STATUTORY INSTRUMENTS
SUPPLEMENT No. 3 4th February, 2022

STATUTORY INSTRUMENTS SUPPLEMENT
to The I gundoe Gazene Moo 3 0 ojume CNT] dated Jith February, 2022

Printed by UPPC. Entebbe. by Order of the Government.

STATUTORY INSTRUMENTS

2022 No. 5.

The National Drug Policy and Authority (Fees) Regulations, 2022
(Under section 64 of the National Drug Policy and
Authority Act. Cap. 206)

IN EXERCISE of the powers conferred upon the Minister responsible
for health by section 64 of the National Drug Policy and Authority Act,
and on the advice of the National Drug Authority. these Regulations
are made this 4th day of February. 2022.

1.  Title and commencement
(1) These Reguilations may be cited as the National Drug
Policy and Authority (Fees) Regulations 2022.

(2) These Regulations shall come into force on 1% March.
2022.

2.  Fees

(1) The Authority shall charge the fees specified in the
Schedule to these Regulations in respect of the activities and functions
specified in the Schedule.

(2) The fees paid under these Regulations to the Authority,
in respect of any activity or function are non-refundable, whether an
application 1s successful or not.
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(3) The prescribed fee is payable at the time of making the
application to the Authority.

(4) The Authority shall not receive an application in respect of
which the prescribed fee is not paid.

3.  Applicant to pay fees according to location

(1)  Where, in the Schedule, fees are classified according to the
location of the premises for which the applicant wishes to be licensed.
the applicant shall pay the fees specified for the location.

(2) For the avoidance of doubt. the fees classified as
“municipal” are payable by applicants in a municipality or town.

4. Revocation of S.1I 31 of 2014.

The National Drug Policy and Authority {Fees) Regulations are
revoked.

24



SCHEDULE

FEES

4

Regulation 2

PART 1 — FEES FOR REGISTRATION OF DRUGS, RETENTION,

NOTIFICATION AND AMENDMENT

REGISTRATION / RETENTION /NOTIFICA-
TION/AMENDMENTS

Fees in shillings
except where in-
dicated in US $

1. First registration

(a) Registration of imported human and veterinary drugs

instruments and appliances on register.

. US $2.000
and preparations.
{b) Registration of locally manufactured drugs by a large US $200
scale manufacturer.
(c) Registration of Jocally manufactured drugs by a smal} "
= 150,000/=
scale manufacturer.
(d) Registration of imported drugs and preparations .
) C USS$ 300
which are repackaged in Uganda.
(e) Reg|§tratlon of imported surgical instruments and USS 1.500
appliances.
(H Reglstratton ofloca]l,\'-' man‘ufactured surgical US$ 200
instruments and appliances.
2. Annual retention of registration of drugs and
preparations on register
(a) Retenuop of human an('j veterinary drugs and USS 500
preparations on the register.
{b} Retention of foreign herbal drugs on the register. USS$ 250
(¢} Retention of locally manufactured drugs by a large
e US$ 100
scale manufacturer.
(d) Retention of locally manufactured drugs by a small .
v US § 100
scale manufacturer.
(e) Rete_mlon of zmpqrted surgical instruments and US$200
appliances on register.
(f) Retention of locally manufactured surgical USS100
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3. Notification of local herbal drugs and registration
of imported herba) drugs(human and veterinary)
(ay Notification of local herbal drugs. 50.000+= |
]
I
(b) Registration of imported herbal drugs. US $300
4. Amendment of application for registration of
drugs ( human and veterinary)
(a) MQ]OI‘ amendment of application for registration of LSS 700
imported drugs.
(b) Mmor amendment of application for registration of LSS 400
imported drugs.
(¢) Amendment ofapphcatnon for notification of 'SS 100
imported drugs.
(d) Major amendment of application for registration of )
: N © Uss 200
locally manufactured drugs.
(e} Minor amendment of application for registration of
. USS 100
locally manufactured drugs. |
() Amendment of application for notification of locaily e e —'
USS 350
manufactured drugs.
(g) Major amendment of_apphcauon for registration ot US S 350
imported herbal drugs.
(h) Mmor amendment of application for registration of US S 200
imported herbal drugs.
((1) Amendment of application for registration of o
! = USS$ 20
imported herbal drugs.
(j) Major amendment of application for registration of c
. o ] by USS 500
imported surgical instruments and appliances.
(k) Minor amendment of application for registration of
. o s USS 200
imported surgical instruments and appliances.
(1) Notification amendment of application for registration LSS 50
of imported surgical instruments and appliances. U
5. Fees for fast track registration application
(a) Registration pf imported human and veterinary drugs US $ 10.000
and preparations.
{b) Major amendment of application for imported drugs. US$ 2.100
(c) Minor amendment of application for imported drugs. US$ 1.200
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PART 2—FEES TO BE PAID TO THE AUTHORITY IN RESPECT
OF A LICENSED SELLER

