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1 Introduction

The ZAMRA self-service portal is an app, consisting of self-service and self-help functions that enable
and empower our traders to request services, track applications, find information, register, and
resolve issues. The service portal helps users address common needs efficiently and without outside
help and thus complementing human service agents.

The Self-Service Portal incorporates a self-service portal where customers (traders) can submit a
request for applications on various modules about the set workflow eliminating the physical
submission of applications.

The portal acts as the link between the customers and the organization by handling all customer

operations like:

- Application initialization and tracking of applications through the process flow
- Uploading and submission of requested dossiers and documents
- Responses to the request for additional information to queries

- Generation and printing of issued invoices, receipts, certificates, licenses, etc.
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2 Getting Started

Public Access
Information

Access The ZAMRA
Self Service Portal
&

Approved Clinical
Trials & Trial Registry

Sign In (Trader No,
Email Address and
Password)

Access Online Services

Access ZAMPA Self
Service (Apply &
Track)

Account Creation
(Submission of Trader
No and account details)

T

Sign-Up(Creare
Account)

.

L 4

Market Authorization

Broduct Registration for Medicines and
Allied Prod...

& Licensing Registration

Premises Licensing - Registration of
Operating Out...

€D

MA Business Pocesses
New Market Authoisation
Application

Renewal MA

Applications for registration
New Application for operting
outlets(Dispensing Certificate,
Pharmaceutical License
WheleSale, Health Shop,
Hospital and Retail Pharmacy.
Agro-Veterinary Shop )
Renewal Business Permits
Anzual Returns
‘Ammendment Request
Withdrawal Reguest

GMP & Pharmaceutical Licenses
Foreign and Local Manufacturing
Facility

New Application
GMP & Pharmaceutical License Renewal GMP (l.ns D']J)
li for GMP and d R 1
Marufactur: Withdrawal Process
@E Tmport & Export Process for

Impart & Export Permit Application

Impartation and Expartstion of Medicines
and Alke...

Clinical Trial

Application to undertake Medicines
Clinical Trials...

Cantrolled Drugs License & Permt
Applications

Imgartation Cantrolled Drugs subssances

in Zornbia

Promationsl & Advertisements

Application to undertake Promotional and
Acdvertize

Registered and Non-Registered
Medicines and Allied Products

Clinical Trial Applications
New Clinical Trial Application
Ammendment of Clinical Trial
Submission of the Progress
Reports

Clinical trial Registry

GCP

Tmport & Export Process for the habit

forming drugs (Controlled Drugs
Substances)
Application of Licenses

Application of Import/Export Permit

Promotional & Advertisment

Application for Permits for
Promotional and advertisement of
medicinal products

Disposal Application Process
Application for permit of disposal

The self-service portal provides access to information to the public and allows access to services

offered by ZAMRA.
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3 Public Access Information

This provides access to registers for various applications as outlined below with extensive search (filter
provision)

This includes:

- Register for the approved Marketing Authorization in the country

@ ZAMRA Regulatory Information Management System

RIMS Customer Self Service Portal

Ta protect and enhance public and animasl health thraugh the regulation of medicines and allisd substances.

Registered Medicines

Registration/Certificate No Brand Name/Device Name

Product Category Classification
Generie/Commen Name Dosage/Product Form Marketing Authorization Holder Marketing Authorization Country
Manufacturer Manufacturing Courtry Loesl Teehnieal Aeprasantative

Q) Search Products [ Exporr Details

@

RIMS Customer Self Service Portal
To pratest and enhance public and animal health threugh the regulation of medisines and allied substances.

Registered Premises

Premises Registration/Certificate No Premises Name

Premises Type Business Type

Registrant Holder

e e T
2]

- Register for the Approved and Compliant GMP Facilities and Pharmaceutical Licenses
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ZAMRA Regulatory Information Management System

RIMS Customer Self Service Portal
To protect and enhance public and animal health through the regulation of medicines and allied substances.

B Sysem User Manual Complaine Submission

Oriline Services Registered Products @ Produc Hecalls & Alerts A registered Premises [ GMP Compiant Facilities B Cwnical Triats

GMP Complaint Facilities

ing Facility Registration/Certificate No. Manufacturing Facility Name Registrant/Manufacturer Name Halder Manufacturing Facility Location

8o | i e

- Register for submission of the Clinical Trial information

ZAMRA Regulatory Information Management System

RIMS Customer Self Service Portal
To protect and enhance public and animal health through the regulation of medicines and allled substances.

Regimered Produes @ Ricalls & Alerts gistered Premises [ GMP Compliant Facilcies nical Trisks @ System User Marwal [ Complaint Submission

Clinical Trial Register

Clincial Trial No Principal Investigator Country Study Title

Official Scientific Title

Advanced Search

Q, Search Clinical Trial Details.
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4 Online Services

This system provides several services to the authorized traders who have an account with the organization.

These Services includes:

e Market Authorization

e Premise & Licensing Registration

¢ GMP & Pharmaceutical License

e Import & Export Permit Application
e (Clinical Trial

e HFD License & Permit Applications
e Promotional & Advertisements

e Disposal Applications

e Automated Payment Remittance

To access this, the user has to have a valid account that can be registered by following the guidelines in the

creation of the trader account section illustrated in the previous section.

4.1 Creating a Trader Account

To create a trader account, the user first navigates to the online services page as illustrated below. A list of tabs

describing the online services offered by the system is displayed on this page.

RIMS Customer Self Service Portal
To protect and enhance pullic and animal heslth thraugh the and altied

Please Sign In
Trader No
[ Trader N

Sy Lost Password & Sign-Up(Create Account)

The user is required to click Sign up(create trader account) button located below the sign in button.

Once the button has been clicked, the window illustrated below is displayed. The user then enters all the

required data into the fields provided.
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RIMS Customer Self Service Portal
To pratect and enhance public and animal health through the regulation of medicines and allied substances.

Account Guidelines

» A thy andnrmation must be fiekd for sccount

Regittration snd mauance of Trades Huribes.

Rccount Type Email Address Trader Name
r I
- | 3 |
Country Reglon/City
- I
DistrictiOptional) Postal Address Telephane No
|
Mobile No Contact Person Contact Person Email

Contact Person Telephone

4.2 Forgot Password

RIMS Customer Self Service Portal
To protect and enhance public and animal health through the regulation of medicines and allied substances.

Services available on the self service Portal.

Forgot Password

B Trader Account No

Email Address

& Backto ogin
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4.3 Online service Login

The login section provides room for authentication to access the services offered by ZAMRA, and this

is based on the information submitted during the Account Creation process which includes:

e Trader No: Unique Identification of a trader account
e Email Address: for purposes of communication and notification to the trader
e Password

ZAMRA Regulatory Information Management System

RIMS Customer Self Service Portal
To protect and enhamce public and animal health through the regulation of medicines and allied substances.

