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THI NAI'IONAL DRI]G AND HEALTH PRODT]CTS
AUTHORITY BILL.2025

MEMORANDTJM

I. OI}JECTIVI OFTHE BILL
-lhe obiccl ol thc Nalional Dnrg ard llcahh Products Aurhorir\, tlill. l0l5
r,lo (\rdhli.h Ilr< \,rI,',Hl Dnrl rrrJ llc.rklr l,n\lI(r, \Ilhurili. r,. t,,.,\idc
lirr thc lincri(nrs and po*crs ol-the Audro|itl. rc rcgulalc lhe manulacnrrc.
distriburion. imporlation. c\porlari(nr and suppl] ol drugs. Dredical deviccs.
coslnetic pn)duct\. public health pxxlucts and nUtrilional sUpplenrcnts. lo
pro\ide fbr the adnrinistt.llion and enfbrcenrent oflhc Acl and () repcal thc
NatioDal D gPollc) a|dAuthorir) Adandar)rcnd llrc lix)d and DruqAcr.

2. DfFECTS IN 'I']IE NATIoNAL DRUG POLICY ANI)
AT]I'HORITY ACT

Thc National Drrg I'}olic) and Aulhol-il\ Acr \!as enrdcd in l99l and has
not bccr directlv amerdcd since enacnnent llo\{cver. the health scclor
has c\ol\ ed \igrificrntl\ orcr the \eals aDd the rcq ircrncnls ol'the World
Ilcallh Organrsation ( WIIO). the e\panrion ol thc hcahh pft)fesrions and rhc
Deeds o regulatc rclated health prcducls all necessitate dre nccd lo ovcrhaul
mandrte and iinctilms of lheNational DrUgAUlhorir\

Ihc Natidral Drug Authoritj laccs challeDges duri0g thc e\ecuti(nr of irs
rrtarldate stheregulatorofmcdicineand it\ usagc in UgaDda. lhis isduc
t() the inadequacics ot'the Act and lhe narro$ Scope ollhe rnandatc ol lhe
Authoril). I hc Nali(nral Drug Polic) and Aurlxn ir! Acl. ('ap. t98 does not
regul tc: nharnacies in health uni1s. thc distribuli(nr ofdrrgs. thc release ol'
raccines and hriobgicals by lors. thc rccoll rnd Nilhdra$alofdrugs rhar are
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detenriDed to bc unsuitable fir usc. anrongst other nrrttcrs. lhe Act docs
not proYrdc 1br the testing and aDal)sis b) thc laboraton ol_the Authoril\
and docs rx)t gi\e thc Altlhorit\ dre nrandatc lo scal oll prcnriscs thal arc
dclelnined to bc in confi-a\'ention ol lhe Act. Thesc arrd olhcr shortcornrngs
of the ctlrrcnl Act ha\ e cul1ailcd lhe po\!eN ol rhc Nalion,rl Drug Aurho.it)
in its reglrialion ol-nredrcinc. 1!hich lhe Uillsecls ro rcclit].
Thc scope ol the Bill has been e\pandcd lo proYtle Ii)r the rcgnlalioD ol'
nrcdicxl devrccs. cosfic(ic prodUcis thal conlain pambc s. phlhalales.
hrdroquinone. r'etinokls or sunscrecns. puh lic heellh pR)ducts alrd nulriri(nral
supplcrnents. all *hich are directh rclatcd k) lhe healrh and rcllbcing of
tlgandans.

3. PROVISIONS OF THf BILL
lhc Ilillcontains 4 Parrs. l:: claLrscs and I Schedulc as firllo$s

Part I conlaiDs dre prelinr inarl pror isions i c thc commencelnenr pro\ rsion
and thc inlcrpretrtion claU\c.

Part II establi\hcs thc National Drug a d Health Producls Aurhorih and

t n\ rJe, l,.r ir. trrrr:ri.. .. ., .rh,iJ'e. rh< lr. .l|.ci ,,t D,rc ,.r . rr.l rlre itrr.rrc
ol- olllcc of nrenrhcrs ol lhe Board arrd lhc commiltees ol thc Itoard. Ihe
Parl cslablishes thc Sccrctar iat ol rhc ALrlhorit\. lhe Ofiicc ol lhc lr\ccuri\e
I)irect(n and thc othcr stal) olthc Authoril) and pn]\idcs fbr lhc financial
pror isions to ,.ror ern the Authoritr.

Part III prolides for the rcgistali( . nolification cnd lisring oldrug\. rhc
nranulacture and distribution ofdrrgs and lot rclcase olr accrncs. hiologicals
and diagnostics.lhc inrporlalion rnd e\poftlllion ofdrUgs. the rcqulation ol_
pharnacies and d(rg shops and thc gcrrcral pro!isions (nr drug\ in clauses
'10 ro.l9.

Prrt IV ol lhe Bill reguialcs clinical trials and Part V pro\ idet lir lhc
obligaliors ol_ manLrfactllcls. health carc profcssionals and of thc AUthor il\
\! ith regards to pharraco!igilance.

Pnrt VI provides li)r rhc rc,.rtrlarion ol nrcdical dcviccs. includrng rhc
classificalion ofmcdicaldc\ices and rhc rcgislralion. noliflcalion and lisring
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ol rnedrcrl de!iccs 'Ihc licelsing f'or thc r)ranufaclure and distlibution of
lnedical dc\iccs aud the reeulation ol lhe ilrporta on and e\porlatr@ ol
rDedical dcvices and the requircntenl to repo[ deLcts and adlersc cver)ts
a|ising liom the usagc olnredical de!iccs. to the Authorir\

Prrt VII providcs for the regulation of cosDetic products ilrcftrding the
classitjcation ol cosmetic products and the regisrration. notific^tion arrd listing
of'cosrnctic pr)ducts Thc liccnsing fi)r the nranufacture and dinributioll ol'
cosnlctic px)ducts rnd thc regulation ofthe inrporlalion and e\portalion ol
cosrnetic pr)ducts and thc povier ofthe !\4iDistcr 1() prohrbrt thc itnportatl(,r
Lrl cerain cosrnctic products.

Part VIII pl\\ides lin the regulatior public healrh producrs iDctuding lhe
catcgorizxtioD ol pnblic hcalth products and fic regisuarion. noriticalion
and listing ol public health producrs. Ihe licensing fbr rhe manniacrurc and
distributi(nr ofptlblic hcallh products and the regularion ofrhc inpotation
.nd c\poiation ofpublic health prcducts.

Part lX pro\ idcs lbr rhe regulation of nulrirxnral supplcmerls ircludiDg thc
classificalion ol DUrritional supplements aDd ihe rcgistrarioD. Dorilicatiolt ard
lislillg ol nunitl(nral supplernents. lhe Pall also provrdes for the licensing
lirr lhe DrrnuiEcturc and distnbution ol nulririoral supplctncrlls and rhe
regulation of thc i lporlatioll and exportatioD ol Durnrional sUpplelnents.

Part X pr)\ ides gcncral regula or ()1 []cdical de!ices. cosrrclic products.
public health prodLrcls flnd nutritxnral supplcmenls including rhc requirernenr
lo conli)rnit] to staDdards ol the Uganda National Burcau ol StaDdards
Act. lhe obliqatio lirr |naDulhcrurcN tLr csrablrsh monitorins s)stems and
monrto;ing ol rcgulated pxxlucts b] lhe Audrorir). rhc dur\ lo n inrain
records ol supph. dre packa.qing aDd labelling ol regulared producls.
conrpliarce wilh good rnanulhcluriDg practices in Uganda and good slorase
praclices and eood distribution practices. Thc rcquire[renl lbr author isalion
ro coDduct clinical lrirls or 6e1d trials ard coDpliaDce wilh good clinicat
praclices. Thc [,a( also px)\ides lbt the rneldate ro recall or \ithdra\\
delcctivc producl. Ihe Parlcatcgories rhe prdribircd acli,riries inctuding the
plohibitior to supply olrcgulaled prcdncts in ccrlain cases. the prohibilion
to lalsil_l regulated products or ro sUppl) substandard regulaled pRrducts.
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Thc Uill contains a SchcdLrlc pro\ iding the !ahrc of lhc currenc\ point

2025

Part Xl cstablishes the National Drug and ljcalrh Prlrducrs I-aborator
and Part Xll prc!idcs lin the adrninish'atroD and enli)rcenrent ofAcl b)
thc Aurhor il\ including lhe appoinhncnr ol inspecrors and the po$cr ol rhc
inspectus of thc Aurhorit\. Thc Parr also prorides lbr rhc dcslrrclion ot
pftxtrcts lhal xre not flt fbr thcit inrended purpose.

Par( XIII pro\idcs fbr legal proccedrngs including the e\idence rhar is

adnrissible rn courts ol l.w. the fb.fciturc and cancellarion ol liccncc b)
cLrurl. !icarrous crinrinal responsihilit) andpunishrnenlrithoutprosccLrlion.

PartXlV pro!idcs thc gcneral pr)\ isionsapplicablclo lhe pn)ducts regUl0rcd
under the Act incllrdinq lhe requirenrent to asccrlain lhe qUalit) olthc dnrg\
ollhe National Mcdical Sk)res. thc tcqLriremenl l() llotrl) rhc AUthoril] o1_

amendment ol pa iculars or pcrsons rcsulated under thc Acl. lhc appro!ed
pofts ol irnpoaali()n and e\pol1ation. tlre prolection o1'mcnrbcr\ ofthe Uoard
and cmplo\ ees liom pc|sonal Iiabilir\. the repcal of lhc Nalional DrUg Polic]
and Aulhoril Act and tltc coDtinuance oldrc rcgu latiolr ol \ ererinan drugs.
!clcrinnry nredrcal dc\ iccs anJ field trinls pcnding lhe enactmeDt ola Bill lo
r esulate thc\c ploducls.

HON. DR. ACENG JANE RTI'I'H oCI'RO
!\liniter o/ Hculth_
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A Bill lbr an Act

I:NTITLET)

THI.] NATIONAL DRt]C ANI) IIEALIH PRODT]CTS
AT]THORITY BILL, 2025.

An Act to establish the National Drug and }lcalth Products
Authority; to providc forthe lunctions and po$crs oftheAuthorityi
to regulatc thc manufacture, distribution, importation, exportation
and suppll_ of drugs, medical dclices, cosmetic products, public
health products ard nutritional supplemcnfs; to provide lbr thc
adminislration and enforcemcnt of the Act; to repeal fhc Nntional
I)rug Polic) ard Authorit\ Act, to amend the ['ood and Drug Act
and for related matters.

P^R I PRl.r rNllN^R\

l. Commencement
(l ) lhrs Act shall come ink) lorcc o[ a date appoillrcd b), the

Ministcr bv statulor! Irstrllmerl

(2) The Ministcr mat" appoinl dillcrent dates lbr the
comrlellcenlenl of diflir cnt provisions ol_ this Act.
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2. Interpretation
In this Act. unlcss the context othcru,ise requires

adverse c\.cnt" rltealls an unplcasant or an uncxpcctcd medical
occrlrrcncc in a paticnt or a clinicil trial subjcct to uhour a

drug. cosrretic producl. pLrblic hcalth ploduct or nutritional
supplemcnr is adrrinistercd or or whom a mcdical det ice
is applicd or used. u hich docs nol necessaril\ have acausal
rclatronship $ith the treatlnent or cliniccl trial:

"adveBc rcactioo lrcans the tesponse k) a drug or nutritional
supplemeut rlhrch is noxious and unlntended. lbr \\hlch
a causal rclationship hct\\,ccn the drLtg or nLlt.itional
supplcmcnt and an advcrsc e\'el1t is at least a rcasonahle
possihilitt:

'advcr tlsement nrcans an\ pict(r'ial. \'isual or othcr dcsct lpti\e
rllJll(r. \ urh,rl 5lille lc l,,r r\.1\'r\'t)(

(a) appearing in a print or elcctrcnrc publicalion or
mcdiunl:

(b) appcaring rn a broadcast on tclevisi(D or radiot or

(c) brought lo thc noticc ol'merrbers of thc public in
an\ othcr rnanner.

\hich is intcndcd to dircctl\ ot'rndirectl) advisc on the e\istcncc
and bcncfits ol'u drug. medical de\icc. costncllc producl. public
h.9ltlt n',,Jrr. t ,,r nulriri,'rJl \Inpl(ntcnr:

_anthorised pharmacopoeia' llteans thc current edition ,ll the
intcrnational pharnracopoeil. lhe British phallnacopoeia.
the Brilish pharDaceurical codex- the }iu.opeon
pharracopoeia and the llnitcd States pharmacofoeia:

{J



Nutiontl l)rugoti IIc lth l)rodu(.t.\
Bill No. 19 )uthot.ity Bilt 2025

''Authoriry" means thc Nalronal Drug and Healrh Producrs
Aurhorif established undcr section l;

''biological means medicine that contains livrng organisrns.
or which is dcrived l'r'om liling organisnrs or biological
processes rhat is applicablc to the prelention. trealmenl.
or curc ol a disease or condition ol human beilgs and
inc[rdcs blood ancl blood producrsi

"Board'mcans the board ofdirectors ol thc Authorit);

"complemcntar! nledicinc" means a drug conslsting u,holll or
principally ol onc or more of thc tbllouing ingredients.
each of u,hrch has a clcarh establishcd rdentit! and a

traditional use

(a) an esserltial oill

(b) a plant or herbal malelial including plant fibels.
enzlmes. algac. 1ungi. cellulosc and derilatives ol'
cellulosc and chlorophyll;

(c) a honloeopathic preparatiul

(d) a nineral includrng a llilleral salt and a naturally
occul)ing mincrall

(e) ron-hulnananinlalnlarerialincll.tdlngdriedmatcrial-
bone and cartilage. litts and oilsi and

(1) a subslancc p.oduced by or obtaitled liom bees.
including ro!aljell). hcc pollen and propolis:

coslretic product'' lDealts anY subslance or mr\1ure intcndcd
1o bc placed in contact with the cxtcrnal par-rs of the
human body such as the epidernlis. thc hair slstenr. nails.
l,ps or thc extcrnal genital orSans or \ith the rccth or the
lnucous rncotbratles ol' thc oral cavit\ of thc huntan hrrrlr

9
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''currencl poilrt'_ has the nteanrrg assigned to it in thc Schedule

drug tlearsanr substanccormixtUreofsubstancesuscd lor

k)l thc cxclusive or lnain purpose ofcleaning thosc parts
or l,,r p(r luI|tinl. ..ha girrg thr' Jp|riran((. fr,,tj(li ! ,,r
keeping in good colldrtron those pans or lbl correcting
bodr odours. where the coslretic product contains

(a) sterords:

(b) parabens:

(c) phthalatcs:

(d) h)droquinone.

(e) retinoids: or

(t) surscreens:

(a) the diagnosis- lrcatmcnl. mitigatlon or pre\enliolt
ol'a diseasc. disordcr. ahnorntal ph\sical or mellral
statc. or the s)n1pt(nns ol the discasc. disordcr or
abnornlalit). in huntan berngsl

(b) restoring. correcting or the benelicial modilication
ofthc orgallic or nleulal lunctions in huntan bcrngs
b_,'_ exening a phanrracological. intnlunological or
nrelabolic actioni or

(c) manutbcturing as a conrponcnl of any anicles
specified rn paragraph (a) or (b). and includes
biologicals. gene therapl. herbal nrcdicinc.
conrplementarJ nrcclicinc. cosmeceLrticals anrl
nlrll acelrticals:

10
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"drug shop'means arl outlet liccnsed under seclion 29

"cnlcrgenc! situatiorl' uleans a crrcutnstance which is urgelt
or unloreseeablc or a sttuatiotl uhich is not causcd bv
dilatorv conducr where

(a) there is serious thrcat or aclual conf'rontation with
disaster. catastrophe. $'ar or an act ofCod: or

(b) lit'e or thc qualil) of litt or cnlironment may be
scriouslr colnpromiscd;

health care prolcssional 'rneans a person who is t'egulated under
thc N4cdical and Dental Practltloners Acr. thc Phalnr.c\
ir)J Dru:- n (t. Iht \Lrrj(s anJ ViJuircs Act or rlre Allircl
I Iealth Profassionals Acl

herbal rnedicinc nreans anv rredicinc that exclusivel) contains
as activc ingrcdients. onc or morc parts ol'natural olganic
or inorqanic plaur nralcrials Nith or uithout aninlal or
,nlnelal materials in a fbrll1 suitable tbr admrnislraTion ro
human beings:

medical dcl ice" means aul lnstrument. apparatus. irnplenrent
nlachine. alpliancc- itnplanl. ill vitro rcagent or calibrabf

lt

"inspcctrorr ol prenliscs'_ lnc[Ldes inspection of the land.
courllard and an) other area to be used or uscd rn
conllection to the area lo be usecl tbr the bLlsiness activlt!
tirr which a licence or ccrtihcate is required th is Act:

"lot rclcase' eclls the proccss olevaluating cach irdi\idual
l()t ol-vaccincs. biological nteclicines and other nrcdicinal
ploducts bctbrc giling appro\el tbl therr releasc to the
markell
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soli\\'arc. mate al or other similar or reltled articlc
includrng anv conporlcnl. part or accesson of i1

(a) used in hunran bcings lbr

(i) thc dragnosis. pre\ention. monitotrlg.
trealmenl or alleviation ofa dtsease- a disordcr'
or an abnomral lhysical slate or an inirlr\ or a

svnlptom ol'an) ol'these. as thc case tno\ be.

(ii) supporling irnd sustarning lila:

(iii) thc diagDosis. nx itoring. rreatnlenl or
alleviatiou ot. or compcnsatlon ol-an iuiur\:

(ir.) thc dragnosis ofa prcgnanc\ I

r\ r thr c,' lr,,l .,1 i^nc(ptiun.

(\'i) rn!estigalion. rcplaccment. nlodillcaiion or
support of thc anatonl\ or oi a phvsiologicll
proccss- or

(\,ii) pro\ idrng inli)nlation lbr medrcalordiagnostic
purposcs b\: mcans ol ill \ itro exanlination of
specimcns de:ired fiolr thc hutnan bod]: or

(h) used l'or the clisint'cction ol'a lnedical dcvicc.

$hich does not achie\'c its primar\,inteltded aclion in or on lhc
human hodv hr pharmacologrcal. imDtunological ot metabolic
means but uhich nra,, he assistcd in its intcnded actiut b] such

"mcdicinc rneans dr-ugs:

''Ministcr" nreans the Ministcr rcsponsible lirl health:

''nutritrorlal supplenlcnt" means ai-"- pK)duct or sLlbstance \\hich
supplements thc nolntul dret and thich is a coltcentraled

t2
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source of a ', itanrin or mineral or other substance vrilh a
nutritional or physiological c tlict. alone or in comhinationl

"phamlacist mcans a persolt registercd as such under thc
Pharmacy and Drugs Act:

"proprielary namc" means the name of a drug under \\4lich thc
dmg is distributed;

public health product" mcans an item. instnlmcnt. apparatus.
implenlent. machine. appliitnce. calibrator. solir\,are.
lulaleri[l or other similar or relatcd atttcle. substancc or
mixture ol' subslances intcnded 1bI industrial or public
hcelth use. lbr the frcvcntion of disease or promotion ol'
heallh anlong thc populalion;

"supply 'with rts glarnmatical vafrattoDs and cogDalc cxpressions
means. in rclation to a producl regulared under thisAct. thc
administration or applicari(ln of thc producl and includes
the salc ol the producr:

\essel' inclLrdes a shlp. hoa1. ai|crali or carflagc ol_receptaclc
o' in\ lrnd ulrcthr.r,'prn ur clu'<J.

P,\Rr II Tlrr N,vrrx,rL DrrL c.rl..lo Hr,l rrL

PR(n)r ( ts A( utoR|y

itttttorul l)rug und IlcLtlth l'rodtttt A thot.itt

3. Establishment of thc National Drug and Hcalth Products
Authorit)
(l) lhc National Drug Aurhorit) ln exislencc ar the

commelrcenlellt ol this Act. shall continue in existcncc under this Act
es thc National D[rg and llealth Producls AUlhorit\'.

ll
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(2) lhc Authorit), shall bc a body co'porate \nith pcrpcrual
successron alld nla\. in thc dischatge ol its lunctions under this Act

(a) acqurre- hold and disfosc ol lro\eahle and inrmovable
pr'opcrt\:

(b) suc and be sued in its corporate Dante: and

(c) do all acts and things a hodv corporatc n1a) 1a\\lill) (lo

,1. Scnl of the Authoritl,
(l) lhe Aulhorit) shall have a seal *hich shall uheu alllxcd

to ilrl\ docuDlcnt hc aullterticatcd h) thc signature ol'the Chairpcrson
10 the Board and the []xecuti\.c I)ircctor.

