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1. I83EB#¥5 Validation Objective

11X ERRBHANENZIESSEAXHREREN AN REEARANRARENESH
REER, BELEER, SEEHFIALN PPQRIEEH, STHTEN PPQ, LUAIITTE
FEIM. R, BiEEEEER, A~ EO/ECH KRB BRI R MBATATE. thF
EMRITHRFETT S 1ISO 11135:2014-Efr =m RE- N E L R-EfrffMREZIZEN AR, Wik
R EREHIEK.

The purpose of this Full Cycle Qualification is to complete the full PPQ combined with the
PPQ data in half cycles qualification runs for the sterilization of exiting product family in
existing EO Sterilization Chamber through the execution of using predetermined nominal full
routine sterilization cycle to demonstrate the reproducibility of the process. Also through
product EO/ECH residuals tests to determine the minimum ambient aeration time. This
protocol is designed to be consistent with 1ISO 11135:2014 Sterilization of health care
products - Ethylene oxide-Requirements for development, validation and routine control of a

sterilization process for medical devices.

2. 35 Scope

2.1.i% % +$#iR Equipment Description

21.1. EO RE# EO sterilization Chamber, # 5 type: HDX-6/, #%#% code :
U12-6-30/CE , {2 supplier: #N e 7 iH & 1% & B R 22 & Hangzhou Unique disinfection
equipment Co;Ltd.

2.1.2. REFEAZ R~ EO sterilizer inner dimension: L - 2800mm, W - 1350mm, H -
1700mm, Z{£kF2 Total volume 6m3.

2.2 &8¥FE X Cycle Definition

221, BKREBMIR 1 R EMNSHIEIT 1 NEENEEERREIR.

One full nominal full cycle will be conducted as per the parameters as given in appendix 1
2.3. 7= mE X Product Definition

231 WARERT T~

This protocol applies to the listed products including loading configuration
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Fs R FE iR FEmETR SMNERT BHNE BREE/E REHEB/EH AT ZE density
No. Code description Name dimension(cm) Quantity per Weight/box Boxes/layers Volume(m?d) (kg/m?)
box(pcs) (kg)
R R IEE 10Fr A3 S4% | _
Silicone round drain, full
1 JP-2186 ($53£) JP CHANNEL DRAIN 47*36*25 80 1.3 60/3 0.042 30.952
channels without trocar
10FR, FULL FLUTES
BB S 10Fr #3194 | ,
Silicone round drain, full
2 JP-2187 (#53%) JP CHAN DRN SIL RND 47*36*25 80 2.0 60/3 0.042 47.619
channels with trocar
10FR FULL W/TRO
BB ITER 15Fr A3 S5 | ,
Silicone round drain, full
3 JP-2188 (#5#5) JP CHANNEL DRAIN 47*29*47 80 1.8 60/3 0.064 28.125
channels without trocar
15FR, FULL FLUTES
BB S 15F %3S | ,
Silicone round drain, full
4 JP-2189 (#53%) JP CHAN DRN SIL RND 47*29*47 80 3.8 60/3 0.064 59.375
channels with trocar
15FR FULL W/TRO
EREMFEE 19Fr NH5IS5 | )
N Silicone round drain, full
5 JP-2190 (#5#5) JP CHANNEL DRAIN 47%29*47 80 2.1 60/3 0.064 32.813
channels without trocar
19FR, FULL FLUTES
HEREEEFAEE 19Fr m5I1 58 | )
N Silicone round drain, full
6 JP-2191 (¥43E) JP CHAN DRN SIL RND 47%29*47 80 4.1 60/3 0.064 64.063
channels with trocar
19FR FULL W/TRO
ERREFEE 7Tmm 7NE3I1S4 | o
Silicone flat drain without
7 JP-2210 3/4JP CHANNEL DRAIN 7MM, 47*36*25 80 2.1 60/3 0.042 50.000

