
                                                                                                          

1.3.1 Summary of Product Characteristics (SmPC) 

Module-1 Momento Tablet 



 
Name of the medicinal product 
Momento Tablet 

Qualitative and quantitative composition 
Each tablet contains Desloratadine 5 mg. 

Pharmaceutical form 
Tablet 

Clinical particulars 
Therapeutic indications 
Desloratadine is indicated for the relief of symptoms associated with: 

- allergic rhinitis, 

- urticaria. 

Posology and method of administration 

Adults a nd a dolescents ( 12 years of  a ge a nd ove r): one  t ablet onc e a  da y, f or t he r elief of  
symptoms a ssociated with allergic r hinitis ( including int ermittent a nd persistent a llergic 
rhinitis) and urticaria. 

Posology 

Intermittent allergic rhinitis (presence of symptoms for less than 4 days per week or for less 
than 4 w eeks) s hould b e m anaged i n a ccordance w ith t he e valuation of  p atient's di sease 
history and the treatment could be discontinued after symptoms are resolved and reinitiated 
upon their reappearance. 

In pe rsistent a llergic r hinitis ( presence of  s ymptoms f or 4 da ys or  m ore pe r w eek a nd f or 
more than 4 weeks), continued treatment may be proposed to the patients during the allergen 
exposure periods. 

Paediatric population 

There is limited clinical trial efficacy experience with the use of desloratadine in adolescent s 
12 through 17 years of age. 

The safety and efficacy of Desloratadine film-coated tablets in children under the age of 12 
years have not been established. No data are available. 

The tablets can be administered with or without a meal. 

Method of administration 

Contraindications 
Hypersensitivity to the active substance, to any of the excipients listed in  

Special warnings and precautions for use 
In the case of severe renal insufficiency, Desloratadine should be used with caution. 
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Desloratadine cont ains l actose. Patients with rare h ereditary pr oblems of  galactose 
intolerance, the Lapp lactase deficiency or  glucose-galactose malabsorption should not  take 
this medicine. 

Interaction with other medicinal products and other forms of interaction 
No clinically relevant interactions were observed in clinical trials with desloratadine tablets in 
which erythromycin or ketoconazole were co-administered. 

In a  c linical pha rmacology t rial de sloratadine taken c oncomitantly w ith a lcohol di d no t 
potentiate the performance impairing effects of alcohol. 

Fertility, pregnancy and lactation 

Desloratadine was not  t eratogenic in animal s tudies. The safe use of  the medicinal product 
during pr egnancy h as n ot be en e stablished. T he us e of  de sloratadine dur ing pr egnancy i s 
therefore not recommended. 

Pregnancy 

Desloratadine i s e xcreted i nto br east m ilk, t herefore t he us e o f de sloratadine i s not  
recommended in breastfeeding women. 

Breast-feeding 

Effects on ability to drive and use machines 
In clinical trials that assessed the driving ability, no impairment occurred in patients receiving 
desloratadine. However, patients should be informed that very rarely some people experience 
drowsiness, which may affect their ability to drive or use machines. 

Undesirable effects 

In c linical t rials in a range of  i ndications i ncluding allergic rhinitis a nd c hronic i diopathic 
urticaria, at the recommended dose of 5 mg daily, undesirable effects with desloratadine were 
reported i n 3 %  of  pa tients i n e xcess of  t hose t reated w ith pl acebo. T he m ost f requent of  
adverse events r eported in excess of  pl acebo were fatigue (1.2 %), dr y mouth (0.8 %) and 
headache (0.6 %). In a clinical trial with 578 adolescent patients, 12 through 17 years of age, 
the most common adverse event was headache; this occurred in 5.9 % of patients treated with 
desloratadine and 6.9 % of patients receiving placebo. 

Summary of the safety profile 

Other undesirable effects reported very rarely during the post-marketing period are listed in 
the following table. Frequencies are defined as very common (≥ 1/10), common (≥ 1/100 to < 
1/10), unc ommon (≥ 1/1,000 to < 1/100), rare (≥ 1/10,000 to < 1/1,000), and very rare (< 
1/10,000). 

Tabulated list of adverse reaction 

System Organ Class Frequency Adverse reactions seen with 

Desloratadine 

Psychiatric disorders Very rare Hallucinations 

Nervous system disorders Very rare Dizziness, s omnolence, insomnia, 
psychomotor h yperactivity, 
seizures 



Cardiac disorders Very rare Tachycardia, palpitations 

Gastrointestinal disorders Very rare Abdominal pa in, nausea, vomiting, 
dyspepsia, diarrhoea 

Hepatobiliary disorders Very rare Elevations of  l iver e nzymes, 
increased bilirubin, hepatitis 

Musculoskeletal and 
connective tissue disorders 

Very rare Myalgia 

General disorders Very rare Hypersensitivity reactions ( such a s 
anaphylaxis, angioedema, 
dyspnoea, pr uritus, r ash, a nd 
urticaria) 

Reporting s uspected a dverse r eactions a fter a uthorisation of t he m edicinal pr oduct i s 
important. It a llows continued m onitoring o f the be nefit/risk ba lance of  t he m edicinal 
product.  

