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GOVERNMENT OF ZAMBIA

StaTUTORY INSTRUMENT No. 91 oF 2018

The Medicines and Allied Substances Act, 2013
(Act No. 3 0f 2013)

The Medicines and Allied Substances
(Pharmaceutical Licence) Regulations, 2018

ARRANGEMENT OF REGULATIONS
Regulation

1. Title

2. hlterpretation

3. Application for licence

4. Request for additional information
5. Rejection of application for licence
6. Issuance of licence

7. Renewal of licence

8. Transfer of licence

9. Amendment of licence

10. Duplicate licence

11. Suspension of licence

12. Revocation of licence

13. Handling of expired, withdrawn, obsolete or unwanted

medicines
14. Inspection
15. Exemptions
16. Register of licences
17. Distribution and wholesale by manufacturer
18. Personnel in wholesale premises
19. General penalty

SCHEDULE

Copies of this Statutory Instrument can be obtained from the Government Printer,
P.O. Box 30136, 10101 Lusaka. Price K32.00 each.
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IN ExeRrcISE of the powers contained in section 34 of the Medi-
' cines and Allied Substances Act, 2013, and on the recommenda-
tion ofthe Authonty, the following Regulations are made:

I. TheseRegulations maybe cited as the Medicines andAlhed
Substances (Pharmaceut1ca1 Llcence) Regulatlons 201 8.
2. In theseRegulatmns unless the conte_xt othermse requires— :
“authorised product” means a pro'dnct for which marketing
authorisation has been granted n accordance Wlth sectlon '
- 39 of the Act; :

Title

I ntebpretation

crood manufactunng practlce means quahty assurance that i

_ensures that a pharmaceuncal product is produced and
controlled to the quality standards appropnate for its

mtended use and as requnedby the marketlncr authonsatlon £

msanltary condition” means a condltion or cncumstance that
couldc cause contamination ofa med1c:1ne orallied Sub stance
with dirt or filth or could render the medlclne or alhed '
 substance injurious or dangerous to health;

“licence” means a phannaceutlcal hcence 1ssued under
section 34 of thert rA : 5

“hcensee means a holder of a hcence

“pharmams means a person regstered asa pharmacmt M

accordance with the Health Professmns Act 2009.
: pharmacy technologlst means a person recrlstered as. a;

Act No. 24
of 2009

phar.macy technologist in a accordance Wlth the Health e

Professzons Act ')009

phase T clinical trial” iheans the flrst _tnal_of a
mgTedlent Or new formulatlon in humans or

: ~Act No. 24
 0f2009

target ammal_'.f.'_ S
_ species, often carr1ed out in healthy part101pants or-

Volunteers to estabhsh a prehmlnary evaluation of saiety, o5

‘and a first ou‘dme of the phazmacolonetlc and, where

-possﬂ)le apha_tmacodynarnlc proﬁle of the actlve Jngredlent =

Can humans or target ammal specaes

= phaseH clnncal tmal” means apﬂot cinncal tnal undertaken* Gy

in selected p0pu1at10ns of patlents w1th the d1sease or

cond1t10n mtended to be prevented chagnosed or treated in * 5
order to evaluate the safety and efﬂcacy of the Inedlcme' A

or alhed substanoe belng tried;

pnmary repackagmc means the parl: of manufactumcr tha’t :
mvolves paciﬂno of the ﬁmshed dosage form or. dev1ce s

mto l’ts pnmary packagmg matenai
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Act No. 45
of 2010

Act No. 45
0of2010

Application
for licence

“re packing of medicine” means the act of removing a
preparation from its original primary container and placing
it into a patient pack, but does not include the act of cutting
a blister pack;

“responsible person” means a pharmacist, veterinary surgeon,
veterinary para professional or pharmacy technologist;

“secondary repackaging” means the part of manufacturing
that involves repacking of medicines into secondary or
tertiary packaging material which does not come in direct
contact with the finished dosage form or device;

“suitably qualified person” means a pharmacist or veterinary
surgeon providing supervisory services to a wholesale
outlet;

“veterinary biological” means a virus, vaccine, serum or
analogous products used for the purpose of diagnosis or
treatment of animal diseases;

