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Gellma®

nnds e BEA T%5. SA211. 02/ SA211. 01

Bl HE  MkE: 500ml/100 ml

#5: 20230605

11 H A5 15 brAE R R EE S
Items / method Standard Specification Results
. I Sk ke o A9 -
oW SECERAERI Y N
a% 5 4-Light yellow clear liquid with )
Appearance The results meet the requirements.
gl | blood odor e AT s S|
pH-H#L{Zi%  pH-Potentiometry 7.20~8.00 7.42
S B - XU IR
Total Protein- Biuret method ot e o
Mk a-t ik
EB-LaR <300mg/L 62.3mg /L

Hemoglobin-Spectrophotometric

VB VKRB I R A
Osmotic pressure-OSMOETRE

280360 mOsmol / kg

301 mOsmol / kg

P 1 Z-KEE % Endotoxin-Gel Process

<10 EU/mI

<210 EU/m

oA - 8 (SE[E 25 4
Bacteria and Fungal-Sterility testing (Current USP)

FH 4 No Growth

%

op

H5E No Growth

¥ JRAR-RERIL . DNA ROt
Mycoplasmas-Direct Culture, Hoechst DNA Stain

[H ¥ None Detected

K g 2 A G AW B L BT

4 None Detected #5441 52 None Detected
E.coli Phage-Macrophages plaque and proliferation L 5
419G & Bovine IgG concentration <500mg/L 59 mg/L
AR T iifﬂgi?jjj (s SR TR E  Not Detected
C “ It i R s N B
g e iﬂtléﬁfj%efj S 54 5E Not Detected
ot betec
i R PE TS i 1 (BVDV): A
;Eiﬁﬂiiﬁﬁ By & H5E Not Detected
£ RS T 5@ V3). M ANPHME 3
!\lo?iﬁeﬁef 2 (GRS RoyhtE T HE Not Detected
He el N B . NCRPEE __
T T 4G U Joﬁ:t;i; BV HARE ¥4 ¥5E  Not Detected
Virus
- B 57 R e =2 1 . Nk J
Biskaction AR e 3 BU(PI3): M IA P %445 Not Detected
BHER NPT Not Detected
Direct fluorescence antibod i e . KRR :
Y Ni?iztﬁﬁzmm& RERIAtE ZFH5E Not Detected
- R ies): W 1A
Nﬁoﬁfjjmam%)' AP | o asmse Not Detocted
e S Ty
:;t%jei? Gl e T4 M E  Not Detected
A IR I A I3 2 SV):
IR I A B R EE ( BRSV) #FA 5 Not Delecled

N 9B Not Detected
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Gellmaly

fh4 . R4 I i #%5: SA211.02/ SA211. 01 & Mk k% : 500ml/100 ml 2. 20230605

I H A5 bRt e K g
Items/method Standard Specification Results

21 Ha £% 18415} [] Population Doubling Time

HEK-293 ¢ 103/mL. 1x104mL-
3 ML SAOUML, AWML | i T RS R B

3x104/mL BEFf; - :
1 90%. FEE
VERO 4 Afi4% 6x103mL. 1x104mL . i °, : e
% The doubling time should not be less | The results meet the
2x104/mL $Efp,

than 90% Control serum with the same | requirements
MRC-5 #Hifii#% 3x104mL. 5x104mL % ; :

rade
B, 65 2n g Skt |
I BE % plating efficiency
SCRFAIM | 79 iy, CHO-KT 4 100cel/ L i ,
4 R Y Fh 60mm 4H 1 7 L, 57 7 & 10 K, g:-;@gi;’i‘fjf{m?— [ii] 55 £ X A 1L 3
e FIRBERSE, R, V9 cels | I"aﬁn e | SO
Promotion | 5ng CHO-K1 cells were inoculated in a = tEan 9%0/ = theycontrol A CHO-K1 cells =93 %
60mm cell culture dish with 100 cells/dish !
: .. | the same grade
for 7 to 10 days. The cells were fixed with
methanol and stained with crystal violet.
WiSEAHL% 7 Plating Culture oo Uik st e
s1fitd Z LU LR, 3%5 o
VERO 4. HEK-293 4. MRC:5 4 | - MC/WEKE R, HPGILW. | o0
N Continuous cultivation for 5 passages,
M % h s : The results meet the
VERO cells, HEK-293 cells and MRC-5 | o0 Passage can form e MONORYET | reqirements
i s el in 48h and cell morphology is the same
e e with the archival photographs.
K46 45
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Cellmay

b4 AR I 9. SA211.02/ SA211.01 FHl: ME ik : 500m1/100 ml 5. 20230605

B3¢« 2% {5 F.—-For information only

WiH ltems 47 Results WiH Items 4% Results
RS (Biochemical assay) i C#E (Trace metals/iron )
{E & &% Cholesterol 0.66mmol/L I Potassium >9.40 mmol/L
H il = H Triglyceride 1.12 mmol/L 4 Sodium 107.21 mmol/L
o 4 FE JIFL [ B High density —mmol/L S 4L4) Chloride 94.27 mmol/L
{65 % FiF J)E [ &7 low-density Cholesterol | — mmol/L 5 Calcium 3.58 mmolL
S HZL 2 Total Bilirubin 2.11 ymol/L B Magnesium 1.60 mmol/L
BB 41 % Direct Bilirubin 1.30 pmol/L JHL# norganic Phosphorus 4.09 mmol/L
) #5 i £1 % Indirect Bilirubin 0.71 umol/L # Iron 21.32 pmol/L
SRR Total Bile Acid(TBA) — pmol/L I3 BCu 0.04 ymol/L
fi 1k Rl Alkaline Phosphatase 202.00 U/L MiFEEE Zn 52.49 ymol/L
# U E il SGOT 87.00 UIL
HNHEN SGPT 16.00 U/L
HE M Ikl GT L7
FLH% Wi 208G Lactate Dehydrogenase | 593.61 UIL
VEREE Amylase — UL
JILER 4/ Creatine Kinase —Uun
JR# Urea 7.06 mmol/L
R 8% Uric Acid 127.52 pmol/L
JILET Creatinine 201.22 ymol/L
W% % Glucose 11.21 mmol/L
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