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PREFACE 
 

 

 

 

In the recent times, medicinal plants form an important source of drugs 

used in Ayurveda and allied systems of our Traditional medicine. Herbal 

remedies have been widely used as therapeutic as well as cosmetics 

with wide acceptance even in western countries. Our domestic trade 

on them in above 4200/- crores per annum with an export potential of 

400 crores. In spite of all inherent difficulties experienced in keeping the 

quality standards, many formulations on medicinal plants have come 

up ensuring efficacy and safety as per International standards.  

 

In our progressive march for “Global Ayurveda” Pankajakasthuri Herbals 

(India) Ltd. has taken a great leap ahead by introducing many herbal 

formulations with strict quality assurance. 

 

Now, we are happy in presenting this comprehensive monograph on 

our flagship product “PANKAJAKASTHURI BREATHE EAZY (PEEKAY) 

TABLETS”, an invaluable polyherbal formulation developed for asthma 

and allied respiratory disorders.  

 

We do hope that this presentation will be of immense help for the 

physicians and patients as well as regulatory authorities in 

understanding this unique gifted natural remedy from the ‘House of 

Pankajakasthuri’. 

 

 

 

 

Dr. N.R.Pillai, Ph.D (Pharmacology)           

C D R S Unit (CCRAS, Govt of India, New Delhi)                                                    

Dept of Pharmacology 

Medical College, Trivandrum                                               

Kerala (India) - 695011 

 

 

 

 

 

 

 

 

 

 

 

 

 



 4 

INTRODUCTION                                                                                                                                     

  

 Asthma, a very common respiratory   disorder, is derived from the 

Greek word- ‛Panos’, which means panting (fast breathing). This morbid 

clinical condition   is a chronic inflammatory lung disease characterized 

by recurrent breathing problems. Hence, inflammation is the hallmark of 

this disease, with bronchoconstriction caused by triggers like allergens, 

infections, exercise, smoke and changes in weather. 

 

Asthma can be considered as a hereditary condition and is prevalent 

throughout the world. In India, asthma prevalence varies between 4 

and 20 percent of population (nearly 20 million) with an alarming 16 to 

20 percent existence among school children. This can develop at any 

age irrespective of sex. It affects twice as many boys as girls in 

childhood and more girls than boys in adolescence. In adults the ratio 

may be 1:1. Asthma cannot be ruled out totally since 50 percent of 

children may recede this condition during teenage but can reappear 

later in life. A person’s chances of having asthma is 6 percent if none of 

his parents have,  30 percent if one of the parents has and 70 percent if 

both parents have asthma.  

 

Asthma can be classified on the basis of the triggers of an asthma 

episode or things that aggravate, as intrinsic or extrinsic. Intrinsic is due 

to non-specific factors such as infections, chemicals, drugs, cold etc. 

But extrinsic asthma, which form more than 50 percent of the patients, is 

due to allergens. Other types of asthma include exercise induced, 

steroid resistant, nocturnal, occupational etc. 
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Early symptoms include headache, chest pain, excessive thirst, loss of 

appetite, excessive perspiration, dryness in the throat, intermittent 

cough, bulging of the abdomen and breathing problems leading to 

prolonged or paroxysmal cough, difficulty in breathing and eventually, 

the asthma. Discomfort and wheezing are indications of beginning of 

an asthma attack.  

 

In Ayurveda, there are five different types of asthma viz. 

Kshudrakaswasa, tamakaswasa, chinnaswasa, mahaswasa and 

urddhwaswasa. Among them, tamakaswasa is commonly known as 

bronchial asthma.  

 

Bronchoconstriction leading to bronchospasms and airway 

inflammation form the main pathogenesis of this disease. Chemical 

mediators like cytokines from cells of immune system and alterations in 

autonomic control of airways are implicated in inducing changes in 

bronchial epithelium and intrinsic smooth muscles.  

 

This chronic devastating condition requires prolonged therapy to 

control the symptoms. Various forms of treatment like Allopathic, 

Ayurvedic, Holistic, Yoga, Acupuncture etc. are available in controlling 

the symptoms and recurrence of this disease.  In Allopathy, quick   

reliever medication including steroids and long-term preventive therapy 

are advised to control an attack. In 1979 WHO has recognized 

acupuncture, successfully practiced in China as beneficial in asthma 

and other respiratory disorders. Similarly, Yoga and breathing exercises 

are found complimentary in controlling the asthma attack. Holistic 

medicine which embraces both modern and alternative systems of 

medicine treat the patient as a ‘whole’ and activates the individual’s 

inherent healing capacity to restore health. 
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Recent introduction of ‘bronchial thermoplasty’, a microsurgical 

procedure using small probes that emit radio frequencies to open 

airways, will reduce the need for medication to control symptoms 

besides reducing the frequency of attacks. This novel surgery still under 

trial promises better management of asthma.  

 

 

 Ayurveda, our ancient heritage believes that asthma is the result of 

internal imbalances and that the balance could be restored with a 

healthy diet, plant and animal remedies and life style changes. Modern 

medicine believes that asthma is not curable but can be prevented or 

controlled by proper medications. But Ayurveda, based on “Tridosha 

siddhanta” strongly feels that tamakaswasa or bronchial asthma can 

be cured depending upon the patient’s health, age and severity of 

disease. Ayurvedic medicines from plants, diet and life style changes 

can lead to a normal life to asthma patients. A number of herbal 

formulations are available with claims to control this disease. But, our 

poly herbal formulation developed in 1985 – “PANKAJAKASTHURI 

BREATHE EAZY (PEEKAY) TABLETS,” -has withstood the test of time as an 

asthma cure because of the strong scientific basis. This unique 

formulation incorporates 14 medicinal plants chosen from ancient 

Ayurvedic classics and blended in traditional way. Systematic animal 

pharmacological and toxicological studies strongly support the findings 

of several multicenter controlled clinical trials conducted at modern 

and Ayurvedic hospitals. Thus this preparation has emerged to be a 

very effective traditional therapy in controlling this disease process 

without any known undesirable side effects or adverse reactions during 

the last 20 years. 
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2. Product specification 

 

 

(i) Name of the product - Pankajakasthuri Breathe Eazy (PEEKAY)    

Tablets 

 

(ii)    Form of the product  -Film coated Tab (500 mg) 

 

(iii)   Description  - colour-light brown 

 

(iv)   Organoleptic test -  Smell - Aromatic   

         Taste – Pungent  

              Size – 12.5 mm dia 

 

(v)    Therapeutic use/Indications - Asthma, Bronchitis chronic  

             respiratory  disorders etc. 

 

(vi)   Route of Admn - Orally 

 

(vii)  Dosage - 1 Tab BID. 

 

(viii) Shelf life - 2 yrs 

 

(ix)   ADRS - Not reported so far 

 

(x) Contra indications - Not known 

 

(xi)   Suggested duration of  treatment- 4 - 6 months 
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        Ingredients Name                                                Parts used 

                                                                                

(a) Piper nigrum (Black pepper)                      -   Fruits 

(b) Piper longum (Long pepper)                      -  Spike 

(c) Zingiber officinale (Ginger)                         -  Rhizome 

(d) Elettaria cardamomum (Cardamom)       -  Fruit 

(e) Cinnamomum cassia  (Cinnamon)            -  Bark 

(f) Tamarindus indica   (Tamarind)                    -  Leaf 

(g) Cuminum cyminum   (Cumin)                     -  Seed 

(h) Aegle marmelos    ( Bael )                            - Root bark 

(i) Adhatoda vasica (Malabar nut)                   -  Root 

(j) Terminalia chebula (Myrobalan)                   -  Fruit 

(k) Terminalia bellirica (Belliric myrobalan)        -  Fruit 

(l) Tragia involucrata  (Tragia)                            -  Root 

(m) Rubia cordifolia    (Manjetti)                        -  Stem 

(n) Withania somnifera (Ashwagandha)           -  Root 

 

 

           (xiii) Storage Temperature                                   - Below 30º C  

 

          (xiv) Microbial profile  

            (a)    Total plate count -  Not more than 1000 CFU/g 

             (b)    Yeast & Molds -  Not more than 100 CFU/g 

             (c)    Salmonella -   Absent  

             (d)    E.coli -  Absent 

 

            (xv)  Packing -  60 Tabs in PET bottle 

 



 9 

          (xvi) Over dosage symptoms & treatments- In case burning 

sensation in stomach, a cup of cool milk 

or fruit juice is advised. 

