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Abbreviations and Acronyms

AMA  African Medicines Agency

API Active Pharmaceutical Ingredient

CTD  Commeon Technical Document

EAC  East African Community

EFDA Ethiopian Food and Drug Authority

EMA  European Medicine Agency

EPAR European Public Assessment Report

EU European Union

EUCP European Union Ceniralised Procedure

EU DCP European Union Decentralised Procedure

eRIS  electronic Regulatory Inforniation System

EU European Union

FPP Finished Pharmaceutical Product

GMP  Good Manufacturing Practice

GRP  Good Regulatory Practices

GRelP Good Reliance Practices

ICH International Conference on Harmonisation (of Technicai Requirements [for
Registration of Pharmaceuticals for Human Use)

IGAD Intergovernmental Authority Development

MHRA UK Medicines and Health products Regulatory Authority

MHLW/PMDA Labour and Welfare Labour/Pharmaceutical and Medical Devices Agency

NMRA National Medicines Regulatory Authority

PIC/S Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation
Scheme

PIL Patient Information Leaflet

RECs Regional Economic Communities

RRA  Reference Reguiatory Authority

SA Sourth Africa

S8ADC Southern African Development

SAHPRA South African Health Products Reguiatory Authority

SwissMedic Swiss Agency for Therapeutic Products

SmPC  Summary of Product Characteristics

SRA  Stringent Regulatory Authaority

TGA  Therapeutic Goods Authority - Australian

UK United Kingdom

US FDA United States Food and Prug Administration

us United States

VICH Infernaticnal Cooperation on Harmonization of Technical Reguirements for
Registration of Veterinary Medicinal Products

WHGC  World Heaith Organization

WLA  WHO Listed Authority

ZAMRA Zambia Medicines Regulatory Authority
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Introduction

The Zambia Medicines Regulatory Authority (ZAMRA) is mandated under the medicines and allied
substances Act No 3 of 2013 of the Laws of Zambia to regulate medicines and allied substances to
ensure that all medicines and allied substances being made available to the Zambian people consistently

meet the set standards of quality, safety and efficacy.

- The Authority has been making continuous efforts to enhance the efficiency of regulatory systems in_

providing quality, safety and efficacy assured medicines to end users. In this regard, the Authority
adopts good reliance practices (GRelP) 10 optimize the use of existing resources and expertise, avoid
duplication, and focus their regulatory efforts and resources where they are maost required. GRelP are
anchored on overall good regulatory practices (GRP), which serve as a framework for developing
sound, cost-effective, and efficient regulation of medical products as a crucial element of enhancing

health systems.

This Guideline on Reliance for Medicine Marketing Authorization has been developed to promote a
more efficient approach to the registration and approval process, ultimately improving access to quality-
assured, effective, and safe medicines. The reliance is an alternative/non-routine authorization pathway
to the standard approval pathways - especially for applications where the safety and efficacy of the
product have already been confirmed or when the Clinical Trial has been approved and/or initiated in
a well-resourced regulatory authority(s). It reflects the Authority’s current thinking on the safety,
efficacy, and quality of medicines and is not an exclusive approach. The Authority reserves the right to

use its own procedures to establish the safety, efficacy, and quality of medicines.

Purpose

The purpose of the guideline on reliance is to establish a structured and efficient approach 1o utilizing
regulatory decisions, assessments, and information from other National Medicines Regulatory

Authorities (NMRAs) or institutions in the registration and marketing authorization process for
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medicines. It also outlines the actions faken and carried out by the Authority while assessing
applications filed under this approval pathway, in order to improve the registration and market

authorization process, ultimately improving timely access to quality-assured medicines for the public.

Scope

This document covers the activities and procedures followed by the Authority in implementing the
principles of good reliance practices in the regisiration and Grant of marketing authorization of
medicines approved or listed by Reference Regulatory Authorities (RRAs) or institutions. It applies
to applications fer initial marketing authorisation, post-approval amendments, and renewals filed
_under both routine and non-routine processes.

