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Food and Drug Administration

Silver Spring, MD 20993 Food and Drug Administration

Silver Spring, MD 20993

DMF 044038 DMF ACKNOWLEDGEMENT

DMF 039949 DMF ACKNOWLEDGEMENT DMF 041792 DMF ACKNOWLEDGEMENT

DMF 039951 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

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

SUZHOU HUACHEN BIOTECHNOLOGY CO LTD
ATTN: ZHENHUA SUN, GENERAL MANAGER
ROOM 5F-578, BLOCK B, TONGCHENG BUILDING
NO. 188 YUXIN ROAD, SUZHOU INDUSTRIAL PARK
SUZHOU CITY, JIANGSU PROVINCE, CHINA

SUZHOU HUACHEN BIOTECHNOLOGY CO LTD
ATTN: ZHENHUA SUN, GENERAL MANAGER
ROOM 5F-578, BLOCK B, TONGCHENG BUILDING
NO. 188 YUXIN ROAD, SUZHOU INDUSTRIAL PARK
SUZHOU CITY, JIANGSU PROVINCE, CHINA

Dear Zhenhua Sun,
Dear Zhenhua Sun,

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

submission:

Dear Zhenhua Sun, DMF NUMBER ASSIGNED: 044038
DATE OF SUBMISSION: APRIL 23, 2026
DMF TYPE: I
SUBJECT (TITLE): 3D STARPORE® MAX GELATIN MICROCARRIERS
HOLDER: SUZHOU HUACHEN BIOTECHNOLOGY CO., LTD.
SUBMITTED BY: SUZHOU HUACHEN BIOTECHNOLOGY CO., LTD.
AGENT: NONE

Dear Zhenhua Sun, DMF NUMBER ASSIGNED: 041792
DATE OF SUBMISSION: APRIL 29, 2025

DMF TYPE: 1

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

SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
NONE

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

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

HOLDER:
SUBMITTED BY:
AGENT:

DMF NUMBER ASSIGNED: 039949

DATE OF SUBMISSION: JUNE 03, 2024

DMF TYPE: II

SUBJECT (TITLE): CHEMICALLY DEFINED SERUM-FREE MEDIUM FOR
CULTURE OF HUMAN NATURAL KILLER CELLS

HOLDER: SUZHOU HUACHEN BIOTECHNOLOGY CO LTD

SUBMITTED BY: SUZHOU HUACHEN BIOTECHNOLOGY CO LTD

AGENT:

DMF NUMBER ASSIGNED: 039951

DATE OF SUBMISSION: JUNE 03, 2024

DMF TYPE: 1T

SUBJECT (TITLE): SERUM-FREE MESENCHYMAL STEM CELL MEDIUM
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.
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.

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

NONE : " PPO -
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

You are expected to:
All subsequent correspondence to this DMF should be identified with the information as provided . Adhere to the statement of commitment you have provided.
above . Provide the following submissions to the DMF: .
. e Letters of Authorization (LOAs) granting permission to a third party (authorized party) or o

All subsequent correspondence to this DMF should be identified with the information as provided
above.
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DMEF 041799 DMF ACKNOWLEDGEMENT

DMF 042976 DMF ACKNOWLEDGEMENT

SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD. DMF 043635 DMF ACKNOWLEDGEMENT
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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: 041799

DATE OF SUBMISSION: NOVEMBER 6, 2025

DMF TYPE: I

HYPERCLONE HUMAN NATURAL KILLER CELLS
ACTIVATION/EXPANSION COCKTAIL KIT
SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
NONE

SUBJECT (TITLE):

HOLDER:
SUBMITTED BY:
AGENT:

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:
e Letters of Authorization (LOAs) granting permission to a third party (authorized party) or

400-965-9800
www.huachenbiotech.com
M T EXE #3285 =\ EA3-504-18 5T

SUZHOU HUACHEN BIOTECHNOLOGYY CO., LTD.
ATTENTION: ZHENHUA SUN, GENERAL MANAGER
UNIT A3-504-1, 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: 042976

DATE OF SUBMISSION: NOVEMBER 19, 2025

DMF TYPE: I

SUBJECT (TITLE): SERUM-FREE CELL FREEZING MEDIUM
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 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:
e 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.

SUZHOU HUACHEN BIOTECHNOLOGY CO LTD
Attention: ZHENHUA SUN, GENERAL MANAGER

UNIT A3-504-1, CREATIVE INDUSTRY PARK

NO. 328 XINGHU STREET, SUZHOU INDUSTRIAL PARK
SUZHOU CITY, JIANGSU PROVINCE -215005, CHINA

Dear Zhenhua Sun:

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

DMF Number Assigned: 043635

Date of Submission: FEBRUARY 23, 2026

DMF Type: 1l

Subject (Title): CHEMICALLY DEFINED ANIMAL COMPONENT-FREE,
FEEDER-FREE MEDIUM FOR MAINTENANCE OF HESC
AND HIPSCS

SUZHOU HUACHEN BIOTECHNOLOGY CO LTD
SUZHOU HUACHEN BIOTECHNOLOGY CO LTD

NONE

Holder:

Submitted by:
Agent:

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




