
CGT全流程解决方案合作伙伴

3D StarPore® Max
第二代Max微载体

3D StarPore® Max
   华辰明胶微载体 已成功完成中国药用辅料备案（CDE）

与美国FDA DMF备案 双资质护航 品质国际认可

3D StarPore gelatin dissolvable porous microcarrier for cell culture

苏州华辰生物科技有限公司
Suzhou Huachen Biotechnology Co.,ltd

电话：400-965-9800
网址：www.huachenbiotech.com
地址：苏州工业园区星湖街328号创意产业园A3-504-1单元
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间充质干细胞化学成分限定培养基

3D StarPore 专用裂解液
3D StarPore® Max 微载体
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药用级明胶
柔性多孔

辐照灭菌
即开即用

高产量
10亿/g
500亿/50L

高扩增
免预处理

DMF 044038

U.S. Food and Drug Administration
Silver Spring, MD 20993
www.fda.gov

DMF 044038 DMF ACKNOWLEDGEMENT

SUZHOU HUACHEN BIOTECHNOLOGY 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: 044038
DATE OF SUBMISSION: APRIL 23, 2026
DMF TYPE: II
SUBJECT (TITLE): 3D STARPORE® MAX GELATIN MICROCARRIERS
HOLDER: SUZHOU HUACHEN BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: SUZHOU HUACHEN BIOTECHNOLOGY 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 is intended to support when a Letter of Authorization (LOA) is submitted to the DMF and a 
copy of the LOA is submitted in the application e.g., NDA, that references the DMF.

You are expected to:
Adhere to the statement of commitment you have provided.
Provide the following submissions to the DMF:

Letters of Authorization (LOAs) granting permission to a third party (authorized party) or
self to reference the DMF and for FDA to review the DMF.  Listing an authorized party
in the Annual Report is not sufficient to authorize that party to reference the DMF.
Submission of a copy of the LOA to the authorized party without submitting the original
LOA to the DMF (with DMF number) is also not sufficient to authorize that party to
reference the DMF.
Any change, addition or deletion of information
Annual Reports to the DMF containing:

Date(s) of the amendment(s) reporting changes since the last Annual Report
or the original DMF filing date, whichever is most recent or a statement that
no amendments have been submitted since the last Annual Report or the
original DMF filing date, whichever is most recent.
A complete list of all parties currently authorized to incorporate information
in the DMF by reference; identifying by name, reference number, volume,

Reference ID: 5795607
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干细胞大规模培养全流程解决方案

 
 

PHASE1

Seed Expansion

PHASE2 PHASE3

3D Scale up Expansion Harvest

P0 P1种子库 2.5E8/袋
12.5mL 600袋

10L反应器
（5L反应体积）

    50L反应器

2.5-3E9
500亿

一级罐培养3天

二级罐培养4天

P3工作种子库

无血清培养基 冻存袋 MSC袋装培养基 微载体 裂解液 冻存液 一次性生物反应器 洗涤收获   分装设备
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CD培养基 重组胰酶 冻存液


