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Bioavailability
Bioavailability can be defined as the rate and extent to which the active pharmaceutical
ingredient or active moiety is absorbed from a pharmaceutical dosage form and becomes
available in the general circulation.
Bioequivalence
Two pharmaceutical products are bioequivalent if they are pharmaceutically equivalent
or pharmaceutical alternatives, and their bioavailabilities, in terms of peak (Cmax and
Tmax) and area under the curve (AUC) after administration of the same molar dose under
the same conditions, are similar to such a degree that their effects can be expected to be
essentially the same.
Biowaiver
The term biowaiver is applied to a regulatory drug approval process based on evidence

of equivalence other than through in vivo equivalence testing.
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- At three different pHs (1.2, 4.5, & 6.8) in addition to the most suitable medium.
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- Test Product Name & Dosage Form:
- Active Ingredient(s):
- Manufacturer & License Holder:
- Dates of Study Phases: --/--/----
- Study Status: New Study or Repeated Study.
- Study Type: Fasting or Fed Study.
- Study Design.
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- Test Product Name & Dosage Form:
- Active Ingredient(s):
- Manufacturer & License Holder:
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1- Complete Blood Picture and Blood Group.
2- Complete Urine Analysis Report.
3- Biochemical Data:
- Fasting Blood Sugar.
- Kidney Function:
(Serum Urea & Serum Creatinine).
- Liver Function:
(Serum GPT "ALT" & Serum GOT "AST").

- Lipid Profile:
(Total Cholesterol & HDL & LDL & Triglycerides).
4- Serology:
(HIV & HCV).
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Protocol Approval (signed & dated).

Test & Reference Products' Data:

(The reference product used should be the innovator, and a copy of the website mentioning
the used innovator should be attached, otherwise, there must be an approval of the
Committee of the Evaluation of Bioequivalence Studies to use this reference product).

Half Lives of Analytes to be measured:

(Calculation of washout period & sampling time intervals should depend on the higher
range limit of the half-life of API(s) or its metabolite whenever needed).

Washout Period.

Date of Volunteers' Screening.

Randomization Plan

Dates of Phase | & Phase Il.

Study design & Protocol Illustration and Justification.

Time and Frequency of Sampling.

Dosage Form Administration.

Inclusion & Exclusion Criteria.

Subjects' Disposition.

Procedures to Minimize Risk.

Type of Obtained Biological Samples.

Storage Conditions of Biological Samples.

Data Analysis (Pharmacokinetic& Statistical Analysis).

Template of Informed Consent Form.

Template of Case Report.
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e Protocol Deviation & Justification (To be fullfilled if present).
e Complementary In-Vitro Dissolution Testing Methodology.

(Ethics Committee and / or IRB Approval) & sl JeSsign o calal) dnd) cldNA] diad 488) g0 (1)

SR 5 S o o Ayl ddle g aal) pdaaial) au) o aladl Cad) CiLENAT Aiad 488) ga Jadi o) can -
Al o) ) B ead) 38 alad) Giand) CLEMAT Al pliae ) ABS 8 (0 A ga

(Log Book i.e.. Sample Time Interval ) 4w alb (pS Liall cpe ghiall daldl) clawd) cdaw (V)
:Sheets

Ll o v A ) B (S jLdiall (e ghatial) 48K i) Cilias gran (g A

S 0 A Al (Stage) s e g (Phase) 35 faas oy | ¥

il o o8 J ghaall ol (e daBga g AR 5 Bl o83 0 LY

A JS 2y A Jaly (S il (e ghaiall ABS 2B g 8 )9 e €

J< (Sample Time Interval) JsS sl 3aaall cd gl o (Real Time) Ardll cdgll o o giad o) 3 94,0
£ shia JS (e dpa

:(Samples’ Labels) ) (b (pS Lial) cpe ghitall (o lgna o Al ciliall daldl) cuiY) ciliiala (A)

L oAl 2 g<l) i (o guad) GBS g I i) Al 3 ana) ALUIS ATy Y

& shaial B, U8 oty ¥

Al Al Laldl) (Stage) Hs sall 5 (Phase) 8 il 48 a3y |

.(Sample Time Interval) 4wl cd g U o3y ¢

.(Deep Freezer - 800C) ) (A i s 9 aliia < cunli¥) &l Jada § 59 a0

:(Vital Signs Sheet) dul jall (& (S Lial) (e shiall & gpal) Ciillh ol (il (9)

da e JS; (Phase) 8% Js! (Vital Signs) el il (& cpsS bdial) (e shaiall 4 gaad) (il gl) (b 30 . )

Sl eyl a1 S jall Jarll agdaiill il ; ardaiill QA o) sie
NERTNIET U PRt Il

EDREX:GL.CAPP.001 25l

version 1/2015: 4wl / laayl a8,



Adauall @ paatiuall 4 3 pall 5 laY)
4Gyl &) puanieal) Juadt! dalad) 3 1aY)

Al Al o (Stage)
AR e 0SS O 5 Sl G S8 (e LgaB g g LgliS oy | Y
1l La uld ol o Y

Blood Pressure.

Pulse Rate.
Temperature.

s b La Uaaia (e ghaital) 4818 Jo Cidis)) ¢) ja) 2a
Chest, Abdomen Examination, ......... etc.

