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Registration

Registration is a document., A company’s true commitment to quality can only be
assessed by its investment in people dedicated to quality in everything they do.

-« We have the credentlals and peaple to manufacture medical preducts of the highest guality -

Tl LS00 [ R4X5: 20003 Standard, develeped by the
Coemeva-boved ndermativnal Drpauizadivn for
Sraraveberad{zine, scbs forh goddeline and
Fequirenenn fie qunaline sestens devign v fie
nrannfuctore of medicol devices. This standand iy
andeseved el thearoupl iy af inanagemens
practives, guwline plsmiing, offcoive
enmmTmtihiers s prevention of eerers

Cubmnben Tech recemved s regiswalion 1o |50
13485; 2003 on April 7. 2006, Knowledgeable quality
prifessiunals regard this eutcome as outstanding and
anlign of serous quality eemmilmnl eompanw ik,
Oply 004 of all companics centificd to the 150
S0 standand have achseved regnirton ke 150
IAARE: 2003, O Toroneo-hased Repistear, QMI,
minde special note of thres aspects of qualiy o
Colurnbea Teeh upoa completion of oar asdit:

= Swrenp managemen! commitment o gk

& Detailed and thorongh preveative and
comective setion processes in place

*  Strong employves avwanmesy af the geality

processes amnd procedures

Exeveding Quality Expeciations

Colmbi Tech currently provides desgn and
mnufiscturing serviced lo medical conpanies
Fhroagloul the United States, The prodhscta we
eurrenth produce include therapeutic devices,
colonuscoy composents, endascopes, bload
profusion meiitors, and MRI-elaied devices, Ay we
birve grovwn with o enstnrners, adding the FOA
registration bocamie a logleal step because, olber all,
1500 | J4R3:2007 s the 150 9001 for medieal
equipmend manufacurers and we've been 150 8001
remisdend for nearly o decade.

Qur &-Step Quality Process
1. Estabish metually gefned expectasons
2. Concluct projnct noview vith crosa-funclianal

team

3. Dewelop and mglement quality plen including
documeniaton, dats requinnmen|s, devien
histary reconds nn device mesier recond

4. Manubachue produc o conliohed

and 1 by

feained 3nd oxpoiancad peopie

8. Verify product Srough inspections, procass
audils and 100% Nnal inspecton

6. Raview dala aad obtain foedback o
oonlinuousty improwe the process

Quliny: Oher Com pany Standind

“Dlur Chality Management System allects eveny
apiect ul our engrany,” potes Chais Coghlin,
Prosident of Colml ‘och, “Shimply pal, & is tha
stsiadard by which we gange our abilities 1o make
dulioct- (new produets aml achicve i consistently high
level of customer satisfction, Registration to 150
13485: 2003 raises the bar higher, 105 all abost

canlinsias improvemsent.”

Chuadificd People Assare Quality Standarnds
While our custorms s ane pleised te kisow we ae
gentificd 10 150) | }ES-2003, they know what really
counts is the caliber of onr people. Mesly tweny
perecnt of owr work force has quality as thedr primury
fagiis and every emploves knows their mele in our
qunlity system. Cur quality manngement group and
imspeiors pmmll_\ izl their credentsaks: RAH
and IRCA certificd lead aud Coertilied Chindity
Auditors, Certified Chality Enpsisoers and 1PC-
cormiffed muiners miske up @ proswing list of gquikiy
spuctalists

The Columibin Tech (Juality Experience

Quindiey syatems must be managed wii lense fuces,
especinlly when making like-critical medical
prodiecs. This is wiiy Ui development ol a specilic
anliey plan i imtiated fmmedinie by upon reecipt of
an prder.

“The trie lapact ol our Cuality Manugsrment Svilem
al Coluenhin Tech is the confidence it builds in our
relationskips wilh customers,” explains Coglilin. “We
Tork, Fovra aardd 1 cusitomier qualiny sudits because Uiy
provide reassurance to onr customers. Mol only do
they see the policies. prosodunes and documentation
in place but, meore imponant by, they sce the results
and the pride owr people take in doing an cuistanding
job.m

Chossing the Right Manufucturing Partser
Mlaking the right manefiearing paniner selection is
critical 1o the ovemll success of your prodiset lsoneh
Qur goal is 1o do owr part in making your cuslomer’s.
firsL impression a positive and ksting ane.

W invite you 1o bring us your nest medical prodict
chalbenge. Let us show yvou nround and pomnt out the
numercas rexsons why seeing i believing when it
coanies Lo an effoctive quality system. W wonl just
showe yom our 150 registration; we'll imrodoee you g
our people, Quality people.

Please call Mern Leamard at 5089294619 or

Flemihalmy, Barcpray, oo T o more dhaw [0 Fears

17 Nriden Servel, Worcesder, MA 0605
htipefaww columbiatech.
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