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% B _4RZK Characterized
%  B: SA211.02/SA211.01
it 5. 20230626
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Gellmay

mnh: AT #8. SA211.02/ SA211.01

. R% K. 500m1/100 ml

#t5: 20230626

I H Ay FrRAERE & R 56 45 %
Items [ method Standard Specification Results
: G T T R R A ) 9 A T 3 I
M iy b wa
k5 #)-Light yellow clear liquid with ,

Appearance e The results meet the requirements.
pH-Hifi7 72 pH-Potentiometry 7.20~8.00 7.36
KR - AR R
Total Protein- Biuret method S e s
I 2T, -LE

RE-LA <<300mg/L 604 mg/L

Hemoglobin-Spectrophotometric

BIE 0K B35 R A
Osmotic pressure-OSMOETRE

280~ 360 mOsmol / kg

306 mOsmol / kg

Py it 2k 72 Endotoxin--Gel Process

<10 EU/m

<10 EU/ml

TC A B - e (e[ 25 4)
Bacteria and Fungal-Sterility testing (Current USP)

FH 44 No Growth

& H#5E No Growth

SCIRAR-H R DNA 86
Mycoplasmas-Direct Culture, Hoechst DNA Stain

A1 None Detected

T4 52 None Detected

PN R g L R S SR

e H‘ A ff]
E.coli Phage-Macrophages plaque and proliferation 35 None Beteci 1T BN Hous Duii
4+ 19G 5 Hit  Bovine IgG concentration < 500mg/L 58 mg/L
QAL (CPE): [ i
3 et e Fi&#LE Not Detected
o i % 5 1% Not Detected
Cell culture W KA 7F (HAd): % [
i[ét%zje*jeidf Shbics bt & FsE Not Detected
PR IE R TE (BVDV): ik
;ﬁﬁoﬁﬁgﬁﬁ X 4 H5E  Not Detected
A= RIS B gl AV3): oA R
I::; ?ife?ej B FF4 052 Not Detected
S N . SR BEM
T BERS B NZ;HD;Jteﬁj(BPV}' R Fré HEE  Not Detected
Virus
A B R 1PI3). R Y[
Dataction R 3 BUPIR): RONFAME 4B Not Detected
B LA Not Detected
Direct fluorescence antibod It T 75 . NCRPBERE :
J Ni?iﬂ?ﬁjmm} RARHE 4 5E  Not Detected
C R 7 I e ies). W A11H 4
ﬁ?;fj;;mabms). RSBt 65 Not Detected
He Wk e e x T )
Nrﬁ;ei? CERh BB % #5E Not Detected
1 R, 3 B ( BRSV):
THRAROIRR ®EerHlsE Not Defected

I8 A1 BH P Not Detected




Gellmal

CE TN sk a8 | H'5: SA211. 02/ SA211.01 Hol: Wk FiAE: 500ml/100 ml fit5: 20230626

T H f T ik bR RRER

Items/method Standard Specification Results

2 Jfu £3% 35 15f [] Population Doubling Time

HEK-293 /i fifd ¥4 5x103/mL. 1x104mL. i :
B SA0UML AXOMLs | st ) 78 - P 5 0kt WA

3104mL $Fh : =

L PN
S e Tﬁhj’] dggtﬁi; time should not be less ':I: ; MT t th
2x104mL 5 Fir g e results meet the

than 90% Control serum with the same | requirements

MRC-5 4iiff% 3x104mL. 5x104mL %
grade

Fi, 55 24h 1ML Al

“ .

e Il 8% % plating efficiency
ba = Hﬂ 2171 & 7 avil
V79 4l il . CHO-K1 4ffa4% 100cell/ ML , : :

3 G S | SRR SR ARG T R S 00 B M TE
SBBE | somm IR, R TEOK, | i
| mEmERE, SRERE. VR els| o T L | V79 celis=04 %
Prometien and CHO-K1 cells were inoculated in a HEEHE Y CHO-K1 cells =91 %

: , ; less than 90% of the control serum of
60mm cell culture dish with 100 cells/dish e
for 7 to 10 days. The cells were fixed with g
methanol and stained with crystal violet.

MELEHETE 5K, TR 48 N
Wi 21 9 Plating Culture f’;*;éﬁgﬁ& E}ﬁf{ ;f
el Bl C/o:;nl:ous .c It'vati:n, for 5/‘:1;8;85‘: frasE

N % - Passages: | 1he results meet the

ach passage form the monolayer :
VERO cells, HEK-203 cells and MRC-5 | oo Passage can fom IS MONOAYEr | raqjirements
in 48h and cell morphology is the same
cells were cultured

with the archival photographs.
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Cellmas

LRI ka1 15 : SA211.02/ SA211.01

Fl: WA

HiAE: 500m1/100 ml

#E: 20230626

ffsx:  2%/5 B---For information only

i H Items 4L Results T H Items &5 3 Results
ALK (Biochemical assay) A C#E (Trace metalsfiron )
AR [# fi# Cholesterol 0.75mmol/L i Potassium >9.40 mmol/L
il =% Triglyceride 1.21 mmollL 4 Sodium 123.36 mmol/L
2 S IE [ % High density —mmol/L SAL% Chloride 94.28 mmol/L
{I% £ B [&] B low-density Cholesterol | — mmol/L #5 Calcium 3.51 mmolL
MLIHZT 2 Total Bilirubin 2.36 umol/L £ Magnesium 1.80 mmol/L
E{ #E[H£1 % Direct Bilirubin 1.49 ymol/L JEHLH% norganic Phosphorus 4.31 mmol/L
() IEAT & Indirect Bilirubin 0.87 pmol/L 2 Tron 26.41 ymol/L
B i Total Bile Acid(TBA) — pmoliL 374 BCu 0.04 pymol/L
fisl 'k % 2 il Alkaline Phosphatase 232.00 UL %% Zn 51.06 umoliL
4 B E R SGOT 87.00 UL
# N F AR SGPT 18.00 UL
o Mt ks GT <7UIL
L ik %08 Lactate Dehydrogenase 692.42 U/L
VERTEE Amylase — UL
LR B Creatine Kinase — UL
JR% Urea 7.35 mmol/L
JRT# Uric Acid 125.69 pmol/L
JILIF Creatinine 211.18 ymol/L
il BB Glucose 11.83 mmol/L

QC ##%: :.éﬁ%é_ ¢‘$§ﬂ£ﬁ}:7o>‘3‘°7‘ %]




