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4. Ha i #5: SA211.02 Zi5: % FHe: 500ml #5: 20220812
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Items / method Standard Specification Results
3 P (3 il

i B g .{%ﬁ*ﬁﬁm{ﬁﬁig Fra e
&Y, 7 4-Light yellow clear liquid with ¥

Appearance The results meet the requirements.
blood odor

pH-Hi{i7y%  pH-Potentiometry 7.20~8.00 7.64

SV R XU R

Total Protein- Biuret method i ey

AN -t
lir 3 - <300mg/L 761 mg /L

Hemoglobin-Spectrophotometric

B8 E-VUK KB E R A
Osmotic pressure-OSMOETRE

280360 mOsmol / kg

315 mOsmol / kg

PN 15 2 - 5Lk : Endotoxin--Gel Process

<10 EU/ml

<10 EU/ml

TC b R -V A R (SR 2 )
Bacteria and Fungal-Sterility testing (Current USP)

IH 14 No Growth

5052 No Growth

S RAB- BRI DNA ROL R
Mycoplasmas-Direct Culture, Hoechst DNA Stain

I 4 None Detected

54 #0152 None Detected

K A R TR AR RV . B i

Ecoli  Phage-Macrophages  plaque  and | [ 1% None Detected ¥4 ¥LE None Detected
proliferation
4= |gG & & Bovine IgG concentration < 500mg/L 53 mg/L
AN AE (CPE): N JC4H s
4l KE AR 7% Not Detected REE Mot bateckd
Cell culture MW (HAD): MM | #F&#5E Not Detected
Not Detected
A SE R (BVDV): A | A H5E Not Detected
[93 4% Not Detected
AR EE 38 (BAV3): RIAMAME | £5&HUE Not Detected
Not Detected
— j?ﬁ]d\fﬁﬁ(BPV): RAMATE Not | #F&#i5E Not Detected
4 etected
ol A RIVORT 3 (P3RS | A AAUE Not Detected
H VP P Not Detected
Direct fluorescence antibody | W7 9% #E(REQ3): N AT FF 4 E Not Detected
Not Detected
F K907 % (Rabies):  NiNBATE | FFE#E Not Detected
Not Detected
HEE TR E (BTV):  RONMAYE | FFAHSE Not Detected
Not Detected

ARG N A A B (BRSV):
R N EH 1 Not Detected

%4 45E Not Detected
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AN R 5. SA211.02 g5 R $i#%: 500ml #5: 20220812
T H A5 i PR E i g R
Items/method Standard Specification Results
41 ffu £% 44 ) [] Population Doubling Time
HEK-293 4 fifad% 5x10%mL. 1x104/mL. B e
3% 448 B () AS 750 F [5) S 5 % R
S st 90% K s
VERO #Hiffif% 6x109mL. 1x104mL. |~ °° Sy
o The doubling time should not be less | The results meet the

2L S than 90% Control serum with the same | requirements

MRC-5 4iffafs 3x104mL. Sx104mL 5 | - on oo ~onol Ser = : :

SCHF 4
WMERE

Cell
Promotion

Fh, 4 24h tHHC, 2] A

grade

I B plating efficiency

V79 4 fifd . CHO-K1 4fiffu4% 100cell/ 4%
Fib 60mm 40 fuREFEIIL, BER 7 £ 10 K,
PR B e, Sh ek g, 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 B NI T ] % 4 0 RS L VS
£ 90%

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

V79 cells=95%
CHO-K1 cells =97%

i g 41 i £ 7% Plating Culture

VERO 41/, HEK-293 4fififd. MRC-5 4
RS 7%

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

oM ESRE IR 54, X 48 i
BB SR, HE&IENR,
Continuous cultivation for 5 passages,
each passage can form the monolayer
in 48h and cell morphology is the same
with the archival photographs.

HEME
The results meet the
requirements.

KB4

1. AFE G2 o A 4 TR PR A J Al brdtE a4 Ml AR BRY) Q/MH 01-01 + 2020 #E4T BRI,
BIEE RIS IE

2. PaFERANK

HNET:




Cellmay

aha: fif A L Be'5: SA211. 02 Fonl: MK A : 500ml #t5: 20220812
f{3:  2%{5E---For information only
i H ltems g5 5L Results TiH Items 45 5 Results
A4k (Biochemical assay) MEIEHE (Trace metalsfiron )
fIE [ &% Cholesterol 0.88mmoliL i Potassium >9.4 mmol/L
H i =8k Triglyceride 0.73 mmol/L 4 Sodium 133.00 mmol/L
iR % FE /IR [FE Y High density —mmol/L S L4 Chloride 98.00 mmollL
{6 % /& i [% B% low-density Cholesterol | — mmol/L 5 Calcium 3.42 mmolL
K HB£T 2 Total Bilirubin <2 pymol/L % Magnesium 1.46 mmol/L
H#H41 % Direct Bilirubin 0.91 ymol/L JoHL##% norganic Phosphorus 2.81 mmol/L
] HHEZL 2 Indirect Bilirubin — pmol/L 2 Iron 35.30 pmol/L
BB AL Total Bile Acid(TBA) — pmol/L 1fiLyE 4 BCu 0.75pmol/L
i 14 W AR A Alkaline Phosphatase 422,00 UL 1358 Zn 29.27 umol/L
Hr E M SGOT 29.00 UL
BN EN SGPT 6.00 U/L W7 (HORMONE)
B RN AR GT 7.99 UL %2 i Testosteron — nmollL
LG I 56 Lactate Dehydrogenase | 648.52U/L W {4l Progesterone — ng/ml
JERT G Amylase —UlL iff — ¥ Estradiol —  pg/ml
ALER % Creatine Kinase — UL
JR % Urea 5.73 mmol/L
JRER Uric Acid 95.30umol/L
JILEF Creatinine 274.21 ymol/L
H & B Glucose 2.98 mmol/L

b HiFE FHEN: 022 o913