Glossary

Abridged review. A limited independent assessment of specific parts of the dossier, or submission for
suitability of use under local conditions and regulatory requirements, while relying on prior assessment
and inspection outcomes from a RRA or trusted institution to inform the local decision. The abridged
review is based on assessment reports, and Good Manufacturing practices (GMP) inspection reports

from reference authorities, plus specific parts of the Common Technical Document (CTD).

Authority. This refers to Zambia Medicines Regulatory Authority.

Recognition. [t is acceptance of the repulatory decision of an NMRA or trusted institution with which

the Authority shares a recognition agreement.

Reference Regulatory Aunthority., Term used to refer to the list of regulatory authorities whose

assessment ZAMRA recognizes.

Reliance. An act whereby the ZAMRA takes into account and gives significant weight to assessments
performed by a Reference Regulatory Authority, trusted institution, another NMRA or any other

authoritative information in reaching its own decision. ZAMRA remains independent, responsible and
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accountable for the decisions taken, when it relies on the decisions, assessments and information of
others.

Reliance pathways. An alternative non-routine approval pathway used by the authority in its regulatory
decisions regarding marketing authorization of a product based on assessment outcomes of Reference

Regulatory Authority (ies) or institutions.

Sameness of product. For the purpose of this document, the sameness of product means that two
products have identical essential characteristics (i.e., the product being submitted to the relying
authority and the product approved by the reference regulatory authority). All relevant aspects
applicable to the megicinal products have to be considered in order to confirm that the product is the
- same or sufficiently similar (e.g., same qualitative and quantitative composition, same strength, same
pharmaceutical form, same intended use, same manufacturing process, same active pharmaceutical
ingredient suppliers, same quality of all excipients, etc.), Additionally, the results of supporting studies

of safety, efficacy and gquality, indications and conditions of use shouid be the same.

Stringent Regulatory Authority (SRA). A reguiatory Authority which is a member of the
International Conference on Harmonization (JCH) or an ICH observer or is associated with an ICH

member through a legally binding mutual recognition agreement. This term is being replaced by WHO

Listed Authority (WLA).
Verification Review, A streamlined assessment conducted by the ZAMRA on a product that has been

evaluated and approved by a Reference Regulatory Authority or trusted institution when use of the

WHO SRA procedure is not possible.
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Principles of good reliance practices

The principles of the reliance in this guideline are in line with the WHO recommendations to
enhance regulatory efficiency, reduce duplication, and improve timely access to safe, quality and
cfficacious medicines.

1) Sovereignty of decision-making

The decision to practice reliance and how best to do so rests with the Authority. Reliance does not
imply dependence or outsourcing its decision-making authority or responsibility. The Authority
maintains independence, responsibility and accountability in regulatory decision-making.

2) Transparency

The reliance approach remains transparent regarding standards, processes and approaches adopted

in implementing reliance measures. In addition, the rationale for relying on a specific entity shali be

disclosed and fully understood by all parties.

3) Legal bases

~ This reliance guideline is coherent with the national legal frameworks and supported by Marketing
Authorization policy document rro. Z/POL/03 and Current CTD guidelines, This is the legal basis

that gives the authority a clear mandate to adopt and implement activities undertaken by the WHQ,

ZAMRA recognized reference regulatory authorities, mutual or multi-lateral agreements entered by

Zambia or other international organizations relevant to its regulatory works.

4) Consistency

The Authorities” reliance assessment or decision shall be established for specific, well-defined
categories of products and processes. The scope of regulatory activities in which reliance may be
practiced should be clearly defined, and the practice of reliance should be transparent and
predictable.

5) Competency

The necessary competencies for critical decision making to facilitate proper implementation of the

reliance guidelines will be made available. The competencies are benchmarked by transparent
processes that develop trust in the capacities of recognized regulatory authorities.

Reliance pathways for Marketing Authorization

The authority employs reliance as one of its regulatory decision-making pathways to accelerate the
approval of medicines registration. The reliance aims to reduce turnaround times for approval of
medicines compared to standard regulatory practices, so as to ensure timely access to safe, effective
and quality assured medicines to end users.

