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1 Protocol Approval

1.1 The shaded hoxes on the check sheets included in the protocol are for the information that is being pre-approved at the protocol stage.
The unshaded boxes are for data to be entered during execution. The information entered these boxes is reviewed and post-approved
at the completion/closure stage.

Ele .. E“n”__mw_mwgmw reference # nzNowmoww

2 Executed protocol approval

2.1 Conclusion:

m\ Equipment qualification has passed. All acceptance criteria have been met and/or all exceptions have been closed. The
validation/qualification study may proceed to the next stage of validation.

] Equipment qualification has failed. Not all acceptance criteria have been met and/or not all exceptions have been closed. The equipment
cannot be released for use and the validation/qualification study cannot continue onto the next stage until all exceptions have been closed.

-:Scope of approval :
In addition to the points w&osa mz approv

.general responsibility for Em content of the
document;

kes ogmnmg of content:: == : “Name nmv.mE..mn_ electronically. Signature captured Date captured
: : i Refer PLM for details electronically. Refer PLM for electronically. Refer PLM
details for details
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Quality assurance

Compliance with regulati
Good documentation practi
Appropriatelevel of nwm:mum

Name captured electronically.

Refer PLM for details

Signature captured
eiectronically. Refer PLM for
details

Date captured
electronically. Refer PLM
for details

Appropriate mﬁﬁ:nmﬂo
Accurate Enmawmdm_woﬂ [

Name captured electronically.

Refer PLM for details

Signature captured
electronically. Refer PLM for
details

Date captured
electronically. Refer PLM
for details
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3 Purpoese and scope

3.1 The purpose of this protocol is to specify the tests H.mmﬁwma for mnEGBmE @cm:mnmuou of:

“Equipmentname/ nmmnﬂﬁmcu .

Tdentification No.*

:Comco Eﬁ.omwmmﬁmw MB- Hooo
2<ooow¢m 18

7?.. 00L 4L\
Rev- AA

NYDOO 3 big -e0|

* May be filled out during execution

3.2 Execution of this protocol establishes documented evidence that the equipment and ancillary system have been tested and verified to
fulfill the specified requirements and is qualified for the intended use.

3.3 When all tests and verifications in this protocel have been completed, and the results and data collected are attached, it forms the
record of the equipment qualification of the specified system.

4 Eguipment description and background information

4.1 Background info

4.1.1 The Comco MicroBlaster MB-1000 is supplied by Comco Incorporated.

4.1.2 Two additional elements are required for the MicroBlaster to meet proper environmental requirements:

A

B

ProCenter Plus with HEPA filter technology - The ProCenter Plus integrates both a workstation and the dust collector
with advanced HEPA technology to reduce air particles, maintenance tasks, static and noise (operates at 68 dBA).

Desiccant Air Dryers (AD5100-3 with water filter) - These dryers are mounted near the blaster, on the side of the
ProCenter Plus. Itis filled silica gel desiccant beads that absorb moisture to dew points as low as -25°F at flow rates up to
7.5 SCFM. Note: This Desiccant Air Dryer is unnecessary when working with Unasil Silicon Carbide 600 because itis an
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abrasive that does not retain a lot of moisture, however it is an added air filtering mechanism that does not impact product
quality.
4.2 Critical Outputs/Functionality

4.2.1 The Comco MicroBlaster MB-1000 removes slag, dross, oxide, and/or grit from the inner and outer surface of raw stents on the
stent, sub-assembly production line. Stent visual inspection is a downstream process which is used to verify the quality of
stents and its adherence to the product specifications before packaging.

4.3 Major components of equipment/fixture:

4.3.1 The Comco MicroBlaster, model #MB1000-1's main components are:

A Aninlet air valve on the back of the MicroBlaster connects to the Desiccant Air Dryer (AD 5100 Series-3).

Figure 1: Reference picture of Air Valve on MicroBlaster

B An air pressure regulator to balance valve and air pressure in the system.
C An Ashcroft pressure gage. The pressure gage on the front of the unit indicates the air pressure in the abrasive tank.

