
G¨vRgvwjb cøvm
mvjweDUvgj + ey‡W‡mvbvBW

®

DESIGN OF INSERT OF ASMALIN PLUS HFA INHALER



Dcv`vb:
cÖwZwU cv‡d& Av‡Q mvjweDUvgj mvj‡dU wewc hv mvjweDUvgj 90 
gvB‡µvMÖvg Gi mgZzj¨ Ges ey‡W‡mvbvBW wewc 80 gvB‡µvMÖvg|

dvg©v‡KvjRx:
GwU mvjweDUvgj (GKwU weUv 2-A¨v‡W«bvwR©K A¨v‡Mvwb÷) Ges 
ey‡W‡mvbvBW (GKwU KwU©‡Kv‡÷i‡qW) Gi mswgkÖY, hv 
eª‡¼vKbw÷«Kk‡bi Zvr¶wbK wPwKrmv ev cÖwZ‡iv‡ai Rb¨ wb‡`©wkZ| 
GwU G¨vRgv‡Z AvµvšÍ †ivMx‡`i G¨vRgvi SyuwK Kgvq| mvjweDUvgj 
k¦vmbvjx ‡_‡K Uvwg©bvj eªw¼Ij ch©šÍ mKj k¦vmbvjxi gm„Y †ckx¸wj‡K 
wkw_j K‡i, Ges ey‡W‡mvbvBW cÖ`v‡ni mv‡_ RwoZ GKvwaK cÖKv‡ii 
†Kvl Ges †gwW‡qUi‡`i cÖwZ‡iv‡a Kvh©Ki|

wb‡`©kbv:
G¨vRgvwjb ® cøvm 18 eQi ev Zvi †ewk eq‡mi G¨vRgvq AvµvšÍ 
†ivMx‡`i eª‡¼vKbw÷«Kk‡bi Zvr¶wbK wPwKrmv ev cÖwZ‡iva Ges 
k¦vmK‡ói SyuwK Kgv‡Z wb‡`©wkZ|

gvÎv I e¨enviwewa:
G¨vRgvwjb ® cøvm Bb‡njvi ïayygvÎ gyL w`‡q k¦vm MÖn‡Yi gva¨‡g 
e¨env‡ii Rb¨| 
cÖ‡qvRb Abymv‡i 2 wU cvd& Ges 24 N›Uvq m‡e©v”P 12 wU cvd& |

cÖwZwb‡`©kbv:
hviv mvjweDUvgj, ey‡W‡mvbvBW A_ev Bb‡njv‡ii †h‡Kv‡bv Dcv`v‡bi 
cÖwZ AwZms‡e`bkxj Zv‡`i †¶‡Î GB wcÖcv‡ikbwU cÖwZ wb‡`©wkZ|

mveavbZv I mZK©Zv:
• hw` GB Bb‡njviwU c¨vivWw·Kvj eÖ‡¼v¯úvRg ˆZwi K‡i Zvn‡j 

Bb‡njviwU Awej‡¤^ eÜ Kiv DwPZ Ges weKí †_ivwc ïiæ Kiv 
DwPZ|

• GB Bb‡njvi wKQz †ivMx‡`i g‡a¨ KvwW©IfvmKzjvi B‡d± ˆZwi 
Ki‡Z cv‡i hv cvjm †iU, i³Pvc Ges/A_ev Ab¨vb¨ j¶Y¸wj 
Øviv mbv³ Kiv hvq| Ggb †¶‡Î GB Bb‡njvi eÜ Kivi 
cÖ‡qvRb n‡Z cv‡i|

• GB Bb‡njvi me©vwaK ˆ`wbK †WvR Gi †ewk e¨envi Kiv DwPZ 
bq|

• GB Bb‡njvi e¨env‡i wKQz ms‡e`bkxj cÖwZwµqv †`Lv w`‡Z 
cv‡i †hgb- A¨vbvwdj¨vw·m, A¨vwÄI G‡Wgv, eÖ‡¼v¯úvRg, 
A‡ivd¨vwiwÄqvj G‡Wgv, dzmKzwo Ges AviwUK¨vwiqv| GB ai‡bi 
cÖwZwµqv †`Lv w`‡j GB Bb‡njvi eÜ Ki‡Z n‡e|

• weUv-A¨v‡WªbvwR©K A¨v‡Mvwb÷ wKQz †ivMxi g‡a¨ D‡jøL‡hvM¨ 
nvB‡cvK¨v‡jwgqv ˆZwi Ki‡Z cv‡i|

