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BIOLOGICAL —  to the adjudicating officer

il  regarding contravention of

fr’ no- e provisions of the Act

oS The Adjudicating (Mficer,
itol i i ding an officer authorised under
Lactitol i of  Section 434 of the Act, will

1 g 1 ] .
Mﬂmmdrate i Maltitol ; Isomalt n of  issue g cause nobice o
i i thar-  the person agpinst whom
i lime  such complaind has been
Xvlito i H tiled, and com prooeed with
¥ l i surh“nl furtbyer notioe of appearance

i

of the person or through a
representative if the officer
is of the opinion that an in=
quiry should be held.

In faking any evidenoe
under these regulations, the
axdjucdicating  officer  sheall
nol be bound o observe the
provisions of the Bharativa
Sakshyva Adhindvam, 2023,

"I, upon consideration of
ke evidence produced be-
fore the adjudicating offi
cer, the adjudicating otficer
% sabished  that the persan
has commilled the contra-
vertion, ke msy by order in
writing, impose such pen-
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es penalty regulations on
) of provisions under Act

alty under the Act, as he
considers reasonable,” aaid
the niews regulation,

Every such order shall
specity the provision of the
Actin respect of which con-
travention has been com-
mitted and shall contain
the reasons for imposing
the: penally.

I'he adjudicating oHicer
shall complete the procesd-
ings within six months
Frovmn Ehe issuance of the no-
tice to the oppuosite party,
it added.

Any  person agprieeed
by an order of the adjudi-
cating officer under these
regulations, may prefer an
appeal to the appellate au-
thority i Form-IV, which
has been netified  along
wilh the regulation.

Ihe appeal shall be filed
with the appellate author-
il_'_L' withima |'.\|:'Ti-ih.| n::lF'Fnrf:u
five days from the dale of
recedpt of the order
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A SPECIAL FEATURE

Africa pharma stands at cnt:cal crossroad in evolution

Dr. Sanjay Agrawal
piica slands al a crili-
el rroesmnads in
healthcare  and  phar-
amateutival  evolution,
With a population exceed-
img 1.4 billion amd progacied
to reach 2.5 billion by 2080,
the continent presents both
a profound challenge and an
extraordinary opportunity in
the global health ecosvstemn.

For decades, the pharmacen-
tical landscape in Africa has
been characterized by heavy
teliance on imperted  drugs,
with owver 20-W0 por cont of
medicines sourced from inger-
naticmal markets such as India,
China, and Europe. This de-
pendency has kong exposed
continent to external shodes-
suppdy chain disouplions, Auc-
tuating pricing, and delays in
access [0 li-saving drugs.

The  Covid-1%  pandemic
xlarkl_-,- '.-x}'»mwd the vulnerabil-
thies of this dependency, YWhibe
wealthier nations secured large
varving stockpiles through ad-
vanced purchase agresrnents,
African countries were left
scrambling for access. This dis-
parity catalyzed a continental

it

reckoning: the urgent need for
soelfrelianee in pharmacetical
production,  distribution, and
regulabion:, As a result, gov-
cmments, pan-African instite-
tiows, privade stakeholders, and
global partners are now align-
i b reshape the condinend’s
pharmaceuhical future from e
EI'I.K.I.“IJ. Ll.t".

The pharmacentual mdusiny
in Africa, once a fragmented
and underdeveloped sector, is
undergoing a significant trans-
formation. In pecent years, sev-
eral African nations have bagun
investing in local manufactur-

ing, research, and nnovation
Imitiptives such s the African
Medicines Agency (AMA), the
Afrcan  Viocine  Manufactur
mg Initizbive (AVMI), and the
Afrcan Continental Free Trade
Area [ARCFTA) are building
foundalional  Frameworks o
support regulatory harmoniza
i, n.-'sil:ma.] I."‘I.Il.llj)t'rﬂﬁl.m.n.. and
mvestment in health infrastroe
fure,

Moreover, lwee's @ grow-
ing awaremess that improvieg
the pharmaceutical sector is
not only a health imperative
but also an economic one. Lo-
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cal production of medidnes
and vaecines gan condribute fo
industrialization, job creation,
skill devetopment, and the ne
duction of import bills- key pri-
orifies fur many African gov-
emnments striving for coonomic
independence and sustainable
gmwlh.

