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Excellence in Steroidal API solutions:
Precision, Purity, Performance

Americas | Europe | Africa | Asia| Oceania

Manufacturing Site Corporate office Futuristic Green Field Site
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Our Expertise

Steroidal APl specialist,
serving globally for 20+ years

Our Ethos

Partnering through symbiosis,
service with ahumantouch

Our Edge

Uniquely in Malaysia,
bridging East and West
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Who Are We

Symbioticais one of few companies globally that
manufactures both niche & commercial steroids,
steroidalhormones and Non-Steroids range of API’s

This approachis highly advantageous as, it allows
clients to work with the single approved vendor for
multiple API’s within the same segment, streamlining

regulatory documentation and simplifying audit
process.
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End-to-end API Solutions and Capabilities

~AINIK

Non-Steroids

Niche APIs coupled with
customised service

& X

Steroids Custom Manufacturing API Processes

Tailored manufacturing Expertise in complex chemical
Robust portfolio of corticosteroids solutions with scalability to processing offering versatility
and steroidal hormones support developmentto across each stage of AP

commercial production production
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Our Journey: Key Milestones

Expansion
PIC/S GMP

CEP -DEXAMETHASONE
SODIUM PHOSPHATE

1st Generic ANDA approvedin USA based on our API

1st PMDA Inspection

2nd and 3rd US FDA inspection
Strategizing for future growth plan (Regulatory changes)
Development of KSM and Intermediate

2001 - 2005 2011 - 2015 ‘ 2020 - 2025
e P ﬁ"}}' ) &% s
% ic 7 1 B
2006 - 2010 2016 - 2020 \

Establishment
Commercialization
ISO/WHO GMP

Further Expansion/Scale-UP
New Product Category
1st US FDA Inspection
MNC Vendor Qualification
Cofepris Mexico Inspection

Navigating Pandemic Period
Finalization of new Productline,
intermediates and KSM
EKUINAS - Diversify ourinvestment to
government backed private equity firm.
2nd PMDA Inspection
4nd USFDA Inspection
Major Futuristic Expansion plant at Green
Field Site.
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Excellence in Steroidal API Solutions: Precision, Purity and Performance

250+

Clients

TN

80+

Countries

Worldwide

~__

78+

API Product

TN

20+

Years

~.__

20+

Certifications



&9
Symblgtica

Speciality ingredients Sdn Bhd

Trusted Worldwide: Our Reach

8

Africa

- l:
Americas ®
/

31

Asia & ME

—

2

Oceania
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Certifications and Compliances

NPRA-Certificate of
GMP compliance

_ﬂwuu

COUNCIL OF EUROPE

European Directora
for the Quality

of Medicines

& HealthCare

irectic
de la qualité
dumédicament
& soins de santé

CONSEIL DE 'EUROPE

European Directorate for

Administration (TGA) |
Good Manufacturing

Practice (GMP) Australia

Drug Safety (MFDS)

&picss

The Pharmaceutical

Pinda

Food and Drug Pharmaceuticals and

the Quality of Medicines Inspection Co-operation Administration Medical Devices Agency
& HealthCare (EDQM) Scheme
CEPs
Malaysia Europe United States of America Japan
ﬂﬂm‘l* 1
‘TGA" G2
Ty (@YRLEECH Aepa
s REMAEDE
Therapeutic Goods Ministry of Food and Food and Drug ISO 9001:2015 Bureau

Veritas

Administration (FDA)

Korea Taiwan
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Enterprise 50
Awards

Awards & Recognition

I

L RHE

\l.‘;/

Golden Bull
Award

MITI - Certificate
of Achievement

T
a EEIFEJ. EHCE

AWARDS
.

S

Star Media Export
Excellence Award

Rephine - Certificate
of GMP Compliance
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Kulim High Tech Site - Timelines

Phase 1

® Office Phase 3

@® Warehouse Ph 5

@® Quality controlLab ase ® FermentationBlock/s

® R&D Centre ® MVRBlocks-4 @® Additional MVR/LVR

@® Generalutilities ® Cleanroomsforall4 @® Blocks-4

® MVRBIlocks-2 @® Generalprocess @® Cleanroomsasrequired
® LVRBlock-1 utilities @® General process utilities
® Cleanroomsforall3 @® PilotPlant - Bioprocess @® Expansion of WWTP, Tank Farm,
@® Sterile APIBlock @® Peptides Unit Solventrecovery plant.
® TankFarm ® Prostaglandins Unit ® CMO services, Peptides,
@® Solventrecovery plant Prostaglandins etc

@® General process utilities

@® WastewatertreatmentPlant

. 2025 ) 2027 ) 2032
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Waja Manufacturing Site