(2) A docunrcnt issued b\ the Aurhorir] and sealed $irh thc
scal ol'theAuthoritv ard cutltenticatcd in thc ntannet proriclecl b} ihis
section shall bc recei\ed and takcn to be c lrue instrunlenl dul\ tssued
b) thc Authorih. \\ithout tilrtlter prool Unless thc contrar\ is shot{n.

Functions of thc Authorih
( I ) I he l'unctrons of thc ALlthorit\ are

(a) u,ith respect to drugs

(i) k) rcgistcr or notil\ thc clrugs to hc uscd ln []3tDda:

(ii) to rceulate the manulacrurc. inlportatlon. e\portation
drstlibution. rranspo(tation. advertisemcnl. lahcll ing
strlagc and supply or dispensing of drr.rgs:

(iii) to lcgulatc the disposal of firlsificd. adUlterated
slrbslandard- un$holesomc and cxpir'ed dr-ugs:

(iv) to llcense prelriscs on u hich drugs ar e manul_ircturccl
(listributcd. sbrcd and supplied or dispcnscd.

I,1

.\'trtiontl l)t'ttg tntl Iltulth Ptoductt
ltihorit, Bill
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(v) 1ll tcst and anahse drugs

(vi) 1() nlonibr the sal'el! ol drugs atld whelc necessar\
conduct in!estigations on the qualit) or sal'el) of
drugs used in lJganda;

(vii) to nraintain a s)srem of lot releasc tbr vaccincs.
biologicals and dragnostics:

(b) uith rcspect to medical deviccs. cosmelic producls. publrc
health products and nutritronal supplcmcnts

(i) as mal be applicable. lo regrster. nolif,v or list the
Inedical dcvlces. cosntetic products. public health
products and nutritional supplemctlts to be uscd rn
llganda:

(ii) to regulatc the n1anulacturc. ,n1porla1ion. cxpo11a1ion.
distribution. adlertiscment. labelling. pronlotion.
storage and supply ol'the medical devices. cosmetrc
products. public heahh products and nutlitional
supplcmcnts iD Ugandal

(iii) as may bc applicable. to regulale thc drsposal of
lilsifi cd. adirlterated. subslandard. unrlholesonle and
expired drugs. nredical dclices. cosulctic producrs.
public health proclucts and llutritiolal suppleurents.

(iv) 1o liccnsc the preniscs on $hich mccllcal deliccs
arc malulacmrcd. distributed and supplicd bv
\\holesale:

(v) to lesr and anallse mcdical deviccs. cosmetic
products. public health producls ancl nuujtional
supplements. as ma\ be applicablc.

l5
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(vi) to monitor the salet,"' and quality of thc rrcdical
de\ices. cosmctic products- plrblic heahh products
and nutritronal supplelreDls. aud $hcrc ncccssal.!'
conduct rnvestiglltions on thc qualil) or satcl) of
dr Lrgs used in IJganda:

(c) lo rcgulalc clinical toals lbl drugs. medical de,"ices.
cosnlctic prcducts. puhlic health chemicals and nutritional
supplements and lield trials tbr puhlic health proclucts:

(d) 1o pro\ ide to thc puhlrc. intbruration on the salet). qualir)
and ettcacv ofdrugs. medical de\ ices. cosmetic products.
ptLblic he0lth products aDd nutritional sufplcnlcnts:

(e) to advlse the (iovcrnmcnt on mattcrs relatlng to the
qualit). salct] and el'ficac! ol'drugs and the qualil). salct]
and pcftirrmancc ol medrcal de\ices. cosmetic prodLrcts.
public hcalth products and nLltritioual supnlcmcnts:

(t) to rssue lechnical guidclincs to pcrsons reuulaled undet
lh is A(:l: }lnd

(g) to pcrlbflr an) other lirnction that is incidcntal to the
pellirrnrancc of thc luncttons ol tlle Authorit\'.

(2) In the perli)rnlancc of thc firnctions undc( subsectt)n
(l). the Authorit\ shall coopcratc \r'i1h othel Colernnrent agencies
ard rvhcrc lrcccssarv cntel'illlo agreenrents including agrccnrcnts to
combat dre pr'oduclion. suppl! or usc of substandard and l'alsllied
drIgs. rnedical der ices. cosulctic products. pLlblic heallh producls alld
nul tional supplcmcnts.

(l) ln thc perlornlrnce ol the lUnctions undcr suhscctron
( l). thc Authorit) nra\ cooperarc r."ith thc rcgulatorr bodrcs ofother

l6
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countrics and srn1ilar regional and internati(nlal rcgLtlatory agencics.
on nlattels ol common rnterest.

(J) Itrlhe purposes of subscctron (3)- theAuthorit) shall

(a) rccognise. rely on or rcfer to decisions. repons. data and
other infbrmation of regulaior! bodies ol olhcr countries
or ofrcgional or international tegulator) agcncies;

(b) whcre applicable. adopt internalidral tcchnrcal guidelincs;

(c) participatc in regional. intcrnational and orhcr (egulatory
initiativcs fbl dl'uqs and thc odter products rcgLllated under
this Act. and

(d) entcr into agreenlenls \ ilh other relaled rcgulatolv bodies
of other countrics and siI11ilar regional and internationai
rcgulator\ ugeDcics tncluding aerccments 10 combal the
production. suppl) or usc of substandard and lblsilied
drlrgs medical de',iccs. cosmelic products. public hcalrh
products and nurritional suppleDents.

6. Directions ol the Minister
(1) The Ministcr may. in writing. grve polic) dircctions to the

Authorit\. and thc Aulhorit) shall compll \\,ith thc directiors of thc
Ministcr.

(2) Notwithstanding sLrbsection ( I ). uher e the Aurho(it"- does
not compl\ with thc drrectiolls of thc Mtnisler. rhe Authorrtr' shall in
wriling. givin{ reasons. itllbml thc Mintster.

7. Board of Directors
(l) Ihe Aulhority shall have a Board of [)irectors uppoinrcd b]

the Mrnister and which shall be the govcrning body. responsiblc lbr
thc polic). gencral dl(ection and supcrvision o1'lhe Authorit,y.

t7
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(2) thc lloard ol DiRrctors shall cornprise ninc nrcntbcrs uho
shall include the chairpcrson ol'the Board.

8. Tcnure o{ oflicc of memhers of thc Bonrd
(l) A rnember ofthc l3oar d shallbe appointcd for a tern ol'laur

r_cars on lelns and conditions as shall hc spccified in the iustrunrcnt
ofappoinlnent and nlay al the expir] olthc tcnn- be reappoiulcd as x
nlenlber of thc Iloald.

(2) A member ol-thc lloard n1a\. at an) lirnc rcsign hrs or her
ot6cc. b) letter addrcsscd to the Ministcr. giVtng nolice ol nol less than
one moDth.

Bill No. 19

(e)

(l)

(c)

(l) I_he Ministcl ma\'. at tn\ titltc. rcmovc a member ol-thc
Board n here

(a) the lrcrnbcr has a phrsical or nlcntal incapacit\ that
Ienrlers a pcrson incapable ol pcrfilming the dutles ol lhat
olllce:

(b) lhe nrembcl is conricted ol an of'tcncc punishable h)
imprisonment ol nrorc than three nNnths or is cortvictcd
ol'au oflcncc irvolring liaud or dishoncstr,:

(c) thc mcmber is couvictcd of thc otttnce ol abLlse ol officc:

(d) in the case o, a nrcmhcr rcgulated b1 a prolcssional bod).
the lneDlbcr is disqLralrlied or suspcndcd lronl prccticillg
his or hcl pr'of'ession hy a proftssional bodl ol ceases kr
bc a nrcnrber ol'the protission other\ise thitn at his or hcr
o\!ll request:

thc member is lluilt) olnlisbehc\ror or misconduct

thc mcmbel is iuconlpctcnL. ol

thc mcmber rs adiudgcd banklupt b1 a coLrfl ol la\\-
I8
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9. Committccs ofthe Borrd
(l) thc Board ma] establish comnirlces to perlbmr such

Iunctions of thc Board. as the Board mav delepatc or rel'er lo the
committce

(l) A curlrrilree appoinrcd undcr subsection (l) shall be
chaired b) a chairpcrson. who shall be a nrember ofthc Board and
shall havc othcr persons. $hether nlenbcrs of thc lloard or not. as thc
Board nrav dctcrmine

\;eLfttto-idl o/ 1 thorih

10. Secretariat
( l) IhcAulhorit-y shallhare a Secrerariat u,hrch shall be under

the direction and superYisron ol'the Board.

(f) The Secretariat shall rmplemert rhe policics cnd
proglamnles o1'lhe Authorit!. as may be detemlined bv thc Board.

ll. Lxccutivc Director
( l) fhe Secretarial shall bc headed bl an Executivc l)irector

who shull be appoiDted b) thc Boa'd lbr ilre vears. on tcr'ms and
conditlors as shall be spccihcd in the illstl'unlent of appointmenl. and
the [xeculive Director nrav be re-appointed by the Board

(2) Ihe Execulive Dircctol shall be the chiel executi',c ollicer
and the accounting oitccr ol the Aulhority. and shall be responsible
lbr the day 1() day opcratiolls o1'lhe Authoritv includrng

(a) thc nlanagemelll ol lhe linlds. propert) and business ofthc
Authority. and

(b) the adrninistration. organisation and supervision ol the
ollicers and statf of the Aurhority.

l9
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(l)
thc Iloard

Ihe Exccutive Director shall be an ex<rtficio nternher ol

(.1) lhc Ixecutivc [)irect(, shall bc a person of high moral
charactcr ard provcn rnlegrit). \\ith qualilications and expericncc
rclated to thc firnctions ol thc Autholit).

12. Staff of the Authoritr
(l) Ihc Authorit\ shall harc othcr crrplovees as

ncccssar\ Ibr thc ell'ectitc perlbmlancc of the lirnctions
Authorit). as ma) be detcrmrned b) the Board

mal be

of the

(2) The emplolees appornrcd under rhis scction shall holcl
oftcc on telrs and collditions as n1a\ be spcci6cd in their instrurlcnts
ofappoinlment. as l]]al be dctcrmtned h) thc Floard.

(3) Ihe Board shall regulate thc appoinlrlrenr. rcrnts and
condiliuls of ser\'rce and rhc discipline ol thc [i\ecLlli,"c I)ircck]l and
the emplol ccs ol the Authorlt\.

13, Rules to rcgulate st'aII
The Board shall makc rulcs iu contirrrnit)- as n1a\ bc apflrcable. with
thc lJgand0 Public Scrrice Stanrling Olders. to rcgulate

(a) the apponllnent. rcmuncrattotl. disciplinc and dismissal ol
thc staffolthe Authont\': cnd

(b) thc pa)n1en1 to the stall'oi thc Autholtv. ol'graluitics and
olher lilc paJ.menls on rctircntcnt ot olt tcrminatloll ()l-

ser\ ice-

f thttu i,tl lal r i\it'trr

l,l. FundsofthcAuthorit)
The lunds of the Autholit! shall consist of

(a) thc fiespa)ablctotheAulhorilv.asprescrhed b) thisAct.
20
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(b) monc! tionr an_v olher source as ma-r- bc dctcrmined by the
Board: and

(c) grants and loars liom the any or3anization or any other
soul'ce. secured ill accordancc rvith the applicable la\\s.

15. Power to open and operate bank accounts
The Authorit) shall opc| and maintain such bank accounts as are
necessarv tirr thc peribflnance o1-the tilnctions of the Aurirurity.

16. Borroting powers
The Authority ma). u,ith the approval of lhc Minrster in consultation
with the Mrnister responsible lbr llnallce. bon'ow moncl tionr anY
sour'cc as lDav be required lbr the drschnrge ol-the tuncttons ()1 lhe
Aurhoril\

17. Estimates
(l) The Execulive Dilcctor shall. belbre the end ofeach )ear.

caLrse ltl be prepared and subnritted ro the Br)ard lbr appro\'al. estinlatcs
oflhe inconre and cxpcndlture ol'the Authoriry. tbl the lbllou ing l ear'.

(2) The Iloard shall- on approval. submit the estirnarcs of
incorre and cxpcrrdrtule to the Minister lbr appro\al.

18. Accounts
(l) The Exccut,\,c t)irectorshallcauscto bc kept rnxccordancc

$ilh acccftcd accounlitlg standards. p(oper books of accounts and
IccorJ5,,1'llre Irrn\dcri!,n\ or lhL AUthorir\.

(2) Subiecl to an! direction gi\en b) thc lloard. the [xecutive
Dilectol shall causc lo be prepared and submitted to the Minisrer in
r-espect of cach )ear. cnd nol later th[n t\!o months alier the cnd of
thc vcar. the anllual statelncut of accounts ol'the Authuit\ li)r the
prcceding year.
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19. Audit
( l) I-he Aud itor ( ieneml or an aud itor appointed b\ rhc Auditor

(icncral shall. lbr cach \ ear. audit the accounts ollhc Authorit\.

(2) -l'he Board shall ensurc that \r,,ithin t\\o rlonths aliet the
end ofcach \ ear. thc annual statcmcnt ofaccounts of the ALrlhorit\ tbr
ll ( prcjerlin! I ( Jr. i, ,rrhrrrirr<d t,r thc \ uJitor ( i(n(ril ,,r ,,' 

",. "udi,.,appointcd b) thc AuditoI Cener-al-

20. Annual report
(l) Thc Iloard shall submit to the Minister. as soon es

practicahle but not laler than six monlhs aticr thc elld ol each \cet.
a repofl of thc acli\ ities aud operations of thc ,\uthoril\ conducted
during thc vear 1o tvhich the repoft rclalcs.

(2) 1'hc report relercd to rn subsection (l) shall rncludc thc
audited accounts ollhe AUlhorit) and an\ othcr infbrmatlou thc Board
nral consiclcr nccessary.

P\Rt ltt Rl(ir r vtrx l)t Dt{ r;s

Rcttittt ution. notifiLLttion nl li.ttitl: ol lt1f.\

21. Registration, notification and listing o1drugs
( I ) A person shall not mauLllitcture. inlport. export. distribUle.

suppll or drspensc a drug unlcss thc dtug is legistc|cd or nolilied b}
thc Aulhorit\.

(2) $here thc drug is a helbal ntcdicine oI a contplcntcntarl
medicinc. a per-son shall not lnaltulacture. lnlporr. export. distfibute
suppl\ or dispcnsL'the drug unlcss ll ls re{istcrcd. notrlied or.listecl h}
the Aulho.it\. as the casc ma] be.

(l ) Subscctions ( I ) and (l) shall not appl)

22
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(a) uhele thc drug rs reqLrired b! thc Authority firr purposes ol'
.cgistralion. notiiication oI listing undcr rhis Act:

(b) uhere the drug is required lbr purposcs ()1'conducting a
clinicrrl lrial:

(c) \!ilh respect h imporlalion. uherc rhc drug is importcd lbr
pelsonal usel ot

(d) \here thc nlanuf'aclure or importation ol thc drug is
rcquired 1br an emergcDcy sttuali(nt-

(,1) An1 person that so wishes na,v. in the prescr.ihcd tbrm
and on pua'ment of rhc prescribed fccs. make an applicatron to the
Authorit). l'or the rcgistration. nolificarion or Iisting ofa drtrg.

(5) The requircmcnts lirr registlation. notilication and listing
of drr.rgs. including an), conditi(Ds fbr regish.rtion. notificalidr and
listing. shall bc prescribed by rcgulations nradc under this Acr.

(6) Ihe Authorif shall regisrcr'. notili or list the dnrg thar
satisiies the requircments ol this scctlon alld grant thc person rlho
lurales thc apphcittion a ccrtificete ol regislralion. tlotilication or
Itstrng. as rhc case rnay be.

(7) A drug that is regtslered. norificd or lisred under this
scctron shull lbr-each hnancial )car. bc relained on rhc regisler on
thc pilvmellr of thc prescribed fecs. b) the person that caused thc
regislmtion. notllicatloll or listing or b\ any othcr persut. cxccpt
\\,here thc (cgistration. norification or listing is cancelled or suspcnded
b\ thc Autltorlt).

(8) A pcrson that nlanulacturcs. lmpolts. exports. dlstl.ibutes
or supplies a dmg which is not rcgistc(cd. notilied or lisrcd by the
Authoritv commits all oiience and is llable on cou\ict,on
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(a) in case ol'a corporate bod_,-_. to a Iine not cxceedrng thlec
thousand cLlrrenc) poiuls: and

(b) in case of an indiridual. to a finc not crceedirlg 6\'c
hundrcd cLlrrenc-\'- points or intpllsonnlent no1 c\cccdtnq
tcn )'ears. or both.

llon litL! t'c un.l di\trih ion o/ ll'ugs dnd lot t.clcLt.\c

22. I-iccnce for t'he manufarture ofdrugs
(l) A pcrson shall not rranut'actule adIUg in Ilgandr Nithout

a licencc to manulacrure thc dru!. issued b) the Aurhoritl

(l) ,\ person ihat sceks 1o lranulacturc a drug shall in thc
prcsc bed lbrrl and on pa\nlcnt ol the presct'rhed l-ecs. Dlakc an
rnnli..rli,,r l,' I\( Arrth,'ritr li'r.L li...rrcc

(i) The lequircmcnts Ibr the nlanul_acturc ol'drLrgs. including
the rc(lLlrrenlenl lirr inspcction ol'prenliscs to bc used to nallul:icturc
drugs. shall hc nrcscriLred br r-cgulations rnade under this Act-

(,+) Ihe Authorit) shall grant a pcrson thal satislies rhe
rcclLlrrelrents of thls secltolt- a liccncc kr ntanulictrtrc thc drues
speci[ied in thc lrccnce.

(5) A person that menulictures dlugs in l,ganda contrar) to
this scctrorl comnrits an oti'el]ce and is liablc on conVLctlou

(a) in case o1-a corporate body- to a finc not cxcccdtng ten
thousand cutrellc\ points: and

(b) In case of an indiVidual- () a Iinc not cxcceding li\e
thousand currenc\ points or tn1l)rlsonnleul tlot cxcccdil]g
6!c vcars. ot both.
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23. Licence for distribution ofdrugs
(l ) A person shall not distribule a drug in Llganda without a

liccncc to distribute the drug. issued b) the Autholty.

(2) Apersonthalseekstodistributedrugsshall intheplescribcd
lirrm and on patnent olthc prcscribed l'ees. makc an applicatioD to the
Autholrty lbl a liccncc.

(i) An applicalion ro distribule drugs shall indicatc the
pharmacist responsible tbr the dislribution of the drugs.

(,1) l he rcquircments lbr the disrribution ol drugs. i cludillg
the l'equiremcnt fbr inspecrion of prcmises to be uscd to dislributc
drugs. shall be plescribed b1 rcgulations madc rnder this Act.

(5) Ihc Authoflt) shall sraDt a person that salislles rhc
requirerncnts ol'this section. a licence lo distributc dru,ls.

(6) A pcrson that distributcs druqs iD []ganda contlar\ to rhis
5((ti.'n.,,nr,nil{ rn ullcncq anrl i. lichle,'rr c,,n r icti.,n

(a) iu case ofa corpolate bod1. to a linc not exccedrng Fi\,e

thousand currcncy points: and

(b) rn cuse of an rndividual. 1() a fine not ercccdrng live
thousand currerc) points or lmprisotlntcnt not excceding
Iive ;car's- or both.

2.1. Lot relcasc ofvaccines, biologicals and diagnostics
(1) Ihe ALrlhorit) shall maintain a system i'or rhe rclcase ol'

vaccines. biologicals and diagnosrics b) lot. b) thc manLLticturers
in Ilganda and c\pot'ters lionl L]ganda. ol'vaccincs. biologicals and
dragnostics.
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(2) A ntanuf'actuler or an cxporter o1'\,accines. bioloqrcals or
diagnostics \\,ho intends to rclease vaccines. biologicals or diagnostics
inlo the nrarkct shall. have a ccrti6cate ol'lot relcasc issucd bl the
.\ulhorirv. 

^nd 
the certilicarc nla], spcclly allr coDditions tbr the t.elease

as nla\ bc necesssr'\

(3) A manuf'acturer or cxportcr uto conlt'alenes this scction
c,'rnnrilc srr ollcrrie Jrrd i' lilL'le orr eonr ictiun

(a) in casc of a corporatc bod). to a llne not excccding thrcc
thonsand currenc\ points. and

(b) in casc ol an indi\idual. to a fine nol exceeding fi\.c
hundred currcncr points or inlptisonmcnt not c\cccding
three vears. or both

hn/)rIuIion ntl cxl)t)rtuIion ol Llt'ull-\

25. Importation of drugs
(l) A peNoD shall not impol a drug inb ltganda uithout a

liccncc issued br thc Autho(it) prior k) thc importatron.

