7

2] =AU [ R

BB FE

MERCK MILLIPORE




ZENEBEPEE

» GMP/EP/USP/HR[EHZ5EE

NTFE—HOANARTE/ TR | E%%‘Jnn IZF a%E- JREL el REfD
PR BB B SR = E SRAARE.

> HARTHENE
- BULREGERNERAFESEMEYRIEE | BRI
- 2EFMWNE , UR—EEE | (R HILRE 121‘.&'@ 1¢'F5E7if)u1}“&$%,5;|’é
« FAMEARE—AT R TRERNIE

> TERERRE
ZEMEEE ERANZIERIER ( ETAERKR )
AJ&NRGE (FFAMLET )




w
@
o
a
3
=
=
l :
O
[+ 4
w
=

- h

ZEINRGZIET AARE THT

-




w
@
o
a
=]
2
Y z
x
3]
4
w
-4 z

EEIEIRE \

> FEZE20100y

FEMRBEREMNESESE 10 000 K TFHEEEEE 100 FHBEAEGRESX
AN ERE RGP T

> USP/EP/FREZSEE ( 2015hRZSEMERE AR )

TR BENEIMESREB K= THEEA E2ENRERRESS XIGHA
BRE R R FHT




e

> AR

> YR

> TEEERKE

> ERENHEHER

CLASS B room

LFH (class A)




R \

> TEIGUHE— EREBNEE , WA R YGRS
B TR P31,

> HENFFENARRERELTRFREIE , REERRNARZ AL

NBFE,
> ERTENNET , BRMEARRRGTTERIE , 3T JRIE)IIFF
IDRAE.

> LWARNERTEKX (BREESLER  XE, BE , #E, FE,
OF ) #HNGEZE.

> BIRHEANTFXEFEEERFHITER.

LIS PR FPREMRFARNFEEZERESTIES.

> R EBEEHSREHE4ER.

A\




PR RaIR

> TEELGRRERS
- FEAMBRS
- (EEEONREE]
- RENRE
- ECEIRFSHENE

> 2015hREZE9206 TEICERARE AR A IHESEN,




PR RaIR

SY s S ST = 5 )
BIRSEIGHYCheck List,
[BEEsKEICR.
fBEes RHUERRZER(RTR.
RS

- EEIIE

o SERHIOUE

- KESUE

« KREMERIEIE

- REEEFER

o {NENUERAVETIE

YV V. VYV V V




w
@
o
a
3
=
=
. :
O
[+ 4
w
=

- h

FC T M SEE 22 N AN {a] (A5 e

-




w
@
o
a
=]
2
Y z
x
3]
4
w
= z

H}

in =/ R eI

~

> BmnTAXK. TFEEMMENERR (ELTIWEFE (K ) &2
RIF. FirEAUEEEERGE) NI TERNER TEFERIA.
R RSN ERRERNESRHITIONE , ERSPEAENERERNGS T
FIOENER, HEREASINHARIAEH TS,

> AR, =5, 8%

> fEE
- FE
« R
o REMEYD
S

10



w
@
o
a
=
=
z
X
Q
x
w
z

> 2015hRFEZHE (9205 ) BEEFSLREMEY ENFIEFEESEREN

- HminPLREATERIIRESERFA T ANNEENAESEIT "m
EFREEENE" 79A. B, C. D415,

SRR ERERR EHSR ] = |
N JE SEEZRF. 5 B TUREE. (0 =1
- A SRS %;\,5 FRF. FFE. BOEE. XRAMEY (8F
FTHRIRE RS
FESBSNER BHEFEX | SEEFRT. FiFE. EE. REAEY
P EEEFATF. ZEE. TEE. RENEY (SFE
A% yNSH o
X SRELE | Bimep )
o B4 SE—k ?z’j%,??#ﬁ? FEE. TRE. REHEY (SFE
WEYLERE K 18FRR )
C BEE—X | SREFNTF. FiFE. EE. REAEY
D %% FEFER | SEEFNF. FiEE. EE. REAEY

11



iaiRE IR F AN e

AR EHNEEASEEMESIRXBE T FESSNERERER | FHFIE
EIFIERERHEMERSEE SMENRFLIRENE. ERETAFAEFRELL
B RRPIEER.

