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1. I83EB#¥5 Validation Objective

1R B EAFIA B R IEE K A XX Hic RET AR REER KA B 5t i% E B R E1E
I, BEXERKEREDRRK (MPQ) RMBEMHR (PPQ) REBEIIIMAB~RENTER
IE7KE 100, 1tk 75 REVIZITHFER S 1SO 11135:2014-Ef7 = R RE-I R 2 1-E T s K iE
HREMAR, WIEREMEHIRZERK.

The purpose of this Half Cycles Qualification is to demonstrate and document the attainment
of a minimum Sterility Assurance Level of 10 for the sterilization of exiting product family in
existing EO Sterilization Chamber through the execution of sterilization microbiological
lethality studies (MPQ) and physical studies (PPQ) using predetermined sterilization
cycle.This protocol is designed to be consistent with ISO 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

2.1.1& &R Equipment Description

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

2.2 8IFE X Cycle Definition

2.21. EIKBMIE 1 TiEEMSBEIT=MEENF A,

Three half cycles 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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EfrssmBRAE]
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. 7= %%, Load Configuration
241, —ADMERENEIEEHEE 60 HRU~R, 5 mENLHMEE, XA S5 ~m 24Fr 82K
SIREMRPRMEIEIETMA, RABENETERERGNTEE, KRERE~PEEEH
FERREEE, BE>142.188kg/m3, FEREHMAF 4.1m3,
A full validation load shall consist of 60 boxes of non-saleable 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 4.1m?3.
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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
‘ MANFTES, HRRELHG.
Validation EIETAR/NAR R Xu Siiia . o , o
) Write the Validation Protocol. The information in this
Supervisor Member of Validation ]
7=V protocol was assembled from the input of the other
WIEEE Team B T : 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.
EFERTIAR, RBEEAR, ARERHEAFHEIREE
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 F EEATBIAFAIABY R B R A T S5 1% E M R E R A S H LI = s E B T ERIEK T
The reason for performing the Half Cycles Qualification is to achieve the defined SAL using
predetermined the sterilization cycle parameters.
4.2 1k 75 RIGIESRIZE1E 1SO11135-2014 Fhfy “IHERIGK”.
The validation strategy for this protocol will follow the " overkill approach" described in ISO
11135:2014.
4.3. E5ETNRYSEE Scope of Activities:
4.3.1. FiEHkE X E A PCD Rationale
ETHEEARHANERHESENESIESEE (PCD -~mitREFRFEE 15Fr w51 S5
3/4 (#538), FKit=mATREIERSREZE (IPCD) MHIERTETARENREITIE.
Based on the fractional cycle results to determine the appropriate PCD ( PCD - JP CHAN
DRN SIL RND 15FR 3/4 W/TRO,and this product will be used for building the IPCD for
assessment of the predetermined sterilization process.
4.32. BEITENEEABUBIATERIEKFEREBILRK.
Three half cycles will be conducted to confirm the achievement of the SAL 10¢ .
4.33. RAREZRZMNEAEHNRERE—FHA =1+ AR REREF-EREERRNE, IR
FTERMEYERT (EANESERERERN, AERERE) BMERRN (R RTINEEY
21.0x10°). EPCD 853 RIEFI LA
Total inactivation of Biological Indicators (Bls) in a defined IPCDs, with a population of not
less than 1.0x108 spores/strip, shall be demonstrated using three half cycles at half of the
EO exposure time of the predetermined EO sterilization cycle. Partial EPCDs showed
growth is acceptable.
4.4. TEIRIEKFRIZEK Sterility Assurance Level Requirements.
FIERA T E R UEK A Z] 10°
Sterility Assurance Level of 10-® would be demonstrated for the product.
4.5 HORIIEFRRM X HERRER SR T ERBERERVNRNEE, EENRERSH
AL A2 R EE S B

The validation will provide documented evidence of the delivery of the physical parameters
10
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for a defined load in a predetermined sterilization cycle for the listed products in a loaded
sterilization chamber.

4.6. X FEEARMINEN B REIERE, REMEANE, RHREENELUELERENIZE
FHTH®RIE, REEEREEMRZMNEEREIZE. ERIERAMEDRRME.

The Half Cycles Qualification consists of the validation load temperature, RH profile,
pressure measurements to demonstrate that the sterilization chamber can reproducibly
deliver the predetermined sterilization process. It also demonstrates microbiological lethality

of the process.

5. 1EZ4RE Acceptance Criteria

5.1. % [E #A Half Cycle

51.1. FBERNERSKEENNEERT, RIAMIRZN, @91K5E. EPCD S92
EiK.

All Bls in the internal Process Challenge Device (IPCD), with the exception of positive
controls, shall be deactivated.Partial EPCD can show growth.

