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Chemically Defined Medium For
Mesenchymal stem cell

@ECEZEEZY vihoutphenolred

—_ % T;\E g ik §§ &3& ’ REF:HC-CDO3F | Volume: 500mL

° Lot: 20250604 | Exp: 2026-06-24

“ 8C "
7 i at/i, Store at 2-8°C ‘ .
(\ \) HUACHEN"
For Research Use Only HC-CDO3S Basal
Made in China Medi lement
wie et
s 5

WWW.HUACHENBIOTECH.COM

) T— . n—

e Mm—REREETFHRACFRSRESFE

Bi%: 400-965-9800

AL wwwhuachenbiotech.com , e Chemically Defined Medium For Mesenchymal Stem cell

dohk: M T EXE##328S IR EA3-504-18 7T




N\ HUACHEN
EREM

StarMedium® MSC
H—REEREFERLERSREEER

CGTEMERRARSENKE

¥ IR 5K

StarMediumialZEETF4ABR L F R 53 PR EIEFF EES B
StarMedium® MSC CD MediumE F i HNIEFEE A AR EFHEA, IZBGMPILEEFE, #HEEM

R ZEAN/cm?2 BERA > HfE B
B i P AL IS B R B KR EMHBEEAN/cm AR WeEkmRRER (1N/HR) i I
PO - T75 5.00E+05
P1 10000 T175 1.33E+07 7.6 7.6
3, .
At 4ikEStarMedium® MSC CDIE#FE
P2 10000 T175 1.54E+07 8.8 66.88
P3 10000 T175 1.79E+07 102 682.176
P4 10000 T175 1.86E+07 10.6 7231.0656
P5 10000 T175 1.65E+07 9.4 67972.01664
Serum-free Animalorigin-free Xeno-free P6 11000 7175 1.64E+07 85 577762.1414
& , $§M/J\ﬁ%ﬁ$% = %Eﬂ%zﬁﬁiﬁ i =AREBEm f,)\iﬁﬁz,ﬁ\, SEHAAMBEH ’ R P7 11000 T175 1.39E+07 7.2 4159887.418
EERIEME" FARRRERTE RN, BEe MR TR,
BRIRERN, ZEHES, P8 11000 T175 1.31E+07 6.8 2828723444
P9 12000 T175 1.37E+07 6.5 183867023.9
=14 8E P10 12000 T175 1.30E+07 6.2 1139975548
_'?J_ E f P11 12000 T175 1.18E+07 56 6383863070
==
- P12 13000 T175 1.25E+07 5.5 35111246882
Chemically Defined = b /8] — B e P13 13000 T175 1.16E+07 5.1 1.79067E+11
+ +
. . T = . QHNBRBE<0.1EU/mL, TEDHEHK ‘ ’ '
RS KRAILE S R BN R TTABARELR, BNEE W AR e e
ERE LA IR S R B IS B A A RE, == £; P14 13000 T175 1.02E+07 45 8.05803E+11
Elﬁ% 7 -+ Eo Ea ] Iy L . = =
S =E 3 OftEIFFEAZMERT, HofRED
° KB P15 14000 T175 1.03E+07 42 3.38437E+12
3 iumit F EIE TR IEEH
o = il &= StarMediumia|Ze BT 4R th Rk 53 PRESS A
G b 4 R EL AR
o 12 102 10.6
9.4
7 e7 0 76 88 8.5
12 - 8 . 7.2 6.8 s 0
1.2 — ) 5.6 5.5 5.1
= k — 10 6 I I ) 4.5 4.2
E 5 E
E E 4 I I I I I
o L o8
L | £ 2
T 08 o T
S & 0
S o5 5" P1 P2 P3 P4 P5 P6 P7 P8 P9 P10 P11 P12 P13 P14 P15
E 04 . § o4
8 8 7 2 3
0.2 -  p— MSC-shangqing-13 2025-08-21 16-46-29~16-45-29 0.2 i’ :Fig*u?;ﬂjg/ml
MO g 15 ERE 104601164901 ,
o A T T T “LI/ L‘T‘- m— T | 1 o T T T T T T _211 _PE* T 1 %éi&%g 3.60E+08
100 200 300 400 500 600 700 800 900 1000 ] 100 200 300 400 500 600 00 800 200 1000
Size (nm) Size (nm)
T2NBHEF EE 1.83E+09

FTLA Concentration / Size graph for Experiment:
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Averaged FTLA Concentration / Size for Experiment:
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DMF 041792 DMF ACKNOWLEDGEMENT

SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
ATTENTION: ZHENHUA SUN, GENERAL MANAGER
UNIT 504-1, BUILDING A3, CREATIVE INDUSTRY PARK
NO. 328 XINGHU STREET, SUZHOU INDUSTRIAL PARK
SUZHOU CITY, JIANGSU PROVINCE, CHINA

Dear Zhenhua Sun,

‘The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF)
submission:

DME NUMBER ASSIGNED: 041792

DATE OF SUBMISSION: APRIL 29, 2025

DMF TYPE: n

SUBJECT (TITLE): CHEMICALLY DEFINED MEDIUM FOR
MESENCHYMAL STEM CELLS

HOLDER: SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.

SUBMITTED BY: SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.

AGENT: NONE

All subsequent correspondence to this DMF should be identified with the information as provided above.

Your DMF will be reviewed only in connection to a New Drug Application, Abbreviated New Drug
Application, Investigational New Drug Application, Biological License Application, New Animal Drug
Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug Application,
or DMF it i intended to support when a Letter of Authorization (LOA) is submilted to the DMF and a

copy of the LOA is submilted in the application e.g., NDA, that references the DMF.
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Serum-Free Medium For Mesenchymal Stem Cell Chemically Defined Medium For Mesenchymal Stem cell
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hyperClone Human NK Activation/Expansion Cocktail 3D StarPore gelatin dissolvable porous microcarrier for cell culture




