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IN Exercise of the powers contained in sections 39 and 69 of the
Medicines and Allied Substances Act, 2013, the following
Regulations are made:

PART |
PrELIMINARY PRrOVISIONS

1. TheseRegulationsmay becited asthe MedicinesandAllied
Substances (M arketing Authorisation of Medicines) Regulations,
2019.

2. In these Regulations, unless the context otherwise
requires—

“ active pharmaceutical ingredient ” means a substance
intended to exert pharmacol ogical activity or other direct
effect in the diagnosis, cure, mitigation, treatment or
prevention of disease or to affect the structure and function
of the body, and may be used asis or in the manufacture
of a pharmaceutical dosage form;

“ batch " means a defined quantity of a starting material,
packaging or medicinal product processed in a single
process or series of processes and expected to be
homogeneous;

“ bio-availability ” meanstherate and extent of availability of
an active pharmaceutical ingredient from a dosage form
as determined by its concentration time curve in the
systemic circulation or by itsexcretion in uring;

“ bio-equivalence data” means the absence of a significant
difference in the rate and extent to which the active
ingredient or active moiety in pharmaceutical alternatives
becomesavail able at the site of drug action administered;

“ commercia pack " means the presentation of a finished
medicinal product asit will be placed on market;

“ composition” meansatabulation of ingredientsrepresented
inform of proportion, degree of strength, quality and purity
in which the ingredients are contained in a medicinal
product;

“ container " meansabottle, jar, box, packet, sachet or other
receptacle, not being a capsule or other article, in which
the product is or is to be administered or consumed, and
where the receptacle is or is to be contained in another
receptacle, includesthe former receptacle but not the latter
receptacle;

“ description of the product ” meansafull visual description
of themedicinal product, including colour, size, shape and
other relevant features;

Title
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“ dosage form” meansthe forminwhich amedicinal product
ispresented, such assolution, suspension, elixir, eyedrop,
emulsion, ointment, suppository, tablet or capsule;

“ excipient ” means a substance intended to be used asis or
in the manufacture of a medicinal product for a specific
function, but does not exert pharmacological activity;

“ expiry date " means the date given by the manufacturer
and placed on the container of amedicinal product up to
which the product is expected to remain within the given
specifications if stored according to manufacturer’s
instructions;

“ finished pharmaceutical product” meansaproduct that has
undergoneall the stagesof production, including packaging
initsfinal container andlabelling;

“ formulation " means the composition of a dosage form,
including the characteristics of its raw materials and the
operationsrequired to processit;

“ general sale medicine (GS) " means a medicine which is
intended to be supplied or sold without aprescription with
or without the supervision of aregistered pharmacistin a
pharmacy or in any other licensed premises;

“ genera salemedicinesveterinary (GSV) " meansveterinary
medicine which isintended to be supplied by any retail er
approved by the Authority;

“ herbal medicine” includes a herb, herbal material, herba
preparation and finished herbal product that containsasan
active ingredient, a part of aplant or other plant material
or combination;

“ holder of marketing authorisation” meansapersontowhom
amedicinal product has beenissued amarket authorisation
andisresponsiblefor all aspects of the medicina product
including quality, safety, efficacy and compliance with
conditions of marketing authorisation;

“ international non proprietary name” means aunique name
of a medicine that is globally recognised and is public
property;

“ labelling” means affixing to or displaying on a container or
package, the product information, ingredients and content
of the product;

“ local responsible person ” means a person residing in
Zambiaand appointed in accordance with regulation 17,

“ marketing authorisation number ” means an identification
number issued to a medicinal product granted marketing
authorisation;
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“ pharmacy medicine (P) " means a medicine which is
intended to be supplied or sold without a prescription but
under the supervision of aregistered pharmacist;

“ pharmacy medicines veterinary (PV) ” means veterinary
medicine which isintended to be supplied by aregistered
veterinary surgeon, pharmacist or veterinary para
professional with or without a prescription;

“ prescription only medicine (POM) " meansamedicinewhich
isintended to be supplied, sold or dispensed only under a
prescription issued by an authorised prescriber;

“ prescription only medicine veterinary (POM V) " means
veterinary medicineswhich isintended to be supplied on
prescription by aveterinary surgeon;

“ proprietary name” means the trade or brand name that is
uniqueto aparticular medicineand by whichitisgeneraly
identified;

“ quality standard " means the specifications used to control
the nature, strength, purity, composition, quantity or other
characteristicsof aningredient or finished pharmaceutical
product to ensurethat it isfit for its purpose;

“ shelf life” meansthe period of time during which an active
pharmaceutical ingredient or medicinal product, if stored
correctly, is expected to comply with the approved
specification asdetermined by stability studieson anumber
of batches of the active pharmaceutical ingredient or
medicinal product;

