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qqc$ft E'llfi{ (Excipents) gH rssaffii emq, o<rr< :n-,ftel.r* rB-<e F{cs .4<\ 's\c(r< Bioavailabiliry-

{h o<r.o e<"-vtf Etror fltffi sc< qmo r fte bqq ffics :rqcqrfli Bttqn FRfucr W qm qRKI ftffi qom

*61 qrqqK q<r-e .brctr< q.Fis Ita ffi qrjn]qs c<rft'r< *rfo< 6K ffi{T q(g nfr< I <R4[qr.'K SfCffiq
({Gft{ (tffi s wqr<Its; .b!r<< ftfrT Y<{ffi{{ {'ffi qr{ q{(I,].ft B9lm|{ <r{qTr{< c$cGI q'{NGq,

qffis q* I q {<i{ qrflTq'{J q-< o<t< ocw!ffi s vl-flc-(ft-q Qw< q<qrft E'nqr+ <r{Elc-{< ffirq <Ia€'Icq{

Effi s q{r{fro q<{E'fts qsFo qq:<Tft s"nqri{q <j<qr<< {ftffi qiqT s Tr<qT{ frfr q.grc<6 q tts
qE?{ frctlil cqsnt 5.c{rq i

q. rPurpose ( ErE's-),

a..) r li-fiqq € fficq{ Affi e stw-{ft-o bsq E\irnq fifbs +<t r

i.c. r EETIft s qqr{fro Qall qts qrdl \3 "rfirtq rlt-snq+ +c.$ft $"xqn <r+qm fifts s-{r I

l.'r r iffi s st{c{ho rbm< I,{(slft E frranffi q{<i{q< r{t( T l

\.8 i tffi .g qs-{ft-s &rqqqr{Ift $qmrffi d.&+s<+<fiftsq*r t

t.a r ssq sefla-r s ffi-Frdq {fr{Tfrr'q n{mlq Tqrmra{ r$rq e{( erfqr qfrqsc+{ ofo-ftq(
qCE w{ft{q fifts c<t r

rn-r-r* tffi rr qrcr{ft-s \bl< Bq"Ilr{srft EBSrqrlrq Be.'iifis RGE eai< O{<r4{Gr r<E:4'i{
(s-\eqlirrB/Tq[<ft E"imrq q"|<l<.4{ rflrq ercmqftq fi-s-Fm61ir qrl-rd< Y{J 4 Guideline {.!l'ql cr< I

8 I Areas:

05. EB{ift s s-l'Ta{ft-{ Bwc T{GIft t{rir{ Gr.R< ftM-<-(<Bs (Preservatives) <l+{Fu

o. u<q qtqs Bsrc F|.T<fiE Tm{ eEEE 08 (El{) ffi6{-i Preservatives {{r$fi S'aql{ Qclc< <r{cT<

q{r {lr{ I

F Sodium benzoate- fi{Fqs o.5-o.sd'% crd{ <rr{|,1 qc< bqcc <r+qs qr{m< cltrT \3

lRrtq< E"R Gfr TG :rdr :.cx {],{-l ,j'lfu <Ks-rd s-{t {k< I

> Sodium metabisulfite- stff''* rff nGil6 .o5-o.5% {at eI{3 <r<rqI-{ qdl rrrR I

) Methylparaben-.0150/c'-0.20/o. TIIFI 3I{<1< Efl llf<r

) Propylparaben 0.0:i%-.02% TT{-N {K{< fii $Rr

{, Bil.{rqE, ,ttqsl{ (c-TT) ,!<r qM ffi{ <TIrT{ q.lq{ "ftq ,ri1Tlft $4Iq]a QcT(< fttet<l,g=Eo

(Prese|vatives) <TT1'fLT{ :lcrf6frs9l n] cnTH .s<( <IT{3 c(FIs rcln 6TTr{q {t cIFFF EE G]-ccr'{

+-<cc< 0T.< Preservatives 1]T113 TTI sl1< fil xI{{E qaa, 6ffiiv e<( {'tFb ffiq ql€-{ "ftt
,r<q].fiI EeflqE Rqfc< Preservar jves fi{tRs xt-dr <l{<i< €it :fl1<

A]

b
&
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,t. iE-{fft s qT.<Rni q.lGx ,g-{E bT({ {CIqTfr E'lTq];i R{rF o<'tft+ faqT<IgEg (Preservatives)

<ir<tr-<< dG+ Tfict enErE uolft+ ftIqrrcsfie Quantity Adjust or< <r<sl< €$ Ilr< I 'q ffi(E

Methylparaben & Propylparaben qrt cftcl frffi ratio rc 's<( € 5qn rrrrt Quantity Adjust