 

         (xvii)Cautions/precautions  - Excessive dosage to be      

                                                                           avoided. Keep  away   from    

                                                                            children                                                                                   

 

         

 

 (xviii)Pharmaceutical presentation - 500mg film coated  

                                                                                tabs in PET bottle 

 

        xix)  Packing          - Boxes of 12 bottles
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3.  Ingredient profile (Ayurveda) - Medicinal chemistry, Action & 

Uses.  

 

 

(a) Piper nigrum Linn. 

Aromatic, stimulant, carminative, antipyretic and rubifacient. Used as a 

stimulant, carminative in dyspepsia, constipation, ascites     anaemia, 

sore throat, piles and in other skin diseases.  

Dried fruit contain volatile alkaloid, piperine (5-9%), piperidine (5%), 

essential oil (1-2%) and the mesocarp contain chavicine, a soluble 

pungent resin, isopiperolein- B and amide alkaloid, and steroids were 

isolated and are    immuno modulatory. 

 

 (b) Piper longum Linn. 

Alterative, tonic, stimulant, carminative, aphrodisiac, diuretic, 

vermifuge, emmenagogue and externally rubefacient. 

Used in asthma, chronic bronchitis, chronic cough, spleenomagaly, 

anorexia, piles, gout, lumbago, rheumatism, paraplegia and worm 

infestation. 

 Chemically, berries contain resins, volatile oil and an alkaloid, piperine. 

(1 to 2%). 

 

(c) Zingiber  officinale, Rose. 

Stimulant, carminative, aromatic, antispasmodic, stomachic and 

sialagogue. 

Useful in dyspepsia, colic, vomiting, cold cough, asthma, indigestion, 

piles, sore throat, loss of voice, cirrhosis of the liver, headache etc. 

Chemically it contain Camphene, β-phellandrene, zingiberine, cineol 

and borneol. Pungent principles, gingerol and shogaol are also present, 

besides volatile oil (1-3%) containing “ gingerine” an oleoresin. 
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(d) Elatteria cardamomum. Maton. 

Aromatic, stimulant, stomachic, carminative and diuretic. Used as 

carminative and tonic in dyspepsia, in vomiting and as demulcent in 

bronchial affections. It is also being used as stomachic.  

It contains fixed oil, essential oil, and volatile oils. Volatile oil of seeds 

show considerable amount of terpineol, terpinene, limonene, sabinene 

(4-8%) and Cinole.  

 

(e) Cinnamomum cassia, Blume. 

Carminative, antispasmodic, aromatic, stimulant, astringent, styptic, 

antiseptic, stomachic and narcotic in large doses. 

Useful in bowel complaints such as dyspepsia, flatulency, diarrhoea, 

vomiting, in menorrhagia and dysentery. Essential oil is used in 

flavouring sweets and confectionary.  

Chemical analysis showed volatile oil (2%), cinnamic acid, resin, tannin, 

mucilage etc. Oleum cinnamomum distilled from the cortex consists of 

cinnamic aldehyde, cinnamic acid and small quantities of 

phellandrene, pinene, caryophyllene, linalol and eugenol. 

 

(f) Tamarindus indica. Linn.  

Pulp of fruit has cooling, carminative digestive and laxative actions.  

Leaves and seeds are astringent. Tender leaves have cooling and 

antibilious action. Bark is astringent and tonic.  Fruits are useful as a 

laxative in constipation. Pulp of the fruit as well as leaves are 

recommended as a poultice externally in inflammatory conditions to 

relieve pain.  Juice of leaves is used in the treatment of piles and 

dysentery.  

Pulp contains tartaric acid (5%), citric acid (4%), malic and acetic 

acids, Potassium hydrogen tartarate, invert sugar , gum and pectin. 
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(g) Cuminum cyminum. Linn. 

 Stomachic, stimulant, carminative, astringent, emmenagogue.  Useful 

as a condiment or spice. Internally   given in hoarseness of voice, 

dyspepsia   and chronic diarrhoea. Cumin   oil can be converted into 

thymol and used as an anthelmintic   and antiseptic.  

Fruits or seeds contain volatail oil, resin, mucilage, gum and pectin. 

Essential oil contain thymene.  Thymol is seen in the oil of ajowan. 

Carvone rich in thymene is the essential oil. The volatile oil contains 

cuminic aldehyde, pinene and 2 – terpinol. 

 

(h) Aegle marmelos .Corn.  

Ripe fruit is sweet, aromatic, cooling, alterative   and nutritive.  Unripe 

fruit is astringent, digestive and stomachic. Pulp is stimulant and anti 

pyretic. Fresh juice is bitter and pungent.  

Useful in habitual constipation, chronic dysentery and dyspepsia.  

Decoction of root and root bark are useful in intermittent fever and 

palpitation of the heart.  

Roots, leaves and bark contain mainly sugars and tannins. Fruits contain 

marmelosin.  

 

(i)  Adhatoda vasica. Nees. 

Expectorant, diuretic, antispasmodic, alterative and bronchodilator. 

Useful in acute bronchitis and chronic bronchitis due to the 

expectorant action. It is also being used in diarrhoea and dysentery. 

Leaves as a poultice is applied on joints in rheumatic and inflammatory 

conditions. Useful in malarial fever, neuralgia, ophthalmia (flowers), in 

cough, haemoptysis, asthma, epilepsy, hysteria and affections of chest.  

Chemically it has a bitter, non-volatile alkaloid called “vasicine”, an 

organic acid, adhatodic acid, sugar, gum and salts.  
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(j) Withania somnifera Dunal. 

Root is diuretic, tonic, alterative and aphrodisiac. Useful in impotence 

and skin diseases.  

The main constitunts are alkaloids and withanolides. Withaferin , 

somaniferine and somnine are the major alkaloids.  Withasomine (a 

pyrazole derivative) and visamine are the alkaloids isolated from roots. 

They showed hypotensive, CNS depressant, muscle relaxant and 

antispasmodic effects in experimental models.  

Pattern of smooth muscle activity of the alkaloids suggest a direct 

musculotropic action, both as a relaxant and spasmolytic. This activity 

lends evidence to the use of this plant in Ayurveda in the management 

of asthma. 

 

(k) Terminalia chebula. Retz. 

Laxative, astringent, stomachic, tonic, alterative, diuretic and cardio 

tonic. 

Used in fever, cough asthma, piles, urinary disorders, rheumatism, 

stomatitis and warm infestations. Preparations are used in diarrhoea, 

dysentery, flatulence and vomiting. 

Chemical analysis shows that the fruits contain tannins (tannic acid) 

(45%) and large amount of gallic acid, a brownish colouring matter, 

and chebulinic acid. On heating in water chebulinic acid is split up into 

tannic and gallic acids.  

 

(l) Terminalia bellirica. Roxb.  

Astringent, tonic, expectorant, laxative, bitter and antipyretic.  

Fruits are useful in cough, eye diseases, sore throat, dyspepsia, 

dysentery and in bleeding wounds. Beleric myrobalan consists of gallo -

tannic acid bellericamin, resins, clouring matter and greenish yellow oil 

(25%). Fruits contain 17% tannins.  
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(m) Tragia involucrate Linn. 

 

Diaphoretic, alterative, diuretic and expectorant 

 

Decoction of root in useful in bronchitis, fever, skin diseases etc.. 

 

 

 

 

(n) Rubia cordifolia Linn. 

 

Contain purpurin, manjistin, a glycoside. 

 

It also contains purpuroxanthin & pseudo purpurin. It has astringent and 

anti-inflammatory actions. 
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4. COMPOSITION 

 

 
Each 500 mg of BREATHE EAZY (PEEKAY)Tablets is prepared 

out of: (Master Formula) 

 

 

SL.NO.       INGREDIENT 

       (LATIN NAME) 

      UNIT   PARTS USED 

 1  Piper nigrum   200 mg    Dried fruits 

 2   Piper longum   200 mg    Dried fruits  

 3  Zingiber officinale   200 mg    Dried rhizome  

 4  Elettaria cardamomum   200 mg    Dried seeds 

 5  Cinnamomum cassia   200 mg    Dried bark  

 6  Withania somnifera   200 mg      Roots 

 7  Tamarindus indica   200 mg      Leaves 

 8   Cuminum  cyminum   200 mg      Seeds 

 9   Aegle marmelos    2 gm      Roots 

10   Adhatoda vasica    2 gm      Roots 

11   Terminalia chebula    4 gm      Fruits 

12   Terminalia  bellirica    1.6 gm      Fruits 

13   Tragia involucrate    1.2 gm     Whole plant 

14   Rubia  cordifolia    1.2 gm       Roots 
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Manufacturing process 

 

All the processing is done as per WHO – GMP guidelines. 