“ stability ” means the ability of a medicine to retain its
properties within approved specifications throughout its
shelf life;

“ WHO type certificate of apharmaceutical product” means
a certificate of the type defined in the World Health
Organisation certification scheme on the quality of
pharmaceutical productsin international commerce; and

“ veterinary medicine ” means a substance or mixture of
substances manufactured, sold or presented for usein-

(a) the diagnosis, treatment, mitigation or prevention of
adisease, disorder, abnormal physical or mental
state, or the symptoms thereof, in an animal;

(b) restoring, correcting or beneficial modification of
organic or mental functionsin an animal; and

(c) an article intended for use as a component of any
article specified in paragraphs (a) or (b), but does
not includeamedical deviceor itscomponent, part
or accessory
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3. (1) A personwhointendsto placeamedicine onthe market
shall apply to the Authority for amarketing authorisationin Form|
set out inthe Schedule on payment of thefeeset outintheMedicines
and Allied Substances (Fees) Regul ations, 2016.

(2) The application referred to in sub-regulation (1) shall be
accompanied by

(@) at least two samples of the product in the smallest proposed
commercial pack size;

(b) adossier which shall contain—

(i) asummary and overview of quality, non clinical
and clinical data;

(ii) chemical, pharmaceutical and biological data
relevant to the application;

(iii) non clinical data, where applicable; and

(iv) clinical or bio-equivalencedata;

(c) inthe case of a herbal medicine, documentation relating
to the quality assessment, safety assessment and
efficacy assessment of the herbal medicine; and

(d) any other information relating to the safety, quality and

efficacy of the medicine in respect of which the
applicationis made.

(3) The Authority shall, on receipt of an application for a
marketing authorisation, conduct an assessment to evaluate the
safety, quality and efficacy of the medicinein respect of whichthe
applicationis made.

4. TheAuthority may request an applicant to submit additional
information or samplesin relation to an application in Form |1 set
out in the Schedule on payment of a prescribed fee.

5. TheAuthority shall grant amarketing authorisationin Form
Il set out inthe Schedule, if the Authority is satisfied—

(a) withthe information submitted on the safety, quality and
efficacy of the medicine;

(b) with the labeling and packaging of the medicine;

(c) with the indications, dosage form, dosage and route of
administration of the medicine; and

(d) that the medicineis manufactured in compliancewith the
requirements of current good manufacturing practices
as recommended by the World Health Organisation or
any other recognisedentity.
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6. (1) TheAuthority shall reject an applicationfor marketing
authorisationif—

(a) the applicant fails to meet the requirements for the issue
of the marketing authorisation;

(b) thereisinsufficient datato support the saf ety, quality and
efficacy of the product;

(c) in the case of alocal manufacturer, the pharmaceutical
licence to manufacture is suspended or revoked;

(d) aningredient contained in the medicine is banned or not
recommended for any other reason as determined by
the Authority;

(e) the medicinein respect of which the application is made
iscons dered unregistrable based on treatment guidelines
or disease patternsin the Republic; and

(f) theapplicant provides falseinformationintheapplication.

(2) The Authority shall, where it refuses a marketing
authorisation under sub regulation (1), informthe applicant in Form
IV set out in the Schedule.

7. A marketing authorisationisvalidfor five years, subject to
the terms and conditions of the market authorisation.

8. (1) The holder of a marketing authorisation shall pay an
annua retention fee to the Authority in respect of the following
year at the end of every year during which the authorisation is
valid, except the year when the authorisation is granted.

(2) Theannua retention feefor thefollowing year shall be—

(a) effectivefrom 1st January of the year following the grant
of the marketing authorisation; and

(b) paid to the Authority by 31st December of each year.

(3 Whereamarketing authorisationisgranted during thelast
quarter of acaendar year, the holder of the marketing authorisation
shall be exempted from paying the annual retention fee for the
following year.

(49) Wherethe holder of amarketing authorisation failsto pay
theannual retention fee by 31st December for aparticul ar product

(@) the marketing authorisation issued in respect of that product
shall be suspended;

(b) the Authority shall not authorise the importation of the
product;
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(c) in case of locally manufactured products, the Authority
shall not authorise the continued manufacture of the
product; and

(d) themarketing authorisationin respect of the product may
be revoked by the Authority.

9. (1) A personwho wishestoamend amarketing authorisation
shall apply to the Authority in FormV set out in the Schedule on
payment of a prescribed fee.

(2) TheAuthority shall, within ninety days from the date of
receipt of an application for the amendment of a marketing
authorisation, consider the application and notify the holder of the
marketing authorisation of itsdecision.