D A power flow modulator for consistent powder delivery flow. The powder flow control knob controls the amount of clean,

abrasive-free air that mixes with the abrasive in the mixing chamber. Turning the knob clockwise increases the
concentration of media in the air stream.
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E A mixing chamber. This is also called the “Quick-Fill” or “Flapper Valve” located on the top of the tank cover with a screw-
on lid.

F The Footswitch is usually place on the floor to activate the abrasive hose pinch and the modulator, allowing abrasive to
flow from the tank to the blasting nozzle.

G The pinch assembly is located on the rear panel of the MicroBlaster. The pinch squeezes the blue poly hose to stop the flow
of air and abrasive.

Figure 2: Reference picture of the pinch assembly on Micro Blaster

H A green handpiece nozzle (030 Green MB1520-30). and a gold nozzle (MB1520-46 Hi/Performance Nozzle .046 Yellow) to
perform the blasting process.
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4.3.2 Picture of equipment:

Figure 3: MicroBlaster MB-1000-1 and ProCenter Plus CTR200-1

4.3.3 System risk

All risks identified by using the Comco Microblaster equipment for the microblasting of the stents produced on the stent
assembly line have been deemed to have an acceptable level of risk of manufacturing as per the 90685496 (pFMEA,
Neuroform/Neuroform Treo Stent) and 90685497 (pFMEA, Wingspan Stent).

5 References and other validations/qualifications

Deliverable PDM # Revision
Equipment qualification template CQI-PDC-002-02 - C AA
SLC Tool Specification NV00034618 AA
Equipment Technical Manual {ETM) NV00035283 AA
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Deliverable PDM # Revision
Microblasting Stents (WT) 90681356 AS
PFMEA, Neuroform/Neuroform Treo Stent 90685496 AE
pFMEA, Wingspan Stent 90685497 AE
Neuroform and Wingspan Stent Subassembly Master Validation Plan 90682515 AD

5.1 EQ planning Tool

The equipment Comco Microblaster was categorized as “simple equipment” as the equipment is a manual off the shelf equipment as
per the CQI-PDC-002-02. The equipment is completely manual as pressure is activated using the foot swtich and the nozzle through
which the abrasive delivery occurs is handheld. As per the process flow specified in the specification CQI-PDC-002-02, an equipment
categorized as simple equipment does not require an execution of equipment planning tool.
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6 Abbreviation and definitions

6.1 Abbrev/term - definition/explanation

Term/Abbreviation Definition
EHA Equipment Hazard Analysis
FS Functional Specification
U Intended Use
PM Preventative Maintenance
ETM Engineering Technical Manual
Q Installation Qualification
OQ-E Operational Qualification - Equipment
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7 Execufion instructions
7.1 Each checksheet contains the instructions for execution and acceptance criteria for the category specific tests and verifications.
7.2 All test equipment shall be calibrated and qualified, as applicable, prior to use in the execution of this protocol.

7.3 All test methods used to generate data to demonstrate conformance to acceptance criteria shall be validated or conform to accepted
international standards, as applicable, prior to use in execution of this protocol.

7.4 Include data collected during the execution of the protocol in the attachments section of the executed protocol and reference the
attachment in the results of the related checksheet. The data shall also include initials of the executor and the date

7.5 Ifproduct is produced or utilized, the following containment controls shall apply: N/A - No actual stent parts to be utilized for the
qualification.

8 Protocol revision history

“Revision | Change/reason f

AA , Initial Release - Emﬂm__mﬂoz omm_wmnmﬁob owmamﬂou& o.:mwmnmﬁow-mmﬁwﬁmﬁ
10/ 0Q-E Comico Microblaster

9 Checksheet applicability

Checksheet’ | Checksheet titl , [ Appli ? Not applicable rationale
number : .

N/A - Refer to checksheet below.

N/A - Refer to checksheet below.

