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EH/NF 0.64% , ILEIEEFE,
59~137x108 1 4 }ttfgﬁ@.ﬁz*ﬂ_ﬁgo

TZ2EFHN~ RBBEENTE=E~ .

HIZAVERGEBERR 0.5u ~3um , FEAH
L ZHEBHENERTSEEINE | BiTH

EBRHERIVEIRAT] 201358 B




TRUSTECH’

TEST PARAMETER
Wik H

SPECIFICATION
Fik

Appearance, powder MK, Bk
Appearance, constituted MW, BE¥#F/E

White to off-white powder {5 K H A8} A

White to off-white liquid, may have foamy

appearance [ HOK WA, nlHEH RS

Appearance (microscopic)ZM i, BT M

To pass test - circular objects present i it Jll ik -77
Identification - PFH (FTIR) Matches Reference Spectrum
- AE Ok (b 52X Kt
Identification - DMPC (HPLC) Matches retention time of standard
% E-DMPC (ERUHAHETS) 8.41010.7

Assay DMPC (mg/200 mg powder)
DMPC L5 (mg/200mg ¥ A

PEE ORI [BIARAELE 8.4-10.7 2 [H]

Assay PFH - headspace (mg/mL) 2.1t02.6
LB A - T 22 8] (mg/mL)

-Stopper Migrants (ppm) NMT 200 each
T # (ppm)
Assay PFH (at Constitution) (mg/L.) 56 to 146
LB A9 Cbt (BOFJE) (mg/L)
Bubble Size and Distribution:  #ifd K~} M40 Ai

Volume median diameter (um)#4H 155 R <f 411079

Counts > 10um (%) > 10um B3 H (%) NMT 0.64

Counts/mL 3 to 10um fF<EF4 3 £ 10§

KEH
Total Counts/ mL  #F& 7t i 5

13t02.4x 10°

5.910 13.7 x 10°

Free Fatty Acids (mEqg/kg) NMT 10.0
H 1 IE i B (mEq/kg)
Water determination (wt. %) NMT 3.0
K fik g i (wt. %)
Free Fluoride (ppm) NMT 2.50
B B #LP(ppm)
Osmolality (mOsm/kg) 250 to 350
JiEJR¥E B R ¥ (mOsm/kg)
pHat 25°C 6.7t0 7.7
25°C pH 1
Content Uniformity Conforms
TEISE i
Bacterial Endotoxins (EU/mg) <0.875
40 B 7 % (EU/mg)
Bioburden, presterile (CFU/vial) <100
TS, KEEI(CFUMR)
Particulate Matter, USP
(Avg. particles per vial’):
> 10pm (max. value) <3000
> 25um (max. value) <300
Sterility (USP) No growth
JLEEYE (USP) FTAEK