10. Wheretheholder of amarketing authorisation decides not
to continue with the businessto which the marketing authorisation
relates, the holder shall notify the Authority and surrender the
marketing authorisation.

11. (1) A marketing authorisationissolely for use by the holder
of the marketing authorisation and is not transferable to any other
person without the prior approval of the Authority.

(2) A personwho wishesto transfer amarketing authorisation
shall apply to the Authority in Form V1 set out in the Schedule on
payment of a prescribed fee.

(3) TheAuthority shall, within sixty daysfromthedate of receipt
of the application for the transfer of the marketing authorisation,
notify the applicant of the decision of the Authority in respect of
the application.

(4) WheretheAuthority approvesthe transfer of amarketing
authorisation, it shall issue a new marketing authorisation to the
transferee.

12. (1) TheAuthority may suspend a marketing authorisation
if—
(a) thereare concernsregarding the safety, quality or efficacy
of the medicineto which it rel ates;

(b) the holder of the marketing authorisation fails to pay the
annual retention fee;

(c) the holder of the marketing authorisation failsto comply
withany term or condition of themarketing authorisation;
or

(d) the medicine in respect of which the marketing
authorisation wasissued posesarisk or threat to public
health.
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(2) The Authority shall, before suspending a marketing
authorisation, give notice to the holder of amarketing authorisation
of theintention to suspend the marketing authorisationin FormVII
set out in the Schedule.

(3) The Authority shall, if the holder of a marketing
authorisation failsto remedy the defectswithin the period specified
by the Authority in the noticeissued in sub-regulation (2), suspend
the marketing authorisation and notify the holder of the marketing
authorisation in Form V111 set out in the Schedule.

(4) Theholder of amarketing authorisation shall, during the
period of suspension of a marketing authorisation, quarantine the
affected medicine as directed by the Authority at the holder of the
marketing authorisation’s cost.

13. (1) The Authority may restore a suspended marketing
authorisation if the Authority is satisfied that corrective measures
have been taken by the holder of the marketing authorisation as
directed by the Authority.

(2) The Authority shall issue the notice of restoration of a
suspended marketing authorisation in Form 1X set out in the
Schedule.

14. (1) TheAuthority may revoke a marketing authorisation
if the holder—

(a) contravenes the terms and conditions of the marketing
authorisation;

(b) manufactures medicine that does not comply with the
quality standard for that medicine;

(c) fail sto comply with current good manufacturing practices,

(d) fails to comply with the terms and conditions for the
suspension under regulation 12; or

(€) obtained the authorisation on the basis of fraud, negligence
or misrepresentation.

(2) The Authority shall, before revoking a marketing
authorisation, give noticeto the holder of the marketing authorisation
of the intention to revoke the marketing authorisation in Form X
set out in the Schedule.

(3) The Authority shall, where the holder of a marketing
authorisation fails to remedy the breaches specified in the notice
within the period specified by the Authority, revoke the marketing
authorisation and notify theholder in Form X1 set out in the Schedule.
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(4) The holder of a marketing authorisation shall, on the
revocation of the marketing authorisation, recall and quarantine or
dispose of the medicine to which therevocation rel ates as directed
by the Authority at the holder of the marketing authorisation’s cost.

15. (1) A holder of amarketing authorisation whose marketing
authorisationislost, defaced or damaged may apply for aduplicate
marketing authorisation in Form XII set out in the Schedule on
payment of a prescribed fee.

(2) TheAuthority shall, within fourteen days of receipt of an
application under subregulation (1), issue a duplicate marketing
authorisation to the applicant.

16. (1) A personwho wishesto renew amarketing authorisation
shall apply to the Authority at least one hundred and eighty days
before the expiry date of the marketing authorisation in Form XIl1
set out in the Schedule on payment of a prescribed fee.

(2) Anapplicationfor therenewal of amarketing authorisation
shall be accompanied by—

(a) a consolidated report of any amendments made to the
marketing authorisation, including adversedrug reaction
reports and safety updates; and

(b) the product quality review report.

(3) TheAuthority shall renew amarketing authorisation if the
holder has complied with the terms and conditions of the marketing
authorisation.

(4) TheAuthority shall, where theAuthority refusesto renew
amarketing authorisation, notify theapplicantin Form IV set outin
the Schedule.

(5) A holder of a marketing authorisation whose application
for renewal has been rejected may submit an application for a
marketing authorisation in accordance with regulation 3.

17. (1) Subject to the Companies Act, 2017 and any other
relevant written law, aforeign based applicant shall appoint alocal
responsible person to—

(@) submit an application, document and sample of products
to the Authority on behalf of the applicant or holder of
the marketing authorisation; and

(b) receive the decision of the Authority relating to the
application on behalf of the applicant or holder of the
marketing authorisation.
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(2) Subject to sub regulation (1), where the application is
granted, the holder of the marketing authorisation shall ensure
that alocal responsible person implements the pharmacovigilance
plan on behalf of theforeign holder of the marketing authorisation.