Checksheet was deleted from this protocol as a review will be conducted by site EHS
representative in accordance with 90755415 - EHS Equipment Evaluation Checklist.
This checklist will be executed and included as an attachment to the executed protocol
for every new piece of equipment.
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Checksheet “Applicable? - Not applicable rational
number: Yes/No : .
4 Yes N/A - Refer to checksheet below.
Checksheet was deleted from this protocol as a review will be conducted by site EHS
5 No representative in accordance with 90755415 ~ EHS Equipment Evaluation Checklist.
This checklist will be executed and included as an attachment to the executed protocol
for every new piece of equipment.
Checksheet was deleted from this protocol as a review will be conducted by site EHS
6 No representative in accordance with 90755415 - EHS Equipment Evaluation Checklist.
: This checklist will be executed and included as an attachment to the executed protocol
for every new piece of equipment.
7 Equipment e mno.nm&c and; Yes N/A - Refer to checksheet below.
training
8 mzm&ommm.ﬁmmn:m. ; Yes N/A - Refer to checksheet below.
Comment: None
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Checksheet 1: Environmental requirements checksheet

: .H.o.”.amﬁ@.”Qmw.m.m_..g&won&nﬁ& wnp&wwﬂgﬁ.Ew.&m.w@ﬁﬁmﬁ.& muauﬁm.i.gﬂm installed conform to specified requirements.

] >nn=&.wmm&ﬁmm_

Pass/Fail ~.° © | Performed:
“f-by/date-

| Verify .&m Z:u.omymmnmw 8 meet wwoﬁﬁ.
‘environmental requirements, the
_.ooEno ProCenter Plus CTRZ00-1 -

“.| combines a workstation with dust

| collector with advanced HEPA -

: mﬂaomﬁrmﬁm

,Egm Zﬂnwowﬂmmﬁma 8 meet E,oumw

environmental requirements, the
Comco ProCenter Plus CTR200-1
combines a workstation with dust
collector with advanced HEPA
technology to filter particles from the
atmosphere.

m@\mszQ

A M-
m&% [ Fail

W DEC 2018

“Air pressure: Verify proper ai
- pressure using pressure gauge. .
Pressure Gauge: Ashcroft |

Standard House Air Connected
gmm O No

Record psi Information:

L)
Supply Pressure: \ m_ psi

.1 Working Pressure: o psi

Nﬁw\mmm ] Fail

DBe 20
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- Pass/Fail | Performed
G y by/date”
Ambient temperature range is: 68°F-
85°F
Nﬂm‘mm [ nNo EYPass [ Fail
Record Temperature: AN °F v Um,uxn% 201

Eguipment relative humidity (RH)
range is less than 40% RH.

o
%mm ] No m\mmmm [ Fail ‘D.

Record Relative Humidity: W w %

V1 DEC 20
.Emrn—um >Qmmﬂmﬂm lighting Light inside and outside the ProCenter
|| and oﬁmam the @E.bmaluwon nter-p Plus is functional. A M
mﬂm.. s [T No [ Pass [] Fail
WDEC 208
Comment: n&%ru ﬁ.@ﬁ%ﬁ Ferted ézc@\ Tol4 bR~ 10
E&Q ﬂw%c?r % C.F,rmw z,,,o@owﬁu&{%ﬂ N
Sheats ¥ SELY, rhoved witug Fauliier Bilses

J 0
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Checksheet 2: General installation checksheet

~.Objective:

2 To ¢mz@<$ t Humgwm&ou <mdmnmscu Protocol section is complete; any associated &mnawﬁmun_mm Wme,m wmmm. &muomﬁozmn

“Procedure;

- Prerequisites:

.Hmmw ﬁﬂm@mﬂﬂou is mznnmmmmcb% completed, and m: discrepanciesare Emwo&douma.

