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Results of Tumorigenicity Test for Continuously Cultured hMSCs:

hMSCs showed no colony formation in the soft agar colony formation assay, indicating no
tumorigenic potential in vitro.
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i @ DEPARTMENT OF HEALTH AND HUMAN SERVICES

DMF 039951

submission:

HOLDER:

AGENT:

Dear Zhenhua Sun,
‘The Food and Drug Administration acknowledges receipt of the following Drug Master File (DMF)

DMF NUMBER ASSIGNED:
DATE OF SUBMISSION:

DMF TYPE:
SUBJECT (TITLE):

Food and Drug Administration
Silver Spring, MD 20993

DMF ACKNOWLEDGEMENT

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

039951
JUNE 03, 2024
)

SERUM-FREE MESENCHYMAL STEM CELL MEDIUM
SUZHOU HUACHEN BIOTECHNOLOGY CO LTD
SUZHOU HUACHEN BIOTECHNOLOGY CO LTD
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
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pA: | % x
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Cell culture testing PASS PASS
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Food and Drug Administration
Silver Spring, MD 20993

SUZHOU HUACHEN BIOTECHNOLOGY COLTD
TTN: ZHENHUA SUN, GENERAL MANAGER
ROOM SF-578, BLOCK B, TONGCHENG BUILDING
NO. 188 YUXIN ROAD, SUZHOU INDUSTRIAL PARK
SUZHOU CITY, JIANGSU PROVINCE, CHINA

Dear Zhenhua Sun,

“The Food and Dru inistrati ipt of the. i Master File (DMF)

‘submission:

DME NUMBERASSIGNED: 039951

DATE OF SUBMISSION: JUNE 03, 2024

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

HOLDER: SUZHOU HUACHEN BIOTECHNOLOGY CO LTD
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 Applicton Abbrvisted New Animl Do Application,Ivstgaonal New Animal Dug
Application, or DMF i

DMEF and a copy of the LOA i itted i NDA, the DMF.

For information on various DMF submissions, example of leter templates and DMF Guidance for
check the DMF
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master-files-dmf

O iTHER

RABR

HC-UCO02RS-kit

ABFET A

CERTIFICATE

OF REGISTRATION
NEES

AERST:  J2402528029253R08

HMEREMPBARAF

b AT, 91208MACTFPOASF

) BRI XA T KA1 326 50087

A RECRIF IO &
GB/T19001-2016/IS09001:2015
WETIH

AREARNTRAEA

B R WRARE B
202540251 26 1 027402106 H 2028021 07 H

D c

saRaene

IAS-ANZ

CERTIFICATE Glt]
OF REGISTRATION

Certificate No.: J24Q2SZ8029253R0S

The Quality Management Systems of

Suzhou Huachen Biotechnology
Co., Ltd.
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