T
Apphicataon for a licence i Application lor renewal of licence
frEv Kampal Municipal l Kampal M !
ampala Municipals ampala Municipal;
Capitat Cies City Rural Capitsl Ciny City Rural
ia) Inspection  for I
sultabilin of | 135000+ 90,000/ | 67 .300:- TA000 ) 52,5004 43,0004~
premiscs
101 Apphcatien for 120.000--' TS - A5 000- | 1200006 | 7S.000- | 45.000-
| a licence { ‘

PART 3--FEES FOR RETAIL PHARMACIES

(a) Within Kampala Capial City

New Applicasion for a licence

\pplication for renewal of licence

a0 Appheanon for a huenee

ITEM :
! Cenirai Division | Other Dinssions | Central Division Other Divisions
—
t inspecteen for saitabatiny 2 v Ve e | 580400 - 260000 -
premyses BT : RZIIRY 260

Lm0 - 1125000 -

(b) Outside Kampala Cupatal Ciiy.

ITEM

S Inspection for sanabd i

s supheagon foratinon..

PART 4--#+

{a) \\lthm Kammla

I1em

Inspection tor seitstalit
Gl PICnses

s Appheanon for alicena

N $ppl|i utics for g

Application for renewal

| licepoe of licence
L Vompeeipal ] Bural Municipal/ Rural
¢ ity i ; Cin
. L 3286006 65000+ 168.000;-
. o N ' 360.000;- 360,000+ 360.000:-

s P ORWHOLESALE PHARMACIES

RUR B
" Fooeabee fon igence Application for renewal of licence
i o '[ A I 1>
: " Lot bt Tranens Ceairal L Other Divisioas
E 4 S
|
i e HoT sy 171000~ 1LOS7.300. -
, v Nl 280000 1.356.000.2




(1i1) Inspection for suitability .
of premises for surgical in- 2.385.000/= 1.451.250/= 1.485.000/= 943.000/=
struments and appliances.

(1v) Application for Jicence
for surgical instruments and 1.350.000/= 675.000/= 1.330.000/= 843.750/=
appliance.

(b) Outside Kampala Capital City

Applicati PR
[tem Application for a licence Application for reaewal of i
cence
Areas  outside

MunicipalityiCity | Municipaiity - Njunmpah- Areas nuts[d; Mu-

. Tty Ciny mcipality Ciry

Citv S
(it Inspection for suitability of 846.000-- 846,000~ |  486.000.- 486,000 -

premises

(1) Application for 2 licence 750,000+~ 750.000:- 750.000-- 750.000 -

(i) Iospection  for  suitability
of premises for surpeal 621.000:-= 621.000:~ 151.000: 351.000:=
mstruments and apphances.

vy Application for  licence for
surgical  instruments  and 270.000:= 270.000 2
appliances

0.000/ 270.000 -

PART 5—FEES FOR PHARMACEUTICAL MANUFACTURING

LICENCE

1. Fees for licences for local manufacture and certificate of suitability
of premises

No. |L i ¢ e n c e[| Application for a licence Appiication for renewal of a
Category licence
Application | Application Applicatio? Application
for licence for certificate | for licence for certificate |
of Suitability of Suitability
of premises of premises

(a) Licence for local manufacture of drugs

(1) Licence to
manufacture
external
preparations 2.5
or oral liquid
preparations,

0.000/~ 2.100.000:= | 2.100.000: -

o4l
[

2.100.000:=

{ii) Licence to
manufacture
external 2.880.000= | 2.400.000/ | 2.400.000= |  2.300.000/
preparations.
and oral

preparations.
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(iii)

Licence to
manufacturc
sterile prepa-
rations. the
preparations in
para- graphs (i)
(i) and other
tyvpes of dosage
forms,

4.200.000:=

4.200.000/=

3.600.000/=

3.600.000/=

{iv)

Approval of
the primary
packaging
activity for
the tocal
manufacturer.

