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KREERZEEE
Installation Qualification of Sterilization

R 1SO11135-1: 2007 F1 GB18279-2000 Frif( [EI7 25 bk i1 K B ——I 41 £ 052 KB P S6nIE I H
Y WESR, RKEAERAT A R 2R S8, UEI KA R e 1 2B i, JFET IR HRNBAT,
A2 1SO11135-1: 2007 frEEsK,

According to ISO11135-1: 2007 and the standard of GB18279-2000 (Medical devices —Validation
and routine control of ethylene oxide sterilization) requirements, did the effective 1Q of sterilization
chamber, to demonstrate that the sterilization chamber had been finished the effective installation
process, and can run normally, meet the requirements of ISO11135-1: 2007.

FEMCK AR 22 S I, R B LR =I5 T 452 «

There are three qualification items of 1Q of sterilization chamber:

1. RELENKE: WERSLSETLEIER. 2OE/AFaRIEsR, 2EIERE TE.
System installation check: check the correctness of the equipment and the design of equipment is
right or wrong and can run or not.

2. %R B MARAT, BERETA W& RAGER B IE BN A, FFIERE R 2R
CILBH 1 AR HERAR D

Information collect: make sure we have all documents and calibration certificates, collect and
appropriate storage before doing the installation test.

32BN MRV RA D RE 2 SR IR H, RE IR BIRUE 2K,
Installation test: test the equipment detail function can use normally or not, and whether fits the
regulate requirement.

3.1 Rk & System installation check:
3.1.1 2 IERiTE The correctness of installation

Frg $EEIH o Bl e AT EER
Item Qualification Item Check Record Accepted or Rejected
Par: =723 AN
1 i DAce CRej
Chamber installation position
AR R
2 OA CJRej
Chamber size c« °
Y ran 223k ST
3 RRSEAT DAce CIRej
Level of chamber installation
CERUN RS
4 Tﬁ AT E OAce ORej
Gradient of chamber
FEAA 5] R To P A
5 OA CJRej
Fraise of chamber round e e
N E Yoran 3
5 154 MS%@E | OAGe IRej
Door and chamber installation
. W:f] Yﬁéﬂ%[‘aﬁ% | OAce ORej
Door can moving and no fraise
,’E’f,"é L, = A 12 E:
8 = L.ﬁ%% . [JAcc CRej
Straight of pipeline installation
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Performed by:

Verified by:

1.2 L5 HERTE The integrality and veracity of installation

FF5 LKW H [ORCRIVS PRURHEE e SN
Item Qualification Item Check Record Accepted or Rejected
Sl R TERENE L HE
1 T;%J? }Em;*%.rﬁz HERATE OAcc ORej
Integrality and veracity control system
L R e s . HER T
5 {. HLAR }Emé.r mr OAGe ORej
Integrality and veracity electric system
LK R e etk e
3 1IJ<¥ }Em;*%r_fk HERATE OAce Rej
Integrality and veracity water system
;I:[\:/:‘/\é 5C ’ AY i E ’
4 f j? }Em;*%réfz HERATE “Ace Rel
Integrality and veracity t gas system
MR TERENE, AT
6 IR ARG e R OAce ORej
Integrate and correct control system
EEPRRTTA T #ERTE
3 B IEAR AT Bt | Eﬁf' | ClAce IRej
Acceptance and veracity pipeline sign
AR S AL AR B
9 The placement and number of meters LJAcc [IRej
and sensors
Performed by:
Verified by:
1.3 HL A5 R 4t 2% Electric controlling system installation
PRI S\FOR TR AR AT 1 KA
RSP The acceptance of spec, IR PR AR MC;eck
Item name model, technique Installation veracity Sign veracity record
requirement
%_% [1Yes [INo [IYes [INo [1Yes [INo
switch
Hig [Yes [INo [Yes [INo IYes [INo
pushbutton
) %% [1Yes [INo [1Yes [INo LIYes [INo
interlinkage
E&:‘ ==}
feiaa OYes CNo CYes ONo | OYes [No
sensor
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PES

meter

OYes CONo

OYes

CONo

CYes

CONo

WAL N
motivity

Aannaratiis

OYes CONo

OYes

CONo

Yes

CONo

e E
Heating
device

OYes CONo

OYes

CONo

CYes

CINo

g A
Humidity
device

OYes CONo

OYes

CONo

ClYes

CINo

LA

safe earth

OYes CONo

OYes

CONo

CYes

CINo

Performed by:
Verified by:

1.4 1HENL R S %% Computer system installation

I H 44 %5
ltem name

5 R

Spec and model

AR TE

Installation veracity

Ja BNIEAT
Run

SR
Unconventional

ranarA

Eil}

mainframe

OYes

CONo

SN A
display

OYes

CONo

UPS HJH
ups power

crinnhys

OYes

CONo

FTEIHL R %A%
printer and
connection

OYes

CONo

P LA

control box

OYes

CONo

Performed by:

Verified by:

2.% k% Information collect:
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2.1 A E R Collect all interrelated documents:

—
e KBB4 S 50
Certification

Item Documents of Sterilizer Period of Validity

N
b3

Date
TR EN R
1 Industrial and commercial [IYes [OINo
business licence

2 . @ﬁ.{&m&.ﬂﬂﬁ . CYes CONo
Medical device login certificate

e S A VF AT IE
3 Medical device production IYes [INo
licence

=97 2R B A VAT AIE
4 Medical device sanitation OYes ONo
licence

VI
5 BEFHITS N/A N/A CYes CNo
Instruction document

N ) Q
6 KR N/A N/A OYes ONo
System blueprint of sterilizer

KT A 2

Installation blueprint of N/A N/A [Yes LINo

K asde P e rd
8 Maintenance instruction of N/A N/A OYes CONo
sterilizer

KT e LR SRR

Sterilizer’s familiar malfunction N/A N/A LYes LINo

KA %2 R E A
10 Sterilizer’s safety operation N/A N/A CYes CONo
regulations

|m} . I,M]~‘
11 %””%ﬁ: - N/A N/A [IYes [INo
Standby equipment parts form

,/‘_‘.'S,‘—é‘ /";;&:‘#IV\‘
12 B RS 5 N/A N/A CYes CINo
Pipeline sign form

P2 i IR B R S AR
13 Eligible certificate of equipment N/A N/A IYes [ONo
and summary standby parts
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2.2 {FRIEF Y £E Collect all calibration certificates

R

Name

Kk

Number

e
yes or no

IR AL IR

Temperature sensor

OYes

CONo

LR IR
Humidity sensor

OYes

CONo

Ji AR R

Pressure sensor

OYes

CONo

Performed by:

Verified by:

3. 2353 Installation test:

3.1 iy AT IR Assistant equipment run test

Sl e

Assistant equipments

IE AT [A]
Run time

Noise

Jigte 77 1e1)
Circumgyrate

directinn

SR ILE
Unconventional

racord

HAER

Vacuum pump

10mim

=
SR

Pump

10mim

2R

Circulate pump

20mim

SR
Gasification pump

20mim

IR 5
(A IKAH)
Heating system
(steam and water tank)

30mim

N/A

IR
Steam produce

equipment

30mim

N/A

N/A

Performed by:

Verified by:
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3.2 iHEHL ARG H0IZ 47 Computer system run test

1A 2= L E
SEMH B sk AT | Wt R
Qualification Standard requirements Run time/times record Unconventional
itam record
UPS R REFRIETHEHL RG]
W &b VR S REEE AR 10 4
Bh
UPS UPS must make sure 2~3times
computer supply electricity
10mins when outer
connective power supply cut
SN A NINCATYN .
. . 30min
display Display normal
FEHL IEHIEAT A .
: 30min
mainframe Run and test normal
AT AT 5
i 2ti
indicator light Light when run the Imes
equibment
VB B A JAK BE . "
/DHE’fglm%Ef TE;%;&*E 2times
Temperature Record the data
sensor
W B AR IR A TR E R .
. 2times
Humidity sensor Record the data
J& 1R N
Pressure R E 2times
Record the data
translator
S WUATLAR B RAUE 5 TR
LA NSRRIy = .
control tank Test box make sure 30min
computer communication
Aand camnlina narmal
FTERHL IERfIE . FTENIER .
. . . 2~3times
printer Print quickly

Performed by:

Verified by:
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G B dREE, KEE RSN (AT RE. BT RS. WRAR%. BT R2%. BHE
RS, ZARG) GRF &, B, REMBERER, AR BORBUE KA R 4
£ 1S011135-1:2007 HIER, AWK IR LB 1.