• Bb‡njW KwU©‡Kv‡÷i‡qW¸wj †ivMx‡`i mZK©Zvi mv‡_ e¨envi 
Kiv DwPZ| GwU †iw¯ú‡iUwi Uª¨v‡±i mwµq ev myß h¶¥v msµgY, 
QÎvK, e¨vK‡Uwiqv, fvBivm ev ciRxex msµgY, ev AKzjvi 
nviwcm wmg‡cø· ˆZwi Ki‡Z cv‡i|

• GB Bb‡njv‡i ey‡W‡mvbvBW i‡q‡Q hv GKwU Bb‡njW 
KwU©‡Kv‡÷i‡qW (AvBwmGm)| GwU K¨vwÛWv A¨vjweKvb‡mi mv‡_ 
gyL Ges Mjwe‡j msµgY NUv‡Z cv‡i| hLb GB ai‡bi msµgY 
N‡U, ZLb  GB Bb‡njv‡i e¨envi Ae¨vnZ _vKvi mgq h_vh_ 
†jvKvj ev wm‡÷wgK A¨vw›Udv½vj †_ivwci gva¨‡g wPwKrmv Kiv 
DwPZ|

• GB Bb‡njvi e¨envh© †ivMx‡`i wm‡÷wgK KwU©‡Kv‡÷i‡qW 
m¤úwK©Z cÖfve Dcw¯’wZ Av‡Q wKbv Zv mZK©Zvi mv‡_ ch©‡e¶Y 
Ki‡Z n‡e|

• Bb‡njW KwU©‡Kv‡÷i‡qW (AvBwmGm) `xN©w`b e¨env‡ii d‡j 
†ivMx‡`i †evb wgbv‡ij †WbwmwU K‡g hvIqvi m¤¢vebv †`Lv †h‡Z 
cv‡i|

• Bb‡njW KwU©‡Kv‡÷i‡qW (AvBwmGm) Ges ey‡W‡mvbvBW `xN©w`b 
e¨env‡ii d‡j †ivMx‡`i gv‡S Møy‡Kvgv, B›UªvAKzjvi †cÖkvi Ges 
Qvwb †`Lv w`‡Z cv‡i| Gme †ivMx‡`i GKRb P¶z we‡kl‡Ái 
civgk© †bIqv DwPZ|

• wK‡Uv‡KvbvRj Ges Ab¨vb¨ kw³kvjx CYP3A4 BbwnweUim  
(†hgb- wi‡Uvbvwfi, A¨vU©vRvbvwfi, K¬¨vwi‡_ÖvgvBwmb, BwÛbvwfi, 
BUªv‡KvbvRj, †bdv‡Rv‡Wvb, †bjwdbvwfi, mvKzBbwfi, 

†Uwj‡_ªvgvBwmb) Gi mv‡_ GB Bb‡njv‡ii `xN©w`b e¨env‡ii 
†¶‡Î cÖ‡qvRbxq mZK©Zv Aej¤^b Ki‡Z n‡e|

• hw` †ivMxi GB Bb‡njvi e¨envi Kivi c‡iI j¶Y¸wj Abyfe 
Ki‡Z _v‡K ev ¯^vfvwe‡Ki †P‡q †ewk †Wv‡Ri Bb‡njv‡ii 
cÖ‡qvRb nq Zvn‡j †ivMxi wPwKrmv c×wZ cybt g~j¨vqb 
cÖ‡qvRb|

cvk¦©-cÖwZwµqv:
mvaviY cvk¦©-cÖwZwµqvi g‡a¨ i‡q‡Q †ivMxi gv_ve¨_v, Kvwk, gyL I 
Mjvq ¶Z, A¨v‡WÖbvj Bbmvwdwm‡qwÝ, A¨vjvwR©i cÖwZwµqv, †jv †evb 
wgbv‡ij †WbwmwU, †Pv‡Li Møy‡Kvgv, Qvwb BZ¨vw`|