@ ProduccRecalls & Mlers B Regsmered Premises e alces B Chrical Trioks & System User Marwal ) Complains Submission

Please 5ign In
. ) .
./ <—" Trader No
Miskit Authesiestion Briawite B Liceniing Regististion Impant & Expart Parmit Apphcation Chrical Bl P R
Product Regraration fo¢ Mescnat sad Prawies Uicensiog - Ruetistion of ATpaiion snd Eipanution of Macines Email Address
e Pred., Operating Out e Al ?
@oew Services Guidelines Oier Services Guiddines @iew Services Guidelines Biew Senvices Guidehnes @View Services Gudelnes "
Pazsward
Comtretied Dnsgs Lizense & Permit Penmakional & Adverisements
p . = -
Lost Password Sugn-Up(Create Accoust
Application s undertake Prometssmal and % & Sugn-Upl! ]
Aduertise.
Zambi
i Servces Gurdelings

Ooew Services Quidelines

Website Maintained by

On Successful Login: The system directs you to the Online Service Dashboard.
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5 Online Services Dashboard

This is the main page/window displayed once the user has successfully logged into the system. It displays all
the system modules on a navigation panel located on the left side of the window/page.

The window also provides the user with statistics on the:

* Number of Pending submissions invoiced pending payments, requests for additional information, approved
and rejected applications.

* Pending retention invoices, record of the applications will be displayed on the dashboard.

On the right-hand side of the dashboard is a list of all the latest notifications. All types of applications that have

been approved will be listed here with the most recent located at the topmost of the notification list.

Dashboard  @iiome
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5.1 Account Profile Information

The user can also access the account information/configuration by clicking the user’s name displayed at the top
right of the window. Once clicked, a dropdown menu is displayed. It contains the change password button, the

profile button, and the logout button as illustrated below.

Dashboard  @klioone

5.2 Profile

Trader Profile Dashboard [ Profile

Account Type Trader Name Email Address

Country Region/City District{Optional)
Pastal Addrass Telephane Na Mabile Na
PO Box 356 Arushy 12 T8

TPIN No

Physical Address

Contact Person Contact Person Email Contact Person Telephone

5.3 Change Password

The change password section is used to change the user’s current password to a new one. To do this, the user
clicks the user’s name displayed on the top right of the screen which opens the dropdown menu containing the

“change password” button. Once clicked, the window illustrated below is displayed.
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Change Password X

Current Password

sord must:

The user then enters his/her current password, then the new password and confirms it. The password must
however have at least 8 characters, one special character, and one numeric value. After all, the requirements
have been met and all the password details entered, then the “change password” button becomes active and

the user can change the password by clicking it.

5.4 Account Users

This process provides the traders/ Applicants with an option for adding more users to the primary
account, this is to enable different persons under the same account to access the organization services
Le. The primary account registered under info@organ_name.com then the other accounts to the test1@
organ_name.com test2@organ_name.com, this is to allow scalability of services to the trader's
department and further for tracking purposes of the initialization of applications by different

personnel.
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6 Marketing Authorization Application Process

The Marketing Authorization business process provides for application for product registration of
medicines and Allied Products in Zambia.

The following categories or Medicines are handled under the module

Note: The Required Product Information are distinct from one Product Type to the other and this

guideline provides for the general overview of the required process which are uniform.

e Antiseptics, Disinfectants
and Medicated Soap

e Medical Devices(In Vitro
Diagnostic and Non-In
Vitro Diagnostic) for Class
AB,C D

e Cosmetics Products

e Condoms

Sn Product Type Product Categories
1 Medicines Products
e  Human Medicines
e Veterinary
e Biocidal Products
2 Allied Substances Acaricides are pesticides

used to kill ticks and mites.
Feed Addictive’s

Nutritional Supplements

ZAMRA OM

........

Wi Penling Request Application

| E
mm

Marketing Authorization Dashboard

Market Authorisation Application

Action | TRE-WIEI1/HA-MA/OE
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e dashboard provides for the following

- Analytics based on the submitted MA applications and based on a distinct status.

- Provision to initiate the following applications

1 New MA Application for the listed products types

2 Submission of renewal of Marketing Authorization

3. Submission of Amendment Requests for MA

4 Submission of withdrawal requests

- List of the already initiated MA applications grouped under the distinct MA process
This also provides various actions on the initiated product application, this includes

1. Edit and Preview- Provision to continue with already initiated product application for

submission under all the categories and processes

2. Preview: Preview already submitted MA application
3. Query Responses: Provision to Response to Request for Additional Information
4. Preview Invoice and Payments Details: Provision to preview and print proforma invoices

and payments confirmations (receipt)
5. Print Options: Print MA Certificate, letter of rejection, request for additional information,

etc.

6.1 Initialization of New MA Application

- Step 1: Provision to select the Product type and category and then start the application process

([
[
-3
3

Marketing Authorisation Application Process Home / Dashboard / Marketing Autherisation Application Selection

Salect Product Catagory/Type Application Select Product Classification Catarary

Maw Alliad Substancos Product Application
() on

Marketing Authorisation A

2 s oo [

- Step 2: Fill in MA Application details
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Step 1: Preview MA Holder’s/ Applicant Information

& 5126 - durchinds Pharma Limied+ indi

Product Registration MNew Drugs Product Applications =
Tracking No: Application Status: New
[ ]
Appheant informationMarket Product Apphcation Details Produet Information Dossier Documents Submission Product Modups Submizsion

Authonsation Molder

Trader Name Email Address Country
Region/City District{Optional) Postal Address
Tolephane Na Mobile No

Physical Address

arma Limited+ india

Product Registration Mew Drugs Product Applications 2
Tracking Na: Application Status: New
L]
Product Appacation Detads Product Informatian Dosswer Dotuments Submssion Product Modeups Submssion

Assessment Type Brand Name/Trade Name Classification

‘;mrllxl Sub- Category . Generic Name(Optional) ATC Code(Optional) .
I I PR -
:;vc Description{Optionall ’ slomum Strength .

