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ABSTRACT: 

To evaluate the quality of pharmaceuticals, it is 

crucial to consider the quality factors of herbal 

remedies and herbal formulations. The total of all 

elements that directly or indirectly affect the 

product‟s security, efficacy, and acceptance 

constitutes the quality of herbal medicines. The 

absence of formulation criteria, however, is a 

problem for herbal medications. The primary 

constraints are the absence of formulation for raw 

materials, processing techniques, and final goods, 

dose formulation, and the absence of quality 

control standards. To assure the quality, safety, and 

efficacy in herbal medicines using current, 

appropriate GMP standards. 

Keywords: quality control, herbal drugs, medicinal 

plants & GMP GLP standardization. 

 

1) General Introduction to Quality aspects 

of herbals 

● Herbal drug 

Drugs classified as herbal are those whose 

active constituents come from plant tissues 

like leaves, roots,orflowers.Base material 

Herbal components make up the raw 

ingredients. Plant components such roots, 

barks, seeds, fruits, leaves, flowers, and stems 

are considered herbal ingredients. The amount 

of active components in the herbal remedies 

affects the value of both the raw materials. 

 

Herbal preparation 

The term “herbal formulation” refers to a 

dosage form made up of one or more herbal 

ingredients or extracted herbs in precise amounts 

can provide specific nutritional or cosmetic 

benefits intended for use in the diagnosis, 

treatment, and mitigation of human or animal 

diseases as well as to change the anatomy or 

physiology of humans or animals. 

 

Quality of herbal medicines 

A drug‟s status as determined by its 

identity, purity, content, as well as other 

biochemical, physical,biological features, as well 

as by the production methods, is referred to as its 

quality. 

 

Wild-collected vs. cultivated material 

The lives of many pricing chains and 

property are dependent on the quality of plants and 

flavours used in medicinal products. 3 It is well 

known that many rural populations and indigenous 

groups, particularly in Asia, rely on collecting 

medicinal plants for their livelihoods. The 

disadvantage of this natural collection is that when 

plants are harvested from the wild, their 

marketability will decrease and their value will 

rise. The only integrated chain that uses grown 

material could provide a better alternative to those 

models, but its biggest drawback is a significant 

rise in the price of the final product at the 

distributor level. Due to the volume of pesticides, 

hazardous compounds, and residues, particularly in 

Asian nations, pollution of air pollution is 

continuously rising. region present in flavouring 

extracts in large amounts. Controlled organic herb 

cultivation may also provide a greater opportunity 

for growers. Again, when produced in more 

economically advanced nations, organically grown 

material is sometimes more expensive than wild-

collected stuff.The drive to find more materials is a 

result of the rising worldwide demand for 

flavouring products, which might lead to additives 

of the crop with closely related species (like 

Rhodiola species) or impurity further down the 

value chain. Some traditional consumers also worry 

that manufactured goods may not be as good as 

those made from natural materials, which would 

make the completed goods less enticing to 

them.Some traditional consumers have complained 

that manufactured goods may not be as good as 

those made from wild materials, which makes the 

completed goods less enticing to such customers. 

 

Standardization 

Standardization of processes should cover 

the whole field of research, from the cultivation of 
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medicinal plants through clinical use, in order to 

reduce variance in final botanic products. Internal 

control and standardisation of flavouring 

medications entail a number of steps that should 

start with the sourcing of materials of the highest 

quality and the creation of criteria for the precise 

identification of each product‟s constituents, along 

with documentation of the function of the 

constituent combos. Finally, it is required to verify 

its efficacy using biological tests and to discover 

the profile of its negative effects using the 

literature or materiamedica research (both short- 

and long-term), which should be supported through 

controlled clinical trials. 4 The lack of clinical and 

medical expertise on the majority of flavoured 

pharmaceutical products is a key barrier to a 

acceptance of natural remedies. 

  

A key instrument in the creation of high-

quality flavouring products is the examination of 

flavouring drugs. This study aims to educate those 

who are involved in flavouring medicines about 

the need to establish quality characteristics with 

the use of cutting-edge analytical techniques and 

well defined standardisation procedures in order to 

ensure the safety of the global flavouring market. 

