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LOZENGES AND PASTILLES DEFINITION BP 2009

Lozenges and pastilles are solid, single-dose preparations
intended to be sucked to obtain, usually, a local effect in the
oral cavity and the throat. They contain one or more active
substances, usually in a flavoured and sweetened base, and are
intended to dissolve or disintegrate slowly in the mouth when
sucked. o |

Lozenges are hard preparations prepared by moulding.
Pastilles are soft, flexible preparations prepared by mouldmg of
mixtures containing natural or synthetic ”
Polymers or gums and sweeteners.
Definition: USP 30:

Lozenges are solid preparations, that are intended to dissolve or
disintegrate slowly in the mouth. They contain one or more
medicaments, usually in a flavored, sweetened base. They can be
prepared by molding (gelatin and /or fused sucrose or sorbitol base)
or by compression of sugar-based tablets. Molded lozenges are
sometimes referred to as pastilles while compresséd lozenges are
often referred to as troches. They are usually intended for treatment of
local irritation or infection of the mouth or throat but may contain
active ingredients intended for systemic absorption after swallowing.
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* Tablets

* Tablets are solid dosage forms that are compressed or prepared by a
sintering process,

* including sublingual, buccal, chewable, effervescent, and
compressed tablets.
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Caleinm stearate 052 Water {msoluble

Fumatic acid | 3 Water soluble

Cilyoeryl hehetute (.54 Water insoluble

Olyeeryl pulmitostesrate _ {15300  Water imoluble {Pracieol®)

Hydrogenuted vepetahle oll I-6 Water insoluble, may be used in eorjunction
| | with tale (Lubritab®, Sterotex® )

Wipnesium Laneyl sulfate I-2 Soluble in warm water '
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tablat strength, prolongs dlﬂlﬂlﬂsmtl{:t‘l
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Sodium laoeyl sulfate -2 Water soluble, modetate labricant, but gond

wetting properties, often empl loved | ig

conjunction with stearates (i:mptml Sreatowet C7)
Sodivm stearvl fumarate 0.3-24 Sparingly soluble in cold watee, soluble in
hot water (Pruv®) |
Stareh 2-10 - Moderate lubricant
Stearie acid 1-3 Water insoluble |
Tak | [-10 Lnsoluble [n watet but not hydrophoble

A moderate lubricant !
Water insoluble
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Tulble 5 Tublet disintegrating agents

- Dishiegeating agent Concenteatbon b tablet {wilh) Comments
Alginic acid 218 _
Larbon dioxide Crexted in situ in effervescont tablets
Carboxymethyteellutose caleium 1-15 {Mymcel™y
Carboxymethyleellutose sodium -3 {Nymeel™)
Cethalose, misvocrystalling Up o H Him@ctly nmnpf@mble gome fnbtican
properties {Avleel®, Brococel®, Vivace™)
Cellulosa, powdered 515 Solks Flo® :
Croscarmefiozse sodium .5-5 {Ae-di-Sal®, Solutab™)
Crospowidons -3 {Kollidon CL¥, Palyplusdone XL¥)
Disesate sodivm k31 Acts primarily a8 a wetting agent
Clzar guim 28 3
Hydroxypropyl celbuloge—low-substituted 5-2%
Wiagnesiura atuminun siticate 210 {Vesmum™)
Methyleallulose 1]
Polacrilin potassium 2-15 Cativer exchange resin
{Ambertite [RPES™)
Polosamer 10 i
Poavideins B.5-3 {Kollidon®, Plasdone™)
Sndium alpinate 2.5-10 {Manucol®) '
Sodium glycine carbonate Source of carbon diﬁxsEdﬁs for
' effarvescent tahlsts
Sodium Bosryl sulfate $3-2 Primarily & wetting agent bt
- aids disintegration (Empieol™
Sodiom starch glyeolte 38 {Bxaplotab®, Princjel®)
Starch - 10 - Porato and matze starches are
_ mupst fraguently wsed ,
Staech, pregelatinized 5-10 {Lycatab®, Plurmatiel®, PreJel®,