(2) N()1$ithstanding suhsccrton (1). the Authorirl ma\ tbr a
specificd purpose. and subicct to condilions thc Authorit] ma\ deenl
[it- authorise the imponalion ol'a (lrug r,!hich is not rcgislered uncler
this Act Nhcre thc impodatiou is li)r

(a) conducling a clinical trial:

(b) fcrsonal Llse:

(c) an cnlcruenc\ situation: or

(d) pr.l'poses ol rcgistclng or notiljing thc drug.

(3) An1 person thal sceks to import a dlug into Iiganda shall
in thc prcscrihed li)rnl and on pa)nlenl ol thc prescribcd lccs. rnake an
.-rpplrrrtinn ,' rlrc \urlrnrir\ lnr c li(e ((.
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(,1) The recluircments lbr rhc importation of drugs. the
condilions lin importation and thc approved shcll lit'e ol'the drugs to
be importcd shall be plescribcd b1 regulali(Ds made under this Act.

(5) The Aurho.ity shall grant a person that satislies thc
reqr.rirements of this secliol. a liccnce to imporr the drugs spccified ill
the liccnce.

(6) 1'hc Authorit) mal-. iD public intcrcst. aLrthorisc parallel
importation ofa drug.

(7) In subscction (6). "parallcl importation" means rhc
importatior of a drug f'rom a coutlt(] other rhan thc counlN *llcre
thc drLrg is palentcd and the drug is legitimatel) placcd in thar othcr
counrrv h) an! other person. withoul the aulhorisation o1'the pcrsoll itl
\"'hosc names the drug is palellled.

(8) Where a clrug is imported into Llganda conrraN to the
provisiorls ol'lhis Act. the Aulhorit) sltall

(a) order the pcrson gl'allled a ceftificate of regislration.
notilication or ltstlng. as the casc fia) be- or thc aulhorised
rcpresenlativc ofthat person or the inporlerofthe drug. to
deslru the drugs. at their or,'n cost; or

(b) order thc person !!rantcd a certillcatc ol regislration.
notificatlon or listing. as the case nlay bc. or the authorised
rcpresentalive ofthat llerson or lhc inlporter.ol thcdrug.to
rc-c\port the drugs to the counh'y ol imporr. at rheir o\\n

(9) Whele a drug is imporlcd into [Jgarlda contrar] 1() the
proYisions ol this Act and rhc lmporter cannot hc traced. the Aulhoflt\
shall destro) lhe drugs at its own cost.
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26. Importation of drugs for donation
(l) Whcrc adrug to be iNportcd is lirldonatlon- the drug shall

not bc impol1ed NrlhoLrt thc authorisation ol'the Aurhoril\

(l) Apcrson thatseeklo inportadrugfbldonatiol] shall upon
pavnrcnt ofthc prescribed tccs. rnakc an appltcation k) the Authoritl
in a manner prescribecl h1 rcgulalions rnade under this AcL.

(i) Ihc Authont\ shall issUc a ccrlificate ol donxtion in
rcspccl to the dnr8. $hich shall specil_r lhe conditions of the donation
and the shclf lii'e approved lbr thc Llrug-

(,1) The donations ofdrugs to Covernment shall bc approred
b) the Ministcr hcfbrc the dlugs are deli',crcd to t lrranda

(5) A person thal imports drugs lbr donllion coDtrar," to rhis
\rclinrr (1nIn ir.ar.'llcrrc(irnJ i5 lrJhlc on ioll\ iclion

(a) rn case ol a coqroratc body. to I line uot c\cccding thtcc
thousaud currcncl points- and

(b) it case ol an indi!idual. to a llne not exccccling hvc
hunclrecl currcncl poinls or imprisonmcllt tlol cxcccdlng
lic rcals. or bolh.

27. larportation of drugs
(l ) A pcrson shall nol export drugs fronr tlgardr $ilhout a

licence issucd br the Authorit) prior to c\portatlon.

(2) Any person that $lshes ro exporl dnlgs flonr Ltganda shall
appl) to thc Author rl) 1br a liccncc to cxport the dt'ugs speci[ied in rhc
lict'ncc

(3) A pcrson that seels k) cxport dlugs shall. ot1 pa-r'D1erll ol'
lhe prcscribcd l'ees. make an applrcation to the Authorit\.
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(4) The requirements tbr the expoltatioll of drugs. includiig
thc pcrsous authorised to exporl drugs. and conditions lbr exportation
shall be prescrrbed br regulations made rLndel this Act.

(5) Ihe Authority shall grant a person rhar satlslies the
recluirements ollhis scction. a licence 10 export thc drugs specilicd iD

the licencc.

(6) A person that exports dntgs contlary to this scction
c,,r)rnir. an ,,li;n(r dnd i: li.rblc .ru conr icti.rrr

(r) in case ofa corporate bod). to a 1llle not cxceedlng ten
thousand cLrrfenc\ poirlts: and

(b) ir casc of an rndrvidual. ro a linc not exceedillg five
thousand cur'renc) points or imprisonment nol excccding
lile ) ears. or boih

Rcgttlution ol phurrnutiat trul lrtg shops

28. Operation ofwholesrle or rctail pharmacics
( I ) A persoi shall nol opcratc a \holesale or relail pharmac-r-

unless lhe pharmac) is licensed by the Authority.

(2) A person that intends 1o operate a plrarrracl shall ill rhe
plescribcd fi)rrn and on pavnlent of the prcscribed l'ees. make an
applicatron to the Aulhor-ily lbr a liccncc to operate a phannac)_

(3) An applrcatron to operare a pharmac) shall indicatc rhc
pharmacrsl lespoDsible lin'rhe immcdiate sLrpelYision ofthc suppll or
Ji.pcnsirrg ot Llrurgr u ithin th< phirrnrclr.

(4) A pharmacy to be licenscrl undcr this Act shall be

(a) a corporate body incorporated under the Cornpanics Act
ancl shall in this case have a pharnracist regulaled under
thc Phaflnacy and Drug Act. as dircctor.
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(b) a sole propietorship rcgisteled ruder the BLrsiness Namcs
Registration Act and shall in th is casc ha\e a pharmacisr as
thc sole proprictor:

(c) a partncrshjp registcrcd under thc Partnet.ship Acl and
shall in this casc hare a pharmacist tegulatcd under the
Pharmac) and I)rug Act. as onc 01'1he partncrs: ol

(d) a pharmacl thal is an irllegml parr of a privatc hospllal
or privatc cllnic and in thrs case thc private hospital or
pri\atc cllnlc shall bc registered as a hcallh Lrnit undcr lhe
Medical and I)en1al Pracririoners Act.

(5) Iror pur0oses o, suhscctiou (:1) (d). thc hcalth unit shall hc
liccnsed b opclate the pharmacv.

(6) A person that opelates a pharmac\ in conrra\cl1lion o1-this
\e(li,'r cornrttil\:Il nllcnie..rtrJ i' lie['lr t,u er,ll!icrion

(a) in casc oft corpotate body ol partnership- to 
^ 

hre llol
c\cccdlng livc thoLrslllld currcnc\ polnls: i:tnd

(b) rn case ol_ an iDditidual. to a linc not exceeding fi\c
hunclrcd culrencr pornts or inrprisonment ltot cxceeding
tcn lears. or hoth

29. Opcration oI drug shops
(l) A pcrson shall not operate a clrug shop ulless thc drr.rg

shop rs lrceusccl br the Aurhoril).

(l) A person that rnrends to operate a drug shop shall in thc
presclibed lirrm and ol] pavmcnl ol the prcscrrbed lecs. nrakc an
application to the AUthorit] lbr u liccncc to operalc a drllg shop.
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(3) lhe Au(hority shall be satrsfied rhat thc person thar makcs
an applicatiur undcr subsecrion (l) is fir ro carry on a husincss of
operating a drug shop

(.1) A drug shop to be licensed undcr rhis seclion shall be
localed in an arca that is not sulficicntly served b) existing letail
pharmacy Licensed under scction 28 or aDother clrug shop

(5) A person that operates a drug shop in contra\ enlion ofthis
section conlmrts an ollince. and is liable on cul\.ic1ion 1() a fille llot
exceecling fit\ cunenc) points or impnsolllrent nor cxceeding live
vccrs- or both.

Gctlcr0I pt t)\'i\iont ot1(h1tgs

30. lnspection ol premiscs b) the Authoriry
(l) fhc Authorif shall belirrc issurng a licelce under this

Pa11. salist! itselfthat the premises where business is to bc carried our.
ar-e suitable ibr the business tbr uhich the licencc is recluirecl-

(2) [or thc purposes ol subscctioD ( ] ). a person that rnlends k)
apply firr'a Ircence 10 lnanufictruc. clistribure. ilnport. cxport. suppl)
or dispense dnlgs shalL- upon pa),mcnt of the prescribed f'ccs- make all
application lbr a certiiicate of suitabilit) ol premiscs. rn respect of thc
premises a1 \\hich thc busitless acti!it) is to be carricd out.

(l) lhc Authoritr' shall. prior to issuilg a ccrtrncate ol
suitability of prcmises. inspect thc premises. lixtures. cquipmenl and
olhcr phvsrcal allribules ofthc prelnises lo determinc that lhe premiscs
llrc surtable lbr lhe purposc ibr which the certificate ls to be issucd.

31. Drugs to be manufactured undcr supcrvision of pharmacist
A person liccnsed 1o nanulacturc a drLlg ll1 Uganda shall manulacture
the drug under the direct supcr."ision ol a pharrracist.
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-'12. Suppll- and dispcnsing of medicinc to bc under supcn ision
of pharmacist

'Ihe supply and dispensing ofdrugs uithin a pharmac). shall be undcr
the irrrrnudirt. .r.pen i.i,'t'ol a phrn]liruiit.

33. l)rug nomenclaturc
(l) A drug manul'acturcd. distrrbuted. supplicd or dispensecl in.

or a drug inlporled into tlgandr shall bc knou.r and prescr.ibcd h1 the
intcrnational non-f,roprietar\ luntc of thc drug except whcrc the drU,l
docs nol ha\e an allocatcd inlerlational non-propfletan natnc or \!hel.c
thcte is no satisf'actor) alternatiVc nonproprietan narnc lbr the drug.

(2) A drUS to *hich sr.rbsection (l) applies shall bc labcllcd
using thc international non-ploprieran nantc of the drug.

(3) Whcrc a drug r-elilrcd to u1 subsection (1). is a her.hal
mediciuc or complementar\ rledicine and docs not have an allocatcd
international non-proprictar] naDte. lhe Anthorit) shall prcscrihc a
nomcnclatLlrc- lhat shall appll to the hcrbal mcdrcrne ol conrplcntcntarl
rrcdicine.

(4) In this scction. "intcrnatioual non-proprictar! name"
means lhe 1116cial name oi a drug. regat'dless o1_ thc nranuliclurer of
the drug.

3{. Packaging and labclling of drugs
(1) A drug manulacturcd. distributed. supplicd or dispenscd

in. ot a dr-ug inrporled inlo Lgancla. shall be packagcd and labelled as
mar be prcscrrbcd bY regulatlons lrade Undcr this Act

(2) I:or aroidancc ol doubl. a pcrson shall no1 supplv ot
dispensc anv dr-ug unlcss

(a) thc drug rs placcd ir a coilainer or paclage o1' thc
presclihed dcscnption: and
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(b) thc container or packagc in whrch the drug is placed bears
a label. statiDg the prescribed particulars ()1'the drug.

(l) lhc pcrson to whonr this scction applies shall notili lhe
Authoritl ofanr chalge ofthc label ofthe drug.

(.1) Aperson shall not relno\.e oraltcr thc label on an,- container
or puckage of a drLlg !vithoul the approval oflhe ALrlhorit!.

(5) A person that manut'actures. ilnporls. c\ports. dislributcs
or supplies anl drug in contralention to this section commits all
oll'ence. and is liable on conviction

(a) in casc ofa coryoratc bod). to a fine nol exceedrng iire
thousand currenc) pointsl and

(b) irl case ol an rndiYidrul. to a fine not excccding three
thousand currenc\ points or imprisonntcnt nol exceeding
livc ycars- or both.

35. Classification o[ drugs
(l) F()l' purposcs ol'this Ac1. dflrgs shall be classilied in

rcgulatlolls 1o be madc under this Acr. as spectfied ill this subseclion
and shall uten supplied ordispenscd b) retail. be supplicd ordispensed
as specificd in thrs subsecrion

(a) class AI drugs: narcotic drr.rgs and psychotropic
subslallces. u'hich shall only be supplred or dispenscd
on the prescription ol a lnedical practitioner or dcntal
pruclitioncr lbr nledical or dcntal purposes and rvhich shall
be dispcnsed b1- a nledical practltioner'. dental pmctitioner
or pharmacist;

(b) class AII drugs: othcr prescriplion-onll drugs. rvhich
shall only be supplied or dispensed on the prescriprion
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ol'a lnedical or dental praclitioncr. lor medical or- dental
purposcs and uhich shall bc dispensecl hv a mcdrcal

Jrracf itroner. dcntal praclilioner or pharmaclst:

(c) class B dlugs: drugs. uhich mal hc suppled or dispenscd
without a prcscription oi a rncdical prcctili(nter or dcntal
practitioner. b) a phaflnacrst:

(d) class C drugs: ovcr-the-countcr drugs. which nla\ bc
sufplie(l or dispcnsed \\ithout a prcscription ol t nledical
pmctrlioncr or denlal practitioner. tn a pharmac\ or a drug
shop:

(e) class[)drugs: gener-aIsalcsdmgswhrchma1 besupplicdor
dispcnscd uithout a prcscriptton o1'a nledical practitioncr
or dcntal practilioncr. in a retall oullet: and

(0 class I drugs: precrlrsor chemicals. Llsed in thc manul'ac1lu-c
of narcotic drugs and ps\chotropic sllbstanccs.

(l) Class A and class U drugs shall be restrictcd drugs

36. Posscssion of drugs
(1) 'lhc fbllouing pcrsons nral he rn possession o1 drugs.

bul to the extcnt onl\ and suhjcct to thc lirnitirlions prescrihcd b] rhis

(a) a pharuracisl. tbr tlte purposes ofscction 2li.

(b) a pcrson $ho is liccnscd undcr sectlon 29 kr opcrarc a drllg
shop:

(c) an\ peNon- instrtulion or departmcnt to \\1tont or 1()

uhich drugs hare bccn la\\tLlll) supplled or-dispcnscd in
accordancc \\,ith this Act. fbr thc prupose lbr r\hich thc
supplr ol dispcnsillg r\as madc.
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(2) A person shall not havc in his or her posscssiorl $irhout
laulul excuse. the proolof\hrch shall lic on lrim ol her. any narcotic
drug or pstchotropic substance $hich ls used lar mcdical or dental
PurPoscs.

(3) A mcdical praclilioner. dcntal practitioner or pharmacisr
shall not suppl) or dispensc any narcotic drngs or ps\chotropic
subslancc uscd lbr medical or dental purposes other thatl li)r nlcdical
or dcntal purposes.

(4) An) person who is in possession ol-drugs otherwise than
irr accordance $irh this scction contmits an olftnce and is liablc on
conviction

(a) in casc ola corpomte body. to a fine nol cxceeding fivc
thousatld currencv points: and

(b) rn case oi an ind[,idual. to a linc ro1 exceeding three
thousand crlrrcncy polnls or irnprisonnlellt not cxceedtng
iive vcars. or both.

37 Need for prcscription for restrictcd drugs
(1) A pharmacist shall not

(a) dispcnse c lass AI and class AII dl.ugs \{,ithout ir prescription
()1'a medical or dental practilioncr: ol'

(b) disperlsc a drug $ hich docs not conlbrm to rhe presc ption
undcr whrch i1 is to bc supplied or dispcnsed

(2) Iror the purposcs ol subsection (l ) (b). a pharmacist shall
not drspense the drug cxcepl where he or she reasonably bclieves thitl
the prescliption is valid.

(3) A prescription is valid only if
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(a) it is in incleliblc wriring. dated and sigr)ed $ith the usual
si{naturc ol a medrcal lraclitioncr or dcntal practitloner:

(b) it states the nanre. qualification and address ofthc pcrson
sipning it:

(c) rl states thc name and address ol thc ncrson ibr $hose
treannenl i1 is given:

(d) inthecascofaprescriptionofadcnlal practitroner. itbears
the words *lbr dcntal treatntent onlv ;

(e) it indicales lhe btal amount ol'lhe drug ro hc supplrcd or
dispensed and thc dose 1() be taken or thc nlannet ol its
application or use: aud

(0 rl has no1 prcviousl) been lirlll- dispenscd

(4) A prcsctrption nrav bc prcsented without the phvsical
prescncc of the person h u,holr the drug nla) othcrrlisc be larnlirllr
supplied or dispcnscd.

(5) Aprescliption shallbe lirll) dispcnscd ifrhc diug prescribed
has been supplicd or dispensecl oncc. unlcss it clcarl) stales

(a) the nunrhcr of times il nla\ be dispcnscd: and

(b) the inlcn.als ar \\hicir it mal hc dispcnscd. and shall in that
case. bc firlll dispelsed il thc drug prcscribed has beerl
supplicd or dispensed thc stated number of times

(6) Subsecrion ( I ) (a) shall no1 appl)

(a) \rhere thc clrug is supplicd or dispensed. \\hether
pcrsonall\ or on a signcd order. to a ntedical Iractilioncr.
dcnlcl prrclitioncr or pharmacist or to a pharmac\ tbr thc
purposc of hcrng subsequentlt supplicd or drspensed or
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lirl the purpose of belng subsequcntly used lirr scientific
education or researcht or

(b) \,ihcrc the drug is supplicd or dispensed lrom the dispcnsing
dcpartment of an apploved institution in accordance \'ith
legulations made under this Act.

(7) Forthc aloidance ofdoubt. classAl drugs. ciassAll drugs
and class B drugs shall rlor bc supplied or dispcnsed in the abscnce ol'
a pharmacist

(8) A pharmaclsl shall no1 suppll or clispcnse a class AI drug.
class All drug or a class B drug to a person that the pharmaclsl does
not reasonabl), believc is the peNon to \\hom le drug mar properll
hc supplied or dispcnsed.

38. Supply, dispensing and mixing of rcstricted drugs bY nurses,
midrvives and dispensers
(l) Ihe Minister may b1 regularions. alier consuhation u.ith

the Authott\. authorise a person rcgistered or cnrolled under the
Nurscs and Miduivcs Acl or rhe Allied Health Profissionals Act to
sttppl"' or- dispcnse leslricted drugs.

(l) The supply and dispcnsrng ol'restricrcd drr.rgs undcr this
scctioll shall bc sub.ject to thc fbllou,ing conditions

(a) the rcstncted drug shall be distinctly labelled rvith the
name and addrcss ol the person bv whom it is supplied or
dlspensed cxccpt where thc drug is supplied or dispensed
under tho direct supervision or ln the prcscnce ol'a mcdical
practilioner. dental praclilioner or pharmacisti

(b) the lbllowing partrculars shall. \ithin l\!enr)-tbur hours
afier lhc restricted drug has been suppliccl or dispensed. bc
enlercd in a prescription drug record-

37



Bill No. 19 2025

(i) the date oD \\,hich thc rcstrictcd drug was supplied or
dislcnscd:

( ii)

( iii)

( i\,)

thc ingrcdients and qLranlit) supplicd or dispcnsed-

thc namc and address of the pcrson to uhom lhe
rcstrictcd dlu{ \\'as supplicd or dispcnscdl and

thc nanle and addrcss of thc person b) tlhont the
prescription uas givcn.

(l) -l he plescripti(D drug lccold kept under this secrion shall
be opcn to inspectroll b) lhe Authorit].

(4) A nurse. id\\iIe or dispcnscl mal under the inlmediate
supcr_visrolr ol'a pharnlacist. nrix or colnpound a class AI drug. class
AII drug ol a class I) drug

(5) Not\\'ilhstanding subscction (il). a nurse. midwilc or'
dispcnser rral courpound drugs lhat he or she is licenscd to sllpnl) or
dispense in a dmg shop Llnder seclron 29.

39. Promotion of drugs
A dtttu regislered undcr thrs Act Dta) sLlbiect to rc{ulations madc b)
the MiDister in consulletion \!ith the Authority. hc prorrotcd b} gir rng
liee sanrplcs of the drug to persons \,ho rrral lauiirlll possess the
drug.