18. (1) The Authority shall, where it grants a marketing
authorisation, specify the appropriate category of distribution of
the medi cine which relates to the marketing authori sation.

(2) A personmay sell or supply medicinefor human use under
thefollowing categories:

(a) prescription only medicine;
(b) pharmacy medicine; and
(c) genera sale medicine.

(3) A personmay sell or supply veterinary medicine under the
following categories:

(a) prescription only medicine - veterinary;
(b) pharmacy medicine veterinary; and
(c) general sale medicine veterinary.

19. TheAuthority shal takeinto cons deration the safety profile
of the medicine when determining the category of distribution and
may move certain medicines from one category to another.

20. (1) A holder of a marketing authorisation shall label the
primary package or container of a medicine to show—

(a) the name and dosage form of the medicine;

(b) the name and quantity of active pharmaceutical ingredient
or in case of aherbal medicine, a botanical, english or
other name, and the quantity of each ingredient;

(c) the quantity or volume of the medicine per unit pack;

(d) theindications and directionsfor use, including thetarget
speciesin case of veterinary medicine;

(e) the storage instructions,

(f) the expiry date;

(9) the batch number;

(h) the marketing authorisation number;

(i) the name and address of the holder of the marketing
authorisation;
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(j)suitable coding;

(k) the name of the manufacturer, if different from the holder
of the marketing authorisation;

(1) the category of distribution;

(m) a precautionary statement “Keep away from the reach
of children”;

(n) in case of a veterinary medicine, a statement “For
Veterinary Use Only”; and

(o) any other information required by the Authority for
purposes of the Act.

(2) Wherethe space on aprimary container of medicineisnot
adequate to accommodate the information specified in sub-
regulation (1), the holder of a marketing authorisation shall label
the primary container to indicate the—

(a) name and dosage form of the medicine;
(b) quantity or volume of the medicine per unit pack;
(c) expiry date;

(d) name and quantity of active ingredient, or in case of a
herbal medicine, abotanical, English or other name, and
the quantity of each ingredient;

(e) marketing authorisation number;
(f) storageinstructions; and

(g) batch number, except that all the particulars specified under
sub regulation (1) shall be set out on the secondary
package.

(3) A holder of a marketing authorisation shall, where the
container of medicine is unable to accommodate the information
under sub-regulation (2), indicatethe detailsof |1abel ling requirements
for each type of container

as may be determined by the Authority.
(4) This regulation does not apply to medicine that is re-
packaged for dispensing.

(5) Despitetheother provisionsof thisregulation, theAuthority
may waivethe labeling requirements, as appropriate, to ensure the
safety, quality and efficacy of the medicine.
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21. Anoriginal container of amedicineshall beaccompanied  Package

by apackageinsert printed in legiblelettersin English stating the 'rﬂ;ﬁé,fncg

(a) name and dosage form of the medicine;

(b) name and quantity of active pharmaceutical ingredient,
or in case of aherbal medicine, abotanical, English or
other name, and the quantity of each ingredient;

(c) indications, in case of a veterinary medicine, specifying
target species;

(d) dosage and directions for use, in case of a veterinary
medicine, specific to each target species;

(e) contra-indications;
(f) side effects;
(9) druginteractions;

(h) precautions and warnings, including withdrawal periods,
in case of aveterinary medicine used infood producing
animals,

(i) symptoms, signs, treatment and management of overdose;
(j) presentation of the medicine;

(K) description of packaging and container closure system;
() storageinstructions;

(m) shelf life;

(n) name and address of the holder of the marketing
authorisation; and

(o) name of the manufacturer, if different from the holder of
the marketing authorisation.

22. A holder of amarketing authorisation shall provideapatient Pafti ent
information leafl et for general sale medicineand medicineused in Igaﬁ’e’?a""”

chronic conditions.