.”..mmw..-.mgmnn,m\ documentation: m.ﬁs noEno Eynnowummﬂmn MB- Hooo 1 {NV0035283)

Ref :mE?m&mnmacu. tho . .Pnnmvﬂmbnm criteria , Actual Results Performed by/date
Identification: Visuall verify:that th Emsnmnmd n seenon equipment Identification seen on equipment
equipment is.properly identified with : M-
assetnumberReco & )
o Yes [] No .
m\mmmm [] Fail
AssetID: NNDO0 24 p1g— o0 W DB 20®
Equipmentis properly located, Equipment is properly located, supported,
veled, and secured in leveled, and secured in accordance with
.m.hnOH.QmHHnm «Sh_.._...w ﬁ.U.m Bm,d.._hmm.ngmﬂ. 5 the ENHHEM..NBHH.QH.HM ﬁmnogsmﬂﬂmﬁwozm. >f L .
supported, Hmﬁmmn ;and secur .nmnoHEmnamﬂoam. : , m\“ [ Fail
in accordance with the: , &. ass at
recommendations. Yes L] No
W\ bEc 20§
Corporate Quality form title: Template for equipment qualification protocol for simple equipment, Corperate Quality form version and version type: 5 Minor
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Ref - m /verification n d B Acceptance criteria‘ L %nﬂﬁ& Results Pass/Fail : ..Wmﬂno.ﬂiw.ﬁm_u%\nmwm.”..
3 Drawings are checked and available in [ Pass [] Fail
PLM
m&& [] No
| Asset Location: S1.C. pd0ed € S¥E, WY A M

ETM, Version: Mwe®0 36 280, ﬁo.z.
"Ax L PEe 20\
Sufficient access and space for physical
requirements is available:

» MicroBlaster: 17" x10"x 9”

« ProCenter Plus CTR200: 46”"x30" wide x

347
Eﬂmm [] No

Corporate Quality form title: Template for equipment qualification protocol for simple equipment
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Item/verification method M.bnnmunmbnm criteria ‘Actual Results - i | Pass/Fail Performed by/date
. 35.0 1aster1000-1:is supplied <5.% Micro Blaster1600- H is mcnn:mm with 115V
VA D 50/60 Hz. : £ 10 VAC, 50/60 Hz
| The ProCenter Plus CTR200-1is | [AYes [] No
| supplied with 100-130 VAC/ 50- momN A M-
: | ProCenter Plus:
T VAC
: W DEC 2o0\F
: gmmm [ Pail
The ProCenter Plus CTR200-1 is supplied
with 100-130 VAC/ 50-60Hz
gmm [7] No
D MicroBlaster:
o A% wac
ma a- J W\. Hz
Corporate Quality form title: Template for equipment quakification protocol for simple equipment: Corporate Quality form version and version type: 5 Minor
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Ref

| Acceptance criteria- i Actual Results::

» Correct orifice (Comco MB 1409-25) is
installed & mﬂBM% tightened inside the

powder tank.
E\mm [T No

* Abrasive Particle Size used is Unasil
600 (20-50 mjicrons). EPass [] Fail
N%Mmm [T No

¢ QOrificeff 1409 25 is verified using a
025" pin gaug
_N%mm [ No

A Dec 2ol
A -

a.025" Ep..mmcmn

: : Tm:w.m 4 wmmmwmu.nm pictire of mﬂmbwndmnm Ew. .
: H»oo Nm T o

HEPA Air Filter: Verify equipment to ‘Back chariber of the ProCenter Plus

minimize dust from abrasives is properly |- ‘has'a HEPA filter placed inside the
connected and'working properly. ~compartment
Back chamber of the ProCenter Plus has a
. ME& off the m.MonmcﬂE. Plus and unplug HEPA filter placed inside the i\ .Umu\ﬁ\ 2018y
e'potwer cords. compartment.

o Lift the back cover off the ProCenter

Plus.

» - Verify the back chamber of the
ProCenter Plus has a HEPA filter placed

- inside the/compartment.

E\m«mm [ Ne m\w\mmm 7] Fail .‘Bn - Z/ -

gure 5: Réference pictire of HEPA'fiiter

Note: The whole box with filter lifts out
and canbereplaced.
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Item/verification method =~

Actual Results

Ensure footswitch is connected to:rel :
box, asshown. - - Footswitch is connected to the

woﬂH.B. plug beneath the relay box:

Relay w@%rmm a cord connected to
E.m. back’ omm:m MicroBlaster:

-Figure 6: Reference pictire of Féot:Switch’
: : attached the Relay Box

| Ens re the relay hox has a cord connect to.
- the back of the- microblasters: - :

ot ...omwmm%mox
. the back of the

= Footswitch is connected to the bottom
plug beneath the relay box.