12




s IR as i \

Y N ADY A e e S Bl i b d e

13



mt =/ IR sRA R s

14

]'

w
@

(<]

a

=]

=

9 z
x

[¥]

3

w

z

> 2015hxFEZ5EE (9205 ) ZfmiE#Lie=RMEY mNFNEFIE SR
- SIRRIT
Fim R AR ES B FRFRIRHE
BFRFERAICVFEY ML TTK
im R ER RS U

>0.5um >5.0um >0.5um >5.0um
A 4% 3520 20 3520 20
B 2% 3520 29 352000 2900
C4 352000 2900 3520000 29000
D 2% 3520000 29000 AMERLE MERE




H}

in =/ R eI

S

> 2015khRFEZH (9205) mia#EREMEY mNFESIESEREL

o HEYD
ZiER RIS Y SN RIS
. N 3 | JUFFE(e90mm) EHAEA)
R ERA s cfu/m cfu/4h ¥ (p55mm) S5IEFE
cfu /att cfu /FE

A <1 <1 <1 <1
B 7% 10 5 5 5
CHk 100 50 25 -
D 4% 200 100 50 -

15



)=
M FETENERE

-




w
@
o
a
=]
2
Y z
x
3]
4
w
=

EERE S ‘\\

HEMERIFRITIE:

> BIRTIEA
- A TEREE
- HAATEREX

- BIRTEEMRBSAN SR ERS. TERRERNERASMAKX
F0.45um, BEELH50mm, ( 2015iRZ5HAERES AR )

> BEEERNEA
-  BEiEREMAERTAZESRTE AR TTERERHNG  BIERL
EEHNMD ISFERMEREEFET.

17



w
@
o
]
=]
=
z
' :
Q
3
w
z

TR \

> TEGESEIMEDREN e RIS EIfA
- et
- WERBE  RRFREE
-+ HRRSEEIR A
- BTEHPHEIRR

2y,
By %o —
Ny
> TEMEL LD AERMTE
- UHTEERTERESARN , BT RERERE , IFAFCRENS LS
BT ZFRENTERE, SRR mAaET e e niGlaS Rt ,
NEFTH T IRER M,

18



= Y OB AV =k g

HmAIEMER D Pl IEI PP R AR

R RIS R E RN

AT ARBE MBI ( M100mIZETT )
SLI0 7 A BRI A B SR
REREMNAERANEDIERE

IR FRFLAR i TR

YV V.V V VYV V

Avoid false
negative

19




w
@
o
a
=]
2
Y z
x
3]
4
w
-4 z

NERREESENESEN ‘\\

e IEFRRIT IR AN LIEF IR FIE 7
FEmRITIT A

TREREIR ; SEBR MuEE EEFE—ERIA
AR, LSRRI AR RE
IR ERILIEIRE | &/IMUISIREZRRATIA) | PR(KTTEE
{sE IR BT ire AR 4N PV D F A

B IR |, IR | SBINSREL
CeHER (FERIMEKIMKITRYERTERE )

YV V.V V V VY V VY

Avoid

False Negative

20



w
@
o
a
3
=
=
l :
O
[+ 4
w
=

- h

A F T RN E IR N EIEEE

-




FZoEfS e

> fEH----EREIN

22

Rk

i

= p=ti:3ra




MBS Tt

23



NS Tt

| | ‘: |

> HESLTRERELELRE
> BsAG/ARRIERE

24



25

> RELLCLAFRIS RS K 30%
> ERHIEEETSEE

> AENRIAERRRIEKEIIR
REBEIFERE

> RIERERSRIENLZEIET

> FREIRGIEF FRRUT




F)/BEIE

STERITEST equinox

FANREE

BanREER , BASOP
> TRERERAE
> BERASEERIR

26



w
@
o
a
=]
2
Y z
x
3]
4
w
= z

SEAIIQ/OQ3TH: \

27

> eEEHY & ATRIARY 1Q, OQ, PQ 37K
YIRS AREE MRS 75 Z8ISOPRr ER TIFRUF REiA.

> [E{LIUERTE]
XTFZICH QC/QA &R I 2IERIEERIMRS .

> FEEPREX
IZIDIEN AT EEE  NFTFEZHE. LIKRGMPEK,

> IEMRY , BRI
IZEIENAZRH |, RGN EIE PERENI D Z EBE40FELKRH
Millipore AEIES Y.




w
@
o
a
=]
2
z
i :
3]
4
w
z

EEIeEEH \

> #----EE
- FFESMARETRNEREE
- AERRERIE
- BAMMRRITERMEERERE

= |
S
| g ® “w» R
it
| | = j’_\,
’ f_): =
/ 7

28



NSRS ‘\\

> SIEEHIEEYIRA MBI TR AR R e ERYRE
YIRHENER.