55:||l.|.||:3fur‘~1||.|.'='|}'. the burden
of disease in Africa s shafting
While communicable diseases
like malacia, HIV/AIDG, amd
tubsrculosis still present major
public health threats, non-com-
municable diseases (MCDs)
such as diabetes, cardiowvascu

lar comditions, and cancer are

rising m]:lu‘lh due to urban-

ization, lifestyle changes, and
i aging populations. This epi-
! demiological shift demands a
¢ more diversified pharmaccu-
; tical ecosystem capable of re-
i sponding to both traditional
: and emerging health threats.
i Importantly, Africa is not
i starting from scratch. The
conbiment is home o some
pionecting  pharmaccutical
|'1I\'.'1'I]'|:I.I'Ii1"\-'- wpch s .-'\.H[,wrl
Iharmacare in South Africa
and Cipla Cheality Chemical
Industrics in Uganda- that
are alrewdy  demonstrating
the feasibility of local drug
manufacluring,  In paral-
Uobed, there ik renewed infer
+oeslin leveraging indigenous
¢ Enowledge sysdems and fra-

ditignal medicine s par of a
holistic health. approsch, par-
|i|.u|.a|'|._l.- {18} I'!!rﬂt n.‘"III IJIII:!'FT'
served arcas

ﬁ.:s,dil'lhl! this E\.-u.']:d!’up. the
African pharmasceatical market
Is being recognized not just as
a wone of nesed, bul as a fron-
tier of growth, inmovation, and
collaboration.  Analysts  fore-
cast that the value of the phar-
maceutical industry in Africa
could reach between S60-70
biltien by 203, up from just
over 520 billion in 2013, This
remarkable potential hinges on
solving key challenges such as
regulatory  Fragmentation, in-
adequate financing, infrastruc-
ture gaps, and the scourge of
counterteit drugs.

This arbicle dehaes into the
multiple dimensions of Afrca's
pharmaseutical jourmy. From
market dynamics and regula-
loary reformes Lo the infegration
of digital health and the riee
of local |:|"|¢|||u|.'a€‘L|J|i.I'||:'I hihs,
we will examine how Africa
is reimagining its pharmaceu-
fical ddenbidy-  tansforming
from a passive consurmer of
global health goods to an ac-
tive producer and inmovator.
As the continent rises to mect
its health challenges, the phar-

maceutical sector may weell

ey

hecome a cornerstone of a
healthier, wealthier, and more
self-determined Africa.

Current landscape
Adrica’s pharmacrutical
market is expeniencing signifi-
cant growth, driven by factors
such as population expansion,
vrhanizatiom, and  incneased
healthcare awarcness, Key in-

sights include

®  Market size and growih:
Thee  pharmacewtical  mar.
ket in Africa is projected
Iy experience  substaniial
growth, with an expected
mpound anoual growlh
rafe (CAGE) of 68 per cent
between X244 and 2009
CONTIMUED ON p 37
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AMA aims to improve quality and availability of medicines

COMTIHUED FROM piG B
I'hs growth is fueled by o
fising population, increas-
mng |,|r|:mn|.r111||n gnmlng
Incidence of chronic diseas-
| grialir healthcane
expendifure.

] fm;'mr! ilrprmfmy. [Ma-
spite growth,

lﬂ'mrl:l‘li!l.l‘llti.i'.ﬂ] '\H'il."l'll.'l.".'\ﬁ,
affecting rescarch, develop-
ment, and manulacluging =
e,

the: Wity for a maore seli-reluant
pharmaceutical sector:

Africaen Medivines Agency
FAAM AR Fstablishiesd to har-
monize medical regula-
Homs across e conbinend,
the AMA aims to improve
e tllld]i.t}' arud availabil-

ity ol medicines, It HUf
poets the growth of local
pharmaceulical  prodoc-
tiom and p]._:}-n a ertical
role in calalyzing leade in
!-UE:I[I-C:IF' of the Africa Con-
timental Free Trade Area
{AICFTA),

8 Local nmnu_,ru:'luring r_fv
forts: Companies like As-
pen Pharmacare bn South
Africa ans |t'w,_|i|nﬁ_ efforks in
local drog manufacturing,
ir||."||,|i]i.r|g ambrebroacirals
and antirmalarials.

CONTIMUED ON pt il

Inthiabwes and tnnovations
Despite these challenges, nu-
imerous nlialives are paving

Africa remains @0 _— -
heavily  depen- | | 2 . : y
dent on imports, Scale and Scalability RED and Innovations Quality and Regulatory

with up to 90% of |

pharmaocutical
products

relianoe
scomes fhe meed

being |
imported. This
under- :

= Largest contracs manufaciuring
pharmaceutical company of India

= Customear base of 1800+ lzading Indar
and mutnatanal pknsars

- Bast-in-class mardacturing Scliites
wih antal capacity of 482 Be units
ACTOES

= Broisnd 1500 docsiars i

= panufactures more than 106 of the

oL _,- & total medicing requiresmants

= & RAD facilities with <00+ scientists.
= Launched guer 220+ inmaatiee praducts

and recafved T patants
A emn tiled as
per CT0 ADTR and gusdesdineas of the

= 1000+ D0 approvals, 950+ FERAL

appravals and 000+ SkUs

+ Karufactired 4100+ fomulations across

&0+ dosage farms

* 10 wwalk-In stamdity chambsrs and 1 phota

srabiifty chamine:

