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API Product List 4 N
i Grade | Drerepeuti
1 |Itopride HCL IP/INH Gastro Prokinetic
2 |Rosuvastatin Calcium | IP/EP/USP | Anti-Cholesterol
3 |Betahistine HCL IP/EP/USP | Antivertigo
4 | Betahistine Mesylate IP/EP -Arﬁ:iverti'g_ja
5 | Deferasirox INH/EP Iron Chelator ‘0& = Seas ; ﬁ*‘)
6 | Deferiprone INH/EP Iron Chelator
7 | Atomoxetine HCL IP/EP/USP Antidepressant
8 | Fluoxetine HCL IP/EP/USP | Antidepressant
? | Doxofylline IP/INH Bronchodilator
10 | Edaravone JP/INH ALS Treatment
11 | Pitofenone HCL INH Antispasmodic
12 | Fenpiverinium Bromide | INH Antispasmodic
Sr. Therapeutic
No. Product Categziry
1 | Desvenlafaxine Succinate | Antidepressant
2 | Toludesvenlafaxine HCL | Antidepressant (SNDRI)
3 |Bempedoic Acid ACL Inhibitors
4 | Letrozole Aromatase Inhibitors +91 90814 99099 J
5 | Tegaprazan PROARS www.tivansciences.com ==
& | Canpraxiim HCL Rutiictg Street 20/2, Bhatinagar Station Plot
7 | Valsartan Sacubitril ARNI Main Road, Near Dattatreya Hospital, @,

Rajkot, Gujarat - 360002,
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SEA - Emerging hub for API sourcing, mfg & CDMO

DR SANJAY AGRAWAL

pw Active FPharmaceutical Ingredsents
(APl) markel in South East Asis i enter
ing & critical phase of evolution. Onee
viewed prmanly a5 a consumer market
for finished pharmaceuticd] products, fhe e
gion is now positioning itscli as an emorging
hub for AP soorcing, manufscturing scale-up,
and conteact development and manulactiurstng
(CDMO) services. This' transition is driven by
global supply-chain realignments growing re
ghonal healthcare domand, and increasing fnter-
est from multinational pharmaceutical compa-
nies seeking diversification bevond tracitional
i facturmg centne
Global demand for AFls comtinoes to rise, sup-
ported] by ageing populations, the increasing
prevalence of chronic diseases, and sustained
growth in genenc and specially  medicnes.
Within this broader trend, Asia-Pacific remalns
ome of (i fastest-prowing pharmaceatical re-
ghons, South East Asla, In particular, stands at
an fnflection point - offering structoral advan-
tages such as drategic geography, expanding
industrial capacity, and supportive policy sig
nals, while still grappling with gaps in sale,

capability, and ivegration

Market Dynamics: Growth, Demand, and
Regional Positioning

APls form the backbone of pharmaceutical
manmalicturing, and demand in South East Asia
{s belng deiven from both domestle and bier-
national fronts. On the domestic side, expand-
(g healtheare acoess, demographic shifts, and

Global demand for APIs continues
o rise, supported by ageing
populations, the increasing
prevalence of chronic diseases, and
sustained growth in generic and
| specialty medicines |

rising disease burdens are increading the noeed
for affordable generics and selected specinlty
drugs. On the global sde; phurmaceutical com-
pamies ane actively re-svaluating: supply-cham
dependencies following pandemicem disrup-
thotw and geopolitical uncertainties. This dual
demand has created a malti-year growth nm-
way for AT investments actoss the nglon
Despite this momentum, South East Asiy does

net yed match the scake or
maturity of established
AT manufacturing pow:
erhouses such as India
and Ching, The regional
erosystem  remains | frag-
mented, charscterised by
small- aned mediume-sized
manufacturers, 4 limited
numbier of large-seale pro
ducers, and a growing pool of CDMOS aiming
to capiture outsouroed syothests and manudac
turing opportunities. Chemival AFL sctivity is
primarily concentrated in Indonesta, Vietnam,
Thailared, and Malaysia, while Singapore (s
carvirg oul a distmdt role ax a congre hor high-
valone biologics, mnovation partrnerships, and
achvandosd munulactsnng serviom.

Supply-Chain Healities: The China Factor and
Sourcing Risks

China continues (o play a dominant role in
global AP and intermediate supply chains, par-
ticukarly for commaodity and hagh-volume prod-
ucts. South East Aslan manufacturers, ke many
of their global counterparts, remain heavily reli-
ant om Chinese infermediates. This dependence
imtroduces valnerabilitis, Inchuding exposure
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Growth opportunities lie in targeted niches

CONTINUED FROM | 5
lo price volatility, logistical disruptions, and up
stream policy changes

Al the same time. this ndiance presents a stro
opportunity. Tharmacoeatical buvers are
increasingly priooitismg suppiv-chain resilinoe
and geographlc divensification, creating open
s for allermative mamulachuring locations
While India has moved aggressively to capital-
hifl through policy incentives and
capacily expansion, South Exst Asian produc
ers can Jeverage the same thend by positioning
thema
M

sifcation, and reglonal prosimity

ise on this &

N |.'|l|:|||1|-|1'|:||'|'.!.||1. rather than com:-

W "-IIF"F"::H'F‘_- offering Oexibilidy, risk diver-

Kegulatory Landscape: Harmonisation and
GMTP Expectations

Regulation remains one of the most influential
now-market factoss shaping the A industry in
South Easl Asla. ASEAN regula

tore have made nofable progress

bowarcd F'I.I!I'I'I'.I“i\.ﬂii"“

commumam frameworks and oollab-
orative  inddatives, bl i)
regulatery diffesenoes persist. Fors
maniifacturems, this tanstates nto
a dual requirement: adherence (o
international Good Manufactaring
Fractice (LMY} standards and the
ahil

multi

ik

v validale procusses across
regulatory jurisdictions
Encouragingly, regulalors acnss
thee negtlan ane increastngly suppor
e of regional standands, mspechor
IrAdrrsg Prsgramnes, and rellanoe
midicls