%ﬁpmqtah® Starch iW Sturx Iﬁﬂ@}

Proprictary names are given in parentheses,




u.m:._d\ L

.‘)A.Ja.sgﬂ\ Mam&b@}\.&amﬁ&juﬂ\

_o.ﬁ\.A.! AT UAMKM)JS\)JG‘QMJLA“JL@.MSJ‘L“&QH OJ\A.“L:JLL:M
Ada gracaall il e ma 0 L pae g 4e gig G slall @ 55T uilad ) S g
Qg e yshall S 13 5 a1 slanall e il 0S5 e ol ghal) Cilss

c Gaabiall e ) caliay 4dls
;g;ém alall JSbidia
L&A\.@J\ Cu.mﬂ 453 Allxall 32l 3 ).!L!.A Gt =Y
L‘L’A‘ :.s'“ ol Ll u.95‘

REPI L..a\_).\La.de
jdu‘j.}‘\.ﬂbds .”L@AHU}H‘MSUJS-‘} ®
(WHO) salal wtwuﬂuﬂ
UJLJ\ aJ;AL_\.muLsLbJ UAJLMAJJQH}JL_MJSAU\USA.\

e 8l 4.;.1::.:..13 Jl _uaj\ Lg\.m.“ .-,-.Uac‘)’ L..,:L.L:j:.a.a..a.\\ L;“ L..:hla..al L.JLA.':..I::A.“ @Lm\ uS.u
@J\.&“ J}ja.“ &AL.QL:—QJ il oJlﬂMMquM‘?LM

TABLE 3 Excipients Used in Solid Dose Formulations

Flavor modifiers

Excipient Category Examples :

Fillers/diluents Lactose, sucrose, glucose, microcrystatline cellulose

Binders Polyvinyl pyrrolidone, starch, gelatin, cellulose derivatives

Lubricants Magnesium stearate, stearic acid, polyethylene glycol, sodium |
chloride g

Glidants Fine silica, tale, magnesium stearate

Antiadherents Tale, cornstarch, sodium dodecylsulfate ;

Disintegrants and Starch, sodium starch glycollate, cross-linked polyvinyl pyrrehdom,

superdisintegrants
Colorants Iron oxide, natural pigments

Mamnnitol, aspartame j
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Avicel PH105 | A vicel PH 113
A vicel PH 200 Avicel PH 302

P: Particle size -
e ' - H: Humidity °
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PRV a-lactose monochydrate 93%
L Kollidon 30 3.5%
P Kollidon CL 3.5%

Drug + ludi press + (0.5-1)% mg stearate
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:( anhydrous:Lactose) (e jgis¥
» Applications in pharmaceutical Technology:
« Anhydrous lactose is widely used in direct compression tableting applications,
and as a tablet and capsule filler and binder. “
+ Anhydrous lactose can be used with moisture-sensitive drugs due to its low
moisture content. |
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« Description:

+ Anhydrous lactose occurs as white to off-white crystalline particles or powder.

Anhydrous lactose typically contains 70-80% anhydrous b-lactose and 20-30%
anhydrous a-lactose.
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. Stabsllty and storage condltlons P g
* Mold growth may occur under humid condn:lons (80% RH and above). Lactose may

develop a brown coloration on storage, the reaction being accelerated by warm,
damp cond’itionS' At 80 C and 80% RH, tablets containing anhydrous lactose have
been shown to expand 1.2 times after one day. ‘
* Lactose anhydrous should be stored in a well — closed container in a cool, dry place
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» Applications in pharmaceutical technology:

» Lactose is widely used as a filler and diluents in tablets and capsules.

» Various lactose grades are commercially available that have different physical
properties such as particle size distribution and flow chafacteristics. this
permits the selections of the most suitable material for a particular application.
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»  Usually, fine grades of Iactose are used in the preparation of tablets by the wet
- granulation method or when milling durmg processing is carried out, since the
fine size allows better mixing with other formulation ingredients and utilizes
the binder more efficiently. o .

