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Propantheline Bromide USP

Composition
Prokind Tablet: Each tablet contains Propantheline Bromide USP 15 mg.

Pharmacology

Propantheline is an anticholinergic drug, a medication that reduces the effect
of acetylcholine, a chemical released from nerves that stimulates muscles, by
blocking the receptors for acetylcholine on smooth muscle (a type of muscle).
It also has a direct relaxing effect on smooth muscle. Propantheline is used to
treat or prevent spasm in the muscles of the gastrointestinal tract in the
irritable bowel syndrome. In addition, Propantheline inhibits gastrointestinal
propulsive motility and decreases gastric acid secretion and controls excessive
pharyngeal, tracheal and bronchial secretions. Slow gastric emptying and long
intestinal transit time have been shown to improve lactose absorption.

Action is achieved via a dual mechanism: (1) a specific anticholinergic effect
(antimuscarinic) at the acetylcholine-receptor sites and (2) a direct effect upon
smooth muscle (musculotropic). After oral administration, propantheline
bromide is extensively metabolized primarily by hydrolysis to the inactive
materials xanthene-9-carboxylic acid and (2-hydroxyethyl) diisopropylmethyl
ammonium bromide, approximately half of which occurs in the gastrointestinal
tract prior to its absorption. Food appears to substantially decrease the extent
of absorption following oral administration. It appears that it does not readily
penetrate the CNS and eye, due to complete ionisation and poor lipid
solubility.

Indications

Prokind is indicated as an adjunctive therapy in the treatment of peptic ulcer
(gastric and duodenal) and for the relief of the symptoms of gastritis. Prokind is
also indicated for Spastic and inflammatory disease of Gl and urinary tracts
such as the symptomatic treatment of the irritable bowel syndrome (irritable
colon, spastic colon, mucous colitis, acute enterocolitis, nervous diarrhoea and
functional gastrointestinal disorders). Other indications include renal colic,
hyperhidrosis, as adjunctive therapy in ulcerative colitis, diverticulitis,
cholecystitis and pancreatitis and for certain gastrointestinal diagnostic
procedures(Duodenography). Control of salivation and enuresis. Second-line
therapy for urinary incontinence. Improves lactose intolerance.

Dosage and Administration

Dosage should be individualized. The usual initial adult dosage is 15 mg (One
tablet) 30 minutes before each meal and 30 mg at bedtime (i.e., 75 mg daily).
Dosage should be carefully titrated until therapeutic effect is achieved or
adverse effects become intolerable using the lowest possible effective dosage.
The maximum daily dosage should not exceed 120mg. Subsequent dosage
adjustments should be made according to the patient's individual response
and tolerance. The administration of one 7.5 mg tablet 3 times a day may be
sufficient for patients with mild manifestations, for geriatric patients, and for
those of small stature. When used in contrast radiology, 30 mg should be
given 45 minutes before the procedure. For other indications, the dose is 15 to
30 mg 4 times daily.

Use In Children

Safety and efficacy of propantheline bromide in children have not been
established.

Use In The Elderly

Caution should also be exercised in elderly patients because of the possibility
of inducing urinary retention. Urinary retention may be avoided if these
patients are advised to micturate at the time of taking medication. Caution
should also be exercised in elderly patients due to the danger of precipitating
undiagnosed glaucoma.

Side Effects

With the exception of fewer effects on the eye and the CNS, propantheline can
be expected to have a similar adverse reaction profile as atropine (dry mouth,
dry eyes, urinary hesitancy, tachycardia, constipation, etc.)

Contraindications

The medicine is contraindicated in patients with:

Hypersensitivity to propantheline bromide or other anticholinergic agents, or
any of the ingredients in Prokind tablets. Tachycardia secondary to cardiac
insufficiency or thyrotoxicosis, Glaucoma, since mydriasis is to be avoided
Obstructive disease of the gastrointestinal tract (pyloroduodenal stenosis,

achalasia, paralytic ileus, etc), Obstructive uropathy (prostatism), Intestinal
atony of elderly or debilitated patients

Precaution

Take propantheline tablets at least an hour before food or on an empty
stomach.