T-a< q{TF[ olcfl -:6 Preservalive <r{el< at<] n-r< ,

s. iffi/ qrx.ift-+ qtqs s.IFffIFI.< E-ftr {.I{Ift B'ilrd-{ frqr(< .ooa..o\a"/a I]E1{ Menthol .ls{lE

ir{d< FdI src{ $ qilr€r{ erI{l T{qE-E{ dfuS +T{ol qlP] <ir1l{ o<r {Tr{ nT I

r. EB{tft e sl-{r{fr-r a{({ rl{({tft E"m4 Qqn< fi6+ra+ (Sweetener) <re{l*{e

:. fi'ffi+mo Rcft< uiE qGr Qqr{ Sucrose {9<( lElTffiE (Sucralose) fiffi qfiTIq \e {]EEt <r{qB oil
rrc< I

r. fiFE-<'|<-$ Rctc{ ETA qr6X b]IC Aspartame frffi llam <|{Cr{ S-$ \1-C< vr< ft1m-< 6aa6ql5r QT'.{

A sPartame <r{{13 q{i ar& a,l I

,r. BTc{< I{C$ft S{q];I Saccharin Sodium .fi crs3 fl{dfrGTl elroB T<$fi ErTqT{ FIrc< ,4< <K{fi
ft{e.qtfiio r'<t qr< 

r

a. frBsr.,rc R{r.{ ry<tsa <E r{ e sfr r1r N1 c fi? r1<r+<r< Sqqfu {fi {c< i

s. lE{tfr 'a wg-.{fto owc rrs(llft Senqr letr< Plopyiene Glycol, Sorbitol 7A% &
( ilvcerln {lt <j< ?l< b

+) Propylene ClS,col e< m aft rll-o.lt ttfravr-c< ql'lQo Propylene Glycoi o Di-eth1'lene Glycoi

alfra Substance e< Impurity iil}r(( 1fold nel{n] cft T.T(q ii$3 ,{6 <iT{r{< (FG slll{f{t{
q+.]]t Gas Chromatography (GC) qir+-CE. E13l GC + en-rffi orc{ Propylene Glycol o<-<r< +<t

$(<NI]

rl) 6{4 btctt Sorbitol 70% & Clycerin q5+Er{ Slcal <Fqin {<T {TI< I

s. im re q1ffiE ga1{ T{(rTft g"llqI{ Fqrtr< <nFIIli( qffi-d (Coloring agent) <lTql< s

s) =sB-{]ft e vqm'ft-+ Errt u+i +:{r.r-na oal1t+ Coloring agent <lr{E s{l :Ilr{: l

$ {rdlR( ,{rwd (<qO RTft< W 6Ts (FD&C) olq]- -{li,EB $-{.s -?.<l

c m s qtTrdfte orc{ eat Tricq"1({ )lql{Ift Effi1E RqTr< ,s-rtr++ Flavoring Agent
<lrql-<3

c; Eshfr s etgffis Ewl .!e! T':Fl'lra e+fi+ Flavoring Ageut <<rQll ?ffiir$r< 4 l

l-
{ffi
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ffi, <''9iiT{, sfrfifrs \3 'fiEvr< qrqx'tt-',i {qIqlft G"i|ftE ffi61 atqqicrq =qffi 
',g

WTC{ft+- Tr{ffiN qg-X'w q^<nqt gxcipients eg. Diluents, Binders, Glider, Lubricants,

Disintegrants, Antioxidants, Iiller etc Frx<ffu q1a1x <irsf{ q<I Tlc< I

a. B inders:

Binders
Maize Starch

Usuai Concentration
5-i0% teueous

Gum Acacia
Starch-1500 ueous solution

b. Disintegrants:

c. Lubricants:

Lubricants
Ma esium Stearate 0.25-5%

Talc/Talcr"rm Powder

0.1 - lo/o

E-6{r r<, ?€arft e qg.ifrs bTrl-{ TIITE \3 R.IT(EB w6-{ ,nq a{r{ SflIlir{ rnfi fr+m Bulking

Agenls/Diluents/Fillers <fa{< q<E ffi10 0T({< (efqc6-'t-{ e t6l5Fr-IFI 
qTq erl'fl? R"s(n qfu q.€T{

4<NqKl

61. !ffi \s sl-Tr.ffi-$ oTC{ q{Fr ffi rRIItft E"iP-E (Excipients) <r{El3 I(Ffss

iB-+rff e vrgffi$ 6{H S'l1< <fi6 c"<{IfiT Sem-d qrgls qnl. c+t{ c{(s1i} BqFtE (Excipients) <i{cl{ Trr{

trIE Ee }rq({lft $"6fl{ a1qtfi iffi e et{(<Gt *:ffirs sErFG {]T-F qr< €<( 0{c{ <rn-<ir<-{ ffi-G