Conclusion: After finishing the installation qualification, the sterilization chamber and each assistant
part’s (vacuum system, cycle system, heating system, compress air system, electric controlling system,
steam system) documents are complete and install correctly, system position nicety, the blueprint of
equipment, technique documents and interrelated documents also are collected, and it meets the
requirements of 5.2 of ISO11135-1994, the calibration certificates as follows attachment 1.

Prepared By: Date:
ETO Sterilization Process Engineer

Accepted By: Date:
ETO Sterilization Assurance Engineer

Accepted By: Date:
Sterilization Manager3
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B 1

A AR IR HE

BuFEHR: A& B IGRE RS2 RER

IEER: MM BIGR E R YA IR FHAEH SR

ISUF I HE: GB18279-2000

T == = s K6 5€ FALAT K5 H #A g5
1 Otk OfREH
2 Otk OfREH
3 Otk OfREH
4 Otk OfREH
5 Otk OfREH
6 Otk OfREH
7 O& ONE
8 O& ONE
9 o4& ONE
10 Otk OfREH
11 Otk OfREH
12 O& ONE
13 O& ONE
14 O& ONE

ANEREIR

WAES5 8 O&# OAREHE IAIEN H 3.

HAZEE R O&#% ONER HZA: H#.
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Operational Qualification of Sterilization

HHE 1S011135-1:2007 Fil GB18279-2000 Frfh( «E=7 A K B —— 34 £ ot K i R Bk Je H o 42
Hi) VEIESR, XK EEAT A MRS T, IR R RA A, WA EERANIET, IR
1SO11135-1:2007 %K .

According to 1SO11135-1:2007 and the standard of GB18279-2000 (Medical devices —Validation
and routine control of ethylene oxide sterilization) requirements, did the effective OQ of sterilization
chamber, to demonstrate that installation process of the sterilization chamber is effective, the equipment
can run normally, and meet the requirements of ISO11135-1:2007.

FEMUK AR ERAE SIS, B AT F07 T4 52 -

There are five qualification items of OQ of sterilization chamber:

1. B RN EdHEs, WESHCRITHE AT HE R,

Vacuum speed test: to calculate the vacuum speed by setting vacuum parameter during the vacuum
process.

2. [t EE It AR UM R N AT ORI, SRS SRR A i R R

Pressure leak test: to observe and calculate the leak speed of chamber by keeping pressure during
the subatmospheric and superatmospheric process.

3. MR ST A RS IR DX P T I A e, SR R A R BE 2 ST
Temperature uniformity test: to determine the temperature in a number of locations distributed
throughout the sterilization area to test the temperature uniformity of sterilization chamber.

4. VRPEMAR: E I 4 KRR DIESRAE B IR R 40 LA A B A SR T 5 ARk R .
Humidity test: to determine the validity of humidity injection system and calculate the variety relation
between humidity and pressure by injecting humidity into the sterilization chamber.

FEMAEW T

Particular content as follows:
1 B2 IR Vacuum speed test
1.1 WEH AT ZH-50KP, 10X B &S HUE P R, THEE AR,
Set the vacuum parameter -50KP, record the time that reach to the setting parameters, and

calculate the vacuum speed.

1.2 YIS HEE1T 45 The run results of physical parameters

AR (B
s THAR S [A) X FIt F B ] FR
s | men T g | Speed of .
) Starting ) Using Requirements
Run times | Vacuum . End time . . vacuum )
time time(min) ) (kpa/min)
(kpa/min)
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1 -50KP <30

1.3 Hic s WA 1

The data record as follows attachment 1.
Performed by:

Verified by
2 J& 77t #E i Pressure leakage test

2.1 124 1SO11135-1:2007 , Ao A% 671 1 A IE e itk 2 ik s 152 17U -50KP, £ 1t 60 4315 1E % 50KP,
TR 60 708f, WS THELAE DR R B B Bt i i

Accords with the requirements of 1ISO11135-1:2007, do the leak test of the chamber during the
subatmospheric and superatmospheric process; subatmospheric: -50KP, keep pressure 60mins;
superatmospheric: 50KP, keep pressure 60mins, observe and calculate the leak speed of the sterilization
chamber of the keeping pressure process.

