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1 BEBAREEIZ(CHO cells) 200L~2,000L 1, 2 BB AEZEIZ(CHO cells) &&12,000L
"
MAEMIBAZ(E. coli) 200L GMP—RItY5EEAE
3 REFRRCGREN/ERHE) 10,000/batch RS T R/ AT/ B B 5T SR)
BT 3 swwnm

~

GMP—RE10fzEs  100,000/batch

Up to 1,000 %I/ &
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GMP— R ZE R FTHELAR BB

O EMA

EUROPEAN MEDICINES AGENCY

B

Health
I*I Canada
NEX

5/5
B A RBE

Ministry of Food and
Drug Safety
o
L

52
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MYCENAX

3| BOEFR B U E R

Federal Office For Safety In Health Care

CERTIFICATE NUMBER. 484485-103448305

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part1

Issued following an inspection in accorc
Art. 94(1) of Regulation (EU) 2019/6 as
Art. 111(5) of Directive 2001/83/EC as

The competent authority of Austria con
The manufacturer: Mycenax Biotech In
Site address: 1F No.6 And 1 2 3 5F. No
OMS Organisation Id. / OMS Location

Has been inspected 1 connection with 1
the European Economic Area in accord:
Regulation (EU) 2019/6 and Art. 111(4;
legislation:§ 63 Medicines Act (Arzneit
2009).

Is an active substance manufacturer that
(EU) 2019/6 and Asf. 111(1) of Directit
63a Medicines Act (4 imittel; )

Jo] 20,

m:éﬁiﬁﬂﬁ%mﬁﬁ%%jﬂiﬂ%

AR OEEEROAH | Mycenax Biotech Inec.

1F, No. 6, and 1, 2, 3, &5F, No.
8, and 2F, No. 10, Kedungz 3rd R
oad, Jhunan Township, Miaoli C
ounty 35053, Taiwan (R O C.)

TERR & AT D = Wik O T {E L

WEREDESL (EANZHD

T, BHEEEDLS) Mvcenax Biotech Inc.

TF, No. 66, Shenegvi 2nd Rd., Z
EiEEFEOER EAZHD | hubei City, Hsinchu County, 30
T, #-2FEHBTOfER) | 2, Taiwan (Hsinchu Biomedical

Science Park)

Hlus FOFF A L < EERK
T SUVLDE S8 O A E B | PRSERY MRS
DFRES L ITEE A5

i & #h | EE

Facility Information

Mycenax Biotech Inc.

1,2,3,5F,No.8 and 2F, No. 10 Kedung 3™
Jhunan Township, Miaoli County 35053
Taiwan (Republic of China)

4R 7T 20 4H

BAEFTBE A 2 S R B B S B

Submission Infa
I N N

Qutcome

(" Interim

.F\na\

RECOMMENDED
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G MSE S
Nippon Kayaku Co., Ltd. mETTIE
2 Yoshindo Inc. JR| &%
Alfresa Holdings Corporation BT 2
3 Chiome Bioscience Inc. P
Kidswell Bio Corporation RETIA
4 Fuji Pharma Co., Ltd. EERIE
5 Meiji Seika Pharma Co., Ltd. [ 2
6 Okura Pharmaceutical Co., Ltd. HEE I
7 | Adragos Pharma Kawagoe Co., Ltd. | FEREFRIE
8 | Nichi-Iko Pharmaceutical Co., Ltd. EETTIE

EE5EE [N FEREmERNREHREBHEIIBEEE] BRERE
EEICERE O VICARSEHERBHEEREEICH TS GERAROE
Mot

TFTLZLyH =0T g4 7 A%REE 2025FE5H220 095404

U B060 e

TLZLyH k=T 17 2A et (Rt ERHFRBE, RRIEELE T BEA. KU
FI7LZLyY R=LTa IR, Fy X7zl A FHAEHE (Kt ERHFFPRX, RFKE
R Ik e, T [Fv X7 ziu)), RASHHAFL - A AV A TR (B EREE
BE, RERERMBEHEE /Gt EE, UF [A4F L] 13, TOE, BEEFHFBEICL D [EEBLISE
REBEMBE (N FERERENISHERERIIEEHE) ] (UT. FBIREE) TR AFICHL.,
SHERMTHEZITL, 2025F58218( CHRE N L2 BMS TV LET,