Multiproduct Site
Kulim, Kedah, Malaysia

12
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Steroids

Beclomethasone Dipropionate

Betamethasone Acetate
Betamethasone Dipropionate
Betamethasone Sodium Phosphate
Betamethasone Valerate
Budesonide

Clobetasol Propionate
Clobetasone Butyrate

Clostebol Acetate

Deflazacort

Desonide

Dexamethasone Acetate
Dexamethasone Dimethyl Butyrate
Dexamethasone Dipropionate
Dexamethasonelsonicotinate
Dexamethasone Palmitate
Dexamethasone Phenyl Propionate
Dexamethasone Pivalate
Dexamethasone Sodium Metasulfobenzoate
Dexamethasone Sodium Phosphate
Dexamethasone Valerate

Diflorasone Diacetate

Drospirenone

Exemestane

<# Planned/Under Approval )

CEP #

DMF-CTD

( cer )(uspMF )(C KDMF )
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DMF-CTD

(_cep# )(__USDMF# )

(_cer )(_usp™F )

Steroids

Flumethasone Pivalate
Fluocinonide

Halobetasol Propionate
Hydrocortisone Butyrate
Hydrocortisone Hemisuccinate
Hydrocortisone Valerate
Methylprednisolone Aceponate
Methylprednisolone Acetate
Methylprednisolone Hemisuccinate
Mometasone Furoate
Mometasone Furoate Monohydrate
Prednicarbate

Prednisolone Acetate
Prednisolone Hemisuccinate
Prednisolone Sodium Metasulfobenzoate
Prednisolone Sodium Phosphate
Prednisolone Valerate Acetate
Testosterone Propionate

Tibolone

Triamcinolone Acetonide
Triamcinolone Diacetate
Triamcinolone Hexacetonide
Trilostane

—
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DMF-CTD
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Contractual Steroids Pipeline Steroids

Betamethasone

Boldenone Undecylenate
Danazol

Desogestrel

Fluocinolone Acetonide
Fluticasone Propionate
Finasteride
Medroxyprogesterone Acetate
Nandrolone Decanoate
Nandrolone Phenyl Propionate
Norethisterone
Norethisterone Acetate
Norethisterone Enanthate
Polyestradiol Phosphate
Prasterone Enanthate
Testosterone

Testosterone Cypionate
Testosterone Decanoate
Testosterone Enanthate
Testosterone Phenyl Propionate
Testosterone Undecanoate

# Planned

(_cer# )( USDMF# )

C cer# )(C USDMF# )
(_cer# )(_ USDMF# )
(_ cer# )(__ USDMF# )

( cer# )( USDMF# )

C cer# )(C USDMF# )

US DMF #

US DMF #

Abiraterone Acetate
Alclometasone Dipropionate
Cyproterone Acetate
Dydrogesterone

Dienogest

Diflucortolone Valerate
Difluprednate

Etonogestrel

Fluocortolone Pivalate
Fluorometholone
Fluticasone Furoate
Hydroxyprogesterone Caproate
Loteprednol Etabonate
Megestrol Acetate
Mesterolone
Methyltestosterone
Prednisolone Caproate
Prednisolone Steaglate
Progesterone

Testosterone Isocaproate
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8 - USDMF

« Betamethasone Dipropionate |~
« Betamethasone Valerate
« Clobetasol Propionate

« Dexamethasone Sodium Phosphate
(GDUFA Paid)

« Exemestane

« Halobetasol Propionate

- Hydrocortisone Valerate (GDUFA Paid)
« Mometasone Furoate (GDUFA Paid)

11 - CEP / COS

Beclomethasone Dipropionate
(Submitted)

Betamethasone Dipropionate
Betamethasone Sodium Phosphate
Betamethasone Valerate
Clobetasol Propionate
Dexamethasone Sodium Phosphate
Exemestane

Mometasone Furoate

Mometasone Furoate Monohydrate
Prednicarbate (Submitted)
Prednisolone Acetate
Testosterone Propionate

Tibolone
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Non-Steroids

Flavoxate Pinaverium
Hcl Bromide

mmmmm)  More under pipeline

Supported with REGULATORY Packageinterms of a
CTD format DMF (ASMF, EDMF). Audited by
COFEPRIS, Mexico.

16



Symbiotica

Speciality ingredients Sdn Bhd

CORPORATE OFFICE

No. 13, Lorong Perusahaan Sg.Lokan 2, Taman
Industri Sg. Lokan, 13800, Butterworth,
Penang, Malaysia.

MANUFACTURING SITE

No. 518, Jalan Waja 4, Taman Industri
Waja, 09000, Kulim, Kedah,
Malaysia.

TEL: +604-518 9000

FAX: +604-3581700

EMAIL: symbioti@symbiotica.com.my
WEBSITE: www.symbiotica.com.my
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