$4Te G-fl-r{q ?rf(E Et< r s(Trqzi 6l {r{ql.tr< ffi$.{ gr].- o{N {a<i

ee. Qffi s qtT.dftT bvcc Elsqs lqcltft G'naa (I3xcipients) ,4< {AFi '3 Rtrsq T(srgs

iE+iT s qr$<'fi'o bTfi $<qs r{r$ft g{FF €n effil5i e ftd:rc"r< wa $qexq{fia afu$tra zrmqaa

Equipment m <f+{I {ls-N qKl

w/w)Usual ConcentrationDisinte rants
2-8o/oSodiurn Starch Gl colate

Microc stalline Cellulose Avicel PH 101 & PH102 5-15%
1-10%Carbox meth lcellulose Sodium

Colloidal Silicon Dioxide
Glidants

v' liP 6 JJ
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ueous solution5-20Yo aq

5-l5o/o aq

L.l sua! Concentration (96wlw)

01-10%

e. Glidants:

Usual Concentration (%w/w)
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ob L Definitions:

Excipients

B in ders

D isintigrants

Lu bricants

An excipient is a substance fbrmulated alongside the active ingredient of
a medication, included for the purpose of long-term stabilization, bulking

up solid foirnulations that contain potent active in-gredients in small

urount. (thus often referred to as "bulking agents", "fillers", or "diluents")'

or to corri'er a therapeutic enharlcement on the active ingredient in the final

dosage form. such is facilitatirrg drug absorption,l4t:J '"6'"in, 
viscosity' or

enhaicing solubility, Excipienti can also be useful in the manufacturing

process, i-o aid in the handling of the active substance concems such as by

i'acilitating powder flow ability or non-stick properties' in addition to

aiding in vilro stability such as prevention ofdenaturation ot aggregation

over the expecled shelf tife.

Binders hold the ingredients in a tablet together. Binders ensure that tablets

and granules can be fornted rvith required mechanical strength, and give

volume to low active dose tablets. Binders also referred to as granulators or

granulating fluid, are polymeric. naturat or synthetic materials that impart

iohesive qualities to powdered materials used in tablet manufacture. They

ensure the tablets remain intact after compression, as u'ell as improve the

free-flowing qualities of the powdered materials without retarding

d isintegral ion or d issolLrtion.

Disintegrants expand and dissolve wlten wet causing the tablet to break

apan in the digestive tract, or in specific segments of the digestion process,

releasing the active ingredients for absorption. They ensure that when the

tablet is ir'r contact with rvater, it rapidly breaks down into smaller

flagments, facilitating dissolution. They are added to formulations to
overcome the cohesive strength imparted during compression, thus

facilitating the breakdown of the tablet into granules for ready drug

availability once they conre in contact with moisture.

Lubricants as the name suggest. reduce friction between the powder mix
and the die walls during cotrrpression and ejection. They also prevent the

mixed powders/ granules fiom sticking to the processing zone of the tablet

press especially the punches anci die. In some cases^ Iubricants reduce inter-
particulate friction and thus, improve flora, rates of powders or granules.

The best lubricants are those with low shear strength but strong cohesive

tendencies perpendicuiar to the lirte of shear.

Lil<e lubricants, glidants are fine pou,ders that enhance the movernent of
porvders or glanules rvithirr the hoppel and into the die cavity prior to
compaction, compression, ol encapsulation. By enhacing flow rates of
powdels or granules, there is less weight variabilitv of the tabiets

manulactured. resulting in mote consisteni dosirrg of the drug substance(s)

it has been sr-rggested that the ability ol glidants to enhance the movement

Page 5 oi6
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Diluents/Filler/
Bulking
Agents

of the powcler or granules wllhin ihe liopper and into the tablet die in the

tablet press is due to the abiliiy of particles of the glidants to locate within

the spaces between the powder panicles/ granules'

These are approved excipients added to any tablet formllation when the

qlLanthy of ;;tive pharmaceuticai ingredient is very sm.all They are added

to increase the sizi of the tablets to get a significant tablet weight that can

be handled or compressed, theretry rendering the manufacluring process

rnore reliable and reproducible. The quantity of bulking agent that appears

in a formula is norrnally derermined by the quantity of the drug, the nature

and amount of other ingred ients in the formulation' Laotose is a common

bulking agent used in both tablet and capsule formulations as it fulfils most

of the idJal characteristics of bulking agents. It is unsuitable for patients

who are lactose intolerant.

2

Bangladesh National Formulary of Aytrrvedic Medicine

Bangladesh Natioiral F'c.rmulary olUnani Medicine

Hand Book cf Pharrnaceuticals Excipients (6th Edition)

https:/iwra,t.pharntapproach.com/excipierrts-useii-:Ian ufacture-tablets/2/

https://en.rviki ped ia.org/wiki/Exc i pient
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