Proposed Distribution Categary Other Distribution CategorylRemarks) Storage Canditions

E.Iudlgl Farma Raute Of Administration Prepased Shelf Life{Mantha)

| - :

Propesed Shelf Lite After Opening(Manthsl Praduct Crigin Stabillty Studies Data

Step 3: Product Other Information
This includes the following information: Product API and other Ingredients details, Product
Packaging Details, Finished Pharmaceutical Product Manufacturer(s), API Manufacturer and GMP

Inspection Details
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Tracking No: TRC-WEBZ1/VV-NA/0040 Application Status: New

L]
_ rr—— S T B
5010 predos ep [ Go o e s |

Product Information Details(Fill all the information on the Tabs)

¥ Product expand to fill in the product Ingredients)

 Finished Product Manulacturessfexpand 1a fill in the finished manufacturers)

Step 4: Dossier Submission: Provision to upload the required documents and format the documents in

CTD format which provides for upload of distinct section for processing

hinds Pharma Limsted + india

ZAMRA Omm i

Product Registration New Drugs Product Applications =

Tracking Mo: TRC-WEB2T/VV-NA/DOIS Application Status: New

L
Dossier Doouments Submission Product Medaups Sunmagen

«Previous Application Details Next Froduct Mockups(S)e

e =

4 Mote: Maximum File Size per upload t 250 MB. Multiple Documents can be Upioaded under the spedfied groupis)

Product Registration

Tracking No: TRE-WEBI1/VV-NA/OMD Application Status: Mew

L]
Preduct Modkugs Sutrmissan

P

o 5

Previous Dossier Documents Submission
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p 6: Generation of the Proforma Invoice and Submission of the Application for processing

Product Registration Mew Drugs Preduct Applications =

Tracking No: TRC-WEB21/VV-NA/DOMT Application Status: New
L]
Submission
Declaration
Track Option Process Selestion of the Fast Track and Mormal track opption

W Agree 1o the Declaration

Previous Step

Preview Products Details Application | Submit Product Application

enerate Proforma invoice and Procesd with Payment Upload of the Online Payment options

Generation of the Proforma Invoice

Invoice Generation 4

Submission: Submission of MA application for Processing

D you want to submit the application with tracking no TRC-WEBZ 1V

NAJODAS for processing?
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6.2 Request for Renewal of MA

Provision to request for renewal of a registered Product or product issued with MA.
The system provides for

Step 1: Selection of application that is due for renewal

ZAMRA UPorta |

Actions Brand name Common name Classification name Marketing Reference no Expiry date Registrant Local Agent

Authorisation No
(e RAVEYE. Cfogen 750 injection Cefuroxime Human Medicinal Prod...

0098/98 TEST TEST
w Encardil 20 tablets Enalapril Maleate Human Medicinal Prod... TEST TEST
w pyrantel pamoate susp... | Pyrantel Pamoate Human Medicinal Prod... | 106/005 2015-0: TEST TEST

Step 2: Preview the registered product information

& 9126 - Aurobindo Pharma Limied + Incha

Product Registration Renew Drugs Product Applications

Tracking Na: ZMR.WEB21/class code-NA/0OTT Application Status: New
[
Product Renewsl Detais Dossier Documents Submission Submission
Brand Name/Trade Name Classification Product Sub-Category
fog Human
Generic Name(Optional) ATC CodelOptional) ATC Description(Optional)
Product Strength Propased Distribution Categary
T50mg
Other Distribution Category{Remarks) Storage Conditlans Dasage Farms
|
Route Of Administration Proposed Shelf LifeMonths) Proposed Shelf Life After Opening(Months)
Product Origin Stability Studies Data

Product Physical Description{Deseription of Finished Product Specification)

ial

Contraindication
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p 4 : Provision to Upload the required documents (Dossier)

Tracking No: 0098/S6/RT

L]
Dossier Documents Submissian Subemission
p—— =

o Note: Maximum Fle Size por uplcad is 250 MB. Multiple Documients can be uploaded under the specfied groupis) t o B

Application Status: New

E— )

Step 5: Provision to Generate Proforma Invoice, payment process and submission of application for

processing.

- Step 1: Submission Stage

& 9126 - Aurobindo Pharma Limeed+ inda

Renew Drugs Product Applications

Tracking No: 009/98/1 Apalication Status: New
L]
Submission
Declaration

Track Option Process

Submission Comments(Optional)

st | Preview Products Deils Application
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Step 2: Generation of the Proforma Invoice and Submission of Proof of payments

authority for acti

Invoice Generation : 4

Innt Inveaice desenption Trawking no Date of mvoicng Eleminl costs Tertal irvemcas amnount Currency

# Geneate Inuiic £ Uplend Payrents DetatPayment fusnittanes Bk Sup) [l £ Proced with Paymesst (Onlre Bayment)

Step 3: Provision to submit application for Processing by the Authority

Do you wani to submit the application with tradking no ZMR-
WEB2 1 elass_code-NAJIDDY for procesing?
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6.3 Request for Amendment of Registered Product Application/MA

The process provides for submission of amendment request for the Marketing Authorization
(Registered Product)

Step 1: Click on the Amendment of Marketing Authorization on the MA Dashboard which takes one
to a list of registered products or products issued MA for one to select and initiate the Amendment

Request.

ZAMRA ()Fhrfa [

Market Authorisation Application
|REGUEST FOR ACDITIONAL INFORMATIC s oh | wreas oF naecnionts
Ve Pending Reques Applicaton b peroveddggtestions | It

D Help & Guidelnes

PR — action -+ RO WEBZ1HM-HA/DC ZAMRA-WELZUHM-NADOTS

1l
>
&
5
i

i

|
I
kS
.

Step 2: Selection of a registered MA application for initialization of request for amendment. Click on

the Amendment Request and start the process.

2amra( Jportallli=
Product Application Selection Process Home / Da
Market Authorisation Process
@ Market Authorisation
Actions Brand name Common name Classification name Marketing Reference no Expiry date Registrant Local Agent
0 L 1 Authorisation No
R n ~
Encgdil 20 tablets Enalapril Maleate Human Medicinal Prod... ~ 106/009 2015-08 TEST TEST
[Eg TNt ed ||yrantel pamoate susp... | Pyrantel Pamoate Human Medicinal Prod... TEST TEST
& Ammendment of dgen 730 injection Cefuroxime Human Medicinal Prod... 0098/98 TEST TEST

Provision to Initiate a Request for Amandment of MA
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the Amendment and Variation Request information

Product Registration

Tracking No: ZMR.WEBZ1felass_code. MA/BOOT Application Status-New
L
Preduet Appbeation Detai AmmendamentsManston Reqiest

Brand Mame/Trade Hame Classification

Cetegen 750 injectior Fhuman Medanal Pesie

Gansric NamsiOptianal) ATC CadaiOptionat)
Pradusct Strangth Proposed Distribution Category
Othar Distribution Categary(Remarke) Storage Conditians
Koute Of Administration Propesed Shelt LifeiManth)
Product Origin Stability Studies Data

Imparted proguetsiDuside Zanibisl
Product Physical Description{Dsscription of Finlshed Product Specification)

i

Cantraindication

p 3: Provision to preview the MA product general information and provision to proceed and enter

& 5126 - Aurcbindo Pharma Limsted-+ ndia

Home / Dashboard / Alteration Drugs Product Applications

Decumants Submission Submission

Product Sub. Category

ATE DescriptioniOptianal)