2.100.000/=

1.800.000:~

1.800.000/=

1.800.000:=

(V)

Approval of
the secondan
packaging
actvity for
the local
manufacturer.

1.8001.000:=

1.500.000/=

1.500.000/=

1.500.000:=

(\i)

Licence to
manufacture
surgical
instruments and
appliances.

4.200.000. =

4.200.000:=

3.600.000=

3.600.000: -

(b)

Licence for manufacture of herbal drugs

I

licenee to
manuiacture

i external

preparations
or oral liquid
preparations.

900000 -

Q00.000 -

900.000-~

900.000:-

(i1)

Licence to
manulacture
coxiernal
preparaions
and oral
preparations,

900000 -

900.000. -

900.000.-

900.000. -

(c)

Licence for manufacture of herbals that compris.

e class B, Grou

p 1 derivatives

(i)

Licenee to
manulacture
external
preparations
or oral hiquid
preparations.

ra
(7
2

(.000.=

2.100.000:-=

2.100.000:=

2.100.000=




(11}

Licence to
manufacture
external
preparations
and oral
preparations.

2.880.000:=

2.300.000=

2.300.000.=

2.400.000:=

(d)

Licence for man

ufacture of class

Adrugs from cannabis, papaver somniferum,
Catha edulis, cocoa leaf, papaver setigerum and other narcotics.

(i)

{.icence for
manufacture of
raw materials
{o be used to
manufacture
drugs.

60.000.000/=

45.000.000:=

60.000.000/=

T
I

35,000,000 =

(ii)

L.tcence to
manufacture
external or oral
preparations.

30.000.000:=

2HO00.000 =

30.000.000 -

: 24.000.000

{11)

l.icence to
manufacture
cxternal
preparations
and oral
preparalions.

30.000.000: =

20.000.000:=

3000601000 -

30.000.000

(iv)

Approval of
primary or
seeondary
packuging 1o be
used in (i). (il)
and (iii).

640.00(:.000:

AR08 0y

001,000

13.000.000.

]

Fecs for application to amend conditi=ie of manufacturing

licence

Application

and (iii).

amend

the
i manufacturing licence with site m-pechion tor
manufacturers in paragraph (a) caleasiics (rnte

conditiong

(b)

(¢)

for

all

Labloer,
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PART 6—FEES FOR IMPORTATION AND EXPORTATION OF
DRUGS AND SURGICAL INSTRUMENTS AND APPLIANCES.

Description

Fees

ta)

Application for a general import or export permit

300.000-

th)

Application for limited smport or export permit

100.00( <

Yerification of imported commercial consignments. dona-
tions and grants to commercial organizations and Govern-
ment Ministrics. depanments. projects. programmes and
institutions.

2.0 of FOE Irice

Verification of bulk products of commercial con
of drugs. where the drugs are imponed under pirag
for primary packaging as part of the local ma
process.

190 0 FOB Prive

Verification of bulk products of commerciasl o
of drugs. where the drugs are imported under pati: =
for secondan packaging as part of the jocal masgi ¢
Process.

.39 of FOB Pricy -

- person for wholesale or retail from a country whidch is nai g
“member of the EAC where the consignimenm comprise
- Hollowing drugs

[ v

Veritication fees Tor @ consignment imponed By asicersed

Drug composition Dosage form 64
. Albendusoic 400me Lablew
Suspension j0tmg Sml

0o Amosiaihin rmhvdrate

lahlet

f~.|1<[\;v .
1.
Caper

12300, - AU

¢

Capsey

" lublet i

Doy Susy: o

[N lublet

|
i
SN N
' st lablets - v

Nuspi i



Xi.
Xii.
i

Xitv.

