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N, ol 2 37] Az

(1) 814

gol zAlZ 9ltel, i WAoE UL T wAle] 5483 A}

oA 1

o] °f(25 mg/mL)el HE-&Al 1.8mL & FYT F wlo]ds HFPoWA
o

et RS el 98 2R A 2uth O g0e A
b Eeteha, FA - @S A - FAoln], AoE mol: olBAL

°f of 1 wholeke HAIE 2|2 30mg =

Hr BAZEFE 20 FEE 10mg/mL o] 2 Zoltk o] <fkw} HREA 9

TN A2 (20 ~ 25°C)ol 4] 24 AIZH7EA] FA ST

Sl 1 oA ] o] oFF HE-GA o] E3fNoA Had FF 1 3] 256 mg &
Fosts 49 25mL)S FHshd, 443 £3S 2EEH7] 98] 9 mg/imL (0.9%)
ASGEF FAFY 250mL o 4143 FYgith. WMoy WS FHowA
EFeta AFel F AR A E== A2 Hgth

SA &U7F #F vbEsitd, 5o A §9 olEHy ®mAoRE
o2 HApstolok gtk ASPUEF FAIN T o] okl EFALE &
/é_l

WG A3} gl o 2 XE B35 slojok dhu).

o HT MH &9 Fol= o] ool HAFSE 9mg/mL (0.9%) FSIHEF
AR 250mL o] 7Fslxl AJZFO R HE 6 Al o]uje]l ¢ ofof Skt

e AHdd F ZITFES AEg FEEAESE 9stal di-(2-ethylhexyl)
phthalate (DEHP) FZ4H|&S #4A1717] 98] 32, polyolefin E+

polyethylene o= FAHolol  #T  Fo] Jps5e A
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polyethersulfone ZEHE 7}% H|-DEHP,

5 micron Xt} & o|EZHo] FUHE AL

W =712 717 in-line ZE 7 A

micron Rt} F A o

AFE 7VsE 9 AlEZ} in-line ¥ 7F E£3HE 0] 9l

szt AHulo] =dslr] A F9 AEQ

Hl-PVC o2 A Hoof gt

drstz] #ls Fol Al 5

wo}

Olq_g, %—d—oﬂ o

_I

2 Fof FE(dl, end-ZE)7}

F7}=ofof 3k, HE 9 27171 0.2 micron -8 Hh 5 micron 744 <]

Z~ 0]

o2} 7}« end-ZE7l AHgE $ 9l

AHgal e W,

. o] oke HANEYS o Ze&uo]E 80

Ao deld ek T F P

(PVC)ZY-E] di-(2-ethylhexyl)phthalate (DEHP) FZH|&%
PVC &7]oM 73 Haba

. In-line ZEI9} end-ZEH EFE

& Fate,
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P EAE S
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o

Eds

o oo xAS} Fol Fot olF wmestelol @k Y - §HS
7ol F et
3) 917
AGEA e SoREellt wWelol = BEEES I 4w
o 7] ste ok gt
4) AAE T2 MG AT, W 77
of ok& 7] FEe| o] o] A, Fol W s A AFHA g vhE
oba} E3stel M o Wik,
of o2 A AuW Fab £gle] 43 HAAHME & Arh o] kS Fgol
43 A7kshE oFESl Fdo] 4717 B Aelnt
A AW Faole] o] b Fsks] Aol 34 o k2 ATH AREAE
g4gfop Btk of ke ARgAS £FT Fol 9 mymL(09%) ASIER
FApepelwr 798 5 9)
tE 7Y gololde of ke erge WAHA @k tE B E:

of ke A R wuey wrel o)
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el

EFSHE PVC Molu} o778 24| FolAl AgaAE o Ak of

glEHo]E 80 & f3H|dolA DEHP & FEAI7IEE Z&H|olE 80

o

12
ofo
©
%

HEs= wW/&7]= -, polyolefin, 3= polyethylene ©. & RHEo] 2o} 3t}
13. B3 2 FHFAY FYAE
1) o] oF FF-BA= delAe ¢ HH, RS st =5 F(2°C-8°C).
2) o] ok zFS 9 £FE U2 Bysieiof o
3) o] oF} HFEA E3FAL H2(20°C-25°C)ellA Hdl 24 A7 FF AT

2 09% ASUIEF FAdoz AT e =
],

14. 7|€}

oH
)
6 A7t ol AbEEojokt an], AeolA HEF UM W o=y
ofet

=g dides g A A5 AlFolA, 045 mglkg/day &% (mg/kg/day

7oz Abg AREHE 19 ¥ mg/m? VlEow AAEZES] 0.181)00 A

el A gl Z/kskela, B4 el wastglet.

EZNg e R g A HASA AgolA, 20.6 mgkg/day -§3F(mg/kg/day

Zleow Abgr A8 149 % mgim? TIEo® ARERS] 0.4749)0A

2) W
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e 2} APdEo] F7Fskslar, R Aol asksith E7lel A, 0.9 mglkg/day
&

(mg/kg/day ZFo 2 Atg PEgso] 218 2 mgm? 7o 2 A&
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A A 77439 2023.01.31
HIAZ 2] F 2 in vitro A & (Salmonella typhimurium 2 Escherichia coli®] A+t
59 EdWo], w2 fEZFE Axe] AR EdWo], Aoluzx MAE da
Az A o] ) R in vivo A (T2 A3 ARl A FA 5SS UERA
% Skt

4) e ol

7 Ao >0.5 mglkg/day & (mglkg/day 7]Eo2 Algh AG-EFe] 1.24)
2 mgim? 7lEoz AFEF o49wf)ez FolA FHiTe] Fadsith 5
mg/kg/day %%’ﬁ(mg/kg/day 7o 2 Abs A48 Ee 11.99 2 mg/m? 7lEo =
Abeh AE-go] 1.9ul)ol M = 5ol st
F7 FHsd v o83 9JF&FE >0.5 mg/kg/day-&Fol ey WA, Gz}
s 3 A A, AT FA FAE FRkesith
o7 A=o) M= 0.7 mg/kg/day & (mg/kg/day 7102 A B &3] 1.74)
8l omg/m? 7|Ee® Abg A & 0.27Hf)0lM Y A Fof wjR A
WA g0l Frkstaledl, o2 s AE EA ¢7F ZAskeith 1 mglkg/day
&% (mglkg/day 7o ® At AR 248 % mgim? 7]Eo® Abg
A8l 0.39u)o A BiA} F-Al= st

[Z34]

1 AEAFAF (1uFo] eHE el 1.2mL) + 1uFo] SH(H 54 o 2. 2mL))

AHE-71%H
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Avenue du Bearn, 64320 Idron, France

Wyeth Lederle S.R.L.

Via Franco Gorgone, Z. |., 95100 Catania, Italy

TY=k
3= 3}o AHA| of

AEEH-EA T+ HAZ 100,555,655
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