 Floor £.0.8ox 4335, Ui, NY
13504-4335, USA

WHEREAS:

1. This Agreament ensures that development design manufacture tosting psckagiog approval rdlease
and delivery are all o accordance with the guality assurapce measures specified herein

2, This Agreement assumes the mutual Trast of each party bereto and neither party shuil utilis
information b auy wiy which it receives by virtue of this dgreement unless specifically authofised to
do %0 by the ofher party hereto This clause shall have effeci both during the currency of this
Agreemend and after lermination

3 This Agrecment relafes to all articles manufachured and supplied by NOVA HEALTH SYSTEMS
INC. a8 specified in the order from Viamed NOVA HEALTH BYETEME INC. shall be resphbusible
t0 Viamed for all sub-contraciors on the same terms as perfain ¢ NOVa HEALTH S‘&’STEI&}“ e,
under this Agreement notwithstanding that Viemed may have approved a sub-contractor and may
have demanded that NOVA HEALTH SYSTEMS TN, make purchases from a specified sai
contractor

ITISHEREBY AGREED AS FOLILOWE:

1. QUALITY CONTROL SYSTEM
NOVA MEALUTH SYSTEMS INC. must have an introdused sificient quality control system mtz

processte-inieduee-tHO-0R00-2000- 180 134852003 and-Fas-planped-to-vompby ~within---menths
data-hereod
Compliance with guality system repairements must exist each fime an article is manufaetured wsid
packaged and released,

P00 a it aredneprpsass-of-being superseded-by-180- 134853003

2, BEVELOPMENT AND DESIGIN
NOVA HEALTH SYSTEMS INC. shail be respousible for and pursue devalopment and design wibk so
that only fault-free articles supplied according 1o written specifications and ruended  operating reigbilicy
must continue after delivery by NOVA HEALTH SYSTEMS INC,

Design shall be verified against functionsd specifications and written documents must be prepared fr this
purpese and comprise both method and measurernent results
Such documents are w0 be kept on fle in ascordance with paragraph 1§ hareof

NOVA HEALTH SYSTEMS INC. shall nesess nod prepare ail documeriation reguired for manufdgiue
testing  approval packaging and release
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QUALITY AGREEMENT

NOVA HEALTH SYSTEMS INC. shall 1\@&1} all submined documentation on file in sccordance wiih
paragraph 10 hereof

+ MANUFACTURING MATERIALS AND MANUFACTURING COMPONENTS
Yiamed shall be responsible for the purchase and arrival tests of those marerials
and components supplied by third partics toViamed prior to Supply 1o NOVA HEALTH SYRTEMS 1N,
A MANUFACTURING AND PROCESE VALID ATION
Adl manufacturing processes are to be validated and the mothods and results are 1o be documermicf which
documents must be kept on file in accordance with paragraph 10 hereof
For the assembly of parts of wicles NOVA HEALTH SYSTEMS INC. may only use those sub-cofptractors
who have an introduced stficient quality control system which-comphies with-the 150-0000-erhavdalivads
L REEneneed-a ;?FGVQJ%W@‘-&%%—%M%«WMWW@iﬁwﬁ%%&%&%mﬂ%@‘w-*i%ﬁ%
{W Fimenths-femine date hereet
w CAssembly” shall include pre-delivery assembly by sub-sontractors of muliiple components and
— ’;}f{ manufacturing according to instruction by drawings
i Manufacniring of pre-production samples must be in accordance with parazraph 9 hereof
Series production of new articles including when revisions have been made must be started in accofdance
with paragraph 6 hereof and parts of article must be made by Lht: same sub-contractors who manefgeared
the same parts of the pre-production series
Cnlv the qpamfacaﬁmm as approved by Viamed shall be used in rmpf:@.sl of materials provess measulfement
equipment tools or guality control as i accordancs with  paragraph 6 herent

e’

6. NEW ARTICLES AND REVISIONS
Before the manufacture of new arlicles commences pre-production samples will be manofictured dd
validated with processes in accordance with approved documents The pre-production series wmuost b
checked and approved in writing by Viamed
Where NOV A HEALTH SYSTEMS [NC. intends to make alterations 1o the agreed specifications §h any
manner Viamed must be informed in writing inmediately
Such changss in written specification of any article must be spproved in writing by Viamed and prgviousty
isaned docuntents must be replaced before any ravised production (aliered as necessary) in validatdd
PratOsses
Pre-production samples must be checked and approved In writing by Viamed NOVA HEALTH SYTEMS
INCL shall perfoem control measurernents of pre-production samples and supply  measurement profoco!s w

