PRA/LPP/GPP/GUD/060

Revision No. 04

MINISTRY OF HEALTH

PHARMACY AND POISONS BOARD

GUIDELINES FOR REGISTRATION AND LICENSING OF
PREMISES

OCTOBER 2024



Citation and Address

The author of this document is the Pharmacy and Poisons Board, a State
Corporation under the Ministry of Health, Republic of Kenya. It may be
reproduced or adopted on condition that the recommended citation below is

made.

Recommended citation: Republic of Kenya, Ministry of Health, Pharmacy and
Poisons Board, Guidelines for Registration and Licensing of Premises Version
4, 2024

©OPharmacy and Poisons Board, 2024

All rights reserved:

No part of this publication may be reproduced, stored in a retrieval system,
or transmitted in any form, or by any means, electronic, mechanical,
photocopying, recording, scanning, or otherwise, without prior permission in

writing from the pharmacy and Poisons Board.

For clarifications, comments, or suggestions, please contact:
The Chief Executive Officer

Pharmacy and Poisons Board

P.O. Box 27663 - 00506, Nairobi

Telephone: 0709770100

Email: info@pharmacyboardkenya.org

Website: www.pharmacyboardkenya.org



http://www.pharmacyboardkenya.org/

PRA/LPP/GPP/GUD/060

Registration and Revision No. 4
licensing of Premises

Effective Date: 28/10/2024

Review Date: 27/10/2029

Prepared by Deputy Director, Licensing and Good Pharmacy Practice

Checked by Head Quality Management

KEMIBY|

...................................................

....................................................

.................................................................




Table of Contents

ADDTEVIATIONIS 1.t etuiiei i e \%
GLOSSATY Of TEITIIS c.ueniniiiii it e e ene s vi
ACKNOWIEAZEIMEINIES ..uuiniiiiiiiiii et e e et e e e e eeaanas ix
1.0 Preface. oo 1
22 OB Gs L wq'eTe 1B UotuTo) o B PRSPPI 2

2.1 BaCKGIOUINA . .ueininiiiiii e e eae e 2

2.2 Legal FramewWOTrkK .......cc.iiuiiiiiiiii et 2

BRGS0 o1 PP 3
3.0 General Requirements for Premises........ccooeiviiiiiiiiiiiiiiiiiiinieeeens 4
4.0 Location and DeSiN.....cc.iuriiiriiiriieiieeie et e e aneeaanas 5
5.0 Ownership and Beneficial Interests .......c..cooiiiiiiiiiiiiiiiiieen, 6
0.0 PerSONNEL....cuiiiiiii e 6
7.0 Practice LICENSES c..cuiiuiiiiiiiiiiiiiiiii e 8
8.0 Eligibility to Superintend.........ccooveiiiiiiiiiiii e 8
9.0 BusSINess NAImMES ...cuuiuiiiiiiiiiiiiii e 9
10.0 Equipment and Storage Facilities .........coeviiiiiiiiiiiiiiiiiiiiinieeeenns 10
11.0 Resources for Pharmacy Premises .......c.ccooviiiiiiiiiiiiiiiiiiiiiieeeeens 10
12.0 Premises Registration Numbers, License Numbers and Codes .......... 10
13.0 Display of Licenses and Certificate of Registration of a Premise ........ 11
14.0 Premises for PharmaciSts ......ocveuiiiiiiiiii e 11
15.0 Premises for Pharmaceutical TechnologistS......c..ccccoiiiiiiiiiiiiniint. 12
16.0 Online/Internet Pharmacies ......ccccoviuiiiiiiiiiiiiiiiiii e 12
17.0 Wholesale PremiSes .....ccouuiiiiiiiiiiiiiiiiiii e 13
19.0 Scientific OffiCeS ..uiuiuniniiiiii e 14
20.0 Medical Devices Establishments..........ccouveiiiiiiiiiiiiiiiiiinnieceeeenes 14

ii



21.0 WarChOUSES .. uuiiniiiiii e 14
22.0 Manufacturing FacilitieS........ccoveuiiiiiiiiiiii e 15
23.0 Application for New PremiSes .......cooeviiiiiiiiiiiiiiiiiiiiiccneeeeeeeeene 16

24.0 Evaluation Process for New Premises (Retail, Wholesale, Warehouse,

Scientific Office, and Hospital Pharmacy) ......cccooveiiiiiiiiiiiiiiiiiiiiieeeens 18
25.0 Renewal Of LICENSES .uiuiuiiniiiiiiieieie et e e ee e enaaas 20
26.0 Penalty for Renewal.........oouiiiiiiiiiiiiiii e 24
27.0 Notifiable Changes........ccuoiuiiiiiiiii e 24
28.0 Relocation, Change of Address or Name .......ccccvevevviiiiiiniiiniiininennanenns 25
29.0 Variation Of LICEINISES .ueuiininiiiiiiiiii e e 25
30.0 Access to Information by the Public ...........ccooiiiiiiiiii 26
31.0 Application Fees Structure ........oviuiiiiiiiiiiiiiecee e 26
2.0 INSPECLIOIIS ettt et 27
33.0 Contraventions and OffenNSes........coveiiiiiiiiiiiiiiiiii e 28
34.0 ClosUre Of BUSINESS .uiuiuiiniiiiiiiie e eeaee 29
a) When a licensed establishment is to cease operations and close....... 29
b) Where a pharmacy is closed for any reason for a period longer than
three MONTIS ..o e 29
35.0 Suspension or Revocation of LiICENSE ......cceuviiiiiiiiiiiiiniiiiiieiieieiieneananns 30
36.0 Requirements for Closure of Premises ........ccoeoviiiiiiiiiiiiiininininiienenns 30
37.0 Lifting of Suspension and Revocation.........c..coeeviiiiiiiiiiiiiininnninnane. 30
8.0 REIEIEIICES «.cuiininiii e 31
39.0 RevISION HISTOIY .uiuiiiiiiiiiiiiiii e 32
40.0 List of CoNtribULOLS ouuiuiiiiiiiiii e 36
OB\ o §'s 1) (o P PP PRSP PR P PRSPPI 37

a. Annex 1: Specimen Health Safety Code.......c..cooiiiiiiiiiiiiiiiiiiineen, 37

b. Annex 2: Specimen Certificate for Registration of Premises (Form 33) ........ 38

iii



c. Annex 3: Specimen Wholesale Dealer’s License (Form 7) .......coceeievvinininen.n. 39
d. Annex 4: Specimen Certificate for Registration of Premises for a

Pharmaceutical Technologist’s Practice (Form 31) ......ccocviiiiiiiiiiiiininennans. 40
e. Annex 5: Specimen Manufacturing LICENSe ......c.ccveuiiiiiiiniiiiiiiiiiniineneneen. 41
f.  Annex 6: Specimen Annual Practice License for a Pharmacist.................... 43
g. Annex 7: Specimen Annual Practice License for a Pharmaceutical

TeChNOLOZIST. . cnei e 44
h. Annex 8: Screenshot of home page of online licensing portal...................... 45
i. Annex 9: New Premises Approval Flowchart...........cooiiiiiiiiiiiiiiiin, 46
k. Annex 11: Specimen Parallel Import Certificate.........c.ccooeviiiiiiiiiiiiiniiinnn.. 48

iv



Abbreviations

CPD
FIP
GDP
GMP
GPP
KMPDC
KPA
MoH
PPB
PSK
WHO

Continuing Professional Development
International Pharmaceutical Federation

Good Distribution Practices

Good Manufacturing Practices

Good Pharmacy Practice

Kenya Medical Practitioners and Dentist Council
Kenya Pharmaceutical Association

Ministry of Health

Pharmacy and Poisons Board

Pharmaceutical Society of Kenya

World Health Organization



Glossary of Terms

The definitions given below apply to the terms used in this document. They

may have different meanings in other contexts.

Authorized An “authorized person” in the context of a manufacturing
Person facility means the person responsible for certification that each
production batch has been produced and controlled in
accordance with the requirements of the marketing
authorization and any other regulations relevant to the
production, control and release of the pharmaceutical

products.

Enrolled A pharmaceutical technologist whose name appears on the roll

pharmaceutical of pharmaceutical technologists in Kenya

technologist

Health Products Medicines, vaccines, blood and blood products and medical
and Technologies devices, including in-vitro diagnostics, food supplements,
cosmetics, radiopharmaceuticals, cells, tissues and organs,
complementary and alternative medicines, and borderline

products.

Key Personnel Key personnel in a manufacturing facility means the key
personnel specified in the Guidelines for Good Manufacturing
Practices and include the heads of production, the head(s) of
quality unit(s) and the authorized person. The quality unit(s)
typically comprise the quality assurance and quality control

functions.