3/4 FLUTES

trocar
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JP-2211

ERREFEE 7Tmm 55| 5S4t
4 JF # JP CHANNEL DRAIN
7MM, FULL FLUTES

Silicone flat drain without

trocar

47*36*25

80

1.7

60/3

0.042

40.476

JP-2212

ERRBFFEE Tmm H 3| S
£ FF#& JP CHAN DRN SIL FLT
7MM FULL W/TRO

Silicone flat drain with

trocar

47*36*25

80

3.7

60/3

0.042

88.095

10

JP-2213

ERREFEE 10mm £ %355
£t 3/4JP CHANNEL DRAIN
10MM, 3/4 FLUTES

Silicone flat drain without

trocar

47*36*25

80

23

60/3

0.042

54.762

11

JP-2214

ERREFEE 10mm IH 3|5
¢ £ FF# JP CHANNEL DRAIN
10MM, FULL FLUTES

Silicone flat drain without

trocar

47*36*25

80

21

60/3

0.042

50.000

12

JP-2215

ER R T IEE 10mm &5 S5
£ FF#& JP CHAN DRN SIL FLT
10MM FULL W/TRO

Silicone flat drain with

trocar

47*36*25

80

3.8

60/3

0.042

90.476

13

JP-2216

BRRETFEE Tmm F 3| S
3/4 JP CHAN DRN SIL FLT 7MM
3/4 W/TRO

Silicone flat drain with

trocar

47*36*25

80

3.9

60/3

0.042

92.857

14

JP-2217

ER R EE 10mm H5]1 S5
3/4 JP CHAN DRN SIL FLT
10MM 3/4 W/TRO

Silicone flat drain with

trocar

47*36*25

80

4.0

60/3

0.042

95.238

15

JP-2221

ERERFEE 10Fr B3| 54
3/4 (k5#E) JP CHAN DRN SIL
RND 10FR 3/4 W/TRO

Silicone round drain, 3/4

channels with trocar

47*36*25

80

2.1

60/3

0.042

50.000

16

JP-2223

HEREMFFEE 15Fr H51 38
3/4 (#:#%) JP CHAN DRN SIL
RND 15FR 3/4 W/TRO

Silicone round drain, 3/4

channels with trocar

47%29*47

80

4.0

60/3

0.064

62.500
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JP-2225

HEREMFEE 19Fr HF51 8
3/4 (#:#%) JP CHAN DRN SIL
RND 19FR 3/4 W/TRO

Silicone round drain, 3/4

channels with trocar

47*29*47

80

41

60/3

0.064

64.063

18

JP-2226

ERER I HEE 10Fr TH 51 S5t
JP CHANNEL DRAIN 10FR
HUBLESS

Hubless silicone round

drain without trocar

47*36*25

80

1.2

60/3

0.042

28.571

19

JP-2227

EREIR I HEE 10Fr &5 S5 JP
CHANNEL  DRAIN  10FR
HUBLESS

Hubless silicone round

drain with trocar

47*36*25

80

2.0

60/3

0.042

47.619

20

JP-2228

ERER I HEE 15Fr TH 5155t
JP CHANNEL DRAIN 15FR
HUBLESS

Hubless silicone round

drain without trocar

47*29*47

80

21

60/3

0.064

32.813

21

JP-2229

EREIRFFHEE 15Fr &5 S5 JP
CHAN DRN SIL HUBLESS 15FR
W/TRO

Hubless silicone round

drain with trocar

47*29*47

80

3.9

60/3

0.064

60.938

22

JP-2230

ERER I HEE 19Fr TH 51 S5t
JP CHANNEL DRAIN, 19FR
HUBLESS

Hubless silicone round

drain without trocar

47%29*47

80

3.0

60/3

0.064

46.875

23

JP-2231

EREIR I HEE 19Fr &5 S5 JP
CHAN DRN SIL HUBLESS 19FR
W/TRO

Hubless silicone round

drain with trocar

47%29*47

80

5.8

60/3

0.064

90.625

24

JP-2232

RS R TS 19Fr F A Sk 5|
% 4 JP CHAN DRN SIL
HUBLES 19FR BND TRO

Hubless silicone round
drain with bendable trocar

47%29*47

80

5.6

60/3

0.064

87.500

25

JP-2233

RS RS 15Fr F RSk 5|
% 4 JP CHAN DRN SIL
HUBLES 15FR BND TRO

Hubless silicone round
drain with bendable trocar

47%29*47

80

3.7

60/3

0.064

57.813
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R R TR 24Fr 755154+ JP | Hubless silicone round