“Herbal typeulation shall imply a dosage form 

comprising of one or more herbs or processed 

herbs in bare amounts to provide certain organic 

processes, cosmetic edges, and/or other edges 

designed to be employed to diagnose, treat, 

mitigate illnesses of men or animals, and/or to 

modify the form or physiological of men or 

animals,” according to the definition provided by 

the American Herbal Products Association. 

 

● Constraints in quality determination of 

flavoring medicine. 

The activity for more than four 

hundredths of a plant extract is one of the most 

significant barriers to the use of plants in 

pharmacological development. The main 

disadvantage is reliability since once plants are re-

sampled and re-extracted, the activities discovered 

on screens typically don‟t recur. The activity and 

efficacy of plant extracts and medications often 

come from the additive or synergistic interactions 

between the constituent parts. Therefore, a method 

should be developed to assess qualitative and 

quantitative differences in a material‟s bioactive 

phytochemical composition. 

 

Finding the different agroclimatic or 

stress regions, climate, macroenvironment, 

physical, and chemical elicitors that quantitatively 

and qualitatively change the amount of secondary 

metabolites is crucial. Thus, condition duplicate 

will rise that could otherwise go undetected in 

screens, which should significantly enhance the 

reliability and efficacy of plant extracts in the 

search for new drugs. The cost-effective and 

quality-controlled manufacture of numerous 

flavoured medications may result from 

standardisation, optimization, and total 

management of growth conditions.  

 

Quality analysis of herbal formulations 

● Raw material quality evaluation 

Morphological evaluation 

A technique of qualitative analysis used in the 

analysis of morphology and sensory reports of the 

entire medication is herbal drug assessment by 

size, shape, colour, odour, style, and particular 

features like bit, texture, etc. 

 

Microscopical evaluation 

It involves elaborate examination of the 

medication and it is wont to determine the 

organized medication by their renowned 

microscopic anatomy characters. It‟s largely used 

for qualitative analysis of organized crude 

medication in entire and power forms with 

facilitate of microscopic. Victimization magnifier 

sleuthing varied cellular tissues, trichomes, 

stomata, starch granules, metallic element salt 

crystals and protein grains area unit a number of 

vital parameters that play vital role in identification 

of bound crude medication. 

 

 
 

 

All woody tissues give pink strains with 

phloroglucinol and HCl, etc. Mucilage is colored 
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pink with Ru red is used to determine cellular 

structure. Starch and hemicelluloses are identified 

by blue colour with iodine resolution. Microscopic 

examination also includes the use of chemical 

reagents to investigate the components of the fine-

grained medication. Studying leaf type and index, 

cellular quantitative relationship, vein-islet 

variation, size of starch granules, length of fibers, 

and other quantitative features of research is 

extremely important for identifying drugs. 

 

Physical analysis 

When evaluating bound medications, 

physical constants are frequently considered. These 

include the following: wet contents, density, 

optical rotation, refraction, temperature, viscosity, 

and solvent solubility. All of these physical 

characteristics are useful for locating and 

identifying the substances present in plants.The 

majority of medicines have defined chemical 

components that are responsible for their biologic 

or pharmacologic effect. The purpose of a 

qualitative chemical analysis is not to identify 

bound drugs or to verify their purity. Chemical 

methods of analysis are used for active component 

isolation, purification, and identification. 

Resins analytical check: definite amount, sulphated 

ash 

Balsam analysis check: precise amount, response 

value, bester values. 

Values for acyl and organic component analysis of 

volatile oils. 

Qualitative chemical analyses are useful for 

identifying chemical components and spotting 

adulteration. 

 

Biological analysis methodology 

Some drugs have particular biological and 

pharmacologic properties that are employed in 

their study. This action is undoubtedly made 

possible by a certain type of ingredient present in 

the plant extracts. 

 Live animals‟ entire and isolated organs were used 

in the studies for analysis. Bioassays are used 

toassess the drug‟s potency during manufacture. 

 

● In method quality analysis and Quality 

assurance  

The raw ingredients used to make 

medicines are real, of the required quality, and free 

of contamination. The manufacturing process 

follows the guidelines and upholds purity 

requirements. Adequate quality control methods 

are implemented, and the factory-produced 

medicine that is freely available and for sale is of 

good enough quality. Each licensee must develop 

manufacturing methodologies and processes for 

medicines that should be unbrokenly recorded as a 

handbook for access and review in order to meet 

the goals outlined above. 