+ Exrenckoa PRD and FAD, formulatlors and

for bolstering lo-
cal manufacturing ;
capabilities. :
L] .r.l:li:u.I :m.u.mﬁf’du’.-
furing: Local vac-
Lane [mu|u|.'|l'||r| R
currently  mevts
boss than one per i
cent of the conti-
nenl’s demand in
vatlues, I'I'iﬁh]lghl'
ing the meed for
L1 IL‘THlmI ]IH ?‘I
mianufacturing
capabilites.

= Thfmrrm datanm plarts and 3 AP planta FACH o AT COLIFies
- Slats-of-rhe-ar1 RED facility = equipped

with the technslnges o suppert

st

analytical davelopment,
wal Galnn, piogesl maraiamant |_||,|-||:I::,I
SEELITARCE 3N g ST00y,

= Pyesence in miaee than 65 counties,

aur Innovete afforts

Challenges  sector !
faces
Several  obstackes
hinder the develop- !
mient of a robust phar-
maceutical  industry
im A frica; :
& Infrastructure !
deficits;  Many |
regions  lack the
necessary in-
frastructure  for
J'Il‘l.!rn'l.bl]‘ll.l‘il.".ll
mamufacturing,
IIII.'!I.I':"]IIIE Il‘lidhi"
electricity,  wa-
ler .'-up}'r]_'r'. amd
transportabion
nelwarks. i
] Rngn:iuhny fenar-
dles: The absence
I.I”' IIH”II‘JIIiJ’.I."«IJ
regulatory frame-
works across
countries leads to
meHicencies and
delaysin drug ap-
proval processes, |
= Ciournterfeif :
medicines: The |
prevalence of ;
comnterfeit and

substandard I
i 8 e HEALTRTABILTD BIWT - 41 PR A CLNLN [ALTHI SN FOT. LTE B A LA TH AR LT 68T 0
meslicines s ' IR LT - 1T} CHRAA, SCLIDA & ST 04N EMECAILCE. VLR

significant health
rigks and_under- Akums - Expertise | Quality | Trust | Your Growth Partner
mines pubdlic trust
mn healthean= ELES
fems,

w  Skilled workforce
shurrbage: Thens is
a deficil of trained
prodessicaals in

A DO O A PN MATTUTIC LN LT
TERIT - 11 GEAL RO

AR [V 5 I P a8 WU SLE LT
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AR 0 D I AR MACTUTIC ALY LT
it SO ML HINAL, R ALEE B e

- 41 BT AR PR AR L R

ML L PR EWCCE FAT LT DRIT
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s 5 PR MR AL LT
HHIT - B DEAMATILE3Y AT AT

Ik TR i PRI CD LTD (0T - w1
B FRUTRESEUTICALE

FEUET & DR HCALTA LA FWT.CTD s = T
DAL BOLEIE. DR LA R, PORGAL dHD
PR RN

kLTS In




AMA must be empowered to establ

COMTIHUED FROM pd 7k

Vaceine  production: Afri
HEN H-iu]nt:i.l‘. i South Ad-
rica i% [:-ilu:ln;'l'nng_ mEN A
vaecine |.|-.-".'|.-]|.r]'l|'|'||.-1'||.. aim-
ing b address diseases
prevalenl in Africa.
Palalic-prriirale jrarbier-
ships: Collaborations  be-
tween  povemmeents  and
private emtities are foster-
ing imvestment in pharma-
ceutical imfrastructure and
rescarch,

Kole of traditional medicine

Traditional medicne remains

integral to healthcare in mamy

Alrican commumnitices:

8 [ripgrafion  ixfo sl
em healthcare:  EHorts
are IJrIdI"r'I.\'aI].' tn wCiens
fifically  validate  and
integrat tradditivnal

remedics inte mainstream
heallbware, ensuring salely
and eHficacy,

Research anid Lir!ll'!r.lrum#:l':
Institutions are exploring
the P'.:llt‘l'l!]ﬂ] of jllljiﬁﬂ:b::lﬂh
plants anad knowledge svs-
temns in developing new
reatments.

Future outlook

pharmaceutical

The trajectory of Africa’s
sockor s

promising:

Economic  growth:  Con-
tineed  economic  devel-
opment is expected to in-
crease healthcare spending
and demand for pharma-
centicals.

