VE N TA Solution for Inhalation

Reva Pharma

Composition: Each 1 ml of solution for Inhalation contains: 5 mg
salbutamol (as sulfate).

Mechanism of Action: VENTA contains Salbutamol which is a selective
B2-agonist providing short-acting (46- hour) bronchodilation with a

fast onset (within 5 minutes) in reversible airways obstruction. With its
fast onset of action, it is particularly suitable for the management and
prevention of attack in asthma.

Pharmacokinetics: After administration by the inhaled route, between 10
and 20% of the dose reaches the lower airways. The remainder is retained
in the delivery system or is deposited in the oropharynx from where it

is swallowed. The fraction deposited in the airways is absorbed into the
pulmonary tissues and circulation. On reaching the systemic circulation

it becomes accessible to hepatic metabolism and is excreted, primarily in
the urine, as unchanged drug and as the phenolic sulphate. The swallowed
portion of an inhaled dose is absorbed from the gastrointestinal tract and
undergoes considerable first-pass metabolism to the phenolic sulphate.
Both unchanged drug and conjugate are excreted primarily in the urine.
Indications: VENTA Respirator Solution is indicated for the treatment
of acute severe asthma and for routine management of chronic
bronchospasm-unresponsive to conventional therapy.

Dosage & Administration: VENTA Respirator Solution is for inhalation
use only, to be inhaled in through the mouth via

a suitable nebulizer, as instructed by a physician. The solution should not
be injected or swallowed.

* By intermittent administration:

Intermittent treatment may be repeated four times daily.

Adults:

VENTA Respirator Solution 0.5 ml (2.5 mg of salbutamol) should be
diluted to a final volume of 2 ml with sterile normal saline. This may be
increased to 1 ml (5 mg of salbutamol), diluted to a final volume of 2.5
ml. The resulting solution is inhaled from a suitably driven nebulizer until
acerosol generation ceases. When using a correctly matched nebulizer and
driving source, this should take about 10 minutes.

VENTA Respirator Solution may be used undiluted for intermittent
administration. For this, 2 ml of VENTA Respirator Solution (10 mg of
salbutamol) is placed in the nebulizer and the patient allowed to inhale the
nebulized solution until bronchodilation is achieved. This usually takes

3 - 5 minutes.

Children:

The initial dose for children under the age of 12 years is 0.10.15- mg/kg/
dose diluted to 2.0 or 2.5ml using normal saline for injection as diluent.
The maximum dose is 0.5 ml (2.5 mg salbutamol).

The usual dose for children over 12 years is 2.5 mg salbutamol.

The following table outlines approximate dosing according to body weight:

Weight Dose Volume of inhalation solution
10 -15 kg 1.25 mg 0.25 ml
>15kg 2.5mg 0.5 ml

Clinical efficacy of nebulised salbutamol in infants under 2 years is
uncertain.

* By continuous administration:

VENTA Respirator Solution is diluted with sterile normal saline to contain
50100- meg of salbutamol per ml (12- ml solution made up to 100 ml with
diluents). The diluted solution is administered as an aerosol by a suitably
driven nebulizer. The usual rate of administration is 12- mg per hour.
Contraindications:

VENT Respirator Solution is contraindicated in patients with a history of
hypersensitivity to any of the components. Salbutamol preparations should
not be used for managing premature labour and threatened abortion.
Warnings and Precautions:

Venta should be used with caution if:

« your asthma is active (for example you have frequent symptoms). Your
doctor may start or increase a medicine to control your asthma such as an
inhaled corticosteroid.

« you have high blood pressure

« you are diabetic.

« you have an overactive thyroid gland

« you have a history of heart problems such as an irregular or fast heartbeat
or angina

« you use another nebuliser solution e.g. ipratropium bromide.

« you are taking xanthine derivatives (such as theophylline) or steroids to
treat asthma.

« you are taking diuretics.

« If you have taken other drugs used to relieve stuffy nose (such as
ephedrine or pseudoephedrine).

Driving and using Machines:

VENTA solution is not likely to affect you being able to drive or use any
tools or machines.

Drug Interactions:

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

* VENTA should be administered with extreme caution to patients being
treated with monoamine oxidase inhibitors or tricyclic antidepressants or
within 2 weeks discontinuation of such agents.

« Corticosteroids may increase the risk of hyperglycaemia.

« A few cases have been reported where the combination of nebulised
salbutamol and ipratropium bromide has given rise to acute angle-closure
glaucoma.

Pregnancy and Lactation:

Pregnancy Category: C

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 salbutamol is probably secreted in breast milk, its use in nursing
mothers is not recommended unless the expected benefits outweigh any
potential risk. It is not known whether salbutamol in breast milk has a
harmful effect on the neonate.

Side Effects:

« Salbutamol Respirator Solution and Salbutamol Solution for Inhalation
may cause a fine tremor of skeletal muscle, usually the hands are obviously
affected.

« Occasionally headaches have been reported.

« Peripheral vasodilatation and a compensatory small increase in heart rate
may occur in some patients.