A Yes [ No

+ Relaybox has a cord connected to the
back of the MicroBlaster.

gmm B No

&mmmm 1 Fail

A

W\ DR 20&

Corporate Quality form title: Template for equipment qualification protocol for simple equipment
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”.Pnnnm.— Results

| Pass/Fail -

: The followin
“are properly

: . The mouos:sm wommm are ?dﬂml%

connected.

Hand Piece Hoge
_Nﬁmmm ] No
Vent Hose
I Yes [J No
Clear Air Hose (Dryer to MicroBlaster)
[H¥es [[] No
Air Hose (Dryer to Inlet Air)
_N\,mm ] No
Shop Air Hose
A¥es [ No
MicroBlaster power cord to ProCenter,
[AVYes [] No
ProCenter power cord to ceiling outlet

A Ves [ No

Relay outlet plugged into the back of
the Microblaster,

S\me ] No
Footswitch plugged in to the relay
switch.

&@mm Cl No

oo

W DEC 208
_N\mmmm [[] Fail
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Ref :i: :mE\dmﬂmnwﬁou method Acceptance nnﬂmﬁm ‘Actial Results Pass/Fail Performed by/date
A Tank: To initially setu
| E_wmﬂmmﬁw Tax o initially setup the “Inside of axm st i m,mm om amwﬁm e The inside of the tank is clear of
: debris.
» . Remove the tank cover by twisting it
: nosﬁ.nmao&aimm
R Pl ves [ No
»  The cover to the tank has an airtight
seal.
W DEC 208
&mm [ No _N_ﬂmmm [JFail
Figure 9::Abrasive Tank
Clean the tank by wiping Em -flappe
lever overfill the tank
medial It should always
. r OF The air pressure gage drops to zero.
drops down. At
= [Yes [1 No @mmm [ JFail
Alir pressure at shutdown: ; bDeC 2018
0 ‘sl

G

ALY P77 Fcnro /T
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s Installation and Operational @:.ummnmaow - mn&wam:_w for Comco Microblasters
Val reg #: 90682515 Document #: NV00035660

Checksheet 4: Maintenance checksheet

Ref

o .bnﬂ:& Wmmﬁﬁm

M..m...mm.m\m..mm_.. :

SEQ mpﬁGEmE is mbﬂmwma 58 Em
PM system in accordance with
documents:

T | e Tool Spec for Comco Microblaster ba ™
MB-1000-1 NV00034618

Et¥es [1 No [A'Pass [ Fail v DEC 20@

Comment:

Afrgfgzv; iR ed  od w@j‘ .Z,Somwxim\ hare heoan g@iﬁ 4o tod  osgel”
NY OO 2 b~ ool in BAM-
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ononﬁm Quality form

mﬂ anm.._umnmﬁo: protocol: HO\OO H .,mou. Qounoo HﬁnnuoE sters

Salt wam City

Installation and Oﬁmwmﬁosmm Qualification - mnEﬁBmﬁ moﬂ noSno Ewnwogmmﬁmwm

<mH reg #: 90682515 Document #: NV00035660

Checksheet 7: Equipment use procedure and training checksheet

>mn.m.ﬁmmmmm.@ﬁwmzm Acmal kesult Pass/Fail Performed by/date
W, Stent Microblasting 90681356 is W1, Stent Microblasting 90681356 is
vailable i PLM available in PLM
m\m\mm ] No )r A
Procedure # 3@ 6 ﬂw.ﬂ, b
Nﬂv\mmm [ Fail
Revision_ AS W bec zo\g
Status:_an WOTR
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OoHUonﬁm Quality form stryker

Equipmen nﬁm.—u_..mnwﬂon protocol: IQ/00Q-E wo.q Oogoo Hﬁunuozmmumum

Salt —.m_ﬂm n_a\ Installation msa O@mwmﬂoz& Qualification - Equipment for Comco EonEmmﬁmqm
<& reg #: 90682515 Document #: NV00035660 | Rev.: AA

Item/verification method Actual Results

Pass/Fail Performed by/date:

Training system update: Verify that T
SOPs or procedures trainingis to't
captured in'the training system, :
Record training plan doctiment
number and version.