“veterinary para professional” means a person registered as
a livestock officer or veterinary assistant in accordance
with the Veterinary and Veterinary Para Professions Act,
2010;

“veterinary surgeon” means a person registered as a
veterinary surgeon in accordance with the Veterinary and
Veterinary Para Professions Act, 2010; and

“wholesale” means the buying of medicines or allied
substances in bulk for the purpose of re sellingto authorised
pharmaceutical wholesale dealers, retail pharmacy outlets,
hospital pharmacies, agro veterinary shops, health shops
or other health facilities for human beings or animals.

3. (1) Anperson who intends to manufacture, distribute or deal
in any medicine or allied substance shall apply to the Authority for
a licence in Form T set out in the Schedule, on payment of the
prescribed fee,

(2) A person who intends to manufacture, distribute or deal in
any medicine or allied substance at more than one premises shall
apply for a licence in respect of each of the premises.

(3) TheAuthorityshall inspect the premisesin respectofwhich
an application for a licence is made to determine if the applicant
meets the requirements of the Act and the guidelines issued by the
Authority from time to time.
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4. The Authorrty may request an apphcantto subrmt additional
information in relation to an apphcatron fora hcenee mForm M set
~out in the Schedule. : e

5 (1) The Authonty shall rej eet an appheatron fer a 11eence if
the— : ] : TR

" (a ) appheant farls to comply with a concihtmn precedent tothe

“issue Of the heenee g
(b) apphcant farls to meet the requrrements of the Aet

(c c) heenee prewously 1ssued tothe apphcant Was revoked hy

. the Authorrty within the perrod of ﬁve years pIeCEdme ,

the date of apphcatlorr or

(d) apphca.nt is convrcted of an oﬁfence under the Aet or any

Request for
additional
information

Rejection of
application
forlicence

other relevant written iaw wrthrn a perlod of two years i

- preeedmcr the date of the apphcatron :

(7) TheAuthorrty shall where it Tej eets an appheatlen under
subregulatlon 1 ‘inform the apphcant of the reason for thatrej ection
in Form juig set out in the Schedule e o

6 (1} The Authonty shall Where the apphcant meets the
requrrements of the Act 1ssue a hcence n Forrrr IV set out in the

', Seheduie

(?) A heence 15 valrd for two years from the date Df issue.

(3) Aresponsrbleperson shaﬂ managetheprermses mrespeet '

s_ heenee

Issuance of
licence

: at . : ._.E_{en_ewal of
_shaﬂ a‘c Ieast ninety days before the expiry of thel ence, 'apply t6 e
s tHC Authonty for renewal of the licence in Forrn / set

t’-out n the R
Schedule on payment Of the prescrlbed fee = i

(7) The Authorrty may renew a heenee 111 respeet of. an s

_ .Vappheatron if the appheant meets the requrrements of the Aet and ‘
, '_comphes Wrth the terms and condrtrons of the earher hcence :

o (3) ‘The Authorrty shall Where 1t renews‘ a hcenee rssue a :
'V'new heence e - R

(4) A heence hat is not renewed : y the Authonty sha}_l lapse'-:
; ontts date efexprry e : e

Transfer of
licence

g (1) A hcenee shall be used solely by the heensee and is not' S

‘ transferable to any other person W1thout the prlor approval of the st
: Authonty e e , :
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Amendment
oflicence

Duplicate
licence

Suspension
oflicence

(2) Alicensee who intends to transfer the licensee’s licence
shall apply to the Authority for approval to transfer the licence in
Form VT set out in the Schedule, on payment of the prescribed fee.

(3) The Authority shall, where it approves the transfer of a
licence, issue the transferee with a licence for the remainder of the
validity period of the licence issued to the transferor.

(4) The Authority shall reject an application for the transfer of
alicence if the applicant fails to comply with the conditions for the
grant of the licence and the provisions of the Act and the guidelines
issued by the Authority.

(5) The Authority shall, where it rejects an application to
transfer a licence in accordance with subregulation (4), inform the
applicant of the reasons for the rejection in Form III set out in the
Schedule.