 

4 – i. Raw material processing 

 

All the herbs or other materials required for the master formula are 

procured locally or from authorized suppliers periodically. A Taxonomist 

or Botanist visually identifies herbs. They are cleaned, washed and then 

dried well before being stored in sterile conditions. 

These raw materials are then weighed as per requirements, ground well 

in a pulverizer or disintegrator and stored in sterile containers after dry 

heat sterilization. Disintegrator with mesh size ½, 3/8 -inch and fine 

powder is made using mesh No. 8, 6 & 4. Equipment No. 101,102 &103 .  

 

4 – ii Quality standards for raw materials  

 

Physico – chemical characteristics of ingredients used 

 

A. Piper nigrum – Black pepper (Dried Fruits) 

 

(1) Physical characters             

 

a. Appearance  - Hard, wrinkled,globular. 

b. Taste    - Pungent 

c. Colour    - black 

d. Odour    - Aromatic 

 

(2) Foreign matter  - 1.5 % 

 

(3) Ash value 

 

a. Total     - 4.73% w/w 

b. Acid insoluble  - 0. 26% w/w 

c. Water soluble  - 2.63 % w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 19.19 %w/w 

b. Ethanol soluble  - 12.55% w/w 

 

(5) Loss on drying at 1100C - 10.69%w/w 

 

 

(6) Volatile matter  - 11.74 %v/w 
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(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Toluene: Ethyl acetate (7:3)  

In day light    - 4 spots 

Rf. Value    - 0.07  (Light green) 

     - 0.1    (Light green) 

- 0.87  (Yellow) 

- 0.93  (green) 

 

Under UV   - 7spots 

Rf. Value    - 0.17 (Faint blue) 

     - 0.35 (Faint blue) 

- 0.53 (Faint blue) 

- 0.63 (Light blue) 

- 0.89 (Light blue) 

- 0.93 (Pink) 

- 0.97 (Blue) 

H2 SO4 Spray   - 8 Spots 

 

Rf. Value - 

0.07,0.1,0.35,0.4,0.5,0.55,0.87,0.93. 

 

(8) Inorganic radicals - Na, K, Ca, Mg, Fe, Cl 

(9) Important chemical - Alkaloids. (Piperine, piperidine),     

     constituents    Volatile oil. 

 

 

B.    Piper longum – Indian long pepper (Spikes) 

 
(1) Physical characters 

 

a. Appearance  - Spike, ovoid. 

b. Taste    - Pungent 

c. Colour    - Blakish - green 

d. Odour    - Aromatic 

 

 

(2) Foreign matter  - 1.2 % 

 

 (3) Ash value 

 

a. Total     - 6.25% w/w 

b. Acid insoluble  - 0. 22% w/w 

c. Water soluble  - 4.43 % w/w 
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(4) Extractable matter   

 

a. Water soluble  - 41.2 %w/w 

b. Ethanol soluble  - 14.43% w/w 

 

(5) Loss on drying at 1100C - 12.42%w/w 

 

(6)Volatile matter  - 15.53 %v/w 

 

(7) TLC Profiles 

 

 

Alcohol Extract 

 

Solvent System    - Toluene: Ethyl acetate (9:1)  

In day light    - 6 spots 

Rf. Values   - 0.04 (Dull green) 

     - 0.41 (Yellow) 

- 0.56(Light green) 

- 0.59(Light green) 

- 0.78(Yellow) 

- 1.0  (Yellow) 

 

Under UV   - 5spots 

Rf. Value    - 0.43 (Light blue) 

     - 0.52 (Light blue) 

- 0.63 (Pink) 

- 0.78 ( Pink) 

- 0.89 (Light blue) 

 

H2 SO4 Spray   - 9 Spots 

 

Rf. Value - 

0.04,0.1,0.41,0.56,0.59,0.64,0.78,0.85,1.0. 

 

(8) Inorganic radicals -  Cl, Na, K, Ca, Mg, Fe,  

                           (9) Important chemical   - Piperine,piperlongumine,  

                                constituents                               piperlonguminine 
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C.   Zingiber officinale – Ginger (Rhizome) 

 

(1) Physical characters 

 

a. Appearance -Laterally compressed, Flattish 

                                                  Irregularly branched. 

b. Taste    - Pungent & Spicy. 

c. Colour    - Light Yellow 

d. Odour    - Aromatic 

 

(2) Foreign matter  - 2 % 

 

(3) Ash value 

 

a. Total     - 5.97% w/w 

b. Acid insoluble  - 1.12% w/w 

c. Water soluble  - 3.28 % w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 35.29 %w/w 

b. Ethanol soluble  - 8. 3% w/w 

 

(5) Loss on drying at 1100C - 12.42%w/w 

 

(6) Volatile matter  - 12.47 %v/w 

 

(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Benzene: Chloroform (1:1)  

In day light    - 3 spots 

Rf. Value    - 0.06 (Yellow) 

     - 0.44 (Yellow) 

-  1.0  (Yellow) 

Under UV   - 5spots 

Rf. Value    - 0.06 (Light blue) 

     - 0.44 (Blue) 

- 0.5 (Light blue) 

- 0.56(Light blue) 

- 0.94(Light blue) 

 

H2 SO4 Spray   - 5 Spots 

 

Rf. Value - 0.06,0.31,0.44,0.5,0.59, 1. 
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(8) Inorganic radicals - Na, K, Ca, Mg, Fe  

 

(9) Important chemical  -Volatileoil, Oleoresin,  

     Constituents                         lipids, proteins, starch. 

                      

  

D.   Elatteria cardamomum (Seeds) 

 

(1) Physical characters 

 

a. Appearance  - Ovoid, dark brown 

b. Taste    - Aromatic & sweety.  

c. Colour    - Brownish black, Dark brown 

d. Odour    - Aromatic 

 

(2) Foreign matter  - 0.75 % 

 

(3) Ash value 

 

a. Total     - 8.59% w/w 

b. Acid insoluble  - 2. 23% w/w 

c. Water soluble  - 3.21 % w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 18.65 %w/w 

b. Ethanol soluble  - 6.09% w/w 

 

(5) Loss on drying at 1100C - 11.71%w/w 

 

(6) Volatile matter  - 11.81 %v/w 

 

(7) TLC Profiles 

 

 

Alcohol Extract 

 

Solvent System    - Cyclo hexane: Ethyl acetate 

(3:1)  

In day light    - Nil 

 

Under UV   - 4 spots 

Rf. Value    - 0.09 (Light blue) 

     - 0.33 (Light blue) 

- 0.79 (Light blue) 

- 0.97 (Light blue) 

 

H2 SO4 Spray   - 6 Spots 
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Rf. Value - 0.09,0.3,0.33,0.42,0.65,0.97. 

 

 

(8) Inorganic radicals - Na, K, Ca, Mg, Fe  

 

(9) Important chemical  - Essential oil(1,8 –cimeole & 

                     Constituents      ∞ - terpinyal acetate) 

  

E.  Cinnamomum cassia (Bark) 

 

(1) Physical characters 

 

a. Appearance  - Innerstem bark about 1mm          

                                                   thickness, Corrugated.  

b. Colour   - Dark brown 

c. Taste    - Warm & slightly sweet. 

d. Odour    - Aromatic &Fragrant 

 

(2) Foreign matter   - 0.5 % 

 

(3) Ash value 

 

a. Total     - 3.14% w/w 

b. Acid insoluble  - 0.31% w/w 

c. Water soluble  - 1.88 % w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 11.83%w/w 

b. Ethanol soluble  - 10.48% w/w 

 

(5) Loss on drying at 1100C - 11.84%w/w 

 

(6) Volatile matter  - 11.60 %v/w 

 

(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Toluene: Ethanol (3:1)  

In visible light    - 1 spot 

Rf. Values   - 0.72 (Light yellow) 

Under UV   - 4 spots 

Rf. Values   - 0.6   (light pink) 

     - 0.68 (light blue) 

- 0.72 (light blue) 

- 0.87( sky blue ) 

H2 SO4 Spray   - 7 Spots 
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 Rf. Values   - 0.06,0.19,0.65,0.72,0.76,0.87,0.98. 