Plant Premises 

The industrial facility needs enough room for 

1. Collecting and storing raw materials; 

2  Industrial zones 

3 Local control unit and testing resources available 

on site. 

4.The Finish Goods Shop 

5.Office  

6. Bought a bad shop 

 

General Requirements 

Location and Surroundings away from open 

biodegradable pollution, drain,and factories 

manufacturing unpleasant odor, fumes, dirt or 

smoke. 

 

Buildings 

Hygienic and free from cobwebs, insects and 

rodents Designed to stop Cross-contamination  

 

Water supply 

Pure and Potable quality of water. Adequate 

provision for laundry of premises. 

 

Disposal of Waste 

Predisposal Treatment and tips for pollution 

management to be followed. 

 

Health, Clothing, Sanitation and Hygiene of 

staff  
Workers to be free from contagious diseases 

UniformSuitable for climate and nature of labor as 

well as coverings for hands, feet and head where 

needed coverings for hands, feet and head. 

 

Facilities for private cleanliness.                      

•Clean towels, soap, cleaning brushes, lavatories, 

amendment rooms & place for keeping personal 

belongings.change rooms & place for keeping 

personal. 

 

Medical Services 

 •First aid facilities ought to be offered.First aid 

facilities ought to be offered. 

•Medical Examination:At the time of employment 

and a minimum of once during a year least once 

during a year. 

 



 

 

International Journal of Pharmaceutical Research and Applications 

Volume 8, Issue 1 Jan-Feb 2023, pp: 1193-1205 www.ijprajournal.com   ISSN: 2249-7781 

                                      

 

 

 

DOI: 10.35629/7781-080111931205 | Impact Factor value 7.429  | ISO 9001: 2008 Certified Journal Page 1196 

Raw Materials Store 

Separate and adequate facilities for  

•Prevent stuff contamination or rodents & 

contamination or rodents & insect infestation. 

.•Preserve selflifePreserve selflife 

•Raw materials of metallike origin 

•Raw materials of mineral origin 

•Raw materials from animal supply 

 

•Fresh herbs 

•Dry herbs or plant components. 

•Excipient etc 

•Volatile oils, perfumes  

•Plant extracts, exudates  

 

Container must to have 

Batch/lot No  

Name of the Drug  

Date of procural 

 

Identified By: 

Procedure initial In initial Out Separate section for 

Rejected raw materials 

Separate section for Rejected raw materials  

Stock Registered. 

 

Packaging Materials. 

Separate house for bottles, jars, capsulesetc. 

Containers and closure lids ought to be correct 

cleansed and dried before packing the product. 

Cleaning 

Testing 

Storage 

Controls on written materials to avoid wrong 

labeling. 

 

Working house 

• Adequate for orderly placement of equipments 

and materials. 

 • To facilitate simple and safe operating 

.• To minimize/ eliminate risk of mix-ups and cross 

contamination 

Equipments: 

1.Nature, variety and sizes. 

2.Installation and maintenance record. 

3.Cleaning SOPs  and Records (logbook) 

 

Batch manufacturing Record 

Creating Records in batches Each batch‟s 

production history for each drug The following is a 

list of the items utilised and how much was 

purchased from the store. 

Tests performed at the various manufacturing 

steps. 

 

Finished good Store  

Storage area with the proper racks and shelves in 

stock packaging and labelling of the completed 

product properly. 

Approved Product completion by internal 

management labs. 

Certain conditions for storage. 

 

GLP 

GLP thinks about with the structure method and 

conditions with that the Laboratory studies area 

unit planed, performed, monitored, recorded and 

rumored. 

 

Personnel: 

 To be headed by associate freelance person. 

Duties: 

To prepare specifications and testing ways for raw 

materials and finished product. To sample, test, 

approve or reject RMs, PMs, semi-finished product 

and finished product. To supervise and monitor 

He adequacy of storage conditions. Maintenance of 

the records of each process where testing of 

finished product is not possible. 

 

Records: Batch Manufacturing Records 

(BMR)Distribution Records (to facilitate 

recall)Record of Market Complaints and Adverse 

Drug Reactions Shelf-life. 

 

Quality Control Legal Aspects & 

Documentation 

1. Quality Perspcetives of herbal products 

Standing of Ayurvedic-herbal product 

quality norms. Databases for material identification 

and authentication. Ayurvedic-herbal product 

chemo- and bio-profiling. Protocols for 

determining the purity of products, spotting 

adulterants, knockoffs, pathogenic 

microorganisms, and chemical residues. Scientific 

research and clinical experiments to support old 

beliefs. 