« Lactose is also used in combination with sucrose.
(approximately 1:3) to prepare sugar-coating solutions
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-« Applications in pharmaceutical technology: |
- Spray-dried lactose is widely used as a binder filler and flow aid in direct compression tableting .
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» Lactose occurs as white to off-white crystall;ne partlcles or powder.

o It is odorless and slightly sweet-tasting. Spray-dried direct compression grades of Iactose '
are generally composed of 80-90% specially prepared pure a- lactose monohydrate along

with 10-20% of amorphous lactose.
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Acetyl salicylic
i 400mg
acid
Ludipress 99mg
Stearic acid 1mg
Kollidone (PVP CL) T 1Smg R B

acetyisalicylic acid, ASA, drug that has anti-inflammatory and antipyretic effects, medication

used to relieve pain _
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allad 30le Aspirin, crystalline 250 mg

Allad ala Paracetamol, crystalline 250 mg

3daa g g Cpune (3 3o ~ Avicle PH101 60 mg
il ad PVP 30 15 mg

LY PVP CL 25 mg

Pass all components through a 0.8 mm sieve, mix and press with medium compression force
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Effervescent tablets: are unc_oated tablets that generally contain
acid substances (citric and tartaric acids) and carbonates or
bicarbonates and which react rapidly in the presence of water by
releasing carbon dioxide. |
-They are intended to be dissolved or dispersed in water before use providing:
A- Very rapid tablet dispersion and dissolution.
B- pleasant tasting carbonated drink.
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Table 2.9.5.-1

Pharmaceutical Form , Avarage' Mass Pem;antafga
o  deviation
Tablets (uncoated and 80 mg or less 10

film-coated
} More than 80 mg and

less than 250 mg 7“5
o 250 mg or more N 5
Capsules, granules Less than 300 mg 10
{(uncoated, single-dose) | | _
and powders (single-dose) 300 mg or more 7.5
Powders for parenteral use® More than 40 mg 10
{single-dose) : _
Suppositories and pessaries All masses 5
Powders for eyve-drops and Less than 300 mg 10

{single-dose)

* When the average mass is equal to or hemw 40 mg, the preparation
is not submitted to the test for uniformity of mass but to the test for
uniformity of content of single-dose preparations (2.9.6). '
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RECOMMENDED DISSOLUTION MEDIA
The following dissolution media may be used.

Table 5.17.1-1. — Examples of dissolution media

pH - ' Dissolution media

pH 1.0 o ' HCl

pH 1.2 | NaCl, HCI

pH 15 ' MNall, HCL

pH 4.5 Phosphate or acetate buffer
@Hl 5.5 and pH 5.8 : Phosphate or acetate buffer

pH 6.8 Phosphate buffer
pH 7.2 and pH 7.5 Phosphate buffer
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Fig. 23 Tablet coating pan

After making a good tablet, you must often coat it. The coating can have
several functions. It can strengthen the tablet, control its release,
improve its taste, color it, make it easier to handle and package, and
protect it from moisture. This article reviews the basics of tablet coating
and describes common tablet coa;iﬁng_defects,

A coating may be applied to:

1- hide the taste of the tablet's components.

2- make the tablet smoother and easier to swallow .

3- make it more resistant to the environment.

4- extending its shelf life.
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B ieeedintion wndt ! : Clgging whit
o ' i T@f}'g@s&m& o
Pedndubid i ﬂf' " -
plarsgper s § hoating,
s : grapules
§ Vi Feed :
§ T
{ o
£ i;t@twm ]
§ " pundls d:
Eiesteone i;«wmg st Dhopratyide Eoinpress baetliny
Byl i m’mmmzmg patiiet ot pof mp FEGE  pnteoors Then
Grin a;e;argm’&ss s‘:@a’hﬁm a‘fﬁ? SOSLRY R wle xmmﬁ mm
o o o Pkt sl

Fig.24 Compression coating of tablét
{Courtesy. Benliov's toxt book of phaimuetulds, by BA Rawims* cighih edition)

{me‘rt%y, Bemtisy 5 i@xt bmk nf phamcmim, by B A Raw}ms cighth edition)



&bﬁ b 2 PR RN 5 yemlanall e S (\) Aaga Ly 0

A58 1 AEdally el (oS il e jda calis,
amill 8 ¢ 5550 Ul 5 jumne A gima ol Al yLall o Lt Caon
Lg.:.\\c_dLaJ\uA)aS Al 53 Jasaza Gl 8 Lgaiia g o5 (e g A