Propased Shelf Lite After Openingi{Martha)

Step 4: Amendments/Variation Request: provision to enter the details for the amendment

Option 1: Preview the entered variation requests

Product Registration

Marke
Tracking Na: 000234H/R1/AT Application Status:New

O Market Authoriation

L ]
e AmmendementsVaration Request

Option 2: Provision to enter the amendment Requests

Application Variation Request

Type of Variation

Prosant Details{Opticnal)

P Variations i ¥

9 for change & Justifi for ©

Home / Dashboard / Alteration Medical Device Applications

Dotuments Submission Submission
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p 5: Enter the Amendment supporting Documents

Product Registration

Home / Dashboard / Alteration Medical Device Applications
Tracking Ne: 000234H/R1/AT Application Statunew

L
Doouments Submissian

Submission
«Previous Application Details Next Application Submis»

2 &

4 Hote: Maximum File Sice per uplosd is 250 MB, Multiple Documents can be uplcaded under the spedified groupls]

«Previous Application Details | Next Application Submission(sp

Step 6: Provision to Generate Proforma Invoice, payment process and submission of application for
processing.

- Step 1: Submission Stage

I -

Submission
Declaration

Track Optlon Process

Submission Comments(Optional)

B agees 10 the Declaration

I Preview Products Details Application
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Step 2: Generation of the Proforma Invoice and Submission of Proof of payments

authority fi

Invoice Generation : 4

Innt Inveaice desenption Trawking no Date of mvoicng Eleminl costs Tertal irvemcas amnount Currency

# Geneate Inuiic £ Uplend Payrents DetatPayment fusnittanes Bk Sup) [l £ Proced with Paymesst (Onlre Bayment)

- Step 3: Provision to submit application for Processing by the Authority

D yau want ta submit the agplication with trackang no ZMR-
WEB21/class, code-NATIN0T for processing?
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7 Premises Licensing Applications

The process provides the traders/Applicants with an option to make applications for premises registration

certificates and licenses.

(Vo S pperv 1d i ﬂh'ﬁmd'*‘“m _ '“?Hm’s“ﬂﬂn

Premises Licensing

7.1 New premises Registration Application

To make new premises Registration Application one is required to fill several sections with data after which the

application is submitted to the next stage in the workflow.

Process: New Premises Registration Home [ Dashboard / Premises Application
Tracking Ne: Application Statur New
[
Applicant Information{Account Premises Application Detaiks Particulass of Fremises Dracuments Completion & Submission
Huolder) ProprigtonS)/Directons{s) &
Personnel Detads
Tradear Mame Email Address Country
Aurobindo Pharma Limited + India E | Iniia
Reglon/Clty DistrictiOptionall Postal Address
Fort Pigrog Morth Plot Mo, 2+ Matreahar Compligx Ameerpet Hyder
Tebephene Na Mabile Ne

Ditferent Sections to be filled in

78

Physical Address order to complete the application
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7.2 Renewal Business Permits Application

This section is used to make an application for Business Permit renewal.
One is provided with a list of all Business Permits applications attached to the logged-in account which needs

to be renewed where one can select the application which needs to be renewed.

| Renewal Business Permits Premises Application Selection Process | Home / Dashboard / Premises Application

[+ ]
L3

. Presmizses Licensang

Anplacabang
e All Business Permit Applications that

Cretefcates Sl niri

need to be renewed will appear here

7.3 Alteration Application

This section is used to make an application for premises alteration.

One is provided with a list of all Premises registration applications attached to the logged-in account from
which one can select the ones that require alteration.

After selecting all the Premises that require alteration one should submit the alteration application to the next

stage in the workflow.

7.4 Withdrawal Application

The process provides the traders/Applicants with an option to withdraw one or all Premises Registration
Applications attached with the logged-in account.
To complete this, one is required to navigate to the Withdrawal application section and select the application

that needs to be removed or withdrawn then submit the withdrawal application to the next stage in the
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7.5 Premises Annual Returns Application

This section is used to make an application for Premises Annual Returns.
One is required to select the Premises Registration application that one is intending to make annual returns
application for then on completing the application process submit the application to the next stage in the

workflow.
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8 GMP & Pharmaceutical Licenses

This section is meant for ensuring that products are consistently produced and controlled according to quality
standards.

This section has three categories namely:

e GMP Inspection (Foreign-Based Facility).
e Pharmaceutical License & Inspection (Domestic Facility).

e Achieved Application.

GMP Inspection (Forelgn-Based Facility) Home / Dashboard / GMP Inspection (Foreign-Based Facility)

.o

v e [

e e TR ek . sadl Karalecs
= At e N i

8.1 GMP Inspection (Foreign-Based Facility)

This category deals with GMP & Pharmaceutical licensing of foreign-based facilities.

GMP Inspection (Foreign-Based Facility) Home / Dashboard / GMP Inspection (Foreign-Based Facility)

REJECTED APPLICATION QUERIED

L7 RUTP T DRl | € Mew Gmp Inspection C' Renewsl Gmp Inspecticn XK Withdrswal Apphication Request Il [ variaton Request

AFPLICATION

Vigw Panding Submagiant
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8.2 New Pharmaceutical license & Inspection (Foreign Facility)

To make a new GMP Inspection application Click the New GMP Inspection button from the GMP
inspection (Foreign-Based Facility) dashboard then fill all sections provided and submit the
application to the next stage in the workflow.

These sections include:

. Particulars of Applicant.

. Manufacturing Site Details.
. Product Manufacturing Site Details.
. Manufacturing Site Personnel Details.
. Documents.
. Completion & Submission.

License Type: Mew Pharmaceutical Licence & Inspection (Foreign Facility) Home / Dashboard

S Applcuton Sute e

L
B Gwomi T PemesOm PR sy

Trader Hame " imal Addews Country

b GuP & Phamaceutical TSRS DistrictiCiptianal] Postal Address

Licenzes

Teleghone Na Wobie Ho

Different Sections to be filled to complete
Phyihal Address

GMP Inspection Application

8.3 Renewal GMP Inspection (Foreign-Based Facility)

This section is used to make an application for GMP Inspection (Foreign Facility) renewal.
One is provided with a list of all GMP Inspection applications attached to the logged-in account which needs to

be renewed where one can select the application which needs to be renewed.
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Renewal Gmp Inspection New Pharmaceutical Licence & Inspection (Foreign Facillity) GMP/Quality Audit
Application Selection Process

Home | Dashboard [/ GMP/Quality Audit Application

h AP B Phormacpetacal

Lo

8.4 Withdrawal Application Request (Foreign-Based Facility)

The process provides the traders/Applicants with an option to withdraw one or all GMP Inspection
Applications attached with the logged-in account.

