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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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- 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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- 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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aaiual) Lala 4,4 Lea 5 S el giua S8 (e ladga 918 e 008 5 SLalS Al jal) J oS58 dlas) Al -
Al b o Jada of Jo A Al 120 B sl 38

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 VVolunteers' Screening.

Randomization Plan

Dates of Phase | & Phase I1.

Study design & Protocol Ilustration 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).
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Template of Informed Consent Form.

Template of Case Report.

Protocol Deviation & Justification (To be fullfilled if present).
Complementary In-Vitro Dissolution Testing Methodology.

(Ethics Committee and / or IRB Approval) 4wl JsS5igp o alal) dadl cliNA] Aiad 488) 40 (6)

SA3 5 0S8 O o Al ddle g aal) pdaaiiial) aud o alad) Cuad) CLENIAT Aiad 488) ga Jadl O i -
Al Al o) o) B ead) g8 alal) Giadl CLBNAT Al pliac | 43S U (ha dadga

(Log Book i.e., Sample Time Interval ) dwlosy (pS Laal) (pe ghially daldl) clawl) cdlaw (7)
:Sheets

Silial) can CBlav Al Al A S L) (e ghaial) AT Cliad) Gl asad (g a1

S g A Al (Stage) s s g (Phase) 35 faas ahy )

lial) a8 J glual) Qaddl) (o dadga 9 A3 e ) (185 L3

Ao IS ary Al Jally (S Jlial) (e ghaial) A81S 28 935 59 a4

Js! (Sample Time Interval) JsSsisall saaall <l 5 (Real Time) Axdl <l gl o (g giad 0 35045
£ shiia JS e A

:(Samples' L abels) 4wl all A (S el fpe shiall (pe L ol Al cilially Aaldd) Gl cliala (8)

L al& 35S g el SN i ) K13 ) Al ]

£ shiall 08, 4,18 o1y 2

Al jally Lalid) (Stage) 4ssall 5 (Phase) 5380 44S o3 .3

.(Sample Time Interval) sl cd g 408 a3y 4

.(Deep Freezer - 800C) I 4 iy g plile JSiiy i) Al Béa 3 59 a5
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da ja J9 (Phase) % st (Vital Signs) el b S ldial) ¢pe shilall 4y gal) il ol (uld 3,5 42 .1
Al Al o (Stage)

AR5 088 Ol 5 S el s B (e Lgaih g g LSS a1y )

sl Lo abd oy O g 3

Blood Pressure.

Pulse Rate.
Temperature.

s b Le Uadata oy ghaial) d81S  to i) ¢ ) 2a
Chest, Abdomen Examination, ......... etc.

(Side Effects /| Adverse A il cpS dal) cpe gliiall Lo, oeli ddla B dpilal) () po ¥ ¢y 925 (10)
:Reactions Sheet Sheet)

gt Al plag pa el pall il yib St Al A oS Laal) (e ghilall Aulad) (il oY) AUS 5 daglia A L]
£ ghilal)

AD5a g dadga (1980 O g S pal) quls 0 (g Lg 9 2y 2

3¢ Al ol Gy} oy ¢ (2R bl Jann (o) iyl o S g skl gl (o dnila (2l o) jsgk Al (B3
A 32l (e olatin) g £ shaial)

& shial) e Ayl (55l sha Al £ oy B pbad Al (2l o) (o Lsghi Ala B 4

:(Randomization Plan Sheet) 4w all 2 ¢S il cpe ghaiiall ) gdiall JLadY) ddad (11)

Al B S jldial) (e shatal) 4811 (Randomization Plan Sheet) () sdadl JLaay) dad 4S5 55 0,1
Al al) 368 i ) 83 ATy 0 L2
A3 0 0685 O g Sl (N giena G (e Aadga 01685 0 3
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sdale Ao é :E'J:lj