A jpiaat A aadil

Gaabiaa o) <l pdiag Ui 3a o slan Q) (46 Ada grusadll puia s J8 (SU
2 585 Lol el t\ﬁ.la.\ajusu&ﬁ\)m%w g g (il
_uumgxuay(uuﬂ_whm Sl ydiall oda (e diile dilial,
Caald Jaas Aulaal

wala JS.J gyl

5 jilite 3l 5a o (g sad i grana A8y jlall 03gy juaa

Al Guinl g cplaiall cp bad e 0 5S8 O (S 53U A sall oSl
S e Jaand Gy (4 o Jaiaally (il Gl o 85 o (S

Al el ddgdall (oS5 a5l AR} i)

3 5 (g Ble Aun Al ALY (S5 Cun al sall (g 5il) aill B padia
elally &l 5 iV Any pus

S Jaaal) Calls 8 Lalad Jaws sl 3 A giadll a5 (flasia 4 graaa =)
b I gas edall 8 Guiladll axe U».,tum e o fiall aaa Y
oailaie e Ganli o Jandl Ul s a5l (e 4 griadll




Gl 8 Alanionall 3 3¢ ()
Co A8l 50 Al 3 el & (g S
Capdaill <ol ety updill 8

A )l g ol sl s Ol pead g
‘......1\3..}\_9 &u\u\j Jivall i ool
o J)s]\_g (._1;13‘

M‘JJ&
UM‘MM‘J‘U‘*M\LJA&JWLSJ)SJS'“”UAPWUM‘J‘EJLPUJS“
)JMLJSM}&MMMLQ}MJJ;AM\}JL@A.“Jj.ﬁd&b.m:ﬁd.lm }c.}yjﬂ‘}\
uS.q_iu.l:m.“\Jﬁu\wyuiuuﬁ;b&B@ML@y@Miéw

A pal) ol ) imny ae Jelily O

Lgwinny pa ST f (pindad alad (he 43 €0 Gualal) apaadl (e Ao gieaall ) asll dpaily Ll
Lguaﬁj‘;m.g:tmxmO};dwncla&o’i)_,ﬁxm 15 sbusa (a5 anyll

s ¢ bpall s gramall (Raa N Ulal sagis ¢ o) ysall (e Leaia s cilda grasasll
o) lamy o2l 08 Ay S Alay ol (Banne Ay Rigual) 038 (30 el (Sl
ym‘mws@awuumjmumxwmﬁnwmw 938l Lol
L:}AL.\AJS‘LIALAJ eL.LLA L@lsujb\)\jd.aj;:w\.@_;‘g“mugw

ool Al oL Aboalal) i) 8 43l j5a A s SN jsme i Siny —




Gl pdbos 2 T Aol 3 pialall S Al Lo 5l 6365
| * CAadadl) '
.@w‘o@wd%ommwj

o ke Apulad il e e (531 AU ol sed) o) Al Gendill 5 las pda <
Jﬁbmijlm

J.\LJ@)SJA;UAJ.\_gmjhd.ﬂ)s‘uaug‘_ghJ@ﬂwb\dwlww‘;\}@.n;m4
u.u.!.\m o.n.ju.an.mli

A e il ;J‘;J!amu@}njﬁjﬁib&&wlgi@&m_igﬂﬁ’kgjgg’iw;i&&%a
L}ALL.L‘J.“JJ&M{:\A‘;‘.‘JA.‘}.“UAJQJ\JAJI}AMMQ1JAAJ‘CAJDJJAJLJU»WYS‘4
slall Juuoyétﬁb}ubxﬂd\uﬂaanyu_\]\

sl sgdl @Js.a
Do O slsed) @i e e ally
coulill and (adygla i g Ll e paladll
Lol B jan 8 Galalall GalasBU has dae e ogd il Ao S Al LAl e Gl -
¢ Olalall Gl e Lihan Cang 4y guinall ciladall g ¢ Ay gha A 80 3 i dal (e
ady ¢ Gunlill g b &y puimall cilgiall 50 o155 e Ul eyl Gasy of cSa LS.
VRV SO PRIV TR RUEIR APV REH IR I3 O