To complete this, one is required to navigate to the Withdrawal application Request section and select the
application that needs to be removed or withdrawn then submit the withdrawal application to the next stage in

the workflow.

8.5 Variation Request (Foreign-Based Facility)

This section is used to make an application for GMP & Pharmaceutical License variation

One is provided with a list of all GMP Inspection applications attached to the logged-in account from which
one can select the ones that require variation.

After selecting all the GMP Inspection & Pharmaceutical license applications that require variation one should

submit the variation request to the next stage in the workflow.
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8.6 Pharmaceutical License & Inspection (Domestic Facility)

This category deals with GMP & Pharmaceutical licensing of domestic-based facilities.

8.7 New GMP Inspection (Domestic Facility)

To make a new GMP Inspection application Click the New GMP Inspection button from the GMP
Inspection (Domestic Facility) dashboard then fill all sections provided and submit the application to
the next stage in the workflow.

These sections include:

. Particulars of Applicant.

. Manufacturing Site Details.

. Product Manufacturing Site Details.

. Manufacturing Site Personnel Details.
. Documents.
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Completion & Submission.

Licenie Type: Mew Pharmaceutical Licence & Indpection (Domestic Facility) Heme [ Dashboard

Trscking Ma Apphicstion Sttt Mew

Brieculars of Apploant Blantacaing Ses Product Manuiscearing Maredsciuning Sae Decumenis Compistion &
[T Setm Durtaiin Parsoreal Dutsi Seimanion

Traster Fame Imes Andress Comeriry
AP F Pl - RagianiCity DiatrizdiOptionall Poaisl Addrasn

Tetaphons MHa Maobils Ha

Several sections to be filled in order to

Fhpuiiad Addiess

complete the application process

8.8 Renewal GMP Inspection (Domestic Facility)

This section is used to make an application for GMP Inspection (Domestic Facility) renewal.
One is provided with a list of all GMP Inspection applications attached to the logged-in account which needs to

be renewed where one can select the application which needs to be renewed.

Renewal Gmp Inspection New Pharmaceutical Licence & Inspection (Domestic Facility) GMP/Cuality Audit
Application Selection Process

Home / Dashboard / GMP/Cuality Audit Application

=

H CMP & Pharmacrutical

scamrviam

3 e s L

B gt [Thmsrit Py

8.9 Withdrawal Application Request (Domestic Facility)

The process provides the traders/Applicants with an option to withdraw one or all GMP Inspection
Applications attached with the logged-in account.

To complete this, one is required to navigate to the Withdrawal application Request section and select the
application that needs to be removed or withdrawn then submit the withdrawal application to the next stage in

the workflow.
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b GMP & Praimeencal

Ismeriae

Click here to navigate to Withdrawal

Application Fequest page

8.10 Variation Request (Domestic Facility)

This section is used to make an application for GMP & Pharmaceutical License variation

One is provided with a list of all GMP Inspection applications attached to the logged-in account from which
one can select the ones that require variation.

After selecting all the GMP Inspection & Pharmaceutical license applications that require variation one should

submit the variation request to the next stage in the workflow.
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9 Import & Export Permits

This section provides services related to Import & Export permit application including making new Import &

Export Permit applications as well as editing already existing applications.

Applications Home ; Dashboard / Import Export Applications

Filter Applications

Click to start New Application

e
e —

LS Prrien

91 New Import/Export Permit Application

To make a new Import/Export application Click the New Import/Export Application button from the Import
& Export Permit Application page to initialize the new application process.

Then one is required to choose between Import Permit Application and Export Application followed by the
type of application.

Several types of Import Permits are available under the Import Permit application to choose from which
include:

. Permit Active Pharmaceutical Ingredients (API), Bulk finished products, and intermediates (1% of FOB
value).

. Import Permit for Personal Use

. Permit for Donations (1% FOB Charge).

. Permit for Non-Registered commercial consignments (5% of FOB invoice value).
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Permit for Registered commercial consignment (1.5% of FOB invoice value).

Impert Export Application Process Dashboard |/ Import Export Application Selection
» A
impastifrpart Perm it
R = _ Different
e gt P v Paviceial ks :
Charge Permit types
. " erxinl Gt 8 1 of O vk vakad

B impot & Doport Permis

Import Export Registration Guidelim:fﬂeﬁnltium/
> L e
Appicten +  After Selecting permit type click here fo start

app lication process
g I

On the other hand under the Export Permit application, we have only one permit type (Export Permit
for Registered and Non-Registered products) which should be selected to continue with the Export

Permit Application process.

Import Permit Application

Import/Export Permits ® Export Permit Application

Isl Export Permits for Registered & Non-Registered Products

Import/Export Permit
Type

u @ View Registered/Authorised Products

Import Export Registration Guidelines/Definations

After selecting the permit type and clicking Start Permit Application Process one is provided with several
options to be filled in to complete the application.

These sections include:

. Permit Applicant Information.
. Application Details.

. Permit Product Information.

. Documents.

. Completion & Submission.
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Process: Permits for Donations (1% FOB Charge) Home / Dashboard / Import/Export Application

Traching Mac Applecatipn SEatus: Mow
[ ]
Permst Apphcant Indomation Applization Oetsis Faemit Froduct Information Documants Completion & Submugion
Trnder Nafme Ermail Address Casaniry
Reglan/City Detrict{Dpticnall Foatal Addreas
1 ’ [t
Talephong Mo Metilg Ho
= lmport & Expant Permits
ot By i Preamad Physical Add ’ = (= g H .
A T Several Sections to be filled in order to complete
s atuish
Import/ Export Permit Application
9.2 Steps for the Import/Export Permit Application
1) Step 1: Preview Permit Applicant Details and click Next
= & 9126 - Awrobindo Pharma Limited-+ india
Process: Permits Active Pharmaceutical Ingredients (API), Bulk finished products and intermediates (1% of FOB Value) Home / Dashboard / Impert/Export Application
Tracking No: TRC-WEBZT/IPER/RW/0010 Application Status: New
[ ]
Permit Applicant Information Agplication Details Permit Product Information Decuments. Compietion & Submissicn
Tracer Name Email Address Country
Aurebinde Pharma Limited+ India Irsdia
Reglon, Clty Bistrict{Optional) Postal Address
Plot No. 2+ Maitrivihar Complex Ameerpet Hyderabad India
Talephons Ne Mabile Ne

7%

Physical Address

» Application Details
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tep 2: Enter/Preview Permit General Information and save/update the details.

hindo Pharma Limited+ India

Process: Permits Active Pharmaceutical Ingredients (API), Bulk finished products and intermediates (1% of FOB Value) Home / Dashboard / Import/Export Application