2. 2 WP SHEE1TEH The run results of physical parameters

TG SR L) £ 71734k X - T i AR K
e - " P FE ] ki 5 -
BT Starting End Pressure o Leak speed
Using time Leak speed .
Vacuum pressure pressure changes (min) (kpa/min Requirements
(kpa) (kpa) (kpa) P (kpa/min)
50Kpa <0.1000
-50Kpa <0.1000

2. 3 HEiCF I 7

The data record as follows attachment 7.
Performed by:

Verified by

3 IR E ISR Temperature uniformity test
3.1 PEEE 211 Inner wall temperature uniformity

3. 1. 1R 1ISO11135-1: 2007, FEFHMAFATT/NTMET 1 m3 FUKEM, #2 3 ML
MK BRAE RS, KT 3mS KRR, BRI 1 m3, 4 1 MRS 1 mP 2AOFEEH 3 MR
A TR SR W K B AR RIS (S AP 20 /MRS AR KA ), I P AR SRR AT s I L B 3

Accords with the requirements of ISO11135-1: 2007, the volume of sterilization chamber is no more

than 1 m3, should use 3ea temperature sensors to monitor the sterilization chamber temperature, add a

minimum of one temperature sensor for adding 3m?3 of sterilization chamber if the chamber volume is

more than 1 m® during the empty loading condition; and it need 3ea temperature sensors at least to

11
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monitor the sterilization chamber temperature of 1 m? sterilization chamber (in fact, we used 20ea
temperature sensors), the temperature sensor placement diagram, please see the attachment 4.

3.1.2 W KW E 50°C, FFidskardr i .
Set the sterilization temperature 50°C, record and analyze data.
3.1.3 YEBHIZITEER The run results of physical parameters
3.1.4 B¥Rids SRS K, Kb LS B W 2
Data and temperature trend, sterilization data and trend as follows attachment 2
2.2.5 I ERAESE, KA A BRI ST .
The inner wall temperature uniformity of sterilization chamber is good by the operational
qualification.

Performed by:

Verified by

12
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KB S FEER I SR

B 2

W H A BACK IR =R BRI SIVERT & 20K

BAEESR: REHRAWMZES£3C

IGUFMKHE:  GB18279-2000

e (BRAF) AN flk4:

BAETTH - INTRS

KT AR YA S O&HE OAEH
BAIET7 5

FER T WA, K O A AR R a4 A i BB T KA E 1

WEE E; RBIIRVIEA RS, EAEHRR Y S0E5CR, MRl IR fE
HHIR IS«

1. KB SRR 2 S VR IO T 5%

2 . AR A R

WAL S | FHIR T | R S | B B W e | R e R RS | R R
(AR TR GEEFIE | ASREE CC) | FERI A HERE CC) C)
1.
2.
3.
4.
5.
6. s I
7. Ty=
8. B LR
9. Ty=
10 RARIEE
11. Ti=
12. i KA 2
13. ATy=Ta. To
14. -
15.
16.
17.
18.
19.
20.
EZ R O&#% OFNEy S USATUNE H i
HZ Lk O &k OAREHE HAZ A H 3

13
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3.2 Z AR E 5P Space temperature uniformity

3.2.1 45 1SO11135-1:2007, JEZHAIFKM T/NTAIET 3 me KB, 752 3 AN B R il K
PRAE TR, KT 3m3 KA E, ARG 1 m3, 380 1 MR AL 20m3 £/0FEEAE 20 MR E
AL AR R M K AR R (SRR B 20 MREAR KRR, i AR IR X I DL BT 5.

