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SBEFE, BB N &R 7= W4k IR PR N B BY S22 353, ik EHEED/cm? BRE® BRI (/) B BB
PO - T75 5.00E+05 =
N . P1 10000 T175 1.33E+07 7.6 7.6
Rt 4kIEStarMedium® MSC CDIERXE
P2 10000 T175 1.54E+07 8.8 66.88
P3 10000 T175 1.79E+07 10.2 682.176
P4 10000 T175 1.86E+07 10.6 7231.0656
P5 10000 T175 1.65E+07 9.4 67972.01664
P6 11000 T175 1.64E+07 8.5 577762.1414
Serum-free Animal origin-free Xeno-free P7 11000 75 1.39E+07 7.2 4159887.418
L&, AEM/NMrREEEY "B KBRS, xAREBRR TANERS, BEAAMBER, BER P8 11000 T175 1.31E+07 6.8 28287234.44
IERNEIE" BFEARRREHERANE, BER SR CIEEN
EEMRN,ZEMES, P9 12000 175 1.37E+07 6.5 183867023.9
P10 12000 T175 1.30E+07 6.2 1139975548
P11 12000 T175 1.18E+07 5.6 6383863070
% :I‘E ‘E‘E P12 13000 T175 1.25E+07 5.5 35111246882
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P14 13000 T175 1.02E+07 4.5 8.05803E+11
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combines advanced formulation technology with GMP-compliant manufacturing, e m e m e e e wm s eo em e 3 ew s
enabling a perfect transfer from R&D to clinical application.
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StarMedium® MSC
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StarMedium® MSC
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Chemically Defined Medium (Complete Medium) Quality Metrics: Particle Concentration, Size Distribution & Protein Positivity

HAZR HAHS RFE particles/ml Hi2nm E AL H1%
18 78 BT 4 B L 2 B 20251004
REEFE HEMEARE+ 1.33E+08 68.2 0.5
(=£) 20251105704
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Determination of Exosome Particle Count in Day 4 Supernatant from 3D Microcarrier Culture

Results

~
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Stats: Merged Data

£ 0 Mean: 203.1 nm
g 50 | Mode: 155.8 nm
.‘é‘ SD: 62.6 nm
8 . D10: 143.5 nm
s D50: 184.4 nm
B a0 D90: 291.3 nm
g
5 20 Stats: Mean +/- Standard Error
© Mean: 203.1 +/- 2.9 nm
0 Mode: 168.8 +/- 8.1 nm
o g ‘ ‘ ‘ ‘ SD: 62.0 +/- 3.1 nm
0 100 200 300 400 500 600 700 800 900 1000 D10: 144.9 +/- 4.1 nm
Size (nm) D50: 180.5 +/- 7.7 nm
Averaged FTLA Concentration / Size for Experiment: D90: 291.0 +/-12.0 nm
CDP6D4-spinner-20X 2026-01-30 12-45-14 Concentration (Upgrade): 4.40e+09 +/- 2.15e+08 particles/m|
Error bars indicate + / -1 standard error of the mean 14.8 +/- 0.5 particles/frame

15.8 +/- 0.5 centres/frame

26.1.30 | NTAZR: 4.4E9/ml
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Precisely Defined, Chemically Defined Serum-Free Culture Media

I /)N 22 58 =D 4 i 73 3R e 1%

% B4R
FE¥EEH(CD41/CD42b)
A M E F(B-TG/PF4)

BARER

Western Blot BRBERBEAMRTEN
B REFRR(<3R), BIUETFT

EERLE
RINAMA ELISA
ELISA

MM SR A(Human) BILMRIRE B/ M FEE (B-TG)ELISAR AR 70 1 Human B-TG
ML {X 38 : B4R 2 #7 4 Infinite F50

ik ERRIE S IR 1E IR (R A 60 -

50 -

mE e 0 A 0

X 00261 01528 02381 0411 09423 1.6812
Y 0 4 8 16 32 64

y =38.165x - 1.288
R*=10.9961

ng/mL

HAA: FMNEREM-KLERPREERE, TOIMRRBYIRM, B-TGHEN
RE: 0ng/ml

HAB: Ex-8F M/ REBYAMNERE, B-TGRINRE: 63.14
ng/ml -10

1 1.5 2

450

WL ALEE B4R BT Infinite FS0 WIS sAAIRAE SR 2 LB ME B34 ‘;Zg 1

FEME SR 300 -

Human GP-CD41

HRZEHR: A(Human)/MREZH CD41(GP-CD41)ELISAIZFIE

y=301.93x - 20.355
R*=10.9973

X 00635 01157 02456 0412 07653 1.3692 250 -
Y 0 25 50 100 200 400  pg/mL ?Zg
BARA: FMEREM-KERSREESRE, TI/MRREBEWIFM, GP-CD4T 100
BARE: 0ng/ml 50 -
HAB: ERME-SFM/IMREBYIRMNIEERE, GP-CDA4THRNRE: 325 0 ¢ : : .
ng/ml —50 ¢ 0.5 1 1.5
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BT MW251220-022 Y 5251220032 it UM & CDéL (GP-CDAD> A1 CELISAY
I T A A R A . 5’?\
e (c&iﬁcﬁis; i i el B — 5RO RIATAM ELISA WAE, RIS+ A MURE Ty
- B CD41 (GP-CD41) #44, &R LT 4. 3
A A F AR A M R AT IRA B ABm@IFEE (B-TG) 48 (ELISA) L\;
i
FLAAL AR A RA T TR Btk — % e WK RS CBLISAD A, 43R b AP R & s MUBE & CDAL (GP-CDAD & ER MR g
wawn | TE T Eﬂi“mﬁ.?fﬁfgzﬁfﬂwzgﬁm 28 TR B (BTG) 4%, BABRLTR: RABE 20251205 (5251220-032)
AREM ABRATE S BTC) & HBBER Karcou 3% <625 nghnl. R
WR K [ sy HERA R
HEMA 20251205 (S251220-032) N
AL 5 mirs 13k ek AL Y=ATXIB
Wk B 2025.12.20 L] 2025.12.29 - 2026.01.05 ",Z';fgi' <2ng/mL. GERRD ﬁf:i A | B | R
RRAE | L CRRERT —— MR R BAHE: Y=AYXIB 000842 l 0023 | 099
e >
BASK A | i [ b
ARER 0.0157 | 00792 [ 0.992
RWTE W HR
O &) - .
ABSBTE (BTG) | 1K) 2025 = 904 3429 %, N 4
o2 B UM 2ogil. ERRD . J .
AGAMEREE CD1 [ CPEIRRD 2025 R AR 3429 %, A
GP-caD> 41t B W I <625 ng/ml. (R
TS SIA AR I e
s
BB . MR, R LA —
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ADMINISTRATION

DMF 041792

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:

DMF NUMBER ASSIGNED:
DATE OF SUBMISSION:
DMF TYPE:

SUBJECT (TITLE):

HOLDER:
SUBMITTED BY:
AGENT:

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

041792

APRIL 29, 2025
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CHEMICALLY DEFINED MEDIUM FOR
MESENCHYMAL STEM CELLS

SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
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StarMedium rmﬁﬁféfégz%‘;bﬁﬁiﬁﬂﬁﬁiigﬁg HC-CDO3R 500mU/iE

StarMedium iﬂ%ﬁzigz%‘;b?ﬁiﬁﬂﬁiigﬁg HC-CDO3E 500mU/E
StarMedium & FERINY) HC-CDO3S 3ml/3E
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