,10. Loss ofclass Al drugs and class All drugs
(l) A mcdrcal practirioncr. dcntal p(actjttoner ot pharmacist

uho supplics or drspenses a class AI dlug or a class AII dlug shall.
upon the loss ofthat dmg in hrs or her-possessiol or control or ol'artr
recor-ds kcpt under lhls Act in rclarion to thal drug. t'eport that loss lo
thc Authort)- \1ilhin scvcn davs oi the loss. giving pariiculers of thc
ingredients and quantilies o1'the drrg or thc parliculars of the records
krsr.
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(l) A peNon \\ho contravcncs this sectlotl comnlits an otltnce
and is liable on con\.iction. to a llne nol exceeding two hundred liliy
currencY points or 1() a lel'm of imprisonmcnt not exceeding scven
vcars or to bolh.

{1. Prescription drugs record
(1) Aphamracistinchargeolapharmac) andapersonlicensed

ullder secri(D 29 to opcrate a drug shop shall kccp in respect k) thc
clrugs supplicd or dispensed at the pharmacy or drug shop respectivcl\.
ln Ihc prescribed Iorm. a prcscriptron dt'ugs record r"-hich shall indicate
the drrrg suppliecl or clispenscd.

(2) lhe prescription drugs rccord shall be open to inspcctron
b-v- tho Authorit).

(l) A pharnlacist or pcrson lrcensed lo operatc a dtug shop
who contravones this section commits al1 crli'ence and is liahle on
convictioll k) a finc not cxceeding three hundrcd cLlrlellcv poillls or
ilnprisonmcnL not exceeding three ycars. or both.

{2. Prohibition ofsupply or dispensing ofdrugs in ccrtain cases
( I ) 'l he ALrthonty may plohibir the supply or drspensing of a clrug

(a) the rnlb ration providcd lbr purposes ol registration of
the drug is mislcadingl

(b) the usc ofdrc drug is likel) b endangcr rhc health ofthe
uscrs or caLNe other undesirablc cff'ects:

(c) thc specrfications ofthe drug. which were l'urnished to thc
Aulhority li)I purposcs of registralion of the drug. dii'l'er
lionr the specilications olthe analvsis oflhc drLlg obtained
lrom samples ol the drug lrom the retarl supplieN ol thc
drug: or
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(d) the descripti\,c malter puhlishcd in relation k) thc drug.
clillcrs liom thal dcscflptive nlattcr tirrnished to rhc
Aulhoril\-

(2) In this scctiotl _salc mcans sell bt uholcsalc or relail and
includes importation. ad\ertising and delivcring tbr sale

{3. Rccall of drugs
( I ) Whcrc the r\uthorir\ dcrcrmines thal a drug do nor conlirrn

lo thc colldilions ol its regislmtion or notillcati(nt and \\hcre lt is in
puhlic rnleresl that thc d|Lrg should not bc made arailahlc to rhe public-
the Arrthorit shall

(a) ordcr the persoD granted a ce(ilicatc of |cgistration.
notilication or listing. as the casc maY be. or lhe authoriscd
reprcscntative ol that pcrsou or the inlpol1er ofthc drLlg. to
Iecall and destror thc af]'cctcd batches ol rhc dflrg. at their
owr] cost. or

(b) order that the supph ol'rhe alltcted harchcs ol'the drug bc
cliscontinucd.

(l) A pcrsoll shall not innort- supplv or dispcnsc anr drug or
batch of a druq $hich is thc sLrbject ol au ordcr for rccall nrade undcr
subsection (l )(a).

(l) -l 
hc Authol ll) Dla\ ordcrdledestructionofadrugrelerred

toi subscction(l)

(,1) Not\\.ithstandlng this scction- a lritnuliictllrcr or person
graoted a certificatc ol'regislration. nolilicatioD or listing ol'a (lrug.
as thc casc n1a\ be. or thc authori^d rcprcscntatr\e ol that fcrson
respcctivel). or thc iDtporlel ol-a drug or batch ol'a dr-ug. rnar upon
notillcation to thc Aulhorill. as lrar be plescrihcd. rccall tlte drLlll or
batch ol thc drug liour thc nrarket.
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(5) A person that contravenes this section comntits an ofl'ence
tnd is liable on conviction

(a) in casc ol a corporale bodv. k) a finc not e\ceeding ten
thousand currency foints; ancl

(b) irl case ol an indivrducl. lo a line not cxceedlng file
thousand currcncv points or illtprisonnlcnt not e\ceeding
fi!e )ears. or both.

,l{. Withdrawal of drugs
(l ) A person granted a certificatc of regislralion. norification

or listing holder of a drug or the authorised ref,rescnratr\e ol thal
person or lhc inrportcr. nray upon notiiication to thc Authorih. as may
be prescribed. withdlau the drug lionr the nrarkct

(2) The Authority ma\, \rhere ir deems lit a d on its o\rn
decision.Trithdrau a drLLg liom the market.

(l) The Authorif, shall renlo\'e liom the rcgistcr. the drug that
rs \\rthdrrrr lI.'rn rlr( rn,rr[cl unJer lhis srcrion.

.15. Deception of consumers
(l) A person shall not packagc. label. adverrise. supply or

dispcnsc a dr Lrg in a manner that is t'alse. misleading or dcccpti\'e or
that nlisbrands lhe d[rg as to i!s characael. constituttrl. \,alue. porenc].
qualrt). conlposition merits or satatv

(2) For the purposesolsLrhsection ( I ). a drLrg is'tnisbrandcd"

(a) if the drug is Dradc to appear' 1(] be ol-a bettcr or grealer
thempeutic valLrc than rt really is:

(b) rftlre drug is not lahcllcd in tl're prescribed rDanner. or

,11



Uill No. l9
i\'oliondl litU onLl Haulth Pt.ollutt.t

lutJlot.itt.BilI 2025

(c) i1'the labcl 01 thc conlainer of the drug or an)thing

^ccompan) 
ing the drug bcars a statenlcnt. desrgn or dc,, ice

which ntakes a fhlse claim lbr the druu- o| rvhich is inlsc
or misleading.

(ll) A person thal packagcs. labels. ad\,et1lses. supplrcs or
dispenscs a drr.rg contr'ar1 to this scction contmits an o{lencc and 1s

liahlc on conliction

(a) in casc ofa corporate bod),. k) a hne llot c\cccdtng ten
thoLtsand currcnc\ points: and

(b) rn casc ol all indir,idual. to a 6nc not excccdinq flve
lilousand currenc\. poinls or inlprisonment llot cxceeding
fi\'c years. or both.

{6. Advcrtisement of drugs
(l) A pcrson that inrcuds to ad\crtisc a druL shall. upon

pa)menl ol_ thc prescribed lics alld using the procedurc prcscrihed
bl rcgulations made ruldcr thls Act. sLtbnlil lhe advcrtisenlent to thc
Authoritr tbr approval

(2) A person that intends 1() advcrlise a drug b\.

(a) pLrblicalion ofinl'orntation on lhe drug or h\ prontoiion or
drstnbution ol illlinDation on the drug;

(h) brllr!ring to the noticc ol'the public infbmlation on rhe
dlur: bl causrng or pcrntittillg ltt hc publlshed. promolcd.
distrihuted- iDfbrmati(nr oD thc drug: or

(c) hringlllil k) thc notice ol thc public. intbrntalion on thc
dnrg in anv othcr manner.

shall corrplr \\ilh lhc rcquil.eutenls prcscribecl bl rcgulations utadc
under lhis Act.
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(l) Not\\.ithstanding subseclion (2). a pcrson

(a) shall not ad\,crtise or pronlote an) drug or cause an1

product to be adverlised or promoted as a dnlg rf thalt
product is not a drug; or

(b) shall not advcrtlse or prolnotc an_v- dlug or'car.rse anl drug
to be advertrsed or promotcd in such a \\,a) as to l.cpreselll
thedrugasusable tbran\ purposeothcrthall thatlbr$hich
i1 has bccn registered.

(J) A pcrson thal adverrises a druu contral'\ k) this section
(,'rrnrils Jrr.'l-lin(( ilLl is liahle,'rr lonricriul

(a) in case ola corporatc body- to a line llot excecdrng lire
thousand currellcy pointsl and

(b) ir the case ofan indrvidual. lo a liDe not cxceeding thrcc
hundred cur-rerrcy pornls or inlprisonmcnt nol exceeding
llvc \ cars. ot both.

,17. Manufacture,distribution,importation,cxportation,suppl]
rrnd dispensing offalsificd drugs prohibitcd
(l) A person shall nor rnanulirclure. disrribute- in1po . exporl.

supph. dispcnsc or oi'l'er lbr sale any t'alsilied drug.

(2) A drug shall bc clccmed lo be lalsilicd \\,here it is
dclibcratel) and liauclulcntly mislabeled with rcspcct to ils identiry or

(3)

(u)

(b)

(.)

''l:alsilieddrug includes

a drLlg with inconect ingrcdients

a dlug u,ith wrong ingrcdicnts.

a drug withoul activc ingrcdients
43



Bill No. l9
\tttionul Drug Lntl llculth Prolutt.t

A thorih Bill 2025

a drug wilh iDcorrccl quanlities ofthc active ingrcdicnrs

al1 adultcrated drug: and

a drLrg \\hosc packages arc not as presclihed.

(d)

(e)

(0

(.1) lror lhe purposcs ol'suhsection (3)(c). a drug shall not hc
deerned rc bc adulteratcd onh br reason of thc thct that

(a) rhcrc is added to thc drug some substance or ingredicnt
which is lcqurred li)r thc manut'acture or- carriage ol the
drug $here the addition ol'the substancc or ingredient is
not lntended to increase the bulk. \\'ctght ol.nleasurc ofthe
drug or 10 conceal the inlcrior quaht) or.other dcfccls o1'

lhc drug: or

(b) rn the proccss ()1'utalluiitcturc. solnc exttaneous substance
unaloiclabl) becaluc intcrmixcd utth llte drug.

(5) A pcrsol that contravcncs this section commits an ollencc
and is liablc on con,"iction

(a) in casc ofa corporatc bodr. to a fine uot cxcccding luent\
thousand currcnc\ pornts: and

(b) in casc ol'arl indi\idlral. to a lile not cxcccding ll\e
thoLrsand currcnc! points or ilnprisonmcut not exceeding
fi lieen lears- or hoth

.t8 Suppl.,- or dispcnsing ofsubstandard drugs prohihitcd
(1) A pcrson shall Dot

(a) suppl) or dispcnse a dlug $hich is not ol thc narurc.
substance ol qualitl specilied in thc prcscriplion ol lhe
purchasel ol r,'hich is not dentandcd b) the purchaser:
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(b) suppll or dispense a drug which does nol conlbrm to the
standards on eflicact. sal'et) and quality plovided in an
aulhorised pharmacopoeia recogniscd b) the Autholtyl

(c) suppl) or dtspense a drug u,hrch rs noi tvholcsorne or
*tich does nol conlb.nr to the prescriprion under which it
ts supplied or dispensed; or

(d) supplv. d rspeuse or ofl'cror cxpose l'trr suppll or dispensing.
or have posscssion ofa drug 1i)r thc purpose olsuppll,ol
drspensing thc drug. wllere thc composllion of the drr.rg is
allcctcd by an addition to it or subtraction fl.om ir of an\,
subslance.

(2) A person shall not oller fbr sale or adDinistcr to an! person
an) drug $hich is not lit lbr the intcnded purpose.

(3) A dLug u.hich rs nor llt li)r thc i rended purpose shall bc
kcpt in a separatc place labelled $,ith the B,ords not fit lbr inlcndcd
pr,rrpose.

(4) For purposcs ofsubsectidr (2) and (3) "nor llt tbr inrerlded
purpose mcans a drllg which is not sale or clhcacious or u,hich rs ol'
an undesrred qualit! or rlhich is expircd

(5) A persor thar contravenes this section commits an oilcnce
and rs liable on con\.iction

(a) in case ofa cot'porare body. to a iine not cxceeding fi\e
thousaDd culrellcy poitltsl and

(b) in case ol'an inrlividual. to a finc not exceeding thrcc
thousand currcnc\ points or inlprisonlnent not cxceeding
live 1ears. or both.
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,19. Monitoring of drugs for qualiry'
(l) r\ pclson lhat lranulaclures. dist(ibutes or lnlporls drugs

shall. as ma), bc prescribcd b) rcgulations rnadc undcr this Acl.
cstablish a slslem ibr nronttol1nr the drugs.

(2) Thc r]ronitorrng s"-s1crn rctarrcd to iu subsection (l). shall
be applorcd b! the Authoitv and rnal be inspected bl thc Authorit\.
as n1a) be prescribed.

(l) The Authorit) may lequire a nlanufacturct or distribu()r
of drugs to pro,"idc fbr rhc placenteDt of a uniquc idenltlier on lhe
package ol'each drug. as mal bc prcscrihcd

Prrtr IV Cr trrr rr Tru'rLs

50. Authorisation to conduct clinical trials
(l) A pelsorl shall nor conduct a clinical trial uirhout tile

aulhorisation ol' the Authorit\.

(2) A pcrson that intends to conduct a cllnical trial shall. upon
pavurcnt ofthe prescdbed fics. make an applicati(nt k) thc Autho t\
in a lbrm prescribcd b1. regLrlations madc undcr this Act aud the
application shall include the prorocol fbt the field trial.

(l) Where a clinical tricl is li)l'a dlug u,hich is rcgistered
undcr this Act- thc clinical tnal shall hc tbr rhc aspects lbr which an
alnendment of thc rcgrsllation is ncccsse^ or tbr the aspects that arc
not includecl in thc rcgtslration.

(,1) A pcrsou that conducts a clinical t al shtll carn oUr saiiLY
sr.rrleillancc lbr the dtUg undcrgoingclintcal trial.

(5) The Authorit) shall autholrse thc conduct ofa clirrcal tr raI
b1 issuirg a clinical lrial cenillcatc and authorisation lbr a clinical lrial
Dra) bc sublect lo conditions. r,,hich shall be includcd in thc clinical
trial certrlicatc.
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1'hc Authoril) ma]

on application b,v the person to rvhon a ccrtillcale is
glantcd under subsection (5) and upon paynellt of thc
prcscnbed 1ees. altrhorise an! amendment to a clinical
trial protocol: or

at ils instancc. direct allv anrendrnents 1(] the clinical tl.ial
prok)col.

'lhc Authorit) shall monrtor a clinical rrial to ensurc rhat

the subjccts olthe clinical trial ancl lhc gcncral public arc
protected against aDl lisks thal ntay rcsuh liont the clinical
trial: and

the spccrfic and general conditions ol the clinical trial arc
adhered to.

(b)

(7) I'he Authorit) mav- on application b) the person to \,,hom
a ccrtillcale is grartcd under sr.rbsecti(D (5) and upon pavment ol'the
prescribed lces. cxtend lhe duration ola clinical trial.

(8) The Authorit\ tnay by noticc. in writing. Io the person
authoriscd to conduct a clinical trial. suspeld or termltlale a clinrcal
rrial. rn accoldance with r'cgulations madc under lhls Act.

(9)

(a)

(b)

( 10) A person that conducls a clinical trial in contravention ol
this secrion commits an oll_ence and is liable on conviction

(a) in case ol a corporate body. b a finc not excecdine ten
thousand currcncy poillts: and

(b) in case of an individual. to a fine not exceeding live
thousand currency poinls ot'imprisonmcnt no1 exceeding
fi ltcen )eal's. or both.
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51. Cood clinical practices
(l) A clinical trial shall comply t,rilh good clinical practices

as na_"- be prcscribcd b) regulalions ntadc Llndcr this .Act.

Bill No. 19

(2)
(a)

Thc pclsor in charge ol a clinical rrial shall
ensure thal adequatc frotcction. llorr the risLs or adversc
evcnts ol thc clinrcal trial. is pror.ided ro thc subiccts of a

clinical trial and the genelal public:

(b) ensure thal thc condilions ol the clinical trial arc adhered
lo bv thc pcrson conductillg lhe trial: and

(c) report to thc Authorit). all adverse reactions and adYcrsc
cYcnts. as la\ be plescribed b\ thc rcqulations made
undc. th is Act

(l) Ihe A.ulhorit\ mav. a1 anv time. lnspecl the clinical trial
sitc to assess courpliancc uith good clinical pr-actices.

('1) A pcrson that condLrcts a clinical trial in cont.a\ention ol
this scction conlmits au oflcnce and is lrable oll con\icli(rl

(a) in casc of a corporale bod). k) a 6nc not c\cecding ten
thollsaud currenc\ poinls: and

(b) in casc of an rndrvidual. to a fine no1 crcccding fir'c
thousand clrflcnc! poinls or imprisonmcnt not cxcccditrg
6ilccn vcers. oi holh

P rtt V Prr,rrrv.rr ovtril,trtt

52. Obligation lor manufacturers 4rc. to cstablish pharma-
covigilancc ststems

(l) A pcrson that manulacturcs. distribLrtcs or rmports
drugs shall. in accordance uith reguiatrons matle uudcr
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this Act. eslablish a phamlacovigilance s\,stenr lbr the
rnonitoring of the drugs.

(2) Whcrc i1 rs deenred nccessarv. the Aurhorit) nlay at any
tiDc. rcquesl the person rel'erred b in subsection (l) to conducl tbr
the drugs. a saf-ct\. studv or an clhcac,- study. or a sal'etv stud,"- and an
eltcac) stud).

(i) Thc pharnlacovigilancc syslem. shall bc approred b1 the
Authoritr and n1a) be inspcctcd by- theAutho.ity. as rnay bc prescribed.

(4) Where a pcrson rel'erred to in this secti(D does not establish
a pharmacovigrlance svsteln. thc Authorit) shall not issue a ccrtificate
of good manut'acturing pmcticcs or mal take any othet action as ma)
be prescribcd bl regulations tnade under this Act.

53. Obligation of hcalth care profcssionals to rcport adversc
reactions and adverse events ofdrugs

A hcalth care prol'essional shall. monitolthe sal'et\ ofthe drugs supplicd
or dispensed to a patrent and where thar hcelth care prrrtcssional
beconres arvare ol any adverse l'eaction or adlerse evcnt ol' drngs
arisrng liom the usc of the drugs or *hich re,"eals anr de,ect in thc
drugs. thc hcalth care profissional shall Lrsing the prescribed lirrrral.
makc a report to thc Authority.

5{. Pharmacovigilance by the Authority
'fhe  uthority shall nlonito. arld anallse the advese rcactions and
ad\ersc clcnts ol drugs through

(a) moniurring and anahsing the adverse rcaclions or adlcrsc
e\enrs oldrugs:

(b) ldentilying thc adverse e\,ents relating to clinical trials
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(c) cstablishing the causalil) ol the ad\erse reaclions or
adverse c\,ents and cnsurc that rcmcdial action is takcn:
and

(d) sharing wrth regiollal and rntemational sal'et_r rronitoring
s)slell1s. inlormation on ad\.erse reactiurs alld ad\erse
e\enls and the renledial action takcn.

PAR VI Rr (ir r v roir or M r)t( ,\t [)t !r( r \

55. Classification o{ medical dcviccs
For thc purposcs of this Act. mcdical dcvrccs shall hc classricd as

shall be specrfied in regulations to be mitde under this Act.

56. Registration, notification and listing ofmedical dcviccs
(1) Apcrsonshall not manr.rlacture. drstribute. rn1pofl. expofl or

suppll b1 wholesale ol retail. a medical de\ ice unless lhe rredical device
is regrslered. notiiied (n lisled. b) the Aulhorit). as the case nra\ be.

(2)

(a)

Suhscctron (I )shall not appll'

whcrc a mcdical dcvicc is rcquircd b) thc Authorit) tbr
purposes ol'regislraliou. nohlicirlion or listing under this

(b) uhere a nredical dcvice is rcquir-ed lirr purposes ol'
conducting a clinical tlial:

(c) with rcspect to importatron. where a medical devicc is

inlporled lbr persoDal use: or

(d) \!here the nlanLrlaclure or ilnportatroll ol'a nledical devlce
i. r.q.rircJ t.'r:r' rrn. rlr,rL] \irudri,,n.

(3) An) pcrson that so wishcs ma). in thc prcscribcd fblrn ancl

on pa-vnlent o1'the prescribed l'ees. male an applrcatlon to the Authonty.
fbr the regrstraliorl- notilication or listing ol'l medical device.
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(4) Ihe rcquircmcnts tbr registralion. notrficatton and listing
of nrcdical de', ices shall be prescribed by regulations madc under lhis
Act ond shall includc

(a) the classes ol medical dcviccs to bc rcgistcrcd. notified
aud listed. respecti\el) l

(b) the conditions tbr rcgistration. notification and listrng ol'
nredical devices: and

(c) the categories of busincsscs that may supply specrlied
classes ol medical devices and the premlses at \rhich
spccificd classcs ofmedical derices rnay be supplied

(5) The Authorit) shall regisler. notif) or list thc mcdical
dc\.icc that satisfics thc requir-enrents ol'this section and grallt the person
\rho lnakes the application a ccrti6catc of rcgistration. rn)tification or
listing. as the case lna) be.