Manufacture Any process carried out in the course of making a product or
medicinal substance including packaging, blending, mixing,
assembling, distillation, processing, changing of form or
application of any chemical or physical process in the
preparation of a medicinal substance or product; but does not
include dissolving or dispensing the product by diluting or
mixing it with some other substances used as a vehicle for

administration.
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New Pharmacy

Parallel

Importation

Pharmacy

Premises

Consultation

services

One in which the site has not been occupied by a pharmacy or
a site which was previously occupied by a pharmacy business
which has been closed. A ‘new pharmacy’ is not an existing
pharmacy business which is notifying a change of partnership,
trading name or trading address, or a change in part of the

members of the board of directors or ownership.

The importation into Kenya, by a licensed importer of
medicinal substance other than the marketing authorization
holder or his or her technical representative of the following
medicinal substances which require marketing authorization

in Kenya

(a) patented medicinal substances under section 58(2)
of the Industrial Property Act, 2001;

(b) non-patented medicinal substances; or

(c) branded generic medicinal substances;

The premises upon which a pharmacy business is conducted,

and includes:

(a) the portion of the premises where health products

and technologies are for sale, dispensing; and

(b) a professional service rooms.

The fixed portion of any building, structure or vessel leased,
used, or controlled by the licensee in the conduct of the
pharmacy business registered by the Board at the address for
which the registration was issued under section 23 of the
Pharmacy and Poisons Act and includes all those areas where
medicinal products are, or are intended to be, sold, or supplied,

prepared, dispensed, compounded, manufactured, or stored.

Pharmaceutical services provided in accordance with approved
professional qualifications and as licensed by the Board. A
separate room within registered premises may be considered

and approved for such services.
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Registered

pharmacist

Registered

Pharmacy

Registered

premises

Superintendent

A person whose name is entered in the register of pharmacists

in Kenya.

Retail pharmacy premises and shall include, in cases where e-
pharmacy or an online pharmacy practice has been licensed,

the premises where the practice is domiciled.

Premises registered in accordance with section 23 of the
Pharmacy and Poisons Act, and where a valid certificate for

registration is available.

The person who is overall in charge of ensuring regulatory

compliance.
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1.0 Preface

The Pharmacy and Poisons Board is the National Medicines’ Regulatory
Authority established under the Pharmacy and Poisons Act, Chapter 244
of the Laws of Kenya. The Board is mandated to regulate the profession
of Pharmacy, the manufacture and trade in medical products and health
technologies. The overall goal is to maintain the required level of
oversight while facilitating innovation and access to safe, effective, and

good-quality medical products and professionals that are fit to practice.

Pursuant to the Pharmacy and Poisons Act, a person cannot carry on a
pharmacy business in Kenya unless the premises have current approval
and all the holders of the financial interest in the pharmacy business are

registered as pharmacists or enrolled as pharmaceutical technologists.

These Guidelines are intended to guide dealers in pharmaceuticals and
the public on registration of premises and licensing of pharmaceutical
business for purposes of manufacturing, storage and sale of medical
products and pharmacy practice. It aims to highlight the minimum
requirements for licensing and also guide through the licensure and
registration process, how to apply for a pharmacy registration and the

types of licenses.

The guidelines are also intended to address challenges in the current
practice environment, enhance the implementation of current legislation,
align licensing requirements with other PPB guidelines and respond to

changes in technology.

These guidelines do not overrule the Law or the Regulations and will be
revised from time to time as policies are developed or amended to

incorporate up-to-date practices.

Dr. F.M. Siyoi
CHIEF EXECUTIVE OFFICER




2.0 Introduction

2.1

2.2

Background

The mission of the Board is to protect and promote the health of the
public by regulating the profession of pharmacy and ensuring
access to quality, safe, efficacious, and affordable health products,

and technologies.

The Board ensures that pharmaceutical services available in Kenya
satisfy the needs of all for the prevention, diagnosis and treatment
of diseases using safe, efficacious, high quality and cost-effective
pharmaceutical products. This is also in line with Article 43(1)(a) of
the Constitution of Kenya which provides that every person has the
right to the highest attainable standard of health, which includes

the right to health care services, including reproductive health care.

The purpose of this document is to guide on the process and

requirements of registration and licensing of premises.

Legal Framework

The Pharmacy and Poisons Board (PPB) is the national regulatory
authority established under the Pharmacy and Poisons Act, Cap 244
Laws of Kenya (“the Act”). The Act mandates the PPB to regulate
medical products, health technologies and the profession of
Pharmacy. Sec 3B (2)(j) of the law provides for the Board to carry
out the function of inspecting and licensing all manufacturing
premises, importing, and exporting agents, wholesalers,
distributors, pharmacies, including those in hospitals and clinics,

and other retail outlets.

To enable performance of its regulatory functions, Section 3A of the
Act empowers the Board to formulate guidelines and levy fees for

services provided.

Pharmacy businesses can only operate on registered premises.
Registered premises details are entered onto the Register on

confirmation of satisfactory inspection of premises.



2.3

Approval is subject to meeting the requirements provided in
Guidelines for Good Distribution Practices for medical products and
health technologies in Kenya, hereinafter referred to as “GDP
guidelines”.

Scope

These guidelines apply to all premises that are subject to mandatory
registration and licensure by law. All premises where health
products are manufactured, prepared, packaged, stored, supplied,

or dispensed.

It also includes professional services rooms where pharmaceutical

services and consultancies are offered.

The main categories of premises are as follows:
a) Premises for Wholesale (for carrying on the business of a
pharmacist)
b) Retail pharmacies
e Premises for a pharmacist (for carrying on the business of a
pharmacist) or
e Premises for a pharmaceutical technologist (for carrying on
the business of a pharmaceutical technologist)
c) Hospital pharmacies
d) Telehealth, telemedicine, and online/internet pharmacy services
e) Warehouses where medical products are stored
f) Manufacturing premises
g) Establishments for Medical Devices
h) Scientific Offices
i) In addition to the premise license, these guidelines will also
cover the annual practice licensing of:
j)  Pharmacists
k) Pharmaceutical technologists

1) Pharmaceutical representatives

The scope of practice or the services or acts which can lawfully be
performed in the different types of premises and the conditions

under which those services may be provided or the acts may be



performed will be as prescribed by the Board in regulations and

guidelines.

3.0 General Requirements for Premises

3.1

3.2

3.3

3.4

3.5

3.6

The minimum requirements for premises and standards of practice
are contained in the Pharmacy and Poisons Board Guidelines on
Good Distribution Practices for Medical Products and Health

Technologies in Kenya (HPT/ISE/EFS/GUD/019).

In addition, and in order to enhance service delivery to customers,
licensed establishments shall be required to comply with Good

Pharmacy Practice (GPP) standards as prescribed by the Board.

Every registered premise will be under the supervision of a
registered pharmacist or enrolled pharmaceutical technologist
(hereinafter called the superintendent) with a valid practice license.
The superintendent will be directly responsible for regulatory
compliance. In the absence of the superintendent another duly
licensed person may be engaged to offer services and oversee
operations when the business is open. One person shall only be

eligible to superintend over one registered premise at a time.

The Board has automated processes for registration and licensing
for ease of doing business. All applications are made through the
online licensing portal and the licenses or registration certificates
issued are  downloadable directly from  the  portal

https:/ /practice.pharmacyboardkenva.org/

Premises are issued with unique registration numbers and premise
codes (health safety codes) which are verifiable through mobile
phone short codes. The real-time license status is also verifiable
through the Board’s website.

https:/ /practice.pharmacyboardkenva.org/LicenseStatus

All licensed facilities will be inspected regularly to verify compliance
with the Pharmacy and Poisons Act, other applicable laws, and
regulations as well as guidelines and standards prescribed by the
Board.


https://practice.pharmacyboardkenya.org/
https://practice.pharmacyboardkenya.org/LicenseStatus

4.0 Location and Design

4.1

4.2

4.3

4.4

4.5

4.6

4.7

4.8

The premises' location and design shall be in compliance with the
Board’s GMP and GDP guidelines.

The Board shall consider the needs and population size of an area
during the evaluation of applications for registration of new
premises. A reasonable distance shall be maintained between any
two registered premises to discourage unfair competitive trade

practices.

Retail premise design may include a professional services room
where licensed /approved professional services or consultation may
be offered.

Every part of the pharmacy’s operations must be on approved
premises, following a satisfactory inspection by a Board. Proprietors
cannot operate any part of their business, be it a pop-up stall, stand
or mobile unit, that is outside the pharmacy’s approved premises

boundary.

The premises shall be located away from sites or activities that emit

noxious materials like fumes and contaminants, open sewerage etc.