 

 

(8) Inorganic radicals - Na, K, Ca, Mg, Fe  

 

(9) Important chemical      -Volatile oil (cinnamaldehyde,  

Constituents                          euginol,cinnamyl alcohol,      

                                                                    cinnamyl  acetate)             

 

F. Withania somnifera (Root) 

 
(1) Physical characters 

 

a. Appearance  - Outer surface is with longitudinal  

                                                   wringles. 

b. Taste    - Bitter & Acrid 

c. Colour    - Buff to grey yellow 

d. Odour    - Pungent &Characteristic. 

 

(2) Foreign matter  - 0.7 % 

 

(3) Ash value 

 

a. Total     - 4.67 % w/w 

b. Acid insoluble  - 0.23 % w/w 

c. Water soluble  - 2.45 % w/w 

 

 

(4) Extractable matter   

 

a. Water soluble  - 22.98%w/w 

b. Ethanol soluble  - 4.16% w/w 

 

(5). Loss on drying at 1100C - 7.19%w/w 

 

(6)Volatile matter  - 9.67 %v/w 

 

(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Toluene : Ethyl acetate (3:1)  

In day light    - No visible spots. 

Under UV   - 3 spots 

Rf. Values   - 0.37  (light blue) 

     - 0.71  (light blue) 

- 0.79  (sky blue) 

H2 SO4 Spray   - 7 Spots 
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 Rf. Values   - 0.03,0.12,0.25.0.43,0.66,0.79,0.98. 

 

 

(8) Inorganic radicals - Cl, K, Na, Ca, Mg, Fe. 

 

(9) Important chemical  - Withanolides & Alkaloids 
                     Constituents 

 

G. Tamarindus indica (Leaves) 

 
(1) Physical characters 

 

a. Appearance  - Long, ovate leaves            

b. Taste    - Sour 

c. Colour    - Green 

d. Odour    - Characteristic 

 

             (2) Foreign matter   - Not more than 1% 

 

  (3) Ash value 

 

a. Total     - 3.11%w/w 

b. Acid insoluble  - 0.31 w/w 

c. Water soluble  - 0.69% w/w 

 

           (4) Extractable matter   

 

a. Water soluble  - 21.03%w/w 

b. Ethanol soluble  - 15.22 %w/w 

 

          (5) Loss on drying at 1100C  - 6.27%w/w 

 

          (6) Volatile matter             - 10.26%v/w 

 

          (7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Cyclohexane: Ethyl acetate (4:1) 

In day light    - 5 spots 

Rf. Values   - 0.04  (Light yellow) 

- 0.44  (Light yellow) 

- 0.52 (greenish yellow) 

- 0.54 (greenish yellow) 

- 0.64 (light green) 

Under UV   - 7 pots 

Rf. Values   - 0.24(sky blue) 

     - 0.36(light pink) 

- 0.44(light pink) 
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- 0.54 (pink) 

- 0.59 (pink) 

- 0.68 (light blue) 

- 0.74 (light blue) 

  

H2 SO4 Spray   - 9  Spots 

 

 Rf. Values -0.04,0.24,0.44,0.52,0.54,0.59        

0.64,0.68,0.74. 

          (8) Inorganic radicals - Na, K , Ca , Mg, Fe, Cl. 

 

          (9) Important chemical      - Tartaric acid, citric acid, malic     

            Constituents                    acid, acetic acid, pot. hydrogen          

tartarate 
 

                   

 

 

    (H).   Cuminum cyminum (seeds) 

 
(2) Physical characters  

 

a. Appearance  - Elongate  

b. Taste    - Characteristic 

c. Colour    - Yellowish brown 

d. Odour    - Aromatic 

 

(2) Foreign matter  - 1.5 % 

 

(3) Ash value 

a. Total     - 6.14% w/w 

b. Acid insoluble  - 0.34% w/w 

c. Water soluble  - 1.94% w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 20.87% w/w 

b. Ethanol soluble  - 20.52% w/w 

 

(5). Loss on drying at 1100C - 9.22% w/w 

 

(6) Volatile matter  - 9.65% v/w 

 

(7) TLC Profiles 

 

 

Alcohol Extract 

 

Solvent System    - Cyclohexane: Ethyl acetate (3:1) 
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In visible light   - 3 spots 

Rf. Values   - 0.05 (Light yellow) 

 

 

- 0.1  (Light yellow) 

- 0.61(Light yellow) 

 

Under UV   - 8 spots 

Rf. Values   - 0.05  (gray) 

 

     - 0.1  (dull blue) 

- 0.19(sky blue) 

- 0.35(light blue) 

- 0.47(light pink) 

- 0.61(pink) 

- 0.7  (Pink)  

- 0.77(sky blue) 

 H2 SO4 Spray   - 8 Spots 

 

 Rf. Values   - .05,0.1,0.19,0.27,0.61,0.75,0.9,0.97. 

 

(8) Inorganic radicals - Na, K , Ca , Mg, Fe. 

 

(9) Important chemical  - Cuminaldehyde, carvone 

                     Constituents 

 

  

 

 

     (I).   Aegle marmelos (Root) 

 
(3) Physical characters 

 

a. Appearance  - Irregular.  

b. Taste    - Characteristic 

c. Colour    - Light yellow 

c. Odour    - Characteristic 

 

(2) Foreign matter  - 0. 5 % 

 

(3) Ash value 

 

a. Total     - 1.13% w/w 

b. Acid insoluble  - 0.28% w/w 

c. Water soluble  - 0.66% w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 7.84% w/w 
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b. Ethanol soluble  - 8.06% w/w 

 

 

 

(5) Loss on drying at 1100C - 9.09% w/w 

 

(6) Volatile matter  - 8.26% v/w 

 

 

(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Toluene: Ethyl acetate (19:1) 

In day light   - Nil 

 

Under UV   - 7 spots 

 Rf. Values                           -                                                                          

0.13,0.25,0.47,0.49,0.64,0.75,0.82(all 

bluish) 

 

H2 SO4 Spray - 9 Spots 

 Rf. Values   - 0.05,0.13,0.18,0.25,0.49, 

                                                0.57,0.64,0.75,0.84. 

  

(8) Inorganic radicals - Na, K , Ca , Mg, Fe, Cl, SO4 

 

(9) Important chemical  - Marmelosin, tannins 

                     Constituents 

 

 

 

    (J) Adhatoda vasica (Root) 

 
(4) Physical characters 

 

a. Appearance                     - Irregular & Long pointed 

b. Taste    - Bitter 

c. Colour    - Light yellow 

d Odour     - Characteristic 

 

(2) Foreign matter  -  0.8 % 

 

(3) Ash value 

 

a. Total     - 1.32% w/w 

b. Acid insoluble  - 0.33% w/w 

c. Water soluble  - 0.28% w/w 
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(4) Extractable matter   

 

a. Water soluble  - 7.92% w/w 

b. Ethanol soluble  - 14.73% w/w 

 

(5). Loss on drying at 1100C - 9.15% w/w 

 

(6) Volatile matter  - 9.9% v/w 

 

 

(7) TLC Profiles 

 

 

Alcohol Extract 

 

Solvent System    - Cyclohexane :Ethyl acetate (3:1) 

In day light   - 1 spot 

Rf. Value    - 0.27 (Light yellow) 

 

 

Under UV -    5 spots 

 Rf. Values   -    0.27 (Yellowish blue) 

- 0.5 (Light blue) 

- 0.58 (Dull blue) 

- 0.65 (light pink) 

- 0.75  (light blue) 

 

H2 SO4 Spray -     5 Spots 

 Rf. Values   -     0.03, 0.27, 0.32,0.5,0.58 

  

(8) Inorganic radicals -    Na, K , Ca , Mg, Fe, Cl, SO4 

 

(9) Important chemical  -    Vascine, Vasicinone.  
                     Constituents 

 

 

 

      (K).    Terminalia chebula (Fruit) 

 
(5) Physical characters  

 

           a. Appearance  - Longitudinally wringled, ovate,        

         hard 

   b. Taste  - Bitter & Astringent 

   c. Color  - Yellowish brown   

   d. Odour   - Characteristic 
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(2) Foreign matter  -  0.5 % 

 

(3) Ash value 

 

a. Total     - 2.4% w/w 

b. Acid insoluble  - 0.24% w/w 

c. Water soluble  - 1.28% w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 57.08% w/w 

b. Ethanol soluble  - 47.42% w/w 

 

(5) Loss on drying at 1100C - 10.4% w/w 

 

(6) Volatile matter  - 12.5% v/w 

 

 

(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Cyclohexane :Ethyl acetate (3:1) 

In day light   - 2 spots 

Rf. Values   - 0.07 (Light yellow) 

     - 0.7 (Light yellow) 

 

 

Under UV - 6 spots 

 Rf. Values   - 0.3 (Light blue) 

- 0.52 (Light blue) 

- 0.61 (light blue) 

- 0.7   (pink) 

- 0.8   (pink) 

- 0.97 (light blue) 

 

H2 SO4 Spray - 6 Spots 

 Rf. Values   - 0.07, 0.2, 0.37,0.7,0.85,0.97. 