This risk-based approach considers various factors, such as the type and source of products assessed,
the level of resources and expertise available, the public heaith needs and priorities of the country
and opportunities for reliance. For marketing authorization, the assessment process for applications
submitted via reliance pathway may involve verification review, abridged review or recogntition.
Hence the ZAMRA may either verify the assessment outcome of the reference regulatory authority
or trusted institution to recognize their decision or conduct abridged review of the appiications to
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make its decision after confirmation of the applicability of the assessment outcomes or accept the
regulatory decision ofan NMRA, or trusted institution with which the Authority shares a recognition
agreement.

a) Verification review

Verification focusses on verifying the authenticity and completeness of documented evidence
submitted by the applicant. It is applicable for products approved by RRAs or institutions. The
verifications involve confirmation of sameness of submitted data with the applications submitted to
the reference authority or institution. Both the medicine and the dossier submitted to ZAMRA should
be the sanie as the one that has been assessed by the reference regulatory authority or trusted
institution with respect to its essential characteristics (e.g. same qualitative and quantitative
compoesition, strength, pharmaceutical form, intended use, manufacturing process, suppliers of
active pharmaceutical ingredients, and quality of all excipients and manufactured at the same
manufacturing site).

Verification is particularly applicable for products approved under WHO-prequalification programs,
those assessed and accepted under AMA and JGAD.

b) Abridged Review

The reference regulatory authority’s or trusted institution’s assessments may not always account
for specific circumstances that can significantly affect the benefit-risk of a medicines in other
countries or regions. Hence, this review focuses on assessing specific aspects of the dossier that are
relevant to the Zambian context while relying on prior evaluations conducted by trusted authorities
or institutions, It involves conducting evaluation of module i and specific aspects of the dossier
regarding the safety, efficacy and quality data, in view of the information provided in the
assessment reports of the reference regulatory authority.

In the case of products approved by the reference regulatory authorities or institutions with which
the authority has no mutual recognition agreements, ZAMRA may accept the decision of the RRA
or institution based on the partial review of seiected sections and/or modules of the application
dossier. Such review is applicable for products assessed and accepted by the Regional Economic
Communities (RECs) other than AMA and iGAD or agencies evaluating medicines for global
health program such as EMA article 58 and through the Swiss medic’s Marketing Authorization
for Global Health products or the International Generic Drug Regulatory Programme could also be
considered under this scheme.

¢} Recognition
This is a streamlined registration/approval process based on directly recognizing the outcome of 2
review from a RRA with which ZAMRA shares a recognition agreement.

Eligibility for granting Marketing Authorization through reliance procedure
1) A product that is manufactured by a holder of a valid ¢cGMP certificate and manufacturing

license issued by a listed RRA (refer to Annex 1).
2) A WHO Prequalified product.
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3) The product is registered by a Stringent Regulatory Authority (SRA), World Health
Organization (WHQ) Listed Authorities or has been assessed through regulatory mechanisms
such as the EU’s Article 58 Procedure or Swiss Medic’s Marketing Authorization for Global
Health Products or the International Generic Drug Regulatory Programme (launched July 2014).

4) An innovator product or new chemical entity that has been registered for more than 12 months
in a VICH member state, ICH founding/standing regulatory member state, United States, Japan

or Canada.
5) The product is registered by an NMRA which is an active participant in the SADC-Zazibona
Joint Collaborative Registration Process or East African Community (EAC) collaborative

registration,

6) The product is registered by an NMRA which has signed a Memorandum of Understanding with
the Authority for collaboration in the area of marketing authorization.

7) The product is registered by a NMRA which has attained WHO Maturity Level 3 or 4 for
medicines and medical devices.

8) The product contains an active pharmaceutical ingredient (API) with an established safety
profile, ascertained over a Jong time and does not require bioequivalence studies.

9) The product is being imported for emergency use in the public and animal health system and
meets any of the requirements as set out under requirements 1) and 8).

10} Any other requirement as may be determined by the Authority from time to time.