Premises located within or near petrol stations shall be furnished in
such a way that the activities including fuel fumes do not affect in
any way the quality of medicines and dispensation process in the
pharmacy. The premises shall be required to address among other

issues, the fire prevention facilities.

Premises located within shopping centers, e.g., shopping malls,
supermarkets etc., shall be confined and restricted from other

activities conducted thereat.

Pharmacies located within hospitals or medical facilities will be
licensed on condition that the medical facility is also duly licensed
by the Kenya Medical Practitioners and Dentists Council (KMPDC).
All pharmacies located within the hospital / medical facility shall be
registered individually by the Board.



5.0

6.0

4.9 In the case of pharmacies that operate within close proximity to, or
within a medical center or a hospital, the pharmacy premises must
be separate or distinct from the rest of the medical center and the

premises must be approved by the Board.

4.10 For manufacturing premises, refer to Guidance Notes for
Establishing Medical Products and Health Technologies
Manufacturing Facilities in Kenya (HPT/ISE/GMP/MAN/006)

Ownership and Beneficial Interests

5.1 The ownership of pharmacies may be:
5.1.1 A sole proprietor, or.
5.1.2 A partnership, or.
5.1.3 A limited company/body corporate, or.
5.1.4 Other structures of companies established in the Companies

Act 2015.

5.2 Applicants shall provide documents to demonstrate the interests

held by all parties in the respective type of business

5.3 Ownership by non-pharmacy professionals is not allowed.
Exemptions may be given to pharmacies within medical centers or
hospitals, pharmacies owned by not-for-profit organizations and

faith-based organizations

5.4 In addition to the information and documentation provided by the
applicant, the Board may conduct a search of the records kept by
the Registrar of Companies to verify the registered owners of any
establishment making an application for registration of premises or

Wholesale Dealer’s License.
Personnel

6.1 Manufacturing facilities shall be under the control of one or more

authorized and key personnel to be responsible for compliance.

6.2 In addition to the authorized and key personnel, local
manufacturing facilities, wholesale dealers who are local technical
representatives of foreign marketing authorization holders (MAH)

and parallel importers shall have a Qualified Person for



6.3

6.4

6.5

6.6

6.7

6.8

6.9

Pharmacovigilance (QPPV).Refer to Annex 11:Parallel Import

Certificate

Premises where sale, supply, stocking, dispensing, and
compounding of any pharmaceutical product on retail or wholesale,
shall not be registered/licensed or renewed unless there is a
superintendent who is a registered pharmacist or enrolled
pharmaceutical technologist in direct control of distribution of

medical products.

The superintendent shall not act in a similar capacity for any other
premise or be someone engaged in a full-time job in other

establishments.

If the owner is not a superintendent, he/she shall be made to sign
a contract agreement with the superintendent which among other
things shall address the terms of terminations. A copy of the
contract agreement shall be presented to the Board at the time of

applying for registration of premises

The superintendent shall be available to oversee the handling of

medical products at the facility.

The superintendent may be assisted by one or more duly qualified
and licensed pharmacists or pharmaceutical technologists
depending on the workload. This should be subject to audit from

time to time to assess workload versus licensed personnel

The owner and superintendent shall individually and jointly ensure
that only qualified personnel have access to handling or dispensing

of pharmaceuticals.

Only persons who are duly licensed are allowed to offer professional
services in licensed establishments. An exception to this will be
pharmacy students on attachment and interns working under the

supervision of an approved preceptor.

6.10 The key personnel working in a manufacturing facility shall comply

with the criteria set in Qualification and Experience Requirements

and Responsibilities for Key Personnel of Licensed Manufacturers of



Medical Products and Health Technologies Kenya
(HPT/ISE/GMP/MAN/009)

7.0 Practice Licenses

7.1

7.2

7.3

7.4

7.5

7.6

All registered pharmacists and enrolled pharmaceutical
technologists shall be required to obtain annual practice licenses in
the manner prescribed by the Board irrespective of whether they

superintend over an establishment or not.

Registered pharmacists and enrolled pharmaceutical technologists
are expected to participate in adequate continuing professional
development (CPD) activities every year and obtain the minimum

CPD points as per CPD Guidelines.

Variation of a license may be made by any licensed person during
the license year and the application shall be accompanied by

adequate justification/ variation evidence

A person who meets the requirements for a specialist or consultant
license may apply for such a license and will be eligible to offer
consultancy services in approved premises or professional services

rooms.

All Practice Licenses shall be valid for one year with an expiry date
of 31st December. All pharmacists and pharmaceutical
technologists shall be required to apply for renewal of their practice
licenses, at least 30 days before the expiry of the current practice

license.

A person who meets the requirements for a pharmaceutical
representative and intends to work as such shall apply for a permit

annually.

8.0 Eligibility to Superintend

8.1

A Pharmacist shall only be eligible to superintend over registered

premises if he/or she holds a valid practice license.



9.0

8.2

8.3

A pharmaceutical technologist shall only be eligible to superintend

over premises registered for a pharmaceutical technologist and only

if he/ or she:

8.2.1 holds a valid license to practice as a pharmaceutical
technologist and

8.2.2 has worked under the supervision of another qualified and
experienced superintendent (pharmacist or pharmaceutical
technologist) for a period of not less than three (3) years from

the time of enrolment as a pharmaceutical technologist.

In addition to the above, the Board may prescribe additional
requirements and/or assessments for fitness to practice as may be

necessary

Business Names

9.1

9.2

9.3

9.4

9.5

9.6

9.7

The Board shall consider the names of all pharmacies for suitability

and approve or decline the use of the proposed business name.

Pharmacy names that are false, misleading, deceptive, or imply an
unjustified expectation of beneficial treatment or promote
unnecessary or inappropriate use of pharmacy services will not be

approved.

Names which suggest or imply an activity or a location which cannot

be supported may also be rejected by the Board.

Pharmacy business names are required to be registered by the

Registrar of Companies as per the Companies Act, 2015.

It is in the pharmacy proprietors' best interests to make their own
enquiries about company registration before proceeding and to
avoid any names or symbols that may bring the profession into

disrepute

If the applicant has any doubts about a pharmacy business name,

they should seek the advice of the Board in the first instance.

The Board will require that a business name, as approved by the
Board and registered as a business name, be used without

abbreviation wherever it is used. This particularly includes:



9.7.1 All signage inside or outside of the pharmacy

9.7.2 Advertisements, including telephone directories

9.7.3 Business cards, labels, stationery, prescription stamps,
envelopes and computer-generated documents including

repeat authorizations.
10.0 Equipment and Storage Facilities

10.1 The basic equipment that must be available in the premises is
prescribed in the Guidelines on Good Distribution Practices for
Medical Products and Health Technologies in Kenya
(HPT/ISE/EFS/GUD/019) and in the GMP guidelines.

10.2 There should be adequate storage space. The premises are to be
laid out and equipped so that:

10.2.1 Any medical product stored in the premises should be
stored per the manufacturer’s and the Board’s
recommended storage conditions,

10.2.2 The safety and well-being of the personnel is adequately
addressed

10.2.3 There is adequate space for quarantined health products

and technologies
11.0 Resources for Pharmacy Premises

11.1 Before starting the business, approved applicants will be required
to procure pharmacy reference materials related to the type of

business that they will be undertaking.

11.2 There should be adequate access to electronic publications of

reference materials.
12.0 Premises Registration Numbers, License Numbers and Codes

12.1 Every registered premises shall be issued with a unique

registration number and codes (Health Safety Code).

12.2 Licenses renewed annually will also bear a unique number for

each license.



12.3 The Health Safety codes (numbers) issued by the Pharmacy and
Poisons Board shall have a prefix of "P" for pharmacists’ and "PT"

for pharmaceutical technologists’ premises respectively.

12.4 The licenses and codes shall be displayed conspicuously to enable

the public to verify the license status of the premises.
13.0 Display of Licenses and Certificate of Registration of a Premise

13.1 The license and certificate of registration of the person having
control of the business shall be conspicuously displayed on the
premises in which the business is carried on as provided in

section 20 of the Pharmacy and Poisons Act.

13.2 The displayed superintendent’s name must be consistent with the
name recorded on the Register of Premises held by the Board, and
the Register of Pharmacists or Roll of Pharmaceutical
Technologists held by the Board. Nicknames, abbreviations or
other versions of a pharmacist or pharmaceutical technologist’s
name cannot be used unless it is registered with the Board, as

applicable.

13.3 The law demands the presence of a registered pharmacist or
enrolled pharmaceutical technologist with a valid practice license
in the premises where such business is being carried out at all

times when the pharmacy business is open.

