y =8
w8 L]
| #5

P %
~ 3

+
77
+* g
- A
: F%f =) e
w8 . %fre,'—,‘% N
£ %’?;\? :J;f )\ -
¥
v




S
m G’nznmmuu‘:s y g %ﬁ'

£ 3 A S HBERARE—BBREKAPQP !

A E S ST E(APQP) M A H £ & LSRR
B %= FE o E B A N SR AE

‘ ‘

s e . —

Wz SR LR AR ?& -
APQP
YL E:]
gﬁig =AM A 5
4 5 s Ty REME i
OEM/OD Az
OBM H‘H&%’—

?%@ iﬂpﬁwwl;"r—‘li D
~_Medical Advanced Product Qualﬂyfwg/ ©

Coig~— 336 5% 246 BK XFEY w




B O B S AIAT R0 R

APEEETHEDFRBADES

N

B ER A R
il a3
on Bl 43X 5

Az

— kiR
nat X4
—> S5 B &5

6L 4 3K
Package Test

6' Product \‘rriﬁczuun
(L]

. : Protocol
Covidien R(‘!IIIII 11 Pencil Pnchainu Transit Test
Gammgy Sterile, VL2600ng
1 Parpase
This peotocol venfics the desagn of
Packaging withstand the abysyye

the Keleant 11 (R& 1) Project ny o

nduced during shipe

andling i

-
ScopeMistory Hackground
21 he k

cliant Penil wa
emal 1o the c outside
1T ool applies to VI 260008, p,

1y, R & 1 and Operation Departy
Divi

pection: (

he Operation Depar,
noe.

3 Quality Assurance: R & 1) &

34 Operators evexuting this peotocol mast have do umented fevondy she
processes, tooling and equzpmen
35 Appeoval: ND peoject caders and Covidien avigned proj

 personn

Fquipment and Material ued
'

Theee cases of VI 260008 pencils gamma sterilized a1 43

42 Pencils wil be produccd and packaged by processesthat met O/
4.3 Equipment

431 Transa Conditioning Equipaent as required in sextion §
432 FSU: Generator, Valleylab Foree FX
433 Digital Muhimeter

434 Hipot tester

\ erification Procen:
The transit “conditionin

hall be performed i the soquence |

package validation, a repeat of the entire test sequence will be

supporting repeat testing of anly a spexific section of the tes

5.1 Fxpose the test samples 1o the followieg temperaturchur
St

Jity condit]

hall hod at 2 rat)
The Rammp time hetween st poiots shal b corsrolid at a a
of condensation on the fest samples. ‘
§12 Afer exposure, inspect ouler package for visibie damage and
epont
[ [ Description Temperatare | Relative Hun
Siep ¥ —cr
| . i |

x
| |
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Shelf Life

Purpase:
This protocol verifies
Tunctional, quality
teating. This suppe

he Relunt H{R&D Projiect No:;,
and safcty Tequiremcnts fo
ot the Reliant I expigt

ROS012) eloctro
o U 1o five years aflor fyq
o date abxlling with  fie
Scope/llistory Background:
21 The Relian Pencil was it itrnduced i 1998, Reliant 1 incorpors
Improvements infcrnal 1 the pengi, The outside shape and packa
2.2 This Protocol applies to v DR, E10 sterilized, packaged pros
23 The activation force sequiremens

it for cut and coay button with positi
Erams per the Product Verifcation Protocol # Fosooy.

Responsibitity:

-1 Sampl Manufacturing and Assembly: R & ) ang Operation Depa

3.2 Quality Inspection uumn.-mmLIhmimuzwnmmmn Dep)

33 Quality Assurance: R & D and Quality Assurance.

4 Operators exccuting this protocol mst have documented reconds o
applicable processes, tooling and equipmen,

35 Approal: NT) projoctbeaders and Covidicn asigned project persa

Equipment and Material used
4.1 Sample quantity and peepasation
1.1 Pencils wil be produced and packaged by processes that
412 Ten cases (300 pe) of the VE2600DB will be F10 serilin
413 Becmuse some tests are destructiv, testing will be conduc
Sample Group A and B, cach cuntaining 30 samples. The
cach et
42 Fquipment
421 Force gauge tester, Grip fistures.
422 ESU: Generator, Valleylab Force FX.
423 Burst st fixturc
424 Hipot tester.
428 Controlled Temperature Chamber

Verification Process:

ls 1 mm; will be completed a the following age mugw..ntm
age interval dosumenting the test resuls. Addendum’s wil
the test resalts for cach remaining age inlerval

S.11_ Ageintervals for testing

Days at Accelerated Faquivaleat Real Time

NEDENTIAL
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This document containg I
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Sterilization

lllonrleidalinn
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Covidien Reliant-11 pe, el steril

tion validation
Purpose:
This study will be performed 10 sh 2 radiation dose 5 "
imadistion os striipatns ,mfﬁﬁn?i’ﬁm L‘\‘lmnl:f e s o
recommended by e American National Sy adads g ml‘bchwdmvm'u!
Medica by : ) Standards Instirgte Association for the Advancemen of
Modical instrumen al Organization ot Standurdization ANSUAAMITSO
i ot hlh;urpnltlw‘h—-kmhmwm Pat 2: Establishing the
C-Slenlization bioburden evels will be determined und 0 select
ppropriate verification dose for this procuct, Recommendations for : I\Vun:‘:f;!l(:"m‘i:lm
stenlization dose will be based on evaliation of microbial survivors folowin
0 the verification dose. The recommended full process dose il be desi
Assurance Level (SAL) of 10* or no more than on¢ nonsterile wnit for
sterilized at that dose level. This study is therefore intended to s
Exposure bo the minimum required dose could
o without post-exposure sterility testing of

aned 0 provide o Seerliy
ech oo million units

be demonstrated by
each lot

Y the use of calibrated dosimeters

Scope:
2111 the Reliant Il ESU
Cords”

Bioburden s cqual to or
family. Otherwise the
Bioburden count is more than E309, the full validation should be designed 10 provide  SAL
of 10*

2.2 1f the Reliant 11 ESU pencil is not considered similar 10 and be adopted into the “Pencil and
Cords™ gamma sterilization prochuct family ot New Deantronics, the full validation should be
designed to provide a SAL of 10

2.3 The representative model should be determined by wmi-kn'r:‘ h:\:{!;;\:l);;wmpfx:;:m

) tructure. The table below suggests thai the mo K s the
jﬂmﬁt‘::\-dy complex structure. Therefore, this particular model will be used for the
study

e Model | et J
V2600 (105F) +‘
2| VL2G0ODB (15F) ! N

s [viag00e (10 3k o

3. Responsibility ction Depariment. ) o
el e sener DU
3.2 Produst Bio

Biological Laboratory QRA504

Page:2/7
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tary o New Desatrosics
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]
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Don’t Look at Where we are,
ook at Where We Need to Be and

“Keep Moving Ahead”.