Intet Al handling

Cutlet alr. L
unit

filter unit: _
| (alr heating.
sysem..}

Sé_iutien tank

Coatlng pan

@A.Ld M\uigd\.
44_9‘_)4_)_3“‘5]5 ijub‘ﬁJ‘wauuﬂﬂ‘mUcwoﬁauﬁM‘ 53 4T
,uj*all,ﬁ&l;ﬂ\oaech@ugﬁkug‘;m wbij@y\omchu‘w |




pLE s 2 AR Taokill 3 plaall o o ‘ Aglaga L ol 3
5080 g cadill et gl e

¢ laal) A1 el 5f sl dalee 1) Al Cluibal) i Guadill Ales cpa plaiiY) ans
Aiailall gl 5y guSall cilualal) o Gdall el cld bl (e paldill ) cangt il
Sen s lus LY SIS (ay yall 2 dlenll 03grs ¢ il JSAl Amill ddas Gpat il

I

m@ijdms Jutzjmdtwmmm““k@m\wmm
JL,GM_‘UD}MA wumusmxﬁysjuh‘gs ﬁ*Mmmﬁj‘;u\
‘.\Lu_ﬁ @ﬁ@ﬂydm)?lﬁgu%w‘umheuwa?]ﬂbuuﬂdﬂ

Compressed cote Coloured costing

)

SBeoking

© Polisking

Subcoating and
smsothing

Fig. 3.1 The stoges in suearcoating.

sl B30 ) iy of ey sl 5 L saY a3k Ol ye B30 Cpauial g Sl il 333 51 o
Do Andiall el
sealing &5l JJe -
~ 2. Sub coating sub coating sl Sl Y
3. moothing smoothing a=ill -Y
colouring (nsiill -¢
polishing xuelill -

printing A=l -1

1.Seal tablet 'core

4. Colouring

5. Poiishi'ng

2819l 38 =Y
oSl Aglee U cla gramal) pe Ay gha 8 o Jeli S pde ga Alaall oda Cara )
gamall Jiladly il sy 4385 0585 O Gy 8150 e iiha
Sl e aall gt dubad Jslae Jlaniad (S
_%M\QBJQJﬁjﬁ@ﬁ\ﬂ\dﬁ@b%&)%d&ddawdm \.Msu




i gl paa S gl 85 alg ¢ o puall 3580 e Gl daag
S A gkl san) plily sl dAdes (Badat Sy
- iyl oLl -
il (3 g Jlaatialy oliall =¥
- i) Jlomiuls sLid) Y
w!ﬁéu slidi (g --
Cenlill Al il o J geasll Cllatie JS0 (5 Sl ol 58l Gk oy
Silla grmall s 38 A0S A0Sy Gl B3 JA) S Cus
Tl il ghaiadll swhaus (ole il uilaia 558 Jal o (i (059 i gl (g0 ®
lall A oyt Jal o AL o) gl L Jleaialy cila gl Cinint =

@AAJ&& cgJSuS\ djhal\ L}AB&U@SJ\.@M )
i Clla ghnall giad oS Chag ARl Ol pdag Gually il ghiaall cud i o8 Bali 3l Azash oY
rulill Gadlad ase ) gangmiﬁmubq&pﬁdmﬂt%Wthﬂl

el 3 Jhestindy 2lidll (b

Chgind dlec Afing a3 (§ ey piads le piie s ghaall o Ga Jslae Gudiiy Sale o3y
Bam g 4llS

Ol 5 el fenall dilz) p Uibal 5 B culila) (550 (B (5 Sas ¢l i Bale Jany
- | Gl 3343

i g ¢ Sl Ciligy S ¢ oLt ¢ el ¢ Gl apesl ¢ ael S Jie AN Gialusal) Ll




émfu; Aokl pmiaall Adasa L ol 55
wlu\a&b@@ﬂ;;bﬂu\ﬂ\d@hgw\Wwﬁ&ﬂ!wﬁtmﬁu\

d...a;.tuml.a_md&uajjm oY el u_g..l(_g_)iunu‘)ui\ Jlastaly oLl e Jalts
| Gaabusall 3 g2 g 2ic 40 graay
Lol J.\S\ckuu'lc Jgeanll Jad (e Jads il a8l dm‘;’bhmté_dl culaslall 13
clflnall Jleaduly elidh {c
L@Aﬁdﬂyﬂ&uumsbuuuﬂ\mwslﬂadj&ﬂubuﬂ Jlazia) ()
3 gall Cpe aae ABLY Laghy a1 e ¢ Jadadl ol 550 jadl il ja cadlia Sl cilerall
Jgmanll Al s (uantill (a5 i) g ol (analill A0 5l Gl sl (il il Jlaal
C 508 i Jleatialy Bprmaall Cilulall Jiles i o
© 4dliaall A gall (e
Ll At g ¢ el ¢ gpdlS ciligy S ¢ Bl 5508 e 2 50 g Dl
o guall 55 el dndla 9 Al 5 duania Jal goS 3l gall 020 Jeniis