26 JP-2234 CHANNEL DRAIN, 24FR | drain with trocar, 43" total 47%29*47 80 9.1 60/3 0.064 142.188
HUBLESS length
R EF T EE 28Fr 7% 5| 54t | Hubless silicone round

27 JP-2290 CHANNEL DRAIN, 28FR, | drain without trocar, 43" 47%29*47 80 5.07 60/3 0.064 79.219
HUBLESS total length
R T EE 32Fr 7% 5|54t | Hubless silicone round

28 JP-2292 CHANNEL DRAIN, 32FR, | drain without trocar, 43" 47%29*47 80 6.57 60/3 0.064 102.656

HUBLESS

total length
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2.4. %%} Load Configuration
241, —APMERENEIERFEE 60 HRU~R, 5-mENLTMEE, XA S ~Mm 24Fr 12K
SIREMRPRMEIEIETMA, RABENETERERGNTEE, KRERE~PEEEH
FERREEE, BE>142.188kg/m3, FEREHMAF 4.1m3,
A full validation load shall consist of 60 boxes of dunnage products, same as routine
production load configuration, using 24Fr Silicone Drainage Product similar construction
materials to build,same SBS and same second package, representing the most

challenging routine load, the density =142.188 kg/m3, product load volume 4.1m3.
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3. A% Responsibilities

o] I TAE4RER L s %
A A1
Validation Grou
Department P Name Responsibilities
Position
BEWIEA R, HHR S RNESRASRIZREINEER
Validati T MANFTES, HRRELHG.
alidation Ak
B 7 Zhang Yehua Write the Validation Protocol. The information in this
Supervisor Member of Validation ]
/4L protocol was assembled from the input of the other
WEEE Team it o . -
functions in this facility and is accurately reflected within
this document
BEEERTIHAR, BIEEAS, HREREAENRE
, HAETAE/NARR SR BHIRSRTT AL R IEIE .
Quality Manager Xu Sijia
o RS Member of Validation | have reviewed the contents of this protocol agree with
FRERHEEE Team wEE the contents, and agree to provide quality resources
needed to complete the validation protocol.
BEERTIAR, BEEAR, HRERHAENEIR
TS Manager WHETE/MVAR R Ji Wenlong RFERIEL IR IEIE o
R A Member of Validation | have reviewed the contents of this protocol agree with
£ == -
e Team R the contents, and agree to provide resources needed to
complete the validation protocol.
EEZTIAR, BEHEAS, HEEREAFENEIRE
Production IETAEMAR R Chen Guangxu SRR LR IEIE .
Manager Member of Validation | have reviewed the contents of this protocol agree with
HFTERZIR Team PRELT the contents, and agree to provide resources needed to
complete the validation protocol.
REFRTIHAR, RAEEAR, ARERHEAFHNEIR
AN TR AR IR IGIERL IS -
General Manager | BiERHE=A Zhang Yehua , o . .
o | have reviewed the contents of this protocol agree with
B Total Validation Leader A

the contents, and | agree to provide the resource &
technical support needed to ensure its success.
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4. IFRA% Validation Strategy
4.1. BB HIANERERERB IR ENREETFSHTRTEN PPQ, EERE PPQ 5
MPQ EBTi# T, FHEIT—MESHNEAE.
The reason for performing the Full Cycle Qualification is to complete the full PPQ using
predetermined the sterilization cycle parameters.The reason is that while PPQ and MPQ are
conducted in parallel in three half cycle runs, one additional nominal full cycle shall be
conducted.
4.2 BHEsETNRISEE Scope of Activities:
4.2.1. JiEHkE X E A PCD Rationale
X & B EAR K A EPCD RISz e 22 B HATRIR, BiHIE NEXEK.
This full nominal sterilization cycle will adopt the EPCDs for routine monitoring, the detailed
preparation of EPCD sees related preparation requests.
4.22. BEIT1ANEERESHNEEH.
One full cycle with nominal sterilization cycle parameters will be conducted.
423. RAEMKERZNE, KERE, EORESIEE, Fif EPCD HA#H R,
Total inactivation of Biological Indicators (Bls) in a defined EPCDs, with a population of not
less than 1.0x10% spores/strip, shall be demonstrated with nominal EO exposure time,
sterilization temperature, EO usage and RH.
4.3. IR\ TR HERRER S R U THRERBERENNEE, HENRERFHA
FTeIESH (PPQ).
The full cycle qualification will provide documented evidence of the delivery of the physical
parameters for a defined load in a predetermined sterilization cycle for the listed products
(PPQ).
4.4 =FEAMINEN B REERE, BEMENONE, RHWREENE LUELERRERNIEZE
FHTERIE, REERERZMTHEEREDRE.
The Full Cycle Qualification consists of the validation load temperature, RH profile, pressure
measurements to demonstrate that the sterilization chamber can deliver the predetermined