FrRE: “RIE” EXAREMRRTEKBY, FEREKATBRTIAEIESLSRKRET
KEfaE, ATLUAARFIESR.

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

5.1.2. BRMEXRMIAFTE KM

Positive control test articles shall be positive for growth, thereby demonstrating the
adequacy of the recovery technique.

5.1.3. RERZE AT BT E LB AFHNREREITER—F.

EO exposure time must be no more than half of the minimum required EO exposure time for
the predetermined sterilization cycle.

5.1.4. MR 1 HRESHLATE

Cycle parameters as programmed per Appendix 1 for the half cycle must be met.

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 half 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. £3% References

7.1.1SO 11135:2014 EfrR/MRE-HEK-ETHmMAENALR, WIEREHIEHHEK.
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”
7.3.1S010993-7:2008 EO %%E 1SO10993-7-2008 Ethylene oxide sterilization residual
7.4.1SO10012, Measurement management systems &L EE &%, NETIE N EHZH
% k— Requirements for measurement processes and measuring equipment

7.5.1SO 11138-1:2017, Sterilization of health care products EfF{R = R E, E£HIER
5, B4 1-2B9ZEK-Biological indicators -Part 1: General requirements

7.6.1SO 11138-2:2017, Sterilization of health care products EJTIRIEEZRIRE, F4iER
5, &4y 2-EO REITIEH 4 H#5 7~ 77-Biological indicators- Part 2: Biological indicators for
ethylene oxide sterilization processes

7.7.1SO 11140-1:2014, Sterilization of health care products EJT R E~ZmHINE, HEFIER
7, B4y 1:2HIEK-Chemical indicators -Part 1: General requirements.

7.8 AAMI TIR15-2016,Physical aspects of ethylene oxide sterilization. X & Z %z K B BI4IE 14
-

T et Site Specific Documents.

X H4RFS Document No. {485 B Document Title

JCQ & 20029 FEIRIE/EN 45 S Instruction of sterility test

e = . . —
JCQ & 20050 #ia ﬂi;.nlilﬂfili?a \—r.:F: Instructions for the operation of initial
contaminated bacteria

12
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JCQ & 10009 RE{EWIESH Sterilization operation instruction
BQ260 REWIEFEF sterilization validation procedure

8. %ER Procedure

8.1. B & Prerequisite Steps

8.1.1. EXEMINENANSS 5L A RN AAREHRTHEAEII, BFIERENH
EREREP.

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

8.1.2. FTAXRLIRANRBIER/ER, REAREELNRE, REMEDRKAE LRI IE
SEENAT R EAZ AN AT 21

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

8.1.3. HZIXZFHIFICR, FPIMEFIERFICR.

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. FEWIEMREHEREEL HIRKEZEEN

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

8.2.2. R~} Dimensions.

8.2.2.1. REEE AR EB R ~F Sterilizer Internal dimensions: L - 2800mm, W - 1350mm, H -
1700mm, B2{F{KFE Chamber Volume : 6m?® , #l /=52 £14AF Dunnage Product Load
Volume: 4.1 m3,

8.2.3. ERWHITLIRLA T = mREREE Y 5T

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

8.3. %1%} Materials

8.3.1. %% Load

13
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FRBFIRIFE R, =& 24Fr ERSIREREZEER A (142.188kg/m?), Bt =R ITIEHSA
A LA AT R P iR L SR E gt TR R BRRIA (FBE =>142.188 kg/m?).

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 fractional cycle qualification .

8.3.2. i#iEHkEkEE PCDs

8.3.2.1. AE IR E IPCD - ~mizREIFAEE 15Fr 15| S5t 3/4 (#43% ), HAHE
NEYHERT WREZFAFE) A THXFEERREITRHIA.

Internal PCD (IPCD - JP CHAN DRN SIL RND 15FR 3/4 W/TRO ), inoculated with biological
indicator (Bacillus atrophaeus) will be used for this Half Cycles Qualification.

8.3.2.2. LHAFEERHELKTHFT 1.0x1094, 7 54°C ¥R D EEARATHFT 25
.

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.

T | B 5| &\ [E2 BI
= B/ S _ _ t E. %I _ D-value D {& | £/ Manufacturer
Brand/Type Microorganism | population/strip
=3E/EOS-E6 MM EEESHRERAE
Fujie/EOS-E6 ATCC 9372 21.0 x 108/strip >2 5min Hangzhou Fujie Disinfection
Products Co., Ltd

8.3.2.3. FMEN T RN~ mIFH B RN VIR B R P HMIAEE.

Each inoculated product is then packed into a primary packaging and sealed.