23. The Pharmacy and Poisons (Medicines) (Importation, Revocation

Manufacture and Sale) Order, 1993, is revoked. oS o
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SCHEDULE
(Regulations 3, 4,5, 6,9, 11, 12, 13, 14, 15, 16 and 18)
PrESCRIBED FORMS

Form |
(Regulations 3 (1) and 14(5))
(To be completed intriplicate)

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

APPLICATION FOR A MARKETING AUTHORISATION

Shaded Application No.
Please completein block letters fields for
official use | Dateand Time
only
Information Required Information Provided y
PART |

PARTICULARS OF APPLICANT

A. PARTICULARS OF COMPANY

[

(a) Name of business entity

(b) Tax Payer Identification Number (where
applicable)

2. | Type of business entity

3. | Business premises

(&) Plot No:

(b) Street:

(c) Telephone No:
(d) Fax No:

(e) Mobile No:

(f) Email address

(g) Postal address

(h) Town
(i) District
(j) Province

(k) Country

B | CONTACT PERSON

(a) Name

(b) Designation

(c) Physical address

(d) Postal address

(e) Phone

(f) fax

(g) Email address

C | LOCAL RESPONSIBLE PERSON (Applicableto foreign based applicants)

(@ Name

(b) Designation

(c) Physical address

(d) Postal address
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(e) Phone

(f) fax

(g) Email address

PART 11
PARTICULARS OF THE PRODUCT

Name of the medicine:

International non-proprietary names
of the active pharmaceutica
ingredient, including form (s,
hydrate, polymorph) and strength

(in case of aherbal medicine, specify
the botanical, English or any other
name and the quantities of each
ingredient)

ATC code

Dosage form

Route of administration

o g Mw

Name and site address of source of
the active raw material (in case of
herbal medicine)

Container, closure and administration
system

Proposed indication (specify target
speciesin case of veterinary
medicine)

Package size

10.

Shelf life (months)

11.

Storage conditions/instructions

12.

Proposed category of distribution

13.

Marketing authorisation status in other
countries

PART 111
PARTICULARS OF MANUFACTURER

Name, address and responsbility (eg. fabrication, packaging, labeling, testing etc.) of each
manufacturer, including contractors and each proposed production site or facility involved in
manufacturing and testing of the product:

Name:

Physical address (include
block(s)/unit(s) if applicable

Responsibility:

If more than one site is involved (e.g. manufacturing of dosage form, primary packaging, release etc.),
clearly identify the site for each stage.

include copies of the latest GMP certificate for manufacturer and packers or a copy of the appropriate
manufacturing licence
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PART IV
COMPOSITION

List of al components of the finished pharmaceutical product and their anounts on a per unit, batch and
percentage basis including individual components of mixtures prepared in-house (e.g. coatings) and
overages, if an
Ingredients | Function Strength (label claim)

and quality | (reason for |

standard (in | inclusion) | Quantity per unit % per unit | Quantity per batch | % per
caseof a dosage form (e.g. dosage form batch
herbal mg/tablet)
medicine,
specify the
botanical,
english or
any other
name

<complete with appropriate title e.g. core tablet, contents of capsule, powder for injection>

Subtotal 1
<compl ete with appropriate title e.g. film-coating>
Subtotal 2
Tota
8. PART V: TYPE OF APPLICATION

Indicate the type of medicine, the type of data included as proof of efficacy, and the review procedure
using a check mark (V) or a cross (X)

Human Medicine NCE Data as proof of
efficacy:

Chemical | Multisource Pre-clinical

Biological | Biosimilar Clinical

Veterinary Medicine: Biostudy

Chemica BCS
biowaiver

Biologica Bibliography

Herbal:

Review

Procedure

Routine Abridged Fast Track
(Expedited)

DECLARATION AND SIGNATURE:

| declare that all the information | have stated in this application is correct and truthful to the best of my knowledge
and belief. | understand that submission of falseinformation shall render the application void and that if approva is
granted, the market authorisation may be revoked.

Particulars of the Person signing on behalf of the Applicant

Sgnature Date

FOR OFFICIAL USE ONLY
DAt Of SUDMISSION: ...ttt ettt et ettt et et oot e e e et e e e e e e e e et e e eeaaeeaaa

APPHCAETON NUMDE: ...ttt e ettt e ettt e et e et e ettt e e et e e aa et e e e ae e e e
Payments Receipt Number:

Application complete (Proceed for eValUation): ...........oc.euiuiuit i et e e e
Application incomplete (refer to applicant for additional information):

OFFICIAL
STAMP
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Form Il
(Regulations4 (1))
The Medicines and Allied Substances Act, 2013
(Act No. 3 of 2013)
The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019
REQUEST FORADDITIONAL INFORMATION
Application NOI......covii i,
0. o e e e e e e e e
AN S, . e e e e et e
You are requested to furnish, within.......................... days of this Notice, the following
information or documentsin respect of your applicationfor .............cocoviiiiiiii i,
(B) e e e
() PP
(o) PPN
(o) PP

If you fail to furnish the requested information within the stipulated period, your application
will betreated asinvalid and shall be rejected.

Dated this..........cooeviiiiiin, dayof oo v 200

Director-General

OFFICIAL
STAMP
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Form I11
(Regulations5 (1))

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019
MARKETINGAUTHORISATION
M arketing Authorisation No. MA ...... [.....