2. Quality Control :Management charts, sample 

strategies, device technique limits, unit dosage type 

controls, testing programme methods, and control 

of production processes are some examples of 

applied mathematics quality management. methods 

for identifying products, adulteration, and 

misbranding. keeping of records. Bioavailability 

bio-equivalence. Dependability of the 

manufacturer info on the manufacturer and the 

medicine. pharmaceutical processing, packaging, 

and storage. administration of components, 
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containers, and closures. regulations on packaging 

and labelling. review for GMP compliance 

standard for potable water. Style, construction, 

upkeep, equipment, and storage of the premises. 

 

4. Pharmaceutical Process Validation: restrictive 

basis, validation of sterile product & non-sterile 

product and processes thence. Analytical technique 

validation. Validation of pc motor-assisted 

processes. 

 

5. Drug Regulatory Aspects: organization‟s for 

regulating drugs on a national and worldwide level. 

Recent modifications to the federal food, drug, and 

cosmetic statutes. Applications for new drugs, 

studies on their effectiveness, reviews of their 

implementation and over-the-counter products, and 

medication listings. Clinical studies, product 

responsibility, and drug recalls. ICH arrows. ISO 

certification and a United Nations organization. 

Trademarks, copyright, and patents. 

 

6. Documentation:Documentation connections 

and relevance, legal requirements and procedures, 

and criticaldocument evaluation. 

 

 
 

They are educated, trained, and have 

comfortable work expertise. The economic, social, 

and cultural developments of any country ar 

largely dependent upon its adept individuals. 

This study aims at the role of adept 

human resources management and quality 

assurance system to achieving the competitive 

advantage for the organization.Human resource 

management ar the foremost vital part among the 

organization‟s parts, because, even a company 

owns all different resources  

 

 

(materials, financial, technological) while not the 

suitable, adept and older human resources, failure 

are the expected result. 

 

1.Testing in aCompliant and TimelyManner 

In order to carry out the tests in a highly compliant 

and timely manner, the laboratory has the 

necessary accommodations, facilities, qualified 

personnel, and approved processes. 

 

2. Approved Procedures 

By skilled personnel using established processes, 

testing of raw resources, pharmaceutical active 

ingredients, intermediates, final products, and 

packaging materials is conducted. 

 

3. Quality Assurance Program 

The laboratory has a top-notch quality assurance 

procedure, which is overseen by staff members 

who are not subject to any undue pressure that 

could affect their judgement or the proper 

performance of 

 

 their jobs. The individual in charge of the 

standards assurance programme will have full 

access to the highest echelons of management 

when choosing resources and laboratory policies. 

 

4. Education, coaching and skill 

Aside from being free from any unwarranted 

management, financial, industrial, or other 

pressures that might impair their judgement and, as 

a result, the proper performance of their duties, all 

employees must be demonstrably competent and 

qualified to carry out the roles that have been 

assigned to them. 

 

5. Pre-Approved Testing plan 

All testing is performed in keeping with a pre-

approved testing arrange. 
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6. Validated 

All analytical testing strategies arefairly valid. 

7. Documented 

All analytical testing is documented and 

incontestable that testing was truly applied in 

keeping with written approved procedures. 

8. Maintained and calibrated 

All testing equipment is suitable for its 

intended use, performs in accordance with relevant 

performance standards, is maintained, and is 

graded at periodic intervals in accordance with a 

published schedule. No instrument shall be utilised 

if it does not meet set standards. 

 

9. Documented 

Any deviations are fully documented and 

investigated 

 

10. Established Specifications 

All deviations are unequivocally recorded 

and looked into. all final pharmaceutical products 

are packaged in the appropriate containers and are 

appropriately labelled in accordance with set 

requirements for identification, potency, purity, 

and performance. 

 

11. Results of inspections 

Raw materials, APIs, intermediate, bulk materials, 

and final products have had their testing findings 

evaluated and compared to predetermined 

standards. This evaluation and comparison is 

documented. 

 

12. Product Assessment 

Product assessment includes reviewing and 

evaluating of product production records and an 

assessment of any deviations from established 

procedures. 