  

(8) Inorganic radicals - Na, K , Ca , Mg, Fe. 

 

(9) Important chemical  - Chebulic acid, ellagic &gallic acids 

                     Constituents 
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 (L) Terminalia bellirica (Fruit) 

 
(6) Physical characters 

 

a. Appearance  -Spherical to ovoid  

b. Taste    - Bitter &Astringent 

c. Color    - Light yellow 

c. Odour    - Characteristic 

 

(2) Foreign matter  - 1% 

 

(3) Ash value 

 

a. Total     - 3.15% w/w 

b. Acid insoluble  - 0.31% w/w 

c. Water soluble  - 2.29% w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 29.36% w/w 

b. Ethanol soluble  - 28.5% w/w 

 

(5) Loss on drying at 1100C - 8.97% w/w 

 

(6) Volatile matter  - 11.17% v/w 

 
(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Toluene: Ethyl acetate (3:1) 

In day light   - 2 spots 

Rf. Values   - 0.04 (grey) 

     - 0.36(Light yellow) 

Under UV -    6 spots 

 Rf. Values   -    0.04 (pink) 

- 0.18 (Light blue) 

- 0.36 (Sky blue) 

- 0.67  (Sky blue) 

- 0.74  (Light blue) 

- 0.84  (pink) 

 

H2 SO4 Spray - 8 Spots 

 Rf. Values   -0.04,0.12, 0.36,0.4,0.65,0.78,0.97. 
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(8) Inorganic radicals - Na, K , Ca , Mg, Fe. 

 

(9) Important chemical  - Gallic & Ellagic acids 

.     Constituents 

 

 

      (M) Tragia involucrata  (Root) 

 
(8) Physical characters 

 

     a. Appearance -Light yellow coloured shoot & 

root 

b. Taste    - Characteristic 

c. Color    - Greenish yellow 

d. Odour    - Characteristic 

 

(2) Foreign matter   - 2 % 

 

(3) Ash value 

 

a. Total     - 4.18% w/w 

b. Acid insoluble  - 0.26% w/w 

c. Water soluble  - 1.67% w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 11.78% w/w 

b. Ethanol soluble  - 5.93% w/w 

 

(5) Loss on drying at 1100C - 7.19% w/w 

 

(6) Volatile matter  - 8.47% v/w 

 

(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Cyclohexane: Ethyl acetate (3:1) 

In day light   - No visible spot 

Under UV - 6 spots  

 Rf. Values   -    0.1 (light blue) 

- 0.16 (Light blue) 

- 0.47(Light blue) 

- 0.57  (Pink) 

- 0.66  (Pink) 

- 0.74  (Light blue) 
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H2 SO4 Spray - 4 Spots 

 Rf. Values   - 0.29,0.35,0.63,0.76. 

  

(8) Inorganic radicals - Na, K , Ca , Mg, Fe. 

 
(9) Important chemical     -   

      Constituents 

 

    (N).  Rubia cordifolia (Stem) 

 
(10) Physical characters 

 

a. Appearance -Stem - slender, cylindrical 

b. Taste    - Characteristic 

c.Colour    - Brown to purple  

d. Odour    - Characteristic 

 

(2) Foreign matter  - 1 % 

 

(3) Ash value 

 

a. Total     - 10.82% w/w 

b. Acid insoluble  - 1.42% w/w 

c. Water soluble  - 6.56% w/w 

 

(4) Extractable matter   

 

a. Water soluble  - 40.00% w/w 

b. Ethanol soluble  - 15.47% w/w 

 

(5) Loss on drying at 1100C - 9.56% w/w 

 

(6) Volatile matter  - 14.37% v/w 

 

(7) TLC Profiles 

 

Alcohol Extract 

 

Solvent System    - Toluene: Ethyl acetate (4:1) 

In day light   - 6 spots 

 Rf. Values   -    0.03 (light brown) 

- 0.1  (Pink) 

- 0.17 (Light pink) 

- 0.21 (Yellow) 

- 0.3  (Yellow) 

- 0.66  (Light yellow) 
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Under UV - 5 spots  

 Rf. Values   -     0.3 (Pink) 

- 0.38 (Light blue) 

- 0.52(Light blue) 

- 0.73  (Light blue) 

- 0.93  (Sky blue) 

 

H2 SO4 Spray - 9 Spots 

       Rf. Values                       - 0.03,0.1,0.17,0.21,0.3,0.62,0.66,0.73,0.93. 

 

 (8) Inorganic radicals  - Na, K , Ca , Mg, Fe, Cl. 

 

 (9) Important chemical    - Glycosides, Alizarin, Manjistin 

                    Constituents 

 

 

 (Please note that the values given under physico- chemical 

characterization are mean of number of samples analyzed here.) 

 

 

 

4 – iii . Manufacturing equipments  

 

4 –a    Production 

 

i. Disintegrator for grinding 

ii. Micro pulverizer for fine grinding 

iii. Mass blender for blending 

iv. Dry heat sterilizer 

v. Thermax fluid heater connected with 6 nos pressure vessels 

vi. Mixer Machine 

vii. Granulator 

viii. Drying Oven 

ix. Cadmill 

x. Tablet making machine. 

 

4 – b Packing 
 

i. Belt conveyor 

ii. Aluminium foil sealing machine 

iii. Batch number printing machine 

iv. Counting machine 
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4 - c List of storage vessels 

 

 

Sl.No.  Type of vessel Dimensions/Volume Numbers 

    1  Stainless steel rectangular 

      Trays 

   2.45 m × 1.25 m × 0.3 

m 

3    Nos. 

    2  Stainless steel rectangular 

      Trays 

   2.4 m × 1.2 m × 0.32 m 4    Nos. 

    3 Stainless steel trays 

  (Square shape) 

 1.25 m × 0.95 m × 0.75 

m 

10   Nos. 

    4 Stainless steel rectangular 

      Trays 

 1.55 m × 0.8 m   × 0.6 m  2   Nos. 

    5  Stainless steel rectangular 

      Trays 

  2.1 m  × 0.65 m × 0.3 m 1   No. 

    6  Stainless steel round vessel       550  Litres 2   Nos. 

    7 Stainless steel round vessel       200  Litres 3   Nos. 

    8 Stainless steel round vessel        150 Litres 12 Nos. 

    9 Stainless steel round vessel         100 Litres 10 Nos. 

  10  Stainless steel round vessel          50  Litres 5  Nos. 

  11 Stainless steel round vessel          250Litres 2  Nos. 

  12 Aluminium round trays         300 Litres 2  Nos. 

  13  Thermic fluid heater 

controlled   vessels 

        500 Litres 8  Nos. 

  14   Thermic fluid heater 

controlled   vessels 

        300 Litres 1  No. 
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4 – v (a) Process flow chart of Pankajakasthuri Breath Eazy (Peekay) 

Tablets 

 

     

 

                     

 

 

 

          

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   Raw material 

    verification 

    Disintegration 

    Pulverization 

       Preparing  

       decoction 

   Dehydrating 

    decoction 

  Adding   

pharmaceutical 

grade starch 

       Granulation 

       Fine powdering 

   Making Tablet 

  Bottle packing 



 

4-vi. Packing. 

