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““% 1. Name of theﬁ:adicinal product /;t/[)\ %_:UJ =1 -
% Bronchoterol®, Syrup Ent—!
B 2. Qualitative and quantitative composition B ol
Each 5 ml contains:
Salbutamol (Sulfate BP) 2.4 mg (Equivalent to 2 mg /Salbutamol)
Inactive ingredient:
Methylparaben , Propylparaben, Sucrose, Tutti frutti flavor, Propylene glycol, Ponceau 4R 80%, Citric
acid anhydrous, Sodium citrate dehydrate, Purified water
’ 3. Pharmaceutical form
Syrup
4. Clinical particulars
4.1 Therapeutic indications
Bronchoterol syrup is indicated in adults, adolescents and children aged 2 to 12 years.
Salbutamol is a selective beta-2 adrg s.agonist providing short-acting (4-6 hour) bronchodilation

Bronchoterol syrup is suitabj rgrl and adults who are unable to use an inhaler
device. “ ;
4.2 Posology and method of
Route of administration: oral \%g. %,
AdUhS N - QM‘J\
The minimum starting dose is 2mg Mreetimes’a day given as Sml syrup. The usual effective dose is
4mg (10ml syrup) three or four times a day, which may be increased to a maximum of 8mg (20ml
‘7 syrup) three or four times a day if adequate bronchodilation is not obtained.

' Elderly
In elderly patients or in those known to be unusually sensitive to beta-adrenergic stimulant drugs, it is
advisable to initiate treatment with the minimum starting dose.
Pediatric Population
_2-6years: the minimum starting dose is 1mg as 2.5ml of syrup three times daily. This may be
Increased to 2mg as 5ml of syrup three or four times daily.
6 - 12 years: the minimum starting dose is 2mg as 5ml syrup three times daily. This may be increased
to four times daily.
Over 12 years: the minimum starting dose is 2mg three times daily given as Sml syrup. This may be
increased to 4mg as 10ml syrup three or four times daily.
Bronchoterol is well tolerated by children so that, if necessary, these doses may be cautiously
increased to the maximum dose.
For lower doses the syrup may be diluted with freshly prepared purified water BP.
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4.3 Contraindications

Hypersensitivity to the active substance or any of the excipients.
Non-1.v. formulations of salbutamol must not be used to arrest uncomplicated premature labour or
threatened abortion.

4.4 Special warnings and precautions for use “ab
Bronchodilators should not be the only or main treatment in patients with severe or unstable asthma. \,‘;&
Severe asthma requires regular medical assessment including lung function testing as patients are at

risk of severe attacks and even death. Physicians should consider using oral corticosteroid therapy

and/or the maximum recommended dose of inhaled corticosteroid in those patients.

Patients should seek medical advice if treatment with Bronchoterol syrup becomes less effective.

The dosage or frequency of administration should only be increased on medical advice.

Patients taking Bronchoterol syrup may also be receiving short-acting inhaled bronchodilators to

relieve symptoms.

Increasing use of bronchodilators in particular short-acting inhaled beta,-agonists to relieve symptoms
indicates deterioration of asthma control. The patient should be instructed to seek medical advice if
short-acting relief bronchodilator treatment becomes less effective or they need more inhalations than

usual.

In this situation patients should be reassessed and consideration given to the need for increased anti-
inflammatory therapy (eg. Higher doses of inhaled corticosteroids or a course of oral corticosteroid).

Severe exacerbations of asthma must be treated in the normal way.

Patients should be warned that if either the usual relief with Bronchoterol oral preparations is

diminished or the usual duration of actionr . should not increase the dose or its frequency of
administration, but should seek medica Vlceéf"‘w "
Cardiovascular effects may be seen wi sympathmmﬁi‘% ugs, including salbutamol. There is some
evidence from post-marketing data publighed literattye®frare occurrences of myocardial
ischaemia associated with salbutam 11- atients ﬁh underiys%n severe heart disease (e.g. ischaemic
heart disease, arrhythmia or severe Heart fallure) wh&,are ﬂecel ing salbutamol should be warned to
seek medical advice if they experien eg’chest pain or other s syniptoms of worsening heart disease.
Attention should be paid to assessme “&fyymptomglsuc_];\a dyspnoea and chest pain, as they may be
of either respiratory or cardiac origin. \4.,*“ a3\ 82
Salbutamol should be administered cautious ts suffering from thyrotoxicosis.