If you miss a dose of propantheline, take it as soon as possible. If it is almost
time for your next dose, then skip the missed dose and continue taking at the
usual times.

This medicine may cause drowsiness and blurred vision. If affected do not
drive or operate machinary.

Propantheline can cause a dry mouth. For relief try sucking sugar-free sweets,
pieces of ice or chewing sugar-free gum.

Use In Pregnancy & Lactation

Safe use of Prokind in pregnancy has not been established. Therefore, the use
of this medicine in women of child-bearing potential requires that the benefits
be weighed against its possible hazards to mother and foetus.

As many agents are excreted in human milk, caution should be exercised
when propantheline bromide is administered to a breast-feeding woman.
Suppression of lactation may occur with anticholinergic agents.

Drug Interaction

Antacids or Absorbent Antidiarrhoeals: May reduce the absorption of
propantheline bromide, therefore resulting in a reduction of its therapeutic
effectiveness. Therefore, take two to three hours apart from doses of
propantheline bromide.

Anticholinergics: May delay absorption of other medication given
concomitantly.

Antimyasthenics: Concurrently used with propantheline bromide may further
reduce intestinal motility.

Over Dosage & Treatment

The symptoms of overdosage with propantheline bromide progress from an
intensification of the usual side effects (from nausea and vomiting) to CNS
disturbances (from restlessness and excitement to psychotic behaviour),
hyperthermia, circulatory changes, (flushing, fall in blood pressure, circulatory
failure), respiratory failure, paralysis and coma.

Storage Conditions
Store in a cool (below 30°C) and dry place, away from light. Keep out of the
reach of children.

Presentation
Prokind Tablet : Each commercial box contains 60 tablets in Alu-Alu blister
pack.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh

LF02002




ARG

et @rEe 3e9Afor

TAWIT
(AIFIZS BIRTEs: A SIS Seg (el @mIze 3eunAt se Hfeam

FfiEtE

ErrRET @@ 93 Shfsfmtes o, 3 ey ar bR e
AR T, 95 AT A JY 20 e = A e Twifre Fe, Ty
CFITS (9% RER 7)) IR IESEeR forbaetis 3@ 5@ | s Fp
(oMlTS AP TR e (Rt | 3RUBET QST PRSIt ARG IR N0GIBIRaeT
SiER e R fofest ar afswrg Fars (@rrmfm e Far =01
ARIBIS, (AT BIEAGbIRAM JAEbTe Afoferes arar (R @R
G SifTe feaer 2 @ «ae Sreifys wfafer, WemE a3 e
et fmae o0 | A9 G A 2eT @ A STEaFWEE AN Ee
RO TT© FACS (TR ZRCE | IF6 17® ARG e s ey m 23
(5) SmFBREE-ersa Meoekte @t e SpftmiFms geor
(SHIFBPRATRTF) «3R (2) T 1R (NEEAG ) Bom Tamife o | Gk
TR #ITE, (AP @RI FFerd QR ERAE ad e smef
WEF->-FREFT O GR (-IICIHLART)  TREINCATRANIET
ST @IRCe [Ro1ee =, T9 2 Seds B IEa0es 18 «F fageFace
TG | GRE AR AT A5 TR 2o STt g F0F 0T 0
= | T SRR @R gE [ grames st @ft framad @3 Gl
L FTRCGE AR PR I WA = |

ot

oAb eI (MG @3 feStereT) e e ARerRbE™ Sorsta
TR T (AIFIRE G0 TS (R TR frafie =7 |

R @R @A 5T G FMRERS @R TS (AFES Frke &
w RERIG StEs P i et (3G @, =Afss @,
fEerT @Enele, S5 GBRIEERGe, IRk TEiE a3 FEE MR-
GBI ) | A Sl N TR @I (@I, YIARR I,
ARG @G, TEeibEmate, @ehreRt aae ArmieataiT aae
e GIRAGIIRAT TEPARTT afed (Srermiats) oy sz =ifr
TR | AT @3 enuresis FREH, 2ART SPIRAN G fGolw g (@,
ATPEIS ARG TFy® A |

a8 CRARR

(OIS =2 91 6w | gfieazma Aol (orer 251 dfefs Wi vo G =i
se fifFam (@3 BrRe’) @ AR T8 wo ffa (Wi, Afsfim ae
e | APEHT ger e 1 e NS (Tre ARETT SRS I Sve
9 Sy Iy S (Tre AR A A el seRAT 2w € |
i Tl (erer S0 MiEm Sfewy w1 Sfvw 77 |