(Side Effects / Adverse dw iy cpS Ll (pe phaiall Laogli Alla (- dilal) (ol o) cpgai (V)
:Reactions Sheet Sheet)

ol Al g pa e pal) il b St Al Al B S LEa (e shiall Ailadl Gal e ALS 5 Aaglia ol Y
£ shiall

D iga g dadga (1985 O g S pal) quks 0 (ha Lgd g oy Y

g Al ol il A ¢ (2R s dlall Jas o) Aalal o i g shaia ol o dudla (il el )eeh Aa 3 Y
A 2l ¢y odlafid] g £ ghaial)

& shial) i) Ayl (55l gha Abad £ ol o8 pbad dpila (2l o) (o Lsgds Ala A Lt

:(Randomization Plan Sheet) 4wl all & cpS Léall (pe ghaiall i gdall JLidY) dad (1Y)

A Al B oS il ¢ shaial) 28I (Randomization Plan Sheet) () sdall JLoay) Adad 405 g i |, )
Al Al 368 gl am) 83 Al of LY
AR5 0985 ) g SRl (o giena I (e dadga g s83 0 W

sdale acf é :m=u

Ll ) J oS 85 b LSl aaall T e ghiiall avan jguan B Y) (g guad) SISH ciliad Ja ¢ ) & sl ase (V)
81 ) S el (i a2nd) JaiS) pis Alla B 5 A jal) B pad) B lld 5 (Samplle Size) ) s e Tely
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il g Ala b Al e ¥ 41 aladl ga cs1aY) 13¢d daliiall 3o g8l gL a4 o Ao ((Add-on Study)
Al dawadial) Agalal) Lpll) J& e anilill A Al Jod oy o (el dilie A Ay ((Replicate Design)
sl gl g ) gl il o

Al Al agS) i) 3 yal) (e shatial) dad Ly glea § ) 238 () 95 Euny (GCP) ) 2o g8y ol 330 (Y)

Bas g~ (g gaal) 8L g 81 gil) 3S) pa Aaglia g N oS 619 sl a4 ) g gall Al £35S all a3l (T)
A Apla) @il agaal gy cpdll Cpe ghilal) sland Ge A pdal) Gl paatiniall (5 gaall GBS g 30 gal) il 3 and
.(HCV, HIV & Drugs of abuse)

A bl Al 4l (Biological Samples: Plasma, Blood, Uring, ....) ) clis alael 38 all 2 5l (%)
Al alaie) el gha (pe £ sl A B Al g (g guad) BT g 31 gil) ciliad 3o 4 At 8 e LaLiiS S
LISl alad da U il Al MAL) b U3 4dllda Al B g 3S sall )

Ban g-(g gaal) 8K g 81 gil) 3S) e Aaglia g N oS g gl a4 uaal) g gall ABa E3L S pall a3 (9)
(Biological Samples: ) cilie Bis oSl go 4y pdall &) pdaiuall g gaal) GELSIH 5 8 631 il o anl
plaeY dagial) Al jhal) GlliS g Bial) oSlalg A&y ok yaid sl JS el JaN Plasma, Blood, Urine, ....)
Llads clial)

& Suls (Bio-analytical Method Validation Report) ) cile dsbh 5 Sk 3Sual) a3 (1)
(Biological Samples: Plasma, - clis Jidad & ead) J& &) 5 Representative Chromatograms
.Blood, Urine, ....)

(Complementary sl s3Sal daipal dlaSal) ¢l glhigdll Jaea dwlja glal 3Ssall a3l (V)
Al A1 Clinical ) &a ja 3 g2 4 413 5 (ALlS Comparative In-vitro Dissolution Study)

SRl g ) gl bl 3 b agS) &) a3 Gl (pe ghilal) araad Lpauw Al Al 4G saal) cilially BUAY) Gy (M)
Adal) clislly BUSAY) 5 5900 138 g (Jadadll o) ) A sl cpad 3 5 (Deep Freezer - 80 °C) ) (2 (s sl
) ki 1) - st 3aeY «(Deep Freezer - 80 °C or - 20 °C) ) 2 (Retained Samples) Jalail) sy
O Al JAl) slaie) cpad - 38 pal) B Lae) ja) Al ) AN dad o e Telly clial) dll el Ladla @) aa el
L sl B g 81 gl sl 2 a5 Aiad U

O Jana gi (5 gaadl SIS iy Gald) (Study Report) (Sl Al jall Cile ¢pe Adiady BUEAY) iy (9)
Caial) paaiually Lalil) cfafiuall gaen 42a (3 14) (Raw Data) 4l JS dalidl ciaiioal) 488 Jady Shals
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(Lle Al pal) 21 ) Al Al Ama jal) g dcriad) C puaaiioeall 4n A il gaadl A31S 13S g Al ) Adde Cuy ) oA
SRS g 8 gl bl ) A Al 8 e A Al lalie) Al dey G giu (uad Ge JE Y Bl dpulia A8y
L Gk die Lle J gaad) Audy s g gaadl

(ASa f puiall plaiuall O aag g ligd Jua gl g FASE Aal gl al JSsal) ol Al B (V)
3918 Aglia g ¥ 5859l S a4y yecaal) o190 At () iy 5 QS5 s (a2 sl puanional
Al 4y pdal) il pdaniuall s gaad) S g ) gil) il 33 anili Bas g g gaad) BELSH g B gil)

piiy da gida 9 A3 550 g 38 pal) sada (ha dadga S el (35 A8 el g sl jal) e (585 Gl al NI (1Y)
sl aldd) (g RS bl e Ll ) Al 9 ¢3S sal)
Hdr.bioequivalence@edaeqgypt.gov.eq

Jogh ¥ Asludl ) lasa A Aelid) (e § gaaad S (e Jakh aaY) a gy

el Y
5-1-Egyptian Guidelines for Bioequivalence Studies For Marketing
Authorization of Generic Products..

SOlaaldl A
6-1-Egyptian Guidelines for Bioequivalence Studies For Marketing
Authorization of Generic Products.
6-2-(check list) (s.ssad) 8L 380 yal Ay gall dagliall el 30 oL L 81 g3 cuag (A1 il Acay)
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