(6) A mcdical dcvicc that is rcgistcrcd. notified or lisled under
this sectioll shall lbr each linancial ),ear. bc rctaincd on thc rcgister
on thc paynlcnt of the plescribecl l'ees- by the person lhat causcd thc
registratioll- notillcatron or' listrng or b-v any othcr lcrson. cxcepl uhere
thc rcgistration. notificati(nr or lisling is cancelled or suspended b1" thc

Authofll)'

(7) A pellson lhat rnanufactures. distributcs. inlports. cxporls or
supplics bl uholesale or retail a medical device that ls not rcgistcrcd.
notillcd or listcd b) the Aurhorit) commits an oll'ence and rs liablc on

convictiol')

(a) rn case of a corporatc body. to a finc not cxcceding lire
thousand cunencv pornlsi and
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(b) in case ol an individual. to a finc not exceeding fi\.c
hundred currency points or inlpnsotment not cxceeding
ten vears. or both.

57. Licence lbr thc manufacture oI medical devices
( I ) A persol shall not manul'acture a ntedical device \\'ithoul a

licencc issued b) the Aulhorit).

(2) A pcrson that seeks 1() manufhcture a nledical dcvicc shall
on paymert ol the prcscibed fees. nrake an application to theAurhorit)
ln the lbmlat prcscribed b) regularions made under this Acr.

(3) lhe requilerrents 1br thc manulacture ofmcdrcal de.r,ices
including thc reqrLirement fbr inspcctton olthe prelniscs to be used 1br
rhe manufilcture ol mcdical dc."ices and the rcquircment to estahlish
qLralit\ nanagemcnt systcms shtll be presclibed by regulations made
undcr this Act.

(1) I-he Aulhorit) shall granl a person that satislies thc
requircnrents ol-lhis scctron. a licence 1i)I thc manul'aclure ol thc
medrcal dclicc specilled il thc liccncc.

(5) A Frson that rnanul'aclures a rncdical device conrrary to
thls seclion commits an oll'encc and is liable oll conlicti(rl

(a) ill case ofa corporate bodr. to a fine not exceeding fi\'e
thousand currenc,' pointsi and

(b) in case ol an individrLal. to a llne not cxceeding live
thousand currenc) points or imprisonmcnt not e\ceeding
lire 1ears. or both.

58. Importation ofmedical deviccs
(l) A person shall not rmpofl a rncdical delice *ithout a

liccnce issued b) thc Authorit). prior ro thc rmportalion.
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Subscction ( l) shall not apply

\\,herc thc importation ofthc mcdical dcvicc is rcquircd b)
the Authority fbr purposes of registration. nolillcalioll or
listing olthc rrcdical dcvicc undcr this Act:

uhere the medical device is irnported firr purposcs of
conducting a clinical rrial:

uterc thc rredical de\ice is importcd fbr personal use: or

\\.hcrc thc importation ofthc mcdical dcvicc is rcquircd fbr
an emergenc) siluation

(3) A pcrson that sccks b import a mcdical dc',icc shall on
pa)nrcnt ot thc prcscribcd ttcs. makc an application to thc Authorit!.
in thc lo(mat prcscribcd bl regulations nrade undcr this Act

(,1) Thc requircments fdr the inrportation of medical de,"ices.

including thc conditions lor importation. shall bc prescribcd b)
regulations made under this Ac1.

(5) Ihe Autbo(ity shall grarlt a person that satrsfics thc
l'equlrenlerts ol'this section. a licence to inlpofl the medical device
spccrficd in thc liccncc.

(6) Where a nedical device is rmported into Llganda colltrary
to the pro\ isrons oI this Act. the ,i\utholrty shall

(a) order the persorl grailed a cenillcate ol registrahon.
llolificatiorl or hsling lbr the medical de\,ice- as the case

nla) bc. or thc authoriscd rcprcscntati!c o[ lhat person or
the rmporter ol lhc medical dcvrce. to destrot the mcdical
de,"ice. at their-ovrn costl or

(b) older lhe person granted a certilicate ol' r egisltalidr.
notification or listing for thc mcdical dcvicc. as thc casc
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nlay be. or the authorised replesentativc of that person
or thc importer ol'the medical dcvice. to re-erport the
medlcal de\ice b thc coLlntn ofinlporl. at thcir orvn cost.

(7.) Where ncdical devices are importcd into Uganda contrarv
to the provisions ol thrs Acl and rhe impoftcr cannot be traccd. the
Authoritv shall dcstro! the lnedical dcviccs at its cost.

(13) A persoll thar imporls medicul dericcs contrar\ to this
s((li,'n uonrnil. cn ull(nce lrd i. liat,l( un cun\iljtiun

(a) in casc ola corporale body. to a hne not exceeding lile
thousand currencv points; and

(b) in case of an lndr\idual. 1o a fins not exceeding live
thousand cu 'encv points or ilnprisonment not excccdrng
fi\,c ycars. or bolh.

59. Licence for the distribution of mcdical devices
(l ) A peNon shall not disrlibute rncdical derrces \ithout a

liccnce issued b1 thc Authorit).

(2) A person thal seeks !o dlstlrbute medical dcvtces shall. on
palmcnt oflhe prescribcd t'ees- nlake an applicatiorl 1(] the Authoflt),.
in the tbrmal prcscribed bl legularioDs made under this Act.

(3) The requircmcnts for the distribution of medical dcviccs
including the requircmcnt fbr inspection of prcmises to he uscd tbr
the distribution ol medical dericcs shall be presclibed b) rcgulatiorls
n ade undcr this Act.

(4) The Authorit) shall grant a pcrson that sarisfies thc
rcquiremenls ofthis scction. a licence to distrbLlte the medical dcvices
specilied in thc lrcetlce.
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(5) A pcrson that distributes nledical dcviccs contl'ar! to thrs
n cl ior) \i 'rrr|ntl5 on oll! .c irrrtl i> li.Lhlc on c.rnr ictiul)

(a) in casc ofa corporale body. to a finc not exceedlug live
thousand currency points: and

(b) in case of an indivrdual. to a linc not cxceedlng live
thousand cufiencv points or inlprisonment nol exceeding
llr.e rears. or hoth.

60. Licensing of premises to he used lbr wholesale of medical
dcvices
( I ) I he Authont_\ shall license the prcrriscs to be used lbr the

br.rsiness of wholcsalc of ntedical de!ices.

(2) The requiremcrlts for the supply ol mcdical dclices b1

\lholesale. rncluding thc rcquilenrent ior inspection of prcmises to be
used prior lo licensini.!. shall be prescribed by rcgulations made under
this Act.

(3) Thc Authorio shall glant a pcrson thar satislies the
requircmcnts ol'this section a liccncc to suppll lredical dcviccs b1
r\holcsalc.

(4) A pcrson issued \\ilh a liccncc to operate a busincss of
u,holcsalc of rredical derices shall bc rcqutred to conlpl) \ ith good
storape practices and good distributron practice guidclincs approled
bl- thc Authorrty.

(5) A person thal cngagcs in the business of rvholesale ol'
medicnl de,"ices conlra^ to this sectioll colrmits an ol'fence and is
lilble on conviction

(a) ln case ofa corporatc body. 1o a llnc not cxcccding live
thousand currencv poillts: and
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(b) in case of an individual. to a fine not exceeding five
thoLrsand culrenc) poirlts or imprisonment not cxcccding
tlve vears or both

61. Rcporting ofdefects and adverse events to thcAuthorit)
(1) Wherc thc pcrson gr'antcd a certificate oj re!istration.

rlotilicati(D or listini,! fbl a medical devrce or the authoriscd
reprcscntatrvc ol that person or lhe importer of a medical derice
becomes alarc ol any ad\erse event aflsirlg tiotn lhe use ol-thc
mcdical delice or \lhere an adverse evcnt rcvcals an) delict in lhe
medical device.lhat person shall. using thc prescribed lbrnlal. make a

repoI to theAuthorit].

(l) A health care prolessional shall. monitor the sal'el)
of a nredrcal device suppliecl k) a paticnt and $hcre a heallh care
prol'essionalbecomcs arvarc ofany adverse e\ent arising liorn thc usc
ofa medical device or uhcrc an adr,crse event reveals an\ dclcct in a

nledical device. thc hcalth carc pr'oi'esstonal shall. using the prescribcd
lin'mar. nrakc a rcporl to the ALllhoritt.

62. Ltiportation of medical derices
(l) A person shall not export a nledical device \\.ithoLrt a

licelce issuecl by thc Authortt'. prior to the e\portatiolt-

(2) A pelsoll that seeks to expoft medical dcviccs shall- on
palmcnt ol'the prescribed fccs. makc an application to the Aurhorir).
iD the lirrnrat prcsclrbcd b! regulations lnade under this AcI

(l) l hc rcquirements lbr the exportation of mcdical derrces.
inc[Lding the conditions lbr exporration shall be presclibed by
rcgulations nlade under this Act-

(4) The Aurho ly shall grant a person that satisiies the
requilements of this scction. a ltcence to erport the medical dcvicc
specilied in the liccncc.
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(-5) A person that cxports a nledical dclicc contlar\ to this
iccli,,r (,,rnIril\.Il oll'<n(( ilnJ i:, Ii hlron(on\i.tiol)

(a) in case ola corporare bod). to a 6lte not exceediltg hvc
thousand currcncr pointsl and

(b) in case of an indivrdual. to a fine not excccding fi.,e
thousand currenc\ poitlts or imprisonmcnt not e\ceeding
fivc ) ears. or bolh-

6.1. Classification of cosmetic products
Iror the purposcs ot this Acl. cosmetic producrs shall be classilled as
shall bc spcci6ed in regulalions (r bc ntadc ultdel thls,Act.

6{. Rcgistration, notification {nd listing ofcosmetic products
(l) A pcrson shall not lnanulacrure. distribLltc. import. e\port

or supplt b) wholesalc or rctail a cosmetic product urless the cosDetic
product is rcgistcrcd. notilied or listcd b) the Autho ty. as thc casc
ma1 bc.

P^Rr Vll Rr(;l r,\roN rn ai)\N,r r( l,rr)r, r \

(2)

(a)

(b)

(c)

Subscction ( l) shall no1 apply

\\here a cosmctrc producl is requilcd b). tl'lc Authority lbr
purposcs of rcgistratioll. notilicarion or listing under this

[hcrc a cosmelic product is requlred lirr purposcs of
condnctrng a clinrcal trial;

$.ith rcspect to inlportation. u,here a cosnletic product is
irnportcd tor personal usc; or

$hcrc the manul'ac(ure or inrportation ol' a cosntctic
pr,,Jucl i\ rc(lUifcd l,'r cn (rner!(Ii\ rillr:rtior.

(d)
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(3) Anl person thal so wishes mar-. in thc prcscribed lbrnl
and on payment ol the prescribcd ftcs. nrake an applicaliou to thc
Atlthorrtv. fbr the rcgistralion. notihcation or listilg ofa cosrneric pr()ducl

(4) 1_he recpriremerlts lirr rcgistration. notincalioll and listiltg
ol'cosnlcric products shall bc prescriLred b\ legulaliuts uradc under
this Act and shall rnclLLde

(a) thc classes ol'cosmetic products to bc rcg,stcred- llotilied
and listcd. respecti!el) :

(b) the conditions fbr regrstlation. notilication and ljst|1g ol'
cosnletic products: and

(c) thc catego es ol businesses rhat mal sLtppl) speciiied
classcs of cosmelic products and thc lrcmlses at \\hich
specilied classes ofcosmctic products n1a\ be suppliecl.

(5) The Authoritl shall rcgistcr. notif.r or list thc cosmctic
product that satislies lhe rcquircmcnts ol this seclion and grant
the peNon uho makcs thc appllcatioll a ce[ilicate ot rcgistration-
nutihr:ati,,n or lr.tinr-. i\ rlte (0.( ntJ\ h..

(6) A persorl thal nlanulactulcs. imports. exports. distributes
or supplies a cosmclic product that is not reglslered. nolified or listcd
b) the Authorit\, conlnrits an ollence and is liablc on conviction

(a) in casc ofa corporate bod). 1() a line not c\cecdlng file
thousaltd currenc\ poilrts: and

(b) in casc ol an individual. 1() a hnc no1 cxceeding five
hundr'ed currellcy points or imprisonnlcnl not e\ceedillg
1er \ears. or bo1h.

65. Licence for the manufacturc of cosmetic products
( I ) A pcrson shall nol manulacturc a cosmctic product \\,ilhout

a licencc issucd by the Autilorit).
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(2) Subscctron (l) shall not appll lbr the manutbctlrrc ol'
samples ol a cosnrctic product tbr purposes ofrcgistration. noti[icatiou
or listinq of thc cosmetic product or conducting a clinical trial tbr rhc
cosmctlc ptoducl.

(i) A fcrson lhat seeks to rnanulacture a cosnetic prcduct
shall. on parrnent ol the prcsclibcd l'ees. make an application to the
Authorit] jn a lblmat prescribcd bl regulalions madc unde( this Act.

(,1) I hc rcquiremenls fbr thc manufacture ol'cosmctic products
incluclinu the requirenleDt fbr inspcction ofthe pr-erniscs to bc rrsed lirr-
thc manulhcture ofcosnrctic producls aud thc rcquiremellt k) establish
qualin nranagcment sl-'stems shall bc prescl'rbed b\ regulatrons nlade
under this Act.

(5) 'lhc Authoflt) shall grant a person thal sarisllcs the
requiremcnts of this section. a liccncc lbr lhe ntanufacturc ol the
cosulctic products specilied in thc licetlce.

(6) A pcrson that manullctures a cosmehc prodLlct contraD to
this section connnits an ollencc and is liable on conr,iction

(a) in case ol a corporatc bod). 1() a llne not excccding 1l\'e
thousand currency pointsl and

(b) iu case ol an individLnl. to a 6nc not c\ceeding lllc
thouscnd currcnc\ poinls or imprisonmcnt not e\ceeding
Iire ycars. or both

66. Importation of cosmetic products
(l)   person shall not impon a cosnruic product \lithout a

liccnce issued b) thc Autholrt\'. prior k) thc ilnporration

(2) Notrvithstanding subscction ( I ). the Authoritv ma! tbr a
specilied purposc. irnd sLrbiect to conditions the Authorit) ma) deen1

59



Ntrtionol Drug ontl HedIlh l'] t)Llu.'tt
luthot i!)'lltlI 2025

fit. authorisc the ilnportation ol a coslnctic product $hich is noL

rcgistcred under this Act \\'herc thc importatton

(a) is 1br purposcs ofconducting a clitllcal tridl:

(b) is lbr personal use:

trr ii requir.J tbrrn (rner!(Ic) situ.rri,'n:,.r

(d) is requircd by thc ALltholt) lbr purposes of rcgistcnnu.
notil_\ ing or listing thc cosmetrc producl.

(3) A pcrson that seeks to inlporr cosnlctic products shall- on
pa!lnent ol thc prcsc|ibed l'ees. rrake an application to the,Authoril].
in lhc tbrmat prescribed b) regulalions rnadc undcr this Act.

(,1) The requircmcnts tbr the importation of cosmetic
producls. includinS thc condrtlons lbr inlporlation. shall bc prescribed
b) regulati(nrs madc LLndcr this Act.

(5) lhe Authorit) shall grant a person that salislies thc
requirenenrs ofthis scction. a licence to imporl rhe cosmctic products
speciiied in thc lrccnce.

Bill No. l9

(6)
contral'y 10

(a)

(b)

Where a cosmctrc prodr.rct is inlported into []-qanda
lhe pro\ isions ofthis Act. the Aulhoril sha ll

order thc pcrson granle(l a ceft ifi cate of registratioD. norillcatl(nr
or lisling lar the cosnlctic prodLlct. as the case nraY bc. or'
the aulhorised reprcscntatrve ofthal person or the impoflcr
ol-thc cosmctic product. lo destrov the cosmctic product.
at thcir o\\n cost: or

ordcr thc person grrnted a certificalc ol registralion.
notillcatiorl or listing tbr a cosmelic product. as the case

nra) be. or thc authorised represeniatrle of that pcrson or rhe
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impoftcr ol lhc cosn]clic product. to re-e\po( the cosmeric
prodnct to the count^ of impo(. al thcir o!,'r cost.

(7) Where coslnelic producls arc ilnport(jd into tlganda
contrarv to thc provisions ofthis Act and thc inDofler cannol be tl'aced.
thc Authoritv shall dcstroy thc cosnletic products at lts cost.

(8) A person that inrports a cosn)clic prodnct contra11 to this
scitir'rr e.rrmits un ollincu.rn.l i. lichlc orr c.'nvrctiorr

(a) in casc ofa corporatc body. to a linc not e\ceeding llve
Ihousand currency pointsl and

(b) in case ol'ar irldividual. k) a finc not cxcccding fir,c
thousand currcncv points or imprisonment not e\ceeding
fir.c vcats. or both.

67. Pouer of Minister to prohibit importation of cosmctic
products

thc Ministcr ma]. on the ad!ice ol the Authoril). by noticc in three
ne\!spapers o1'nation$ide circulation. prohibit the inlporlation of a

cosnletic product w here

(a) the Minister is satisfied thal the use ol the cosnlctic product
is likell to cause lisk to human hcings;

(b) thc coslnetic product contains ingredienls. in such quantir)
lirr nhich there is no.iustilication and thc ingrcdlcuts arc
likclv to causc risk to human belngs.

and (hat in the public intercsr it is ncccssary or cxpcdicot to prohibit
thc importation of thc cosnletic product.

68. Licence for the distribution of cosmetic products
(l) A pcrson shall not distributc cosmetic products \ritltoul a

liccncc issucd b! the Authorit).
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(2) A person that seeks to dislributc cosmetic products shall.
orl pa) ment ofthe presclibed lees. makc an application to thc Authorit),
in a tblmat prescribed b\ rcgulattons nade uncler this Act.

(l) [he requiremerrts lor the distlibulion ofcosnletrc products
includrng the requircnlcut tbr rnspection ofprcrrises to be used tbr thc
distribution of cosnletic products shall be prescribed bl regulations
nradc Llnder this Act.

(.1) The Authorily shall grant a person tllat sarislies the
reqUiremcnts o1'this section. a liccnce to distribute cosmetic products.

(5) A person thal distributcs coslnetic products conllar) lo
this scction con1nlits an otlcnce and is liable on conlictior

(a) rn case ol-a corporate bodl. to a finc not exceeding fi\.c
thousand currcnc). poinls: and

(b) in case of an indilidual. b a hnc rot exceeding fi\'c
thousaDd currency poinrs or implsonment not cxceediug
6.,e r ears or hoth

69. lixportation of cosmctic products
( I ) A pcrson shall rlot export a cosmetic producr tionr Llganda

rlithout a liccncc issLred b) the Authorir),. prior ro the exportation.

(2) A person thal seeks to cxpon coslltelic prodLlcts shall. on
paymcnt of the prescribcd ttcs. make an applicarion to the  uthorit).
in the tbrnat prescribcd b\ regulations llladc underlhisAcr.

(3) 'l hc recluiremenls fi)r thc expotlali(nt of cosnletrc
products. including the conditions fbr e\poflation shall be prescribed
bl regulatiolls rnadc under this Acl.

(4) fhc Authorit) shall grant a person that satisfies the
requircments ol-this section. a lrcetlce to exporl the cos etic product
specificd in the licence.
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(5) A pcrson that cxports cosmctic prodllcts contrar) to this
rectiull cuulmit. .lll oiin(( anJ r. liilt l( un cun\ i((ion

(a) in case ol a corporale bocl-,'. . to a line not exceedrng file
thousand currenc) points: and

(b) in case ol an individLral. to a line nol exceedirlg llve
thousalld currenc-\'- points or inlprisolurent not exceedilur
fivc 1cars. or both.