Training system shows evidence of
training to relevant procedures

Nﬁmm_u No >m M(/.

Trainign Plan: m\mmmm 1 Fail
Document # - NV 000 24225 W DEC 208
Revision - } }

Comment iyl - \\ DBC 20\
AN -

Checksheet 8: Functional testing checksheet

Prerequisite

:Schematics/documentation

Corporate Quality form title: Template for equipment qualification protocol for simple equipment Cerperate Quality form version and version type: 5 Minor
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Ooﬁoonﬂm Quality moﬁ.ﬂ

stryker

Oouﬂn gnnﬂowmmmﬁmum

mm_ﬁ LaKe City: Emﬁmmmﬂon and owmwmnoum_ Qualification - Equipment for noEno Ewowo_u_mmﬁmﬁm
<m_ wmm# 90682515 Document #: NV00035660 | Rev.: AA
: .ﬂm»....”.” : /| Acceptance criteria ‘Actual Results Pass/Fail Performed by/date
ck power switches Machine powers up when Toggle
FEE power switch is set to On
ET¥es [ No A
Machine powers down when EfPass O Fatl
Toggle power switch is set to Off W D 208
A Tes [T No
Power Switch: Visually verify that. b m.oimﬁ. B&nm,ncﬁ mEEEmﬁmm when ﬁoima 5| A Power indicator Muminates
machine power switch is ON, ON; , when power is ON. A
. EAPass [ Fail
Tves [ No WhEC 208
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Corporate Quality form

stryker

ou.ano Emunuow_mm*mum

m.HmE. HH Reference picture of the' nano
‘Microblastérwith pressure mmﬁmﬁm &mEmw

To'set/ adjust pressure between wo 40 va
s . Turnair pressure control knob
- clockwise to increase pressure

.+ Press footswitch

Turn counter-clockwiseto decrease

pressure

wmnow.a set pressure wmm&ﬁw.

‘Salt Lake City - Fmﬁwzmﬂom msm Oﬁmwmcgm_ Ocm:wnmﬂos mnﬁvammﬂ for moEno EwnnoEmmﬂm_,m
<m_ reg #: 90682515 Document #: NV00035660 | Rev.: AA
Item /verification method cceptance criteria Pass/Fail Performed by/date:
‘Air Pressure Regulator: Set the pressure b
setting between 30-40 psi by rotate . Pressure is set between the range 30-40 psi. | poccyre is set between the range
pressure knob on front of machine. S 30-40 psi.
[AYes [] No
Pressure setting: nf\O psi
A-vA -
W Dee 2

[APass [ Fail
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OoﬁDonnm Oﬁmﬁ? form

stryker

535 nﬁmrmnmﬂou, wuoﬂonou 10/00-E mou Qoﬂ.—no Hﬁuouo&_mm»mu

“'Salt Lake City

Installation msm OﬁmwwﬂosmH Ocm:mnmug mnEuEm:ﬁ for Comco Eunwogmmﬂmwm

Val reg #: 90682515

Document #: NV00035660

| Rev.: AA

Ref

Acceptance criteria “Actual Results

Pass/Fail

¢ Hand-piece nozzle is installed
and inside the chamber.