N EE Yo 1Y L= (Lot T PPN

Director-General Date of issue

SEAL
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TERMS AND CONDITIONS OF THE MARKETING AUTHORISATION
The holder of amarketing authorisation shall—
(a) ensure that the medicine—

(i) ismanufactured in compliance with the current Good M anufacturing Practices
(cGMP) as recommended by the World Health Organisation (WHO) or
any other recognised entity;

(ii) conforms with the quality standards, safety and efficacy and is suitable for
the purpose for which it is intended,;

(iii) conforms to the summary of product characteristics;

(b) ensure compliance with good distribution practices and that the medicine is supplied
in accordance with the requirements applicable to the categories of distribution
specified on thismarketing authorisation and with regul ations on labeling of medicing;

(c) maintain an appropriate pharmacovigilance system for monitoring, detecting and
reporting adverse drug reactions and the performance of products granted marketing
authorisation;

(d) pay to the Authority the annual retention fees, sample analysis fees and other fees as
prescribed;

(e) ensurethat the marketing authorisation is not transferred without the written approval
of the Authority;

(f) for aforeign-based holder of marketing authorisation, appoint alocal responsible person;

(g) notify the Authority of any change that requires an amendment to a marketing
authorisation;

(h) when necessary or as directed by the Authority, withdraw any product from the
market that isinjuriousto, or islikely to beinjuriousto public health; and

(i) provide additiona information or product samplewhen required to do so by theAuthority
for purposes of the Act.

NOTE:

Non-compliance with any of the terms or conditions of a marketing authorisation will result
in suspension or revocation of the marketing authorisation.



424 Satutory Instruments 22nd November, 2019

(1) Hereiinsert
thefull names

Form IV
(Regulations 6 (2) and 16 (4)

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

NOTICE OF REJECTION OFAPPLICATION FORAMARKETING
AUTHORISATION/ RENEWAL OF MARKETINGAUTHORISATION

O () et e et ettt et e e e e et e

and address of
the applicant

(2) Hereinsert IN THE MATTER OF (2) w.oovivviviiiie i eee e e e eeersnsinnnen, YOU @€

thereference
No. of the notified that your application for (3) a marketing authorisation/renewal of a
application and . L . . .
the product marketing authorisation has been rejected by the Authority on the following
name grounds:
(3) Hereinsert
the applicable
application
@)...
(D) ettt et e —————— s
() ettt et ————————————— 111111
(o) PP
Dated this........................dayof oo 200,
Director-General
OFFICIAL

STAMP
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Form V
(Regulation 9(1))
(To be completed intriplicate)

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

APPLICATION FOR AMENDMENT OF MARKETING AUTHORISATION

Shaded fields | Application No.

Please completein block letters for official
use only Date and Time

Information Required Information Provided v
PART 1

PARTICULARS OF APPLICANT

BUSINESSAPPLICANT

(a)Name of applicant

(b) Tax Payer |dentification Number
(where applicable)

Type of entity

3. | Business premises

(@) Plot No:

(b) Street:

(c) Postal address

(d) Telephone No:

(e) FaxNo:

() MobileNo:

(g) Email address

(h) Town

(i) District

() Province

(k) Country

B | CONTACT PERSON

(a) Name

(b) Physical address

(c) Postal address

(d) Phone

(e) fax

(f) Email address

C | LOCAL RESPONSIBLE PERSON

(@) Name

(b) Designation

(c) Phone

(d) Fax

(e) Email address

P>

N




426 Satutory Instruments 22nd November, 2019

PART |1
PARTICULARS OF PRODUCT

(&) name of the product
(b) marketing authorization No.

(c) strength(s)
(d) pack size(s)
(a) dosageform
PART I11
TYPE OF AMENDMENT
4. PARTICULARS OF AMENDMENT DESCRIPTION OF AMENDMENT(S)
1
2.
3.
5. EXISTING PROPOSED AMENDMENT REASONS FOR

AMENDMENT

6. | Attachment
Relevant documents relating to proposed amendment as required by the Authority

DECLARATION AND SIGNATURE
| declare that all theinformation | have stated is correct and truthful to the best of my knowledge and belief.