— Viamed showing measuremens results confisming that submitted pre-production samples are in cofppliance
with wiitten speoifications
Viamed reserves the richt to waive the right o view such measwrement protocols bui where such whiver is
invoked NOVA HEALTH SYSTEMS NG, remains liable for the supply of articles which complf with
written specifications
All aforementioned written informagon docamentadion prepared by NOVA HEALTH SYSTEMS JHC.
including measurement protocols and written approvals by Viamed shali be kept on file in accordage with
paragraph 10 hersof

T TESTS
NOVA HEALTH SYSTEMS INC, shall perform tests in accordance with paragraph 3 heveof and]
protocols shall be kept showing that processes aud tests were performed by NOVA HEALTH SYSTEMS
N I secordanee with the documentation referred 1o in pmagraph 3 hereof NOVA HEALTH SY§JTEMS
PN must also assess guality control to identify defects and all defects must be eracicated immodiar hii}- here
defects are discovered 1n final inspection defective parts of any batch must  be separated from the rgmainder
of the batch immediately

Cruality Agreement 2004 v 2.1 NOVA rav A Page 2 23#3:5,7005
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12, QUALITY INFORMATION

IVIAMED  ouaLITY AGREEMENT

SMRS LEIEE O RMSTHRNIEY SRS HEALTH SVETEMS & B

8 DELIVERIES RELEASE AND CERTIFICATES

based upon the resulis of documented approved stz of materialy and components and on tests per

Prior o delivery NOVA HEALTH SYSTEMS INC. must approve and release articles such rcia:asr{s be

imed

during the manufacturing process up to final inspection and including pre~packamng with markingd anc
WJW-& 14

conlents xméwa%@w 43 %&WQ&WM@&;«%@@& dA-Conral ot resordi-and Babd-2 Meont
tate. st

NG\”IX H EALTH S”:r STEMS INC. shall be respansible for ensuring that supplied articles comply §ith any

written specifications and also that certificates accompanying deliveries are in accordance m:h par]
19 hereof
Certiticate contents are specified in Appendix A1 hereto

9, TRACEARILYTY
NOVA HEALTH SYSTEMS INC. shall ensure raceabilily befween received materinls and comp
and  Quality documents which lle on file in vespect of arvicles delivered to Viamed

NOVAHEAUTH SYSTEMS INC shall file all docioments as detailed in this Agreement under
paragraphs.3.3 6,78 and 12 ané»aéé%&ma}}y@w@%ewmww%@ww; 4 bid - Inspe
4%&&%%&%@#%@%@&%&%@%%%%&%@%@%

sranh

ghati b

ion-and

Should Viamed request any lnad test docarnent which is held on file copies of such documentation faust be

supptied to Viamed within 7 days from the date of request All documents must be kept on file for 5
after issue

Viamed hereby reserves the right w vist NOVA HEALTH SYSTEMS INC. together with any sub
sontractors which have not been third party certified and approved by a certifving body notified wil
S

e ars

i the

Such visiis are w0 enable Viamed 1o carry out & quality audit and check provesses and docoments, which are

on file
The right of access shall apply where Viamed 15 the subject of ingpection by a public agency where
ageney demands to inspect NOVA HEALTH S8YETEMS INC. or a sub-comractor of NOVA HEAL
SYSTEMS INC,
Tiwe right of access hereby reserved shall at ali Times be preceded by wrilten notice of an ntended v

notice to be 7 working days minimum except when the inspection by a public agency requives shortfr

qQotice.

There must be a continuous exchange of gualily infonmation between NOVA HEALTH SYSTEM

uch
e

5! such

P,

and Viamed such information being the basis for the introduction of requisite improvements to ensulfe that

safery risks operational and production disruptions never ooour
NOVA HEALTH SYSTEMS INC. must innnediately advise Viamed in wiiting n respeot of any id
problems and suspected defects in articies which NOVA HEALTH SYSTEMS INC. bas already de
to Viamed

NOVA HEALTH SYSTEMS INC. must in such cases cnsure that sub-contracions grovidy supporting

information

Viamed must mmediately advise NOVA HEALTH SYSTEMS INC. in writing of any discovery of]

Chaieal
vered

g

Hifect

Detective griicles in respect of which Viamed submits claims or returns with be processed as complgints and