 

Finished material is stored in sterile rooms, where the temp. and relative 

humidity are controlled (80%, 25 0C) 

 

60 Tabs in PET bottle and packed 12 PET bottles in a carton box. 

 

Random samples of packed material units are collected for stability 

studies.  

 

 

 

 

4- vii.  Standard procedure for sampling.  

 

 

a. Sampling of raw material 

 

From the total number of bags received, square root +1 number of 

bags are selected and samples drawn into plastic containers using 

stainless steel (SS) spoons and labeled.  

 

Physical parameters are to be checked for each material.  

 

Aseptic sampling plan is used for microbial assay of raw drugs. All new 

lots of raw materials will be tested in every 10th batch. 

 

 

b. Sampling  of finished materials. 

 

Peekay tablets every 2nd batch after validation for the next 10 batches 

and then every 5th batch in sterile containers.  

Physico-chemical and microbial assay tests of samples done separately 

as per standard procedures.   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

5. Analysis of finished product 

 

   

5-A.     PANKAJAKASTHURI BREATHE EAZY (PEEKAY) TABLETS. 

 

 

        Batch No..                                             Mfg. Dt.Feb. 2006. 

 

       (i)   Discription 

 

                (a) Appearance              :     Circular  & bi- convex 

                 (b) Taste                           :     Pungent 

                 (c)  Colour                       :      Light brown 

                 (d)  Odour                        :     Aromatic  

      (ii) Identification: By TLC – The principal spots in the chromatogram 

obtained with sample extract correspond to that in the chromatogram 

o9btained with the extract of standard mixture of ingredients. 

 

  (iii)Physico – chemical parameters 

               Loss on drying :                         3.7% w/w 

               Total Ash     2.8% w/w 

     Acid insoluble ash   0.32%  w/w 

              Alcohol soluble extractive       11.48 % w/w 

              Water soluable extractive        21.56 % w/w 

              Uniformity of weight        Complies with Indian  Pharmacopoeial  

                                                          standards 

      Avarge weight                          0.99002 gm 

 

              Disintegration Test           Complies with Indian  Pharmacopoeial  

                                                          Standards 

               Thickness                                      6mm 

                Diameter                                     12.5mm 

   (iv)    Other requirments 

 

 Microbial limits – Complies with Indian Ayurvedic   Pharmacopoeia 

  Aflatoxins            -   Complies with Indian Ayurvedic   Pharmacopoeia 

 

 

Analytical methods in determining the parameters 

 

1.Quality control methods for medicinal plant material by WHO 

 

2. The Ayurvedic pharmacopoeia of India, Part – 2, Vol. – 1, Govt.of .India. 

3.The Pharmacopoeia of India 1996. 

 

 

 

 

 



 

 

 

 

 

 

 6.     Pharmacology and Toxicology 

 

  Chemical nature and Biological activity of medicinal plants in 

   Pankajakasthuri Breathe EAZY (Peekay) Tablets. 

 

Chemical constitution of the medicinal plants has a definite role in 

deciding the biological activity. 

 

In the composition of Pankajakasthuri Breathe Eazy (Peekay) Tablets, 

piper nigrum and piper longum play a major role in the therapeutic 

activity of the compound. They contain mainly volatile alkaloids, 

piperine and piperidine besides steroids and essential oils. They may be 

responsible for anti- allergic, anti- inflammatory and immunomodulatory 

effects. As bioenhancers, they may influence metabolic activity. 

Beneficial pharmacological activities shown by the active principles 

may be a contributory factor in providing immunity to the respiratory 

system against bronchial asthma. 

 

Gingerol, zingiberin and gingerin, present in the Zingiber officinale act 

as stimulants, aromatics and exert anti inflammatory and anti allergic 

activities. Hence, these active constituents may prevent recurrent cold 

and cough due to allergens. Similarly -terpineol present in Elettaria- 

cardamomum possesses anti histaminic activity and may prevent 

cough, cold and asthma. 

 

 

 

Cinnamomum cassia contain cinnamic acid and plenty of tannins with 

beneficial anti oxidant activity.  Aegle marmelos contain marmesin, a 

coumarin having anti oxidant and anti inflammatory potentialities.  

 

 Adhatoda vasica contain many quinazoline alkaloids like vasicine and 

vasicinone.  A combination of these active principles in 1:1 ratio 

showed pronounced bronchodilatory, respiratory stimulant,hypotensive 

and cardiac depressant activities.  

 

Terminalia chebula contain 20 to 40% tannins which on hydrolysis give 

chebulinic acid, chebulagic acid, chebulin, terchebin and corilagin 

showing anti- spasmodic, anti- microbial and antitussive activities. 

Tannins are polyphenols possessing anti oxidant effects in the system. 

Similarly, Terminalia bellerica contain bellericanin, tannin with potential 

anti oxidant activity.  

 



 

Tamarindus indica contain tartaric acid and pectins with astringent and 

anti inflammatory activities and useful in bronchitis and asthma.  

 Cuminum cyminum contain carvone rich in thymene, an essential oil 

with stimulant as well as astringent effects.  

 

Withania somnifera also possess many biological activities due to the 

presence of withasomine, visamine alkaloids.  They have muscle 

relaxant, CNS depressant, anti spasmodic and hypotensive effects 

suggestive of beneficial use in asthma and other respiratory disorders.  

 

Tragia involucrata  has expectorant and anti stress activities. Rubia 

cordifolia contain manjistin, a glycoside and purpurin with potential anti 

inflammatory and antitussive properties substantiating its use in the 

present combination therapy to fight against asthma.  

 

Sugar candy from juice of Saccharum officinarum  (sugar cane) not  

only act as a natural preservative but also exerts demulcent as well as 

laxative and antiseptic effects contributing to over all beneficial effect 

of the preparation in controlling asthma and allied disorders.  

 From the above observations it can be concluded that the beneficial 

pharmacological actions shown by the active principles present in the 

ingredients of this poly herbal formulation, clearly substantiate the 

scientific basis for their selection in the therapeutic management of 

bronchial asthma and allied respiratory disorders.  

   

  

A critical review of literature of all 14 ingredients incorporated into this 

herbal formulation showed that the pharmacological actions of active 

ingredients of herbal medicines collectively contributed to the 

therapeutic efficacy of this drug in asthma and allied respiratory 

disorders as indicated above. 

    

 

Even though, well known herbal medicines are incorporated into this 

poly herbal formulation, proof of safety and efficacy is essentially 

required as per WHO guidelines, because new preparation methods 

may alter the chemical, toxicological and even pharmacological 

profiles of these traditional medicines. Hence, a detailed safety and 

efficacy evaluation studies were carried out separately. 

 

Following experimental studies were carried out to evaluate the 

efficacy and safety of this preparation.  

 

 

 

 

 

 

 



 

 

7- Safety evaluation of Pankajakasthuri- Breathe EAZY  (Peekay) Tablets 

 

 

(A)   EXPERIMENTAL STUDIES( PHARMACOLOGICAL) 

 

(i)  Histamine aerosol test in guinea pigs. 
 

Symptoms like asphyxial convulsions resembling bronchial asthma in 

patients can be induced by inhalation of histamine in guinea pigs. 

 

Adult guinea pigs (250-350 g) were taken in groups of eight each for 

each dose level. They were maintained on identical conditions at room 

temperature and humidity and fed on Hind Liver pellets and water 

adlibitum. Two groups were fed with Pankajakasthuri Breathe Eazy 

(PEEKAY) tablets as aqueous extract in dose levels of 3 and 6 g per kg 

body weight by oral intubations for 14 days. Control group was given 

distilled water orally for the above period. 

 

On the 15th day, all guinea pigs were exposed to an aerosol of 0.2% 

histamine diphosphate in a double chambered histamine chamber. 

Fine mist of histamine was produced by a standard commercial 

nebuliser into the chamber at a constant pressure of 300 mm Hg. 

Cessation of respiration and appearance of asphyxial convulsions were 

usually taken as the end point.  Time taken to show the asphyxial  

convulsions was noted for each group. Then the animal was withdrawn 

from the chamber and aerosols removed.  Percent of increase of pre-

convulsion time is calculated versus controls. ED 50 value, i.e., 50% of 

increase of pre-convulsion time can be found and significance noted. 

Dose of drug protecting 50% guinea pigs from convulsion could also be 

determined.  

