CGTERBMRTREHEKH A\ HUACHEN
R E MW
BERTREBRN BRIERER
CGTEREMRTT BEIEK L
RESHEARETAM, B, B, BE. LB EE FuS

ZTME, TEQAHMELS, FENER, HERE, HEERN

EHERTER, BNMURY IBESIA208UE

BATI75B0R4EM > 267, BN+ T YIR8-1012 A &
s S
MEER14-15um, NFHGEEE~TS 2 D N F 2
039951
GMP level, FESTR/KEHI, AEXE <0.1EU/ml
\/

BEAMEASEFFR, HERE, NS 3 f

BEE3DMEKEFR, BERMIOL/5S0LTZHA

OO O O OO O O O

‘ | HUACHEN™
-—
4 B () HuACHEN
m -_— ‘Bﬁ T{’f' g 9§ Lgé’ novastem-MSC® | novastem-MSC®
?igi, y e s
AL \t=

x i DM Gutarin and Penctved ) 7
REF:HC-UCO2R |  Volume: 500mL REF:HC-UCO2F | Volume: 500mL
Lot: 20260302 Exp: 02/2027 Lot:20260304 | Exp: 02/2027

sc sc o
z-c_/r Store at 2-8°C E-c/ir Store at 2-8°C

For Research and For Research and
Cell Culture Manufacturing | Cell Culture Manufacturing
n

T 7 P AxETFAREDSERE

Suzhou Huachen Biotechnology Co.,ltd

i wow huachenbiotech.com T Tl Serum-Free Medium For Mesenchymal Stem Cell

gtk SR T X 2545328 S 8B E A3-504-1585T ERAR ERITHAS



N\ HUACHEN
EREM

O AFANE

HMNEREMR R CCTAR S ENRARERNIL, NBSEREGTESRERRTRAENNSE, EETCCTRES K
AR, EFE5HE, IZPRETHEEEFEANSRES, URARGT IZHRERRRTE.

@13 I1S09001 REEBARRINE, SN EREKRBEEFDA DMFERS, ANEXRMEAADNY, BRSHEAGW, A
FEEAEYFEANSBEELEM, PEEAEYRAMESERREALBESEERANSBIEEZRZEM, R G/
W, SIAERERESN, BBHETRUERKBER,

HERmAIIFRER, GiF:

FHRREMBEERE, TRREERDREERE, RARMEERE, TAR. NKABITMBESEFRE, NKAESRRET
BN, VOTRRBET IBEXNE, INKTIEFE; IPSCIEARERTEEWNR, THM3D StarPore fEIA, miniE¥ RN
7, EEARAFRERII M@,

o THEMBRMMIZARLEF RN, BM1000LEFEBHUEFTL;

==

NAELHRECDER2500F 75K, EARAHEEFM3DMEFEF it ;
® BRGMPELRE, RUTENTIZHRBRITERS;
[ ]

ENFREERR, HESFIAHITERURINDEREK,

di
o

O Fana =N

novastem-MSC [BZEFHAMRETIEISFE

JRATZMRENERRTABNERABRSBRERES R, MBFH(UCMSCs). BBAE(ADSCS). B8
(BMSCs). ¥PE(AMSCs). FEFE(HFSCs). F88(DPSCs)%, HRFMIMEZ MO LmIEELE,

TS, BEANREASD, ASHER, MaERE, fHEER/.

SR R HAEAXEREE TS THin LEXE M.

BEWREKSE~GR, HERE, ENE.

SHFIRRE / ZmBR RIS,

CGTEREBRAREREMENME

O ERBZ%

il 02 03

o RINMIZNAE 37CIE TR @ NIAEFETRDREGIIS o ElxEEFE
Tips: T ERILETE, MULREBENKBAE! LPEERTHREE.

TEEAFEEVGNANE, — B RAR.
IEFARN, BIURIELIRAEMIN S RART, IZHAIEHIER, R EKa.

O EmBE
A\ AAAN OOOCOG ololo) ® 000 folo)
gece 83558 .
8888 066606 0000000 866656686
-4 QOEOO folotelolelote} 388383888

6000-7000+ rcrv: 7000-8000  icrr: 8000-9000 - rcrv: 9000-10000 - rcrr:

o pto 1 priein  ISPlARILE

O @mEREE

—RN 3 R(72h) A AR hMSC £ KERERER, #HiF ML S B ERERIN, ARCSE
80-90% A EN, MICE RIS (> 95%) = NEEAME K.