Requirements for applicaticn submission

General conditions
1) Applications dossier should be only for products assessed and accepted by the reference

regulatory authorities :

2) The applicant should submit a full CTD dossier and declare the “sameness™ of the reference
regulatory authority approved medicine with the one applied for grant of marketing autherization.

3) If any differences exist between the dossier submitted to ZAMRA and the dossier submitted to a
recognized regulatory authority or institution, all such differences should be clearly indicated and
justified.

4} The submitted product should be prequalified and/or registered and marketed in the market of
one of the reference regulatory authority’s countries, except for products prequalified by WHQO,
jointly assessed products and products approved for giobal health program.

5) Submission of the application dossier should be through the electronic Regulatory Information
System portal, via appropriate route of application.

6) Commitment letter to notify the Authority when there is pending variation, withdrawal from the
market or ban by reference regulator or trusted body due to any notice of concern.

7y GMP waiver centificate/letter issued by ZAMRA and copy of valid GMP issued by anv of the
RRA, laboratery testing report (when applicable), and safety report (when applicabie).

8) Full modules with CTD document as per our Guideline for Registration of Medicines.

9) A declaration indicating that any post approval changes were reported and accepted by the
reference regulatory authority or trusted institution. This deciaration should include the list of
variations not yet accepted by reference regulatory authority or trusted institution and section of
the dossier affected by the accepted variations.

10) A copy of the marketing authorization, or the equivalent thercof. issued by the reference NRA or
institution to demonstrate that the product is registered or licensed in accordance with the
reference NRA or institution requirements. If applicable, a copy of the latest renewal of the
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marketing authorization should also be provided.

11) A copy of the currently approved FPP specifications (release and shelf-life), dated and signed or
certified by authorized personnel, with the analytical test procedures in appropriate section of the
dossier.

12) Stability study report conducted as per the conditions prescribed in the Medicine Registration
Guideline of the Authority.

13} Signed quality information summary

For products accepted by YGAD joint assessment

A letter for the expression of interest including the reference number of the application submitted to IGAD.

Criterial for selection of reference regulatory autkority

Regulatory authorities or institutions shall fulfil at least the following criteria to be included in the list of
Zambia recognized reference regulatory authorities

a)

- information} on its website or include-in the approved or qualified list of medicines throughoutthe — -

b)

d)

NMRA or institution that publishes detailed information on the approved medicines (like public
assessment report, labeling information and regulatory action, deferred or rejected product

product life cycle as applicable.

Member of the International Council for Harmonization of Technical Requirements for
Pharmaceuticals for Human Use (1CH}), and an ICH observer, being the European Free Trade
Association.

A regulatory aunthority associated with an ICH member through a legally-binding, mutual
recognition agreement.

National regulatory authority or institution that has signed memorandum of understanding or
legally binding agreement with the Authority.

Application submission and assessment

Application Submission

a)

b}

c)

For all types of reliance-based application submissions, applicants are recommended to submit
their application through ZAMRA TRIMS portal.

The applicant should submit the application through the relevant application pathway of ZAMRA
IRIMS portal and specity the desired path according to his/her need and upload the required full
CTD data and annexed documents (¢cGMP, CPP, payment receipt, all data required to be filled).

The validation office may be contacted for pre-suthmission technical support for verifying the
required documents and get guidance to the most suitable review and approval pathways.

Application Assessment

a)
b)

Assessment of applications will be conducted in accordance with the relevant marketing
authorization guidelines and assessment SOPs.
The assessment timeline shall be in line with the ZAMRA charter on service delivery.
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Evaluation of Post-Approval Changes

a) Following the same reliance principles and mechanisms adopied in the new marketing
authorization, ZAMRA may also breadly apply those mechanisms in managing post-approval
changes that are already approved by reference authorities or institutions,

Evaluation of Renewal
a) ZAMRA will apply same reliance principles and mechanisms adopted in the new marketing
authorization managing renewal application submitted by already approved by reference
authorities or institutions.