Particulars of the Per son signing on behalf of the Applicant

Sgnature Date

FOR OFFICIAL USE ONLY
Date of SUBMISSION: .....vvtiiiiiis et e e
Application Number:
Payments Receipt NUMDEr: .........oiiuitiit it e et e e e e
Application accepted (Proceed for inspection):
Application rejected (Notify applicant)

OFFICIAL
STAMP
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Form VI
(Regulation 11(2))
(To be completed intriplicate)

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

APPLICATION FOR TRANSFER OF MARKETING AUTHORISATION

Shaded fieldsfor | Application No.
Please completein block letters official use only

Date and Time

Information Required Information Provided | v

PART |
PARTICULARS OF APPLICANT

A | DETAILSOF CURRENT HOLDER OF MARKETING AUTHORISATION

1. | (a) Nameof applicant

(o) TPIN

2. | Typeof entity

3. | Business premises
(a) Plot No:

(b) Street:

(c) Telephone No:
(d) Fax No:

(e) Mobile No:

() Email address
(g) Postal address
(h) Town

(i) District

(i) Province

(k) Country

B | CONTACT PERSON

(a) Name

(b) Physical address

(c) Postal address

(d) Phone

(e) fax

(f) Email address

C | LOCAL RESPONSIBLE PERSON

@ Name

(b) Designation

(©) Phone

&) Fax

(e Email address
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PART 11
PARTICULARS OF TRANSFEREE

1. | (a) Name of applicant
(b) TPIN

2. | Typeof entity

3. | Business premises
(&) Plot No:

(b) Street:

(c) Postal address
(d) Telephone No:
(e) FaxNo:

() MobileNo:
(g) Email address
(h) Town

(i) District

j) Province

B | INDIVIDUAL TRANSFEREE

(a) Name

(b) Physical address

(c) Postal address

(d) Phone

(e) fax

(f) Email address

C | LOCAL RESPONSIBLE PERSON OF TRANSFEREE

(@) Name

(b) Designation

(c) Phone

(d)_Fax

(e) Email address

PART 111

PARTICULARS OF THE MEDICINE

Name of medicine

Marketing authorisation number

Strength

Pack size(s)

Dosage form

|01 A |WIN| =

Proprietary name

4. | ATTACHMENTS
Contract of sale or acquisition of business between the holder of market authorisation and the proposed
transferee

Copy of origina market authorisation

DECLARATION AND SIGNATURE

| declare that al the information | have stated in this application is correct and truthful to the best of my knowledge
and belief. | understand that submission of false information shall render the application void and that if the market
authorisation is granted, it shall be revoked.

Particulars of the Person signing on behalf of the Applicant

Sgnature Date

FOR OFFICIAL USE ONLY
Date Of SUBMISSION: ...ttt et e e e et et e e e e
Application Number:
Payments Receipt Number: ....................
Application accepted (Proceed for inspection):
Application rejected (Notify applicant): ......

OFFICIAL
STAMP
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(1) Hereiinsert
name of holder
of marketing
authorisation

(2) Hereinsert
of medicine
and marketing
authorisation

number

(3) Hereinsert
number of
days

Form VI
(Regulation 12(2))

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

The Medicines and Allied Substances

(Marketing Authorisation of Medicines) Regulations, 2019

NOTICE OF INTENTION TO SUSPEND AMARKETING
AUTHORISATION

IN THE MATTER OF (2)..ciiiiiiiiiiieiciee et you are hereby
notified that the Authority intends to suspend your marketing authorisation

on thefollowing grounds:

Accordingly, you are requested to show causewhy your marketing authorisation
should not be suspended and to take action to remedy the breaches set out in
paragraphs ..........c....... (above) within (3)................ days of receiving this
notice. Failure to remedy the said breaches shall result in the suspension of

your marketing authorisation.

Dated this ....................day of ... 200

Director-General

OFFICIAL
STAMP
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Form V111
(Regulation 12(3))

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

NOTICE OF SUSPENSION OF MARKETING AUTHORISATION

(Ol T = == e o (1)
name of holder
of marketing

authorisation
(2) Hereinsert IN THE MATTER OF (2) ..o you are hereby
name of notified that your marketing authorisation has been suspended for (3)
medicineand ) )
markeling =~ e eeee e on thefollowing grounds:
authorisation
number () ettt et e e et e e e
(3) Hereinsert
period of () TP PR
suspension
() ettt et ————————————— 111111
Accordingly, you are requested to take action to remedy the breaches set out in
PArAGIAPNS ..ot (above) within
(B) Hereinsert  (4) oo days of receiving this Notice. Failureto remedy the

period of days said breaches shall result in the revocation of your marketing authorisation.

Dated this ....................day of ... 200

Director-General

OFFICIAL
STAMP
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Form I X
(Regulation 13(2))

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

NOTICE OF RESTORATION OF MARKETINGAUTHORISATION

(O T = == e o (1) T
name of holder
of marketing
authorisation

(2) Hereinsert IN THE MATTER OF (2)...cviiieiiieiieeeiee e seeseeesee e you are hereby
name of

medicineand  notified that your marketing authorisation has been restored.

marketing

authorisation

number Note that you are required to comply with the terms and conditions attached to

the marketing authorisation.