9. (1) Alicensee who intends to amend the licensee’s licence
shall apply to the Authority for amendment of the licence in Form
VII set out in the Schedule, upon payment of the prescribed fee.

(2) The Authority may amend a licence where the name of
the business or the suitably qualified person changes.

(3) The Authority shall, within fourteen days of receipt of the
application for amendment of the licence, approve or reject the
amendment.

(4) Where the Authority fails to inform the licensee of its
decision within fourteen days, the amendment shall be considered
to be approved.

10.  Alicensee may, wherea licence is lost, damaged or defaced,
apply to the Authority for a duplicate licence in Form VITT set out
in the Schedule, upon payment of the prescribed fee.

11. (1) The Authority-shak-suspend a licence if the licensee—

(a) operates the business in respect of which it is issued under
insanitary conditions;

(b) obtains or sells medicine from an unauthorised supplier
or stock or sell an unauthorised product;

(c) fails to maintain the required records
on medicines or allied substances; or

(d) contravenes the terms and conditions of the licence or
the provisions of the Act or any other relevant written
law.
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(7) TheAuthonty shall, before suspending a licence, givenotice -
to the licensee of the Jntentlon to suspend the licence and request -

the licenseeto show cause, withina specuﬁed penod Whythe licence
. should not be suspended ' ' :

(3) A notlee of Intenuon to suspend a hcence shall be in Form

_D{ set out in the ScheduIe

: (4) The Authonty shall suspend a hcenee ifthe hcensee fails
totake Iemed1a1 measures within the period spemﬁed in the notlce '

1ssued n aeeordance Wlth subregulanon (2)

(5) A notzee of s suspensmn of a heence shail be in Form X set i

; out in the Schedule
(6) A product

suspens1on of the hcence

(7) TheAuthonty shall Where 1‘£ is estabhshed that the licensee - .
manufactures chstnbutes or deals in amedleme or aihed substance' 3

_ected by the suspensmn of the heence shall' 5
be quarantmed at the cost of the hcensee durmcr the penod of the'

under msamtary condltmns dJreet the heensee to dlspose of that GRS

medlcme or alhed substance

12 ( 1} The Authonty shall revoke a hcenee 1f the hcens ce—

subnnssmn:of false Lnformau()n or statements

(7) TheAuthonty shall, beforerevokmcrahcence gwenotlce_ :
to the heensee of the_mtennon to revoke thezhcenee and request_' -
' ] :Why the 11cenee :

: ,D( Set out ln ﬂle SChedul i )

neghcrent

eslteinFom

& (4) The Authorlty shallrrevoke a 11eence 1f the hcensee falls to S
-':"take r emechalmeasul es durmg the period spemﬁedhytheAuthorﬁy =

Revocation

, ~ oflicence
_"(cz) contrav es_the prov151ons of the Act or breaehes ‘rhe :

(5) A nouee of revoeatlon ofa hcence shall be in FonnX setos

i _rout in the Schedule.
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Handling of
expired,
withdrawn,
obsolete or
unwanted
medicines

Inspection

Exemption

(6) Where a licence is revoked, the products on the premises
and the recalled products shall be quarantined as directed by the
Authority at the former licensee’s cost, including the disposal of
the products.

(7) TheAuthority may, where the former licensee fails to comply
with a directive issued by the Authority in accordance with
subregulation (6), deal with the products in 2 manner the Authority
may consider appropriate.

13. (1) Alicenseeshall store a withdrawn, obsolete, unwanted,
expired medicines or allied substance in an appropriate container
clearly labelled “for destruction within a specified period of time”
as stipulated in the guidelines.

(2) A person who contravenes sub regulation (1) commits an
offence and is liable, upon conviction, to a fine not exceeding two
thousand five hundred penalty units, and in the case of a continuing
offence to a fine not exceeding twenty five penalty units for each
day that the offence continues.

(3) Inaddition to the penalty provided in subregulation (2), the
court before which a person is convicted of an offence in
accordance with this regulation may order

(a) that any medicine or allied substance in respect of which
the offence is committed be forfeited to the State; and

(b) that the costs for disposal of a medicine or allied substance
be borne by the convict.