 

In the present study, the aqueous extract of test drug at 6 g/kg 

afforded 80% protection in guinea pigs by preventing serious asphyctic 

convulsions. Significant prolongation of pre-convulsion time was also 

noticed in both the dose levels. However, there was sneezing and 

cough like symptoms of lesser intensity in all groups.  

 



 

 

 

 

ii)  Anaphylaxis in conscious guinea pigs. 
Adult guinea pigs (300-350 g) were selected and maintained under uniform 

conditions. They were actively sensitized using egg albumin 30 mg i.p and 30 

mg s.c simultaneously. Three weeks after sensitization, groups of guinea pigs 

were exposed to an aerosol of 1% egg albumin and the time of onset of 

dyspnoea and cough noticed for each animal. Two groups received 

Pankajakasthuri aqueous extract (3 and 6 g/kg) and other served as control 

(only distilled water) for the entire 4 weeks period. At the end of 4th week all 

animals were exposed to egg albumin aerosol again and noted the time of 

onset of dyspnoea and cough and significance noted.  

 

At 6 g/kg there was a significant delay in onset of dyspnoea and cough in all 

animals and 60% showed no serious effects. Hence, the test drug effectively 

prevented the anaphylaxis and bronchial hyper reactivity in guinea pigs.  

 

  Ref :- (i) Tarayre, J.P. Aliga,M., Barbara,M.,Tisseyre ,N.,Vieu,S.,Tisne 

                  Versailles  J (1990) J, Pharmacol. Meth.23 : 13-19. 

            (ii) Firth,A & Smith, W.G.(1964).J.Pharmacol. 16: 183-188. 

 

(iii)  Isolated tracheal chains of guinea pig. 
This in-vitro preparation has been used for the bioassay of aqueous extract of 

Pankajakasthuri Breathe Eazy (PEEKAY) tablets for its antihistamine, 

antiserotonin and anti cholinergic effects. It is also useful for studying 

epinephrine like bronchial relaxation studies. 

  

The tracheal chain of rings was suspended in a tissue bath (10 ml) containing 

Krebs-Henseleit Ringer solution at 37.5 0C , bubbled with 95% O2 and  5% CO2. 

Agonists like  5-HT (serotonoin), histamine and acetyl choline (Ach) which 

produce contractions are used to study the test drug effect.  

 

Aqueous extract of test compound at 100 µg, 500 µg, 1 mg, 50 mg and 100 

mg/ml doses were tried to evaluate spasmolytic activity against known 

spasmogens.  

 

Observation:-From1mg per ml onwards the extract significantly suppressed 

the spasmogenic effect of 5-HT and histamine supporting the beneficial 

effect in bronchial asthma and allied respiratory disorders.   

 

  Reference 

   (i) Lawrance, DR and Bacharach,DL (1964) (eds).Evaluation of Drug  

       Activities. Pharmacometrics, Vol. II. Academic press. NY/London. 

  (ii) Turner, RA and Hebborn,P(1971) (eds) Screening methods in 

       Pharmacology. Vol.I, Academic Press,NY/London. 

(iii)  Sheth,UK., Dadkar,NK and Kamat,UG. (1972) (eds) Selected topics 

       in Experimental Pharmacology. The Kothari Book Depot, Bombay. 



 

 

 

 

 

 

B.    TOXICITY STUDIES - SAFETY DATA (LD 50) 

 

This preparation was investigated in detail for any possible toxic side 

effects  by administering orally in rodents as per WHO Guidelines 2000 

for Traditional medicines. 

(i)    ACUTE TOXICITY & LD50 TESTS. 

Animals. 

 

Albino mice of either sex (20-30 g) in groups of 8 each (4 male+ 4 

female) were used for each dose level. They were fed on Hind lever 

pellets and water adlibitum and kept in room temperature. A control 

group receiving 1% gum acacia was also maintained during the study.  

 

Dose levels and route of administration. 

 

Dose levels for the study was interpolated from the daily dose in human 

beings. Test drug suspension was administered orally in single dose 

levels of 100, 500, 1000, 2000 and 4000 mg per kg body weight. 

 

Observation. 

 

Five drug groups and the control group were observed closely for the 

first 3 hours for gross behavioral changes and toxic symptoms including 

mortality. Thereafter they were examined every 24 hours for a period of 

7 days. Mortality rate during the period was recorded. 

 

Conclusion . 

 

No mortality or serious toxic effects were noticed during 7 days. But in 

4000 mg/kg dose level there were mild CNS depression in 40% mice and 

12.5% mortality also seen. Other groups were apparently normal in 

behaviour and feeding habits. Hence the trial doses appear safe in 

mice. LD 50 is presumed to be more than 4000 mg/kg (p.o.) (Table-1) 

 

(ii) SUB ACCUTE TOXICITY TEST. 

 

Due to the prolonged medication indicated in human patients, this 

study was planned for a period of 12 weeks, to detect any possible  

systemic toxicity in rodents. 



 

 

 

 

 

 

 

Number of animals and sex. 

 

Albino rats (150-170 g) apparently healthy, maintained under identical 

conditions in the lab animal section were used in groups of 8 each for 

each dose level. (4 male + 4 female).  

 

Dosage and route of administration. 

 

Test drug suspension was administered orally in daily dose levels of 500, 

1000 and 2000 mg/kg.  Weekly body weight of each group was noted 

for comparison with the control group receiving only the vehicle. At the 

end of the trial ie, on the 85th day, blood was collected from the 

retrorbital venous plexus for haematological and biochemical studies. 

(GOT, GPT, Alkaline phosphatase, lipid peroxides, urea, creatinine and 

liver glycogen). Vital organs such as liver, kidneys and heart were 

collected, their wet weights noted before subjected to 

histopathological studies. 

 

 Conclusion. 

 

There was no significant change in weekly body weight data of rats 

under study.  There were no mortality in test groups. Haematological 

studies and biochemical observations ( Table A, B & C) also indicate the 

safety of the preparation even in high doses for a prolonged period. 

Histopathological evaluation showed no significant changes in heart, 

liver and kidney suggestive of any systemic toxicity.  At necropsy also 

no gross lesions were noticed.  

 

 

 Hence, this poly herbal formulation has been found to be quite safe 

and devoid of any type of toxicity even in higher dose levels on 

prolonged administration.  

 

 

 

 

 Reference -  General guidelines for Methodologies on Research and 

                        Evaluation of Traditional Medicine.(WHO, 2000). 

 

 

 



 

 

 

 

 

 

Table: -A – 

 

Effect of prolonged administration (oral) of “Pankajakasthuri Breathe 

Eazy Tablets (PEEKAY Tablets)” on hematological  Parameters in rats  

(6 weeks). 

 

 

 

Group& 

Treatment 

Hb (g%) Total Leucocyte 

 Count (TC)mm3 

 

Differential count (DC) 

L P E 

I Control b14.10± 

     0.10 

a13.80± 

   0.20 

8600 ± 252 

 

9000 ± 340 

69.0 ±0.5 

 

78.0 ±0.5 

24.2 ±4.4 

 

22.0±1.8 

2.33±1.0 

 

- 

II PK- 500 b13.86±  

    0.19 

a14.20± 

    1.00 

8500 ± 281 

 

8900 ± 320 

70.33±1.2 

 

74.20±0.8 

28.16±0.98 

 

24.12±0.85 

1.50±0.95 

 

1.80±0.80 

III PK-1000 b 4.08±  

    0.14 

a14.35± 

   1.55 

9066 ±278 

 

8850  ±327 

71.16±2.08 

 

73.50±3.17 

28.50±2.04 

 

25.50±3.17 

0.33±0.33 

 

1.00±0.70 

IV PK-2000 b 14.01± 

     0.70 

a 14.50± 

     0.50 

8700 ± 235 

 

8850 ± 350 

74.00± 2.6 

 

73.0 ± 3.0 

25.15±0.94 

 

26.0±4.0 

1.02±0.3 

 

1.0± 1.0 

 

 

 

b  - before drug 

a  - after drug  

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

Table: - B  

 

 Effect of prolonged administration of “Pankajakasthuri Breathe Eazy 

(PEEKAY Tablets)” in different dose levels on hepatic functions in  

albino rats.  