 

13. before Certification 

No batch of product is discharged for distribution 

before certification that's conforms to established 

specifications. 

 

14. Retention Samples 

To enable for future evaluation and 

testing, enough retention sample of raw resources, 

active pharmaceutical ingredients, metabolites, and 

finished products are kept. The completed products 

should be kept intact in their final packaging. 

 

● Quality analysis of Finished product 

The substances that occur naturally in 

plants are known as phytochemicals. These 

phytochemicals have gained a lot of popularity in 

recent years because to their many health benefits. 

Phytochemicals are effective in fighting a variety 

of illnesses, including cancer, arthritis, and 

respiratory disorders. 

Gas chromatography-mass spectroscopy 

will be used to measure the quality and quantity of 

phytochemicals (GCMS). GCMS will be used for 

samples that are solid, liquid, and foamy. The 

samples are first reborn into a frothy condition 

before analysis is conducted using the concept of 

the mass to charged magnitude connection. 

Compounds that are soluble in solvents are suitable 

for High Performance Liquid activity. For 

separation and detection, high – performing skinny 

layered activity is appropriate. The quantity and 

quality of phytochemicals. 

 

Gas Chromatography 

Volatile substances are suitable for gas 

natural action. Species are distributed between 

such a gas as well as a liquid portion throughout 

this process. The liquid component is immobile 

because the gas component is in motion. The 

sample molecules become immobile once they are 

in a liquid state. The number of chemical species 

spread throughout the liquid component 

determines how quickly migration will occur. The 

movement happens more quickly the higher the 

percentage of fabric in the  foamy stage. The 

species that spreads itself evenly across the 

immobile condition will not move. A sample will 

migrate at such an intermediate pace if it evenly 

distributes itself across each phase. The entire 

amount of vapor is provided by this gas‟ natural 

activity. Therefore, chemical analysis is where it is 

most frequently utilized. 

 

. High Performance Liquid Chromatography: 

(HPLC)  

Another name for HPLC is High-Pressure 

Liquid Natural Action. This separates chemicals 

based on the idea that they interact with the liquid 

of the mobile component and the solid materials of 

a densely packed column. The analyte must be 

forced through the column at factor of up to 400 

bars in order to survive the detector. Compounds 

that cannot be vaporized or that break down at high 

temperatures benefit from HPLC. Each qualitative 

and chemical analysis is provided by HPLC in a 

single step. 

 

High Performance skinny Layer 

Chromatography:  (HPTLC)  
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A modified variant of skinny layered 

natural action can be called high performing 

skinny layered natural action. High Performance 

thin layer naturally action is a powering tool 

natural action in which sample component 

separation is completed on high – performing 

layers with detecting and acquisition using a 

sophisticated work-station. These high – 

performing layers are pre-coated with a substance 

having a 5-7 micron particle size and a 150–200 

micron layer thickness. The layer‟s thickness and, 

consequently, the particle size are reduced, which 

increases the plate‟s potency alongside the type of 

separation. For qualitative, quantitative, and micro-

preparative chromatography, HPTLC is suitable. 

At various stages of the development 

phase, stability testing is a common practise used 

on products and medicinal substances. Early on, 

accelerated stability testing is used to identify the 

type of degradation product that will be present 

during long-term storage (at relatively high 

temperatures and/or humidity). The product‟s long-

term and short-term physical and chemical stability 

within the instrument in which it is to be marketed 

should be evaluated under specified storage 

circumstances, and as a result, the shelf-life should 

be determined. 

 

Safety is frequently seen to be safe due to 

its widespread use throughout many cultures. 

However, there are isolated case reports of severe 

adverse reactions following the ingestion of 

flavoring products. The toxicity has frequently 

been attributed to pollutants and adulteration. 

However, several of the plants used as flavoring 

agents in medications can also be severely 

hepatotoxic. If flavouring medications are not 

thoroughly analysed, there is a possibility of 

negative side effects, drug-drug. interactions, and 

drug-food interactions. Therefore, the first goal in 

flavorer analysis is to evaluate the safety of 

flavorer products. These are many methods for 

analyzing the safety of flavouring drugs. The 

following factors are likely to be primarily 

responsible for the hepatotoxic affects of flavorer 

preparations: The toxicity of plant components is 

inherent constituentscomponents, materials, 

production errors, and contamination. Extensive 

phyto-chemical and pharmacologic research are 

required to analyse the hepatotoxic effects of plant 

ingredients in flavorer formulation. However, it is 

fair to infer that the usage of hepatotoxic plant 

compounds has already been largely abolished 

based on human experiences in a variety of 

cultures, and that current claims of toxicity may 

mostly be caused by misidentification and 

overdose of binding constituents. 