Accords with the requirements of ISO11135-1:2007, the volume of sterilization chamber is no more

than 3 m3, should use 3 ea temperature sensors to monitor the sterilization chamber temperature, add a

minimum of one temperature sensor for adding 20m?3 of sterilization chamber if the chamber volume is

more than 5 m® during the empty loading condition; and it need 20ea temperature sensors at least to
monitor the sterilization chamber temperature of 1m? sterilization chamber (in fact, we used 20ea

temperature sensors), the temperature sensor placement diagram, please see the attachment 5.

3.2.2 WE KWIE 50°C, FFidx s .
Set the sterilization temperature 50°C, record and analyze data.
3.2.3 MKz T4 The run results of physical parameters

3.2.4 Hlick R EBIE, KEEdE s KL 4.

Data and temperature trend, sterilization data and trend as follows attachment 4.

3.2.5 MIHHRIELSE, KB 2 Wi ) ST ML BT
The space temperature uniformity of sterilization chamber is good by the operational qualification.

Performed by:

Verified by

15
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K = 23 R S A
A 4
BOUE H s AR KR = A R P 3 SR A & R
AFEESK: WER A RZE<£3C
BAFMkHE:  GB18279-2000
BE (B N4
BAFTH - WiAie T
KR 2 A R A () L B 3A) S OHH ONEHE
IAIE 7 i
TERBEE DRI, o B IR AR R a4 A o B T K %
A s BANRVIER R Ge, ERHREA S0E£5CR, WSS AR {E
FHIEICHRY :
3. KB S AR SRR 1T S
4 . AR AR AT R
AL IS | FHETT | FTHRITFEN % | 1B B% iR | 18 BB R R | 5 w2
VAT ke GRESTE] | AR C°C) | FE IR [A] FEPIRE CCH | CC)
1
2
3
4
5
- B
7 T
8 S
9 Tu=
10 AR
11 TL=
12 SYN
13 ATH=TH- TL
14 -
15
16
17
18
19
20
ANEFEHIA
AELE 1S Of & OMNEH BOAE N HHA:
A% Of & OMNEH HIZA H HA:

16
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4 35 A Humidity uniformity:

41 FEREAN___°C, Wi KPR, 4 KWAEINR, %8 M 30%RH F 2| 80%RH /%
J1I78A e FERFE—BINA], AR R S M, I AR S AR A TECEL L L B 6
Inject humidity into the sterilization chamber when the temperature of chamberis _ °C and pressure
is __ KP, record the pressure variety when the humidity rises from 30%RH to 80%RH.. record

and analyze data, the Humidity sensor placement diagram, please see the attachment 6.
4.2 WMF S HEEIT 45 R The run results of physical parameters

FH
PE AL | RIS 30%RH 1K) | MR E] 80%RH 1% /) 7 i J& 71784k
Cycle The pressure of 30%RH | The pressure of 80%RH Using time(min) Pressure
times humidity (KP) humidity (KP) g variety(KP)
1st

. & AR IR
KEi e
Sterilization Sensor temperature
wWAE | mME | WE
Chamber . o )
Max.C | Min. C | R.C
KEAE
Sterilization
2z

Requirements

30----85%RH N/A

N/A

18
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b 6

KEEWREI A SR

Performed by:

Verified by
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A RELZHIA

PQ of Sterilization Chamber Of ETO Department

i 1SO11135-1:2007 1 GB18279-2000 Ak ( (=97 A B 1) K i —— IR 38 £ 052 K B B Bl I H 4%
B YHIZESR, XPKEHESAT T8 E, W T2HE, F e 1S011135-1:2007 HI2K.
According to 1ISO11135-1:2007 and the standard of GB18279-2000 (Medical devices —Validation and
routine control of ethylene oxide sterilization) requirements, did the effectivePQ of sterilization chamber,
the equipment can run normally, and meet the requirements of ISO11135-1:2007.