8.3.2.4 (RKBEKFITREMLRE, IINERLRENHE, MEREW WA ERFNE
FEHkik R BB ERBIRIR.

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

8.4.FF X+ I HATRER

Define the predetermined half cycle runs

8.4.1. HEE %3 Construction and staging of load

8.4.1.1. FEmBRFFIRMF 2 (A HITHESR, BRARERFED 12h BEHKREHIIF

14
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&, A ERAEITHERRTEIR.

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. FaRBIENDIEE TLRL, AEIERSR R INEITEREEE. TETIER
3 B AR KRR MR 2 3 BEAR BRI E AR A= mAa

The load will be seeded with temperature and humidity data loggers, IPCDs,EPCDs, all
PCDs and sensors will be placed into the full load shipping cartons per Appendix 2 for half
cycles.

8.4.1.3. fkBR I1ISO 11135:2014 Y, ET~mEHMHR 4.1 m®, FFHPRIHDFE 15
N (ZFR18 ) MHEIREMKEXE, HH#ricA B1-B18, EPCD #it 18 4, #ridA
EB1-EB18, 1ZERMIZR 2 MEKRNHERELEEF.

As per the recommendation of ISO 11135:2014, a minimum of 15units of IPCD (actual 18
units) are required for the half cycle (based on the product load volume-4.1m3). The IPCDs
will be labeled as B1-B18 will be distributed throughout the sterilization load according to
appendix 2,accordingly18 units of EPCD are require,labeled EB1-EB18,and will be fixed
outside of the shipping cartons.

8.4.1.4. {kHR 1SO11135:2014 gy, ET~mEHAFR, ELOFE S MNEERK(ER6 M)
2 NEEIRSL (SZFR 34N, (FFIR T-T6. H1-H3) BFHEEHARER. REBEHEI0HTF=
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 half cycle runs (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 HHl = R EF B TR BHERFHIA, 88 3 M+EH. 8MERZEREIEE
fRZEL 3 RUETRURE T DB HILZRBHRKMEAMRIRZE.

Non-saleable dunnage products will be used for this Half Cycle Qualification, including three
15
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half cycles . The time interval of each cycle shall be at least 3 days in order to let the

dunnage load being sufficient aerated to prevent residuals kill and employees safety.

8.5. FHA Half Cycles

8.5.1. BBIT=EEHIEEL Three half cycles shall be run.

8.5.2. KERMIF 2HMEANEMERE, MERREKERREEIRK

Place the IPCDs,EPCDs and T/RH data loggers as per Appendix 2

8.5.3. 1ZBMIR 1 WESHERESITH AR REREF, FEPNSEMRREREMNEIINSER
REFEFSHEE, REFEMNEBDSEAREFEAELLGER—+, REiznBEk EO AEHRE
ETR,

Process the staged load per the sterilization cycle parameters in Appendix1. The parameters
of the half cycle will be the same as the parameters to be used for full/routine sterilization
processing with the exception of exposure dwell time. The gas exposure dwell time for the
half cycle will be reduced by 50% as compared to the full cycle.And the sterilization
temperature and EO usage will adopt the lower setting limit .

8.5.4. FEHRNERNERGE, HREYBERKREXE, N=REHNEEME MWL
%Rk, EPCDs, IPCDs. Fi RN EFFEBkEL R B/ E Pk K B TR ERIRTEBEFEA
BB EMEM Bl 155

After completion of the half cycle, move the load into the post sterilization area to retrieve the
data loggers, EPCDs, IPCDs from the established locations in the load. All IPCDs, EPCDs
will be handed over to microbiology lab for incubation within the predefined time interval.
8.5.5. iIERNEIIEHREKE, IINEMLRED Bl FIEFLER.

The processed IPCDs, 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.

8.6. ##EU & Collection of Data

8.6.1. YE T {5 2 8i2F Collect at least the following information or records:

16
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8.6.2. FIHATREW~m (FmfEk, =mARSFHBE).

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

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

8.6.2.2. WMAEYMIMKER, BaRIRR, ®EFIRF, BEREZR, 1ExEERFE.
Microbiological test results for each set of test articles, including sample identification,
equipment identification, medium identification, incubation temperatures and times.

8.6.2.3. REZEBE ARG RRIBIEBRITHR CRZESHEIR)

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 ZEFE A TUNH BRI E R R E U ST A IR IER &

All testing data will be collected by the protocol author and compiled for the validation
completion report.