sterilization process.

10
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4.5.EO/ECH F% B # i
ET ik rm XXX UL EO &%, R £ AEAE Rt~ Mg EO/ECH F%RBEMiK, ik
BB 45 SR R RDA BRI TE K /Y B AR AR (8] o
Product XXX absorbs most EO residuals among current product family, so in this full cycle

qualification, this product will be used for EO/ECH residuals test to determined the minimum

ambient aeration time.

5. 1EZ45E Acceptance Criteria

5.1. 2 #f Full Cycle

5.1.1. RSN ERk LR ERNNEHERFIK EPCD, wAHikiE,

All Bls from the processed EPCDs shall be deactivated.

FrRiE: “RIE” EXAREMRRTEKBY, FEREKATBRTAEIESSRKET
KEfa, ATLUAARFIHESR.

Note: “Deactivated” is defined as negative for growth of the indicator organism. units that
are positive due to growth of a non-indicator organism can be deemed acceptable if an
investigation concludes that it was the result of post sterilization contamination.

5.1.2. EO/ECH 3% 811 T#r/H#/EOQ/ECH residuals release criteria

EO/ECH % B r1E5 %5/ EO/ECH residuals acceptance criteria

EO % EB#r/H#/EO residuals acceptance ECH 3B ¥r4/EO residuals acceptance
criterion average daily dose criterion average daily dose
<4mg/device (10ug/g) <9mg/device

5.1.3. R 1 MRESHLATE

Cycle parameters as per Appendix 1 for Full Cycle must be met.

5.1.4. =RFHYIEMEERIESSF AR YERME A BIRHITIES, DAL ENEI
.

The data from full cycle shall compare with the PPQ data conducted in the half cycles

qualification, to demonstrate the reproducibility of the process.

11
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6. {RE=4LIE Deviations Handling

AN REFRZEHI TG FRA NN IR ATEZ RN, AHEZ NIRRT ICRERE
wER, HHFERMB/EMIOEEIE, EXGHEESBEEWAREREH.

All deviations to the defined requirements shall be evaluated as to their impact on the
acceptability of the full cycle qualification run. Rationale for acceptance shall be documented
in the deviation format and approved by the same personnel as those approving the protocol

and report. This documentation shall be included in the qualification completion report.

7. &% References

7.1.180 11135:2014 EIFR/MARE-HEKR-EffmMAENLRE, BIEREIEFIHEX.
7.2.1S011135:2014 Sterilization of health care products-Ethylene oxide - Requirements for
development, validation and routine control of a sterilization process for medical devices”
7.3.1SO010993-7:2008 EO %% 1SO10993-7-2008 Ethylene oxide sterilization residual
7.4.1S010012, Measurement management systems SUEXEE &R %, MEFIELNEEEN

Requirements for measurement processes and measuring equipment

7.5.1SO 11138-1:2017, Sterilization of health care products EJT{R MmN E, E4iER
7, &4y 1-2B9EK-Biological indicators -Part 1: General requirements

7.6.1SO 11138-2:2017, Sterilization of health care products EJT{RIEZGREIRE, FHER
7, #4 2-EO RE I FERYE P45 ;R 7-Biological indicators- Part 2: Biological indicators for
ethylene oxide sterilization processes

7.7.1SO 11140-1:2014, Sterilization of health care products [Efr iR = mAIKNE, HFIER
51, &4 1:2H9ZEk-Chemical indicators -Part 1: General requirements.