Tracking No: TRC-WEB21/IPER/RW/0010 Application Status: New
L
Appication Detals Permit Preduct Information Documents Completion & Submission

Apglication Type Import/Expart Permit Type Permit Reason

mpart Permit Appheation Permits Active Pharmaceutical Ingredients (API). Bulk Snished products and int ... Qther Reasons =
Other Reasans far Permit Application Part of Entry/Exit Mode of Transpart

1 a Simon Mwanss Kapwepwe International Ainport - Rail =
Preforma Invaice No Proforma Invoice Date Proforma Inveice Currency

12 (] 1211472021 e & USD-United States dollar =
Censignes Optiens Contignes Consignar Details

Registared Pramises(Registered Qutlet(s)) (Opticnall

< »

B 5ot

3) Step 3: Enter a list of Permits product details or preview the entered product information

This provides for

- Selection of the already registered Products or list of allowed products in the country
- Provision to enter new product information based on the Proforma Invoice
— & 9126 - Aurobindo Pharma Limited+ india
Process: Permits Active Pharmaceutical Ingredients (AP1), Bulk finished products and intermediates (1% of FOB Value) Home /[ Dashboard / Import/Export Application
Tracking No: TRC.-WEB21/IPER/RW/0010 Application Status: New

L]
«Previous Application Details | Next Documents Upload »

«Previous Application Details | Next Documents Upload =

4) Step 4: Select Existing or registered products
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Permits Products

5) Step 5: Add permit Application Product Information: Note the products will be the basis for the

calculation of the FOB value for invoice generation.

Permit Products Details

rand Name/Devices Name Product Type

roduct Categary Product Unit Pack Size

roduct Physical Description

Item Quantity Packaging Unit Unit Price
100 [ 160

Units

Currency

USD-United States dollar -
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tep 6: Provision to Upload the required Permit Application Documents.

Process: Permits Active Pharmaceutical Ingredients (API), Bulk finished products and intermediates (1% of FOB Value) Home / Dashboard / Import/Export Application

Tracking Me: TRC-WEBZ1/TPER/RW/00T0 Appiication Status: New

L ]
Dacumants Complation & Submission

aPermit Products Details | Newt Application Submissions

# Note: Maximum File Size per upload is 250 MB. Multiple Documents can be uplaaded under the specified group(s)

5 - Awrobindo Pharma Limited + Indha
Process: Permits Active Pharmaceutical Ingredients (AP1), Bulk finished products and intermediates (1% of FOB Value) Home / Dashboard / Import/Expert Application
Tracking Mo: TRC.WEB21/IPER/RW/0010 Application Status: New

L]
Completion & Submission

Submission Comments{Optional)

Declaration

confierm that the Import Detaik have bee flled Comsetly

W Agree to the Declaration

Previous Step | e vice (G tion] & Pay: Submit Permit Application

ZAMRA | Self Service Portal



tep 8: Generate Proforma Invoice & Upload Evidence of payment details.

Invoice Generation

rint Irwaice description Tracking no Date

Element cocts Total invoice amount | Currency
Preforms lmveice TRC-WEB2 1/ IPERRW/C0 2021-12-31 05:21:09 FEES FOR PERMITS-Preclearance Fres... 500635 IMW
¥ Print Proforma Invaice-
[ — RC-WES21IPERRW/DTD 21231 U528 FEES FUR PERMIFS-Appiation lur H., 100 2w
% Print Proforma Inveice:
# Generaw Invose o Upload Payments BvtaitsPaymint Rerinance Bank Stip). || @ Proceed with Paymen (Gniine Payment)

9) Step 9: Submit Permit Application for Processing

Do yow want to subimit the application with tracking no TRC-WEBZ1/IPER
SO0 for processing?

ﬂ Y
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10 Dangerous Drugs License(s) & Import Permit(s)

This section provides services related to license and permit application for Dangerous Drugs
This provides for initialization of new application and provision to edit the already initiated permit and
licenses application.

Note: the Process of Import Permit Application is similar to the Normal Import Permit Application process

described above.

REIECTED APPLICATIONS

| View Regected Apphications:

NS
st T ——"

10.1 Dangerous Drugs License(s) Application

This provides the process to initiate a license application for dangerous drugs

After License Application Process one is provided with several options to be filled in to complete the
application.

These sections include:

. Applicant Information.

. License Application Details.

. Permit Product Information.

. Documents.

. Completion & Submission.
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Tracking Ne:

Process: Control Drugs License Application(s)

Application Status:

Telephene Ne

Physleal Address

Mebile Ne

®
Permit Applicant Information Applicaticn Details License Contrelled Drugs Particulars Information Documents Completian & Submissicn
Trader Name Email Address Country
Aurobindo Pharma Limiteds India
Reglon/Clty DistrictiOpticnal) Postal Address

Piot No. 2+ Maitrivihar Complex Ameerpet Hyderabad india

10.2 Steps for the Import/Export Permit Application

1) Step 1: Preview Applicant Details and click Next

Tracking No: TRC.WEB21/IPER/RW/0010

Application Status: New

Process: Permits Active Pharmaceutical Ingredients (API), Bulk finished products and intermediates (1% of FOB Value)

& 9126 - Aurobindo Pharma Limited+ india

Home / Dashboard / Import/Export Application

Physical Address

7%

[ ]
Permit Applicant Information Application Details Permit Product Infoemation Decuments Compiletion & Submissicn
Trader Name Email Address Country
Aurebindo Pharma Limited+ India India
Reglon,/City DistrictiOpticnal) Pastal Address
Plot Mo 2+ Maitrvihar Complex Ameerpet Hyderabad India
Telephene Ne Mabile No

» Application Details

2) Step 2: Enter/Preview License General Information and save/update the details.
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Process: Control Drugs License Application(s)

Tracking Ne: Application Status:
L ]
Application Details License Controlied Drugs Particulars Information Documents Completion & Submission
Application Type Permit Reason Pert of Entry/Exit
Contral Drugs License Appheation(s) |
- | -

Made of Transpart Proforma Invaice No Proforma Invaice Date

x ]
Approximate Date of Arrival Consignor Details

| Gsoweh o
o

“Previous Applicant Details Save Application

3) Step 3: Enter a list of Controlled Drugs details or preview the entered product information

This provides for
Process: Control Drugs License Application(s)

Tracking No: ZMR-WEB22/C0-LIC/000T Application Status

L]
License Contrefied Drugs Particulars Information Dacuments Completion & Submissicn

«Previous Application Details | Next Documents Upload =

4) Step 4: Enter the Controlled Drugs Substance

Note: The is provision to selected already issue MA or registered drugs by the authority based on the MA

number.
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Permit Products Details X

Controlled Drug Type Is a Registered Drug
Precursor Drugs - ‘ Yes b
Market Authorisation No Drug Name

Viarket Autharisation...