14. The Authority may conduct an inspection to ensure
compliance with the minimum prescribed requirements for the
manufacture, distribution or dealing of a medicine orallied substance.

15.  These regulations do not apply to a medicine or allied
substance manufactured in accordance with guidelines issued by
the Authority if the medicine is

(a) for a pre clinical trial, phase I clinical trial or phase II
clinical trial;

(b) compounded by a—

(1) pharmacist for supply within the pharmacy or
hospital setting; or

(ii) veterinary surgeon for supply within an agro
veterinary shop or health facility for animals;



823

30th November, 2018 Statutory Instruments

(c) a human or veterinary biolo gical medicine manufactured

bya Government mstrtuuon for purposes of drsease :

preventron and control; OF:.

(d) a blood. product prepared by a vetennary surgeon for -
admzmstratron to amrnals uuder that Vetennary surgeon’s

f care

16. (l) The Authorrty shall keep and mamtam a recuster of
rlrcences n Fcn:u Xl set out in the Schedule :

Fi) The rebrster referred toin subrecrulatlon (1) sha]l be kept
. at the oflices of the Authcrlty ancl shall be oper.t to. mspectron by -

Register of
licences

: 'the publlc at such ’umes a:ud upon payment of the prescrlbed fee L

(3) Aperson may, upon payment of the prescnbed fee requ:re :

o acopy or extract ofany partrculars from the regrster to be certrﬁed i

-'_-'.-_by the Dlrectcr General

(4) Any document purported to be an extract or ccpy of any :
entry in the reglster aud duly certlﬁed to bea true Copy or extract
underthe hand of the Dlrector General shall be recelvecl inevidence -

as to the matters stated therez_u in any leoal proceedmcrs

- 17 (l) A hcensee that isa manufacturer may drstnbute or .

_undertake the wholesale of medlcmes or allred subsi;ancesﬁ:'

5 manufactured unde 'that l1ce11ce g

Distribution

and
- wholesale by

manufacturer

(2) Desplte subregulatlon(l) alrcenseethat 1s amanufacturer T -

& dealmcr in medrcmes or allled substances manufactured by another

B manufaerurer shallgnct undertake the wholesale of the o edrcmesf

; manufac‘rurer shall apply to tbe Authonty for a separate licence.

: 18 (1) A llcensee that isa Wholesale dealer m medrcmes or.
: a].l1ed substauces for the use in oron humans or am.mals shall employi

i7s pharmacrst ona full time basis for purposes of the Wholesale of

: r allled substance manufactured by anotherf“'

Personnel in
whclesale
prelmses

'the _mechcmes or allied: substances ‘and. may, u_1 addrtmn to. the.-' 1

E phar.caamst employapharmacy techuologlst :

(’?) Ahcensee that rs a wholesale dealer in medlcmes or alhecl'-

, substances for use inoron ammals shall "ruplcy avetermaly surgeon .
on a full ume ba31s for the purposes of the wholesale of the

o medrcmes or alhed substances and may, in add1t10ut0 the veterinary

= surgeou employ a vetennary para professronal
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General
penalty

(3) A licensee that is a wholesale dealer and emiploys a
pharmacist or veterinary surgeon on a part time basis for purposes
of the wholesale of medicines or allied substances shall, in addition
to the veterinary surgeon or pharmacist, employ a pharmacy
technologist or veterinary para professional on a full time basis, as
the case may be.

19, Apersonwho contravenes a provisionof these Regulations
for which a penalty is not provided

commits an offence and is liable, upon conviction, to a fine not
exceeding two thousand five hundred penalty units, and in the case
of a continuing offence to a fine not exceeding twenty five penalty
units for each day that the offence continues.
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SCHEDULE
(Remla:zons3 45678, 9, 10 11,12 and 16) :
PR.ESCRIBEDPORMS £
o Form1
(Régulkztfon 3(1n

