Farcolin
0.1 gm/20 ml
Respirator Solution

1. Name of the medicinal product : Farcolin
2 .

Saloutamol suphete 0121 g “equivaient 00,100 gm salbutamor®
For the full st of excipients, see section 6.1.

3. Pharmaceutical form : Respirator solution

Clear coloriess to pele yellow soluton.

4 Cinialpartcias

A smal number of cases of acute angle-cosure glaucoma have been reported in patients reated with a combinaton of

therefore be used cautiously. Patients should receive adequate instruction in correct administration and be warned not to
lethe soluion or mstenter the eye.

Aswilh other ih

Respirator Solution should be disconiinued immediatel. the patient assessed, and i necessary & difierent qm acnnq
ronehadiao nsiued forar-aing use.

11

yea 3 2.
Farclin Rospretor Solulon s ndicate o us n e to

B sremmy. pregnlm:y andiactation

of drugs during pregnancy should only be considered if the expected benafi 0 the mother is
qvealev v any posable sk o oo, A5 with he oty of g, hre e pubiah evdanc o o saiy of
salbutamol in the early stages of human pregnancy, but in animal studies there was evidence of some harmiul effects on
the foetus at very high dosa lavels.

42 Posology and method of sdministraton: Farcoln Resratr Sluton s o naonuss ny 0 b ratnod
in through the mwth under the direction of & phy ician, " It
lowed. . ﬂumﬂon

ofacton of 4106 haurs in most patients.
Pivete purchase of nabuliser devices fo use at home (o daliver rescus therzpy for the acute treetment of astima in
children and adolescents is not recommended.

respirator d manage use of

Children should be trained n the correct use of theidevices to deliver rescue therapy and use should be supervised
by a responsible adul.

. oven f

Intermittent adminisration
Ad

jume of 2l
ume of 2.5 m.

h sterl I seline. y 1 ml[=30 drops] final

itis fot iho moter islkal

Fertiity :
47 Effects onablly todrve and sa machines:Nore reortd.

gan class and frequency. Frequencies are defined
55 vty common (> 110),common (= 1100 <110, ancamon (= 11000 < Y100, s (= 11000 0 < 11600
and very rare (<1/10,000).

Immunue system disorders : Very are : Hypersensilvty reacions incluing angioedema, uricare, bronchospasm,
hypotension and collapse.

Metabolism and nutrition disorders.

Unknos acidosis
Nervnnssyshmdlmdlfs Commor\ Temonheeche. Very rare : Hyperactily.

Uncommon : Palpiations.

olution may Forthis, Farcol
Respirator Solution (10 mg of salbutamol) i placed in the nebuliser and the patient allowed to inhale the nebulised

Vascular disorders : Rare - Peripheral vasodilatation.
Respirat i iastinal di Very rare

Paediatric Pupumlror‘g The same mode of administration Vﬂl m\ermmenl administration is also applicable fo children.
The minimum starting dosage forchdren under the age of 12 years s 0.5 i (=15 drops] (2.5 mg o salbutamol) dilued
10210 2.5 mi with steile norma saline. Some chidren (over e 2006 18 mothe) may. vy 1ot Nohe!doses
of salbutamol up to 5 mg.

Intermittant treatment may be repeated up to four times daily.

Chidren aged 12 years and over Dose as per zdult populaton.

Reporting of suspected adverse reactians : Reporting suspected edverse reections lter aulhorzeton ofthe medicinal
product is important. It allows continued monitoring of the benefitirisk balance of the medicinal product. Healthcare
folowup@ecacgypt gov.