N
NV
A
AV

Xix

X
\XJ

NI

N

ARSAY

AN QY
XNV
SN

AN UL

NI

A S\

NNXIL

XXXGH

axyidn Quinine Sulphate 300me

Ciprofloxacin 300mge
Ciprofloxacin 0.2%

Cloxacillin 1253mg/Sml

Cloxactllin Sodium

cquivalent to Cloxacillin 2530mg.

Dextrose 3%

Dextrose 30%6 (1230

Diclofenac Sodium 3Umg

Doxyeveline 100mg

Ervthromycin 123mg Smi
(as Fstolate and Ethy § Succinate).

L thromyein 250my

Hartmann's Ringer Factate

Ibuprofen 200me Tablets
Suspension 100mg Smi

Loperamide 2mg

Magnesium risihicate

230myg - Dried Aluminjum

Hhdrovide 120me Gel

Mannitol 20°
Metronidazole 0.5%

Metronidazole 200my
Suspension 100me Sm}
Sodium Chloride 0.9%

Omeprazole 20mge
ORS - Bach sachet

Iablets

contains: Glucose Andhy rous

13 5gm - Trisodium Citrate

Dihxydrate 2.9gm - Sodium

Chloride 2.6gm - Potassium

Chlende 1.3gm

ORS - Zinc Sulphate

Manhy darate 20mg Tablets
2 sachets ORS- 10 Zine Fablets.

. Paracetamol M0mg

Fablets’Suspension 120mg Smi

Tablets Syrup 100mg Smi

Tablet
intray enous infusion
Suspension

Capsule.

IV fluids
Intravenous infusion
Tablet

Capsule

Suspension
Tablet
IV fuids

lablet Suspension

Capsule

[ablew
intras cnous intusion

Intray cnous intusion
Tablet Suspension

IV luids
Capsule

Sachet-plain
Sachet-orange
flay our

lablets Powder
lablet Suspension

lablet Sarup
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xxxiv. Sulfamethoxazole 200mg -

Trimethoprim 40mg/5ml Suspension
xxxv. Surgical Spiril Solution
axavi Trimethoprim 80me +

Sulfamethoxazole 400mg Tablet

xxxvii Z:ne Sulfate monohydrate
BP {54.90 mg) cquivalent to 20mg
clemental Zinc/Solution

of raw materials from cannabis. papaver somniferum, Catha
cdulis. coca leaf. papaver setigerum and other narcotics,

Supplement [0mg/Smi™ ‘Tablets/ Syrup
(g) Verification of bulk products of commercial consignment of
drugs. waere the consignment compn’scs of the drugs specified 6% of FOB Price
n paragraph 6. for primany packaging as part of the local man-
ufactuning process.
(h) Verification of bulk products of commercial consignment of
Qrugs. where the consignment cnmprisgs of the drugs: specified 109 of FOB Price
in paragraph 6. for sccondan packaging as part of the local
manufaciuring process.
(i) Verification fees for importation of donations of upto LS § 100.000.=
1000. 1o non-profit making charitics and NGOs ’
Q) Verification fees for importation of donations of US $ 1001- 200.000-=
5000. to non-profit making charities and? NGOs I
(k) Verification fees for importation of donations of over US S 300000 =
5000 to non-profit charities and NGOs T
1] Ycrnhuatmn 'ot imported consignments of unregistered drugs 3.0 of FOB price
{rom suthorizcd and approved sources.
tm) | Verification of imported consignments for
(a) donation for disasters. outbreaks:
(h) vaceines: Nil
() anti-cancer drugs: and
(d) pharmaccutical raw materials.
(n) Verification of importation of surgical instruments and ap- o e ]
pliances excluding the item in paragraph 19. 2.0% of FOB price
| (o) Verification of a consignment of drugs imported without prior
authorization by the Authority. where the consignment arrives . .
- . - . s 3.(% of FOB price
at the port of entry before the product is regisiered: or before
amendments to registration are applied for or are approved.
(p Application for annual cxport permit, for export

LS $50.000
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{q) Verification of unregistered drugs imported from countries
with stringent drug regulatory agencies where there are reg- 1206 of FOI
Jstered alternatives for the druy in Uganda.
i) Verification fees for exportaticn of drugs and or surgical in- ;| 300.000:=
struments and surgical appliances.
(%) Verification of a consignment ol examination and surgical | 12% of FOB
i eloves imported for wholesale or retail. from a countn
i | which is not a member of the £2AC.