« Hypersensitivity reactions including angioedema, urticaria,
bronchospasm, hypotension and collapse have been reported very rarely.
« There have been very rare reports of muscle cramps.

« As the other inhalation therapy, paradoxical bronchospasm may occur
with an immediate increase in wheezing after dosing. This should

be treated immediately with an alternative presentation or a different
fast-acting inhaled bronchodilator. Salbutamol Respirator Solution and
Salbutamol Solution for Inhalation should be discontinued immediately,
the patient assessed, and if necessary alternative therapy instituted.

« Potentially serious hypokalaemia may result from B2 agonists therapy.

« As with other beta-2 agonists hyperactivity has been reported rarely in
children.

* Mouth and throat irritation may occur with inhaled salbutamol.

« Tachycardia may occur in some patients.

Overdose:Overdosage symptoms are those of excessive B-stimulation, e.g.
seizures, angina, hypertension or hypotension, tachycardia with rates up
to 200 beats/min, arrhythmias, nervousness, headache, tremor, dry mouth,
palpitation, nausea, dizziness, fatigue and insomnia. Hypokalaemia may
occur following overdose with salbutamol. Serum potassium levels should
be monitored.

Treatment consists of discontinuation of salbutamol together with
appropriate symptomatic therapy.

Administer a cardioselective B-adrenergic blocker (e.g. acebutalol,
atenolol, metoprolol), if necessary for cardiac arrhythmias. However,

B- adrenerglc blocker should be used with caution because it could induce
severe bronchospasm.

Storage: Store below 25°C. Protect from light. Discard any contents
remaining one month after opening the bottle.

Packaging: VENT Solution for inhalation ............. Bottle of 20 ml

-A medicament i a product which affects your health, and s
consumption contrary o instructions s dangerous for you.
- Follow iy the dotrs pesrpon th method 1 e and e

[he dmu

KEEPTHE M
‘Council o Arab Health Ministers& Union of Arab Pharmacists

Reva Pharmaceutical Industry - Syria



A sl Ll e
u)g.allmﬂl)\umh_\u).a@&)mjie\.hul?xJ.\AHNI@JSL.MJPJ-
st ) s B s e (sl AL 4y 50 plasin o
sl ol a5l (b 5l i) G 3K i Jlaxiad o
Al il ) Jleiad o
(a3 sl sl kY i) o i) i a2 A oW Jlaniiad
ey \M\JNL\MIUJDJ.\.\U\

Gl oot 5 sl e ol )8 e s sl Jlanind i of deindl) e o0
RERY IRREXS
+Ai) gal) 3R

T O sbsit a5 2 i ARG 1 e ) ol jumla 5 el sallis Cinm g a2 o o
) e 0 sallay Cpll am jall 0 i Uit J glae slhae) gy e
O saadl) DS ) AN 2536 UESYT Slliae i pa¥) galal SlanS )
oY) eda Caligy il
L})L;wulmj)u“,&),ﬁha\_\lh&ll_\;);»-
UA@Y\J,ALJ)JL“JPW@J ool A V) any e LY 5
A_U\)X\olual.;d));mhawujie}u}}l)ﬁl»AJJJcA
&L\AJ‘JUM\
| Cayiatll
ol G S a0 i gl 3004l S 13 ) Jaal oL )l sl el s ¥
oiall e Jaini jhaa
el e AWlaRIul ealy Y U V) Cuda i a1 e J sald slld)
Lo Cagpmall e (e Juine o (sl (3 588 Al sal) 0 a1 oS 13 W) iyl
il o i Bl Gl Cula 8l Jseli sl S 13
sdgilad) a it
Coall il Losale 5 el < Laall d Gile ) BLESY) Uil Jglae Cony 3B o
.CM‘JJSMJ
1l LY e ¥l pmny 3 Y e
R o Jaea Ry 535 jia 53 5 5 Ardamall dpe S a5 Ciaay e
Al G sl
,"'gd)“l\m.u\:_)l\ug,ilJA@L«ML@\L)Q)\:&;J_&%WF.
ol Vs B daal) Al ) gaig aall Jakia alddl ¢l
Bl eyl (B e & "‘L_l,hjg;}l.
udmsw@uuum_\sd)ﬂumlm};lml_\_\;A_J;;J\;l\}hl‘s-
shal sy A 'YlJ)AhjﬂuJ}l;AJWl.\uMl@m)}subJ@
Jsmiall g Glide JBlaiial fose Jlaaialy ol oy puy &) 8 dallaa
dla?um}‘),ﬂ\ép@m‘y!Jﬁuﬂud,&fiwlwmglm
a1 13 ALl Aslleall 605 g sall
Bzulam&uu!m)had&a?me,mh};uamumx-
L}J.Umuyu‘;i)mﬁ.w}y\ B2 u\auJM\mJ\_\l\,AuS.