Reporting of suspected adverse reactions 

 

Overdose 
In the event of overdose, consider standard measures to remove unabsorbed active substance. 
Symptomatic and supportive treatment is recommended. 

Based on a m ultiple d ose c linical t rial, i n w hich up t o 45  m g of  desloratadine w as 
administered (nine times the clinical dose), no clinically relevant effects were observed. 

Desloratadine is  not  e liminated by haemodialysis; it is  n ot know n if it is  e liminated by 
peritoneal dialysis. 
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Pharmacological properties 
Pharmacodynamic properties 

Desloratadine i s a non -sedating, l ong-acting hi stamine a ntagonist w ith selective pe ripheral 
H

Mechanism of action 

1- receptor a ntagonist activity. After or al a dministration, desloratadine s electively bl ocks 
peripheral histamine H1- receptors because the substance is excluded from entry to the central 
nervous system. 

Desloratadine has de monstrated antiallergic pr operties f rom in vitro studies. T hese i nclude 
inhibiting the release of proinflammatory cytokines such as IL-4, IL-6, IL-8, and IL-13 from 
human mast cells/basophils, as well as inhibition of the expression of the adhesion molecule 
P-selectin on endothelial cel ls. The cl inical r elevance of  t hese obs ervations r emains t o be 
confirmed. 

Pharmacodynamic effects 

In a multiple dose clinical trial, in which up to 20 mg of desloratadine was administered daily 
for 14 d ays, no s tatistically o r cl inically relevant car diovascular effect was obs erved. In a 
clinical pharmacology trial, in which desloratadine was administered at a dose of 45 mg daily 
(nine times the clinical dose) for ten days, no prolongation of QTc interval was seen. 

Clinical efficacy and safety 

No c linically r elevant changes i n de sloratadine pl asma c oncentrations were obs erved i n 
multiple- dose ketoconazole and erythromycin interaction trials. 

Desloratadine doe s not  readily pe netrate t he central ne rvous s ystem. In c ontrolled c linical 
trials, at the recommended dose of 5 mg daily, there was no excess incidence of somnolence 
as compared to placebo. Desloratadine given at a single daily dose of 7.5 mg did not affect 
psychomotor p erformance in clinical tr ials. In a  s ingle dos e s tudy p erformed in adults, 
desloratadine 5  m g di d not  a ffect s tandard m easures of  f light pe rformance i ncluding 
exacerbation of subjective sleepiness or tasks related to flying. 

In clinical pharmacology trials, co-administration with alcohol did not increase the alcohol- 
induced impairment in performance or increase in sleepiness. No significant differences were 
found i n t he ps ychomotor t est r esults b etween desloratadine and pl acebo gr oups, w hether 
administered alone or with alcohol. 

In patients with allergic rhinitis, desloratadine was ef fective in relieving symptoms such as 
sneezing, na sal di scharge a nd i tching, a s w ell a s oc ular i tching, t earing a nd r edness, a nd 
itching of palate. Desloratadine effectively controlled symptoms for 24 hours. The efficacy of 
desloratadine tablets has not  been clearly demonstrated in t rials with adolescent patients 12 
through 17 years of age. 

In addition t o t he e stablished c lassifications of  s easonal a nd pe rennial, a llergic rhinitis c an 
alternatively b e c lassified as int ermittent a llergic r hinitis a nd persistent a llergic r hinitis 
according to the duration of symptoms. Intermittent allergic rhinitis is defined as the presence 
of symptoms for less than 4 days per week or for less than 4 weeks. Persistent allergic rhinitis 
is de fined as t he pr esence of  s ymptoms f or 4 d ays or  m ore pe r w eek a nd f or m ore t han 4  
weeks. 

Desloratadine was effective in alleviating the burden of seasonal allergic rhinitis as shown by 
the t otal s core of  t he r hino-conjunctivitis qu ality o f l ife que stionnaire. T he gr eatest 
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amelioration was s een in the dom ains of  pr actical problems and daily activities limited by 
symptoms. 

Chronic idiopathic urticaria was studied as a clinical model for urticarial conditions, since the 
underlying p athophysiology i s s imilar, r egardless of  e tiology, a nd because chr onic pa tients 
can be more easily recruited prospectively. S ince hi stamine release i s a  causal f actor in all 
urticarial diseases, desloratadine is expected to be effective in providing symptomatic relief 
for other urticarial conditions, in addition to chronic idiopathic urticaria, as advised in clinical 
guidelines. 

