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NOTE: This guideline has been adapted from the WHQ Pregualification of
Medicines Programme,

Biowaiver Application Form:
Biopharmaceutics Classification System (BCS)

This application form is designed to facilitate information exchange between the Applicant
and the Drugs Regulatory Unit if the Applicant seeks to waive bioequivalence studies,
based on the Biopharmaceutics Classification System (BCS). For further information,
please study the respective DRU biowaiver guidance documents. This form is not to be
used, if a biowaiver is applied for additional strength(s) of the submitted product(s).

General Instructions:

+ Please review all the instructions thoroughly and carefully pricr to completing the
current Applicaticn Form.

« Provide as much detailed, accurate and finzl information as possible.

« Please enter the data and information directly foliowing the greved areas.

» Piease enclose the required documentation in full and state in the relevant
sections of the Application Form the exact location (Annex number) of the
appended documents. For example, in section 3.5 indicate in which Annex the
Certificate of Analysis can be found. ‘

« Please provide the document as part of application for registration, under page
of 7.

» Do not paste snap-shots into the document.

= The appended electronic documents should be clearly identified in their file names
which should include the product name and Annex number,

» Before submitting the completed Application Form, kindly check that you have
provided all requested information and enclosed all requested documents.

« Shouid you have any questions regarding this procedure, please contact the DRU
via e-mail  dunii@gov.bw.

The signed paper version of this Biowaiver Application Form together with Annexes (and
their electronic copies on CD-ROM) should be included to the bioequivalence part of the
submitted dossier and sent by surface mail to the following address:

Attention: Chief Pharmagcist
Drugs Regulatory Unit
Department of Clinical Services
Fioor 3, Block D

Ministry of Health Headouarters
Government Enclave
Gaborone



Administrative data

1. INN of active ingredient(s)

< Please enter mformaf;on here >

o

Dosage form and strength
: < Please enter mzormaifon here >

3. Product WHO Reference number (If producf doss;er has been accepted for PQ
.assessment) : . . :

< P!ease entermformaf;on here >

4. Name of applicant and official address

< Please enter information here =

5. Name of manufacturer of finished product and official address - S

< Please enter information here >

i the BCS~based blowalver dnssolut:on studies were’ conducted

6.' : Name and’ address of the. iaboratory or Contract Research Orgamsat:on(s) wi

< Please enter information here =

| the undersigned, certify, that the information provided in this application and the
attached documents is correct and frue

Signed on behalf of

<company>

{Date)

{(Name and litie)
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1. Evidence of BCS Class

1 1~ Information regardmg solublilty and permeabahty of the drug substance L
_ Deierm ng da’ug substance pe;meabmty_ciass SERERS T AR T

<< Please enter information here>>
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2. Test product

24 Tabulation of the composmon of the formulation(s) proposed for marketmg and |
" those used for comparative dissclution studies - -

» Please state the. !ocataon of the master formulae in the quality part of the ubm:ssmn

« Tabulate. the camposmon of each product strangth using the table below. -

« For solid oral dosage forms the table should contain only the mgre{i ients in tablet core or
contents of a capsule A copy of the table shcuid be ﬂlied in.for the fllm coatmg!hard
. capsule, if any. - i i

e Bjowaiver ba’iches shouid be ai !easf of pllot scaie ('IO% of productsor% scaie or 100 OOG
_capsules or tablets whichever'is greaier) and manu?acturlng method should he the same
~as for production scale,

_P!ease note: Ifthe: formulat jon proposed for marketmg and those used for comparatwe

dissolution studies are not identical, copies.of this table should be filled in for. each.:

formulation with clear identification in which study the respecti ive: formulatron was used

Composition of the batches used for comparative dissolution studies
Batch number :

Batch size {number of unit doses)

Date of manufacture

Comments, if any

Comparison of unit dose compositions and of clinical FPP batches
(dupiicate this table for each strength, if compositions are different)

Unit Unit .
ingredients (Quality standard) dose dose Blczi);;{ch B1o{§;§)’cch
(mg) (%)

Equivalence of the compositions or
justified differences

2. 2 Potency (measured content) of test product as a percentage of 1abei clatm as:
- per validated assay method .

