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Cellmad

g AR 1R SA201. 02/ SA201. 01 2. K FiA%: 500m1/100 ml #5: 20220216
| A FRAE L Ko
i Items / method Standard Specification Results
b e 27 G o ol ek 5
g {kﬁﬁl’.émm*ﬂiﬁﬁ‘lﬂ@?ﬁ@ i
% 5 4-Light yellow clear liquid with :
Appearance The results meet the requirements.
Ky otsesa SE s A S S blood odor
pH-H077%  pH-Potentiometry 7.20~8.00 7.81
L._j l-[-\iji XR li ‘T\fi
0~45g/L .
Total Protein- Biuret method : ‘ B
(M 213 [ - b ik
R <300mg /L 177 mg/L

Hemoglobin-Spectrophotometric

1535 IR UK B3 TEAX
| Osmotic pressure-OSMOETRE

280360 mOsmol / kg

297 mOsmol / kg

A 7 i%"-h“—-é‘i'l’-iiil‘ Endotoxin--Gel Process

<10 EU/ml

<10 EU/ml

R e

}Lm’r“ L (R [E 25 4)
Bacteria and FungaI-StenI:ty testing (Current USP)

A No Growth

546 7 No Growth

7 B AR-BE SR DNA 26 3 (A,
Mycoplasmas-Direct Culture, Hoechst DNA Stain

[H % None Detected

¥ & i 5E None Detected

' 1g .’*W Bovme lgG concentration < 500mg/L 61 mg/L
SSa] N 2 ) ZI ( . W -2 Y Al
| REHAZE (CPE): BAAMMNOE & ¥5E Not Detected
A i 5% Not Detected
Cell culture TR (HAdD: R ] i
| ﬁ%gﬂ;ﬁé} @ NFMBH Pt #5E Not Detected
i SRR s
A dE RS (BVDV): Rk
| I} P4 Not Detected e
AR pEds 3 Al . NCORPHME
; {I) ?ifeiej W LBARN HNGR T4 5E Not Detected
A0/ REBPY): A B g
I 154G ;Fotﬁlj)zt\eiej( ): BRI & HE  Not Detected
Virus
Ji, PiL) K1 H
| Detection FRIRBRE 3 2UBPI3): MABALE 75 5 Not Detected
JERE i ST Not Detected
Direct fi tibody | MBI BREV):  RLABIHE
irect fluorescence antibody Nifﬁégfe@ea;(REV) R P 1 #45 Not Delected
S ik (Rabies):  NoAFAME
iiﬁeﬁi( ables)s . ML FF e Not Detected
M E R i 5 W g [5H 4
' FRERS ( BU:  RAR Fr&5E  Not Detected

Not Detected

IR AR C BRSV):
W B YE Not Detected

FFE#E Not Detected
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s BRI 1% SA201. 02/ SA201.01 F: KK A% : 500m1/100 ml #E: 20220216
T H F Ay s b e N 6 &5
Items/method Standard Specification Results

[
#4111 415 1§91 1] Population Doubling Time

HEK-293 4Hfiif% 5<10%mL. 1x104mLy | . . A
7 Y i) AR T 7 55 250kt Tt it

3x104/mL 2 Fh Y e bt
o s g B S ?rjug Jdggtfl)i; time should not be less 1{:::” Mf t th
2x104/mL 45, 9 e results meet the

than 90% Control serum with the same | requirements

MRC-5 #Hfifif% 3x10¥mL. 5x104mL $&
grade

fip, 24 HH SRR

iy
X o

45k % plating efficiency
&R AN R ; e
V79 4i L. CHO-K1 #H fa$é 100cell/ L%

G A | g o o | MR RS e it 37
18 B A | Fh 60mm 4R ESFEIL, £295 7 £ 10 K, Hljl i MR T [ 55 R 1H
= | IHEREE, KR, V79 cels The Iot' efficiency should not be e sl
Promotion RIANg y CHO-K1 cells =95 %
less than 90% of the control serum of

the same grade

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.

b g , R s B
WEE4 14 7% Plating Culture BOMERER 5, B4 I

BB E B, HIRAIEN.

VERO 4l . HEK-293 4ififd. MRC-5 4 T A4 o
o -,_.‘ s e e Continuous cultivation for 5 passages, fraiie
Mk 7% The results meet the

each passage can form the monolayer
in 48h and cell morphology is the same
with the archival photographs.

VERO cells, HEK-293 cells and MRC-5 requirements

cells were cultured
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e JafkIs TR

: SA201. 02/ SA201. 01

SR

2k A% : 500m1/100 ml

i 20220216

b 3%« 2 #:{5 K-—--For information only
HiH Items 45 Results IiH Items 4 3L Results
Ak S (Biochemical assay ) W G#E (Trace metalsfiron )
EL[# & Cholesterol 0.83 mmol/L i Potassium >9.40 mmol/L
H i =55 Triglyceride 0.85 mmol/L 4 Sodium 133.00 mmol/L
{5 5 4 JJEL (5] B¢ High density —mmol/L S 1k42) Chloride 98.00 mmol/L
fIG 5 JIE [ 5 low-density Cholesterol | — mmol/L £ Calcium 3.28 mmolL
K J{H£T 2 Total Bilirubin 2.83 ymol/L £ Magnesium 1.33 mmol/L
H$%/IH£1 % Direct Bilirubin 1.75 ymol/L AL norganic Phosphorus 3.35 mmol/L
| [i1) 4 HH 1 2% Indirect Bilirubin 1.08 pmol/L % Tron 32.1 ymol/L
WL YT E Total Bile Acid(TBA) — pmol/L 1fiL775 4 BCu 1.3 pmol/L
i 1ol 2 il Alkaline Phosphatase 218.00 U/L Mmi&%¥ Zn 48.63 pmol/L
e g il SGOT 50.00 UL
1IN B SGPT 10.00 U/L
R IAES GT <7.00 UL
P I U Lactate Dehydrogenase 700.41 U/L
B Amylase — UL
HILIE Wl Creatine Kinase — UL
bK % Urea 6.58 mmol/L
JR 1 Uric Acid 381.02 ymol/L
| /L Creatinine 227 .48 pmol/L f{')\(;‘ L;EIZ_\P |
| il % Glucose 6.32 mmollL X % L2\
.‘/ : _:j-,\‘ ";.’)\‘
- 7 g J
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