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PEml HEm

5.53 0.053 4.8 \

5.14 0.05 4.65 0.038
5.34 0.055 4.79 \

5.47 0.455 4.52 0.043
5.6 0.04 4.94 0.041
55 0.051 4.7 0.054
55 0.052 5.1 0.052
5.43 0.049 4.9 0.048
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40°CE: 35 0d 2d 10d 30d  40°Ck:F% 0d 2d 10d 30d
10mL (XE#) " 1.51 6.86 9.71 16.67 10mL (X&) 5.82 6.68 6.54 6.31

| 10mLR (NE  pHill
10mLR (N%&#F) Sy 1.51 7.06 12.44  24.06 A i 5.82 6.95 7.05 6.78
10mLA(H 1) 1.51 2.93 6.80 1559 | 10mLA(H1E) 5.82 6.49 6.46 6.17
10mL (X&) = 0 535 820 1516 10mL (XE#) 0 0.86 0.72 0.49

AR 10mLR (N& pHZfE

10mLR (N 0 5.55 1093 22,55

mLR (NE&#) e o . 0 1.13 1.23 0.96

10mLA(H1R) 0 1.42 5.29 14.08 | 10mLA(H12) 0 0.67 0.64 0.35
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pE R ARE. 7ml. 10ml. 20ml. 30ml. 50ml. 100ml. 250ml

A R PR R LA

121°CHTRLIR 7K
4

PSR T i 7K 1

(HC) =
0.01mol/L

i R 4

[RZRES

VL R

YBB00252003
-2015

YBB00242003
-2015

YBB00342004
-2015

YBB00352004
-2015

12%

HC1%;

120~
0.7mg/dm?

12%: 0~<75
2%k >75~
<175mg/dm?
NAMET 22

W ANKEHER TR ERTR.

0.046ml/12% 0.049ml / 12%
0.17ml 0.15ml
HC1Zk HC1Zk

0.39mg/ dm? 0.48mg/dm?
12% 12K

60 mg/dm? 108mg/dm?
128 2%
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Ba
Cr
B
Mg
Al
Ti
Fe
Zn
As
Sh
Pb
Cd
Ca
K
Si
Ce

fit51
<0.1
0.15
0.25

<0.1

0.17
0.015

<0.5
<0.1
<0.01
<0.01
<0.01
<0.002
<0.5
0.34

20.8
0.18

fit52
<0.1
0.15
0.24

<0.1

<0.1
<0.01

<0.5
<0.1
<0.01
<0.01
<0.01

<0.002

<0.5
0.33

18.8
0.17

fIt53
<0.1
0.15
0.24

<0.1

<0.1
<0.01

<0.5
<0.1
<0.01
<0.01
<0.01

<0.002

<0.5
0.30

22.9
0.19

NI S IR 3

fit51
0.18
0.13
<0.1

<0.1

<0.1
<0.01

<0.5
<0.1
<0.01
<0.01
<0.01
<0.002
<0.5
0.19

10.7
0.090

fit52
0.18
0.11
<0.1

<0.1

<0.1
<0.01

<0.5
<0.1
<0.01
<0.01
<0.01
<0.002
<0.5
0.17

13.7
0.11

I64 H

fIt53
0.18
0.10
<0.1

<0.1

<0.1
<0.01

<0.5
<0.1
<0.01
<0.01
<0.01
<0.002
<0.5
0.16

11.0
0.11

SEl. 10kV.  WD12mm SS30
Sample

SElI 10kV  WD12mm SS30
Sample

SElIL 10kV.  WD15mm SS30
Sample

x10,000 1pm

x10,000 1pm

x10,000 1um

Apr 11, 2017

Jun 26, 2017

Jan 07, 2019
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Intensity [counts]

8.1e8 5

3 weizhiwu #121 [manually integrated]

TQ2404001 TIC TIC

7.0e8 4
6.0e8
5.0e8 4
4.0e8
3.0e8 4
2.0e8 4

1.0e8 -

-2.4e7 ]l

counts

|1 - 4B HOTE - 8.157

16-13.116

I
T

G Ve S

\7-14.796
|

T ]

min

3.0

T
5.0

100

"450 200 250 30 380 390

Intensity [counts]

"] weizhiwu-2024 #13 [manually integrated] TQ2401003-jiachun TIC TIC
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0.0e0 {[™~

-5.0e7

13- 6.531

-l ' 565378
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11215148665
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Joog-
200802
2ZMJ-1

Y20080
12-
60°C30
D

Joog-

201119- |:':1 EEH ﬁaﬁ

Y20080
22ZMJ-
2

R PR E T S SCRHEIITIRGRE (A0 1 AR

SR E
(ERT

ES (B

(ERT

V Cr

0.01 <0.01

<0.01 <0.01

<0.01 <0.01

Mn

1.99

0.04

0.02

I__‘. SAMERRREANSSE —. JBEHCPIES R AL PR 2R

Jiit

Co Ni Cu As Se Mo Cd 6Sn

<0.0 <0.0 <0.0 <0.0 <0.0

1 1 0.06 1 1 0.02

1 0.23

<0.0 <0.0 <0.0 <0.0 <0.0 <0.0

1 1 0.12 1 1 1

<0.0 <0.0 <0.0 <0.0 <0.0

1 1 0.09 0.01 1 1

1 0.24

1 0.04
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§ 201.323 Aluminum in large and small volume parenterals used in total parenteral

nutrition.

(@) The aluminum content of large volume parenteral (LVP) drug products used in total parenteral
nutrition (TPN) therapy must not exceed 25 micrograms per liter (ug/L).

(b} The package insert of LVP's used in TPN therapy must state that the drug product contains no
more than 25 pg/L of aluminum. This information must be contained in the “Precautions” section

of the labeling of all large volume parenterals used in TPN therapy.

H

N B FE TGV S AT
— P PR A J50 A2
BT aEAAMFE25ug/L

= A7t 3 (ugl)
' 13.4
#hiw1 CoFkD e
#ti2-<BA12 B-E & 482
#tiw3-1<ER12B-E & 488
#tiRa-<HAI2 A-E & 76.9

bt isER (ugl)
FEERE (2L E=E st B = if; 0 = &
RS ST, 200ml1 32.2 434 71.3
M AEES EaE, | 100mi 50.6 843 119.8
I ST 100mi 413 53.2 61.8
AR RS ST, 250mi 335 38.6 419 57.4
e O FEERES Fai R 100mi 61.2 573 573
T S 100mi 37.4 45.4 61.0
AR EE EShe e | 100ml 38.1 55.1| 88.4
AET{# 25




‘ P EeHERFRENS =
— . RIEERTE I AR T A
N BEEERTW T iR E I S R
3 5 e T IE%E (ugl)
RS | MBI 1 g L —
i) 61.13
ZS IR ——
121/ 15min | 48R 100ml BH 26.94 13.24
BH= 16.20 8.50
) IR LS WM RICRIIBE (ug/l) 60°CIES
EREA B _
FILHESE (pg/L) < 0 Fe 15 Fee 30 K<
BNES B ES RO & 23.54 < 61.83 < 91.41 <
FES B B 0O ¢ ) & 38.99¢ 2.86 < 23.01 < 28.52
R TR 3 EE O 7.95 < 24.34 < 34.59 <
BNES 3 B RO = 4.77 € 11.69 < 27.85 <
BN B B S 0O ¢ = 38.99< 1.23 & 9.39 & 9.98
HR R 3 3 RO 3.03 € 10.54 < 18.06 <
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SV A e S P R R 2 W ) it

Tungsten
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