‘Withdrawal and cancellation of medicines due to safety and efficacy issues

2) ZAMRA shall conduct periodic reviews of safety, efficacy and quality of registered medicines.
For this purpose, the Authority may reiy on and take into consideration information concerning
safety, quality and efficacy of any registered medicines, pariicularly those accepted under its
reliance procedure as per this guideline.

b) Received information will be reviewed based on the available supporting evidence and risk-based
— - - approaches will be followed by considering national faws, regulations and guidelines, as well as -
regional and international guidelines, monographs and standards.

Version 1.0




Document No.: MA/GUD/005
Reliance Guideline for the Grant of Marketing Authorisation for
Medicine

Page 13 of 27

Anunex 1: List of recognized reference NMRA and Collaborative procedure

The list of ZAMRA’s current Reference Regulatory Authorities{fRRAs) includes:
a) WHO listed Authorities (WLA)
by WHO Maturity level 3
¢) Health Canada.
d} Medicines and Health Products Regulatory Agency (MHRA (UK))
¢) Swiss Agency for Therapeutic Products (SwissMedic)
f) Therapeutic Goods Administration (TGA) ~Australia
2) US Food and Drug Administration (US FDA)
h) NRAs which have signed MolUs with ZAMRA
i)y World Health Organization (WHGO)
j) ZAZIBONA
.. kY AVAREF : S ) B}
) European Medicines Agency
m) African Medicines Agency
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é :&w@{ g

gt

Document No.: MA/GUD/003

Reliance Guideline for the Grant of Marketing Authorisation for | page 14 of 27

Medicine

Annex 2: Sameness Declaration for Verification Evaluation Procedure

To be Completed by the Applicant:

R Pl 5 TP I B T R R WSS SR
Pame of Recognized Reindatory Amoonty

Application for | Propesed product puang
Registration date '

Date(s) of approval of post-registration
variation(s), if applicabie

I Teait name), (lobtivle] at [Commpany s full loeal wuned, hereby confirm the following for application
forregistration of {name ol productt submitted to the Zambia Medicines Regulatory Authority (ZAMRA)

S oon liaie o

FVapplication submission:

.

=  The information and documentation provided in support of this submission for registration is true

and

correct.

» The product submitted for registration with ZAMRA {s the same as the product registered with the
above specified RRA.

»  The technical information in the dossier submitied to ZAMRA for registration is the same as the
technical information approved by the above specified RRA, taking into account all amendments
that the above specified RRA has approved since registration.

= The “same” product is characterized by:

a)

b)

c)
d)

The same product dossier content;

For WHO PQ} vaccines submitted to the WHO in Product Summary File (PSF) format, this
content needs to be transferred to CTD format

The same manufacturing chain, processes and control of materials and finished product, and
in the case of vaccines also by the same baich release scheme;

The same active pharmaceutical ingredient (API) and finished pharmaceutical product (FPP)
specifications

The same essential efements of product information for pharmaceutical products, and in the
case of vaccines, by ths same product information, packaging presentation and iabelling.

Information which need not be the same:

a) Module 1, region-specific administrative requirements

b) Minor differences which are not considered essential may inciude differences in
administrative information, brand name, format and leve! of detail of product information
as per regional requirements, labeiling of internal and external packaging and language of
product information.
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1 hereby confirm that it docuiments have been submitted by [Insert full company legal name here] which
were received by the above specified RRA, these documents are completed and unredacted.

Full name of Responsible Pharmacist / Person Authorised to communicate with the Authority:
Company:

Email address:

Telephone Number:

Signature:

Date: Place:

Annex 3: Verification Review Template

VERIFICATION REVIEW TEMPLATE

THIS DOCUMENT SHOULD BE COMPLETED BY TEE APPLICANT TO ENSURE
INCLUSION OF ALL NECESSARY INFORMATION

This verified review template will be used for assessiment in cases where the applicant’s product has been
registered with a Recognized Regulatory Authority. The following shall be noted:
» Ensure that this template is submitted as word document and not as PDF.

e If full/unredacted assessment reporis cannot be obtained by the applicant from the Recognized
Regulatory Authority please use other registration routes.