A Al JoS g B UsSdal) aaall T (e ghiial) s jguda B Y) (o guad) B il )3 £1a) B sad) ae (1)
£ ) 38 el Sy 220} JLaS) a0 Alla By Al pall B pad) g Al g (Samiple Size) ) clibua o Teliy
) clu e Al B Ay mawy ¥ 41 aladl e o) aY) 130 dalilal) o) g8 gL a4 o e ((Add-on Study)
Cilead 33 anSil Laiadiall dalal) igll) S8 (o aniill Al jal) J g oy o (13 AAL A g <(Replicate Design)
REX TSI CA T I
Al Al agS) i) 30 yal) e shaiall saad Ly glosa 8 pud) 238 (95 Gy (GCP) ) 201 58y 2l 531 (2)
Al Ban g (5 gaal) GBSl g ) gil) S pa daglia g Y oS g ) Al acd — Ay ) £l gl A £3LL JS ) a3l (3)
(HCV, U dulay) milil agadl jeda ol (pe ghial) sland go 4 pdull @l plaatiuiall (5 guadl 98K g 48 gil) cilial 4o
.HIV & Drugs of abuse)
& Al il jally 4aldll (Biological Samples: Plasma, Blood, Urine, ....) J) <l alaeb 58 54l o35l (4)
) Al pal) dlaie) GUad ) gla (e £ ogaad SR B iy (o guadl ST g B gl il o anl Al JB e Waalais)
LIS al) alad A U e ) MA) a3 AdL Al A g ¢ S yal)
Al Ban g (g gaal) GBS g B gl 3S) pa Aailiag i oS i g ) Al acd — Ay paall o) gl db £3LL IS Al a3 (5)
(Biological Samples: Plasma, ) cilis his ¢Sl o 4yl @ paniuall (5 gaadl S 93 531 bl j
Lliadl cilial) alacy daiall 48 jhal) IS g Jadal) (Slal g Ayl o ke s sl g 38 el JAN Blood, Urine, ....)
= S« (Bio-analytical Method Validation Report) < cils delds 5 Siads Syl a3 (6)
(Biological Samples: Plasma, <) «lie Jadad b sl g8 &3 § Representative Chromatograms

.Blood, Urine, ....)
(Complementary sl 3HSil dalpal ddasall ¢olall gl Jaa dwlpe sl 3Sual a3l (7)
Al A Clinical ) dla ja b g0 g8 &3 5 (ALalS Comparative In-vitro Dissolution Study)
PR g B gl il g B agSI i) AT cpdll e ghaiall asaad Wmaw A Al Ay gaal) ciliadly BUAY) g (8)
A8 0al) cilially BUAY) B ) g i 13S 9 (Julail) o) ja) B sl cpal A3 g (Deep Freezer - 80 °C) 3 (& sl
Al YY) i 1Y) - Lebdas 3aleY ((Deep Freezer - 80 °C or - 20 °C) J1 & (Retained Samples) Jalail
Ll 48 e Ll pal) alaie ) gpad - 38 all B lag) o) Al AN Ll dad o e Telly cliall dli il Ladia cll) aa
s gl GBS 5 B gl cilaad 3

0081 LA (51l ol oodAill Juall s porAdil Jdalylgic

.51l §6lail g 1olgl CIluwlys elial
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Ol Jira i (o saad) SIS il jay Galdd) (Study Report) (gl Al al) cile ¢pe Adiudy BliSaY) iy (9)
i) paatocally Laldl) cilativeal) aian daa (38 3) (Raw Data) il s J$s Laldd) colabival) 43S Jady Sals
(e Lalall o)) a3 A1 A yall g Aiad) @ plantionall g JLA) ol gend) ABS 1XS 5 L)l Agde oy jal )
BB g A1 gl il 3 anl Adad J8 e A Al alale) Fo b b Gl gla (wad oo JEI Y Baal Agulia 44y

Al b sie Lle Jpand) Ay a g gaal)

(e pf uiall plaiuall Of dag g Obgd Jaa o) g BT Al e sk Sal ald A B (10)
I8 5 Anglia g Y 68 65 g ) alli paad — A pucaall o) gal) A ) iy 5 Sl S el o g ¢ a pall puaaiasall
Adaladl 4 pdal) il panicall (5 gaad) GBS g ) gil) Ciliad 33 anli Bas g- g guad) SALSI g 431 o)

piig Aagita 943 e 9 JSpall nde (e dadga 38 jal) (59 (Ao ClulallY) g Dl jall gran (585 Ol ) EY) (11)
1panadlly Galdd) g SV ) Ao Lgdlu ) oy g ¢ 3S )
hdr.bioequivalence@edaegypt.gov.eq

\J&h3kM\‘;\M3kM\wgwwswm.\;‘i\w

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

alalldl 6

6-1-Egyptian Guidelines for Bioequivalence Studies For Marketing
Authorization of Generic Products.
6-2-(check list) (sl SHS 39 pal &y pal) daglial) il jly 3l oL W 81 g5 g (A1) il 38N
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