Potentially serious hypokalaemia may result from beta-2 agonist therapy mainly from parenteral and
nebulised administration. Particular caution is advised in acute severe asthma as this effect may be
potentiated by hypoxia and by concomitant treatment with xanthine derivatives, steroids. It is
recommended that serum potassium levels are monitored is such situations.

In common with other B-adrenoceptor agonists, salbutamol can induce reversible metabolic changes
such as mcreased blood glucose levels. Diabetic patients may be unable to compensate for the increase
in blood glucose and the development of ketoacidosis has been reported. Concurrent administration of
corticosteroids can exaggerate this effect.

Bronchoterol Syrup contains 5.6 mg sodium in each 5 ml of syrup. This should be taken into
consideration by patients on a controlled sodium diet. Bronchoterol syrup is sugar free.
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4.5 Interaction with other medicinal products and other forms of interaction

Bronchoterol syrup and non-selective beta-blocking drugs, such as propranolol, should not usually be
prescribed together.

4.6 Pregnancy and lactation

Pregnancy

Administration of drugs during pregnancy should only be considered if the expected benefit to the
mother is greater than any possible risk to the foetus.

As with the majority of drugs, there is little published evidence of its safety in the early stages of
human pregnancy, but in animal studies there was evidence of some harmful effects on the foetus at
very high dose levels.

Breast-feeding

As salbutamol is probably secreted in breast milk its use in nursing mothers requires careful
consideration.

It is not known whether salbutamol has a harmful effect on the neonate, and so its use should be
restricted to situations where it is felt that the expected benefit to the mother is likely to outweigh any
potential risk to the neonate.

Fertility

There is no information on the effects of salbutamol on human fertility. There were no adverse effects
on fertility in animals (see section 3.3). e

4.7 Effects on ability to drive and use machlnes

None known. -

4.8 Undesirable effects

Adverse events are listed below by system organ class and frequency Frequencies are defined as: very
common (>1/10), common (>1/100 and <1/10), uncommon (=1/1000 and <1/100), rare (>1/10,000 and
<1/1000) and very rare (<1/10,000) 1rlc1udmg isolated reports. Very common and common events were
generally determined from clinical triak d‘ata Rare, very rare and unknown events were generally
determined from spontaneous data. /

Immune system disorders

Very rare: Hypersensitivity reactions including angioedema, urticaria, bronchospasm,
hypotension and collapse.

Metabolism and nutrition disorders

Rare: Hypokalaemia.
Potentially serious hypokalaemia may result from beta agonist therapy.
Nervous system disorders

Very common: Tremor. ,‘, ,_
Common: Headache. ' ‘
Very rare: Hyperactivity.

Cardiac disorders

Common: Tachycardia, palpitations.
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Rare: Cardiac arrhythmias including atrial fibrillation, supraventricular tachycardia and

extrasystoles
Unknown: Myocardial ischaemia* (see section 4.4)
Vascular disorders
Rare: Peripheral vasodilatation.
Musculoskeletal and connective tissue disorders
Common: Muscle cramps.
Very rare: Feeling of muscle tension.

* reported spontaneously in post-marketing data therefore frequency regarded as unknown

. 4.9 Overdose

« The most common signs and symptoms of overdose with salbutamol are transient beta agonist

4/5

pharmacologically mediated events, including tachycardia, tremor, hyperactivity and metabolic effects
including hypokalaemia (see sections 4.4 and 4.8).

Hypokalaemia may occur following overdose with salbutamol. Serum potassium levels should be
monitored.

Lactic acidosis has been reported in association with high therapeutic doses as well as overdoses of
short-acting beta-agonist therapy, therefore monitoring for elevated serum lactate and consequent
metabolic acidosis (particularly if there is persistefideumayprs

ing), may 3d in the setting of overdose.

&' -~

Nausea, vomiting and hyperglycaemia ha 'beenﬂxeponed, : inantly in children and when
salbutamol overdose has been taken via fhie oral rotitg &