Controlled Drugs Substance

Select Controlled Drugs Substance =4

Purpose of Drug Use Units

Purpose of Drug Use Product Streng Select Uniits -
Packaging Unit(in ml) Packaging Type Strength(g)

Pack Unit Type e
Quantity Base(g)

Base(g)

6) Step 5: Provision to Upload the required Permit Application Documents.

Process: Control Drugs License Application(s)
Tracking No: ZMR-WEB22/CD-LIC/0001 Application Status:
e I = R [P ey : st
Documents Completion & =
[ cremt oot Dugs s | e Appcaio smision

#Controlled Drugs Details | Next Application Submission®
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tep 6: Provision to generate and submit the permit application for processing

Tracking No: TRC.WEB21/IPER/RW/0010 Application Status: New

L]
Completion & Submission

Submission CommentsiOptional)

Declaration

port Dctails omestly

B gree to the Declaration

m T

Submit Permit Application

8) Step 8: Generate Proforma Invoice & Upload Evidence of payment details.

Invoice Generation

Irwaice description Tracking no Date of iy Total invoice amount | Currendy

Proforms lnvesce TRC-WEB21/IPERVRW/0010 2021-1 FEES FOR PERMITS-Preclearsnce Fees... 0.1695 | IMW

Protomma Invoxe IRC-WEB21/IPERRW/O0ID RT3 U FEES FOR PERMITS-Appisation lur P 100 ZMw

# Uiplouet Paymmens DetaigPayimus Rerittanee Barte 1) || £ Procenstwith Payenen Onfine Paymen)

9) Step 9: Submit Permit Application for Processing

Do you want to submit the application with tracking ne TRC-WEBZ 1 IPER
JRW/TOT0 for processing?
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11 Clinical Trials Applications

This allows for the submission of clinical trial applications for the process by the authority

The Clinical Trial Dashboard provides for:
- List of already initiated clinical trial applications
- Statistics on summary of keys statuses of the applications

- Provision to start various clinical trial Applications and submission of requests

1) Initiate Application for new clinical trial

2) Initiate request for amendment of registered clinical trials

3) Submission of the Progress Clinical Trial Reports for review
4) SAE Reports Submission

Clinical Trial Applications Home [ Dashboard / Clinical Trial Application

APPROVED APPLICATIONS REJECTED APPLICATION QUERIED APPLICATION GOOD CLINICAL PRACTISE INSPECTIONS
0 1[0 Qo
@ Help & Guidelines Newr Clinical Trist AppBication Clinlcal Trisd Amendements Appikatio B s Prosrems Fas ok
Wew Clirical Trial & =
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11.1 Initiating New Clinical Trial Application

This allows for applicants/Principal Investigator or Institution to submit an application to undertake
clinical trials in the country
The process involves submission of the Clinical Trial Information as described below

Step 1: Initiate Application for Clinical Trial by clicking the button described below thereby opening

the section to fill in the clinical trial information.

Mew Clinical Trial Application Home / Dashboard / MNew Clinical Trial Applications

Tracking No: ZMR-WEB0O21/CTR/0001 Application Status: New
L]
Mame and address of Pasticulars of the Climical  Detais of Local Trial Site(S) Details of Partieulars of Participants Reguiatory Status Supparting Completion & Submission
Agplicant Trial a-/5ul Deoumentation And
Investigators & Monitors Medicinal ProductiS) Conditions

or & Emall Address Country
Reglon/City District(Optional) Postal Address
Talophana Ne Mokils No
Physical Address
» Application Details
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Generated)

ZAMRA OR‘»’M

Mew Clinical Trial Application

Tracking No: ZMR-WEB0021/CTRA000T Application Status: New

p 3: Preview /Fill in the Clinical Trial General Information and save (a tracking number of

Home [ Dashboard [ MNew Clinical Trial Applications

L
Particulars of the Clinical Details of Lecal Trial Details of Pacticulars of Particpants Regulatary Status i Completion & Submission
Trial Sine{S) i o= /Sub i Documentation And
Investigatars & Monitors Madicinal Product{s) Conditions
Study Title Title - short version
Malarian Vaccine 12
Clinical Study Phase Protacol Na Date of Pratocal
Phiage v - 15 o =
Version No Purpose of the Trial
Brief summary describing the background and ohjectives of trial
Clinical Trial Identification Number Trial Reglstry Clinkecal Trial Regirtry Publicatian U Study Derign
L) CliracalTrials.gov Trisl > 10
Mumber of sites in Zambia Investigational Product Type Proposed dste of commencement of clinical trisl
Medanes - 81572021 =
Estimated duration of trial Duration Description I8 Clinieal Trial conducted in Hogt country
Step 4: Enter the Details of Local Trial Site(S)
List of Entered Trial Sites
New Clinical Trial Application Home /[ Dashboard / MNew Clinical Trial Applications
Tracking Mo: ZMA-WEBDO21/CTR/0001 Application Status: New
L
Details of Local Trial Se{S) Details of Particulars of Particpants. Reguiatory Status Supporting Completion & Submission
o-/Sub Comparatos Documentation And
Investigators & Monitors Meadicinal Product(S) Conditions
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vision to add clinical trial Sites

Clinical Trial STudy Site Details x

o
Details OFf Local Trial Site(S)

Study Site

Approving Institution

Responsible Ethics Committee

Application Ref: Mo

Date of Approval

& Save Clinical Study Site

Provision to select A list of Clinical Trial Sites

Study Sites X

nooQ

Action Name Country Region District Physical address

University Teaching Hospital, Road Zambia Lusaka University Teaching Hospital, Nationalist Road

UTH - Adult Hospital, Nationalist Road Zambia Lusaka UTH - Adult Hospital, Nationalist Road

University Teaching Hospital, Department of Ob...  Zambia Lusaka University Teaching Hespital, Department of Ob...

Choms, Kalomo Zambia Choma/Kalomo Chorms, Kalomo

Centre for Infectious Disease Research Zambia .. Zambia Lusaka Centre for Infectious Disease Research Zambia P..