O @EES

MR, 2fORIRER

02

PGB
P PP PP P AP AL AA A A A A A A A IAA YA YA YA YN YY1 YNNI YN Y Y YA Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y Y YN Y Y N Y Y YN Y Y Y Y Y Y Y Y Y YN Y Y YN Y YT Y Y Y e



Q» HUACHEN
%R E M CGTRREMRAERBMEKE

O axFETFHEEES HEE MR
novastem-MSC 1ZFE(ELH 1EEE

225 22.8

20.4 19.3
; . W 20.0 18.6 : 18.1
g 37y - 5 AN 15.3
: s Ly 42 15.0 13.6
4 2 Vulghi ot - | 13.1 12.4
g 4 ‘ - S R ks 10.0 9.2 gg
A : = ; 6.5 5.8
5.
DEFTEERRAR, FRALENLELHITREAETR., 80 T75EFRMER0.59B KR, 37°CH 0.0
P1L P2 P3 P4 P5 P6 P7

MRS -2 E A0 A 6-8mIRIEF &, D2-D3MFEFHESMI, D7-DIOKHR, HE L, b8 po plo P11 Pl P13 P4 PLS
PAFTHEFE10-15ml, D12-DIAKMERIBY BIBR, HTBUIER,

FRRIER

25.0

o

«

v 4 = B4 BdiE 5- =Kol R E| /D2 E S
V @ERsRRHNES-TXR, FTUUNERI>ESEHAEN. RR EEMEE (Mom?) i sEREm IR, (118 iE B RIS
e
V ALRREENERS, MERALNRE, PO = 10-14% 75 1.00E+06 = 2.00E+07 =
P1 7000 72h 175 2.28E407 186 3.72E+08 186
+‘: %
V UORNEREES,
P2 7000 72h T175 2.50E+07 20.4 7.59E+09 379.44
P3 7000 72h T175 2.76E+07 22:5 1.71E+11 8537.4
> 43T P4 7000 72h T175 2.79E
1—t il:l 79E+07 228 3.89E+12 194652.72
P5 7000 72h 175 2.36E+07 19.3 7.51E+13 3756797.496
PO P6 7000 72h 175 2.28E407 18.1 1.36E+15 67998034.68
P7 7000 72h T175 2.00E+07 16.3 2.22E+16 1108367965
g P8 8000 72h 175 2.10E+07 15.0 3.33E+17 16625519479
=
£ P9 8000 72h 175 1.93E+07 138 4.59E+18 2.20432E+11
%
: P10 8000 72h 175 1.74E+07 12.4 5.69E+19 2.84496E+12
<
P11 9000 72h 175 1.61E+07 10.2 5.80E+20 2.90186E+13
P12 9000 72h 175 1.54E407 0.8 5.60E+21 2.84382E+14
o P13 9000 72h ™75 1.28E+07 8.1 4.61E+22 2.30349E+15
0
¥ P14 10000 72h 175 114E407 6.5 2.99E+23 1.49727E+16
Ik
P15 10000 72h 175 1.02E407 5.8 1.74E+24 8.68418E+16

e novastem-MSCIARZEP1-P5 gy (=45 20.7

o STHiFERAFRIEL, EEESHYIUNE, SANEBEERIE s Es04LL L, o LIHREFH I, MABA1004LBERRALR, PORTIIKRS2.0E745, PIREICTIIRE71E1 18I
o RBEMERFNERMSETRIEMIT R, THIMA34200,
03 04

OO0



N\ HUACHEN
EREM

O B

AL REE

—MA3ZKR(72h)ER, ARhMSCERKREREZR, HEUMARTCSEERERERNY, ARLCEES0-90%AG1ER,
MCRENS(>I5%)SFMEEMBPLER, EAEBS0.2mL/cm?, TEEHK, EEIEHF3IXLEER, HMBEHER
i EInovastem-MSCHY, ¥IIAMMEY IBEHTTRERIE. BIVREREFE Mnovastem-MSC T:1TREEEFHEN, BF1KE
IR 2T Inovastem-MSCIA R,

MAHE

o
<J

BUGEALLBORFIBIREERS, FINGibco TrypLE™ ExpressBf§(EAH, 1X), APBST1HE, EHIMEEIT/EREER., Hik
BHE3-504D, SEA1-20/E, TTRBIRITIERSS, NEIKSHMMEEENENTRERELRILHEK,

HIKRF

©

EINDMSOLIRES%, TIATEMMHEAATEERFIDMSO: BB RE=1:9(IR L) NAEFR, 2-8CHULRT. FATAMA
TEEFERIE, EEMAFERNAER, BIRNEK.