FBIRREZE I, N FEEREL GUT (N1 F225—]) OREHBEN A BRAERNICHEES 2

MYCENAX

ZEHEBMELTWET, 31id, BAFBHEOXELZRBL TAAF Y I 7 -—DERRENADEFE

EDHET, BB, BECBVWTNAFLIT—2BUNA FTELEROMAERESZTHE (CODMO) &L
TOZDZFEXRBEL., GMPRIATHE2 28K - ER L. Xm0 ERE L BEREEOREEERNR
H % #{m L T 278 %H § 5Mycenax Biotech Inc. (LT [MBI]) »EERHREE LTRSS
SEWZLET,
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Alfenax : BixrEAlfresa SEIIIVEHZE CMO AS

7/ hEf . Alfenax BiAHABERENEYEECMO
alfresa + MYCENAX

alf ENAX I8 - Alfenax 5 Mycenax HERELH S

A Biopharmaceutical CMO in Japan

alfresa 45%,
MYCENAX 4590
Kidswell.Bio 7%

r‘ 3%

CHIOME

Yusuke Fukujin
MYCENAX Representative Director & President of Alfresa Corporation
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« ADC & "ARofHInis, + "'BAiRs

ADC

(Antibody-drug-conjugate)

Payload
Linker

ADC EZ

NRIREEEmAEY - BRIt AR

RIS/ )\ F e SR ER

MYCENAX

RN

1 NESEY

ADC Pipelines (as of Aug. 2024)

Pre-Clinical
774

Phase I
133

Phase III
41

Approved
12

Total: 1,036 ADC projects
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MMA Linker

(Mycenax’s Multi-arm Linker)

Hydrophilic multi-arm unit:
2-arm 3-arm 4-arm

e e =G

ZEiBTEH BRI - o]E18 DAR 4-8 eSS
o] [EAR &S ( Dual-Payload ) ADC 2218
A Z1EE BB RIS

BRRZSEMRAE

B1THt s

MYCENAX

i s
VLK Linker RN

\

¥

E#ABystander effect - S EEBHIRIZRP SIRE
40 BE

FBURER BB - o]Z K DAR 8
R 2-8 °C R M ERREEFREK

BSRINGXERE
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H{ZRin Institute’ &= 1S#E

S

Rin Institute &7}
e AIINR2016F18
o BEUFRITEEMSELY) i i

- FTRE BABEENZFE /O (NCC) R RIATE
+(Dr. Yasuhiro Matsumura)B89#f 3t 5 R

- BREEERRINESZVLKEZ X
- SfFFAERERADC

MYCENAX

B (FR 38 R U F 11T

Mycenaxtt ED I BADCY U A—FFIAICh DS
EXEEEMBOBHLE

iE3EhE) 202556 A168 12:00 [t

BRSO R ERP X, (=S FRE [E8A. RIT &1 1) Mycenax Biotech Inc. (it &7EE
b, HZRE  Pei~Juin Chen, LUTF Muycenax )3, HithWRE (CRSULIIEHICE D) H—4555FIR (2
DAEASEETMELI L CEERELET,

Shaping Tomorrow'’s ADCs Together

L ¥ 4
PIEENAX +  JRIN

EHORE
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BiSpera PharmaS{EADCH ATt 7 3H AR 5

=

Spera Pharma &7

o BIINR2017%F - BHRHZEm(Takeda) CMC
S iy AV

- HZAEBETHCDMO - B0 FHE 2
FIERE

o EIREmMCMCRIZE TS

- HKIFESESTADCRRZE(DS)EE -
Spera Pharmaft H R ETHRETIE(DP)£E
ZBEBESE

MYCENAX
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ASTENA

HOLDINGS

AN5TP-7 : / -I~ 2 5?7—7‘:0\.’!&#-(1 el -3
. | — g \

. ) — IERA
- remt - { Y
L " s P (‘ / New:a\
. P . )
PR ' P "'L"‘

> [Za=RYY=RIAARZT7—7 EMycenax A LAY & ¢k (ADC) RS LU MMME Y —E R ICBIY S8R/ S—hF—...