PART 7—FEES FOR ANALY SIS OF SAMPLES IN LABORATORY
I Koutine analysis of samples

BN

tvi

(v

thiaer pm(lurrs

Deseription

Fees per batch ﬁ'

‘ll v

(L
G amlaciurer or porter

ation for routine drug analy-as in the Jaboratorny of $ 300 |

: \ulhonl\ alter registration. per batch
tor r&—dnd].\,\l.\ of sample at the reguest off owner, $10.000
!

Litoratory examination of drugs and surgical instry

amepelos at \.hcnl rcqucsl

Z[':"“i

imentand appliance

Fees per batch

b lln!(lutl(‘dl analysis of dtu~ .

v stnghe ingredient pr l.

IU] Il\uf dmx anl‘ll \Ilm PRENTI VT FRCEA

: l nmnn\ms losts:

~ physical eh neai et

el s othmone than three barehes of pre mirkoet « unpln.\

NS l(l"l'

He I

“ LS & I oni |
ot mlxl‘ wis nl mLJW;l! Face ks ner s nm\' ! Us “» ; H(' '
LNt LA VIS | —

s nl umq-u[n nets per i 1 .\ S 'l"l j

l()(l.()(l(} - el batch

PSS T

i vyii_x manulact urud —nn..uu\

I 1LlJ||L\| certificate of anai - sis atthe nquu| of
th. gt Iharer or m]pum..

vl

b
B

4

HEREN ll ¢ Authority i laboraronges nat n\\rmi by the J

Cost ot tetine -
100 surelimnee !



Analysis of sampie of cannabis. papaver somniferum. Cathd edulis.
coca leaf. papaver setigerum and other narcotics,

No. Item Fees per batch
(a) Complete analy sis LS S 10.000
(b Microbial analysis US $3.000
(<) Analy sis for pesticides and aflatoxins 'S $5.500
4. Analysis of samples for foreign herbal products
No. Item [ Fees per batch
tai Analvsis of chemical contaminants US$1.050
ib) Microbial analysis US S700
L) Adulcrants LS $1000 ¢
L _

PART8—FEESFORINSPECTIONOFFOREIGNMANUFACTURING
PLANTS FOR GOOD MANUFACTURING PRACTICES.

1. Inspection of site for manufacturing drugs including imported herbal
drugs, medical gloves. condoms and surgical instruments and appliances.
Fees for a Fees for
Fees for a . Loy -
. - - facility within a facility
No. Item facility within T . L
EAC Africa, outside outside of
the EAC Africa
(a) | Inspection of manufacturing { L'S$5.000 US$6.000 - LU'S$ 8.000
site. with all processes at
onc sile for a maximum of
5 product lines for finished
pharmaceutical product
including biologicals.
Inspection of any additional | $1.000 per line | S1.50C per | LSS 2.000 per
(b} | finished pharmaceutical line line
product line.
(c) Fast track (17\’11’in5pcctn<)n5 300% of the {300% of the| 300% of the

inspection fee

inspection fee

inspection fee
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)

Inspection of sites where the manufacturing process is carried out at
other sites within the country where the main site is located.

Fees for a fa;ﬁ:s ﬁ\):ifhin Fees for a facil-
No. Item facility within Ly Wit ity outside of
the.EA(’ Africa, outside v Africa
’ the EAC
{a) | Inspection of warchous-
ing of raw materials up to U'S$1.500 1:552.000 1/5%3.000
finished bulk product
{b) | Inspection of sites for
final packaging. quality $1.000 LS% 1,500 L$$2.000
control and final release
<) inspection of sites for
quality control and final U$$1500 1U'S$2000 1U'S$3.000
rclease
- S + Q > Q [ 7 3 3
GMP documents evalua- LS s ..\(J()() 'pu US S 6000 pu US $§ 7000 per
(d) . o . manufacturing | manufacturing [ manufacturing
tion (desk audits) A Sy . N
Site site site

