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B plE~ 3 A4 (R 45 # W Z L (United States Pharmacopeia» USP ) 232

T RG24 AP &

V)~ 4 (Chromium > Cr) »

n % 42 (Lithos » Li) ~ 4~ ( Vanadium -

4= (Cobalt » Co) ~ 44 (Nickel » Ni) ~ 4%

(Copper’ Cu ))~#* ( Arsenic’ As )~ 7 ( Selenium Se )~ 48 ( Molybdenum -

Mo ) 47 (Ruthenium > Ru) ~ 42 (Rhodium > Rh )~ 47 (SilversAu ) -

4§ (Cadmium > Cd) 47 (Tin> Sn)~ 4% (Antimony>-Sb )~ 42 ( Barium °

Ba) ~ 4% (Osmium » Os) ~ 4% (Iridium > Ir ) :

46 (PlatihumgePt) (£

(Gold > Au) ~ & (Mercury » Hg) ~ 4% ( Thallium » Tl) °
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B DB-FFAP
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s 0.25 mm
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R 40 to 250
R R 0.50 um
AT iR 2
A EfT R 200°C
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MSD ;& 280°C
Bt bl 20:1
45 §° ) 30-500 7+ &
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10 min 20 min
40°C 110°C 240°C
—> —>
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DEP)~ #8% = ¥ 2= 7 fi5 ( Dimethyl phthalate » DMP ) ~ #8 % = 7 f&
= 7 fis (Dibutyl phthalate » DBP )~ #8 % = ¥ f&2 7 # ¥ fig ( Benzyl butyl
phthalate’ BBP )~ #8 % = ¥ & 2-¢ # ¢ #L f5( Di(2-ethylhexyl) phthalate-
DEHP )~ #8% = ¥ 2= £ I fig ( Diisononyl phthalate » DINP ) % #&

- ¥ pi= B # @y (Diisodecyl phthalate - DIDP ) -
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(F= > (b)) #5500 & 24 ) P OUCRUR L R 7 8 d o PRAE ©

(b)

= ~ Sample A # 5% % #54% o

1.2. Sample B @ #

FoARSEUE S SRR s g Ay T 7 e T e
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(b)

Ble ~ Sample B 1% 5% # iF 42 o

2. E£BT IHF TR B
=

B3N 2018 # A= E R ELE P 12<232>% <233>

P

A FE AR AR E A B RE LR LD

ETTS

REHHLFRIEEBETRETHR ARHRF]LHTHL P L &
Bk kAR MI ngmL > FlaE¥ 8 &R EBEFAFKDRRR -
fI*EEBeLRFHFREF AP AF 2 ZE A4 A4
PSR T o 0 B E N 248 B E Atk 5 R (K
TR ERZ )e B EZ P AA2ZE P vF ks £ £ (pepmissible daily
exposure * PDE ) % % R & & <232>4+4fed 3 @l i g 4 i

dRHA ARk S B BB R K0S e e B
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& ° (b) % Sample A -

J\ F’F% 'i‘

2

|| Ml M umM

\ “ﬂﬂm ' .nMW LI dt Ih
Iﬂiﬂumu.

°(a)» 10 ng/mL & & &%

FZ oS LGk 2487 B2 2478 % (SampleA) o

Element *PDE Results Element *PDE Results
(ng/day) (ng/day) (ng/day) (ng/day)
Li 25.0 - Ag 7.0 0.25
Sy 1.0 0.75 22¢d 2.0 -
*Cr 3.0 0.75 18Sn 60.0 0.50
¥Co 3.0 - 121Sp 20.0 0.25
ONj 5.0 3.00 37Ba 300.0 8.50
SCu 30.0 34.25 %05 1.0 -
P As 2.0 - 93y 1.0 0.50
Se 130.0 - 195pt 1.0 -
Mo 10.0 2.75 BT Au 1.0 0.75
Ru 1.0 0.50 202, 1.0 11.75
%Rh 1.0 - 2057 8.0, 025
105pq 1.0 - 208ppy 5.0 025

* 5 94 £ B# 2 Chemical Tests / <232> Elemental Impurities —Limits
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RT: 0.00 -33.70 SM: 7G

4ng stds 20ng stds Sample A Sample B
PP N ... 3SRy puu INL: 6.87E7
] |TIC MS
] (@) 120200923 Breath Fs
o | | L
TNL: 3.26E6

Im/z= 194.50-195.50 MS
(b) 120200023 Breath_Fs

AR

1087 INL: 1.05E7
L L‘ ‘ () m/z= 222.50-223.50 MS
0 L L 120200923_Breatn_FS
9 'NL: 1.64E7
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1
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1
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I A
[ E
T 7

10
'm/z= 312.50-313.50 MS
| f (e) 120200923 Breath_FS
o P .
100 iNL: 1.51E7
b | m/z= 390.50-391.50 MS
] L b (f) 120200923_Breath_FS
1005 i INL: 3.12E6
1 ‘ h | } ! miz= 418.50-419.50 MS
1 1 " (g) 120200923_Breath_FS
108i 'NL: 7.77E6
] Il h p (h) | m/z= 446.50-447.50 MS
30 120200923_Breath_FS
O—frerrfyrresbereretyel et el v ress e e e e "‘T""‘T"""‘T""‘T""’T""‘
0 5 B------- t5------ 20- b----95------- 30~ - -~
Time (min)

Bl= ~ e g 8 GURER T R R AT R B o B AR5 0 A
HEE S BRIELIESEHRS () BT E1TRIH - (b): #8F =
PR L Fadt BRI (o) s HNF S RS Y B BT R (D)
PAEZ VRS T Aa T K AT Rl (e) 5 AN TR F AR
1THH (DR BT "L 2-2 A AfadF KATRIH - (95 BF =
- RIS AR o (DR AT - TR B ERAET KR
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7. (C)

5.

25] 105.05 1

o 97.20
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100 200 300 400 500 600 700 800 900 miz

BN~ RAPR TR RAFRTHFREH (@) 7 i3 7% o (b) = Sample
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. ISO 10993-1 (Biological evaluation of medical devices — Part 1:

Evaluation and testing within a risk management process) 2018

. ISO 18562-4:2017 {Biocompatibility evaluation of breathing gas

pathways in healthcare applications-Part 4: Tests for leachables in

condensate) . International Organization for Standardization.
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. USP, Chemical Tests / <233> Elemental Impurities—Procedures
R PR L (104 E ) HE T H PR AHEGE T E
B E G g WY LA F LS AL A o
C WA~ BRE Y (A 105 & ) o SR T I E A FT i A E
TEEEMNT s 2 KR A RS e fa B R A B

Pk iR L%

19