.
. ISR , TR
. SRR E S

> (EFERMRMERYEIEM R , AOPVDF |, BEIEEs BN KIEIDEIRYER/IML.
- Durapore (PVDF) & : IFBRAYIMTE , EBLARE - miliEiRAI AR IR

29



30

— iR T iEERAYIERE

> IEEBEEER

. REMERHHES TR

> (I BJREER
- SHPERADHIT

> FEIREER
- ERIEEAR BT &




A ERIREFRIE

P
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Sterisolutest® EZ
Sterility Testing Devices
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Inspected
and
QA released

N\

Manufacturing Sterilization e l 0)\ tests
Component :
traceability: Mre pfarame ters Test results Sterilization Test results
and in—process
record parameters record
tests record
record

v

Batch record

QA review

Product released by QA
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> COAIEH

Product

Thiz kot of product was 100% air tesled during
manufachring and met Millipzre's requirements

for the canister, membrone and ssal inhegriby.

A Micad Eztars of Cellulees [BACE) mambrane
with @ maximum pore size of 0.45 micromelsrs,
as verified by bukble point, is vsad in this preduct.

Quality Assurance Lot Release Criteria

Thiz manufaciuring ket was sampled, fested and released
by Gualiby Azsurance for complianes with the following
charocten slics:

Physical tests (pre-sterilization)

Follewing fesis ware parformed inprocass on somples
aof this batch and meat Millipare's requiremens:
Clean Water Flow Rate

Samples met Millipore's equirements for clean waler
fleww rabe of ©.3 L/'min at 10 pei 107 bar| at 25 °C.
Maximum Pressure

Samples exhibited o maximum canister prassure rating
in accordance with spacifications.

High Prassure

Samples confirm the integrity of the s=al on the Sheritest
canister ensuring the integrity of the welds betwean

the hop and rhagf:ﬂss. the membrane and the bazs,
and betwesn the fubing and the canister.

Biological tests (post sterilization)

Retention Efficiency and Fertility
Samples demonzirated the required retention and farliliy
af the fallowing micraarganisms:

Stophylococcus qursus ATCC® &538
Closinidium sporogsnss ATCC™ 19404
Condido olbicons ATCC® 10231
Aspergiius niger ATCC™ 16404
Pssudomonas oeruginosg AT 2T
Bocillus subifilis ATCC® 33

Snlullll'_r

The radicsterilizafion process was volidated f—:“w.-'irg
AN quidslines. E-:IEE l=t migt the accaplance crikria
for the contrelled and validated I:'g.-'c|a. 5:|rn|:-|as p:lssa:l
the sherility tests par the L3, Eurcpean and Jopaness
Pl‘lﬂrl‘l‘r:l{:-:PEiClE.

Sterilization Process Controls

Each |:-:H:|E|_:_|ing received an imadiation dosa batesaen
21.9 and 40 kGy. 40 kGy is not inhibiting thegrowth

of Sgphyvlococcus gursus ATCC 8538, Closiidium
sporogenss ATCC 12404, Condido albicans ATCC
19231, Aspergillus niger ATCC 14404, Pssudomonas
oeruginosa ATCC 9027, Bocillus subfilis ATCC &533,
Escherichia colf ATCC §7 39 and Aicrococcus lufsus
ATCC 2343, Revvalidation of the inadiolion doss is
perfarmed on reqular basis following 44881 requirements.

Quality Assurance Audit Release
Criteria

Performance of this product is confirmed by parfoming

the F-:"-:win; testing on F{Dducl surnplss on an audil basis:

Physical tests post sterilization)
Clean Water Flow Rate

Samples mel Millipore's equirements for clean waler flow

rate of 0.3 L 'min at 10 psi (0.7 bar) at 25 =C.
Maximum Pressure

5:|n1|:las met |"-.-*.i||ip:{e'5 recuiremeants for o moximum
conizter pressure rating of 45 psi [3.15 kar) after

starilization.

High Pressure

Samples corfirm the inkegrity of the zeal on the Steritest
conister ensuring the irtegrity of the walds betwsan tha o
and the baos=, the membrane and the bazs, and batesen
the h.||:|-irr5| and the canistar.
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) Avoid false
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False Negative
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