P^Rr VIII Rr.(ir r^lloN Plr]r.r( Hr.,\r.ll] PR()r) ( s

70. Categories of public hexlth products
lror lurposcs of this Act. public hcalth products shall bc catcgoriscd
in regulations to he made under this,\c1. as specilied in lhis sectioll

(a) calc'gor) l public health products. uhich shall comprise
of public health products $hich rcquirc lisririg by thc
Aulll,)ril\ pri,'r ro nranLl'irclLrc. inrp'r I5lr,'n. (\F,nJri,rn.
distrihution or sufply:

(h) caregory 2 public hcalth prcducts. which shall comprise
ol public hcalth products which rcquirc notification b! thc
n lrlh,'r'il\ nriL,r rr mJlllrluillrr<. irrrp.'nrtiorr. (\F,rlJli,)n.
distrihution or supply ancl \"'hich includc'

(ii) adhesives thich contain as active iugredienls. alL)l
cvanoacn latc: and

suimrring pool disint'cctants \\hich contain as

acti\,e ingredients. calciunl htpochlorite- sodrunl
hypochlorite. dichkrroisocranuric acid and its salls
or trichloroisocvanuric acidl
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(c) category 3 pLrblic health products .which shall cotnprise
public health products u,hrch are requir.ed to be registcred
b) the Authorlt) p or k) manulacture. inlponalion.
expo ation. distribution or suppll and which include

(i) household pesticidcs or public hcalrh pesricid(rs
conlaining as active iDgredients. chlolp_"-ritirs ot
pvrethroidsi and

(ii) clcaning products and disinlLctants conlaining as
actlve ingredienrs. acids. alkalines or aldeh_"-cles;

(d) calegor! 'l public hcalth producrs which shall
comprise public hcalth products \lhose impoftatton.
expoftatron and possesslon is prolribited. includrng
dichlorodiphenlltrichloroerhanc (DDT). disu)lbtoll.
chkldanc. dieldrin and nconicotlnoids.

71. Registr tion, notifiration and listing ol pu blic health products
(1) A pelson shall not rnanulacrurc. distribule. import. expoft

or supply by rvholcsale or retail a public health producl unless thc
public health product is r-egistelcd. rlotilied or listcd b! the Aulhorlt\-
as the casc rnav be,

(2)

(a)

Subsecli(nr ( I ) shall not apply

\\l1ere lhe public heallh producr is required b), thcAuthorit)
ldr pulposes ol registratton. notilication or ]isling undcr
this Act:

uhcrc the public hcalth product is requircd lor purposcs oi
conducling a clinical lrial;

wi(h rcspcct to impoltation- where thc pub]rc health
producl rs importcd fbr pelsolal usc; or

uterc drc manulacturc or importution of the public hcalth
prndLrct is rcquircd tbr cn cnter!cn() \itualiun.

64

(b)

(c)

(d)



Ndtk)t1dl l)t ug dncl Hcdlth l'toduLl!
t horitt BillBill No. 19 2025

(3) Any person that so \\.ishcs nlav. iu thc prcscribcd tbrnr
and on paymcnt ol thc prcscribcd fics. rnakc an applicatron to thc
Authorily. lbr the registratron. nolilication or listing ol'a puhlic health
product.

(4) I-he recluirements lbl registraliolr. nolilication oI listing of
a public health product shall bc prcscribcd bv rcgulations madc undcr
this Act and shall includc'

(a) the catcgorics of puhlic hcalth products to bc rcgistcrcd.
notilled and listed:

(b) thc conditions for rcgistration. notification and hsling of
publrc health products: and

(c) the categories of blNinesses that ma! suppl) specilled
classcs of public hcalth prodncts and thc prcnliscs at
u,hLch specilied classes ol'public health producls may be

supplied.

(-5) Ihe Authorit) shall regrster. notill or lisl the public
health plodUct that salislies the requiremenls ol this section and grallt
the person $ho makcs thc application a ccrtificatc ol rcgistration.
rrutil,e.rti,'n ,rr li.tirr!. J\ lh( cJie rrr:r\ he.

(6) A fcrson that manufacrurcs. imports. cxports. distributcs or
supplics a public hcalth product that is not rcgislered. notilled or lrstcd
by thc Authontv cornrn,ts an oll'ence and is li0ble on con!rctron

(a) in casc ofa corporatc bod1.. to a line not exceeding Ille
thorsand currencY points: and

(b) in case ol ar irldividual. k) a liDe rot excecding fi\,e
hundred currency points or imprisonment not cxcccding
te ycars. or both.
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72. t,iccnce for the manufacture of puhlic health products
(1) A pcrson shall not nanulhcture a public health product

!\ ith,.ur r riccnce issueJ br rht AL.rhoritr

(2) Subsection (l) shall not appll to the malulacturc of
satnples ofa publrc health product 1br purposes ol'conducting a clinical
trial lirr thc public health product.

(i) A pcrson that seeks to manuf'actur-e a public hcalth producr
shall. ol fa,vrnenl ol the prcsclbed l'ees. make an application to thc
Autho.rt! in a iarnat prcscribed b] tegulations nlade under this Act.

(,1) Thc rcqulrenents fbr rhc manuf'actLrre of publtc health
products including the rcquircnlcnt lbr inspection of the pre ises10hc
used li)r thc matluf'acture ofpublic health products and the requiremcnt
() cstablish qualit\ managelltent s\s1cms shall be prescribcd b1
regulalions madc under this Act-

(5) Ihe Authoril), shall grant a person that satislies thc
requircmcnts ol this scction. a licence fbr thc mallulacturc ol the
pUblic hcalth proclucrs spccilied ir lhe licencc.

(6) A pcrsotl lhal rDanufhcturcs a public health producl contrar)
to this scction comnlits an otlcnce and is liable on cor\iction

(a) in case of a corporate bod). to a finc not exceeding 6vc
thousand cllrrcnc! points: and

(b) in case of an ndividual. to a fioe not excccding fi\e
thousand cutrenc! points or imprisonment no1 cxceeding
llve \ ears. or both.

7-1. Importation of puhlic health products
( 1 ) A person shall not impon a pubhc health producr wrthout

a llcence issucd bv the  uthority. pr;or to the inlponarion
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Subscction ( I ) shall not apply viherc thc imporlalion

is requircd by the Authorit) lbr purposes o1'registration.
notification or listing under this Actl

is tbr purposes olconducting a cJinrcal trial lirr the public
health productl or

is requircd tbr'an emcrgcncy siluation.

Whcre a public hcalth ploduct rs imported into []ganda
thc provisions of this Act. thc ALrthorit_v shall

order the person granted a ccrtificate ol_ rcgistfatlon.
notification or listing ltrl the puhlrc health prcduct. as the
casc mar be. or thc authorised rcpresentativc ofthat person
or the rmportcr ol the public health p:.oduct. to deslro] thc
public health product. at thctr o'vvn cost: ot-

ordcr lhe pcl'son granted a certrlicatc of rcgistration.
notilication or listing. fbr the public health pr.oduct. the
casc lrav be. orthc !utho sed rcpresenlative ofthat person
or the importcr ofthe public hcalth producr. to re-expol1
the public health procluct to the counrry ol'inlpon. ar their
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(2)

(a)

(b)

(3) A person that seeks to inrport public hcalrh producls shall.
on pavment ol'lhe prcsc nbed l'ees. makc an application to the Authol.l tt
in the lbrnrat prescibed by rcgulalioDs rnadc urlder this Act.

(4) T)re lequilcments lbr thc importation of public health
products. including thc condilions for inlporration. shall be prcscribed
b], rcgulations nrade r.tnder this Act.

(5) Ihe Authorit) shall grant a person that satislics thc
rcqLrjremenls ol this section. a licence b import the publlc health
products spcclfied iD thc licence.

(c)

(6)
contrar] to

(a)

(b)
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(7) Where a public hcalth product is imported into Llganda
contrar) to rhe provisioDs ol this Act and the ilnpol'ler cannol be lmced.
thc Authorit] shall clcstroy thc puhlic health product at its cost.

(8) A person that impons a publrc lrcalth product contrar) to
this seclion connlils all oll'ence and rs hable on conviction
(a) in case of a corpomte bod). 1() a line not exceeding live thousand
currcncl poilrts: and
(b) in casc of an rndrvidual. to a llne not erceeding live thousand
culrcnc-y_ po;nts or imprisonmenl Dot exceeding live years. or bolh.

7,1. Liccnce for the distribution of public health products
( I ) A person shall nol disrdbule public heahh producls \\ithout

a liccncc issucd by thc Authorit).

(2) A person that seeks to drstlrbutc public hcalth products
shall. on pa,"'nlent ol-rhe prescribed lees. nlake an applrcatroll to the

Authority in a lbrnlat presclibed b} regulatiols lnade under this Acl.

(l) Ihc rcclulrcmcnts tbr thc distribution of public hcalth
products includrng the requrrenlent lbr inspection ol prenlses to be

used lbr the dislribution ol'pr.rblic heallh products shall be prescribed
bv rcgulations nracle under this Act.

(,1) The Authorit) shall gran( a person lhal salrslies the
requirerncuts ofthis scction. a liceDce b dislribule public health prodLrcts.

(5) A persorl th.rt dislibutes public health products contran to
thls sectror conllnits an oll'el1ce and is liable on conviction

(a) ill case of a corporate bod). to a line not exceeding llve
thousanLl currenc) points; and

(b) in casc ofan inclividual. to a line not exceeding lire thousand
currcncl points or imfrisonment nol exceeding live years. or both.
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75. Exlortation of public health products
(1) A person shall Dot cxport a public health pl'oducl lrotn

Llganda \\,ithou1a licence issLred bt theAuthoriN. prior to the exportltron.

(2) A person that seeks to export public hcalth products shall.
on patrnenl ol the presclihcd fics. nrakc an applicirtiorl to theAuthorit)
in thc lirrmat prcscribcd b) regulalions nlade undcr this Act.

(l) The requiremenls lin the cxportation of pLrblic health
products. includin-!I the conditions 1br cxportation shall be ptescribed
b! regulalions madc undcr this Act.

(,1) The Aulhority shall grant a pcrson tltal salisfies the
requiremeDrs of this scction. a licence 1() export ihe public hcalth
products spccificd in the lrcence.

(5) A pelson that exports public hcalth prodLlcts contrat') to
thrs section connlits an oflencc and is liablc on convrction

(a) in casc ofa corporatc body. to a fiDe not excccding fi\,c
thousand currencv pornts- and

(b) in case of an irrdilic[ral. h a finc not cxceedlng ll!e
lhousand cuncnc) points or inrprisonnent not exceeding
five vears. or holh

P,rtL IX Rrrir 
^lo\ 

()t Nr liu()N,rt St t,u J,NIL \ \

76. Classiticationofnutritionalsupplem€nts
Iior the purposes ol thisAci. nutritional slrpplcmcnts shall be clcssrlied
as mal be specilied ir lo be urade regulations madc rudcr this Act

77. Registration, notification and listing of nutritional
supplements
(1) A person shall not rnanufacturc. djsttrbute. lmport. e\port

or supply b1 \.'holcsalc or retarl. null'itronal supplelrents unlcss thc
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nutritronal supplenrent ;s rcgistered. notilied or lisrcd. b! the Authorit]
as the case nrav bc.

Bill No. l9

(2)

(a)

(b)

(c)

(d)

Nuliottul Drttg untl Hculth Produtts
Aurtutritt Bill

Subseclion (l) shall not appl)

$here the nutritional supplenent is rcquired b) thc
Authoritr. ibr purposes of rcgistration. notillcation or
listing ofthe nutriliulal supplcment under lhisActl

where the nutritional supplement is rcqurred fbr purposcs
ol-conducting a clntical trial:

with rcspect to inlportation. qhere the nutitional
snpplemenl is ilnportcd tbr personal use: or

\"'hcrc thc nranuliclLrre or importation ol'the nutritional
\rlnlcnr(nl i\ rcqlrirEJ l,,r.lr (m(r!(nc\ Lillrirti,'n.

(3) An), person that so $ishes n1a). in the prcscribed ,bml
and on palment ol thc prcscribed I'ees. nrake an applicalion to the
Authorrly. li)r thc rcglsllation. rlotification or listing ol-a nutrirional
sLrpplenlenl.

(.1) Thc rcquirements lbr registrarion. notilicalion and listing
ol nuh'ilionxl supplernenls shall bc prcscnbed b,- regulations lnade
undcr is Act and shall includc

(a) lhe classes of nutrirional supplenlents lo bc registered.
notilied and lrsted- respectively:

(b) the conclitiorls lbr regislration. norificatron or listing of
rrrrtriti,'rr.rl .upplenrcrrrr"rrr..

(c) the calcgoflcs ol businesses that mal suppl) spccificd
classcs ol nult'itional sLlpplements and the prcmises at
\\hich specified classes ofnUtritional supplements may be
sr.rppliecl
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(5) l-hc Authorit) shall register. notrl) or hst the DutlilioDal
supplemellt lhat satisfies the requirements of this scction and qrant

lhe person rvho rrakcs thc application a certillcale ol' registt'ation-
n,,lihcrti,.n or lisunr-. Js lhc cJs( nrc\ h(.

(6) A pcrson that manulhctures. irnports. exporls. dislributes
ol supplics nutfltronal supplements thal is not nolified or listcd bl thc
Author rtv comnlits an ol'lence and is liablc on con!ictiorl

(a) ln case o1'a corpotale body. to a finc not cxcccding fi\c
thousand currcnc] points: and

(b) in casc of an indivrdual. to a fine Dot exceeding 6\,c
Itundred currenc_'' poiuts or imprisornlcnt not cxcccdrng
ten )ears. or both.

78. Licence for the manufacturc of nutritional supplements
(l) A person shall nol lnanuiacture nutritional supplcnlcnts

!,' irhuul a .icerrie is.ue.l hr rhcArrthorirr.

(2) Subscction (l) shall nol appl) to the manulitcturc of
samples of a nutrrtronal sLrpplenlenl firr purposcs of conducting a

clrnical tr'ral lor the nutl'itronal supplement-

(3 A person thal seels 1() lnanuf_iicturc a nutritionalsupplcnlcnt
shall. on pa)menl ol'the prescribcd 1!es. makc an applicatton to thc
Aulhorit) in a li)rDrat plcscribcd bl rcgulations nrade under this Act.

(4) The requircmcnts 1br thc manufacture ol nutrilional
sLrpplenrcnts inclLlding thc requirement lbr inspection of prenlises
to bc Llsed lbr lhe nlanul'aclure of Dlrtritional supplcrncnts and the
requirement to establish qualit\ managcmcnt s) stclns shall be
prescribed h) regulati(Ds madc unclcr this Act.

(5) The Authoritl shall grant a person that satislles the
rcquircrncnts ol this section. a llcence lbr the mallul'aclure of thc
rLrlrilional :ufnlem(ntr rpeeiheJ irr thu li.cncr'.

i\
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(6) A pcrson thal nlanulacturcs nutrilional supplelnenls
contrarv to this sectiotr cornmits an ol'fence and is liablc on conviction

(a) in casc ofa corporatc bod,r. to a line not crceeding lirc
thousand currency polnts: and

(b) in case of an indir,idual. b a 6 e nol exceeding hve
thousand currenc) poinrs or imprisontnent not exceeding
fi\,c !eals or hoth

79. lmportation of nutrirional 5upplcments
( I ) A person shall nor imfod a nutriti(Dal supplenent without

a licencc rssued br thc Authorit). prior ro thc imporlali(nt.

(f) Notwithstandrng subsection (l ). the Authorir) ma) lbra
spccilied purposc. and subjecr b conditions the Authoritl, rnay deern
ht. authorise thc rmportation ol a nutrttonal supplemcnt \\'hich is not
registered. notilled or listed undcr this Acl where

(a) the inlporralion is required lbr rhc purposes ol'conduclilg
a cliDicaltrial-

(b)

(c)

(d)

the impor'tatron is lirr pcrsonal use:

the ilnportation ls required fbr an emelgeDcy situatioD: or

the impoflation is lbr purposcs ol'registering. notil,\'ing or
listing thc nutrilional supplcment.

(l) A pel'sotl that sccks to inlport a nutritional supplcment
shall. on pavrrent ol thc f.cscrrbed lees. makc an applicati(rt to the
Authorltv in lhe li)rnlat prescribed bl rcgulations nlade und!-r this-\c1.

(,+) I he requiremcnts lbr the importatron o1'

supplcnlents. illcluding the conditi(rls for inlportari(rt
prcscribed b) rcgulations madc undcr tl1isAc1.

7)

nulritional
shall be
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(5) lhc Authorrt) shall grant a pcrson that satislies the
rcqu i(efienls ol'lhis scctiul. a liccncc to rmporl nul tional supplcmcnts.

(6) Whcrc nutntional supplements arc inlpodcd into Iiganda
contrar] to the pro\isions ofthis Act. the Authorit) shall

(a) orcler thc f,crson granted a certilicatc of rcgistration.
notiiication oI listing lor the nulriti(nlal supplctncnt. as
the casc ma\, be. or the authorised rcprcscntatrve of that
pcrson or the inlpo[er o[ rhc nutritional supplement. to
dcstro,v the nutritional supplcmcnt. at therr o\{n cost: or

(b) order the person grantcd a certificate ol- rcgisrration.
notification or lrshng lbt the nutritional supplenlent. as
thc casc n1a) be. or the aulhoriscd rcptesentalive ol thal
person or the importcr olthc nLltritiollal supplcmcnt. to rc-
export thc nutritional supplelrent to thc countrJ- of illtpofl.
a1 thcir oun cosl.

(7) Where nulr'itional supplenlenls are imponed into Iiganda
contrar\ 1(} tile pr ovisions ofthis Act and the inlpofter cannot bc traced.
tile Authorit! shall dcst|o1 the nutritional supplcments at i1s cost.

(8) A f,crson that imporls lluh'ilional supplclnents conlr.aD to
this scction commils an olfence and is liablc on conriclion

(a) in casc ofa corporate bocly. to a fine not exceeding fivc
thor.rsand cuncncy points: and

(b) rn case of an indrvidual. to u fine not cxcccding fire
thoLlsand currcncv potnls oI imprisonmcnt not cxcecdirlg
fivc vcars. or both.

tl0. Liccncc for thc distrihution of nutritional supplements
( I ) A person shall not dlstrrbute nutritional supplcmcnts \\,lt-

hout a liccncc issucd by the Authority.
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(2) A person that seeks to distribule nutritional supplemcnts
shall. on palmcnt ol the prescribed l'ees. nrake an application to the
Authoritv rn a fbnnat prescribecl bl regularions nradc under this Act.

(3) The r-equircrncnls tbr the drshrbution ol nutritional supple-
rrents including thc r'equlrelnent lbr inspection ofprcmises to be userl
lirr the distribution ol nulrilional supplemcnts shall be prescribed b)
rcgulaliolls made undcr this Act.

(,1) Ihe Authorit) shall grant a person thal satisfies rhe rcqur-
rcmcnts ol this section. a liccDcc to distrrbute nutritional supplemcnts.

(5) A person that distrihutes nulitional supplentcnts colltrar\
to this section commits an oll'ence and is liable on conviction

(a) in case ola coryorate body. to a finc not exceedinq live
thousand crrrrencv points; and

(h) rn case ol'an irldividual. k) a finc not exceeding live tlrou
sand currcnc\ points or rmprisonment no1 cxcccding fi\,e
vears. or hoth.

81. Exportation of nutritional supplcments
(1) A person shall not export a nuh'ilional supplcmcnt wrthourl

a licence issued b! thc Authoril)- prior ro the exportation.

(2) A persoll thal seeks to cxport nutritional supplemenls
shall. or1 paynrent of thc prcscrrbed f'ees. make an application to the
ALrlhorit,v. in drc tbrmat plescribed by r-egulations madc under this

(3) The rccluircmcnrs lbr the exportation of nutritronal
supplenrcnts. includrng the condilions lbl cxportation shall be
prcscrrbed b_,'- regulations nladc nndcr thts Act.
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('l) 'fhe Authorit), shall grant a pcrson that satislics the
rcquircmcnts ol thrs sectron. a hcence 1() exporl the nutrilioual
supplenlenls specified in the liceDcc.

(5) A pclson that exports nutrrtronal supplements contrary to
this sectlon conmils an olitnce aDd is Iiable on conr.ictionn

(a) i,1 case ol'a coryorate bod,"-. k) a lille not excccding fi\'c
thousand currcnc,v points; and

(b) in case of an individual. to a finc not e\ceediig ll\e
thousand currcnc\ points or rmpnsonnlenl llol e\ceeding
fivc vcars. or both

P,\Rr XII Cil,\r R,\L Rr,r,t ,r or or. Mr r)r( \r. I)r.\,to \
(irsrrr c Proor t ts. Pl nL l( Ht.At.ll

PR(nn cts,\NI) NtrtR tot\'\t St,n,t L\ir Nt\

82. Application of Part
This Part shall. cxccpt \\'hcrc specificalll prorided. apply to medical
dcviccs. cosmetrc producls. publrc health producrs and nutritionel
supplenlenls. which shall in this Parr bc lcfcrrcd to as (egulated
ploducls".