Technelogical  edvance-
ments: Adoption of digital
EI_"('I'II'Il’:-IIlgiI,"-_Y such as ele
medicine and  ¢-pharma-
CHES i |.‘r|h.-'|r|-:'|1'|g acess fo
healthcare services.
Regional  collahoration:
Initiatives like the African
Contnental  Free Trade
Area (AFCFTA) are facli-
laling  cross-border  Lrade
anid inveshmest m
pharmaceuticals

Glbutl  pucrinprskips:  Fn-

o

gagements  with  imberna-
tiomal  orgamizations  and
companics  are  bringing
im expertise, funding, and
techmology transfer.

Strategic roadmap for
resilient African pharma
industry

For Alrca o lr.;|} Leansilbon
from phasrmascentcal  depen
dency Lo seli-sufficlency, it must
enbirae & bald and conrdinated
strategy that aligns  national
strenigths with contirental goals.
The future of African pharma
doesn't lie in isolated cfforts but
in regionally integrated, innova-
tiom-drivien coosystems that can
compete on a giobal scale.

a) Build regional pharma
manufacturing hubs

Eather than duplicating full-
scale infrastructure in every
country, Africa can  bencfit
by developing specialized re-
gional hubs for pharmaceutical
production. For instance, one
ru,'-'zin:ln might fowes on Emc\dl.u;
ing active pharmacoutical in-
grregdients [AFEs), whibe ancther
specializes in drug formulation
and packaging. This  moded
would lower production costs,
rechce duplication, and baild
eronormies af scale,

b} Activate potential of Af-
CFTA
The

Alrican  Conbinental

CLEANROOM g

Equipment & Supplies

ﬁ.!mll--:'h::n'-_:l'r H}' {-Eirr.i11:||i|:|g
intra-Alrican tariffs and har-
momizing criss-bonder policies,
ACFIA can cmable bocally -
marchicines
to flow freehy across coun-
tries, foslering  compedilive
priving, faster delivery, and
Wt:,ll.lﬂdi LtluE d\.'ﬂ-i]d.‘:li]i I_'| b .

rranaefatu ned

A unified continental mar

kel would also make Africa |
mowe altrachive for phar-
macettical investment and

clinical trials,

¢l Strengthen regulatory

harmonization through
AMA i
The African Dedicines :

Agency (AMA) must be cm-
powered to establish uni- :
form pharmaceutical regula- !
tory standards, accelerating :

drug approvals and ensur

ing product satety across the

comtinent, This harmamiza

tion is essenbial bor scaling ¢
up n1.'.||l.|:I.||:'Iu|.'inp;_, Nnuring :
global compliance, and mini- -

iz comanderfen] risks.

d Seale public-
private-global partnerships

Africa’s J'l'|'|a.||:|'|afv.-u.|!i.-s'.’|'. fu-
ture requines deeper ollabo-
ration befween governments, |
lxcal plarns comprnies, sa-
dernic instibutions, and global :
industry leaders. By fostering
joint ventures, incentivizing
and investing |
in workforce development,
Africa can bridge its techni-
cal gaps. Technology trans- :
fer, parbicularly in vacdne
manufacturing and advanced
therpeutics, should be at the

local  R&D,

heart of these collaborations,
e} Bolster APl production
capacity

Currently, Atrica

weed in medicine ]'!rwj'.,sl;

twn. By investing in local

AP synthasis Facilities, par

theularly im coundries with
strang chemical engineering -

imports
the vast magorily of AFls -

3
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ish uniform standards
v

prove supply chiin resilence.

flm:luuiun

Africa’s  joarney  bowards
phasmaceutical seli-suificiency
is marked by both chillenges
ard oppostunities. By address-
iy dnfrastructural
enhancing regulatory  frame-
wiorks, and fostering imnova-
ton, the continent can build a
tesilient pharmacentical indus-
trv that meets the health needs
of its population. Collaboration
AMONE gOVernIments, private
sector, and intermabional part-
nets will be crudial in realizing
this visiom, L

dleficits,

capabilities like Egyvpt, South
Africa, and Migena, the conti
nent can drastically reduce its
r|.'|i.:|ru't' qn il1:|[:':\l'f‘| iII1I| Im

{ The euwbhor = ‘_~|'1|'|r.‘r;"|'|'
Adwisor, ALKOMEX GEN
A GROUP LS.A)

PROCINITY

GMP

Kapid
R

PROCESS solutions engi
with INFINITE possibilit

And much more,..

& USFDA Compliant Machinery

Auta

NPEM PROCESS EQUIPMENTS

Soarvey Miz, 352, Dpp. I0CL Perrad Pumip, Changadas
Ahmadabad - 282213, Gujarat, Inaia

Tek 4 9h1 20 GBS Emml sledprornmachinengoom
OL WD Wm0 Cae



	Screenshot 2025-06-27 181943
	Screenshot 2025-06-27 182027
	Screenshot 2025-06-27 182036
	Screenshot 2025-06-27 182137