ZAMBIA MEDICINES REGULATORY AUTHORITY

_.he Medlcmes ‘an 'Iiefl Subst: hte_s Act,2013
: “(ActNo. 3 6£2013) A

The Medlcmes and Alhed Substauces (Pharmaceutlcal LlceHCe)
; Reau tlons, 2018 w3

 APPLICATION Fo'R"A éHARMACEUTI_CAL LICENCE

* Please write in BLOCK LETTERS

7 © . APPLICATION DETAILS
I NE_IJIE(S) of business e
.2, | Physical Address: -~
-3.7 | Postal Address:. - -
4. .| Business premises
fa} - "Tel. No.x
(b5 Faxijiuinssdie
| (e} Mobile Phone No.:
. (d); E-mail address
PARTICULARS OF PROPRIETOR(S)/DIRECTORS(S)
5. Full Names - Sex M?!zmmlzrv Resrdﬂnna! Ocmptmon ‘Dateof. " |. NRC[ :
: ¥ : CEpeT .| Address - = Binth - Passport No.
6. | (a} | Has any of the Propriﬂqrs or Directors been ‘cunviq_tg:d of an offence Ll'l. the past ﬁ\{e (._3) years_.'?

(6) | Have the prapnetors or Directors ever been denied issuance of a pharmaceuucal licence or had it revuked"
i~ |1 Yes, please give'details e o ml Lioin hanin :

(c) PIEBSBJ"[C}\. [OF activity (ies) as applicable -, Manufacturem =4 Whoiesglc [:]
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7. | Please completz as applicable

Particulars Responsible Person Suitably Qualified | Head of Head of Quality
Person Production Control

Full names
Qualifications
Registration Certificate
No.

Address

Experience

(state period)
Signature

o0

Products to be manufactured, sold or dealt in
Please indicate the proposed dosage form of medicine to be manufactured below-

MO0 SO Lo ba b e

(=]

9. | Type of manufacture (Please tick (V)what is appli

cable below)

Complete manufacture
Contract manufacture
Partial manufacture

Primary repackaging and labeling

Secondary repacking and labeling

000000

Local manufacture of natural remedies

10. | Attachments

(a) Practicing certificate for the responsible person

(8)  Contract of employment of the responsible with applicant
(c) Site Master File

(d)  Certificate of Registration/Incorporation of applicant

DECLARATION

I declare that the information [ have stated is correct and truthful to the best of my knowledge and belief.

Name

i - Signature
"FOR OFFICIAL USE ONLY

cant on deficiencies):

OFFICIAL
STAMP
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 Form Il
: _(R_egulcz!iorz 4)

Z.AMBIA NIEDICNES REGULATORY AUTHOR[TY : g .

The Medlcmes and Alhed Substances Act 2013
(Act No 3 of 2013)

The Medlcmes and Alhed Substances (Pharmaceutical Llcence)
: Regulatlons, 2018 SR

' REQUEST FORADDITIONALI\IFORMATION e

i You are req_uested to furnish the followmc mformatlon or dccuments in respect of your
'_apphcatlon O S e w1thm ....... Gl B days of this
i"notlce . : e BN

D ecror-Geneml
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Form I1I
(Regulations 5(2) and 8(5))

ZAMBIA MEDICINES REGULATORY AUTHORITY

The Medicines and Allied Substances Act, 2013
(Act No. 3 of 2013)

The Medicines and Allied Substances (Pharmaceutical Licence)
Regulations, 2018

NOTICE OF REJECTION OF APPLICATION

(1) Here
insert T
name and
address
o i 11 S T

applicant

(2) Here IN THE MATTER OF (2) i you are notified that

inserttie your application for (3)............ocooii has been rejected by the
reference

No. of Authority on the following grounds:

the
application (0] otcisesss o o UL I EAIR ssymsasoonnsrnsn sonreexs mesms e bk deketoos s v oo S R S

(3)Here (b)
insert
type of (c)
application

(4) Signature () e
of Director-General
Director-

General OFFICIAL
STAMP
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T Form IV
~ (Regulation 6 (1))
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PHARMACEUTICAL LICENCE TERMS AND CONDITIONS

Non-compliance with any of the conditions stated below will result in
suspension or revocation of licence.