In t wo pl acebo-controlled six w eek trials in patients w ith chronic idi opathic ur ticaria, 
desloratadine was effective in relieving pruritus and decreasing the size and number of hives 
by the end of  t he f irst dos ing interval. In each t rial, t he e ffects were sustained over t he 24  
hour dos ing int erval. As w ith other a ntihistamine tr ials in chronic idi opathic ur ticaria, the 
minority of  p atients w ho w ere i dentified a s non responsive t o a ntihistamines w as ex cluded. 
An improvement in pruritus of more than 50 % was observed in 55 % of patients treated with 
desloratadine compared w ith 19 % of  pa tients tr eated with placebo. Treatment w ith 
desloratadine also significantly reduced interference with sleep a nd da ytime f unction, a s 
measured by a four-point scale used to assess these variables. 

Pharmacokinetic properties 

Desloratadine pl asma c oncentrations c an be  de tected w ithin 30 minutes of a dministration. 
Desloratadine is well absorbed with maximum concentration achieved after approximately 3 
hours; the terminal phase half-life is approximately 27 hours. The degree of accumulation of 
desloratadine w as c onsistent w ith i ts ha lf-life ( approximately 27 hour s) a nd a  onc e da ily 
dosing frequency. The bioavailability of desloratadine was dose proportional over the range 
of 5 mg to 20 mg. 

Absorption 

In a pha rmacokinetic t rial i n w hich pa tient d emographics w ere comparable t o t hose of  t he 
general 

seasonal allergic rhinitis population, 4 %  of the subjects achieved a higher concentration of 
desloratadine. T his pe rcentage m ay va ry according t o e thnic b ackground. M aximum 
desloratadine concentration was about 3-fold higher at approximately 7 hours with a terminal 
phase ha lf-life of  a pproximately 89 hour s. T he s afety pr ofile of  t hese s ubjects w as not  
different from that of the general population. 

Desloratadine is moderately bound (83 % - 87 %) to plasma proteins. There is no evidence of 
clinically relevant medicine accumulation following once daily dosing of desloratadine (5 mg 
to 20 mg) for 14 days. 

Distribution 

The enzyme responsible for the metabolism of desloratadine has not been identified yet, and 
therefore, s ome i nteractions w ith ot her m edicinal pr oducts c an not  b e f ully excluded. 
Desloratadine doe s n ot inhibit C YP3A4 in vivo, and in vitro studies ha ve s hown t hat t he 
medicinal product does not inhibit CYP2D6 and is neither a substrate nor an inhibitor of P-
glycoprotein. 

Biotransformation 

In a single dose trial using a 7.5 mg dose of desloratadine, there was no effect of food (high-
fat, hi gh c aloric b reakfast) on t he di sposition of  de sloratadine. In another s tudy, grapefruit 
juice had no effect on the disposition of desloratadine. 
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Preclinical safety data 
Desloratadine is the primary active metabolite of loratadine. Non-clinical studies conducted 
with de sloratadine a nd l oratadine de monstrated t hat t here a re no qu alitative or  qua ntitative 
differences i n the t oxicity pr ofile of  de sloratadine and loratadine at  comparable l evels of  
exposure to desloratadine. 

Non-clinical d ata w ith de sloratadine r eveal no special h azard for hum ans ba sed on 
conventional s tudies o f s afety pharmacology, repeated dos e t oxicity, ge notoxicity, a nd 
toxicity t o r eproduction. T he l ack of  c arcinogenic pot ential w as de monstrated i n s tudies 
conducted with desloratadine and loratadine. 

 

Pharmaceutical particulars  
List of excipients  
Dibasic Calcium Phosphate Anhydrous, USP 
Microcrystalline cellulose (Type 101), BP 
Pregelatinized Starch (Starch RX 1500), USNF 
Sodium starch Glycolate, BP 
Magnesium stearate, BP  
Purified Talc, BP  
Opadry II 31G52847 (Yellow), IHS  
Carnauba Wax, BP  
Incompatibilities  
Not applicable.  

Shelf life  
3 years.  

Special precautions for storage  
Do not store above 30°C. Store in the original package.  

Special precautions for disposal and other handling  
No special requirements.  

Marketing authorization holder  
BEXIMCO PHARMACEUTICALS LTD.  

126, Kathaldia, Auchpara,   

Tongi-1711, Gazipur, Bangladesh  

Manufacturer 

BEXIMCO PHARMACEUTICALS LTD. 

126, Kathaldia, Auchpara, Tongi-1711, Gazipur, Bangladesh 
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