Th is mformat;on shoutd be cross- referenced %o the Iocatlorz of the Certn‘lcate of Anaiys1s

(CoAYin’ this biowaiver: submission: s SRR o S

<< Plaase enfer information here >>
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3. Comparator product

-"auihormed_;m coun‘fry..of,purchase and transiatlon into EngEash f;appropnate it

3.2, ‘Name and ‘manufacturer of the comparator product and official address =~
< Please enter information hera >

':'Piea§e ; ab‘utai:e the compostition of the comparator product based.on avaliable mformat!on
“and stats: the source of this information e P T R R CIN P

Composition of the comparator product used in dissolution

studies
Batch number
Expiry date
Comments, if any
Unit Unit
ingredients dose dose
(mg) (%)

<< Please enter information here >>

3.5. Potency (measured cbntant) of the comparator product as a percentage of label
claim, as measured by the same Iaboratory under the same conditions as the test

product. -
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This information should be cross-referenced to the location of the Certificate of ;fi_ﬁalysis
{CoA) in this biowaiver submission.

<< Please enter information here =>

m vivo absorpﬁon processe _ o i
Alliterature-pased summary of t mechamsm by which: these effects afe known to occur
shouid be included and: relevantfut% discussion: enclosed if: app!lcabie ' L

<< Please enter [nformation here >>

4.1.2: ident:fy att qualuatwe (and quantltatwe if ava:labte) dtﬂ‘erencas between the
_-composattons of the'test-and comparator products’

of the comparator product as reqwred by the gu dance documenis shou!d ke, summanzed
here for assessment. _ . . _

The data: obtained and methods. ‘used for the determxnatzon of the quantﬁa’ﬂve composttion :

<< Please enter information here »>=

i 4.1.3 Provide a detailed comment on the impact of any differences between the

composrtions of the test and comparator products Wlth respect to drug release and

| in vivo ‘absorption
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<< Please enter information here »>

[—

udod belowto ™ -

“ethe anaiytical metho vahdatton reporlin ihlé .biéwalver appi icatio

<< Please enter informalion here ==

“from the Samp[mg pro’{ocol should also be: z“eported

4.3.1. Dissolution media: Composition, temperature, volume, and method of de-
aeration

<< Please enfer information here >>

4,3.2. Type of apparatus and agitation speed(s) employed

<< Please enter information here >>=

4.3.3. Number of units employed

<< Please enter information here »>

4.3.4. Sample collection: method of collection, samplingu{i;‘és, sample handling
and storage

<< Plagse enfer information here »>>
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4.3.5. Deviations from sampling protocol |

<2 Please enter information herg »>

Please provide a tabula%ed summary of- individual and mean results Wiﬂ’! %C\/ graphic L
“summary, and any calculations used to determme the s;mﬂanty of profl as ’for each set of ,

4.4, Summarize the results of the dissolution study( ) ] 1
i
|

experimental conditions.. 3

<< Pleasse enter information here >>

4.5. Summarize: conciuswns taken rrom dissolution study( 8)" Sl
“Pleass provide:a sumirary. s%aiement ofthe: studies’ ‘performed::

<< Please enter information here >>

5. Quality assurance

-5.1. internal qual:ty assurance: methods Togden s : . SE
‘Please state location: in this bxowa;ver appt;ca’uon where ntemai quahty assurance 8
methods and resuits are descrtbed for each of the study sites: - .

<< Please aenter informalion here >»

5.2. Momtormg, Aud;tmg, lnspections SR E SR -
Provide a fist of alt monitoring and: audltlng repor’[s of the study and of recent mspeciions
of study sites’ by reguiatory agencies.’ “State! iocations in this biowaiver: apphcatlcn of the =
'{especnve reports for gach of the study s tes €. g analy’tscal Iaboratory, l_aboraiory Where
dissolution studies were ‘performad. - ERs L . it

<< Please enter informatfon here >
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