The licensee shall —

(a) Comply with the minimum current good manufacturing practice
(cGMP) or Good Distribution Practices (GDP) as may be applicable
and cause to be obtained marketing authorisation in Zambia (where
applicable) of all such products as are manufactured and conform
to such other standards as may be specified by the Authority from
time to time;

(b} Comply with relevant regulations and guidelines specific to the licence;

(c) Conspicuously display the licence at the premises where the activityis
conducted;

(cljMaintain such staff, premises, equipment and facilities for manufacture,
or distribution of the medicinal products as applicable at the time
of grant of the licence;

() Where the licensee is licensed to manufacture medicines or allied
substances and wishes to manufacture additional dosage forms not
included in the attached list, submit an application to the Authority
for the inclusion of the additional dosage forms and this licence
shall be deemed to extend to the dosage form so included:

(f) Keep readily available for inspection by an inspector of the Authority,
durable records of documentation as specified in the guidelines;

(g) Notify the Authority of any changes that require an amendment to the
licence; and

(h) Where the licence is revoked surrender it to the Authority immediately.
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_ FormV
- (Regulation7(1))

ZAVIBIA MEDICINES REGULATORY AUTHORITY

The Me{ilcmes an Allled Substances Act 2013
y - (Act No. 3 of 2013)

; _' The Vledlcmes and AIhed Substam; ; harmaceuncal Llcence)_- x
: : Regulatwns,f 2018 '

APELECAhoﬁ_FORRE AL__B‘?_}’IA’RLV’QCEUIIC@&CENCET :

_Pieaéé célﬁplé'ti: in block letters

; PARTICULARS OF APPLICANT -

1 L[cenceNo Fikimiaedy ] T T

-2, | Name(s) beusmess,.. e
3..-| Postal Address: ;

| Business Premises:’

“(a) Telephone N
b} Fax No.T 7L
(c) ‘Mobile'phoneNo

“(d) - E-mail address

- 5.%:| Attachments :

{ Reporl: Dfacuvmes underta!\en in the. past two years .

OFFICIAL

'STAMP
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Form VI
(Regulation 8(2))

ZAMBIA MEDICINES REGULATORY AUTHORITY

The Medicines and Allied Substances Act, 2013
(Act No. 3 0of 2013)

The Medicines and Allied Substances (Pharmaceutical Licence)
Regulations, 2018

APPLICATION FOR TRANSFER OF PHARMACEUTICAL LICENCE
‘Shaded fields for- - [ LiceneeNo.»
Please complete in block letters -officialuse only: = | “Application No
e : ~|'Dateand Thue
nformation Required .- U SE Miorriatton Provided it
PARTICULARS OF APPLICANT (INTENDING TRANSFEROR)
I. Licence No.
2. Name(s) of applicant
3. Address
(z) Telephone No.
(b) Fax No.
c) Mobile phone No.
(d) Email address
PARTICULARS OF INTENDED TRANSFEREE
4. Name of business:
3. Physical address:
6. Postal address:
7. Business premises:
(a) _Telephone:
(b) Fax No.:
(¢) Mobil No.:
{d) Email Address:
PARTICULARS OF PROPRIETOR (S)/DIRECTOR(S) OF INTENDED TRANSFEREE
Ever 8. Full names Sex Full names Sex Full names
9. (a). Has any of the proprietors or directors been convicted in the past five (5) years? [Yes/No]. If
yes, please give details....... e
(b) Have the Proprietors or Directors ever been denied issuance of phanmaceutical licence or had it
revoked? If yes, please give details.
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-E:{easo'n(s)fur iﬁté_ﬁqled q-ansfm-.

