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TR | Bk TGA SRR SR I1T . ACHRil & SEHfE O PP BARIZ BRI T RE 2 A AUI B 8\ & o
FELTWET,
Sample Identification Polymer, Wt% Organics, Wt% Ash, Wt%
PP Control: Resin Pellets Lot ABAAGO1 " ¥
(SGS PSI 36309-01). 100.0 o0 00
PP Sample 1: Resin Pellets Lot AALA635 . N
(SGS PS| 36309-03) 1000 00 00
*- helow detectable limit
M7 — | B4 21 CFR 177.1520 (23 & | ST VO E R &AL E Uiz, Wik
4 B OFEREZLLTICEEDET,

Maximum
Soluble Fraction
9.8%

Maximum
Extractable
Fraction 6.4%

n-Hexane
Fraction, %

Xylene

Client Identification Fraction, %

Control: Hand Sheets
Lot 9011854
(5GS PSl 36309-02)

1.15 Pass 2913 Pass

Sample 1: Hand
Sheets
Lot 9012048
(SGS PSI 36309-04)

0.749 Pass 1.248 Pass
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JLFEIHT LMk ICP YE&E 65 TEAY U —=V VFER,

ﬁﬂ: ™ ES Estimated Concentration (ppm)
naHr7A Elet PP Control: Resin Pellets PP Sample 1: Resin Pellets
% (Si) Labm"“"‘;;’:f’"t Es Lot ABAAGO1 Lot AALA635
7R 1 (SGS PSI 36309-01) (SGS PSI 36309-03)
DEHE Al BDL 34.65 35.04
j]l] L f: Ca BDL 45,78 52.44
N Mg BDL BDL 10.79
R G A
n, R P BDL 3254 33.12
XAt s BDL BDL 12.00
Si BDL BDL 156.02
ibi*ﬁ Hj BDL = Below Detection Limits
IIRD
27 Bt L= ik L RINBRO B R E U TICE L0 L,
Estimated
Element Detection Limit
(ppm)
Ag, Al, As, Au, B, Ba, Be, Ca, Cd, Ce, Co, Cr, Cu, Dy, Er, Eu, Fe, Ga, Gd, Ge, Hf, Hg,
Ho, Ir, La, Lu, Mg, Mn, Mo, Na, Nb, Nd, Ni, Os, P, Pb, Pd, Pr, Pt, Rb, Re, Rh, Ru, S, 10
Sh, Se, Si, Sm, Sn, 5r, Ta, Te, Th, Ti, TI, Tm, U, V, W, Y, Yb, Zn, Zr
Li, K 100

FRHBRAZY 10 ppm TH D Z D, BENRERZRT 3 DOLHEIZOV
T, SHICFELLANRT.

Element Existing PP Resin New PP Resin Conclusion
Mg <10 ppm 10.79 ppm Equivalent
S <10 ppm 12.00 ppm Equivalent

Si <10 ppm 156.02 ppm Not Equivalent

Table 2 SRt O [R5 M ETA O A2

ER BLR aXyk

AR, 7 4 | BEATE ELEZOIFHM | KR O, 7 1 v ME, BRI OWTIE, XA LT

v M, | IXRETH D, B, BUTORY 7 'L (PP) g & Hr LW PP IR ORMIC

HE (GZkf MR T oW E RGBS NE Lz, LR -T, PP

) XRiF (PP-SP1) 1%, AHATEEALHRTHETHD EEXOLNE
7,

NY)F— gy 7=2—X10 SEREh LV TCHESL SNz REME (oI T o a2 —)

EREXEEN BLAR JRIBRIBDE=DICE oT=T I ay
K-t Eo | A% ZOEFEIZEY, MOV T IA Y— T4 P—FE, o IN
BT VEBICAEE IS Y FHA, BRAIEEFEZOIRFMIIRELTHD Z

EVFEA SN TWET (FRATFT—22M), 1o T, ZOEHITHES X
REREFOEHIILEDH D FHA,

FEAETIZHE | Ny FlLa | Ny TRk, ez iET 2720 I XfFfonrn vy & E
Iy b FL | — RIZEEk | MRICFESR L, V794 P—OEBEIZHTE2ry hO RL—HEV T 1 %
—HeUT g KRR L LES, TOETICLVEEBLZZTHMEESIL 2,000 282572
O, VU IANNIEFRO XM RGO v N R LM E &
Fllony FESERMET LI LIIHY A, ZONRDY, T
WK, BEZ OB EROMEA— X —IZHE s Al 2B %
FRlICBHLH L, BEHEOSHRE LD LET,

