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i i B4 SA211.02 B RE JAg: 500ml f#t5: 20220420
Tt H #0772 FrE R E Ko as g
Items / method Standard Specification Results
W VR TR VS FHRG A (944 70 5 1 .
2] -Li llow clear liquid with :
Appearance MR LigHt yelow cioet i wh The results meet the requirements.

blood odor

pH-Hifiii%:  pH-Potentiometry 7.20~8.00 7.62
B A S - R
~4 .
Total Protein- Biuret method e by
I 4T 28 - b 3
P <300mg /L 85.2mg /L

Hemoglobin-Spectrophotometric

1575 [E-UK MIBIE IR (X
Osmotic pressure-OSMOETRE

280~360 mOsmol / kg

323 mOsmol / kg

N B 7 - Kt 2 Endotoxin--Gel Process

<10 EU/ml

<210 EU/ml

TwA - ek (REAM
Bacteria and Fungal-Sterility testing (Current USP)

[H 4 No Growth

FFE H5E No Growth

W JRAE-BEFRIE . DNA 98 6 Buth
Mycoplasmas-Direct Culture, Hoechst DNA Stain

[ 44: None Detected

54 #15E None Detected
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Ecoli  Phage-Macrophages  plaque  and | [%11% None Detected 547 #3E None Detected
proliferation
4= 19G %t Bovine IgG concentration <500mgIL 55 mg/L
HaRA (CPE): TG4 M
ML e 4% Not Delected eallaia
Cell culture MR E (HAd): RJGHARH | %A #1052 Not Detected
Not Detected
"ERREEIEITE HIEE (BVDV): RH | %545 Not Detected
[H 14 Not Detected
ARHRFEE 3 Y (BAV3): RIARAM: | #F& M Not Detected
Not Detected
Ry AN REBPV): RIABAPE Not | 74 #5E Not Detected
o3 #5451
Viris Detected
Detection RIS 3 R(BPI3):  RIAWT | A HIE Not Detected
HAER NG £ Not Detected
Direct fluorescence antibody | I /79Il #:(REV): K AR FFE#LE Not Detected
Not Detected
AR B (Rabies):  BNBATE | £F&ME Not Detected
Not Detected
LW EBEE (BTV): A FFEE Not Detected
Not Detected
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AR IERR I A A AT B (BRSV):
Nk P Not Detected

FFaMsE Not Detected
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HE TN ke LR B SA211.02 Pl R MA%: 500ml fit5: 20220420
T A7 s FrfER & R4 5
Items/method Standard Specification Results
11 A% 34 5[] Population Doubling Time
HEK-293 4 ff14% 5x103%mL. 1x104mL. Sein =
: A 8 R ) AS P50 T [7) 5 4 % i it
3x104mL $Fh, 1 90% Rl
VERO #ffufi 6x108mL. 1x104mL. |. O ™
2x104mL HEFh. The doubling time should not be less | The results meet the
' than 90% Control serum with the same | requirements.

S 4 L
14 T A A
Cell

Promotion

MRC-5 #iffidé 3x104mL. 5x104mL 4=
H, 5 200 HHL K

grade

I 42 plating efficiency

V79 4iilifd . CHO-K1 4l 4% 100cell/ I 4%
Fp 60mm AR FEIL, 395 7 E10 K,
MR, S5ahYett. V79 cells
and CHO-K1 cells were inoculated in a
60mm cell culture dish with 100 cells/dish
for 7 to 10 days. The cells were fixed with
methanol and stained with crystal violet.

I % AR T[] S 20 o B ofL
1) 90%

The plating efficiency should not be
less than 90% of the control serum of
the same grade

V79 cells=92%
CHO-K1 cells =94.3%

I HE 441 ffu 1% 9% Plating Culture

VERO 4ii}ffd. HEK-293 #fifif1. MRC-5 4|
s 9% o

VERO cells, HEK-293 cells and MRC-5
cells were cultured

TRANESLIEIR 51, AR 48 /it
WREERBE LR, BESER.
Continuous cultivation for 5 passages,
each passage can form the monolayer
in 48h and cell morphology is the same
with the archival photographs.

& ME
The results meet the
requirements.
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TE 20, ke ad IR 5 SA211.02 . % A% : 500ml #E: 20220420

B %75 B ---For information only

TiH Items 451 Results TiH Items 45 2R Results
‘EALEEEE (Biochemical assay) ke #& (Trace metalsfiron )
JJH [E ¢ Cholesterol 0.95mmol/L Hf Potassium >9.4 mmol/L
H i =1 Triglyceride 0.73 mmol/L £ Sodium 147.00 mmol/L
5 R B [A B High density —mmol/L Sk 4 Chloride 106.00 mmol/L
K I JIH [%] B low-density Cholesterol | — mmol/L 5 Calcium 3.64 mmolL
FMBLTZ Total Bilirubin <2 umoliL £ Magnesium 1.65 mmol/L
HL%AB41 3 Direct Bilirubin 1.5 ymol/L JoHLH% norganic Phosphorus 3.12 mmol/L
[ AR 21 % Indirect Bilirubin 0.67 pmol/L £k Iron 35.30 pmol/L
LB g Total Bile Acid(TBA) — pmol/L 1§54 BCu 1.97umol/L
Rl 17 5% 1% i Alkaline Phosphatase 409.00 U/L ML #E Zn 33.09 pmol/L
¥ 51 iy SGOT 30.00 UL
B INFE NG SGPT 5.00 UL Mz (HORMONE)
HE AR GT 8.38 U/L 52 i Testosteron —  nmolilL
FLIE R U Lactate Dehydrogenase 666.98U/L Hi{ARHA Progesterone — ng/ml
JEFT B Amylase — UL JifE — % Estradiol — pg/ml
LR % Creatine Kinase — UL
PK 7 Urea 6.94 mmol/L
SR 1% Uric Acid 127.35umol/L P "';_{'55 —
L Creatinine 298,05 ymol/L & !' ‘
il %) % Glucose 3.47 mmoliL B
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