13.4 The licenses issued by the Board shall bear the photo of the
superintendent. In addition, there is a QR code that can be
scanned by any smart device to confirm the validity of the license
and the name and registration/enrollment number of the

superintendent.
14.0 Premises for Pharmacists

14.1 The minimum requirements and standards for premises for
pharmacists are prescribed in the GDP guidelines. (Guidelines on
Good Distribution Practices for Medical Products and Health

Technologies in Kenya (HPT/ISE/EFS/GUD/019)



14.2

14.3

14.4

14.5

Premises for a pharmacist shall be registered as either retail,

hospital pharmacies or wholesale business.
A wholesale business shall not retail on the same premise
A hospital pharmacy shall not do wholesale business.

Where a person wishes to carry out more than one business of a
pharmacist, then the person shall lodge an application for
registration of different sets of premises and each set must have

a designated superintendent.

15.0 Premises for Pharmaceutical Technologists

15.1

15.2

15.3

The minimum requirements and standards for retail premises for
pharmaceutical technologists are prescribed in the GDP
guidelines. (Guidelines on Good Distribution Practices for Medical
Products and Health Technologies in Kenya
(HPT/ISE/EFS/GUD/019)

Premises for a pharmaceutical technologist shall be registered as

retail or hospital pharmacies.

Where a person wishes to carry out more than one business of a
pharmaceutical technologist, then the person shall lodge an
application for registration of different sets of premises and each

set must have a designated superintendent.

16.0 Online/Internet Pharmacies

16.1

16.2

An online pharmacy can be established only in connection with
an existing retail pharmacy operating on approved physical

premises.

The online operations are considered to form part of the pharmacy
business’s operations and it is therefore regarded as an online
presence for an existing pharmacy, not a pharmacy business in

its own right.

16.3 The minimum requirements and standards of online pharmacies

are prescribed in the regulations and Guidelines for Internet

Pharmacy Services in Kenya (PRA/LPP/GUD/033).



16.4 The Guidelines for Internet Pharmacy Services in Kenya shall also

apply to telehealth or telemedicine establishments.

16.5 Hospitals or companies offering telehealth or telemedicine
services and wishing to supply their patients with medication
shall be required to operate from registered premises under a

superintendent pharmacist or pharmaceutical technologist.
17.0 Wholesale Premises

17.1 The minimum requirements and standards of wholesale premises
are prescribed in the GDP guidelines. (Guidelines on Good
Distribution Practices for Medical Products and Health
Technologies in Kenya (HPT/ISE/EFS/GUD/019)

17.2 Notwithstanding the requirement for registration of premises, a
person intending to carry out the business as a wholesale dealer
in pharmaceuticals is further required to apply for and obtain a
valid Wholesale Dealer’s License. Premises registered for

wholesale shall be used solely for that purpose.

17.3 A pharmaceutical technologist is not eligible for a Wholesale

Dealers’ License.

17.4 The Wholesale Dealers License automatically expires on the 31st

day of December in the year it is issued.
18.0 Certificate of Parallel Importation

18.1 A person lawfully carrying on business as a
wholesale dealer may, in addition, apply for a

certificate of parallel importation.

18.2 The application will be accompanied with
documentation specified in Rule 6 of the
Pharmacy and Poisons (Parallel Importation)

Rules



19.0 Scientific Offices

19.1

19.2

19.3

19.4

Scientific offices that intend to store or handle Part I poisons shall
be required to be registered as premises for the business of a

pharmacist.

In making the application, the applicant will be required to specify
the licensed wholesale dealer who will be in charge of the

importation and distribution of products in Kenya.

All pharmaceutical representatives working under the scientific
office must meet the minimum requirements and be licensed

annually.

For purposes of samples, the premises shall be equipped and
designed to allow handling of the samples stored and handled

from the premises.

20.0 Medical Devices Establishments

20.1

20.2

Premises established for purposes of manufacture, wholesale
dealing, importation or exportation of medical devices shall be

registered and licensed annually.

The requirements for licensing are contained in the Guidelines for

Registration of Medical Devices Establishments in Kenya.

21.0 Warehouses

21.1

21.2

21.3

21.4

A warehouse must meet the standards for premises prescribed in
the GDP guidelines. (Guidelines on Good Distribution Practices
for Medical Products and Health Technologies in Kenya
(HPT/ISE/EFS/GUD/019)

Warehouses shall be designed and constructed to ensure good

storage conditions, sufficient lighting, and ventilation.

Warehouses shall have sufficient capacity to allow storage of

various categories of pharmaceutical products.

The floor shall be durable enough to withstand heavy traffic and
loads; the premises shall be provided with well-fitted shelves or

pallets.



22.0

21.5

21.6

The premises shall be equipped with temperature and humidity

control facilities/monitors and fire extinguishers.

A warehouse shall only be used for storage purposes and no retail

sales shall be allowed.

Manufacturing Facilities

22.1

22.2

22.3

22.4

22.5

22.6

22.7

Facilities used for the manufacture of medical products and
health technologies shall be required to obtain manufacturing

licenses.

The minimum requirements and standards of manufacturing
premises are prescribed in the Guidance notes for establishing
medical products and health technologies manufacturing
facilities in Kenya (HPT/ISE/GMP/MAN/006).

The company pharmacist in charge of a manufacturing facility
will apply for the license through the online licensing portal. The
issuance of the license will be subject to compliance with the
prescribed Good Manufacturing Practices and the evidence

should be attached to the application for evaluation.

The applicant is required to provide names of key personnel in
accordance with Qualification and Experience Requirements and
Responsibilities for Key Personnel of Licensed Manufacturers of
Medical Products and Health Technologies Kenya, document
number HPT/ISE/GMP/MAN/009

The applicant is also required to submit the list of approved

products to be manufactured at the site.

The manufacturing license issued by the board shall be for
specific dosage forms and products and the list of authorized

products shall be annexed

A manufacturer may at any time during the license period apply
for a variation of license and provide justification/evidence of the

same.



23.0 Application for New Premises

23.1 Any person(s) who wants to apply for registration of premises
shall do so through the “New Facility” tab in the online licensing

portal.

23.2 The applicant shall declare and provide all the relevant and

requested information and documents.

23.3 The supporting documents that are applicable include copies of

the following:

23.4 The Certificate of Incorporation or the Business Name
Registration (BN3)

23.5 The current CR12 or a search showing the directors or

shareholders of the company

23.6 The personal PIN of the superintendent pharmacist or

pharmaceutical technologist making the application
23.7 The National Identity Card of the applicant
23.8 The PIN of the company

23.9 Current license from Kenya Medical Practitioners and Dentists

Council (KMPDC) for hospital pharmacies

23.10Current Certificate of Good Manufacturing Practices for

manufacturing premises
23.11 Any partnership agreement for the business

23.12 Any agreement between persons having financial interests in the
pharmacy business, which regulates their rights e.g., a

shareholders’ agreement

23.131f the owner is not a superintendent, a contract agreement with
the superintendent which among other things addresses the

terms of terminations

23.14A sketch plan setting out all those areas where medicinal
products are, or intended to be, sold, supplied, prepared,

dispensed, compounded, or stored at the licensed premises. The



sketch plan need not be detailed but should include the overall

measurements of the pharmacy premises and/or professional

service room. Specifically highlighted must be:

a) The location and overall floor area of the dispensary.

b) The bench area including sink, refrigerator, barcode scanner(s)
and work areas.

c) Direct public access (for pharmacy premises only)

d) The premise shall also meet all the other requirements as
prescribed by the board. (Guidelines on Good Distribution
Practices for Medical Products and Health Technologies in
Kenya (HPT/ISE/EFS/GUD/019)

23.15For manufacturing premises, refer to Guidance Notes for
Establishing Medical Products and Health Technologies
Manufacturing Facilities in Kenya, document number
HPT/ISE/GMP/MAN/006

23.16 Documents which are submitted to the Board must be complete
(not draft) copies, which are appropriately signed, witnessed and

where appropriate, stamped and/or registered.

23.17 The document to be submitted will vary depending on the nature
of the business and the ownership structure. The documents for:

23.17.1 Retail, Wholesale, Warehouse premises

a) Business registration certificate for a sole
proprietorship or partnership type of business

b) Certificate of incorporation for a limited liability
company type of business

c) Signed page of the articles and memorandum of
association, or the CR12 Form from the Registrar of
Companies

d) KRA PIN

23.17.2 Scientific office

a) Business registration certificate for a sole

proprietorship or partnership type of business



b) Certificate of incorporation for a limited liability
company type of business

c) Signed page of the articles and memorandum of
association, or the CR12 Form from the Registrar of
Companies

d) Affidavit and/or letter of appointment for the
superintendent pharmacist

e) KRA PIN

23.17.3 Manufacturing Facility

a) Business registration certificate for a sole
proprietorship or partnership type of business

b) Certificate of incorporation for a limited liability
company type of business

c) Signed page of the articles and memorandum of
association, or the CR12 Form from the Registrar of
Companies

d) Affidavit and/or letter of appointment for the
superintendent pharmacist

e) List and curriculum vitae of key personnel

f) List of manufactured products

g) GMP certificate from PPB

h) KRA PIN

23.18Failure to supply the information/documents or knowingly

furnishing false information/documents is an offence.