COC. COA DHL | 72 1L ZTOEBFITIED CoOCRCoA DT v L— MIEFEIZZTXWERA,




i

SAINT-GOBAIN
Saint-Gobain Life Sciences

WEAEA~DE | 72 L W 7~V &R U CHRGE STV D% Y LR I BB B IR LR~
= FABITR,
VENTTA4 T | L TeifE 2 B3 D BRICE 9 2 A, 25ppm LR EHEE SILE T, PP O

[ITEVE~DE

o
=

BYETRIIZFINTWERA, Tier | 774 v—ICitigEsn s
Tier 2 AU 7Ly (PP) X, ZHEFID PP LRETHD I L FEH]
SNTWET, PP-SP1 XM 2 iET 2700 Tierl BiE TRIIAE X
NTWERA, KB, Franvo7 o2 -G TRLEEINT
WER A, LIRS T, TANE =D 2V T T A 71T DT,
COEFIZL-TEEEZZITHZEIEHY 8 A,

SR O L
£ - E SO
REA

MR L

TRAEBRBEZ (DSC) HBRT — & 026, B LU PP BB R SIL, BifE
OHETEIERE (80C) . A — h 7 L—7@ESME (125CE T), A F—
LA T LA (SIP) & (135°CET) #E7 I EE->TWS =
LRy £9,

TG AR~ D
W (= F B
E A
IN—F 1)

NEE

ZOEHE T, Tierd BIEA — I —IZBW T, FAMBEOLEEH L NI BT
TN TWET, Tier2, Tierl, Vv I NN OEHER TIL, HEH DR
ETRCMEREICEFIIHY A, o T, E4STIHEE., THEE
HAR~ORBIIH Y TH A,

Fat ANy 5
— g D
¥R
=

L

IRAERAENIE (DSC) WBRA L L Lz, @asi, BEfFo PP iR
Lt 5CELS o TWET, LR ->T, ZOEEITHMEDOERE T
FRICEELE2FWHA, DFD., ZOLEHEITES e 2AEHIILEDL
DNERFAL, (FTV=IT4NE—=RT A AT T 4 VE—DXFHE T 4V
S —EDBEAITEH STV D BUTOEEBICEN N B, 7«
B —5E MR T — X DB 2RISR LET),
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fiff
Wi ) F—> | % BRI OB T
V22 O);E.jﬁ’zéé Test Acceptance Control Lot Lot # Lot # Lot #
(0.2 10 m BAME: Criteria C22010384 | C22010385 | C22010386 | C22010387
o H Air No significant Pass Pass Pass Pass
TV =7 4 Differential | change
2 _4) Pressure
IPA Integrity | No bubble at 100% tested in process. Any filter not meeting the
Test 1.0 bar for 1 min | specification is scrapped within the work order.
Water No water Pass Pass Pass Pass
Intrusion @ | coming through
2.6 bar the membrane
IPA <5 ml/ min Pass Pass Pass Pass
Diffusive
Flow @22°C
and 1.0 bar
IPA Bubble 2 1.2 bar Pass Pass Pass Pass
Point
Water No significant Pass Pass Pass Pass
Differential change
Pressure
B ANY T = | A% AR RIZ TR oW Y T,

3 D
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TN =T 4
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Test Acceptance Control Lot # Lot # Lot # Lot #
Criteria C22010388 C22010389 | C22010390 | C22010391
IPA Integrity | no bubble at 100% tested in process. Any filter not meeting the
Test 1.1 bar for specification is scrapped within the work order.
Tmin
IPA Bubble 2 1.2 bar Pass Pass Pass Pass
Point
IPA Diffusive | =25 ml/min Pass Pass Pass Pass
Flow @22°C
and 1.1 bar
Water No significant Pass Pass Pass Pass
Differential change
Pressure

BEANY F— | A% ARBRRERIT T RLO@ Y T,

g v ~D Test Acceptance | Control Lot # Lot # Lot # Lot #
(0.2 m BAME Criteria D22010392 D22010393 | D22010394 | D22010395
N H Water No water 100% tested in process. Any filter not meeting the

T AT T 4 IVH Intrusion @ coming specification is scrapped within the work order.

%) 2.6 bar through the

membrane
IPA Bubble = 1.2 bar Pass Pass Pass Pass
Point
BN F— | A% ARBRRERIT T RROE@ Y T,
g D Test Acceptance | Control Lot Lot # Lot # Lot #
Criteria # D22010396 | D22010397 | D22010398
{0. 2 um BKPE Se T

TART T 4)V IPA Integrity Test 1.1 bar 100% tested in process. Any filter not meeting the
2 %) specification is scrapped within the work order

IPA Bubble Point = 1.2 bar Pass Pass | Pass | Pass