7.8 AAMI TIR15-2016,Physical aspects of ethylene oxide sterilization. 37 & Z %t R E B4 ER 14
T .

T B9#ISEM ST Site Specific Documents.

X 4wFS Document No. | 34 B Document Title

JCQ & 20029 %%i‘ﬂﬂ’ﬁlﬂ 54 Instruction of sterility test

L\ Y . . . e
JCQ 5 20050 MNE s EE/EWNIE S B Instructions for the operation of initial
contaminated bacteria

JCQ 4 10009 KRE{EW 55 P Sterilization operation instruction

BQ260 NHEIEFERF sterilization validation procedure

12
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8. #EF Procedure
8.1.HIe & Prerequisite Steps
8.1.1. EXMEMINEIRIS S 5Lt RME AREHITHEREIN, BEINEREH

EREREP.

All personnel involved in the execution of this protocol shall be trained and requirements
prior to carrying out the Full Cycle Qualification run and the training is to be documented on
the training session record shall be attached to the completion report.

8.1.2. FFIARLIRAMRILICR/ER, REAERNEE LWERE, JBEMENIRLFELHHIIE
SEENAT R EAZ AN AT 21

All calibration records/results of data loggers (Temperature/Relative Humidity data loggers),
temperature,RH sensors and pressure transmitter fixed to the sterilization chamber shall be
reviewed for acceptance prior to carrying out the full cycle qualification run.

8.1.3. WX FHIFICR, MPIMLEIFIERFILR.

Review of equipment maintenance records shall be done and the status of the preventive
maintenance will be recorded.

8.2.1% % Equipment

8.2.1. FWIFMNEERRETL] HKEZEERA

The sterilization Chamber that will be validated is installed in the plant EO workshop.

8.2.2. R~J Dimensions.

8.2.2.1. REHEE (AR EB R ~F Sterilizer Internal dimensions: L - 2800mm, W - 1350mm, H -
1700mm, PZ{R{EFE Chamber Volume : 6m3 , #2317~ Mm% £ {&F2 Dunnage Product Load
Volume: 4.1 m3,

8.2.3. BRI TLIRLB T RREIRITE R I

Calibrated wireless data loggers to be used to monitor load temperature and humidity.

8.3. %%} Materials

8.3.1. %%k Load

FRBFIRIFE R, =@ 24Fr EISIREREEER A (142.188kg/m?), Bt =R ITIEHA
AT AR FHOR P BRI R St i T2 B HAfRIA (BE =>142.188 kg/m?),

13
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Among the listed products, product 24Fr Silicone Drainage Product represents the highest
loading density ( 142.188 kg/m?3), so this time the engineering product will be built for the
dunnage load (density= 142.188 kg/m?) for this full cycle qualification run .

8.3.2. i#fEHkEkEE PCDs

8.3.2.1. )R £ FHAIS KA EPCD Xk isiZET# M AR, BEAHIENAEXHZEEK.

This full sterilization cycle will adopt the EPCD for routine monitoring, the detailed
preparation of EPCD sees related preparation request.

8.3.2.2. EMMFEIEHE L KTFHFT 1.0x10%%%, £ 54°C E4ERFIMI D BEREXTET 2.5
.

The average spore concentration would be at least 21.0x108/strip and the D value of the Bl

should be >2.5 minutes at 54° C.

oT: /| B 5| & [ 3 BI
3l 185 El_ . | = E. gl . D-value D {E | #tR7/& Manufacturer
Brand/Type Microorganism | population/strip
=15/EOS-E6 MMNERESARABRAR
Fujie/EOS-E6 ATCC 9372 >1.0 x 108/strip >2 5min Hangzhou Fujie Disinfection
Products Co., Ltd

8.3.2.3. HMENE BRI = Ml I B A H A E

Each inoculated product is then packed and sealed.