Toxicity Evaluation Because analysis 

alone is unlikely to identify the contributions to 

toxicity itself, toxicity inquiry may also be 

necessary. The dosage used in determining AN 

flavorer medication toxicity is     crucial. 3. One or 

more of the following approaches are used in 

toxicity assessment: in vivo and vitro, cell line, 

micro-array, and alternative methods. Specific 

characterization of the liquids & topical 

formulation in flavore tablets. 

 

Application of Chromatography for the quality 

evaluation of herbal drug and its formulation 

as well as phenol in such an ayurvedic 

remedy. On colloid sixty F 254 plates, natural 

action was conducted using toluene-ethyl acetate-

methanol, 9 + 1 + 0.5 (v/v), as that of the mobile 

component. At temperature, plates were grown to a 

distance of 8 cm without chamber saturation. The 

plates were scanned, and the compounds were then 

measured at their peak absorption wavelengths of 

420, 333, and 277 nm, respectively, for turmeric, 

piperine, and thymol. Turmeric, piperine, and 

phenol each had distinct R F values of 0, 0.30, and 

0.64. For curcumin, oral dosing, and thymol, 

respectively, the response was a linear function of 

the number put to the plate within in the ranges of 

50–250 metric weight unit, 10–60 ng, and 100–700 

metric weight unit. LOD for phenol, piperine, and 

curcumin were 25 and 5, respectively. Separately, 

and 50 ng. The ayurvedic formulation‟s turmeric, 

piperine, and phenol mean test findings were 

zero.85, 12.93, and 3.29 mg g-1, respectively. Of 

curcumin, piperine, and phenol, respectively, the 

individual variances were 0.78, 0.51, and 0.69%. 

The respective recovery rates for curcumin, 

piperin, and phenol were 100.41, 99.52, and 

101.21%. Anisaldehyde with acid chemical agent 

may also be used to spray the plate for quick 

identification of turmeric, piperine, and HPTLC 

Analysis. This approach has been developed for 

superior thin-layer biological cycle (HPTLC) for 

cooccurring estimate of curcumin, piperine, and 

phenol. [6] 

 

CASE STUDY OF CURCUMA 

• It‟s possible that the East Indies are where 

turmeric is entirely cultivated. Turmeric powder 

has a deep unique colour, a bitter flavour, and is 

used as a food additive, a dye, a litmus in chemical 

testing, as well as for medicinal applications. 
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The institution of Mississippi Medical Center 

received a US patent on turmeric in 1995, with a 

focus on using the spice to treat wounds. A 

complaint was made by India‟s Committee of 

National research two years later (CSIR). 

• The CSIR countered that curcumin has been used 

for treating wounds and rashes in Asian nations for 

thousands of years, thus the invention on its 

medicinal usage wasn‟t entirely original. 

 

 
Fig no:1 Curcumin 

 

Quality evaluation methods of Herbal crude 

drugs and formulations 80 hrs 

Select Minimum 2 to 3 crude drugs and carry 

out the following parameters 

● Determination of wetness content of crude 

medicine 

Animals or plants that carry mutual 

compounds and are used as crude medicine just go 

through the selection and drying processes. 

Determine the moisture content in 

conjunction with the proper temperature in order to 

understand the surplus water. Wetness has the 

potential to activate enzymes and create the ideal 

environment for the growth of living things. A 

variety of methods for determining moisture that 

account for loss on drying, wetness measurement, 

and chemical analysis methods that comply with IP 

 

Procedure 

 1.10 metric weight unit of powder was weighed 

and placed in it a wetness content equipment 

 2.Temperature was adjusted to 100-110°c until 

weighed get constant and picked up in desiccator   

& weighed  

 3. The loss of weight was thought to be a live of 

wetness content as per IP.        