¢ Complete all sections. The columns for RRA and ZAMRA submission shall be completed with
text taken directly from the refevant section in the respective reports, as well as the reference to
the focation in the dossier.

e References to the location in the dossier will not be accepted without the actual text
accompanying them.

* Ensure sufficient detail is included in this template to make an accurate comparison between the
RRA and ZAMRA submission.

* Do not copy and paste between the columns for RRA and ZAMRA submission. These shall all be
completed as per the exact information i the criginal reports.

1. Administrative data
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Non-proprietary Name of the Finished -
Pharmacentical Bradnct (KPPY

Proprietary name of the Finished
IPharmacentiral Prodect (FPPY

International non-proprietary name(s) of the Active
Pharmaceutical Ingredient(s) (API(s)), inciuding
form (salt, hydrate, polvmorph)

Strength(s)

Date of Submission
<{or official use onlv>

Date of Evaluation
<for official use onlv>

Numntber of Binders

Product Registration receipt number
<for official use only>

Application Number
<for official use only>

ATCcode ~ ~

Dosage form

Reutte of administration

Proposed indication(s}

Applicant name and address

Contactinformation

Conclusion of the evaluation
<for official use only>

2. Similarity of Data Set: PRODUCT QUALITY

Recognized
Regulatory Authority:
fRame of RIRAG
submission

Item to verify

ZAMRA submission

Evaluator commients

address of the applicant

reprt section]

Location in report:

Name and complete SEraract from relevant PEiraer from relevard

dossier secilon}

Location in dossier:

Name(s) and compiete
address(es) of the
manufacturer(s) of the
finished pharmaceutical
product(s) [FPP(s)].
biological drug
products(s) (DP(s)),
including the final
product release if
different from the
manufacturer.

SEnuract Prove relevarg
rogat soction)

Location in report:

fewtraet from relevant
dossior sectiont

Location in dossier:
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Item to verify

Recognized
Regulatory Authority:
IName of RRA
submission

ZAMRA submission

Evaluator comments

ACTIVE PHARMACEUTICAL INGREDIENT

(APL} (NAME, MANUFACTURER)

Name of API

from relevant
mport seetiont

Location in report:

{Extract
{

tExdract from relevant
dossior sention]

Location in dossier:

General properties that
may affect the
performance of the
finished product (e.g.
polymorphism,
solubility in
physiological media)

[ vrecny 4 RIS NP
Chntract from relevany
report section?

Location in report:

act From relevant
FACCTIONn
Location in dossier:

Name and address(es)
of the manufacturer(s)

e iy

N BTEN “ﬁt R s A OET
; EXNITaCY rom reivand

Sossivr seotion!

report seciion}

Location in report:

of the API(s) Location in report: Location in dossier:
DMFEF/APIMF number fraes oy refevent [ iENtract from refevant

derssier section)

Location in dossier:

Control of the API
(including, the
specification reference
number, version and
date. The copy of the
specification may be
included as attachment
to the report)

T3 freoems Frevivyy posiowvoant
TExntroct from relovant
seport sectiond

Location in report:

sENdrast feom relovant
dossier sootion]

Location in dossier:

Container closwre
system

fExtract from relevant
renoTt SeCiion;

Location in report:

Hract Tromt reievant

P T Y ¥
LRIRIET 50010

Location in dossier:

Stability summary and
conclusions
{including storage
statement and re-test
period)

Clstract from refovant
Fepalt section]
Location in report:

FINISHED PHARMACEUTICAL PRODUCT (FPP)

Version 1.0
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Recognized

Regulatory Authority:

Item to verify i ZAMRA submission Evaluator comments
iNsine o RRAL
submission
Description ract from refes Lindract from rolevant
remistt secton) de ‘\.,:‘ GHl szj
Location in report:
Manufacturer Haaract from relevan?
(Name, address and repori secvion}
responsibility) Location in report

Narrative description of
the manufacturing
process

cimet

poteronge nambe

version and xim‘s.;’.
topether with

inornzation on the g, ]

feorrract fom relevant
e section!