7 bak Viamed andMOVA HEALTH SYSTEMEING. bhai process compiainty in accordance with (09001

i

pavagraph 4.14.2 or 18O 13485 2003 pasagraph 8.5.2 © Corrective Action and 8.3.3 “Preventive actidn”

Quality Agreement 2004 v 2.1 NOVA rev A Page 3 ABASA0GF
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WWVIAMED  ouALITY AGREEMENT

NOVA HEALTH SYSTEMS INC. zmsat'aiways and forthwith gdvise Viamed o writiag of:
i the cause of any defect

i, H the steps taken to prevent repetition of eny defect in the Fature

i iii an analysis of the risk of patient injury and functionad disruption whers appropriate

iv. v any other information requested by Viamed in any complaint matter

v. Both parties hereto agree 10 inform the other in respect of anything which may impact upan qulity and

gualhty contro] including major changes in saff and organisation Where quality information is
addressed to anyone other than the respective Comact Person (as detatled in paragraph 13 belof) a
copy of suzh nformiarion mwust always be sent in addition 1o the Contact Pergon
vi, In no event will supplier be liable to the purchaser for any special, incidental, punitive or consdquential
damages {including foss of use. dats, busigess or profies) or for the cost of procuring substitutefproducts

d;; or sulution, arising out of or in connection with this agreement, whether such Hability arises fidm wny
1 wleim based upon contract. warranty, fort (incloding negligencel, strict Hability or otherwise, ofd
f?{ whether or not the applicable party has been advised of the possibility of such loss or damage. fin no
] evert shall the supplier’s total aggregate Habiliny under this agreement excecd the purchase prige paid
e by purchaser hereunder.
vii. Thiz agrearment shall ba governed and construed in acsordance with he Bws of the United Sisles of Agerica
2, and the Slatg of Mew York withoutl giving effect 1o s rules mggrdiﬁg confilets of lows, Any lawsuit nafed by
@/ gither pasty based upan thiz Agreement ahall be intiated only in & ¢ourt In New York State of the UnitedSiatas of
e Amarica.
j:‘.. VALIDITY AND CONTACT PERSONSG
" This Agreement shall remain in force uneil terminated by gither party hereto serving upon the othedwriten
notice of not less than 6 months
The parties hereto have nominated the following as Coptact Persons who shall address wehnionl maiers or
other matters arising ont of thiz Agreement in the firgt Inslange
For Viamed: Jobe & Lamb Tel: 44 1835 634542
Fax: +44 13335 633382
For NOVAHEALTH BYRETEMS INC, ¢ Wade Abyabam
Tel: 315.798-9015%
_ Fax: 315.798.9337

SIGNED ON BEHALF OF VIAMED LIMITED:

Name C’:’?A‘f {Zg{. wgf{iﬂm S

Pyt ; _
Position ¢ ﬁ?’&@ﬁwﬁ@“ﬂ‘?‘

SIGNED ON BEHALF OF NOVA HEALTH SYSTEMS INC.

Name LS
/ i S
Pogitign © ;ﬂwﬁ;i‘«} 4 j@w& o
p
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Appendix Al

Certificate contents

Deliveries must be aocompanied by a certifivate specifying that the suppiicd articles com ply withflall the

written specifications.
Certificates shall be based on documenied, approved resuls from:

The shecks the supplier deems necessary to enswrs that al) delivered mticles, including their marl

and packaging, comply with specifications, e.g. on arrival inspections of materials and corr:ps;}m:r]&
&

inspeetions during and afier the manufacturing process and inspections o marking and packagin

Centificates must contain the following infonnation, where applicable:

The supplier's company name, registration number and address

Text cartifying that all delivered articles comply with all the written specifications of the artigle,
Vigmed's order numbes,

Viamed's articie designation and article number.

The number of approved unis

The date the certificate was issued,

A signature, nwme, tel. no., 8 ao. and departiment of the person responsibile for emuring that cer
mformation is correct,
A dignature, name, te! no., f8x no-, and department of the peesen responsible for releasing the arty

Dieliveries without an aceompanying certificate will be deemed defective as will deliveries contai
defective parts which were approved by any unauthorized emplovee of Viamed
Any "approval” of deliveries by Viamed must b in wiiting, and a copy of stme must in saeh instg
accompany the certificare with the defect specified,

The policy of Viamed 1s 1o return deliveries deemed (o be defective,

AE2005

b
ks
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