: L. Attachmenu
S (a) Comctofsaleoracqmsmun of husmessbe

(B}~ Copy of licenc
(c) * Updated Site Master F:le 3o
(cﬂ Certlﬁcal:c of rcvlssranon!corporauon ﬁ}r mtendec[ Iransferee. :
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Form VII
(Regulation 9(1))

ZAMBIA MEDICINES REGULATORY AUTHORITY

The Medicines and Allied Substances Act, 2013
(Act No. 3 of 2013)

The Medicines and Allied Substances (Pharmaceutical Licence)
Regulations, 2018

APPLICATION FOR AMENDMENT OF PHARMACEUTICAL LICENCE

“Shaded fields for ‘| Licence No.
Please complete in block letters ~official use - Application No.
; ‘t Date and Time -

Anformation Provided - -

PARTICULARS OF APPLICANT

1. Licence No.

2 Names (s) of Applicant
B Address

(a) Telephone No.:
(8) FaxNo.:

(c) Mobile No.:

(d) Email address:

PARTICULARS OF AMENDMENT

4. Current informarion Description of Amendment(S) Reasons for Amendment
(@)
)
(c)

3. Attachments

Attach supporting document(s) where applicable

DECLARATION

I declare that the infonﬁarion [ have stated is comrect and truthful to the best of my knowledge and belief.

Nevne Designation

or-General.

OFFICIAL
STAMP
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' i Foru VIII
i (Regulation 10)

~ The Medicines and Allied Substances Act, 2013

" The Medicines and Allie
‘Regulati
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Form IX
(Regulations 11(3) and 12(3))

ZAMBIA MEDICINES REGULATORY AUTHORITY

The Medicines and Allied Substances Act, 2013
{ActNo. 3 of 2013)

The Medicines and Allied Substances (Pharmaceutical Licence)
Regulations, 2018

NOTICE OF INTENTION TO SUSPEND/REVOKE PHARMACEUTICAL LICENCE

(1) Hereinsert 70 (1)t
thefull
MAMSSANE  onseoormmsscosnimsarsniossss sy o T T A ST EA T s e e rerans snas s e s s ens et s
addressof
thelicensee  IN THE MATTER OF (2)..vevueoee oo you are notified that
\ElHersinsent the Authority intends to *suspend/revoke your licence on the following grounds:
the licence
No.
) T
(D) o iamisieeres s S S S S S e s mr
(C)
(300 ST TR T UM e o s i o e i s S S
Accordingly, you are requested to show cause why your licence should not be
*suspended/revoked and to take action to remedy the breaches set out in
(3)Hereinsert paragraphs ..............ccccccoiiiiiin. (above) within (3) ............. days of
type of receiving this notice. Failure to remedy the said breaches shall result in the
application i ) )
*suspension/revocation of your licence.
batedthis i A OF Civieiiiivinorrossnersns seres 200
(4) Signature ' (4) oo
of Director- Director-General
General
OFFICIAL
STAMP

*Delete as appropriate
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(Regulations 11(5) and 12(5))

: ZAMBIA MEDICINES REGULATORY AUTHGRITY

: The Medlcmes and Allled Substances Act 2013
3 (Ac'N' 30f2013)

The Medicines and Alhe es (Pharmaceutlca] Llcence)
T ~Regulations, 018_ vk

'NOTICE _(")F’_SUSPENSI /REVO CATIO‘\I OF PHARMACEUTICAL

(i)Y Here

AR () ) AT L Tl e W S .
the full - Al e e R
Taltind p i e B L e Ay L S
; addre:ss & CeiR i ' i i : : ;
i ensee I ' THE MATTEROF (2) you are nohﬁed
_(2) Hev that your hcence has been *suspended f01 a penod of (3) ............ v i
: msert the .
e }'evokedon thefollomng grounds :
N'Q_ sl R P LR g ey
mseri: :

- stipulated ~ - o

Dated l:hIS 3

(4)Slgnby SR S R
. Du‘ectm- RS A T : Dlrector-General

3 Geng_ra_]

* OFFICIAL
~ STAMP

—-" ‘?*'D'_g:letc':,_aé'_:ap'propriate o
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ZAMBIA MEDICINES REGULATORY AUTHORITY

The Medicines and Allied Substances Act, 2013
(Act No. 3 of 2013)

The Medicines and Allied Substances (Pharmaceutical Licence)
Regulations, 2018

REGISTER OF PHARMACEUTICALLICENCES

No. Name of Licensee Licence Number Date of issue : Expiry Date
L
s
EF
4.
5i
6.
.
C. CHILUFYA,
Minister of Health
Lusaka
28th November, 2018

[Mu/101/16/1]