%mm [d No

+ Verify nozzle is screwed on

A-M.

tightly
[AYes [ No N\vmmm ] Fail
\\ Do 3l
mﬁﬁm 12:'Reference picture of Abras
. nrozzle.
5 chmg <mz@ »&m mwm.mmza inithe powder e Abrasive in the powder tank is
Oring on the tank halfway full.
A Yes [ No b‘ RUE
[P Fail
* O-ring on the tank creates a ass L] Fai
firm seal.
2o Drc 20%

&mm 1 No
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OoH.oonﬁm Oc.mE< form stryker

quipment nﬁw—_mnmﬁou— H.ﬁ.ogono- nO\OO-M o Oounoo gunuowwmmﬁmum

"_”____mmm__mn_ﬁuwm_mnmq__ o7 Installation and o_um_,mcoum_ o.cmrmnmﬂou m@:%Bmuﬁ for noEno Zmomozmmﬁmam
Val reg #: 90682515 Document #: NV00035660 | Rev.: AA
‘Ref Item/verification method IlACee Eunm criteria Actual Results Pass/Fail Performed by/date :

Powder Flow Control: Verify the . os&ma .9.< ismoreby Eqammm the powdér ;] Powder flow is more by turning
mcwnaosm:q on the powder flow control . - W CONtro )b to maximurm ing. the powder flow control knob to
. S e maximum setting,
moé nosad;uow nHommamo HEEHHEE gmm [J No
| .ﬁo %Q.mm s S S . . Powder flow is less by turning the

powder flow control knob closer
to minimum setting,

N_\mﬁm [ No \uﬂ M-
m\mm.mm Orail | 20 DELZ20E

noua.o“ Wbo knob;

Onehand holds woNNHm and onehand -
holds a piece of paper.
The tip should beabout 1/4%t01/2"
away from the surface'to beblasted
Press the footswitch.

- Release mooﬁénnw after mvvﬂoﬁamﬁm@

Corporate Quality form title: Template for equipment qualification protocol for simple equipment Corporate Quality form version and version type: 5 Minor
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Opoonﬂm Dﬁm:? form

Hnm ipment ﬂnmwnmnmﬂoﬂ wnoﬁonou IQ/00Q-E for Ooﬂ-oo gunuo

' saltLake City

Eﬁ%mﬁo: and Oﬁmﬂmﬂommw Qualification -~ Equipment for Comco EESEmmﬂmwm

Val reg #: 90682515

Document #:

NV00035660

Ref

?nmvgnm Q.:HEN

?Hnmu wmmEﬂa :

Pass/Fail |

o ‘clock position

owder flow comes out. mamncmﬁma\ 8
perform process at 30 and 40 psi withith
a.ow knob dial setting at %
sefrom 9 o aonw.uomﬁou.

wos&mw flow comes out
adequately to perform process at
30 and 40 psi with the flow
control knob dial setting at ¥

clockwise from 9 o'clock position.

: A -
(Aves [1 No E\;
: Pass [] Fail | 74 287
bout 1/4" to 1/2" DEC
e .Ho._.um. blasted
e Press the footswitch.
« Release footswitch after muuwounEmﬂmq N
: seconds.
. 7.{ .- Blast process:stops:
r Em nosamu flow mmaunm by, E_.Emm Powder flow setting is set at the
t required dial % clockwise from 9
o’clock position.
[fes [ No AN

_Nﬁﬁmm [ Fail
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stryker

mnmﬁou- wuo‘son& HO\OO H ».o». Qou.:o g—ouo&_mm*mum

_ .. Salt Lake City Installation m;a oumﬂ.mgozm_ Qualification - Equipment for Comco gnaoEmmﬂmqm
<m_ reg #: 90682515 Document #: NV00035660 | Rev.: AA
Ref. | Itemj/verificationmethod. Acceptance criteri ‘Actual Results e | PassfFail oo Performed by /date -
Comment  pJervnd - At 20pE.C 201"
Corporate Quality form title: Template for equipment qualification protocol for simple equipment Corperate Quality form version and version type: 5 Minor
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stryker

Ooﬁoonﬂm OsmE,q form

mn.ﬁwﬂ.—mﬂw nﬂm—_mnm#oﬁ wuoﬂono

,M mou Ooaoo Hﬁunuou&mmnmum

me City

| Installation and OUmHmﬁow& @:mrmnmﬁos mnEﬁEmsﬁ mow Comco Microblasters

Val reg # 90682515

Document #: NV00035660

M Rev.: AA

Signature verification sheet

m:oé Emuﬂmnmﬂom ommﬁ osSmH.m of mum:mﬂ:.mm ind initial mﬁﬁrmm tothe @aoﬁonow and-execution records

nextto their written name:

Initials/date

AKBTL Moyan

Cp. ERUIPMENT mzﬁ.ﬁzmm_ﬁ\ Sreyese

AM-[20v8¢ 20

U..ﬁv s Alirenlp

& 017000019

A A mwwfwmé.&

Comment:

Vel — A-t\: 20DEc 20\
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OoH%onﬁm OsmE< form _m_u.<_am__..