i
4.9 Overdose : The most common signs and symploms of overdose Wih sabulemol are iransient beta agonist
pharmacologically mediated events, including tachycardia, tremor, hyperactivity and metabolic effects. including

y is uncertain. As may oceur .
supplemental o¢ygen theragy should be considered.
via e o syearsold. been reporiad g hereiore
Continuous. ldminmuﬂon Farcolin R-sp.mof Solution s diluted with sterile normal saline to contain 50100  Montoring for lactal ool (p if worsening of
(1 mi-2ml 100wt dien). Thediied 2
-2mgpernow. %
. 1P 51 henergics, irhalans, por agoniss.
et Spetlal arnings and precautions for use - arcoln Rospirator Soluton st ol o used by naaton (o be renoc
braathed in through the mouth, and must not be injected or swallowsd. action, cularl | in asthma.
. foutamol adinisered intravenously hes  hltife of 4

Bronchaiators should nol be the only or main freatment in patients with severe or unstable asthma. Severe asthma

i5quis eguar el assesmn, g ngurton esling, 8 patts st f 5k ofsovre st ana
n death. Physicians should consider using the maximum recommended dose of inhaled corticosteroid and/or oral

eorlmstelmd therapy in these patients.

Petints recaiving treaiment at home shoud be warned to sesk medical edvice if raatment with Farcolin Respirator

Solution bocomes lss affecive A thre ey bo averse afects ssocialg with oxessve Gosing the dosage or

Patens being freated wih Farcolin Fesisor Solton mey oo receiving other dosage forms of shortacting
inhaled bonchodiltorst relieve sympton
Increasing use of bronchadiators, in paricular shortacting inled pe-agorists, to relieve symptoms, indicates

within 72 hours. Salbutamolis bound to plasma profsins to extent of 10%.
Aiter adminisiration by the inhaled route between 10 and 20 % of the dose reaches the lower airways. The femainder s
relained in the delivery system ot is deposited in the oropharyn from where it s swallowed. The fraction deposited in the

9.
ciculaton it becomes accessible to hepatic metabolism and is excreted, primariy in the urine, a5 unchanged orug and
s the phenolic sulphate.

reatment becomes less effective, or more inhalations than usual are required. I this Situation the patient should be
assessed and consideration given o the need for increased anti-nflammatory therapy (e. higher doses of inhaled
corticosteroid or  coursa of ral corticosteroid).

Cardmvascu\av effects may be

urtences of myonuldlul ischaaia associated with sabutamol. Patin's with unerying sovera haart disaas (»g
ishapie et 025, ayhia o Sover hat k) who o receiving selbutemol should be wained to seek
modial ahca ey expreca chaet pan o clfer sy f wersenmg heart msease Aﬂemmn should be paid

6. Pharmaceutical particulars :
61 Puilied weter.

6.2Incompaibiltes : None know.

6.3 Nature and contents of container : For local : A carton b contaking P ks LDPE e doprr i an

‘opaque white LDPE nozzle & y misoluion

For tender : A pack containing 21 Opeque White LDPE plastc dlupvsr botlle with an opaque Wihite LOPE Nozzl & yslow
Joaflt

.4 tarage ot at tora ol axcoadng30°C, ey o ght anduodvilinon e ot ooringf ored

diac orgin.
Farcaln Rosprato Soluion shold b used wih cae i palins Kiowt 1o s, vl Tege doses o oter
sympathomimetic drugs.

Ksep outof the vaach of cmmven
6.5 shelfife: 3 year

y
Partcular caufion is advised in acule severe asthma s this effect may be pofentiated by hypoxia and by concomitant
treatment

The nebulised solution may be inhaled through a !ace mzsk “T" piece o via an endotracheal tube. Intermittent positive
pressure ventlaton (IPPV) may be used, but i rerely necessary. When there i a isk of anoxia through hypovertiation,

otner agonists, bl d
blood glucose levals. Diabeic palients may be unable to compensala for the increase in blood glucose and the

As many nebuhsers operate on a continuous flow basis, it is likely that nebuiised drug will be released into the local
environment

Lactic acidosis has been reported in association with high therapeuic doses of ntiavenous and nebuised short-aciing

lead % gonist eatment. I i there ‘hat patents are
moniored for

Manufacturrer &L : )

A
Issuedat 13/4/2023 M”me((ag_)
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