Further management should be as clinicdl
centre, where available. '
5. Pharmacological properties
5.1 Pharmacodynamic properties ) ;
«» Pharmacotherapeutic group: Selective beta-2-atre0redEpior agonists
Salbutamol is a selective beta-, adrenoceptor agonist. At therapeutic doses it acts on the beta-
adrenoceptors of bronchial muscle providing short acting (4-6 hours) bronchodilation in reversible
airways obstruction.
5.2 Pharmacokinetic properties
Salbutamol administered intravenously has a half life of 4 to 6 hours and is cleared partly renally and
partly by metabolism to the inactive 4' -O-sulfate (phenolic sulfate) which is also excreted primarily in
the urine. The faeces are a minor route of excretion. The majority of a dose of salbutamol given
intravenously, orally or by inhalation is excreted within 72 hours. Salbutamol is bound to plasma
proteins to the extent of 10%.
After oral administration, salbutamol is absorbed from the gastrointestinal tract and undergoes
considerable first-pass metabolism to the phenolic sulfate. Both unchanged drug and conjugate are
excreted primarily in the urine. The bioavailability of orally administered salbutamol is about 50%.

indicated‘t(?@gw&r_e%nm ended by the national poisons
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. Pharmaceutical particulars
6.1 Incompatibilities

None known

6.2Shelf life

\ & 2 months. -

6.3Special precautions for storage

Store at a temperature not exceeding 30°C.
Keep out of reach of children. =

Pack
Carton-box—- with-atu i R-cap-and Fner .
w, leaflet CEA . S ; W\j‘eﬂefﬂoﬁh'\'h alate
' e Jnndd dalall 5023 ‘
~ Production{i}\\'\ € lastve : P Co\fefd‘ﬂl{'\f\ e\j{DPﬁ
Pharaonia Pharmaceuticals (Pharo Pha G\ﬂ‘mdeel -axpan
New Borg El-Arab City-3rd Industrial Alexandria — Egypt.’ PB\UQ‘HA.J lene
wWhy T yound \Ltrar
(E?ﬁ) “+ \nner \e.:»@\ei‘
yl
|
5/5
L._-sumlla_::hw-h_e@lq)__d\wa_gww__mUbuw

(1), sl 1 & gLy - B
(o) £ORATTY : St (:7) £TXYTY /¥ / (/e /NN A psaall
m | Administration & Factory : New Borg El-ArabCity - Third industrial Zone - Block 16 - Part (1)
0 gl LS 8 e TT-E1EAT 0 il - \TEY s o) g - Bubmgib el ety sl E e B 1 00

T S8 SN | vy ) A 130 et Bz -y Bpes - it g-2el] - et sl g () £5 B lall e
(+) TA0OARY - TIAVTAL/ 0/ : &gl

2
F<&
0
2L

il

(1) Y6100 : S8




éugaill &yigeall

Lol gyl—2

VLAY A 108 (5321 LBk Blicis p.p. s
1
= dﬂ%ﬂhhfo-dguni)ﬂidw1wb

www.pharoniapharma.com PHARO 6 it Ao gutlan o+ il Jadl a5
PHARMA

) i J 9 9SS 9 0
1S Al

esle Gl s s e © S (g i

ALl 3alal)

R P N

il e 3yl

sl Gmene Av9 AR su sl (sl e sSuls Caliis 2 058 B8 e ¢ DS ol da g el Ao
‘_‘._9.1 ela cddila) ?_9_\3_,“:.“ el W Lg_ﬁ..a)ll

Cadiio asb g Gl J eSS g p paions ala )
u@y@hdlbujjiécwé‘gnmwmjdyb)ﬂu Al Balall e Ol 58 J 5555855 8 Tl (5 sha

o 4.\.\\}“_“;.&.-.-:“
J ;lﬁj‘cjﬁjd}u@\ﬂjcjmﬂj\ujjﬁ}d\;]}Q\dycm‘uhu\jej\wlum}qashu -
- yarm

;\AS]IIJM JJJ\‘JLA!&MCJ\L&;_\LM -
L_:\_).ullle_\:s_\u.! A.G_sLmA'IL_JYhJ jﬂy_)h‘w_)\ﬂwa_}ﬂgs-ﬂg_yﬂ-ﬂ"dsmckH,Jt—"'_)ud_g_)u)&_g_)-\-'llieib—h-u a
dl..u.uu\f\ J\.GA PIMIGL;UMLJ!_,JML‘;’\ nJJﬂ r—....\c “\JL:-‘_,'J

ol it J gt 98 98 peanina aldddud g2 LY
A Y] Ly g p i Y
,(_;Js‘mM\aujsﬁ@éyjidyuﬁgusumm@ukJPJ .
u-‘,@yxﬂ‘,auy ST Al g sl
’ b’ Liis Y/ g &if pdadlf
“Demd
QmﬂiULf]Jlr_me/fJLn'Ju/ A Jﬂﬁjﬂ&pﬂ.& g o) AT cany

ara g fﬂ\ \%) (TR EER

W ¢ ! F e Sl o

@.’ ﬂ\-.-,-}-J '. ; .‘-’.\ﬁ. f; \‘4.2..? ﬁ AR 4.;_\j .