PART 9—FEES FOR CLINICAL TRIALS FOR HUMAN DRUGS

AND VACCINES
Fees for clinical
trials for drugs Fees for locally
o, Stage of clinical trial except for locally manufactured
manufactured herbal drugs
herbal drugs
(1 Application to undenake clinical
trial for a registered drug US §2500 1.000.000/=
(2) Application 10 undertake clinical
trial for unregistered drug. 'S $ 4000 1.000.000/=
(3) Application 10 amend application for
clinical trial. US $ 200 100.000:=
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PART 10—FEES FOR CLINICAL/ FIELD TRIALS «- FOR
VETERINARY DRUGS AND VACCINES
1. Clinical trials or field trials for imported veterinary drugs and vaccines.
r Hem Fees
(D] Application to conduct ectoparasiticides ficld trials 'S § 1000
o /\pplicalion. for to conduct clinical trial for registered drug CS $ 1000
and or vaccing
3 Applicalion~ for to conduct clinical trial for unregistered drug LS $ 2000
and or vaceine
t4) Amendment of appiication US $ 200
2. Clinical trials or field trials for local veterinary drugs and vaccines.
[ Fees for clinical trials or field Fees for
Item triats for drugs except for locally
locallty manufactured herbal | manufactured
drugs herbal drugs
Applicationto ¢ : 1.000.000:~
(1) Applica '(_)é 'o wrfduu A 'S S 1000 000.000.
ectoparasiticides ficld trials
2 Application to ¢ 21 clinicd 1.000.000:=
{2) vpp 1.0 mn. to conduct ¢linical 1 500,000 000,000
trial {or registered drug
{3) A‘ppli.calion m_ conduct clinical 3.000.000/= 1.000.000.=
| trial for unregistered drug
1 Amendment of application 300.000:= l()().()()[)-’;i

PART 11-—FEES FOR CHANGES IN PARTICULARS REGISTERED
WITH THE AUTHORITY

' Ne. Nature of change Fees in shs
i . Application for change of name. ownership or management 500,000+
of a pharmacy
(2) Applt.cauon for change of name. ownership ar management 100,000
of a licensed scller
R Application for change of pharmacist or person in —harge v
(3 - . . ) H00.000:-
during the licensing period
4 Application for change in professional auxihany staf? 50.000; -
(5 Apphcangn fqr cha.nge ofvperson in charge for a licenced 50.000/-
seller during licensing period
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PART 12—FEES FOR NATIONAL DRUG AUTHORITY
PUBLICATIONS

Nature of Publication Fees in shs |
(1 Copies of the Act and Regulations made under the Act. 25.000+-
) Purchase Order Book 25.0004
(3) Classified Drug Book 25.000+-
4 Delivery Book 235.000:-
(3 DPrug Prescription Book 25.000 -
(6) List of licensed drug outlets 23.000:-
(7 GMP Audit Checklist 25.000:-
(8) Drug Register tHuman) 25.000¢-
(%) Drug Register tVeterinan ) 25.000/-
{10y | Application for verification: of Proforma invoices —(booklet of forms) 25.000:-

PART 13—FEES FOR VETTING DRUG PROMOTIONAL
MATERIALS (DRUGS AND SURGICAL INSTRUMENTS)

[ jon-
: Fees for promotion Fees for herbal
al materials, per related promo
. . .| language, excluding | . prom
. Screening of promotional materi- tional materials,
No. . herbal related pro-
als: . . per tanguage
motional materials.
th Written materials 200.000; - 100,000/~
(2y Audios. videos and seripts 200000 = 100.000:/=
b] ] p S P ~ie
(3) I ml%r§ or blll h()dl."d.\ on ans meds 200.000/= 100.000:=
um. including the internct
H Posters on s 2hicles 200,000 = 100.000/=
(3 T- shirs 200.000- 100.000/=
Other materials including caps. wall 5 . .
N 200.080-= X i=
) clocks. watches. umbrellas and bags. 00.00¢ 100.000

PART 14—FEES FOR DESTRUCTION OF DRUGS

Supervision of destruction of drugs 100.000:- per hour

HON. DR. ACENG JANE RUTH OCERQO
Minister of Health.
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