¥

Hemretner,  implemuenting
comsistent compliance acroess 2 di-
verse supplice base remalnsa
turers. that invest earky in robust quality systems,
transpanmit data practices, and validabon-ready
operations ane Petier positioned o converl regu
latory aligrment into a competitive advantage
Ity preactice, regulabory maby

chuallismge. Maralag

Bevuming a comumancial diffeventiator rathar than
a proceduital obligation

Chpportunities: Niches, COMOs, Green Chem-
istry and Biologics

The strongest growth opportunitics South
East Asa's Al mardoe! iw in taggeted niches
rather than high-volume commaodity produc-
tion. CDMO services for mid-complexity APls
and \P“ml!'. = '!l,tr|_||'.|.| v At
tivee, as global pharmaceutical cc

wiheesis ar

Tartiens sevk
refiable partners capable of meeting quality,
comfidentiality, and scalabillty roquirements
Grevn chemintoy and continuous marmafactur
ing offer additiona] svenses for diferentiation.
Reduced wasti, lower energy consumption,

ind predictable scale-up are becoming critical
selection riteria for buyers, doven by both oost

cotsfderations and sustainability expectatioms,
Advanced manufacturing approsches nok bndy
improve operational efficiency but also align
'l‘l“.lI eVoIvIng [I."'I.."Uul.'l'l'f'l-' and énvirormental
stanadards

Blologics Al'ts and peptide synthesis nepre-
sent aniother high-value segment  Althoug
technically demanding and capitad-intensive,
these areas offer higher margins and long-term
strategic relirvance. Select (actlitdes in Sgapon
Thailand, and Malaysia are alveady bailding ca
pabilities in this disection, supported by skilled
talent pools and stronger innovation ecosys

lemis

Challenges: Skills, Capital, Feedstock, and
Iilicit Production Risks

e ils pronise the Sowith E
market

Awian A
taoes significant structural challenges

o chitmists, sophisticabed  quality systems,
andd substantial capital investment in GMP
complian! infrastructure. Many regional finms
strogeile with talent shomages extimded  ag
proval timefines for capital projects, and |
bt v atibibies and industnal suppsort s

Foodstock availubility and price volability' for
cotical Intermedistes remain  persis O
e, porthcularly for manufactunérs operating
om thin margins, Additionally, the region must
contend with lllicdl industial-scale production
which
comphicates - enforooment  prionties and  risks
reputational spillover for legitimote mantifsc-

of controlled substances In cortain areas

lures, Addressing these issoes requines coordi
naled achon

alory

wolving }h‘-lln.'. clarity, e
forcement, and midus
presevve trust and marke! o

self-regulabon o

dibilily

Strategic Mlaybook for Manufacturers and
Investors

A pragmatic strategy s essenbial Jor stike
Soasth Easl Asia’s

= alming o mceeed &
Al'l landscape

m  Farly imeestment i GMP and oalidafion:
Regulatory readiness shiuld be embedded
nto project planning from the outset, Vali-
dation must be trealed as a core compondn
of developmen! timelines rather than a
downstream adminmistrative step.

® Focous on wiche differentiation. Compet
ng  idirectly established  producers
m commadity APls s mrely sustainable
Mid-complesity. APl specialty chiemisiries,
and CDMO partnerships offer more viable
growth paths

o Adoption of modern manufectioring fech-
sologics Contineous processing, modalar
facilitbes, and green chemistry meduce van
ahilty, improve scalability, snd enhanoe
long-term competitiveness

®  Human capital development: Partnerships

wilth universities. lechnical institutes, and

braindng orpganisations are critical for bodld-
ing o sustainable talent pipeline

L] Regional  regulatory  en-

gagemmit Active participabion in

ASEAN harmonmsabion initiatives

can accelerate approvals, enable

mitiial recognithon, and
complianor fnichiom

with

resduice

Role of Governmenls and Mualli-
lateral Support

Lvmuimment  support will bw
instrumental in shaping the next
phise of APl manufacturing in
South East Asia Molicy measunes
such as targeted investmint incen
tves, tax benelits for [ie-scenoe
infrastructury, {ost-track approvals
for utilities, and dear mwgulatory
pathways can significantly low'er entry barr
ers. Multilptera) oeganisations, industry sssocia
tions, and segional trade platioems also play a
key rode in facilitating knowledge ewchange
partnership formation, and market access: for
[T .'_l.'illl\.:,{ manuiaciuneTs

A Long Game, Mot a Sprint

Thae ATl mar in South Esst Asla |s sbos
miving nto strategic relevanon, bat its evolu-
tion will be mwasured over decades rather than
quarters. While short-term gains are achi
long-term success depends on sustaimed nmvest-
ment, capability bullding, and & deeply embed-

East Ada iz unlikely to displ estal
maniilacturing glants in te n e, buk i has
the potential to become a pred il
sourcing destination for glabal pharmaceutical
companies. sevking nesilionce, rgulatory conlfi

dence, and Bexible manuisctunng capacity. O

ermed dive
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