Dated this ..................... dayof ......ooviviiiiieeninn. 20

Director-General

OFFICIAL
STAMP
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Form X
(Regulation 14(2))

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

NOTICEOFINTENTION TOREVOKE MARKETING
AUTHORISATION

name of holder
of marketing
authorisation

(2) Here IINTHEMATTER OF (2).....ccviiieiiiiiiiisiscnin you are hereby notified

insert name of Lo , I ,
medicineand  that theAuthority intendsto revoke your marketing authorisation on thefollowing

marketing .

authorisation grounds:

number
@)....
() et e —————— e e
() ettt et ————————————— 111111
(O et e e ——————————— 1 teeane s
Accordingly, you are requested to show cause why your marketing authorisation
should not be revoked for the breaches set out in paragraphs
....................................................................... (above) within

(3) Hereinsert  (3) covvvvvvcviiiiennn, days of receiving this notice. Failure to remedy the said

Sgysber of breaches shall result in the revocation of your marketing authorisation.
Dated this .....................day of ........ccoceiiiieie s 200,

Director-General OFFICIAL

STAMP
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Form XI1
(Regulation 14(3))

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

NOTICE OF REVOCATION OF MARKETINGAUTHORISATION

LG I T =T == e o 1) TSP
name of holder

of marketing

authorisation

(2) Hereinsert INTHEMATTER OF (2)....covvvevreeieeseeienereeeneseseeseenesees you are hereby notified

name of
medicineand  that your marketing authorisation has been revoked on the following grounds:

marketing
authorisation G T

number

You are therefore required to surrender the marketing authorisation to the

Authority within twenty one days from the date of revocation.

You are also required to comply with the terms and conditions attached.

Dated this .....................day of ........ccociiiiieee e 200,

Director-General

OFFICIAL
STAMP
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Form X1
(Regulation 15(1))
(To be completed intriplicate)

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

APPLICATION FOR A DUPLICATE MARKETING AUTHORISATION

Shaded fields for official use | Application No.
Please completein block letters only
Date and Time
Information Required Information Provided v

1. Name of business entity/individual/local responsible person

2. | Marketing Authorisation No.

3. | Physicad Address

4. | Affidavit of loss or damage to
marketing of authorisation

DECLARATION AND SIGNATURE
| declare that dl the information | have stated is correct and truthful to the best of my knowledge and belief.

Particulars of the Person signing on behalf of the Applicant

Sgnature Date

FOR OFFICIAL USE ONLY
Dt Of SUDMISSION: ...ttt et et et et oo et e e et et e e e e et e et e e e aae s e e hh e e e abe e e e eee e aae s eae e

APPIICEHON NUMDET: ...t e e e e et et e e e e e ee e
Payments Receipt Number: .
PN oo o (Lo = o (= o [ PP TPPRN
Application Rejected (Notify applicant): ...................

OFFICIAL
STAMP




22nd November, 2019 Satutory Instruments 435

Form X111
(Regulation 16(1))

(To be completed intriplicate)

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

The Medicines and Allied Substances
(Marketing Authorisation of Medicines) Regulations, 2019

APPLICATION FOR RENEWAL OF MARKETING AUTHORISATION

Shaded fieldsfor | Application No.
Please completein block letters official use only
Date and Time
Information Required Information Provided N

A | PRODUCT DETAILS

1. Name of Product

Marketing Authorisation Number

2. | Name of holder of market authorisation

(@) Tax Payer Identification Number (where
applicable)

(b) Plot No:

(c) Street:

(d) Telephone No:

(e) Fax No:

(f) Mobile No:

(9) Email address

(h) Postal address

(i) Town

() District

(k) Province

() Country

B | CONTACT PERSON

(a) Name

(b) Physical address

(c) Postal address

(d) Phone

(e) fax

(f) Email address

C | LOCAL RESPONSIBLE PERSON

(@ Name

(b) Designation

(c) Phone

(d) Fax

(e) Email address

3. | Attachment

Relevant documentation and additional data as outlined in the guidelines on Renewal of Marketing
Authorisation

Name of Applicant (individual or authorised representative)

Date oot SONAIUFE. ..ot
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FOR OFFICIAL USE ONLY

Recalved Dy: .....oooviiiiiii RECEIPE NO: ...ttt e
AMOUNE RECEIVED: ... ittt e e et e et e e e e e e e ean e ee ee e te e e e e s san e e e ee e e aen oa

Serial NO. Of BPPIICAIION: ...ttt et e e e e e e et et et et et et et et n e e eaaaaeaeas

OFFICIAL
STAMP

Dr C. CHILUFYA,
Lusaka Minister of Health
18th November, 2019
[MH/101/16/1]