1 KR ST ZR 5B EO K R S HEAT Wl R A A «
Project in allusion to new Sterilization as follows
TP 1 BE A PR DL LA B R TR L 506 A 7 il B R T 5K
Bl test met the Sterilization requirements
L. TACEGR B2 /9 P 38 S A A
Temperature/Humidity uniformity test
SE 1K test 1
@ OIS PR AN, iR S BRI T ZEE10°C LA
The run results temperature <10°C

L. 25 RE IR ABT test
BSUFE e Validation method

(1) KW half cycle test:
KRITEFRAERRBI AT R E RS HARIEN T, #58 ToAAE B EO S AE A a], R HEE 1 Rk
KA SJAZ B KB I F], P IR SR G 1 8 R W AR 98 1) BT T AR A R AR FH I T 82 28 20> g s 6 KT [
1 2 fi5o
This method is that keeping all parameters in same condition except time; ensure that after
the shortest EO sterilization time, no bacteria survive, and repeat once same test to certify
thisshortest sterilization time. 2 times test should show that there are no bacteria in BI.
Accordingto regulation the normal sterilization time should be at least 2 times of the shortest
sterilization
time.
OF% Bk KE T ZHATIAE, VTR AT, EEMR.
Follow above sterilization techniques to do the validation, BI are negative. Repeat twice.
() WESCFIALS sub lethal cycle test : IZRTHEISRIAIISIES AL HA KRN A 46%E9 60/120 73
B (A/B) BEATIEBUEA WAL, AR FIE o BIE, WK 5E i
According to above validationparameters, reduce the sterilization time to be 60/120 mins for sub
lethal cycle test, when some of BI showed negative, test is finished.
@) R Full cycle test: #%H1THITS 2 IIE S B0IAT 4 1R

Follow above validation parameters to do full cycle test.
20
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ISUEAIZE18 Validation and result

2\ ﬁﬁ/ﬂ%ﬁ//ﬁﬁi@@ﬁfﬁ% Temperature/Humidity validation when products is in chamber

2.1.1 24 1SO11135-2007, FEMMEMI KA T/INTHEET 3 m3 FUKEEH, % 3 MREZLR
AR MM K AR IR, RT3 m3ROKEEAE, ARG 1 m3, HghD 1 MRS 20m3
(PR TR AR 22 /D 75 A 20 MRS AR IR 3 8 N AL A8 R I K TRAE PR B (S B A
20 NMEFEAL RS 8 MBEEARIRAS), AL KA I TSCE B LB 1

Accords with the requirements of 1ISO11135-2007, the volume of sterilization chamber is no more

than 3 m3, should use 3ea temperature sensors to monitor the sterilization chamber temperature, add a

minimum of one temperature sensor for adding 1m?3 of sterilization chamber if the chamber volume is

more than 3 m® during the empty loading condition; and it need 3ea temperature sensors at least to
monitor the sterilization chamber temperature of 20 m? sterilization chamber (in fact, we used 20ea
temperature sensors), the temperature sensor placement diagram, please see the attachment1.

212 WEKWIRE  C, FHidxkotrids.
Set the sterilization temperature  °C, record and analyze data.

2.1.3 YEBHIEITEER The run results of physical parameters(A)
1st

21
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K= RBE R IR IR

BrE H e SRR = PSRRI SR S 20K, RIS H Al A kAT EE X

IUEEER: REHRKIME<10C

IGIFMKHE:  GB18279-2000

ik GRIE) N4,

B UETH A - VNS

KA = G 3 S O&H% OAEHE
UnATWIRrS

FER W MBI AT, K0 B R IR AR A 12 AT m BT T K g

o BAIMPVIEIR RS, FEFEHITRE N 502 5°CRY, WSS & i s TR AR -
FHIRSCA

1K 5 A7 80 B 3 ST R IR T 5%

2. A% A AT o B B T B A B B A

AR G | THETF | FHEIFGEE % | A3 g iR | A B e R R | HERE
AR R GEIFTR] | REHEE CC) | FE RS [A] FEMEE CCO | (T
1
2
3
4
5 BT iR
6 To=
7 e
8 Tu=
9 o
10 R
11 TL=
i BRI
14 ATp=Tu- TL
15 =
16 RI=F
17
18
19
20
NG
IS ZE 18 O &M ONEHE ISE N : H #A:
HIZ 4518 O &M ONEH HZN: H 81
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3% s s X

M SRR AR 1

Sensor L L .
NO Humidity Humidity Time

2.1.4 Hmic sk SR AR A, KRR K R WL 2.

Data and temperature trend, sterilization data and trend as follows attachment 2

215 MWRHRIE S, KEH GRS T
The space temperature uniformity of sterilization chamber is good by the operational qualification.
Performed by:

Verified by:
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R % AR 25 S B0 IR T A I AT R B R

Drawing about distribution of temperature sensors for

temperature uniformity validation in autoclave

24
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3 TAEIPERERAIA BT Validation

SRR 2% K R B % 7E KB L3 PP I KT T 2 B K B AR A AT A

Validation of biological performance is the validation of validity of sterilization process with
autoclave in sterilization cycle.