O @ERERCMILN

R2 - Sample(CD73)

R2 - Sample(CD90)

R2 - Sample(CD105)

R2 - Sample(HLA-ABC)

R2 - Sample(HLA-DR DP DQ)

Count

00-|

300-|
200-] Rft: 99.701%

400
300-|
€ RB: 99.635%
3200-|
o
B J \;

400-

300
€ B: 99.068%|
E
8 k

Fl

300-|
€ B: 991656%
S200-|
8 k

R3: 0.298%

n
8
T

Count

g
;

w0 100 10 a0 10 10
CD73 - APC-H
R2 - Sample(HLA-G)

W0 100 10 a0 10 10
CD90 - FITC-H
R2 - Sample(CD14)

T T " T T
10 100 10" 100 10° 100 10

CD105 - R-PE-H
R2 - Sample(CD19)

T T
100 100 100 100 10° 100 10°

HLA-ABC - PE-Cy7-H
R2 - Sample(CD34)

T T 1 T Y
10 100 100 100 10" 10" 10

HLA-DR DP DQ - BV421-H
R2 - Sample(CD45)

R3: 0.282%

R3: 0.170%

R3: 0.014%

200-]

Count

R3: 0.043%|

R3: 0.173%

T T Y T T
100 100 100 100 10 10 10

HLA-G - R-PE-H

0 T T T T T
100 100 100 100 10° 100 10°

CD14 - R-PE-H

EFEIhMSCsREFRICHIEMN :

o o 9 5 " % g
10 10 100 100 10" 10" 10

CD19 - R-PE-H

CD73. CD90. CD105. HLA-ABCPFEM4ZE>95.0%.
CD14. CD19. CD34. CD45. HLA-DRDPDQPRREMZR=<2.0%.,

3 n % 3 % 5 g
100 10° 100 100 10" 10" 10

CD34 - R-PE-H

R T LT % g
100 100 100 100 10" 10" 10

CD45 - R-PE-H

CGTEMERRARSENKE

O HPSTES LB

A

e
X
¥

ZRZDMRE: ABSHL (BRIRE)

BAES L (REZIORE) CHREBD (FIFIHERE)

O @i BiAEEDRN

| crsetmmbmrn |

HIHEITNF-Q899 %

100
45 90 845
4 35.33 36.00 80
35 70 623
8 3 S
# 2s B g5
HE HE
g 2 ® 40
15 30
10 20
5 10
0 0
HNZmhE novastem-MSC RNZmhE novastem-MSC
Treg LA Th1FiAELH Th17 TFiRELHI
5 100 100
83.49
4 3.80 80 80
ﬁ g 69-43 g 72'17
£ B B
E 3 R 60 56.46 ¥ 60
4 2.44 o =
= i
2 40 4
1 20 20
0 0 0
EMEmhE novastem-MSC REmMEmiE novastem-MSC RiEmhe novastem-MSC

06
o B T B T B T L LT Y,
85285¢5¢58525¢5¢5¢5¢5¢5¢585¢5¢5¢525¢5¢58525¢5¢525¢5¢5¢525¢5¢5¢525¢5¢585¢5¢5¢525¢5¢58525¢58585¢5¢58525¢5¢5 85 85¢5¢



o HUACHEN
EREM

CGTEREMRAREIEKMHF

O @EFEBEENRN . RIS EER

New medium

48h Supernatant

New medium

O BHLEEZEES T

New medium

48h Supernatant

48h Supernatant

100

@
o

F
)

20

Mobility ( %)

600

4004

2004 128

Number of tube formation

1000 883

MCHCH{ i
HOICOe MK

IR TN L IR AR AT
e 12 e u K g

SOOI s
HETHEIRRE

LIECR LR OO HR L
LIS ¢ ST T ; B

O

HRSIS I BIRLR]
TR T (O TRR I Y
ANR U ll ,

A E= M

EEIEFRAIhMSCIZ BN 4

07

ER:

B.55/\{U4HFE

REMREHHERNENEE.

C.E+=H4M

O @Mk

| MRC-5 | | HELA hMSCs

AZE=R4AE BE/)\AKL CET=RHAM

EEEFHhMSCsE S A E X IRER:
hMSCsHERRIEREEPHITELNRE, RAEERINAESHEL,

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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CERTIFICATE OF ANALYSIS 7= Skl 1 25

Product: Serum-Free Mesenchymal Stem Cell REF:

Pe@i%#:  Medium Without Phenol Red 55 Heuens
Volume: LOT:

s 500ml e 20251206
Storage: EXP:

oy store at 2-8°C for 12 Months e 2026-11
TESTS SPECIFICATIONS RESULTS
fogih) i 4R
Appearance (Turbidity) Clear Clear
S GRMBED bialcy kol
Appearance (Form) Solution Solution
S (A itk itk

pH (Undiluted) 7074 726

pH GRFFE) o )
Osmolality (mOsm/kg)