[Z2a—RYY=R]RARF 77— &Mycenaxh Hifk
= EWEAEH(ADC) RESLURFAIREY —ERIC
B9 2EBERY /N — b F—>y T & i

2025.09.15

PDF download

ARGy —THR R4 (R KIRFF KRR ARG R B BARE, UTFIARST7—2 ) (&, BBERRETD
NAFEREGECOMOD) —F 424 hiIX\=—T#H HMycenax Biotech Inc. (K#t: &% $H1 R ILH Chairman/CEO
and President: Pei-Jiun Chen. LA R Mycenax ) ED BB/ \—hF+—2 v T DL R RLEL -, RIBHIZKY ., @it
DMAHBEREL. RAEEMHEE K (ADC) B LUNAAL T s — BT HEENL TRy TH—E DR EEA AT BE
ERVET  Y—ERITIF, Uoh—/RAO—FOEMK. RENE. WAL, RETPETHAEEN. DMBARLH S KB
WEFCOWEN=—XIZHELET
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Mycenax Biotech Inc. e

HYCENAX 3,206 followers
3w.® [ Exclusive Interview: Mycenax's Strategic Blueprint for Japan, ADC, and

A D C ;ii- 75;; 15 F’ﬁ ‘E';é % HQ tt 15“ Congratulations to OBI Pharma on the first patient enr Beyond]

trial of OBI-902! Proud to be your GMP manufacturingl] A sincere thank you to Nikkei Biotechnology & Business for the exclusive feature!
In an in-depth Q&A session, our Chairman and CEC, Pei-Jiun Chen, Ph.D, shared

35 journey.
her strategic insights on Mycenax's core business units and our roadmap for the
future.
30 op) OBIPharma
smamma 3,605 followers highlights the interview include:
) 3w « Edited » ©® Key highlights from the interview include:
S &7 OBI Pharma has enrolled the first patient in our | @ ADC Strategy & Partnerships:

OBI-902, our first TROP2-targeted ADC built with o] How we are accelerating our ADC CDMO business through strategic
20 technology. ...more collaborations with partners like SPERA PHARMA, Inc. and Rin Institute.

15 @ The "Japan Factor":
Biotech Inc. renosted his Why Mycenax has successfully built a robust network of over 30 Japanese clients,
10 M Dot NG ol e which now account for 50% of our revenue.

BLE (%)

Parsity Grou . L. . . e . -
- 2078 ‘:?‘Iio‘,ds‘,_; P @ Al Innavation: Our vision for integrating Artificial Intelligence into process
2w-® design and manufacturing to drive efficiency and quality.

. - - - Latest CDMO News: Deals, Partnerships & Innovation
T T T T Dr. Chen emphasizes our commitment to being a "Big D" (Development)

Welcome to the Parsity Group's weekly round-up of the Contrall  company, providing flexible and high-quality services to our global partners.
2020 2021 2022 2023 2024

&2 Don't miss the full article on Nikkei Biotechnology & Business for the complete

Latest CDMO News Eatks

hitps://Inkd.in/g2P3Ypfg

— = r=<pAC =y = =t ES H==E
IE%E—W Eﬁﬂj: FDAEHIJ % nit H%E/'i EE F)=] Deals, Partnerships & Innova #Mycenax #ADC #JapanMarket #nikkeibp

TTSETR b o mma Na ¥4 E s 5 A EMycenaxit < BEO

N . . P o coriolis = » o
2= H$ j: T 1 'f"E \) :f W e = ATUM 2 FHATADCOCDMOSBLE 4 ¥ 1
IE%—WEH T IE /j% i PN FA TR ) e * HrCENAX bionikkeibp.cojo
@Rentgc,chler Y Blologics \ln-l :
iopharma J BioNexus Gene Lab

Corporation

—IEE 8 R2026F 4 E R K —HA A %%
/- ALGENEX %_ ARC

eXmoor GROUP

5577 IE\ E/liz_li % H_U Eﬁ ﬁé KII;:!I: Eﬁ %E— 7§;§ MYCENAX m # Acc Biologics

Your frisndly COMG axpert

Parsity Group is your go to CDMO executive search partner

MYCENAX
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