we‡kl †¶‡Î e¨envi:
Mf©ve¯’vq e¨envi:
Mf©eZx gwnjv‡`i g‡a¨ GB Ilya-m¤úwK©Z SzuwK Rvbevi Rb¨ †KvbI 
ch©vß Ges mywbqwš¿Z M‡elYv †bB| Gwc‡WwgIjwRKvj M‡elYv Ges 
gv‡K©wUs-cieZ©x †Km wi‡cvU© †_‡K cvIqv DcvË Abyhvqx, wbtk¦v‡mi 
mv‡_ mvjweDUvgj e¨env‡ii c‡i eo Rb¥MZ ÎywU nIqvi ev Mf©cvZ 
nIqvi SzuwK †Zgb †bB| ey‡W‡mvbvB‡Wi †¶‡Î, Mf©eZx gwnjv‡`i 
g‡a¨ GwU e¨envi-msµvšÍ ch©v‡jvPbv¸wj (Rb¥MZ ÎæwU, Mf©cvZ ev gv 
ev åæ‡Yi Rb¨, Ab¨vb¨) cÖwZK‚j djvd‡ji SzuwK wPwýZ K‡iwb|
¯Íb¨`vb Kv‡j e¨envi:
ey‡Ki `ya cvb Kiv wkïi Dci ev `ya Drcv`‡bi Dci GB 
wcÖcv‡ikbwUi cÖfve m¤ú‡K© †KvbI Z_¨ cvIqv hvqwb|

WªvM-B›Uvi¨vKkb:
• ÷ªs mvB‡Uv‡µvg P4503A4 BbwnweUim (†hgb- wi‡Uvbvwfi) 

mZK©Zvi mv‡_ e¨envi Kiæb|
• Ab¨vb¨ kU©-A¨vw±s eÖ‡¼vWvB‡jUi: Ab¨vb¨ kU©-A¨vw±s 

eª‡¼vWvB‡jUi weUv A¨v‡Mvwb‡÷i mv‡_ mZK©Zvi mv‡_ e¨envi 
Kiæb|

• weUv eøKvi: GB Bb‡njv‡ii Kvh©KvwiZv n«vm Ki‡Z cv‡i Ges 
¸iæZi eÖ‡¼v¯úvRg ˆZwi Ki‡Z cv‡i|

• WvBBD‡iwUKm ev bb-cUvwmqvg-‡¯úqvwis WvBBD‡iwUKm: 
nvB‡cvK¨v‡jwgqv ev BwmwR cwieZ©‡bi m¤¢vebv _vK‡Z cv‡i| 
GKmv‡_ e¨env‡ii †¶‡Î cUvwkqv‡gi gvÎv ch©‡e¶Y Ki‡Z 
n‡e|

• g‡bvA¨vwg‡bv Aw·‡WR BbwnweUi (MAOI) Ges UªvBmvBwK¬K 
A¨vw›UwW‡cÖ‡m›Um: Bb‡njvi Gi mv‡_ GB ai‡bi Ilya¸‡jv 
mZK©Zvi mv‡_ e¨envi Kiæb|

msi¶Y:
K¨vwb÷viwU D”PPvchy³ nIqvq GwU AvcvZ`„wó‡Z Lvwj g‡b n‡jI 
wQ`ª Kiv, fv½v A_ev †cvov‡bv hv‡e bv| 250 †m. ZvcgvÎvi wb‡P ï¯‹ 
¯’v‡b I Av‡jv †_‡K `~‡i ivLyb| †Pv‡Li ms¯ú‡k© †_‡K `~‡i ivLyb| 
wkï‡`i bvMv‡ji evB‡i ivLyb| †Kej gvÎ †iwR÷vW© wPwKrm‡Ki 
e¨e¯’vcÎ Abyhvqx weµq I weZib‡hvM¨|

c¨vwKs: 
G¨vRgvwjb® cøvm GBPGdG Bb‡njvi: cÖwZwU K¨vb÷v‡i Av‡Q 
120/200/300 wU cvd&|

Composition:
Each puff delivers Salbutamol Sulphate BP 
equivalent to Salbutamol 90 µg & Budesonide BP 
80 µg.

Pharmacology:
This is a combination of salbutamol (a 
beta2-adrenergic agonist) and budesonide (a 
corticosteroid), indicated for the as-needed 
treatment or prevention of bronchoconstriction and 
to reduce the risk of exacerbations in patients with 
asthma. Salbutamol relaxes the smooth muscles of 
all airways, from the trachea to the terminal 
bronchioles, while budesonide has a wide range of 
inhibitory activities against multiple cell types and 
mediators involved in inflammation.

Indications:
Asmalin ® Plus HFA Inhaler is indicated for the 
as-needed treatment or prevention of 
bronchoconstriction and to reduce the risk of 
exacerbations in patients with asthma 18 years of 
age and older.

