Ready-Made Enema

(ame of the medicinal product
Enemax’ Enema

2. Qualitative and quantitative composition
Each 100 mi cont

Sodum diyirogen Mosphte de 160 gn
Diodum cogn s Doyt 60 m

165 wi
Im uwmn il uunwcw\» see seclion 61
aceutical for

Frema
learClrss ton
Tinical p
1 Therapetic mdicatons
~For use n th relef of occasional constpation,
+ For use where bowel deansing is required, such as before and afler lower bowel surgery, deivery and pos-partum, before procoscopy,
the lower borwel.

d method of administration

42 Posology
ety and hidrenover 2years okl 1 iy or as p n
Chidn ged 2 and 49,

3 years of E

ot
Do n Siminer o gt i il sgcant mpament of en o s ecton

Th poduc shouk e sed i caton in paets wilh impoired enl uncton, e the il bt s cxpected o cutighthe sk of
paphosphaema o scton
Hep.

mpairment:
Nodose adusiment s reqird n patats il hepatic impaiment.
Nlethod of administration
For recal use only
L on oft side with both knees bent,arms at rest
Remove orange proleciive sick
With stead pressure, genlly inset enema
squesebtle el i s el
Discontinue use f resistace is encountered. Forcing the enema can result n inury
Reu cnma o cron for diposl
Generally suffcent i
or only
43 Convandcatr
 Enema s ontrandcatedin patiets it
o
0 capaciy, such as when bowel abstruction or decreased bowel oty

Comfort i into anus with noze poining towards navel

c
is present, g,
o uspecid iesting obsirction
o paratc feus
o anorecalstenosis
o impeforate
o congental o acquied megaccon
o Hirschsprung s dease

~Undiagnosed gastrointesinal pathology, ¢
o symploms suggestive of ppendicis, mestinal peforaton or actve iflammatory boweldiscase
o Undiagnosed rectal blecding,
- Congesive heartfaiur.
- Delydton’

Chidren under 3

ity o it of el fncion
No other & fsee section 45)
44 Specl warningsandprecations for use
Do noluse A nauses, vomiting o abdominal pai i present unless directed by a physician

with

condions tht may predspoe o defydraton o s aking medatons whch moy dceose gomerar lion e, such by
angiotensin s g crlapard i, angiotonsin eceplo blchors (ARG, e losaran, candosaran,
cprosrn sarncmesaan e, fsaran o o \Aumd.ﬂ ant ooty dras (SAID

nc there.

i may e wih il s e oy o
rena are of paricular any olher ema soluion,
and in paients it s why Enemax’ wih .mm"(m ,h.mmmm
uncontrolled arteral hyperiension, asites, heart discase, rectal macosal changes ulcrs, fissures), colostomy yulm\h \\hu.m aking divrelics or
e meditons hich mayalfec lcrole el who re aking medicatons o 1 prolong he QT il sch s e st
Iroside. o, azih i it e o, ot e e
e e S o s s wuyvhnwhal.\mm "hypernatraenia. Use aso wil caution i palicats

funclon,or bycratior

who ma electrol
T rodictshokd o o oo g iy v ot when he il et e o o he sk o
byperphosphatacia

Encmax” Encma s nol ended as it may cause habituaton. 2
ot e ) e used for

 Encma shoid be et scondog e s for e ad g e sechon 43, Palers o b wared o stop
Simisioton i ressiance

fihisoc the
In genera, evacusion oceus apprommally 5 minis e Enemax” nema adminirlon herdor o s over 3 il ot
recommendad I eaculon docs vl ocur aft using Eneman” o if e reenon i s o mre han 10 mivis e e s
Cond . No frber adninscaons shouk b goen, ad the condhion of B pabint shoul be acessed by 2 prysiian o wl decie ¥
sborlory

s 48 and 49
Keep i medines out of the iht andreach of aidrn

it esment o thesmediators ot might et e el 35
et inpocscoesis peisoon mpemiaentc ey roion ondacidoss may occur e sl
No other ool

{see secton 431

6k ind actation

el i sening of efcvenes
can:

other foctotovic

Enemax’ d by a physican at postpartum
i breast mik, i expresued ateast 24 hours %

Enemax’ Enc

57 Fiets an abiy to drive and use machines

Not relvant

18 Undesicable s
nema s well olerated when used 2 indicated. However, adverse events possibly assocated with the use of Enemax Enema have been
mmqmmh reporled.Insome cases,adverse cvents may occur, especal f he enema s misused.

o
common 2 1100 0. 110, uncommon(x 110001 < 1100 are (x 110000 t = 1,000} very are (< 110000, not Nown canot be stmated
from the avaible data

i Syt Diso

Very rare: Hypersensity e, utcaria
Skin and subcutancous ssue disorders
ey e istr s sgng
iabobsm and nuiiton o

elabolic acidosis

Gastrintesinal disorders:

iy e s soming ol ps e
eral disonders and admiisuaion s o
Tar: ecal rtaion, pon Singin chils

m,mm"b of suspecid adverse eactions

Reporting aler authorisaton of

balance of the medicinal produc

el pricsonss e .Mui o report any suspectd adverse reactons via Pharmacoviglance cener diecly or by sending an -mal (o

pielowpaciocnp

A discomfor and proctalg

3 monitorng of the bencfisk

is important 1t a

rtained,

Hperphosphatacmia hypocakaemia, hypermalracmi, ypermtraemia dehyabon, hypokalomia e, acoss nd (any may ocer

overdose of etnion

Recovry rom the o fecs con normaly be afiewd by eycraton.Treimen f ke imblrce moy require immecie medl
iyt and i replcement therapy

penms

nenon wihaprpri
5. Pharmacological proj
3 Phammacodynami prope

Phamacothrapeic gou oo shosphate nema

* Enema il act 3 . ol route, Fid accumulation n th fower bowel and
dand partor all of
5.2 Pharmacokinetic properiics
levels occur in nearly 25 preparations
a encrated by a small open-lab 5\

olama 55 - 300
of subjec the 10-minute sompe. Lnder
the sl mm hi sneser eched o rcl amisoon.

G Lt of excpent
Sodium Benzoate,Purfied water
62 Incompatibillies

4 Special precautions for storage
Sl emperaur o xeding 50 C
‘and contents of container
Cr muu«wmw,mmw it blue (LOPE) Plastic botte containing 120 m solution with bl PVC nozzle and blue (HDPE) plastic cap with
ulmhulur and an nner e
il prcatons for disposal and ot handing
ol

Keep all medicaments out of reach of children

’ Product of:

AMOUN PHARMACEUTICAL Co.
SAE.
El-Obour City, Al Qalyubia, Egypt. ’
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