24.0 Evaluation Process for New Premises (Retail, Wholesale,

Warehouse, Scientific Office, and Hospital Pharmacy)

24.1

24.2

The processing timelines are specified in the Board’s Customer
Service Charter (PPB/REG/QMS/POL/003).

Applicants for new facilities shall apply for a license before they
start fitting the premises and stocking medical products. This
would enable adequate time to process the application before
commencing business and also avoid inconveniences in case of

situations where the application is declined totally.



24.3

24.4

24.5

24.6

24.7

24.8

24.9

The pre-registration application is reviewed and if it meets the

threshold then a pre-registration approval is made.

The pre-registration approval will trigger the applicant to proceed
to the next stage where further documents are attached, and the
prescribed fees paid. An application is only complete after the fees
have been paid. The recommended method for payment is by
Mobile money. A downloadable receipt is available upon
successful submission of payment. Only paid-up applications are

available for review.

The Board may from time to time review the payment methods to

facilitate ease of payment by applicants

After review of the application, if approved, the applicant will
receive a text message notifying of the approval and to liaise with
the nearest Board office for inspection of the premises. The head
of the Board’s regional office will also receive communication of

the approval for inspection.

The declarations on the application will be verified during the
inspection stage. Applicants are required to make accurate and

true declarations when applying for new premises.

After inspection, the inspection report, including photos of the
premises, is loaded online (rhris). The report is reviewed by a
second reviewer and if satisfactory then the final approval is
made, and the applicant is notified by text message and email.
The license issued is an electronic document which is
downloadable directly from the applicant’s portal. (Annex 2, 3, 4,
5 and 6)

Having considered all factors and matters relating to the

application the Board will either:

24.9.1 Issue a certificate of registration of premises under part II
of the Pharmacy and Poisons Act, Cap 244 Laws of Kenya:

or



24.9.2 Advise the applicant in writing, in case of an unsuccessful
application, and clearly state the reason the application

was unsuccessful.

24.10 Any notification by text message or email sent to an applicant on
the registered mobile number or email address shall be

considered sufficient communication.

24.11 At every stage of the application, applicants can view the
evaluation status in the portal as “PENDING” before review,
‘REJECTED” or “APPROVED”. When an application is declined,
the reason is usually stated, and the applicant is notified by text

message and email.

24.121n the case of an unsuccessful application, the applicant will be
given a further opportunity to respond to the requirements or
queries raised by the reviewer. Where the applicant is able to
revise the application and comply with the requirements, the

application shall be reviewed and if satisfactory a license issued

24.13 Unsuccessful applications that are not responded to within a
period of one month by the applicant shall be voided and the
applicant shall be required to reapply afresh

24.14The registration of premises is subject to compliance with the

provisions of the Pharmacy and Poisons Act and regulations.

24.15Nothing in these guidelines shall make it lawful to carry out the
business in premises which are not registered even when an
application is under processing, but the license has not yet been

issued.

24.16 Anyone not satisfied with the decision of the Board on licensing

has a right to appeal as per Cap 244
24.17 Please see Annex 9: New Premises Approval Flowchart
25.0 Renewal of Licenses

25.1 All licenses issued by the Board expire on the 31st day of

December of the year they are issued and are renewable annually.



25.2

25.3

25.4

25.5

25.6

It is in the interest of the licensee to take adequate measures to
ensure that they apply for license renewal on time to avoid
operating without valid licenses. The Board recommends that the
applicants make their requests for renewal of licenses thirty days

before the expiry.

Late applications for license renewals shall attract such penalties
as may be prescribed by the Board. Any application done thirty
calendar days after the expiry of the license shall be considered

late.

Application for renewal of licenses shall be made to the Board
through the online licensing portal
(www.practice.pharmacyboardkenya.org ) using the “Renewal”
tab.

Notwithstanding licenses having been issued the previous year,
the renewal application shall be evaluated every time and the
Board shall not be obliged to renew the licenses except for
applications which, as per the prevailing conditions at the time of

application, still meet the requirements.

The documents that may change at the end of every renewal year
should be attached by the applicant and are subjected to REVIEW

to ascertain their validity. These are:
25.6.1 Retail, Wholesale, Warehouse premises

a) Business registration certificate for a sole proprietorship
or partnership type of business

b) Certificate of incorporation for a limited liability
company type of business

c) Signed page of the articles and memorandum of
association, or the current CR12 Form from the
Registrar of Companies

d) Company PIN Certificate

25.6.2 Scientific office
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a) Business registration certificate for a sole proprietorship
or partnership type of business

b) Certificate of incorporation for a limited liability company
type of business

c) Signed page of the articles and memorandum of
association, or the current CR12 Form from the Registrar
of Companies

d) Affidavit and/or letter of appointment for the
superintendent pharmacist

e) Company PIN Certificate
25.6.3 Hospital premises

a) Business registration certificate for a sole proprietorship
partnership type of business

b) Certificate of incorporation for a limited liability company
type of business

c) Signed page of the articles and memorandum of
association, or the current CR12 Form from the Registrar
of Companies

d) Company PIN Certificate

e) KenyaMedicalPractitionersandDentistsCouncil(KMPDC)

Licence (for Hospitals)
25.6.4 Manufacturing Facility

a) Certificate of incorporation for a limited liability company
type of business

f) Signed page of the articles and memorandumof association,
or the current CR12 Form from the Registrar of Companies

b) Affidavit and/or letter of appointment for the
superintendent pharmacist

c) List and curriculum vitae of key personnel

d) List of manufactured
products

e) GMP certificate from PPB

f) Company PIN Certificate



25.7

25.8

25.9

The applications go through two levels of review and the applicant
is notified of the decision by text message and email. At every
stage of the application, the status can be “PENDING” before
review, “REJECTED” or “APPROVED”. When an application is
declined, the reason is usually stated, and the applicant is
notified by text message and email. A rejected application can be
resubmitted after the applicant has complied with the

requirements or responded to the queries raised by the reviewer.

a) Business name

b) Postal address and/or email address

c) Change of ownership - including the acquisition or disposal of
a financial interest in a pharmacy business, change in share
distribution, change of directors, partners/owners/ members

d) Superintendent/ responsible pharmacist/ pharmaceutical

technologist

Unsuccessful applications that are not responded to within one
month shall be voided and the applicant shall be required to
reapply afresh

Renewal of licenses is subject to compliance with the Continuing
Professional Development (CPD) guidelines. Only applicants who
have attained the minimum CPD points for the year will be eligible

for licensing.

25.10 Premises which, after re-assessment, are deemed to have become

unsuitable for carrying on the business will not have their
registration renewed and the previous one would automatically

become void.

25.11The approvals of renewed licenses shall occur within the timelines

prescribed in the service charter from the time of receipt of the

application.

25.12Please refer to Annex 10: Renewal and Variation Approval

Flowchart



26.0 Penalty for Renewal

26.1 Any application for renewal of licenses that is lodged later than
thirty days after expiry will attract a penalty for late application
and this shall be 10% of the standard application fees.

27.0 Notifiable Changes

27.1 The Board shall be notified in writing (complete with all details)
at least thirty days prior to changing any part of existing

registration details.

27.2 The changes may lead to variation of license or issuance of fresh

registration of premises.
27.3 Changes shall be classified as minor or major.

27.4 Minor changes are changes that may lead to variation of existing
registration details without requiring re-inspection of the

premises. These may include change of:

a) Business name

b) Postal address and/or email address

c) Change of ownership - including the acquisition or disposal of
a financial interest in a pharmacy business, change in share
distribution, change of directors, partners/owners/ members

d) Superintendent/ responsible pharmacist/ pharmaceutical

technologist

27.5 Major changes are those which significantly modify the conditions
under which the business is carried out and may require re-
inspection or fresh registration or licensing. These may include

change of:

a) Registered premises i.e., change in location, plot number,
building, floor in the same building etc.

b) Nature of business- wholesale/ retail.

c) Change from the business of a pharmacist to the business of

a pharmaceutical technologist and vice versa.