3. 1 R 1S011135-1:2007 A5ifl, TERFATIAPIPEREIRIART, SR IR Ll B R 2
PERG BAT B VRN K B R~ 7], R AR Y& B cfus TETIARY BTG,
LI SRR, K 40 B K B A8 7S 71 220U K o, Hoo A 7 a4 2 B .

According to IS011135-1:2007, Atcc7372, which is strong against ETO gas, is used as our biological

indicator during the validation of biological performance. The original biological organism

content is cfu. Before preheated process, according to uniformity distribution rule,

we put 40pc BI into the chamber, the distribution drawing is in attached document 2.
MR K B B P2 ddit . B R A K a8 N IR A 77 2, 1 e 1 se il
HTH’]*H?%KI%ZIHT According to products structure, package form and distribution in the

chamber, we decide the relative sterilization techniques as following:

25
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P=Ey Product

K TP K Sterilization process condition

WAEIVERESAE T 255

Parameters Specifications/Tolerances/Ranges

23 Parameter SRR

Specifications/Tolerances/Ranges

Tii4b#E Preconditioning

1.1 B8] Time

1.2 TR Temperature in the cell

1.3 fHXE Z Relative Humidity in the cell

K Sterilization

2.1 ‘K# i Temperature

2.2 {RiR (8] Temperature conditioning time

2.3 WIIEE A E Initial vacuum

2.4 DRI A R e K7 V-t &
Maximum allowed leak rate during a set
time leak test

2.5 HHXESE Relative humidity in the chamber

2.6 K 77 # £ Theoretical calculated gas
Concentration based on validation

2.7 KB i Gas temperrature at the
admission to the chamber

2.8 KM [A] Stirilization Cycle time

2.9 #SEAJE Pressure at rinsing

3.0 #S X% Number of air ringsing steps

3.1 i@ XFIE] Aeration time

Performed by:

Verified by
3. 2. 1 NUEWIKE WA RN, KA, ERFF LIRKE T ZAZMELT,
PR BEAE I RIEAT A4k, FFIEAS R K B A I TR) ) K B 4R 7R AE O PR R AT 3595, 4%
BE TR 5 KB 4R AT o b A K 25 RAE ot KB A2 SR L&A R A . PR s
WK —Fr7~: To certify the validity of sterilization process, we use half cycle method; keep
above sterilization techniques, change sterilization time, and culture BI which is used in

different sterilization time in sterile environment, after that evaluating the validity of
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sterilization techniques according to the result if BI has bacteria or not after cultivation.

For details please see table 1.

&— Table 1
" \ e Rt e T A
KB 1 i 1] FeSZ B K B e ‘
K R 5 £7F Remark
sterilization time samples quantity Positive samples (pc)
Min
Min
Min
I KA RACK B IS TR] R B
g 4 g repeated
Min
validation for shortest
sterilization time
Min

(EWVFR 7R K TR I [R] 90 57 0L A 3)

(BI bacteria appearance record see attached document 3)

ME—HERATCLU: £ LIRKE LTZS8N, £RKE AR M. @2
MR ATTE R FFAB I, KRG 0 KRR B R 8] (a8
BFE)D) N mine

W\

From the result of table 1, in these sterilization parameters, if the product structure,
package form and load distribution keep in the same conditions, the sterilization process is

validity. The sterilization critical time for this product (shortest effective sterilization time)

27
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is 180mins.

LR, WAL 20m’ FEIERERATZHRERMERING, SEREH
BES RMEIES R4S 15011135-1:2007 4

To summarized, after validating this autoclave (20m’) about installation,
operation and performance validation, this autoclave validation process and result
are accordance with IS011135-1:2007.