Binder solution fémz'ﬂiatiﬂnz ) o -
1 . | H{% uﬁg)

{Jelafin 33 6
i acasi (powdere) 8 80
Scrose 5] 450
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Main coating processes:

1-film coating 2-sugar coating 3-press coating
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Fig. 4, T Schematic representation of the stages in spray film coating,

Film Formation:
falu

latex particles dispersed
in agueous phase

formation of thin film with
water evaporation through film

continuous film




&L%g JALH“ B ; ) | a_)u'l_-zji aﬁwi e (\) n\.ﬁm %\S"_}‘SA '. ."l : .. "

Glcgju‘uamm‘dj&wuah ﬂAJAUAA.ﬂAQ uu_u.h.‘
1- polymer
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(V) Lirea Lan 61 553

H:\“ggét;is;d 11% to 15% 259 | Amoxycillin, Azithromycin, Atenolol
system? Amloq:pme, A@ltripWIlne, Am.plcdln
Ciprofloxacin, Cephadroxil ,
Cimitidine, Calcium Tablets, Citrizine
HPMC based , Chloroquine Phosphate,
Organic 5% 2 5%, Clarithromycin, Erythromycin,
solvent system Ferrous Fumarate, Famotidine,
: Ferrous Sulphate, lbuprofen,
Indapamine, Losartan Potassium,
o |evamisole, Methyl-Dopa,
HPMC based | - Aqueous 11% Metronidazole+Tinidazole,
Ag?ge:nt:l Organic Solvent Metronidazole, Methyl Coblamine,
Solvent/ Hvd 5% 2.5% ~Mefenamic Acid, Metoprolol
olvent/ Hydro | . o
Alcoholic Hydro Alcoholic . Tartrate, Norfloxacin, N;f;dlpme,
system 9% Norfloxacin+Tinidazole, Oftoxacin,
Paracetamol, Quinine Suiphate,
- Roxythromycin, Secnidazole,
PVA based -S?idenaﬁl C-itr_ate, Trimetazidin_e,
Aqueous 20% to 25% 5 5% Tiqldazoie, szdazole_—Doxycyclme,_
system Tinidazole + Tetracycline, Verapamil
 Pigment Suspension 30% % w/w Function
* Talc 14.0 Anti-tack agent and glidant
* Magnesium stearate 2.0 Anti-tack agent and glidant
+ Titanium dioxide 6.0 Pigment/opacifier
« Quinoline yellow lake 6.0 Pigment/opacifier
* PEG 6000 2.0 Polish
 Water 4.0 Vehicle
« {sopropanol 66.0 Vehicle
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° Pagmem suspensmn 30%, % w/w L Functuon

e Tale ‘oo | ' :15.0 " Anti-tack agent

. Titaniurh dioxide | 8.0 ~ Pigment/opacifier
. Qu%nolihe___yellpw lake 4.0 Pigment/opacifier
. Antifoafn emulsion 01 Process aid

. PEG6000 - 3.0 ~ Stabilizer

. Water ' 699 Vehicie
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Enteric coating:
The technique involved in enteric coating is ) i
protection of the tablet core from
disintegration in:‘,t:he acidic environment of
the stomach by employing pH sensitive
polymer, which swell or solubilize in response
to an increase in pH to release the drug.

Aims of Enteric protection:
v" To mask taste or odour _
v" Protection of active ingredients, from the acidic environment of the stomach.
v’ Protection from local irritation of the stomach mucosa. o o
v’ Release of active ingredient in specific target area within gastrointestinal tract.

o1c
Enteric coated aspirin E.g. Micropirin®
75mg EC tablets.