Lacation in report:

Aasier <

S IU

Location in dossxer:

Conirol of FPP/DP

State the specification
reference number,
version and date, copy
of the specification must
be attached as
attachment to the report.

o

sivact from relevant
e/t sechion?
Location in report:

I T
reieviig
dossier spotiont

Location in dossier:

PExbvact dom

Container closure
System

sroct fromy v
FEROTL SECLON
Location in report:

Thwirget from ok

dossier seotion]

Location in dossjer:

Stability summary and
conclusions (incl., the
storage statement and

shelf life)

fEsiract from relevan
renost section!
Location in report:

Lot / batch release
documents for
biologicals

Loczmon in report:

HLA i\EE(

Locatlon In dossier:

Version 1.0
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Recognized
Item to verify ?:g:}ftg?é ;;‘ :l ?hority: ZAMRA submission Evaluator comments
submission

General conunents
Jfrom evaluator

Comments fron: secortd
assessor

Version 1.0
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Composition

RRA: {Mame ol Riva}

Component and quality Function Quant. per unit (mg) %o
standard
Total

| General comments from B

evaluator
Commenis from second
(I5SCSSOr

ZAMRA submission
Component and guality Function Quant. per unit (mg) %
standard
Total
General comments from
evaluator

Comments froni second
assessor

Commercial batch size and batch formula

RRA: {Name of RRA

Proposed commercial batch size(s) (e.g. number of dosage
units)

Version 1.0
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Component and quality standard (and grade, if Quantity per batch (kg/batch)
applicable)
Total
General conumnents from evaluator
Comments from secaond assessor -

ZAMRA Submission:
Proposed commniercial batch size(s) (e.g. number of dosage
units)

Component and quality standard (and grade, if
applicabie)

Quantity per batch (kg/batch)

Total
General comments from evaluator

Comments from second assessor

3. Similarity of Data Set — CLINICAL (SAFETY AND EFFICACY) - If applicable

Pharmacekinetic / safety / efficacy related information used for SRA approval. Indicate:
“X”in Comparator product, where
apprepriate box | applicable

Type of study

Bioequivalence / Comparative
pharmacokinetics,

Biowaiver based on Biopharmaceutics

Version 1.0
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Classification System (BCS) biowaiver

Additional strength biowaiver

Clinicai data

Comparative pharmacodynamic and potential

immunogenicity

Other (please specify)

General cornments from evaluator

Comments from second assessor

BIOEQUIVALENCE / BIOWAIVERS

Recognized
Regulatory Authority:

fane of RRAY

Item to verify submission ZAMRA submission | Evaluator comments
Study numiber hxernet From relevant 3 fE et from relsvant
PEPRT BeCtivn g

Location in report:

Location in dossier:

Study title

Location in report:

CEvaraet from relevand
! v epgtion)
Location in dossier:

Clinical facility or the
Contract Research
Organisation (CRO)

o gt 1 oy s ca gy
fExtract fiomy velovant

HApOr sectiog;

Location in report:

SEsdact from relevany
domsivs sogtiom]

Location in dossier:

Bioanalytical
laboratories

2ag VT

report seotion}

Location in report:

L iram relevant
iy Aeston}

Loecation in dossier:

bl

Company peirforming
pharmacekinetic /
statistical analysis

Ol vt Popnrm i logongat
poairact rom reigvant

Fenmt LpoTion;

Location in report:

WACE TN reevant

2y section)

R

Location in dossier:

Overail trial design and
plan: Description, study
dates, sample size

FIN ermend S cpairo e
SELVEDT 20N DRl
g ety g gy
(R SRR A

Location in report:

[ 5 SNP ISP A i ced
fewirect from retevand

B IRETErar
dussior secuont

Location in dossier:

Version 1.0
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Recognized
Regulatory Authority:

INume of RRA]

Item to verify submission ZAMRA submission Evaluator comments
Test Product: Name, Peandrnor from sedevant | Exdract from relevent
manufacturer, batch wepart secticn} dassicr sovtjon]
number, batch size, Location in report: Location in dossier:
location of multi-point

dissolution data in

physiological media and

release media, if

different

Reference product: PNt Hom elovards | DRxiract from relovant
Name, manufacturer, report seciioh) dossier section!