Hnﬁﬁuuﬁmﬂ nﬂmunmnm#ob mﬁoﬁonow HO\ OQ-E mo

yeren

Salt Lake City Installation and Operational Qualification - Equipment moﬂ. nogno Emnwo_u_mmﬁmﬂm
Val wmm# 90682515 Document #: NV00035660 | Rev.: AA
Exceptions log
Objectiv 4 uamnmﬂon and ﬂ,mnmmgr f exceptions, if applicable, recorded during the execution of the protoco
Proce

mozoé Q;Euh 2002-06, S:,inuoz m.xnmusg
<Récord mnEBma\ ofthe mxnmwgo
<<Attach copies of mxnmunonm o' mm

> <eors>
gs>

w»&%w»ﬁ nomo-.munm :

.mmnmmﬁoa.unﬁ._umn . .”...Umwm:m\nmmnﬁﬁ.nou Ont ammmwmnnomu mnnu nitials/date

Date nmomm.

N A Nk - | N /& a\%

AN AN / N

N N\ N

A\ N

\ N N

N N\ A\ N

Lomment h3}) A A-M-  2ODEC 2008
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Corporate Quality moH.u.\._.

Emﬁmzmdow mua owmwmﬁoum_ o:.m:mnmaom mnEﬁBmmﬁ moH. noEno Emﬁ.oEmmﬂQ.m

<.mw H,mm# oommwmww

Document #: NV0Q0035660

Equipment and test ma._hﬁn:mu:\ gage calibration

] of equipment 2 and ﬁmm,n omEva:Qmmmm mmma in Em execution Om Em E,o noH a
Wmmﬂ mnn ensure Em mnﬁugmmw noBurmm with'local nmgﬁmmom vu.onmaﬁmm

To2.21 —~0ok

Lo\ b B—-01Y TTOWLR o) | 28FEEZ 2014
¥ o0 LI -~ oo MNosO Zul\-ool | {0 Jowt 2a19 A M- [h0 pec 20@

Aot _,u.ovm.kub_w\

Dl €7 muddnaeshes

e 22-pvol

21 DEe. 20

P4 .ﬁ\uoﬂm., 20 %

NV e0039y 13 —oo)

P oﬁm»\h%\gzp 002y, Deltvenic

i 000 %9y 22 ~enl

o &cy 2n 14

Adh-foorze 209

AN
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~

AN

~C

N
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AN

AN

AN
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AN

AN

N

S

N

gmﬁﬁdm .
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stryker

Mﬂﬁuwgmﬂ ﬂn 1if nmﬁon- H..uo*onou HO\OO. Ou Oounno gnnuovumm*mum -

L | City: Emﬂm:mdos msa Oﬁmamﬁosm_ Dcmrwnmﬁou mnEvEmE for Comco EHSEmmﬁmwm
Val reg #: 90682515 Document #: NV00035660 | Rev.: AA

Attachments
Attachment [D -| Description

Y "

Aol —Tewd AL Termtresadragi. 1@%* af Z?oﬁ?im{eﬁ Lo cakion.
?ov;?.::%\g : e “Teaskerabusns Rebod ob tWeco U1 sol | smhea.
EWS Zéo@offwéo, rm% Mol @&Ermufo»aw« BME Al elA vasud .

Elcchr o C, s T,hhimszhafm w%o_\@ﬁlﬁ.Tw\. waﬂm\%,j cal Evagjaefion

/

\ﬁ\?b\ Qm!um.SaTEA
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