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Items / method Standard Specification Results
e T IS R R T B g il
s W AMCERERRE NN e
a5 477-Light yellow clear liquid with :
Appearance The results meet the requirements.
blood odor
pH-fafui%  pH-Potentiometry 7.20~8.00 7.90
BEEEE-NGEIRE
Total Protein- Biuret method e gl
M. -tL &
AEA-HLAL <300mg /L 12.9mg /L

Hemoglobin-Spectrophotometric

1815 [E-0K B EAX
Osmotic pressure-OSMOETRE

280~360 mOsmol / kg

293 mOsmol / kg

N i -5kl 1% Endotoxin--Gel Process

<10 EU/ml

<10 EU/ml

T w E-E AL g (REZ )
Bacteria and Fungal-Sterility testing (Current USP)

FA 4 No Growth

&I E No Growth

7 JFAR-HEFRVE . DNA % e Gyt
Mycoplasmas-Direct Culture, Hoechst DNA Stain

['H 4 None Detected

54 #L5E None Detected

KI5 A0 R B - B . TR Tk
Ecoli  Phage-Macrophages  plaque  and
proliferation

[H % None Detected

754 #5E None Detected

4= 1gG % & Bovine IgG concentration <500mg/L 51 mg/L
MR (CPE): RTZMm | ..
241 i 5% 7R 45 Not Detected ff &M% Not Detected
Cell culture MR E (HAD): RGO | #F&#E Not Detected
Not Detected
R EEIERE (BVDV): Ry | FF&HE Not Detected
FH 1% Not Detected
4R EE 3 (BAV3): R APAME | FF&MSE Not Detected
Not Detected
Y/NFHFEBPV): ROAFAME Not | FF&#AE Not Detected
%ﬁﬁ*ﬁiﬂﬂ g;tected = .
:Iertuei:tion B 3 BY(BPI3): LA | #F&HLE Not Detected
HERthukE 14 Not Detected
Direct fluorescence antibody | FEZ IR ER(REY): L AFATE & #L5E Not Detected
Not Detected
FE K7 T (Rabies): NAMAME | fFEHE Not Detected
Not Detected
A EmE (BTV): RCAMRME | FEHE Not Detected
Not Detected
AR B AN BufAR A (BRSV): | AFEHESE Not Detected
N A9 £ Not Detected
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T H 7y PRAERLE L EER S

Items/method Standard Specification Results

4 Hf £% 341 8] Population Doubling Time
HEK-293 ¢l ifl % 5%103mL. 1x104mL.
3x104/mL FEF,
VERO #Hiffut% 6x109mL. 1x104mL .
2x104mL EFb;
MRC-5 ZHffi% 3x104mL. 5x104mL 3%
B, B 24h THEL, A b

3% G B (6] A1 T [F) S 4 % R o
VA 1) 90%- & HE

The doubling time should not be less | The results meet the
than 90% Control serum with the same | requirements.

grade

i &% 2= plating efficiency

pacaliol V79 4R A . CHO-K1 48 fifud% 100cell/ 1L 435 s Bl 5 TR 2 - 6] 5

AEBE | o WL TR 10K, | L

| RREEE SRERG. VOols| | V79 cells=06%

Promstion and CHO-K1 cells were inoculated in a F y CHO-K1 cells =95%
. : . less than 90% of the control serum of

60mm cell culture dish with 100 cells/dish ol i

for 7 to 10 days. The cells were fixed with e ¢

methanol and stained with crystal violet.

: RANELEIEFE 5, AL 48 /it
it EE 41 ff 5% 7% Plating Culture T REE LR, B,

VERO 4HAf. HEK-293 4Hiffl. MRC-5 4H ; e FFE Mg
e Continuous cultivation for 5 passages, B8t vatle

h passage can form the monolayer :
VERG oells, HEK-203 cells and MRC.5 | S2Ch passage can form the Yo requirements.
in 48h and cell morphology is the same

cells were cultured

with the archival photographs.
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fysk:  2%(5 B---For information only

T H Items 53 Results T H ltems £5 1R Results
A4k % (Biochemical assay) P ITE (Trace metalsfiron )
HE [ &% Cholesterol 0.63 mmol/L # Potassium 5.70 mmol/L
Hih =B Triglyceride 0.35 mmol/L 4 Sodium 139.00 mmol/L
& % FE B [E B High density —mmol/L F1k4 Chloride 101.00 mmol/L
{5 % & RE[E B low-density Cholesterol | — mmol/L 5 Calcium 3.19 mmolL
&= IB 41 Z Total Bilirubin 8.90 ymol/L £ Magnesium 2.46 mmol/L
E# B4 % Direct Bilirubin 10.17 umol/L JoHLE% norganic Phosphorus 2.29 mmol/L
[E]HEAE 4T % Indirect Bilirubin 0.00umol/L # Iron 18.1 pmol/L
= B 7% Total Bile Acid(TBA) — pmol/L 177 %7 BCu 0.33 pmol/L
i 1 B2 2 % Alkaline Phosphatase 109.00 U/L ME#E Zn 7.67 umol/L
£ L E B SGOT 17.00 UIL
B EE SGPT 3.00 UL # % (HORMONE)
B R B IKEE GT 8.68U/L 21 Testosteron — nmollL
LI it 2Bl Lactate Dehydrogenase | 342.12 U/L 3 1 Progesterone — ng/ml
GEFn I Amylase —UiL i —E¥ Estradiol —  pg/ml
LEZ B Creatine Kinase — UL
fR# Urea 4.18 mmol/L
SR Uric Acid 52.6 pmol/L
HLEF Creatinine 153.7 umol/L
% Glucose 3.87 mmoliL

ac wi LARE.  wmEm. > 1.9