8f. Conformity to stnndards of the Uganda National llureau ol'
Stardards Act, Cap.2l0
( l) l']rior ro thc applrcatlon ol' this Act- a regulated product

shall u,here appLcable. conlbrn 1o the slandard prcscribed Lrndcr thc
Llgarlda Nalional Bureiiu ol-Stalldards Act-

(2) lhcAuthorit] shall inspectthepremisesNherearegulated
product rs manul'actuled. distributed or supplied. lbr conlirrmiry ofthe
regulaled producl to thc standard rcttrrcd to in sLlbscction (l)
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(i) A person thal rnanulacturcs. in1pofls. expo(s. distribules
or supplies a regulatcd product that does not contbr.rr to the prescrihcd
standard commits an ofl'ence and is on convlctton liable ton

(a) in casc ofa corporate bod\. to a line nol excccding fi\'e
thousand currenc] points- alld

(b) in case ol'an individual. to a line nor cxceeding fire
thousand currcncl, points or imprisonmcnt not exceeding
file verN or hoth

8,1. Obligation for manufacturcrs etc. to establish monitoring
s)stcms and monitoring of regulatcd products b) thc
Authorit]
(l) A pcrson thal lnanulucturcs. drsfibules or intpofts a

regulatcd product shall. as mav be prescribed h1 rcgulatrons nade
undcr this,\c1. establish a st stetn lbr monibring thc regulated pr.ocluct.

(2) I hc nronitoring slstem rct'crred 1{) il1 subsection (1 ). shall
be apploved by the Authority ard mav be inspectcd b) the A.uthority.
as rnat- be prescribed.

(l ) I hc Authorit) nla! rcquirc a mal1ul'acturer or distr ibLltor ol'
a Iegulated product to plovicle 1ir thc placenlenl ol a uniqnc identr[ier
on thc package ol each rcgulated product. as ntay bc plescribed b;
rcgLllalions.

(1)

(a)

l hc Aurho ly shall

nronitor and analYsc thc adverse elellls and as ma\ be
applicablc. the advelse reactions of Ltslng a regulatcd
product-

establish the causalil) of thc adler'se evenls and as ma) be
applicable. the ad\crso rcactlons and ensure that rcmedial
acti(nr is takcn: alrd
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(5) A person that contravenes subsection (l) or (:l) corlmits
an ottcncc and is liable on con!iction

(a) in case ofa corporate body. to a finc not cxcccding fi\e
thousand currenc) points; and

(b) in case ol an individual. to a line not exceeding li\c
huDdred currcncl points or rmprisonntellt llol exceeding
fi!c vcars. or hoth

85. l)u$ to maintain records ofsupply
A pcrson granted a certilicatc of rcgistratiorl. notlllcatlon or listing 1'or

a regulatcd product or thc aLlthorised representati\,e of that pcrson or
thc irnportcr. manulacturel. distlrbutor or supplicr or dispcnscr of a

rcgulated producl shall kccp a rccord ofthc supplt ol'the producl. and
*here requircd. producc thc rccol'ds lbr inspection h) thc Authorit),.

86. Condifions for licences and certificatcs for drugs, medical
dcvices, cosmetic products, public hcalth products and
nutritional supplements
(l) The,Autho l) ma,l- attach anv conditrons to a licence or

certrncale that it thinks ncccssary'. and n1a) liom trnle to time vary
the conditions ofa liccncc or ccnificatc. as ma) be prescribed b) the
regulations nadc Lrndct this,Act.

(l) A licence or ceflilicate issucd undcr thts Act n1a) be

lenewed. upon paymcnt of thc prescribed I'ees. Llsing thc proccdurc
plcsclibcd b1 r'egulatrons nlade under this Act.

(i) The Authorit] may snspcnd or cancel a Ircence or a

celtilicatc issucd for a rcgulatcd product \\here the conditions sLlbicct
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to \r.hich the licence or cerrilicalc \\.as issLred are nol conlplied \\,ilh
or where a person docs r1o1 col]lp]y with any provisioll ol this Act or
Iegulations nrade undel'this Act.

87. I'ackaging ard labelling of rcgulated products
(1 ) A regulzltcd product shall be packagcd and labellerl as ma1

bc prescribed b) regulations nlade under this Acr.

(2) A person that manulactures. e\ports. imports- distrihutcs
or supplies a regulatcd product that is nor packaged oI Iabelled as
prescribed cornmits an ofl'ence and is Iiablc on con!iclion

(a) in casc ola corporate bodr'. ro a finc not exceeding fi\.c
thousand currencv points: and

(b) in casc of an individual. to a fine not exceedinq three
thousand curr-elct points or xnp sonmenl not c\cccditlg
live years. or both.

88. Compliance rvith good manufacturing practices in Uganda
(l) lhc nlanufactLrr-ers of drugs. medical devices. cosmetrc

products. prblic health products atld nutrilional snpplcnlents in
[Jganda shall comp]t $ith good manul'acturing pracriccs. prescribed
by rcgurlatiols madc undcl this Act or approvcd b) the Authorit].

(2) A manulacturer that sceks to be issued uith a cer.tihcate ol
compliance \\,ith good manulactur rng practices shall. upon par menr ol
the prescribecl tccs. make an application to thc Authorit) in thc lbrm
and rnanncr pr'escribed b) the Autholt).

(3) For thc a\oidance ol doubt. thc Authorit\ shall not issuc
a certilicalc ofconlpltance uith good manLllacturing practiccs cxcept
*,here thc pcrson has a Iicencc ro manuf'actute dlugs. rncdical detices.
cosmctic products. public hcalth products and nurritional supflenlellls.
as thc case nlaY be. issucd under thisAct.
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(,1) Where the clrugs. rncdical devtces. cosmetic products.
pUhlic health prcducts or nutlrt,onal supplenleDts to bc irnponcd into
tlqanda. the nranul'acturel shall compll *ith thc good manLll'acturing
practices determined b) the Authorit).-

(5) A certrficate ol good manutircturing placticc issued ullder
this scction. shlll be valid fi)r the pcriod spccificd in the certilicate and
shall be suhicct to rc!icu,. as ma! be plescribed by regulations nladc
undcr this Act.

89. Compliancc with good storage practices and good distribution
practiccs
( I ) A distributor ofdlugs. medrcal devrces. coslnelic products.

public health products or nutltiorlal supplemeuts in l)ganda shall
colnply $ith good storage practices and good distriblltion practtces. as

mal bc presclrbed b1 r-egulations madc under this Act

(2) A pcrson that seeks to be issucd r.vith a certllicale ol'
compLance \!rth good sbragc practiccs and good disldbution practiccs
shall. upon pavnrcnt of thc pt'escribed 1ees. nrakc an application to the
Authorit) in the lbnn and rranner prcscribcd b) the Authority.

(l) Iror the avoidance ofdoubt. thc Authorit), shall not issue
a ccrtillcale ol oonlpliaucc with good storage pmctices aud good
distributi(D pmcticcs cxccpt ullcl e the person has a licencc to distlibutc
drugs. mcdical dcvices. cosnletrc products. public hcalth producls or
nutritional supplements- as the case nta] bc. issucd undcr this Act.

(4) A certilicale ofgood storagc practice arld good distribUtion
praclice issucd undcr thrs section. shall be ,"alicl lbr thc pcliod specrfied
iu thc ccrtrficirte and shall be subicct to rcvic\v. as ma) be prescribed
by regulalions nradc undcr thjs Ac1.
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90. Authorisation to conduct clinical trials or licld trials lor
regulated products
(l) A person shall not \\,rthout the authorisali(D of rhe

Authorit)

(r) conduci a clinical r'ral lbr medical de\.ices. cosmetic
products or nutritional supplements: or

(b) conduct a lield lrial tbr public health products.

(2) A peNon that intcnds to conduct a clirlicaltrial or field tr ial
fbr a rcgulated product shall upon pa\ menl ol'the prescribcd fie. nlake
an application to thc Authority in a l'rrrnr prescribed b) regulations
nlade undcr this Act

(l) Where a clinical trial or field tritl is l'or a regulatcd p|oduc1
u.hich is registered. noti6cd or listed under this Acr. as thc case rnav
be. thc clinical trial or lield trial shall bc fbr thc aspect lirr *,hich arr

amerdment ofthc registtation. nolification or listtns is necessary ol
lar the aspcct that $as not included in thc rcgtstralion. nolilicatiol or
lisling.

(4) l'hcAuthorit) shall aulhorisc theconductofaclinical tr.ial
or li.-ld trial by rssuint a clinical tlial ccrtificate or lleld lrial ccrtificate
and authoflsation lirr a clinical trial or lield trial nra) be subiccl to
conditions. uhich shall be rncluded in the ccrtificarc

(5.) The-,\uthorit! rnay. on applcation bv lhe person ro uhonl
a cerlilicatc is granted under suhseclion (4) or at thc tnstrnce ol'the
Authorrtv. authorise or direcl. as the casc mat be. an) amendnlents to
the clinical tI]al prolocol or field trial protocol.

(6) 'l hc Authoril) rnav. or application b) the person to \\honl
a cerliiicatc is granted uDder subsectiut (4) and upon patment ol rhc
prescribcd ttcs. extend the duration ola clrnical tllal or lield trial.
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(7) The Aulhority rnav br notice. ur writing. to the pcrson
authoriscd to conduct a chnical trial or field rrial. suspcnd or ternnnate
a clinrcal trial or [ield trial. in accordance \\,tth regulatiolls madc unclcr
this Act.

\,'oliondl Dtug unLl Hculth Prolu(tr
At hoitt Bilt

(a) cnsurc that adequale prolection. tiom thc risks or adlerse
e\ents ol lhe clinical trial. rs provided lbr the subjccts ofa
t'lirricrl trill fln,.1 the !eu(rrl nuhli!:

8t

(8) Ihc Authorit,"- shall monitor a clinical tral or Iield tllal to
ensure that

(a) the subiects ofthc clinical trial or lleld trral and thc gcncral
public are protected against aDy risks that ma) result lioln
the clinrcal trial or lield trial: and

(9) A pelsoll that conducts a clinical tflal ot' field trial in
contra\enlion ol-this scction comnrits an oll'ellce and is liablc on
convtctron

(a) in case of an individual. to a line no1 excccding lirc
tholrsand cLrrrcnc) pornls oI imprisonnlcnr not cxcceding
6iieen vears. or both: or

(b) in crse ol_a corporatc body. to a line not excecdillq tcn
thousand currencv points.

91. Ciood clinical practicc
(l) A clinical trial couducted undel section 90 shall compll.

uith good clinrcal pr'acttces. as nla) be plcscrihcd b1 rcgulations nrade
undcr this Act.

(b) the conclitions of the chnical trial or field trial arc adlrcred
to.

(l) The person in chalgc ola clinical tial shall
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(b) ensure that thc conditions rl1'the clinical rrial arc adhered
b h) the person conducting the trial; and

(c) reporl to the A thorily. all adversc rcactrolls and an\
aclvcrsc cvcnts. as lhe case may bc. using the procedures
prcscribed b) regulations madc under thls Act.

(3) The Authorir) may. at anv time. rnspect the clinical trial
silc to assess colrpliancc wrth the good clinical ptacticcs.

(4) A person rhat conducls a clillical trial in contlavention ol
this section commrts an oll'ence and is liablc on conviction

(a) in case ofa corporale body. to a fine not e\ceeding len
thoLlsand currenc) points; or

(b) in casc of an rndilidual. 1o a finc not exceeding ll\,c
thoLlsand cul'renc\ points or inlprisonnlent nol exceeding
h flccn )eals- or both.

92. Recall of regulatcd products
(ll Whcrc thc Authorrty determines that a rcgulated product

cbes not confbrm to the conditions of lts legistration. notillcatioD or
listing. as nral hc applicable and where it is in public interest that
thc rcgulaled product should not bc maclc available to the pUblic. thc
Autho.ity shall

(a) order the person grantcd a certillcale ol' regisrration.
notilication or listinp fbI the regulated producr. or the
authoriscd representati\e ol that person or thc importer of
thc rcgulated product. h recall and destrot the allected
hatches of the regulaled product. at thetr o\\n cost: or

(b) ordcr that the suppl) ol rhe aficctcrl batches ol'the regulated
producl be discontinued.
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(2) A pelson shall rlot import or suppl) a regulaled product or
a balch of thc rcgulated product which is thc subicct of an order lbr
rccall made under subsection ( I ) (a).

(l) lhc Authority n1a) order the destruction of thc rcgulated
product (el'elTed to tn sr.rbsection ( I )-

('l) Not$ithstanding this sect,on. the lnanLllacturcr of a

regulated producl o[ thc petson granled a certificatc of rcgistration.
notificahon or listirlg li)r a regulatcd product. or the authodzed
represerllalive o1-that pcrson or thc inrporter o, a regulatcd pfoduci
or of a batch ol a regulated product. ma] upon notification to the
Authorilr. as may be presclibcd. rccall fionr the nlat'kel. the re-llulated
product or the batch of thc rcgulated product.

(5) A person thal imports or supplies a regulated product
contran lo subsecliou (2) commits an ollence and is liable on
con!iction

(a) ln case ol-a corporatc body. to a line not excccding tcn
thousand crlrrcncy pornls: and

(b) in casc of an inrlividrul. to a line r)ot cxcccding fi\'c
thousdnd currcnc) points or rmprisoumenl not cxcccdirg
fi\'c ) cars. or both

9-1. Withdrnwal of regulated product
(l) A person grantcd a ccrtrficate ol regish'ation. uotilication

or hsling lar a regulatcd product orlhe authorised representativc of that
person or thc importct ofa regulated product ma\ upon notification to
the Authority. u,ilhdraN the regulaled product fiom thc markel.

(2) The Authorit) r'nar rvhcrc lt dee s lil and on its own
dccision. uithdra\\ a rcgulatcd product tionl the ntarker-
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(3) A regulatcd prodLLct that is \\ithdraun undcr this section
shall be removcd lron1 the register.

9,1. l'rohibition of suppll of regulated products in certain cases
'lhc Authonl) rray prohibit thc suppll ol'a regulatcd product
\\,hele

(a) the infbrnration provided lbr purposes of regrsh'atron.
notificatron or listing ol the regulatcd pr'oduc1. as the case
may bc. is rnrsleading;

(b) the usc oflhc rcgulated product is likel), to cndanger fie
health ol the usels oI cause other undcsirable elfecrs:

(c) the specifications ol the regulated product. thich were
lulnished to thc Authoity 1br puryoses of rcgistration.
notification ot hstlDg ol the regulatccl prodirct. diflit liolr
the spccrficatrons ol'lhe analysis of thc rcgulated producl
obtaincd liom samples of thc supplicrs ol'the regulatcd

Product: or

(d) the descriptilc nratter published il1 relation to thc rcgulated
ploduct dili'els liorr that dcscriptivc nlatter iirnished 1()

the -,\ulhorit).

95. Deceptionofconsumcrs
(I) A persorl shdll nol packagc. labcl. adtenise or supplv a

regulatcd product il1 a lDanner that rs f'alsc. tnisleading or deccptir.c or
that nlisbrands the regulatcd product as to its character. constitlltion.
valLle- potenc\'. quality. composition. nel'its or safety.

(2) I'or thc purposes ol'subsection ( I ). a regulated producr is
misbranded'

(a) il lhe rcgulatcd product rs not labelled iD thc prcscribed
mannct: or
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(b) if drc lahel of the conlainer ol'the regulated product or
an)thing accompaDying thc rcgulatcd product bcars a

slaremenl. design or device whrch nrakes a thlse clairn tbr
thc rcgulatcd prrxluct. ot which is lalse and nlrsleadillg.

(l) A pcrson that packagcs. labels. adverlises or supphes a

regulated product corltrary to this scction commits an ofiincc and is
liable on coD!iction

(a) in case ol'a corporale bod-y-- to a line not exceedrng llvc
thousand cLrlrenc) points: and

(b) in casc of an individual. to a finc not cxcceding fire
thousand currency pornts or ilnprisonn'lcnt not cxcccding
flve r,ears or hoth

96. Advertisement of regulatcd products
rlt \ neri,'n .hall n,'t tdreni.e

(a) a regulated product or cause auy olher ploducl lo be

advcrtiscd as a rcgulatcd prcduct: or

(h) a regulated product or cause a regulaled product to be

ad\.cfiiscd in such a manncr that rcfrcscnts thc rcgulatcd
prcdlct as being usablc 1br a purpose olher thdn the
purposc fbr which it \!as hccn rcgistcrcd. notificd or listed.

(2) ,,\ persor shall not advertrse a regulated producl or causc a

regulated product k) be advertised in a l'alse or mrsleading rra1.

(l) Iror the purposes of subscctroD (2). an adlcrtiscmcnt
ol'an) regLrlated ploducl is ta[en to be false or nrislcadirrg if thc
advertisemeDt

(a) f'alscll dcscrihcs thc rcgulatcd product or gives anr lilsc
inlbmlation concemirlg the regulatcd nroduct: or
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(b) is likel) lo creatc an crroneous irnpressiorl regarding the
lonnulation. conlposition. dcsrgn specilicarion. qualir).
saflty. efllcacv or usc of the regulated product.

(4) ApersoDlhatadvertisesaregulatcdproductillcontmvention
ol this scction conrmits an oll'ence and ts ltable on conviction

(a) in case ofa corporale bod1. to a lille nor cxceeding fi\'c
thousand cu:'rencr points. and

(b) rn the case of an rndiviclual. to a line no( cxceeding 6ve
hirndred currcnct poillts or imprsonnlenr not exceeding
five years. or both.

97. Prohibition of lhlsilicd regulated products
( 1) A pcrsoD shall not manufbctute. imporr. suppl,-. posscss or

offcr lor sale an) regLtlaled product thal is falsificd.

(l) A rcgulated product shallbe deenred ro be l'alsified u,here

(a) it is deliberatclv ol liaudulentll rnislabeled rith respect
to tts identit! or source;

(b) it is likcly to deceive. or bcars on its labcl or conlaincr the
namc of anolher rcgulalted product unless it is plainly and
conspicLtoush marked so as k) t-cvcal rts true character and
its lack ol'identit) \i1h an) othcr regulaled producll

(c) thc label or contajner bears rhc name ol'an indrlidual or.

a corporatc bodl which is fictiljous or rhat does no1 cxist
and purports thal the individual or corpoute bodr is the
nlanLtl'acturer ol_thc regulated product-

(d) it purpofls b be a p(oduct ofa rnanuf'acturer ofuhrch it is
not. or

(c) it is a rcgulated product whrch or rhe contaurer or labcllrng
ofwhich. \\,ithout authorisation. bears a lradcmark lrade
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nalne or any other identil_ving mark ol' anolher nerson
imprint. or dcvicc.

(3) A person that mauul)ctures. imporls. exporls. distributes.
supplics or o1lirs fbr salc a rcgulated product thal is lirlsilied cornnlils
an oflence and is liablc on convrction

(a) in cflsc ofa corpolatc body. ro a finc not c\cccding fivc
lhousand currellc) points: and

(b) in case ol'an indivrdual- 10 a line not exceedrng llve
thousar)d currelrcy points or inlprisonnrcnt rot exceedillg
fiftccn vcars. or both.

98 Prohibition of suppl) of substandard regulatcd products
(l ) A pcrson shall not

(a) supplf a rcilulatcd prodrct \!hich is not of thc naturc.
substalce o] clualit_v specilied in a prescriptron or uhrch
is not of thc naturc. substancc or qrlality delnandcd b] the
purchaser.

(h) suppll a rcgulatcd prodlrct \\'hich docs not conlbrm to thc
stcndcrds rcc,,gnired h\ rh( \uthi'rir\:

(c) supDl) an] rcgulatcd IKxluct \ lich is not \,'holcsonre or
rvhich does nol conlbrm b thc prescriplion under uhich it
is sLrpplied. or

(d) supplt or otl'er or expose lbl suppll. or have in his or
het possession lbr the purpose ol'suppl). al1) regulated
product whose composilion is all'ected b) arl addilion to i1

or subtraction fiom it ofany component.

(2) A person shall not use or of'ter lbr salc or administcr to an)
person or lirr an,r'person a regulated producl $hich rs nol fil lbr the

intcndcd purposc.
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(l) For puryoses ol'suhsection (2) "no1 lll fbr rhc
purposc" meais a reglllatcd product \\hich

(a) is mallunctional;

(b) is rlot saii or eflicacious:

(c) is olan undesired qualitv;or

(d) is cxprred.