27.6

d) Altering (including expansion or reduction in size) and
renovating substantially without relocating the pharmacy
business and without changing the ownership or address.
Registration will not be affected but the changed or renovated
premises must be inspected and approved before trading can
commence.

e) Deceased licensed person in the context of section 10(3) and
26(1)(g) of the Pharmacy and Poisons Act.

f) Any other significant changes.

For notifiable changes in manufacturing premises refer to GMP

guidelines

28.0 Relocation, Change of Address or Name

28.1

28.2

28.3

28.4

28.5

A relocated pharmacy or a pharmacy that has changed in name
is classified as an existing pharmacy business which has simply
relocated from one address to another or changed in name

without changing ownership.

The premises of relocated pharmacies must be approved and

inspected by the Board prior to commencing business.

No retail trade of any sort, including the sale of non-
pharmaceutical items, can occur until confirmation is given by

the Board that the new premises are approved.

A relocation and change in name can only be done through the

variation module in the online platform.

Change of ownership and name of the premise will be considered

as a new premise and must seek approval from the Board.

29.0 Variation of Licenses

29.1

A duly registered or licensed premise can apply for variation of
the license during the license validity period using the “Variation”
tab on the portal in the online system. Applications for variation
shall be accompanied by supporting documents or variation
evidence and may be subject to variation fees depending on the

nature of the variation.



29.2

29.3

29.4

29.5

For variation of Manufacturing premises, refer to GMP guidelines.

The GMP department shall evaluate the proposed changes and
communicate to the licensing department on any approved

changes

The approvals of variations shall occur within the timelines
prescribed in the service charter (PPB/REG/QMS/POL/003) from

the time of receipt of the application.

Please refer to Annex 10: Renewal and Variation Approval

Flowchart

30.0 Access to Information by the Public

30.1

30.2

30.3

Any member of the public will have access to data on licensed
premises and persons. The license status can be verified through
the Board’s website (www.pharmacyboardkenya.org ) by

searching directly.

Each licensed premise will be assigned a unique number (Annex
1: Specimen Health Safety Code) that should be conspicuously
displayed and any interested party can verify the real-time status

by sending the code to the SMS number provided.

The database for all licensed premises is available at request

subject to the Board’s processes.

31.0 Application Fees Structure

31.1

The following fee structure is applicable at the time of approval of

these guidelines but may change if and when the need arises:

31.1.1 Retail pharmacy and hospital pharmacies (applies to both
premises for a pharmacist and premises for a

pharmaceutical technologist)

a) Annual practice license- Kshs.5,000

b) Premises registration fee-Kshs.10,000

c) Online pharmacy license- Kshs.15,000
31.1.2 Wholesale Pharmacy premises

a) Annual practice license -Kshs.5,000
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32.0

b) Premises registration fee-Kshs.10,000
c) Wholesale dealer’s license -Kshs.30,000

31.1.3 Manufacturing premises

a) Annual practice license -Kshs.5,000

b) Premises registration fee - Kshs.10,000
c) Wholesale dealer’s license -Kshs.30,000
d) Manufacturing License- Kshs.50,000

Exemption on fees:

31.2

31.3

31.4

Facilities in Special Economic Zones, Export Processing Zones
(EPZ) may be exempt from premises, Wholesale, and
manufacturing license fees. However, the applicant is expected to

be duly licensed having paid the annual practice license fees.

Other exemptions may be for government facilities. The
pharmacists and pharmaceutical technologists are however
expected to be licensed having paid the annual practice license

fees and complied with other licensing requirements.

And any other exemptions by the Kenyan law.

Inspections

32.1

32.2

32.3

32.4

The Board shall appoint inspectors under the Pharmacy and
Poisons Act, to carry out pre-registration and routine inspections

of all premises in Kenya.

It is an offence under section 48 of Cap 244 for a person to
prevent, hinder or obstruct an inspector, or other authorized

persons, in the carrying out of their duties.

Inspections for manufacturing premises shall be carried out as
per the Guidelines for GMP Inspections and related Standard

Operating Procedures.

A pharmacy, and any associated consultation services room,
must be inspected prior to the opening of any new business, and
immediately on completion of any substantial renovations to an

existing pharmacy or consultation services room.



32.5 It is the responsibility of the superintendent of the pharmacy
business to contact a Board Inspector to arrange a mutually
convenient time to inspect the premises. This should be done
immediately on receipt of advice of the approval of the application
for a new pharmacy, relocation, or renovation of a pharmacy, or
a new consultation services room. The inspection shall occur
within the timelines prescribed in the service charter from the

time of receipt of the application.

32.6 Pharmacy premises should be near completion and ready for

commencement of operation by the inspection date.

32.7 There is no fee associated with this inspection of the retail,
hospital, warehouse, scientific offices, manufacturing, and

wholesale premises.

32.8 Routine inspections of licensed establishments will be carried out
with the primary objective of assisting superintendents to
understand, and comply with, the provisions of the law,

regulations, guidelines, and directives of the Board.
33.0 Contraventions and Offenses

33.1 The proprietors of the premises are responsible for ensuring the
operation does not contravene the laws and regulations, and that
an offence is not committed. Where a contravention or offence is
detected, all proprietors and the superintendent shall be held

responsible.

33.2 A contravention of the law or regulation may form grounds for a
complaint of unsatisfactory professional conduct, and in the case
of a statutory offence, the proprietor(s) and the superintendent

may be prosecuted in court.



34.0 Closure of Business

34.1

For pharmacy premises, the Board shall be notified: -

a) When a licensed establishment is to cease operations and close

b) Where a pharmacy is closed for any reason for a period longer
than three months

34.2

34.3

34.4

34.5

34.6

34.7

The closure of a pharmacy and ceasing to have a financial interest
in the pharmacy business should be notified in writing to the

Board, within 14 days of closure.
Closure may be permanent or temporary.

Where closure is temporary, and for a period of less than three
months, the Board is to be notified in writing. The pharmacy
registration will continue for the period of closure and, unless
changes to the registration or the approved premises occurred in
that time, registration will be automatically restored upon
notification of reopening. In the event of closure for renovations,

an inspection and new approval will be required.

Where temporary, and for a period of more than three months the
Board will require complete re-registration of the business and a

new inspection and approval of the premises.
Where the closure is for a Manufacturing business: -

The Board must be notified when a licensed establishment is to

close permanently or temporarily as follows:

a) Where the closure is permanent, a manufacturer must notify
the Board three months before the closure

b) Permanent closure will lead to revocation of an issued license

c) For any temporary closure that exceeds six months,
notification shall be done one month prior

d) Temporary closure will lead to suspension of an issued license

No manufacturer is permitted to commence operations following

closure that exceeds six months or notification for permanent



closure without clearance from the Department of Inspectorate

and Enforcement to ascertain GMP compliance.

35.0 Suspension or Revocation of License

35.1

35.2

35.3

The Board has the power to suspend or revoke the license of a

pharmacy premises if:

35.1.1 Itis closed or no longer being used to conduct a pharmacy
business.

35.1.2 The conditions under which the business was licensed are

no longer being met.

The Board shall suspend or revoke the Manufacturing licenses of
manufacturers who fail to meet GMP requirements or when their
GMP license is suspended or revoked as per Guidance on
suspension or revocation of GMP certification
(HPT/ISE/GMP/MAN/009)

Suspension or revocation of licenses or permits for medical device
premises will be handled in accordance with the Guidelines for

Registration of Medical Devices Establishments.

36.0 Requirements for Closure of Premises

36.1

36.2

36.3

36.4

Stock management — Finished and raw materials
Pharmacovigilance
PMS

Liability

37.0 Lifting of Suspension and Revocation

37.1

A person or a business whose license is revoked has the right to

appeal as provided under Cap 244.

37.2 A person or a business whose license is suspended can have the

suspension lifted when they comply with the requirements of the
Board.



37.3 The Board shall lift the suspension of the manufacturing license
as per Guidance on suspension or revocation of GMP certification
(HPT/ISE/GMP/MAN/009)
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39.0 Revision History

Revision
No:

Date

Sections
Revised

Description of change

01

18-11-2022

2.11

Terminologies:
e health products to replace “medical
products”
e “key personnel” to replace “qualified
person”
e “consultation services room” to replace
“professional services room”

Location and design — referred to GMP and GDP
guidelines
Amended 3.8

Practice licenses: allows for locum licenses and
licenses not attached to specific premises

Equipment and storage facilities — emphasis
on addressing safety and well-being of
personnel; adequacy of storage space

11

Premises registration numbers, license
numbers and codes — makes display of premise
licenses and codes mandatory for the sake of
the public

12

Amended in line with cap 244 to read “display
of licenses and certificate of registration of a
premise

13.
13.3
13.4

Rewording:

3.3. A wholesale business shall not retail in the
same premise

13.4. A hospital pharmacy shall not do
wholesale business.

17

Scientific offices: reworded to remove “for
promotion activities”

21.14

Added (d) “The premise shall also meet all the
other requirements as prescribed by the board.
(Guidelines on Good Distribution Practices for
Medical Products and Health Technologies in
Kenya (HPT/ISE/EFS/GUD/019)”

21.