8.7. ¥#E = Review of the data

8.7.1. 1&¥FiE3% Runs Records

8.7.1.1. REFEMBREFLHANAARRRERREFZURRTESIEENIRESH.

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. MEMIRIHIEF LA RE 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 = Mik #1#&E Laboratory testing data

8.8.1. LLENIXKEINHFELEFZUNSIEFEK

Forms and worksheets used to collect data from laboratory testing shall be reviewed by

quality manager to ensure compliance with the governing procedures.
17
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8.9. = @Ak E Disposition of the products

8.9.1. AT IRMREWIER RBARMES, THEESRLEEXK.

The load used in this PQ run are non-saleable dunnage load, there is no products disposal
requirements.

8.10. SER ¥ A HAfAIA#R & Completion Report

8.10.1. FEEMIIEREFEANIIDNKER, TISETEE R EREP I FHFEIES.

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. K@ iHtid % Sterilization cycle run records.

8.10.3. EXRBHFRNEATHEMANEREE.

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

8.10.4. ¥R S Load physical performance profile.

8.10.5. FREHHFNREENRREE.

Minimum product load temperature to enter the sterilization chamber

8.10.6. ZREREMREANRERERESIER.

Minimum/Maximum temperature of chamber during EO exposure time

8.10.7. MALIRLER, REZRBEMERMBEMNMENEEEZRE, RREMESRENVE.
Temperature spread and locations of minimum and maximum temperature at the end of
conditioning, throughout EO exposure and aeration.

8.10.8. KE & & H18] EO exposure time.

8.10.9. EASMEANMEME N EABEFRERFFT.

Pressure rise during gas injection and post sterilization flushing

8.10.10. AEYMHERFIR~REEMALR, FailBEMRE.

A summary of results from incubation of biological indicators , product bioburden tests.
8.10.11. XM REREINEL, E2XMESSHREEENESR.

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

8.10.12. REBMHSHZERAECH.
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Sterilization cycle specifications for routine production including set points and tolerances.
8.11. £ #3E=~7 4 #TIEH Biological Indicator Certificate(s) of Analysis.
8.12. RKEFI49HTIEP Certificate of Analysis for the sterilant used in the process
8.13. ¥ EHAFIA B A BIMIEEYIIE R Training records of related staff on this PQ protocol.
8.14. MEMMRR AR HEXHIAELER
Resolution of any deviations and the results of any related investigations.
8.15. A S R, TTEMRE R IHMEIRE T UAEE
Half Cycles 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 ETRIR S # Predetermined sterilization cycle parameters

9.1. MR 1 B/R¥ B HI/£ B EATEIR Half Cycle/Full Cycle - Appendix 1

9.2. M3k 2 EI/RFERERIEAMIRAFR (FEHD

Pallet diagram indicating location of all test articles (for half cycle)-Appendix 2
9.3. i3 3 El/R1EA IPCD & EPCD

Pictures diagram indicating IPCDs and EPCD.
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&7~ 55 B HAEIR S 8 Fractional 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.)¥ EHA

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

TBD

50C

60min.

-70kpa

12-14min.

5min

<0.3kpa/min.

1 time

3kPa

28-32kPa

4kg

10-16 min.

610mg/L

180min.(predefined)

360min.(predefined)

Approximate -70kpa

Approximate -5kpa

=-3kpa

SEE Range

TBD

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

20




Device Manufacturing Co;Ltd

E=TrasmARAE

B3R 2 BIREE BRI AR A

Pallet diagram indicating location of all test articles -Appendix 2

loadingid ]

A Blc D
| e

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

#%3F¥ Remarks:

1. 1~18 S FEEMEX A 1 B 18 KIFR IPCD, #AFRISMEXT S 1 E) 18 MM EPCD.
B1-B18 placed inside the shipper cases according to the diagram indicated, and EPCDs are
fixed outside of the accordingly shipper cases .

2. 1~6SHEFEERMENNMN 126 SRIEEIERIL, 2EAR1, 4, 6 5 (FIAHER IPCD
MEE—IE).

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

according to the diagram indicated.
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Mtk 3 El7~tER IPCD & EPCD
Pictures diagram indicating IPCDs and EPCD - annex3.

1. NERKRRE - BEREMTEE 15Fr T334 3/4 (R
IPCD - JP CHAN DRN SIL RND 15FR 3/4 W/TRO-IPCD2

Bl position E##E R FINLE
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2. NEMEREBFREHEERTA
EPCD -BI strip seeded in the plastic pot

JEE thickness: 0.35+0.05mm

Bl position &4t RFILE
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