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Oellmal

B4 g $6 . SA301. 02.V/ SA301.01.V &5l 4RAE  HUKE: 500m1/100ml  fit'5 . 20221223
T E A0 bR R 2 R AR
Items / method Standard Specification Results
: R T €0 R R A 4R I U I :

4 W Sovry MEEBL | vome
% 53 4-Light yellow clear liquid with :

Appearance The results meet the requirements.
blood odor

pH-H#L477):  pH-Potentiometry 7.20~8.00 7.63

o A - XU R
30~45¢/ 8g/L

Total Protein- Biuret method sEne b Bap

I &E-HEE <300mg/L 67.6mg /L

Hemoglobin-Spectrophotometric

1 15 - 0K 25 B R AX
Osmotic pressure-OSMOETRE

280—~360 mOsmol / kg

305 mOsmol / kg

A BF #5-HE v Endotoxin--Gel Process

<210 EU/ml

<10 EU/ml

TC B K - ik (SR 2 1)
Bacteria and Fungal-Sterility testing (Current USP)

[%H 14 No Growth

e No Growth

YR A FR%. DNA TR G

Mycoplasmas-Direct Culture, Hoechst DNA Stain 1 Nong Detectod TR RIE Nona Deledied
'f- 1gG it Bovine IgG concentration < 500mg/L 51 mg/L
FHOMACE (OPE) BB e RLSE  Not Detected
o0 Ha 5% 7RI 4% Not Detected
Cell culture M AT (HADD: MFEIMWLBE | #F&#5E Not Detected
Not Detected
HeR MRV B (BVDV): A | FFE#LE Not Detected
[H 4% Not Detected
Al EE 3 Y (BAV3): RiNFAME | FF&#NE Not Detected
Not Detected
B A4 /NRBEBPY): RABAYE Not | #F&#LE Not Detected
ﬁ f*ﬁ?ﬂﬂ Detected
Batedtion AR 3 BU(PI3):  NCAPH | FFERLE Not Detected
[ER: SR TN SPS 4 Not Detected
Direct fluorescence antibody | I fi7 fI BE(REO3): W NI P 54 HsE Not Detected
Not Detected
¥F R %5 (Rabies): ROMPHME | FFEHLE Not Detected
Not Detected
HEERE (BTV):  ROAMME | #F&HE Not Detected
Not Detected

AR IE A A R B (BRSV):
57 A A4 Not Detected

4 H05E  Not Detected
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Gelimay

ih4: B4 % 5. SA301.02.V/ SA301.01.V

5. brdE A% 500m1/100ml

#it5: 20221223

T H R brAE R E L TEAE S
Items/method Standard Specification Results
41| Hfu £ 384 I 7] Population Doubling Time
HEK-293 41 5x10%mL. 1x104/mL. , St S
;ﬁiﬁﬁﬁ{ T | S R M TR S TR
L ; 15 1 90%. e e
VERO #iiffii% 6x10%mL. 1x104mL . e
ox10mL R, The doubling time should not be less | The results meet the
; than 90% Control serum with th requirements.
MRC-5 4iff# 3x104mL. 5x104mL 4 r':ze il
Fb, 45 2h iHa et | O
2%0
L I ¥ % plating efficiency
a V79 4. CHO-K1 41 fifa 3% 100cell/ L 4% - :
Y [IE B 22 A1 F- 5] &5 4 %t B (i v
LA 1 ﬁMmewm#mﬁﬁrﬁmﬁ.$§§Z@ﬁ o "
iy AEREE, SRRME. V7 s The Iu ting efficiency should not be S o L
i ati i
Promotion | 2n4 CHO-K1 cells were inoculated in a s Y CHO-K1 cells =92%
i ‘ : less than 90% of the control serum of
60mm cell culture dish with 100 cells/dish SRR
for 7 to 10 days. The cells were fixed with g
methanol and stained with crystal violet.
SEAIER 5 AR, AR 48 AN
It 4% 41 i 5 9% Plating Culture ﬁ T;J}fig‘é Qf ?;‘ = IJ“;
VERO M. HEK-203 4B, MRCS4H | _ o T=T ST
S Continuous cultivation for 5 passages,
MO 5% 7% % ; thmm%erTme%m%me
n .
VERO cells, HEK-293 cells and MRC-5 | S Passage can form e YET'| requirements.
in 48h and cell morphology is the same
cells were cultured ; .
with the archival photographs.
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Gellmay

Gh4 . Ba-Is % B SA301.02.V/ SA301.01.V

Fwl: bRAE A : 500m1/100ml

#5: 20221223

ff3x: 2%{5B-—-For information only

I H Items 4 Results i H ltems 455 Results
4L F % (Biochemical assay) Mt cE (Trace metals/iron )
{IEL [ &% Cholesterol 0.56 mmol/L A Potassium 8.1 mmol/L

H it =B Triglyceride 0.59 mmol/L 4 Sodium 132.00 mmol/L
i 5 TS JE [ %% High density —mmol/L # 14 Chloride 95.00 mmol/L
i % 3 L[] K% low-density Cholesterol | — mmol/L 4% Calcium 3.21 mmolL
S IB 4T & Total Bilirubin 4.88 ymol/L £ Magnesium 1.14 mmol/L
32 lH 41 % Direct Bilirubin 3.46 ymol/L oA norganic Phosphorus 2.91 mmol/L
] IB £ % Indirect Bilirubin 1.42umol/L 2k Iron 36.8 umol/L
MU R Total Bile Acid(TBA) — pmol/L (i BCu 1.64 pmol/L
il 1k % % Ay Alkaline Phosphatase 181.00 U/L MHF¥ Zn 31.03 pmol/L
7 L A SGOT 34.00 UL
BNl SGPT 8.00 U/L Wz (HORMONE)
H s kg GT <7.00 UL 52 /] Testosteron — nmollL
L1 Wt 208 Lactate Dehydrogenase | 631.32 UL w{ AWl Progesterone — ng/ml
BERTEE Amylase — UL MM — ¥ Estradiol — pg/ml
LR S8 Creatine Kinase — UL
b # Urea 5.54 mmol/L
BRI Uric Acid 206.43 pmol/L
LI Creatinine 206.99 pmol/L
il %] ¥ Glucose 11.58 mmol/L

ac kAR

H W 205, 0] - >&