Ji: KR AEYVEREIABS B, SR PEIATE, e P S K VR I
6]y min, PABORKTEA R

Additionally, this result is got from half cycle method; we recommend for product A, the

sterilization time is mins for total cycle to guarantee the validity sterilization.

3. 2. 2 NIEWIKEERMA RN, RGNS, fERF BB KW TZEAZREMT, KK
P A I TR BEAT AR A, IR AN TR K B 'R P I T8 R K B FiR s FAAE TC B A B T EAT ]G 9, 153557
Ja KRR 78 71U oA A B R ATE Dot K A S K B L2 R A s dnk
s

To certify the validity of sterilization process, we use half cycle method; keep above
sterilization techniques, change sterilization time, and culture BI which is used in different
sterilization time in sterile environment, after that evaluating the validity of sterilization
techniques according to the result if BI has bacteria or not after cultivation. For details please

see table 2.
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IPCD A 5 &

40)

#2

#5

#4

#1

o FHA (21~25)
LN B (16-20)
e N (11-15)
e NG AL (6-10)

""'%Féﬁ (1~5)

K2
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HE D FVERE A CEYITE YA D

C v TS & B PN 7 s M e M R

WUEER @ AT A B K R T2

B UEAR R -

GB18279-2000

e GRIE) ANl

ISUFTIH - NI
AR P RE I AIE Of % OMNEH%
BAIE 7 vk
L. 7= AR S PR
2 .EPCD. IPCD. MITHEERAIA.
3.IEREME (F2hh) ABERT, O %5 K EFIAH IR NEEM (PCD)
TR A B ST R AR TE 3
(IPCD HI¥EHAIHIVE W : [JCQ i 24006] IPCD TS HIAE S & B
4 BV KE LS, e RWE T K,
5. ¥ KW G AR s AT TR R 7R, IRl gR g 1
6 . R A RCK R BT TG S e CRARD;
7. B/ EE RIS CERYD A A RRIG R SR 2 55 KE
WU, YA B K BE I ER
8. BN BRI KE L2
FHIR ST :
1. A e BRI i 5% s
2. Ve YAm A
3. MM KE L E;
4 AR KE L2
5. HRSHOCTE. MRS
IGUFSE R .
T H gER TRIN
1. =i AR ESAS KT 100cfu. pa O& ¥ OREH
2. EPCD #it N KT IPCD. v O 4k ORLks
3. RN ES 2 KA. e OH OMNEHE
IR :
IOAELE 8 O&H% ONEtE LA H -
HZ4518 O&H% ONEtE HAZ A : H -
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M 3 Attachment 3

EEXYEisEN /RN NIRRT

BI record
R (EINTEE
5 SHEE
FO &= mg/1 KB T
A7)
K rofe REFRmFE (R MKHEE
K| gy
= 2 24H 48H
B
1
2
3
4
SR hr CEREBAREAE)
5
6

A H -
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KIE a7 s ENTIN TR 5 EO BB AL

C v TS & B PN 7 s M e M R
SR EEOR PR B R AL R A DA AR AT IR B0 A2 7 R AR
RS bR
e GRIE) ANl
BUET H - PN
A BESRAIE O& OANEHE
CoATlWAREA
L AN dh e 2K S PR AT I ) 3 B e A 967 i AR PR 48 2 e ok B B
2RI KB AP e R T RN R R L e &
ﬁ%iﬁ
L7 R KR R 5% 5
2. P AR S ek B BRI Sk
77 i PRAE(E e
NG IR
WAESE 18 O &% ONEHR BAEA - H -
A% Of OANEH BHIZN H -
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KB L2
PIgHRKE LE
KB T+ C
ET Kpa+ Kpa
i s IS [A] min
KBHEE %RH+ %RH
KA FENE Kg( W mg/L)
K ) Kpat Kpa
KR I 18] hr
PR Kpa=+ Kpa
KM N E IR R min
ST 388 JXISE (] IS
HINAREKELZ
KB T+ C
TR Kpa Kpa
R B[] min
KM %RH + %RH
KEFENE Kg( WJE mg/L)
K ) Kpat Kpa
K B[] hr
PR Kpa=+ Kpa
KIFM R KL IR i min
FRBIT DX 368 XIS ] IS
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