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3D StarPore gelatin dissolvable porous microcarrier for cell culture
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DMF 044038 DMF ACKNOWLEDGEMENT

SUZHOU HUACHEN BIOTECHNOLOGY CO., LTD. BT | HASEREE | sEPL | BURAH

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
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Dear Zhenhua Sun,

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

submission:
o : 3 3 3 : N IER
DMF NUMBER ASSIGNED: 044038 R AR wESE: O2% OBME O RME O BEH BORME  HNRREY
DATE OF SUBMISSION: APRIL 23, 2026 v 2
DMF TYPE: I
SUBJECT (TITLE): 3D STARPORE® MAX GELATIN MICROCARRIERS AT 5 &7+
HOLDER: SUZHOU HUACHEN BIOTECHNOLOGY CO., LTD. 4 BN o N 5 20 — o 2 >
AGENT: NONE s R
RIEH LR B
All subsequent correspondence to this DMF should be identified with the information as provided above. hE GI
Your‘ DMF will be .revi.ewed only in connecti.on toa N@w Dmg Application, Abb.reviated NeW Drug RIS A TR 7) BHRA
Application, Investigational New Drug Application, Biological License Application, New Animal Drug S X 7
Application, Abbreviated New Animal Drug Application, Investigational New Animal Drug Application, M B
or DMF it is intended to support when a Letter of Authorization (LOA) is submitted to the DMF and a Stk i 7r
copy of the LOA is submitted in the application e.g., NDA, that references the DMF. TIRXE
#hiET 328 & 200
You are expected to: = mg/
| TN
° Adhere to the statement of commitment you have provided. I PRIARE B 7 A PNERE  BIE V] i, 19/#R.
° Provide the following submissions to the DMF: F20260000 MREER  A3-504-1 59/%8. 10
o Letters of Authorization (LOAs) granting permission to a third party (authorized party) or o R & 4 ING) TN L =. :
self to reference the DMF and for FDA to review the DMF. Listing an authorized party ‘E‘Tﬁgj”“ﬁ;‘g‘ 375 __-j ’j}}:H-'_ %J_E’EP = ( Edlpy g/ ish N 509 / 2026-08-05 YT
in the Annual Report is not sufficient to authorize that party to reference the DMF. Eimﬂﬁ 1) H 3] B S PN
Submission of a copy of the LOA to the authorized party without submitting the original . =] YN BA B3ty L
LOA to the DMF (with DMF number) is also not sufficient to authorize that party to Eﬁﬂﬁﬂﬁﬁ‘ B f%ﬂhg ET/RE)‘]ETJ(E
reference the DMF. TN A X @i%%m%
e Any change, addition or deletion of information o MIWEX
e Annual Reports to the DMF containing: %5 FEER Eféﬂ?‘ﬁ328
e Date(s) of the amendment(s) reporting changes since the last Annual Report o e
or the original DMF filing date, whichever is most recent or a statement that SEIE™ Al
no amendments have been submitted since the last Annual Report or the i)ﬁIﬂE A3-504-1
original DMF filing date, whichever is most recent. _
e A complete list of all parties currently authorized to incorporate information BT
_in the _DMF by reference; identifying by name, reference number, volume, Fﬁ%ﬁ:ﬁ{;&ﬁﬁ H1&
U.S. Food and Drug Administration L V&M 2
Silver Spring, MD 20993 vt C
www.fda.gov —
Reference ID: 5795607
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PHASE1

Seed Expansion

PHASE2 PHASE3

3D Scale up Expansion Harvest
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BH1E: 400-965-9800
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