BEE (mOsm/kg) 280350 o
Sterility Negative Negative
Kk x x
Endotoxin Level (EU/ml) <05 <0100
W (BU/ml) ’ :
Mycoplasma Negative Negative
KRk x x

Cell culture testing PASS PASS
AR Jdit @it
Edited by
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Checked by
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Approved b; =
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Amedium for in vitro culture of human mesenchymal stem cells. Does not contain mﬁnﬁmWs
ot
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Page:1/1

Manufactured under ISO9001 Quality Management System 7= 47 $4fT 109001 FE B IR

For Research and Cell Culture Manufacturing,Not apply for human or animal diagnostic or therapeutic uses i T-5f SRS MU 347 A SR T AR ST

R PR 2 NG S(a30F ) BRI 4 (T 53A%)

HAEEE

ERHRER

f4: HC-UC02S 20251215 ‘ MR 1 ‘ AE: S

5/ 20251230005 | g/ =

HAER

ARG T20251230005 | #wmn: sxo02 [ #emem. wwes

SRFEAM: 20251229 [ BYCH: 20251230 [ HEAEB:

ERITER

SERPERE: MM AR EMREATIR AR

R / [ whome.

IPRAS &

IPRSHT:

S R

£l E bt AR WHERE BHER

S HHH FAH HHEH FHH A

IGBRAR :

SAPEARER U B A AR R, AR ROFRTEAER S, BURA RS I B TER T P2
Sh, R A BRI SR X A 5 AR, AR DR AL
ABE A LR BO% -

o j\%,@ e

FRLEESREERE

ERELAFI, FRERDERRES. X, HEBE H(ERERBHER)
BAAMIE: 1771580631 5 Mk -7S =1

Suzhoulndusirial Park Suzhou Arca,China(Jiangsu)Pilot Free

Unit A3 S0k 1 Crsive l.mﬁmyruLNu 328 Xinghu Street,
Trade Zone

ST LRI A 52 G0 - A5 5081 17
400-965-9800

hips:/wvw huachenbi

otech.com

Report Date: ~ 2026-01-05

CERTIFICATE OF ANALYSIS 7 S il i &

Product: REF:

P Basal Medium Supplement 5 HC-UC028
Volume: LOT:

25ml 20251215
Hk : #5:
Storage: EXP:

tore at-20°C for 12 Month: 2026-11
oy store a for lonths HNE
TESTS SPECIFICATIONS RESULTS
AR FRrE R
Appearance (Turbidity) Clear Clear
S IR Fiat) i)
Appearance (Form) Solution Solution
SO B3 hk b3
:E 2;”;;‘;") 7075 730

Osmolality (mOsmvkg)
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@Viral test results by NGS are in the attached report.
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BIIE (mOsmke) 220-320 255
Sterility Negative Negative

pA: | % x

Endotoxin Level (EU/ml) ©

WiE# (EUmD <03 <0100

Mycoplasma Negative Negative

SR x x

Cell culture testing PASS PASS

SHRLEEFR IR i@t fibu

Virus test” Negative Negative
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i @ DEPARTMENT OF HEALTH AND HUMAN SERVICES

DMF 039951

Dear Zhenhua Sun,
submission:

SUBJECT (TITLE):
HOLDER:

AGENT:

DMF NUMBER ASSIGNED:
DATE OF SUBMISSION:

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

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

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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DMEF 039951 DMF ACKNOWLEDGEMENT

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 faster File (DMF)
submission:

DME NUMBERASSIGNED: 039951
DATE OF SUBMISSION: JUNE 03, 2024

SUBJECT (TITLE): SERUM-FREE MESENCHYMAL STEM CELL MEDIUM
HOLDER: SUZHOU HUACHEN BIOTECHNOLOGY €O 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
DMF and a copy of the LOA is submitted i NDA, the DMF.

For information on various DMF submissions, example of letter templates and DMF Guidance for

Industry,
‘master-files-dmfs

‘The holder of the DMF mpliance with 21 i in“The
Guideline

master-files-dmf
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CERTIFICATE Glt)
OF REGISTRATION

Certificate No.: J24Q2SZ8029253R0S

The Quality Management Systems of

Suzhou Huachen Biotechnology
Co., Ltd.

Unfed SocialCradt Code:91 20SBUMACTFPOASF.

o

Siahou rea.

o, S . o o U o T 500
has been assessed by GICG and complying with
GB/T19001-2016/1S09001:2015

For the following activities.

Research and Application of Cell Technology
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