Dosage & administration:
Administer Asmalin ® Plus HFA Inhaler by oral 
inhalation only.
2 puffs as needed, with a maximum of 12 puffs in 24 
hours.

Contraindications:
This is contraindicated for patients showing 
hypersensitivity to salbutamol, budesonide, or to 
any of the excipients.

Warnings & Precautions:
• If this inhaler produces paradoxical bronchospasm, 

it should be discontinued immediately, and 
alternative therapy should be instituted.

• This inhaler can produce cardiovascular effects 
in some patients as measured by increases in 
pulse rate, blood pressure, and/or other 
symptoms. If such effects occur, this Inhaler may 
need to be discontinued.

• This inhaler should not be used more than the 
maximum daily dose. 

• Hypersensitivity reactions can occur after administration 
of this inhaler such as anaphylaxis, angioedema, 
bronchospasm, oropharyngeal edema, rash and 
urticaria. Discontinue this Inhaler if such reactions 
occur.

• Beta-adrenergic agonist medicines may produce 
significant hypokalemia in some patients.

• Inhaled corticosteroids should be used with caution 
in patients. It may produce active or quiescent 
tuberculosis infection of the respiratory tract, 
systemic fungal, bacterial, viral, or parasitic 
infections or ocular herpes simplex. 

• This inhaler contains budesonide, an inhaled 
corticosteroid (ICS) which can cause infections of the 
mouth and pharynx with Candida Albicans. When 
such an infection develops, it should be treated with 
appropriate local or systemic antifungal therapy 
while treatment with this inhaler continues.

• Patients treated with this inhaler should be 
observed carefully for any evidence of systemic 
corticosteroid effects.

• Decreases in bone mineral density (BMD) have 
been observed with long-term administration of 
products containing ICS.

• Glaucoma increased intraocular pressure, and 
cataracts have been reported following the 
long-term administration of ICS, including 
budesonide. These patients should consult with an 
ophthalmologist.

• Caution should be exercised when considering 
the co-administration of this inhaler with 
long-term ketoconazole and other known strong 
CYP3A4 inhibitors (e.g.- ritonavir, atazanavir, 
clarithromycin, indinavir, itraconazole, 
nefazodone, nelfinavir, saquinavir, telithromycin).

• If the patient continues to experience symptoms 
after using this inhaler or requires more doses of 
this inhaler than usual and requires evaluation of 
the patient with their treatment regimen.

Side-effects:
Common side effects: Headache, cough, thrush in 
mouth and throat, adrenal insufficiency, allergic 
reactions, low bone mineral density, eye problems 
including glaucoma, cataracts etc.

Use in special groups:
Use in pregnancy:
There are no adequate and well-controlled studies 
with this preparation in pregnant women to inform a 
drug-associated risk. However, available data from 
epidemiological studies and post-marketing case 
reports of pregnancy outcomes following inhaled 
salbutamol use do not consistently demonstrate a 
risk of major birth defects or miscarriage. Reviews 
with budesonide use in pregnant women have not 
identified a drug-related risk of major birth defects, 
miscarriage or other adverse maternal or fetal 
outcomes.

Use in lactation:
There are no available data on the effects of this 
preparation on the breastfed child or on milk 
production. 

Drug interactions:
• Strong cytochrome P4503A4 inhibitors (e.g.- 

ritonavir) should be used with caution.
• Other short-acting broncho dilators: Use 

judiciously with other short-acting beta agonists.
• Beta blockers: May decrease effectiveness of 

this inhaler and produce severe bronchospasm.
• Diuretics, or non-potassium-sparing diuretics: 

May potentiate hypokalemia or ECG changes 
consider monitoring potassium levels with 
concomitant use.

• Monoamine oxidase inhibitors (MAOI) and 
tricyclic antidepressants: Use these types of 
medications alongside this inhaler with caution. 

Storage:
Pressurized canister. Do not puncture, break, or 
burn even when apparently empty. Store below 
25oC, keep in dry place & protect from light. Keep 
away from eyes. Keep away from children. To be 
dispensed only on or by the prescription of a 
registered physician.

Packing:
Asmalin® Plus HFA Inhaler: Each canister 
contains 120/200/300 puffs.
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Asmalin Plus
Salbutamol + Budesonide
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DESIGN OF INSERT OF ASMALIN PLUS HFA INHALER