source, batch number, | Location in repost: Location in dossier:
expiry date

Results: Conclusion and | {Fxiract from releyvas Hxraet ipom relevant
review of summary of | renost section? dossier secton:

results (table) Location in report: Location in dossier:

General comments
from evaluator

Comments from second
assessor

4. Labelling

The following minimum information appears on the label:

Particulars to appear on <the outer packaging> <and>
<the immediate packaging> Yes /No

Evaluator conunents

1. Name of the product: {(inventad) name strengih
pharmaceutical form} {active substance(s)}

2. Statement of active substance(s)

3. List of excipients {only critical/special excipients are
listed here)

4. Pharmaceutical form and contents

5. Method and route(s) of administration /if no specific
information: “read the package leaflet before use.”}

Version 1.0
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6. Special warning that the medicinai product must be stored
out of the sight and reach of children {normaily: “keep
out of the sight and reach of children.”}

7. Other special warning(s). if necessary

8. Expiry date

9. Storage conditions

10. Special precautions for disposal of unused medicinal
products or waste materials derived from such medicinal
products, if appropriate

11. Name and address of the supplier / applicant

12. Provision for marketing authorization number}

113, Batch number

14. Proposed category of distribution

15. Instructions on use

General comments frrom evaluator

Comments from second assessor

Version 1.0
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Additional information as per Zambian requirements

Minimum particalars tc appear on blisters or strips

Yes / No

Evaluator conmerits

1.

Name of the product: [ invonied) name sirengih

Ly e .
i veren ety et d Sigrga b
CHEIOTIGOCUTORE sy o

apreaf ey b
. .E.!zt.k,'{:\;;

Name of the supplier / applicant

3.

Expiry date

4.

Batch number

General commenis from evalynior

Cowntents froin second assessor

Additional informaiion as per Zambian requirements

Mirimum pariiculars to appear on small immediate
packaging units

Yes/ Mo

Evalugator conimenty

i

Name of the product: {{Invented) name sirength
pharmacewtical form} {Active substance(s); Route of
administration}

Method of administration

Expiry date

Batch number

Contents by weight, by volume or by unit

Storage condition

7.

Category of distribution

General conimenis from evaluctor

Commenis fromi second assessor

3.

APPLICANT COMBMITMENTS TO RRA

Applicant to state any commitments to RRA that may require follow up.
Please do not just state a reference to a section of a report. Please insert a sumunary of text as per the

example below:

Version 1.0
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[ wderiouk W continue kg-term festing of <INN of APD {or o period of tme
53 firc‘mm to cover the whole provisional re-test period (pesiod ending monthfvear)
I The Applicant ook w eontinue long-levn testing of <FPP reference namben tade name
Lol AT th, "‘iw‘.’a}‘.’*{‘\){ﬂ.(‘:ﬂ "is; 17 for a g\umd ol thme sgfficient o oo wrwhole
zh\‘ﬂ' VYA
hat three consecutive production batehi

.‘ aad e oL Py
aligated emd v sicordonee v

nrovided in the o

-’-’.'

with the deiails of
e made ayatiable as soon
¢ inspestion tearm]

Version 1.0




e |

=

Vs

Document No.: MA/GUD/005

Medicine

Reliance Guideline for the Grant of Marketing Authorisation for

Page 27 of 27

References

1. EFDA. (2024). Guidelines on Reliance for Medicine Marketing Authorization. December, 1-18.
2. FDA. (2024). FDA Rwanda Guidelines on Reliance for Regulatory Decision Making. February,

1-14.

L

SAHPRA. (2024). Reliance guideline. May, 1-25.

4. WHO. (2021). Good reliance practices in the reguiation of medical products: High level principles
and considerations. WHO Technical Report Series 1033, 55(10), 237-267.

Change History

DBOCUMENT HISTORY

Revision Number

Date Approved

Reason for Change

Version 01

Initial Issue

Version 1.0