 

 

Group & 

Treatment 

Liver 

Glycogen 

  (mg%) 

Serum 

GPT 

(U/ml) 

Serum 

 GOT 

 (U/ml) 

Alk. Phosh 

 (KA units) 

 

Serum lipid 

 Peroxide 

  n mole/ml  

I Control  138.80 ± 

   10.60 

42.0± 

  0 

49.66± 

2.72 

10.53± 

  2.79 

1.48± 

   0.10 

II “PK”- 500  141.24 ± 

  11.45 

43.66± 

 4.08 

44.16± 

  1.86 

 8.30 ± 

  0.87 

 1.39 ± 

   0.09 

III “PK”-

1000 

 142.82± 

   16.41 

42.33± 

 3.47 

47.83± 

 2.48 

 11.56± 

  1.17 

 2.03 ± 

   0.20 

IV “PK”-

2000 

 142.0± 

   9.80 

43.12± 

5.65 

49.90± 

 2.04 

10.90 ± 

   1.80 

 1.85 ± 

    0.34 

 

 

 

 

 

 

Table: - C 

 

 Effect of prolonged oral administration of “Pankajakasthuri Breathe 

Eazy (Peekay) tablets” on Kidney functions in albino rats. 

 

 

 Groups Treatment(mg/kg) Blood urea 

   (mg%) 

Serum creatinine 

   I  Controls 

 

15    ± 0.45  0.93 ±  0.07 

  II   “PK”- 500 

 

17    ± 0.09   0.87 ± 0.04 

  III   “PK”-1000 

 

16.8 ± 0.32   0.90 ± 0.09 

  IV   “PK”-2000 

 

 16.4 ± 0.52  1.01  ±  0.05 

 

 

Values are mean ± SE 

 

 

 



 

 

 

 

 

 

Clinical evaluation studies on Pankajakasthuri Breathe Eazy 

(PEEKAY) tablets 
 

Clinical trials were designed to evaluate the safety, efficacy and to 

detect probable side effects of this poly herbal tablet preparation in 

two stages. Investigations were carried out in accordance with the 

basic principles of medical ethics followed for similar trials using any 

modern medicine. Since this preparation comes under the category of 

Ayurvedic medicine there was no necessity to have extensive clinical 

trials before granting permission for marketing. But in this case phase I 

and phase II trials were conducted by a team of qualified Modern 

medicine and Ayurvedic physicians in a number of patients before 

releasing to the market in 1990.  

 

 Phase I trial. 

 

This preliminary controlled clinical trial was conducted by an Ayurvedic 

team in 100 patients of known bronchial asthma for a period of 3 years 

in the age group of above  30 were selected. This included both the 

sexes but apparently free from other diseases. The patients were 

selected from the general out patient department of ‘Dhanwanthari 

Ayurvedics’ hospital at Poovachal, Trivandrum during 1985-88. The OPD 

patients were diagnosed and treated purely an Ayurvedic 

methodology and principles. These patients received medicines free of 

charge during the course of 3 months. Pankajakasthuri Breathe Eazy 

(PEEKAY) tablets were given in the dose level of one tablet twice daily 

after meals. 

  

A study protocol mainly on subjective parameters was prepared to 

record data for each patient. Detailed haematological investigations 

were carried for all patients to aid in diagnosis. These trial patients were 

allowed to take modern anti asthmatics in case of emergency, during 

the first 3 weeks of trial.  

 

There was a drop out of 10% of the cases from the study group. After 

two weeks of therapy there was tremendous response from the 

patients. 95% of the cases felt significant improvement in clinical 

symptoms and health conditions improved considerably. Frequency 

and duration of asthma attacks were also considerably reduced after 6 

weeks of medication. Bronchial secretions and cough were significantly 

reduced in all patients.  



 

 

 

 

 

No side effects were noticed. But in very few cases (5-7%) there were 

problems like hyperacidity and transient burning sensation in the 

stomach. A general well being and acceptability noticed in almost all 

cases.  

 

 The significant therapeutic effect noticed with the trial drug in the 

above preliminary study tempted us to take up a systematic 

multicenter clinical trial in more numbers of patients.  

  

Phase II trial. 

 

Controlled clinical studies in uncomplicated bronchial asthma patients 

of both sexes were carried to determine therapeutic potential, 

effective dose regimen, duration of medication required and further 

evaluation of safety.  

 

This study was carried out in three hospitals in Trivandrum during 1988-89 

under the direct supervision and guidance of physicians of Modern 

medicines as well as Ayurvedic systems of medicine. A study protocol 

was used to enter the patient profile.  

 

Selection of patients.  

 

300 known asthma patients of either sex were selected for the entire 

trial from OPDs. They were classified according to age as 10 to 20, 21-40 

and 41-60 years. According to duration of illness they were also 

categorized. Majority of the cases were under modern medicine 

therapy for years. 

  

 Diagnosis  

 

Bronchial asthma cases were diagnosed by a combined team of 

physicians. Lung capacity was also tested to assess the intensity of 

asthma. Diagnosis was carried mainly on symptoms, history given by the 

patient and the physical examination. 

 

 Medication – Dose, frequency and duration –  

 

One tablet twice daily for a period of 6 months was carried out. For the 

first two to three weeks all patients were allowed to take modern 

medicine preparation to control asthma, whenever necessary.  

 

Diet – Dietary restrictions were given as per Ayurvedic concept. Diet 

schedule was prescribed for the patients to be followed during the trial 

period.  



 

 

 

 

 

 

 

Investigations – X-ray and ECG test were carried in all patients before 

and after, biochemical analysis of blood (LFT,Renal function test, blood 

sugar, proteins, serum, Ca, P ) and haematological studies (Hb, TC, DC, 

ESR ) were carried out before and after the trial.  

 

 Periodical symptomatic assessment was done every fortnight. Side 

effects, ADR, if any, were also noted in all cases. Analysis of the trial 

data showed significant symptomatic relief in 75 % of the patients after 

4 weeks. 60% of the patients did not required any modern therapy after 

3 weeks.  With the drop out of 7 % during the trial, this multi center trial 

showed very significant relief  in 90 % patients. Of the remaining 10% 

showing marginal relief, but with occasional symptoms.  

 

Patient follow up – Patients shown good relief were closely observed for 

a further period of 6- 12 months to note any recurrence 

 

Conclusion. 

 

The very significant therapeutic findings of the above multi- center 

clinical trials using Pankajakasthuri Breathe Eazy (PEEKAY) Tablets, a 

purely herbal formulation based on Ayurvedic concepts, clearly 

indicate its potential beneficial effect in the management of bronchial 

asthma and allied respiratory disorders. The drug also did not exhibit 

any significant side effects or adverse drug reactions during the trial. 

The pharmacological activity of the marker compounds present in the 

ingredients of this compound preparation may be a contributory factor 

to the immuno-modulatory effect of the trial drug in alleviating or curing 

this chronic allergic disorder, where there is no effective cure in modern 

medicine.  

 



 

 

 

                                 

9.   STABILITY STUDIES. 

 

Stability data on, Pankajakasthuri Breathe EAZY (PEEKAY) Tablets was 

prepared as per FDA regulations. Packing tablets were collected at 

random from two batches and subjected to accelerated stability 

studies for 6 months and normal stability studies for 24 months in 

different storage temperature and relative humidity (RH). Since different 

types of containers are used in marketing the product in India and 

abroad, studies were carried out in the same type of containers at the 

same place.  

 

Accelerated stability studies at 40º C with RH 70% and 25º C with RH 80% 

were conducted at our R&D center and results are annexed for 

reference. (See tables). 

 

Similarly normal stability studies or real time studies were also carried out 

as above.(30º C with RH 75%).  During the period of observation 

(Accelerated stability test frequency 0,1,2, 3 and 6 months and normal 

stability 0,3,6,9,12,18 and 24 months) changes in physico- chemical 

properties with special emphasis on appearance, odour, microbial, 

pesticide and heavy metal contaminations were monitored 

periodically and data recorded for each batch.  

 

 

Observation. 

 

Studies showed that the product did not exhibit any significant changes 

in its physico chemical characteristics, when stored in differing 

environmental conditions. Hence, the shelf life of 2 years has been 

recommended irrespective of atmospheric temperature prevailing in 

different regions of S.E Asia and other parts of the world.  

 

 

10-MARKETING 

 

  As an OTC products with free sale certificate issued by drug 

administration in various countries abroad.  

 In India it is marketed as an Ayurvedic drug through numerous out lets. 
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