Application for new premises: Added several

paragraphs detailing the specific documents to

be submitted for the following categories of

establishments:

e 21.17.1. Retail, Wholesale, Warehouse
premises

* 21.17.2. Scientific office

* 21.17.3. Manufacturing Facility




22. Expanded scope and reworded to read”
Evaluation process for new premises (retail,
wholesale, warehouse, scientific office, and
hospital pharmacy)”

* 22.1 Harmonization of processing timelines
with the PPB Customer Service Charter

* 22.5 Added “The Board may from time to
time review the payment methods to
facilitate ease of payment by applicants”

* Added 22.16. “Anyone not satisfied with the
decision of the Board on licensing has a
right to appeal as per Cap 244" to
harmonize with the Act

* Added 22.17. “Please see Annex 9: New
Premises Approval Flowchart”

23. Added under 23.2 “The Board recommends that
the applicants make their requests for renewal
of licenses thirty days before the expiry.”

* Amended 23.3 “Late applications for license
renewals shall attract such penalties as
may be prescribed by the Board. Any
application done thirty calendar days after
the expiry of the license shall be considered
as late.”

24 24.1. Any application for renewal of licenses
that is lodged later than thirty days after expiry
will attract a penalty for late application and
this shall be 10% of the standard application
fees.

25. Added 25.6. “For notifiable changes of
manufacturing premises refer to GMP
guidelines”

26. * 26.4. A relocation and change in name can
only be done through the variation module
in the online platform.

* 26.5. Change of ownership and name of the
premise will be considered as a new premise
and must seek approval from the Board

27. Reworded and added:

e 27.2. For variation of Manufacturing
premises, refer to GMP guidelines

« 27.3. The approvals of variations shall occur
within the timelines prescribed in the
service charter (PPB/REG/QMS/POL/003)
from the time of receipt of the application

* Added Annex 10: Renewal and Variation
Approval Flowchart

28. + 28. Access of information to the public.

Reworded

« 28.2. Each licensed premise will be
assigned a unique number (Annex 1:
Specimen Health Safety Code) that should
be conspicuously displayed and any




interested party can verify the real-time
status by sending the code to the SMS
number provided.

* 28.3. The database for all licensed premises
is available at request subject to the Board’s
processes.

29.

 Exemption on fees: Added 29.4. “And any
other exemptions by the Kenyan law.”

30.

* Inspections. Amended 30.1. “The
Board shall appoint inspectors under the
Pharmacy and Poisons Act, to carry out pre-
registration and routine inspections of all
premises in Kenya.”

* 30.5 Harmonization of inspection timelines
with the PPB Customer Service Charter

32.

* Removed the part previously titled “validity
of licenses”

32. Closure of business. Reworded and
made clearer provisions for pharmacy
premises and manufacturing facilities

* 32.5. Where temporary, and for a period of
more than three months the Board will
require complete re-registration of the
business and a new inspection and
approval of the premises.

e 32.6 Where the closure is for a

Manufacturing business:

a. Where the closure is permanent,
a manufacturer must notify the
Board three months before the
closure

b. Permanent closure will lead to
revocation of an issued license

c. For any temporary closure that
exceeds six months, notification
shall be done one month prior

d. Temporary closure will lead to
suspension of an issued license

34

Added 34. “Requirements for closure of
premises”

34.1. Stock management — Finished and raw
materials

34.2. Pharmacovigilance

34.3. PMS

34.4. Liability

35

Added 35. “Lifting of suspension and

revocation”

*+ 35.1. A person or a business whose license
is revoked has the right to appeal as
provided under Cap 244.

* 35.2. A person or a business whose license
is suspended can have the suspension lifted
when they comply with the requirements of
the Board.




* 35.3. The Board shall lift the suspension of
the manufacturing license as per Guidance
on suspension or revocation of GMP
certification (HPT/ISE/GMP/MAN/009)

02

27-03-2023

Updated document number to the new format
PRA/LPP/GPP/GUD/060

Glossary

Added the definition of “parallel importation”

18

Added Certificate of Parallel Importation

Annexes

Updated the license processing flowchart with
timelines as per the Service Charter

Updated specimen licenses

Updated the format for “License to Manufacture
Drugs for Sale”

03

27/11/2023

Section25

Inserted a section numbered as 25.6 specifying
documents that should be attached for renewal
of licenses.

04

14/10/2024

Section 25

Changed the statement "CR12 form from the
Registrar of Companies (not more than 3
months)" to "current CR12 Form from the
Registrar of Companies

Section 29.3

Added "The GMP department shall evaluate the
proposed changes and communicate to the
licensing department on any approved changes"
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41.0 Annexes

a. Annex 1: Specimen Health Safety Code




b. Annex 2: Specimen Certificate for Registration of Premises
(Form 33)

FORM33

n...\|,, .
A Ep

MINISTRY OF HEALTH

THE PHARMACY AND POISONS ACT
{Cap.244, Sub. Leg.)
(The Pharmacy and Pofsans Rules)

CERTIFICATE FOR REGISTRATION OF PREMISES

Messrs JOHN DOE CORPORATION LTDl

of P 0 BOX 999999 NAIROBI

PlotNo Plot No. 999!999 is registered to carry on

busmess ofa pharmacm as prowded for by section 23

Registered No. of premises PPB/999
4th January, 2023 B U202399999
Dale chence No

Note: (i) This R egistraton expires on 31stDecember, 2023
{ii) No change of premises is permitted withoutauthority of the board.
{iii) This registraton shall becorne void upon expiraton of30 days from any change of

ownership of the business.

I._l “',ﬁm"‘ e 5::_! |

- T ‘ 1}“‘ -'

i‘:'r "r,i-fi’#‘
R

Fee: KShs. 10,000 Page 2 of 4 SR. No: SR No. 00000/23




c. Annex 3: Specimen Wholesale Dealer’s License (Form 7)

FORM 7

MINISTRY OF HEALTH

THE PHARMACY AND POISONS ACT
(Cap.244, Sub. Leg.)
(The Pharmacy and Pofsons Rules)

WHOLESALE DEALER’S LICENCE

Messrs JOHN DOE CORPORATION LTD of P.0. BOX 999999, NAIROBI

carrying on business at Plot No. 9991999, JONH DOE COMPLEX, NAIROBI

are hereby authorized 1o sell poisons by way of wholesale dealing.

4th January, 2023 BU202399999
Date Licence No
Note: (i) This licence expires on_31stDecember, 2023

Fee: KShs. 30,000 Page 3 of 4 SR. No: SR No. 00000/23




Annex 4: Specimen Certificate for Registration of Premises for
a Pharmaceutical Technologist’s Practice (Form 31)
FORM31
MINISTRY OF HEALTH
THE PHARMACY AND POISONS ACT
{Cap.244, Sub. Leg.)
{The Pharmacy and Pofsons Rufes)
PREMISES REGISTRATION CERTIFICATE FOR PHARMACEUTICAL
TECHNOLOGISTS PRACTICE
Name ofPremises JOHN DOE CHEMIST - NAIROBI
Registraton No of Premises PPB/R/999
Locaton of Premises P.0 BO X 999999 NAIROBI
Town Nairobi
Steet Doe Street
PlotNo. Plot No. 999/999
Name ofpharmaceutcal JOHN DOE
technologist
ID No 999999 Enrolment 999999

No

Has met the necessary conditons for the business of a pharmaceutcal technologist to be
carried terein

31st January, 2023 BU 2023999999

Date Licence No

Note: {i) This Registation expires on 31st December, 2023
{ii) No change of premises is permitted without authority of the board.

{ii) This registaton shall becorne void upon expiration of 30 days from any change of

ownership of the business.

Fee: KShs. 10,000 Page 2 of 2 SR. No: SR No. 008180:23




e. Annex 5: Specimen Manufacturing License

FORM 22
MINISTRY OF HEALTH
THE PHARMACY AND POISONS ACT
(Cap.244, Sub. Leg.)
(The Pharmacy and Pofsons Rules)
LICENCE TO MANUFACTURE DRUGS FOR SALE
JOHN DOE CORPORATION LTD of P. O . BOX 999999 - 11111 NAIROBI, KENYA.

and having prerrises situated at JOHN DOE COMPLEX, LENANA STREET, NAIROBI.
is hereby licensed to manufaciure for sale te following drug(s)medicine(s) AS PER ATTACHED LIST
under the direct personal supervision of DR. JOHN DOE
at Plot No. 999999 LENANA STREET

2nd December, 2022 PPB/998 BU20239995

Registation No Lxcence No
Date

Note: (i) This licence expires on 31st December, 2023

(i) Any change of the person under whose direct personal supervision the manufacure is carried on, or other key

personnel , whether ternporary or permanent mustbe notfied to the Registar immediately.