Aagd sl Ay (6 Els .3 '4 FT du L_ﬁ'siuggm. L e

. s A Y Sy 5 Sl Sie) O ) e piiy
_J: L_L\g]h L dlla J'I i:.l“ i tlﬁ%c(mbl_\;l (AJ% e g 5 &%ﬁ ua!_)s\ ?_a..l...u ®
U > ~ "
T g5 e & s A gl Jlanioalf [ gLis

i)l e ol Ayl ol 1 ape lse 8 OIS SNl w}mu\sp ) gl s yead) canlall £ 301 Cany
A Ay W) paa TP L, LL@&.HJJ b diay (53 2558 A
Ay yuall il iy @-‘-B-"‘ il pain Gl ylaaY dalladi 40V o

sl A g3l gpal 4l e

o) Il dliad Alla 6 o) gall 138 dlae 3315 o)) S35

il ] g alabl] pa il o g sSi0 e S3E

ks (e ) e sl e iy g B DI 58 s IS e

sealaai¥l g dels J g Jandf

Aelids gyl o 685 ol Jeall (3 e 5 gl el Ay pall S o) el 301
LLSLall fidtT g FAN

Sl s ol bl e oyl iy il i o sl e

(1), Aakad 17 gl - & WL & scliuall a_Blail Al - Biyton M el 7 Aegita s 2 all g Byl
(1) £ORAFTY : LuSta (1) £YYYY /¥ / £/ 0/ /V/ As aouli

f@j sa f’ “ﬁ 9 f’oj Administration & Factory : New Borg El-ArabCity - Third Industrial Zone - Block 16 - Part (1)
L3, UiRs ;;6 uras | | %9 e ) 31 HLS 58 FY-£1E T et - Ayl - (TETee s @B Sgpu- Blgidpell a2 881 00
e el PO/ ) A 1550 Lo (85 ylak - i Aincin - ot om (o - ol eltad @ () 5 5 BN i

(%) Y£10087) = puSEa (oY) YHIOOART - YI4-VYAL/ 6/ s akill




a,gaill auige all

LAJ\—_-ijL__'ﬁ
VLAY A 108 & 3Bl LBl Bliia p.p-
== Syt i (35 YO d g pal Jled ol

- www.pharoniapharma.com PHARO & s it (gl |+ pbsmadl J—ed oy

PHARMA

. gl o St sSigdl il #5581
p s small s (A2 PR Gn Ol aim el i) (B335 O o

sl e Gl JgfsSis ol elsisl
iy JstisSis e Jgbi Ais .Y

iy el 5 L) e yal) G S i Al 6 ol OF a3 1S elpall o 5 Lo o
ic all

el (28 A e cpally J5isll A poo ) Sle® PP PR KPP T
?L"::m‘}"-dﬁd.;\;)ll C-)?'U °

_K,,u\‘u_\c,__,_,!laqd\}eﬁ\thﬁsdiﬁbg\}ﬂlmgm\‘,oép .
<l gl 11 o Lo JUBY!

L4

J diw 1721 o Le JiBY!

o _Ll.n_s.l h"_!‘i_)-a 8-)" _sll il L_?_\LO qﬂv Babiaal) .‘\.C-_)A_“
Lin 1Y ya_piSI JubY!

Jl&ﬁ;\éjlq\._jgﬂﬁogﬁhmmsﬂl
(i 1A 0 _xS1) ol
A Jqﬂaoéaw\ln‘)}‘l
(Aias 10 0 _sSI) ol JES

Lo gy g 05 i L35 (a3 ol © Gl e s

il j Aoy <l o i oSig 0 plasicl
_QSM&,__UE!Q;__H,;H\ aJL:ﬁutésﬂﬁjkﬁg\ﬁdjﬁﬁjﬂ\emmﬁﬂu il
ol e ans s iy N8
-__").m.j.‘.‘_‘; ﬁ.ﬁt\:.nh (e tjm\ ;.\15 Al VO
s eI YL s e

Lo g Dl e 2l

e g S yo g s g Saall 00

£ Al - paead
5 N rl et Sy R plosied Ol

daye
U ®O LS e APE) REFN S A
ﬂ's'; 1 33 gikd) de jall eds 5l de sl s s o el e e
o Al e ; y.ilmhmm,‘;; wlnyY e
s i\ s DI 3855 {alaaial (e B Y