1. CIDRZ Clinical Research Centre, Matero Level . Zambia Lusaka 1.CIDRZ Clinical Resarch Centre, Matero Level ..

1. University Teaching Hospital 2. Kamwala Heal.. | Zambia Lusaka 1. University Teaching Hospital 2. Kamwala Heal...

CIDRZ Clinical Research Centre Matero Level 1. Zambia Lusaka CIDRZ Clinical Research Centre Matero Level 1...
1. Center for Family Health Research in Zambia .. | Zambia Lusaka/Ndola 1. Center for Family Health Research in Zambia ..
University Teaching Hospital (UTH)adult and Ch...  Zambia Lusaka University Teaching Hospital (UTH)adult and Ch...
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p 5: Details of Investigator(S)/Co-/Sub Investigators & Monitors
Provision to Preview the already submitted investigators details

Mew Clinical Trial Application Home / Dashboard / MNew Clinical Trial Applications

Tracking No: ZMR.WEB0021/CTR/0001 Application Status: New

Parficulars of Participants Reguistory Status Supporting Completion & Submisson
] Investigational/Compacator Documentation And
Medicinal Productis) Conditians
 Next IMP Dectails
o B
w0
Trial b
c &
o0 |
Provision to Add Investigator Details
Clinical trial Investigator X

Investigator

n such a list of Investigatrs in the database and provision to add new Investigator if the details are missing

Investigator Category

Site Principle Investigator (Site P1)
International Principal Investigator
Monitor

Study Coordinator

Co-Investigator
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p 6: Particulars of Investigational/ Comparator Medicinal Product(S)
Provision to enter the Investigational Product information and the other Products Categories which

include (Comparator product)

New Clinical Trial Application Home /[ Dashboard / New Clinical Trial Applications

Tracking No: ZMR-WEB0021/CTR/000T Application Status: New

]
Particulars of Partidpants Regutatory Status Supporting Completion & Submizsion

Irvestsgational Comparater
Madicinal Preduct(S)

. Brevious Clinial Trial Investigators

Provision to enter details of the investigation/comparator product

Particulars of Investigational/Comparator Medicinal Product(S) X
®
Details of Investigational Medicinal Product(s) @ ition of In ionalf Medicinal Product(s)

Clincial Trial Product Category Product Type Category Product Classification

Sele =4 Select = Select... =4
Is i Marketing isati Brand Name(lf its Registered Products Please search from Registered Market Authorisation Number

Products)
Generic Name |dentification Mark Investigation Product Source/Origin

Select... =4

Finished Product Manufacturer

Qsearch Details

Product Description

Quatity of igati icinal Product for which exemption will be required

Has the Investigational Medicinal Product been previously authorised in a clinical trial conducted by the sponsor?
Select... -

If so provide details of the authorising institution(s), date(s) and appreval number(s), trial title(s), clinical trial protocol number(s), principal investigater(s) and date(s) of the final report(s)

Step 7: Participants
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vision to enter information of the clinical trial participants

— ey e

Tracking No: ZMR-WEBDG21/CTR/0001 Application Status: New

L]
Participants Regulatory Status Supporting ‘Completion & Submission
Doncumentation And
Conditions

Type of study participants (State target participants ¢.g. children. women, pregnant women_ patients, differently abled_ etc.)

Number af lacal participants

Total number of participants [in case of multicentre trial sites]

Total enrolment in ach lacal e I state minimum and maximum nunsber par site.]
Volunteer base from which local participants will be drawn

Retrospective data indicating patential of each site ta recruit required number of participants within envisaged duration of trial [Attached as an documents uplaads section If necessary]

Step 8: Regulatory Status

Provision to enter regulatory status of the clinical trials in other countries

Regulatory Status in other Countries x

Country

Approving Autharity
’

/ Reference Na:

Data of Reglstration

;
| =
Current Registration StatusApproved, Pending, Rejected, Suspended, Revaked)

|
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p 9: Supporting Documentation and Conditions

Provision to upload the required documents based on regulation

Tracking No: TRC.WEB-21/CTR/0053 Application Status: New

®
Sugperting Complation B Subsmission

Documentation And
Conditions

g B

Step: 10: Submission Clinical trial Applications
The following provides for preview of the terms and conditions an set declarations and, provision for
generation of the proforma invoice and upload of the proof of payments and submission of the

application for processing by the authority.

- Sub-Step: Submission Process

Tracking No: TRC-WEB-21/CTR/0052 Application Status: New

®
Completion & Submissicn

Fast Track Option Process

Submission Comments(Optional)

Declaration

| the undersigred hhave subemitted sl requested and requined documentation, snd hive ducloud all information which may inflsnce the appreval of this sppleation.
I hereby declare that all information contained in, of referenced by, this spphcation is complete and scowrste and is not false or misleading.

| ageee te ensure that f the sbove said chmnical trual & approved, it will be comducted scceeding 12 the submitted protecel and all applicable legal, ethical and regulateey
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Sub Step: Provision for generation of the Proforma Invoice and upload of the proof of payment

Invoice Generation x

- Sub- Step: Submission of the clinical trial applications for processing by the authority

Do you want to submit the application with tradang no TRC-
WEE-21/CTRAO05S for processing i

nﬂ
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12 Promotion & Advertisement

This allows for the submission of applications to undertake promotional and advertisement on medical

products

The Promotional & advertisement Dashboard provides for:

- List of already initiated applications

- Statistics on summary of keys statuses of the applications

- Provision to initiate various application to undertake promotional and advertisement
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12.1 Initiating Request to Undertake promotional and Advertisement

Promotional & Adwvertisements Registration Home [ Dashboard / Promotional Materials Applications
Tenckinng: Hoc Apgilication Status: Mew
2 3 = §
1
Promotional Mabenals Product Fartioulss Fromotional Mabenals Detais Documents Submissaon

Application Details

Promotional Materials AppBeations Details
Registration Process/Section Application Type Clenifieation

d and Madicins Product Promaoticn & Advertmaments Permit

Praduct Typs Applicamt As Spanaad Spondsr Nume

Cerificate lesue Place

To complete Promotion & Advertisement Registration one is required to follow several steps.
These steps include:

1: Providing Promotional Materials Application Details

2: Filling details on Product Particulars

3: Providing Promotional Materials Details

4: Documents upload

5: Submission
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13 Disposal Application

This allows for the submission of applications for disposal on medical products

The Disposal Dashboard provides for:
- List of already initiated applications

- Statistics on summary of keys statuses of the applications

- Provision to initiate various application to undertake promotional and advertisement

z.amuo af

Applications Applications

Home / Dashboard / Disposal Applications

Wiew Cueried Premizes.

13.1 Initiating Application for Disposal

Process: Disposal Application

Home /[ Dashboard / Import/Export Application

Trackirg Ma: Application Stwbas: New
1 2 3 4
L
Apphoation Detuli Product Information Documents Completon & Subminsion
Froducts Types Reason For Désposal
Chaantity welght Units
|
|
Tortal Weight weight Units
I
Market Value Currency
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To complete the Disposal Application process one is required to follow several steps.
These steps include:

1: Providing Application Details

2: Providing Product Information

3: Documents upload

4: Completion & Submission
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Contact Information
Zambia Medicines Regulatory Authority

Plot No. 2350/M

P. O Box 31890

Off Kenneth Kaunda International Airport Road
Lusaka , Zambia

+260 211 432 350 +260 211 432 351

pharmacy@zamra.co.zm
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