RIS! (TIE ANGT @I Tfeore aifsfamr qar T=aaers Sar F4r ¢bs |
@36 q.¢ W™ SRt e © IF I T W oFOE - @IEANOR 4,
@ RGF @NTF T G2 (2B TFER @M G AT 2 AN |

FBIE @ eiEre Taze e, *mfod 8¢ [ At wo [T trear Tfow |
I 2ol Ty, (@IS S¢ (AT wo FfEa Wi 8 a

[RSGERST SR
TR T (TR @IRTe fRarerer q3k FrEwer Afefre z@ |

RERICERCIRISHE
PR 4T AT FERAT ST F @NH (A8 ToF©] SeT= 41 B |
TS JTF QSR [ FRC IF @R CF@S T o] SFeTwe F41 oo |

oinf aifsfemar

®M G GTITTR T 9 o) Im e, (il Sneiiea et
AR TN el AT (TR S el (AT AT (SF T, 9F TIY, AT
faut, SifeIfean, @dwlday Tenif)

Bogiino]
eg4fs @Mt cFea ey A =

(AAFRET @WRT A Sy ST arers T (RFIES SIREnd
QAT SoMI A4S S ATawTAeTST | FICAE Nergere! AT ABRBRHCHIFET

(AF BifFIear el | i, @urg TREAPP 9uer $foe | ipiE-
TEIBIRAE GIET AfeTHmd @ (MBS reaE EHefeT, Sy,
e EET Tonf) SRS Few@EenR (Awshew), wwE AT &
N SCE S |

o

AT SS @ B! ST AT AT (AT (ATATNCREAT Byt ez F90e 20 |
S T ErenfTE @ T e T SEe e T serelfe e «ft g
e | A AN AT (SIS AT AT 0 A, SR 359 T4 (wreit aferw
[ Q32 FeIfTF AT ar2et HIfEes T |

9% e34fs ow| R B A 20 A | G R0 G S 71 T T@O w1
AT

CofreIeRfeT ez % 2 7o #iCH | A sy fofi-yw iR, Jaces Gear A
- =T foareTa (31 weee |

TERER ¢ TR

TR (AFRT O farem e dfefe =l | orous, @M Tmiee
TERAE T (R 93 e3dfs IRTE T G W GR IR WRT
Romafera fawerm Sosiaef eom w4t o |

@FG AETF QTS NS 7 [ 27, O3 Fmiwaiar AL sy
QITT AMSANR AT TeF S ST 4T 5w | AFBfemife qrersefs
AT BAAIER A 60O 21T |

SR SO AR efSfeEr

SIBIFTG 3T CoIerwIT SHFECRIRRIT: (ATTefE QRIETed ceire FTs =/,
T 9 RS IS ZT 2 | TOF, (AR @EIEed e
I 72 (A fo 9T 37w e |

SFBTRIARITERET: G (S STy SO e o8 20 =41 |
STfSNRICERSE: (reraeRfm QmEres A GFEIe JIRE FA0E - SAE@q
fSATST A FIATS M |

TaifEwr

(AT @rEtes Sfefie @ sl el A efefar fm Siger
(3fr Afr o7 W3e Af) @ ONS ars (SfgseT e Sree (2t Tebe
qGA), TRARAN, T T RS, (Fifele, TSI ST AT, eIz
yfen), WPRE ST, S @I (I |

SR
ST (AT L, TS (90 GIETREE @ fLs) 6 AT BT YT | AT 64
TR TSI 120 AL |

RESEIEY
(IS ByeEs: Afe qfafers aw sueg-sue @oR e wofb i
T |

FETT
A FFE BT Pramtr
S, TAAFRTRE, AN