\E}j\.&\ bl "\;‘“ ’C}a._)l\ Pt
Aaisal Auslaly pal 2l Lt
epall J s e S Lo a3 00 g ezl ol e ang o8 S sSis i B AN A JS i
Sl 2 culall £ 30 Lyl ad Al el Ll (e gl ol 1

(Vrer o\ e Bl e S5 Llaall C3e S o

b ¢l Jiém‘;ay%_ﬁgsmj)éu\ A [P PR RN ‘rg‘,)jﬂu@ﬂ\u@ﬂﬁ
j::_}.\h 3 .._m::. _)'!}.J 5 91@\):\4 U.ul‘\_m;yll M.S.AJ [ Lﬁ'ﬂ;

156 sl sl 3 ol Jy Sl it pe 8 pmle ] o ygas Al

g B b cdall EOU A

G‘Jﬁe\.@\ﬁug&éﬁjo)ﬁaﬁubgh (u‘;ss;) Jm‘wd}ﬂlgﬁgubﬁj\uhj\uhﬁ@y .
g

_f.\j..\]'l e\_\::h-u'l Oe LS_)S\ alh sl {’c'l 26> A

(\),.JJL..h'sna,_g-z._wmna_._mumn

A\
i o 1 A 155 Lo B e - At - gl g - et

a.__ﬁh&&t-h__,ugdh,:)__dlwa._;g.u:c_.inl!si)ugl

() £ORATTY : uSEB (-Y) P GATAT YR YA VARR SN ol
Zone - Block 16 - Part (1)

f e\ d& fci fé%ﬁ‘ Administration & Factory : New Borg El-ArabCity - Third Industrial
e utas ﬂ AN Vs ol gali JLS 38 s TY-E1ETT o - A Sl - TETe s oy S - Bl mall g £ 8
= H ol o] () § 5 BBl S

(1) ¥§1008T : S8 (1Y) YE100AAY - LR LT ET -



A auga il auge all

CALS Lﬁ)\_'i gyl—2
ARMA 1A A 108 LBl L ke Bl pop. b
== S s i (33 YO+ a3 el ol
- www.pharoniapharma.com PHARO & it iz (gl |+ pebiaad! Jlsd oy

PHARMA

B35 Gl il e gh il il i B iy el e e
oadd V) e B e e 5
se)gall 1nyam&@\gﬁ$@m\@\;1\ Juytqukahjhl_%u\'&mé
(\-\\Oaﬁhujpjyﬁ)b;tuil
wila b elea
(\-\\L&Lxu_\;_;_‘jgié)c‘.-‘.ﬁl\
&\M .
(Vo) B e i 8) W
JUVER g ¥ N g B U BSOS
all B a Gl B BLsS e
) sl bl Aol saiashy e
A i e i ) s 509

CREMN S Llail bl e
| ‘;l».aL it &

il e
le-l-‘c\ﬁ djl-ﬁ-“ = \.\AM.L:A:.J
gV MO B Aa B

A o b . e ” K Y G
Adalag s o #l\“'é o plai d_lLo VY i ialady e fg 3iad 05 S dde

EL’L’:'}'\ N
) ) (Le b g ) 45000 A s a1 25 2
& o NSy o)) pB ) ki VRl AN e L) Aahaid) csapall qopadl 0 4ias

Aala® |7 a,_g-umua_dawsa_mm.m___‘m@,_ﬂma__gu= —all 9553
(+¥) LORATTY = St (-¥) gYYYY /¥ £/ 0/ /Y A ossls
hird Industrial Zone - Block 16 - Part (1 )

[ f eﬁ :‘} f 0‘3‘1 9& foﬁ fé’“‘a Administration & Factory : New Borg El-ArabCity - T
‘ 2 1 UKAS 7:_%‘ o UKAS :i., - \\‘ ‘pf u—.'-‘sﬂl‘ J"'.‘S .)S_?" Yor-£16-17 sl - a—‘...)-*-.‘s""ll AR AR P-JJ - 34—-.‘-‘-—?"“ *1'_)—'-“ Tor— 8 e
ot SooF 4 sl_‘u‘leﬁ(gs)i:ij_hWh..a_'ls.ﬁ

(V)=

vy /vy ddd- 15 Lo yl8 B ylas - e Apies - S g2el ol et
(1) Y1087 : puSI8  (+F) TEIOOARY - TIA-VTAE /@ /7 abats