Fee: KShs. 50,000 Page 4of 6 SR. No: SR No. 9999/23

Note: (iii) This license is valid subject to compli with Good Manufacturing Practices. FORM 22

(iv) This license applies only to the attached list of products approved for manufacture.
(v) Any variation or change to be made to the license shall inmediately be notified to the Registrar.

(vi) Any deviation from the above conditions will lead to suspension or revocation of this license.

Fee: KShs. 50,000 Page 50f 6 SR. No: SR No. 9997/23



RegitmionNo  Trade Nams stngth Dorage INN o1 API

1 Hoa02 PARADOL S0onG TABLET PARACETANOL
2 HI6M33 FENPRO 20016 COATED TABLET 18UPROFEN

3 HOTAT DANGYL 20016 TABLET METRONIDAZOLE

‘ HIEMESS. NEUTRICID 12006 / 250NG CHEWABLE TABLET ALUMINIUN HYDROXIDE AND 145 NESIUN TRISILICATE
B HIEE DINLACIN 2516 CAPSULE INDO METHACIN

6 HaTia1 CPHEN 25016 CAPSULE CHLORAMP HENICOL

7 HIEE FENPRO 10one ORALSUSPENSIDON 18UPROFEN

H HOTAT 4 NEUTRICID 120G / 250NG ORALSUSPENSON ALUMINIUN HYDROXIDE AND 145 NESIUN TRISILICATE
3 HoES0 DINLAMIN ne SYRUP CHLORP HENANINE WALEATE

10 [EE SULPHUR 10% OINTMENT SULPHUR

11 HIES SULTRIN 210n6 ORALSUSPENSON TRINETHO PRIN AND SULPHAMET HOXAZOLE

12 HIBIL ORMIZOLE SUSPENSION 100ne ORALSUSPENSON MEBENDAZOLE

5] HoT/sT DANGYL 20016 ORALSUSPENSON METRONIDAZDLE

" HOTDL CPHEN 125N6 ORALSUSPENSON CHLORAMP HENICOL

15 HOETL PARADOL 12006 ORALSUSPENSON PARACETAMOL

1 HIT/Z1 ASTHADIN 2ne SYRUP SALBUTANO L SULPHATE

1 HoTmS cofzIT 2NG 1SING SHG AND 1.1MG RESPECTVELY  SYRUP CHLORP HENAMINE WALEATE AMMON UM CHLO RIDE, SO DIUM CITRATE AND MENTHO L
1 H2m7AT0 CANDICLO 1% CREAN CLOTRINAZO LE CREAN

19 HIE1 WH TFIELD 6% 135 OINTMENT BENZD IS ACID AND SALEYLE ACID

a HOT/169 TETRALINE 3% OINTHENT TETRACYCLINE SKIN O INTMENT

2 HIET pLAZO SoonG TagLET AZITHRO MYCIN

2 HoBi2sT BENZYLBENZOATE 25% CUTANEO US SUSPENSION  BENZYLBENZOATE

2 H2MI2014XSTE  TINDAZSTNG S0ONG, TA8LET TINIDAZO LE B

2 H2M92014W%2  NEOCIP-S00 S00NG TABLET CIPROFLOXACIN HYDROCHLO RIDE 8P

E3 H2M920141/567  OKAG ESICHO0 wone TABLET 1BUPROFEN 8P

* HoE32Z SULTRIN SONG /400MG TABLET TRIMETHO PRIN AND SULP HAMETHOXAZOLE

z HIEHS TETRALINE 25016 CAPSULE TETRACYCLINE

(o) SR.No: SR No..9388/23

Page of 6



f. Annex 6: Specimen Annual Practice License for a Pharmacist

MINISTRY OF HEALTH
THE PHARMACY AND POISONS ACT

{Cap.244, Sub. Leg.)
(The Pharmacy and Poisons Rules)

ANNUAL PRACTICE LICENCE AS A PHARMACIST

Practitioner Details Licence No: P2023099399

Narre DR.JOHN DOE

ID Nurnber 999999

Registraton Number 999999

Renewal Date 4th January, 2023

Superintendent YES

Prerise JOHN DOE CORPORATION LTD

Prerrise Address Postal Address: P.O. BOX, 999999, NAIROBI
PlotNo 999/999
Nairobi

The above named person is hereby licensed to practse as a Pharmacistin accordance with the
Pharmacy and Poisons Act.

Note:
1. This Licence is valid upto 31st December, 2023, subject to corrpliance with te provisions
of the Act
2. For superintendents, no change of prerises is permitted without authority of the Pharmacy
and Poisons Board

Fee: KShs. 5,000 Page 1of 4 SR. No: 000485/23




g. Annex 7: Specimen Annual Practice License for a
Pharmaceutical Technologist

LA M
AR 5y

MINISTRY OF HEALTH

THE PHARMACY AND POISONS ACT
{Cap.244, Sub. Leg.)
(The Pharmacy and Pofsans Rules)

ANNUAL PRACTICE LICENCE AS A PHARMACEUTICAL

TECHNOLOGIST
Practitioner Details Licence No: PT2023D99999
Nare JOHN DOE
ID Nurnber 999999
E nrollment Nurnber 999999
Renewal D ate 315t January, 2023
Superintendent YES
Premise JOHN DOE CHEMIST - NAIROEI
Prerrise Address Postal Address: P.O BOX 999999 N AIROBI
PlotNo: 893/999
Nairohi

The above named person is hereby licensed to practse as a Pharmaceutcal Technologistin
accordance wit the Pharmacy and Poisons Act

Note:
1. This Licence is valid upto 31st December, 2023, subject to corrpliance with the provisions
of the Act
2. For superintendents, no change of premises is permitted witoutauthority of the Pharmacy
and Poisons B oard

Fee: KShs. 5,000 Page 1 of 2 SR. No: 00817923




h. Annex 8: Screenshot of home page of online licensing portal
O @ harmacyboardkenya.org -+

View my profile

JumpToSection

7

Variation

—_—
B —
—_—
\ I J

Self Reporting

CPD Points

Year CPD Points Activities



i. Annex 9: New Premises Approval Flowchart

No New Premises Application Process Timelines

1 < 1 Day
Within 7 days of
receiving application
2

3 |

Within 15 days of
receiving application

4 |

-
==

0 Days

14 Days from first
reviewer approval

5

Within 15 days of

receiving of inspection
6
Downloadable
immediately after
second reviewer
approval

7

Responsibility

Applicant/The Board

The Board

Applicant/The Board

The Board

The Board

The Board

The Board

NB: The total processing time for new establishments is estimated to be 52 days. The timelines are exclusive of the time

taken by the applicant in responding to queries.

j. Annex 10: Renewal and Variation Flowchart



No

Process

Timelines

Responsibility

Renewal of Licenses

1 Day

The Applicant

Within 15 days of
receiving of
application

The Board

Within 15 days of
first reviewer
approval

The Board

Downloadable
immediately after
second reviewer
approval

The Board

Post-licensure v

ariation

1 Day

The Applicant

Within 15 days of
variation
application

The Board

Within 14 days of
first reviewer
approval

The Board

Within 15 days of
receiving of
inspection report

The Board

Downloadable
immediately after
second reviewer
approval

The Board

NB: Total processing time is estimated as 31 days for renewal, and 45 days
for variations requiring inspection. The timelines are exclusive of the time
taken by the applicant in responding to queries.




k. Annex 11: Specimen Parallel Import Certificate

MINISTRY OF HEALTH

THE PHARMACY AND POISONS ACT
(Cap.244, Sub. Leg.)
(The Pharmacy and Poisons Rules)

PARALLEL IMPORT CERTIFICATE

Messrs JOHN DOE LIMITED of P.O. BOX 999999 - 1111 NAIROBI
carrying on business at LR 209/18771 WESTLANDS , 63 WESTLANDS ROAD , NAIROBI

are hereby authorized to to parallel import medicinal substances.

1st December, 2022 BU202300157
Date Licence No
Note: (i) This licence expires on 31st December, 2023

Fee: KShs. 30,000 Page 1 0of 1 SR. No: 024019/22






http://www.pharmacyboardkenya.org.ke/
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