8.3.2.4 REBEKRFIT/NEM R BENHIE, MEREW BIASMERFHNE TG RERS
IEFARYFRIR.

Identify all the packed EPCDs with proper marking per the requirements of EPCD
preparation, placement and retrieving.

8.3.3EPCD £ EPCD preparations

EPCD #I{E: #F5Mric EPCD, fIAEFHAZRESRNEMERN—FRERET, A
EPCD #I{E5enk, EFILHIF 3 EPCD.

EPCD preparation: the mark EPCD will be labeled outside of the pot, and qualified Bl will be
placed inside and the screw the cap tightly, then EPCD is completed,details see annex 3
EPCD.

8.4. % X £ [ BRTRER

14
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Define the predetermined half cycle runs

8.4.1. R EEH Construction and staging of load

8.4.11. FRELHFZME 2 (2FH) HITHESR, BBRANREREFED 120 RUKRTELHNF
%, LR AI#EITEEAER.

The load will be configured in the sterilization chamber as per appendix 2 for half cycles ,the
validation load will be transferred to the the freezer to storage for at least 12h simulating the
worst case condition before half cycle runs.

8.4.1.2. FRMERBFENREELEIRE, IINELERERE. MEMNEREESEE RIRLK
BRI 2 F AR E R E AR~ mEN.

The load will be seeded with temperature and humidity data loggers, EPCDs, all sensors will
be placed into the full load shipper cases and EPCDs will be affixed outside of the define
shipper cases per Appendix 2 for full cycle.

8.4.1.3.{k#R ISO 11135:2014 MY, ET~mEHMAR 4.1 m°, 2FHREARLFEZIND
EPCD, #ric/ EB1-EB9, 1ZERMiR 2 MIBKNHENE KT .

As per the recommendation of ISO 11135:2014, a minimum of 9 units of EPCD are required
for the full cycle (based on the product load volume-4.1m?3). The EPCD are will be labeled
EB1-EB18,and will be affixed outside of the defined shipper cases.

8.4.1.4.kE 1SO11135:2014 HYZEIN, HTF=mEHMAR, ELFE 5 MNEERK(EFR6 ™)
2 NEEIRSL (SZFR34N), (FFIR T-T6. H1-H3) BT 2EHARER. REBEHE0GTF=
mEHF, KIEME 2 HEAEREHREF.

As per the recommendation of ISO 11135:2014, a minimum 5 units of temperature
sensors(actual 6, labeled T1-T6) and a minimum 2 units of humidity sensors (actual
3,labeled H1-H3) are required during the full cycle run (based on the product load volume
4.1m3). Sensors will be uniformly distributed throughout the load. These sensors shall be
placed inside the specified cartons according to the appendix 2 .

8.4.2. 'RETEMHIBTIE]3LHE Timing of sterilization runs

8.4.2.1. &R 1= AR H TR & B EAEIFAIA .

Non-saleable dunnage products will be used for this Full Cycle Qualification run.

15
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8.5. 2 EHA Full Cycles
8.5.1. FT|iEIT 1 N2 A HRTEELF One full nominal cycle shall be run.
8.5.2. {KERPIR 2 MEINEMERERIBERL
Place the EPCDs and T/RH data loggers as per Appendix 2
8.5.3. 1ZBMIR 1 WESHERTITL2ARRNERER, cRRBINSHAEENEARES
#.
Process the staged load per the sterilization cycle parameters in Appendix1. The parameters
of the full cycle will be the nominal full routine sterilization cycle parameters.
8.5.4. =FHIRERWERG, $RERBRERREXE, N=REHNEEME MWL
iRk, EPCDs, FTARIINE# R EERENEWREERAZRZAHMEI=M Bl 155
After completion of the full cycle, move the load into the post sterilization area to retrieve the
data loggers, EPCDs from the established locations of the load. All EPCDs will be handed
over to microbiology lab for incubation within the predefined time interval.
8.5.5. IgRINEE K EF Bl FIEALE R
The processed EPCDs shall be tested for Bl incubation and results shall be recorded.
8.5.6. TELTLLIRKNRVEIR HITH
Download the data from data loggers, plot the temperature and RH profiles, and perform
data analyses.
8.5.7. £ FAYIEM I IEHIEFSH AR H IR FRIABERIAITIEXS, A 2a) B
The data from full cycle shall compare with the PPQ data conducted in the half cycles
qualification, to demonstrate the reproducibility of the process.
8.5.8. EO/ECH #mif$# 27 R/FHITIM, WIAARMATIRERIMEATESE.
The samples used for EO/ECH residuals test will be conducted = 7 days interval to
determine the release ambient aeration time.
8.6. ##EW & Collection of Data
8.6.1. YE T % {5 2 5i2F Collect at least the following information or records:

8.6.2. FIHATREW~m (FmfEk, “mARSFHHE).

List of products used in the load (product description, catalogue/code number and quantity).

16
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8.6.2.1. REZFE ARG TWEREHIZE.

Sterilization runs record (cycle printout) will be collated by ETO staff.

8.6.2.2. BIIEHRER, BaMMIAA, ®W&IRF, EFRENF, EFFEEKAE.

Bl incubation results including sample identification, equipment identification, medium
identification, incubation temperatures and times.

8.6.2.3. REZFBE ARG RRIBIEBRITHR CRIZESHEIR)

Tabulation of sensor data (i.e. temperature and humidity profile data) will be retrieved by
ETO staff.

8.6.2.4. KEEIMEIE, B NEARTHWLE

Run summary sheet, including disposition of the run.

8.6.2.5. F REE A TUNHEIRILEE, TEM PPQ MERME LTI IER S

All testing data will be collected by the protocol author and compiled to complete the full
PPQ report, so as to complete the full cycle qualification report.

8.7. ¥#E = Review of the data

8.7.1. &¥Fi25% Runs Record

8.7.1.1. REFEMIBREFLHANAARRRERRFZURRTESIEENIRESH.

Cycle printouts from the associated qualification runs shall be reviewed by both sterilization
staff and quality representative to ensure that the specified cycle parameters have been met.
8.7.2. IRL¥#E Sensor data

8.7.2 1. MEMIRIHIEFEHRE AR K REREFEZHRREBIEES .

Sensor data compiled for reporting purposes shall be reviewed by both EO staff and quality
representative to ensure that the reported data is reflective of the raw data collected during
the periods of interest.

8.8. 321G = ik #1#&E Laboratory testing data

8.8.1. LWLENIXKEINHRELEFZUNSIEFEK

Forms and worksheets used to collect data from laboratory testing shall be reviewed by
quality manager to ensure compliance with the governing procedures.

8.9. /7 fh4k & Disposition of the products
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8.9.1. BT IR AMFRANREAELERE, TFEE~RLEEXK.

The load used in this full cycle qualification run is dunnage load, there is no products
disposal requirements.

8.10. 5k & A HATIAIR & Completion Report

8.10.1. SEEMINEREFEANIGENKER, TSI EREPHHFEIES.

A completion report detailing the results of the half cycle qualification activities will be
generated. The following items will be included in the report and/or in the supporting data:
8.10.2. IRE#HLIEF Sterilization cycle run records.

8.10.3. EXEHAFXMATHREMANEKEE.

Definition of loading pattern(s) and maximum density used in the PQ

8.10.4. ¥IEMS# Load physical performance profile.

8.10.5. FREHHFARNFENRREE.

Minimum product load temperature to enter the sterilization chamber

8.10.6. EREREMEEFNRERENESIR.

Minimum/Maximum temperature of chamber during EO exposure time

8.10.7. TIALIRLAER, RERBMERMBAMEMNEEEZR, RREMESREAVLE.
Temperature spread and locations of minimum and maximum temperature at the end of
conditioning, throughout EO exposure and aeration.

8.10.8. NE & 18] EO exposure time.

8.10.9. ESRMENMEME N EABEFMRERFE.

Pressure rise during gas injection and post sterilization flushing

8.10.10. HEHMHERFIMIXER, FaoiaEMRE.

A summary of results from incubation of biological indicators , product bioburden tests.
8.10.11. SR KRERANELL, SXMESSHREEEMESR.