2025

intended

(.1) A person that conll'avenes this scction comnlits an oli'el1ce
and is liable on conviction

(a) in case ofa corporale body. b a fine ltot exceeding ji\e
thousand currencr pointsi and

(b) in case of an individual. 1() a finc llot exceeding three
thousand currency foints or imprisonment not exceeding
fivc vears or h()th

P \R XI I llr N..rrror,rL I) r|ri ,rNo Hr rr rrL

PR(JI)t,( l s l-,rBo t \ ()tty

99. Establishment o[ the National Drug and Health Products
Laborator)
( I ) There is cstablrshed re Narional l)rug ard Health Products

l-aboratory ofthcAuthorilt to be uscd to test and anal)sc thc producls
regulalcd undct thisAct.

(2) lror the purposcs of subsection (l). the ,\u{hority shall
ussign analvsts lo lesr and analvse the products rcgulated unclcr this
Act and to nlakc rcpolls ol'the tests and analyses.

(3) An) report ol a tcst or irnal-,r- sis shall Lre plima lacie
e!tlencc ofthe lacts stated in it and n1a\ be uscd as er'idence in court.

(,1) No1\\,ithstanding rhls section. thc Authorit),rnay rcqucsl
[nother laboratorv to test or analysc a product on bchall of the
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Authoritt and where the Authorit-y so rcqucsts. thc rcport of thc tesl

or anallsis shall bc adopted b) theAulho t)andshall be prima lacie
evidence ol the thcts statcd in it and mal bc uscd as cvidcncc in couft.

P^Rr XII Ar)MLNrsm,\llr)N \\r) ENr'orr(] Mr.Nr ()r

A( r BY l|]] Ar I()t rY

100. Appointment of inspectors
(l) I'or purposcs of cnsuring compliance $ith this Acl. lhe

Authoritl shall appoint inspcctors.

(2) A pcrson appointed inspector shall he a person qualilied in
thc ficld tbr rvhich an inspcction is to bc conductcd or is r-equired.

(l) Aninspeclorshallploduceondemand.adul) aLrtherltrcaled

documcnt sho\\.ing lhat thc person is authorisecl to exercise lhe powers
ol'inspectol specilled in the section 101

l0l. Powcr ofinspechrs
(1) Iror thepurTosesolensLrringcompliancc \,ith thisAct. an

inspeck)r may al an) linle

(a) elller any prelnises u,here a producl regulaled lmder thls
Act is manulactured. sbred or supplied or enter any vessel

\\here a product regulated under lhis Acl is lranspofled.
and ifsatisficd that thcrc is contravcntiou ol thisAcl

(i) selzc and rctarn thc p(oduct which afpcars to thc
inspector to be unllt lbr the intended purposc. or

(ii) purchasc or take a sanlple of the producl ol an)
substancc capablc of bcing uscd in thc plcpalation
o1'the product. lbr lesting and analysis in acco|dancc
uith scction 99:
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(b) r'efirse entry into Llganda ofa ploduct regulatcd under this
Act. \[here that prociuct is lbund to be iD contravention of
thls Ac1: and

(c) entcr any prenises orvcsscl$here lhe inspector reasonablv
suspecls thal thc premlses or vcsscl cortains a product
rcglLlaled under thrs Act and. requirc aDv persoll to tirnish
an\ infi)rmalion in his or hcr possessioll as to the 0cti\.itics
carried on. on rhe pretnises or vcsscl and thc pcrson b\
whom thc acttvities are carried on or thc purposes lar
llhich thc prcntises are being uscd ot the vcsscl ls being
uscd.

(2) Whcrc al1 illspecror dctcrmines that thc product () $hich
subsection (l) (a) applics is likel) to be harrnt'ul to the publlc. the
Aulhoritv shall suspcnd the conrillued usc of the product ot close or
seal olf thc all'ected prcmiscs

(3) An rnspector ma] bc accompanied b) a police ofhccr and
shall e\ercise his or her pouer's uuder subsccliuts (l) and (2) in thc
presellce of

(a) the o\ ncr of the product rcgLllaled under this Act; or

(b) thc person lbund in charge ol thc prcrnises or vesscl. as the
case lna) bc.

(,1) Whcre the o\\ner ola producl regulatcd under this Act or
the person rn charge of thc prenlises or vessel canllot hc traced or
is not ar'ailable. rhc inspector shall cxercise his or hcr.pouers undcr.
subsecli(Ds (l ) and (2). in thc presence ()1'a police ollicer.

(5) The prcmiscs that iire closcd and sealed olf ullder lhis
section shall bc undcr' the control of thc Authorir\.
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(6) A pcrson that $illfully dclays or ohstlrcts an inspcctor in
the exercise ol'his or her po\\ers. or thal does not conlply $ith 0n,\

order or \\.arrant lllade or issued under this Act comlrits an of-fence and

rs liable. on conviction 1() a Iine llot exceeding two thousand currencl'
poillls or inlprisonlDent not exceeding live \ears. or bolh.

(6) Where the cou( is satislied that the person conlicled 01'

al1oll'ence under this seclion colrmitted the otlance $ilh the illtent ol'
prclcnting thc discovcl\ ofanothcr of'fcncc undcr this Act. or \['hcrc
thc pcrson has uilhrn the last twelve months been convicted ol'an
oil'ence specilied il1 lhrs section. the person shall be lilble to a fine
not exceeding 6ve thousand currency points of imprisonnlcnl not
cxcccding tcn vcars. or both.

102, Appcal to the High Court
An) person aggricvcd b1 a dccision or action ofthc Authoflt) undcr
scclioD l0l. rnar appcal to thc lligh Court against that decision or
action

103. Destruction ofproducts not fit for intcndcd purposc
(1) Where an rnspeclor rs salislled that a producr regulated

under this Ac1. is on tesling and analysis ibund to bc unfit for thc
rntended purpose. the Aulhoril) shall apply to coul1 li)r an order for
destructron of the producl.

(2) ('our1 ma].ordcr ibr the destructron to be conducted by
thc Authority oI bv thc pclson grantcd a celtillcate of registration.
notification or listrnq. as the case ma) be. or b) the aulhorised
replesenlali!e of thal peNon. or by the ilDporter or nlanulitctLu-cr. aud
the cost ol destruct shall be bornc b1 the person so orclercd b'" coult.

(3) Ihe Authorrt) shall supervise the deslr'uclt)n conducled
by a person olher thall the Authorit) under a coLlrt order in suhsection
(2).
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10,1. lividencc
( l) In an) proceedings uldcr this Act

(a) an) liccncc or cerlilicarc purportin8 to ha\,c bccn issued
undcr this Act: or

(b) any docunent purporting to stale the results ofan anallsis
carried out on behalf of the Authorit) l_or rhe purposes ol'
this Act.

shall be prima lacic cvidence oftlle lacts stated in i1.

P^Rr XIII Lr(i^r Prrx r r r;|.(;s

(2) Where. in an\ proceedings under this Act. a person ls
charlcd \\ith

(a) the unlarllirl possession. suppl! ofal11 product regulaled
under this Acl. where the product rs in a containcr. or

(b) any other otlcrrce where the contcnts of a containcr are in
issue in thc proceedings. and the conlainer aPpcars lo the
court to be itltact and in its orrginal state ofpacktng b] its
manufilcllrrer

thc cortenls ofthe colllainer shall be deemed. unlcss the contrar) is
proved. to be olthe descriptiorl specilied on thc label o1'the conrainer.

(3) In anl proceedings Ltnder thrs ,{ct. a sarnple o1'a product
r eglllatcd under this Act shall. unless rhe contrary is proved. hc dccnled
k) possess the samc pt'opetlies as rhc product lo tvhich the sample
rclates

105. Ccncral offence
(l ) A person that connnits all ollince tbl hhich no penall)

is prescribed in this Act shall on conviclion be liable to a line Dot
c\ceeding fi\'c hundred currcncv poillts or ro imprisonment not
cxceeding farlr vcars. or bolh.
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(2) A person convicted underthis seclion isti)ranl subscqucnt
otflncc undcr this Act. liablc to a finc not exceedlng se',en hundred
currenc) points or to a lern o l'imprisonrnent nol cxceediDg livc years.
or to bolh.

106. Forfciturc and canccllation oflicence
In any proceedings firr an olltncc undcr this Act. thc coult n1a). in
addition to thc pcnaltv imposcd

(a) ordcr that the regulated product \,,ith respect to \\hich ihc
oll'ence rs colnnrtted be lbrl'eited to the Slate: or

(b) order the Authorit) k) suspend or canccl thc licclrcc or
ceflifica1e related to the olitnce.

107. \ icariou\ criminal rc\pon\ibilit)
(l ) Where an acl or onlission lrhich iIdonc by an indir,idual

\"-ould bc an otlincc undcr this Act. is done b,v a corporate bod). the
act ol omissron shall be deerned to be an ollcnce conlmittcd by cvco
drreclor. secretary allcl managcr of thc corporate bod1. except where
lhe direck)r. secretan or managcr provcs that

(a) thc offcnce was conlmilled \\,rthour his or her consent or
conttilattce: or

(b) he or she exerciscd due diligcncc to prcvent lhe comrlrrssion
oi the oliencc as hc ol shc ought to have e\etclsed. haling
regard 1() thc naturc of his ol her luncttons tn that capacit)
and to all the cn'cunlstances ol'the lass.

(l) Il al] ollerce under this Acr or an) rcgulations madc urrdcr
it is comnittcd bJ,a prttnct rn a 6rn1. ever\ persoll \,vho at lhe rinlc
of thc conmissron ol'lhe ollence \\as a parlrer in that []ml. or was
purportrng to acl in that oflice. shall b(j dccmcd to ha\.c conl tittcd thc
likc oltlncc unlcss he or she proves thal the oll'ence \,-as conlmitted
withoul hrs or her collsent or connivance and that hc or shc cxcrciscd
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all such diligcnce k) preveDr rhc conrmlssion ol'rhe ofl'cnce as he or
shc ought to have cxcrcrsed. ha\illg regard to the nature ol his or her
linclions in that capacit\ and ro all thc circumslances ofthe case.

108. Punishment rvithout prosccution
(l) Tire \,lilrister may. uilh the approval ol lhe Minisrcr

.csponsible lbr intcrnal afhirs. b; statuton irlstr.ument. 1br1hc of'tences
specilied in this Act or in regularions made under this Act- prescribc
thc olliuces lbr \lhich a person that colrmrts the oll_ence may be given
notrce in \"'riting ollerillg that pcrson opportunit) to discharge anr
lrabilil\'1() convlctron lLr lhe otlcnce by pa),ment ofa fixed penalty-

(l) I he stalutor] instruntent nlade undcr subsecrion ( I ) shall
prcscribe

(a) the oll'ences 1() \rhich this section applies.

(b) the olllcers who r'na) issue noticc and the inlormation 1l)

be supplicd to drem;

(c) lhe fixcd pcnalty which shall not be more than luo hundred
currencv potntsl and

(d) the lornrat ol'the noticc ro bc issued under this section.

P,rtrt XIV Gt.r.rr.rr,rr Pr<rvtsrors

109. Authoritt toascertainthcqualityof thedrugsoftheNational
Medical Stores

Thc Authoritv shall ascertain the qualit), olthe drugs ofthe Natioual
Medical Storcs.

ll0. Notification and amendmcnt oI particulars
ll anl altcration occurs in the particulars ol registration. notrJication
or listing oi'a product regulaled undcr this Act. the pcrson granled a

cenilicate of rcgistralion. notihcatron or listing tbr the product or the
authorised representativc ol'thal person shall uithin t\\cnf.one dals
of thc alterrlion. in writing. nolil'\ the Authoritt.
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I I I . Approvcd ports of import and cxport
( l) Dlugs. nledical devices. cosmetic froducts. public hcalth

prodLlcts and nulritional supplements shall only bc irrportcd and
exporled through ports of cntlJ approved b1 the ,Autho tt and shall
bc subicct to lDspeclion b) the Authority al the poft ol entrr- or cxit.

(2) The A.ulhoril) shall b1 noticc in thc GaTctte and c

l1e\\spaper on nati(D\\idc circulation dcsrgnate the ports o1'entr)
rnd ports ol cxit to be Lrsed lbr the impo ati()r and exportation of
dlugs. medical deviccs. cosmctic products- publlc health products and
luutritional supplcmcnt

112. Registers
( I ) l he Alrthorit) shall kccp and maintain a register lbr each

ol the products rcgnlatcd under this Act. in a Danner prescribcd hy
rcgnlatrons made under this Acl.

(l) A registcr shall. at all rcasonable tlmes. be accessible lirr
inspcction b\ thc public a1 the prescribed l'ee.

113. Pou,cr to require information
(l) lhc Authoflt) n1a)' direct any person that carrics on a

busincss rclatcd ro a product rcgLrlated under this Act. 1o subrnit to thc
Authoritv anY infolmation \\ithrn the period specified in thc ordcr.

(2) A pcrson that

(a) t'eils to give such lnlbrnation to the Authorit) as rcquircd
in slrhsccrion (l )l or

(h) givcs infbrmatron uhrch is l'alse in a material panicular
or $hich the persul reasonabl) bclicvcs to bc unttuc ln
respecl o1- the infbrnration rcquircd.

comn]ils an ollence and is liablc on conviction to a line not exceedrng
fifil hundred currenc)' poirlts or inlplisonmcni not c\cccding tcn
vears. or both.
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I l,l. Tcchnical committccs
(l) With thc approlal of thc Uoard. the Executivc I)treclor

ma). set up tcchnical colnmittecs to ibcilitale the functrons ol the
Authorit\. as nla) be ncccssaN.

(2) The Authorily n1a\ adopl the rcports and recommcndattons
of a lechnical connnlttee.

ll5. Protection of members of the Board and employccs from
personal liabilitl.

A rnenrbcr ofthe Board and an cnlplo\ee ol thc Autholity shall not be
liable in crril or criminal proceedings fbr anv act ol omission done in
good t'arth in the excrcise of the linctions of the ,\uthoriN.

116. Local rescarch and production
The Go\crnment shall encourage research b) pclsons canying on
research rnd developurL'tlt in herbal and othcr mcdlcal products and
whcrc applopriate allo\\ such nledical products lnto produclion as a
conlponent ol lhe mcclical producr supply-

ll7. Non-application of thc Industrial LiceDsingAct
The IndLlstrial Licensing Act shall nor appl) to ploducls rcgulated
under this Ac1.

ll8. Regulations
(l) The Minisrcr ma!. on recomnrc,rdation ol'the Iloard. make

rcgulations tbr thc better carrving out ofthe l'unclions of the Authority.

(2) Without prejudice () thc generality 01- subsccrlon ( I ). the
Mirlisler mav nlake regulations

(a) fbr the registraliur of the products rcgulated under this

fb) lor liien.inF llr( Iunulcilur<. inrlonrti"n. <\F,n3tion.
distribution and sale ol'lhe pk)ducts regulated rDdcr thisAct:
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lbr the liccnsing oi pharmacics and druu shops. includi)lg
thc inspection and location ol'premises ofpharmacics and
drug shops:

lbr the transportation of thc prcducts rcgulatcd undet this

firl thc markcting ofthe producls regulated uDdcr this Act:

lrcs. rihing lhc c,'ndu(l ,'l eiinir:rl tlirls.

lbr the cerlificates and liccnccs to be granted b), the
Authority:

lbr the lot release lirr r.accines. biologicals and diagnosticsl

lur the salc ofdrugs whcrc thc request lbr suppll is made
clcctronicallv without the ph\sical appearancc at thc
pharmacv. ofthe person making the requesl:

cxemptiog an) person liom anr ofthc plovisions ofthrs

prescribing thc tics pa-v- ablc under thls,\ct- or

p|esclibing ibr anl mattcr or thing \,'hich is r-equired or
pcrmittcd to be prescribed under this Act.

(.)
(0

(e)

(h)

(D

o

(k)

0)

(3) Rcgulations nride urlder this scction nrav prcscribc 1br a
contla\entron ol-an) of thc provisions ofthe regrlatrons. ol a line not
exceeding

(a) in case ofa corporatc hod)'. to a line llol excecding flvc
thousand currencl points. and

(b) in thc case ofan irdividual. to a firle not excccding fir'c
hundrcd curlencv points or imprisonmcnt not c\cccdi0g
6vc )ca(s. or bolh.

I19. Amendmcnt of Schcdule
The Minister ma!. bv statutorv instrument. uith the approral of
Cabiner amcnd thc Schcdule to thls Act.
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120. Rcpcals and savings
(l) The National I)rug Policy and Authorit\ Acr. Cap 198 is

repealed.

(2) All relercnccs to drugs in the Food and l)mg Act. Cap i07
are repealed.

(3) Seclions l4 and 82 (,1) ofthe Narcolic and Psychorropic
Substances (Control) Act are rcpealcd.

(4)  n) statutor! instrument made under thc National Drug
Authorilt Acl. ( ap. 206 rvhich is ill lbrce immcdiatel,"- bel'orc thc
commencenrcnt ol this Act. shall remain in tbrcc. so 1'ar as ir is nor
inconsistent \\ith thisAcl. unril rhe statutory instrumenr is revokcd bv
a slatutory instrunrent ntade under this Act and unlil that re\()catlon.
the slatutorY rnstrLrment shall be dccmed to have been nlade undcr this

(5) Thc Ilurran Resource l\4anual of the National Drug
 uthorit) shall conlinue 1o apply until thc Authoril) makes rulcs to
regulatc lhc stalJol'theAulhorit\ undcr ln sectlon 11. and rhc dcclstons
and rctions laken bv thc []oard under lhe Hurnan Rcsout'ce Manual are
valid.

l2l. Transitional provisions
( I ) A mcmber ol lhe Board in ollicc at the cotnnlellcenlcnt ()1

this Act shall be eligible li)l appornt cnt under this  cr.

(2) Ihe Secletary b thc Authorit\ in office ar the
colnmencel1lellt of this Act shall at the expil} of his or hcr instrr.rnrent
ofappoinlnlenl. hc clrgible lbr appointrrent undcr section 11.

(i) l'hc scnrces ol the emplovecs of the Nalional Drug
Authorit) in omceal lhe colnmcnccnlent ol'this Act shall bc translerred
to thc Aulhollt) on similar tcrms.

98

i



Bill No. l9 2025

(,1) 'l'he licences issued and thc rcgistrations done bl the
National I)mg Authorit) rll)dcr thc National Drug t']olic) and
Authorit) Act shall renain valid lirr their dulation. ancl shall only
hu nr,,Llihr'J. L' Ih( c\lunr rhsl rh( li(( c(. ot'l(r-t\ 'ariun\ arc
rnconsistcnt u.ith th is Act.

(5) The rights and liabilities ol the National [)mg Authont] at
the corlmercelrenl ol'this Act. shall vest in thc Authoritv.

(6) Ant legal proceedings pcnding before courl or a

judgcrncnt u,hrch \las entbrceable b_\ or against the National l)rue
Aulhoritl. . imnledialell belirre the comnlcnocmcrI of this Act. atld
connected with rhe assets veslcd in the Authorit\ or the finclions ol
the Authorit,v. shall be enlorceable b) or against the Authorit\'. as lt
would have been enfi)rced b) or against thc National Drug Aulhorit),.
bcfbrc thc comnlencement olthis Ac1.

122. Regulation of vctcrinan drugs, yeterinan, mcdical devices
,nd field trials
(l) Vctcrinar! drugs. veterinar\ medical devices and ficld

t,rals shall be regulated under this Acl until thc conlnlcnccment ofall
Act enacted lo regulate \ieterinary drugs. veterinar\ ntedical devices
and lield lrials.

,'i-trriorutl Dru. urul Hculth ProLlucl.\
,luthoriry Bill

For the purposcs ofsubscctjon (1). rn this Act

the delinition of 'authoriscd phamlacopoeia and an)
rel'erence to authodsed pharnacopocia includcs the B tlsh
Veternary Codex:

an) relerence 10 clinical trials includcs field trials:

the delinitioll oI dnlgs' and anY ref'erence to drugs
nlcludes \eterinar) drugs:

the clellnition of-dlug shop" any ref'erence 1o drug shops
inclldcs vctcrinary dlug shops:
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(e) the dcfi nition of" hca Ithcale pro tiss iorlals anyrct'erenceto
heallhcare professiouals includes r,eterinary pmclitioncrs:

(0 the dcfinition ol nrcdical derices-and ally relcrcnce to
medical delices includes,"eletinan medical clcviccs:

(g) anl relcrcnce to lncdical plactitioncr includes vctcrinalr
surgcon: and

(h) any rel'erencc to
pharmacies.

pharnlacics includcs veterinar\
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A cu|rencl point is eqrrivalcnt 1(] h!cnt! rhonsand shillings

2025

l0t



Bill No. l9
Nulirtrutl Drttg tnd HcuIth Products

ALtthorit Bill 2025

r02