Jlsk\)\m.LL..uJ\

5 galliall (Sl e 3lall g adll A gl Caaay e
@a)d\uaumumlul.\)‘&)ﬂuumx-

i iunal il gl gl o 53930 e jad Gl o rde sl b
o (alisal gl gl 51 ey paaall il (D) Jhd Jae e oy
“__.lﬂh'_\\_.u)."if\laﬁl?_\c&j;\h/&@YnQ!J.As(_l\.!.\-.q\__dﬂl&).é‘?_\l\
Sany B Gl ¢l e QA () Gilaa ile ) g laall dpuaal)
o a5l Bl pa iy el ) (5303 e S ) gl 53
oilia JS3 Gl je V1 Axdles ae J el salliadl aladind (e i il dadlaall Joi
I 53] e 5155 sl Ji) Ll iy OLid RSEBYT S ponlal Jlani) my
P i S ' 30 23 18] il 55 bl ] (U5 50
s ol w5 35 et O Sy Y s Uy <l peals

sy Lseda 3 Y0 e Js\w\);u):@l.wd)&hu.‘ A da gy
,wwmwn)ﬂldwwuauluus‘;@\&

e Yo i Al e 3 e ALY U slae Lid riiadl

I 8 il i e iy 33

u,,. 91 el G 8 5 ]

VV,0410
Yeve/UY-

AL Ma Jglaa m

(S5 8) Jsalillas e © o (g gias JM‘QAJA A8 ‘-HSJ-\“
bt G A5 a5 el s el 53 e 138 i :
il g gl 138 gy (G 0 (e ) G g g al g )!y 2[3
gl ) e o asSal) il el lllasall il YA E el TE s
,Uxu_\mymjtukf\_umdm

G e s ey LYY Gl 2050 el oUae | Sas 2o sall i)l
s Y Slea (8 Galas Aiall lael) Adid) 30 el cllleall I Lgia 7Y ¢
T ) A sl ol ALl g A il L Sl o i 5 gl o 5l
S 5 s hend) oy sall () Joal o sall iy A gl 5550l 5 353
Jsil) iSRS Gl 5 jiia i o) S BN (5 sk e (il IS0 by
Elen] iy acingll Jenl e Rbicall el (n il Sl Galcial
DA it o)y G OS s 0l i€ ) il 8 Al of 3
sl (B onlas) S () Al

oy sl Sal g0 el BLE Sadl 28 U e Janing seblkiY)
Aol Aalaall iy Y (31 e sall pel il )
@)Locuum\?usmdmﬂmd)&ﬁm_elm‘lumﬂ)

Lo Ly

Jolaall (s pre ay Cunlal) Cilaglad s danilia 313 ) 5 g Jleriuly dl)
A

al i Al odgn Ol ) S5 Sy thakiliall cile jalf aUS (3 g plle Yl
Lag ol e

]

2305 (Jsalislls ila ¥, 0 Jdbah)dmwhﬂ'@dﬁhﬂo«)wﬁ NS
o ¥ (M pde gale o s jpu Aol 50

) 2005 iy (5ol il e il ©) i e 0 o ) 1) eyl 82035 (e
bl o gl das 5y Ja Y0

aladin) xie M3 S8 a5 s 33 LY) )‘.Pw?u\.ﬁ“ Jshad) gl o5
8 ) a3 3 s o cing calia e

Jo ¥ s ot G Ay Hhall 03¢y elae M anaad 90 L Jslae aladia (Sa
U gl s 91 e 8 (Jsabistln (o g ) +) Ui  slae 3o
Y e ale Tan (5 painy el g ) ) e i Sl 303
LGl o

kY

234353 jhe Ao ya/aS/ade +,10-0,) (8 Ao VY G ant JUL gl 2o )
Y c)J.,.,em)g\),myx_m‘@.\n”ﬂ\mw&v oY
(It e

Al sl ala ¥,0 A5 VY (358 JikaSU dalsie Wl de 2l

(03l e 2Ly i) de sl ) Jpnl) im s

LN Jslaal) aaa de Qi
Ja v, Yo éj‘,\,ra ésxc_\.
da 0 dav,o Ehe<

3350 58 Aiu Y (90 JURYT 3 313 0 aeal J gals salliall Ay o) lladll
) sdual giall plac) plai e
Jstaall o0 Ja) (s sin Cumg ae ala o g jam pladiuly Wid Jslae paad o
Ui Jslae o Jo Yo ) 2 ) J gl sallidl (g al 5 55800 Y 0 000 e saadll
JlJJ‘a)@A‘ALu‘)AJM]JM‘M (JM‘J}XMJLAM&ILIJA"";IA
Aelull 8 ale Yoo g el U sl Janall | jall 13 Al
;h,.t.,h;..“imum

(s ol Apuliaal Ja 58 (e g )5 agaal ) (m yall i Ui sl Jlani wiag
) Al Al 87 el llas il pumnions ladid s Y _.\..}s,mw
oalea Y gl 5l 5 Sl 3aY
scllalsiay) g <l ydadl)
-aul) ;_l\(\_d\ss)_\u\_ms?\mluu
AT o) g Jlasind ) caplal) Sl 8 ().\.\SJS“uualjsle\)Sa)M‘};)”-
AALEAY) St g e oS5 558 e sl le 8 sl 152l Ao (e 23
ol Lara g i)
,L;,s...n elally iy