A summary of executed cycles, reporting the actual values or ranges for the parameters
listed in the sterilization cycle parameters

8.10.12. REBHSHRERANEEH.

Sterilization cycle specifications for routine production including set points and tolerances.
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8.10.13. SERS¥EAH PPQHERES, LEXLUTHTTER PPQ.

Combine and compare the PPQ data in full cycle qualification and half cycle runs data, to
complete the full PPQ.

8.11. £ #3574 #TIEB Biological Indicator Certificate(s) of Analysis.

8.12. RKEFI49HTIEP Certificate of Analysis for the sterilant used in the process

8.13. £ B HAFIAHE X A B HIEEIIIE R Training records of related staff .

8.14. MEMMRR 5 E R EXHIAEL

Resolution of any deviations and the results of any related investigations.
8.15. £ AN A R, TTEMRE R IHMEIRE T UAES

Full Cycle Qualification Protocol, completion report, and supporting data will be managed

and archived according to the requirements of the plant documentation procedure.

9. PR Appendices

i E R E BRI S # Predetermined sterilization cycle parameters
9.1.MiF 1 Bl/r £ EHITEIF Full Cycle - Appendix 1

9.2.M#3% 2 ElI/RFERE RN FR (FEHAD

Pallet diagram indicating location of all test articles (for half cycle)-Appendix 2
9.3. Hf3% 3 Bl7RURR EPCD

Pictures diagram indicating EPCD.
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E=TrasmARAE

&7~ 2 B 81E3F S5 Full Cycle Parameters- Appendix 1

K BEA Date
7= & Product

B EX Phase

ttS Lot number

% E Setting

1.Min. Temperature entering the sterilizer (C)& {&

HENREHERIRE

Temperature (‘C)i2E

Heat Dwelling Time(min.){&:& 8]

3.Initial vacuum (kpa) #1145 B2 EF

Time A&

4.Pressure holdingTime (min.)#RERtE]

5.Leakage test i

6.Humidify 02

MEES

7.EO gas injection fnZ4

MENEE

EO gas weight (kg)IIHEE

Time B8]

EO concentration EO ik

Half cycle(min.)¥ E A

Full cycle(min.)£ & #3

8.Post vacuum flushing K& 5555k

Vacuum Pressure (kpa)iEZ= £ /1

Air washing Pressure (kpa)ifiz== &5

Rinse times j&3E R 8

Air inbleed &=5 1

53C

60min.

-70kpa

12-14min.

5min

<0.3kpa/min.

1 time

3kPa

28-32kPa

5kg

10-16 min.

610mg/L

180min.(predefined)

360min.(predefined)

Approximate -70kpa

Approximate -5kpa

=-3kpa

SEE Range

50-56C

60min.

-71 - -69kpa

12-14min.

5min

<0.3kpa/min.

1 time

2.5-3.5kPa

28-32kPa

4-6kg

10-16 min.

610-650mg/|

180min.(predefined)

360min.(predefined)

Approximate -70kpa

Approximate -5kpa

2-3kpa

REfEFS: Cycle No.

SEER{E Actual value
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B3R 2 B EE BRI PR A

Pallet diagram indicating location of all test articles -Appendix 2

loadingid ]

A Blc D
| e

16 14
B — BHI] — 9 3
11 10 12
1T 1T ]
A B
1 18 5 |17
#HT — 13 15 ] —
8 7 2
| I | I
C D

%3¥ Remarks: (£EHIR S 9 4 EPCDs, B EiFHRT)

1. EPCD B EMEERT X, X, X, X, X, X, X, X, XS E-

EPCDs locations are affixed outside of the X, X, X, X, X, X, X, X, X ofshipper cases .
2. 1~6 SHETEEMEXMNNI 136 SHIEEIERN, BER 1, 4, 6 5 (AR IPCD
MEAE—IE).

Temperature data loggers and RH data loggers are placed inside the shipper cases

according to the diagram indicated.
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EXpg - toE =1 YN

Bf3% 3 El7RijtEA EPCD
Pictures diagram indicating IPCDs and EPCD - annex3.

SINEREREERFREHEERI TR
EPCD -Bl strip seeded in the plastic pot

B thickness: 0.35+0.05mm

Bl position 43 RFIME
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