Depending on the desired function of a

coating, the following values are figures for

the amount of polymer required

Enteric coatings:
4 — 6 mg for round tablets
5 — 10 mg for oblong-shaped tablets
5 — 20 mg for gelatin or HPMC capsules

Taste-masking coatings:
1 -2 mg for round tablet
1 - 4 mg for oblong-shaped tablets

Moisture protection:
1 — 6 mg for round tablets

2 — 10 mg for oblong-shaped tablets
5— 10 mg for gelatin or HPMC capsules
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‘The pH status of enteric coated polymers in the stomach -

STOMACH

The polymers-used for enteric coatings remain unionise -
at low pH, and therefore remain insoluble. As the pH
increases in the gastrointestinal tract the acidic
functional groups are capable of ioniséti'on, and the
polymer swellslo'l_*;b,ec,omes soluble in the intestinal
fluid. | S
Thus, an enteric polymenc ﬂ!m coatlng allows the coated
solid to pass mtact through the stomach to the smal!
intestine, where the drug is then released for absorptlon
through the intestinal mucosa into the human body where

it can exert its pharmacologic effects. SMALL INTESTINE
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Summarg of Polvmers used in gharmaceutlcal formulat;ons as coating materials :

Shellac

EmCoat 120 N
Marcoat 125

Enteric Coatings

B Taste/Odor Masking

Cellulose acetate

Aquacoat CPD®
Sepifilm™ LP
Klucel®

Enteric Coatings

- Taste masking

Sustained release coating
Sub coat moisture and barrier

Aq uacqat@' ECD :

Metolose® ‘sealant pellet coating

Polyvinylacetate

hthalat Sureteric®
phthalate

Enteric Coatings

Enteric Coatings
S . S Sustained Release Coatings
Methacrylate Eudragit® . - Taste Masking

Moisture protection

~Rapidly disintegrating Films |

Shellac :

« Material of natural orlgm purlfled resmous secretlon of
the insect Lacc:fer lacca.
» Oldest known material used for enteric coatings.
* Suited for drijg'tai'geting in the distal small intestine as
soluble at pH 7.0
* Its use is now less popular in commercial pharmaceutical applications for enteric
coatings.Due to poor batch to batch reproducibility, which is a crucial requirement.
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Cellulose acetate pf

° Chemlcal hame: Cellulose acetate phthaiate
> Trade name: CAP, Aquateric

Apphcatlon form: organic or aqueous dlspersmn

Soluble above pH: 6 .
Additional remarks: sensitive to hydrolysis, 5-30% plasticizer required.
| Sanall § Laand o glhall &y allonsl) ciliidiall
VG el 3ol -y
(HPMCP) < 5l shaus deise Jug 1 (oS5 20 =Y
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S e G e ) d gl o Jgeanll Jall £ sul) Aallad e patiy L 2
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Polyvinyl acetate phthalate (PVAP)

Chemical name: polyvinyl acetate phthalate#

Trade name: Opadry enteric (aqueous), Coloron
Application form: organic solution, aqueous dispersion.
Soluble above pH: 5 | "
Additional ren'_iarks: Plasticizer is required.
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Acrylic polymers:

» Chemical name: Methacryhc
» Trade name: Eudragit®
» Application form: organic solution or aqueous dispersion.
. So!uble above pH: 5 * depends on co- polymers used.
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Coating Problems:

picking/chipping | . roughness

sticking - film cracking/peeling




gLE el o P sdie daaladl s pataalle T (1) Adpm b g3

: Blistering {wrinkling)
Yy MLL:MAM o.}\.c L..u.a..“ B sl | el U gSa 3l il ce U Sa ahill o 3 cunll 138 3
13 Gty | dname gedaes (53 Lal LS5 i) e g il il agls L pline 8
il Aalee Blgd 3l S OOE (il B Caney Ll a4 SR lain) G Gasall
Caiatl bl of sell ahadiul Calidy g cubaill of g 5l a A 0 sty casdl 1 da S
- Coaalill Ades 8 s graianll

: Chipping
&Mtusﬁghammywcuuﬂgm\w
Abee DA 3 € ClSISIal g o graa @llin () 5S5 Ladie Bale Caday g
5l il gramall hsell ey el 3 sl g LS il
uwlﬁ‘ ¥ Ol s ‘*f«ﬂ s .%-“ Juu“ f“}“ 3R sty Jal u,& M—‘M-«-“ s34 d-a-' |

<55°§ (B> UJJLﬁJ

:Cratering
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: Orange peel/ Roughness
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