 

 
Fig no:2Moisture content of crude 

medicine 

 

● Determination of extractive price of crude 

medicine 
The evaluation of crude medication must 

take into account the extraction price. The lower 

extractive price denotes the inclusion of used-up 

materials, adulteration, or improper drying, 

storage, or formulation processes. Depending on 

the solvent employed, there are two types of 

extractive price: alcohol-soluble and water-soluble. 

If alcohol is used in place of water as a solvent, the 

term "alcohol 

 soluble extractive price" will be used. If water is 

used as a solvent, the term "soluble extractive 

price" will be used. 

 

●  Determination of Extractive values 

For the examination of a crude 

medication, they are useful. Provides inspiration 

for the nature of the chemical components found in 

crude medication. Useful for estimating the 

contents removed using the extraction solvent. 

Employed for materials for which a suitable 

chemical or biological test has not yet been 

developed. 

 

Preparations of the extracts 

Cold Maceration 

1. In a tightly covered flask, macerate 5g of a fine 

crude drug with 100 mil of solvent for twenty-four 

hours, frequently shaking during the first six hours 

and allowing it to square for the last eighteen. 

2. Filter quickly To avoid the breakdown of natural 

metabolites, 25 ml of the filtrate should be 

evaporated to waterlessness in an evaporating dish 
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before being dried at 105 °C and weighed as a 

precaution against solvent loss. 

3.Calculate the amount of the dry medicine that is 

soluble in water, alcohol, chloroform, and crude oil 

ether. 

Importance of Extractive values: -Extractive values 

are most useful for identifying medication that has 

been used up or has been debased. The standard as 

well as the medication‟s purity are determined by 

the cost of extracting the crude medicine. 

 

Choose any appropriate crude drug/s and 

formulate and judge any of the subsequent 

formulations. 

 
Fig no:3Herbal Tablets 

 

Composition of seasoner Tablet: 

Sr. No. Ingredients amount (mg/tablet) 

1 shrub extract one00mg 

2 Maize starch (Binder) 10mg 

3 Lactose-MCC(Diluents) 276mg 

4 {magnesiumMg|atomic number one2|metallic 

element|metal} stearate (Lubricant) 1.5mg 

 

Formulation. 

Procedure: 

1) Prepare binder answer with water. 

2) combine binder with extract and diluents 

mixture. 

3) Pass the wet mass through sieve (6-8 mesh).  

4) Dry the granules and currently add lubricator. 

Mix well. 

5) Compress pills exploitation tablet compression 

machine. 

 

Evaluation:  

1.General Appearance:  

For consumer approval and uniformity 

from tablet to tablet, the general appearance of the 

a pill, its identification, and general splendour are 

essential. The management of overall appearance 

includes the control of things like size, form, 

colour, and whether or not there is an odour or 

flavour. 

 

2. Content uniformity Test: 

30 pills should be chosen at random. Ten 

of them were individually tested. The pills passes 

the evaluation if nine out of ten tablets have no 

more than 85 percent and no more than 115 

percent of the identified drug content, while the 

tenth tablet has no more than 75 percent and more 

than 125 percent of the identified content. If these 

requirements are not satisfied, the remaining 20 

pills will be individually analysed, and none may 

fall beyond the range of 85 to 115. 

 

3.Thickness: 

Amount of the pills Using a tag dial 

calliper, measure the square. Five sample tablet 

formulations are randomly selected, and each 

tablet‟s thickness is assessed.  

 

4. Weight variation: 

Hand-selected randomly, twenty pills 

were weighed individually. To determine the 

weight variance, the specific weights were 

compared to the average weight. The percentage 

deviation was determined and the informatics limit 

was used as a comparison. 

 

5. Hardness:  

Five pills are randomly selected by hand 

from each batch, and the tablet‟s hardness is 

established using a Monsanto hardness tester. 

Every batch‟s mean values are determined, and 

they are then contrasted with the informatics norm. 

 

 6. Friability:  

Friability is a measure of a substance‟s 

ability to withstand mechanical shocks while being 

handled. The Roche Friabilator was used to 

determine the breakableness of the tablets, and the 

result is represented in (%). Twenty pills were 

weighed and put into the friabilator at the 

beginning. The tablets were weighted again after 

four minutes of operation at 25 rpm or up to 100 

rotations in the friabilator. Pill breakability is 

calculated as the reduction in weight due to 

abrasion or fracture. 

 

7. Disintegration time:  

Utilizing pill disintegration monitoring 

equipment, the friability with all formulations is 

administered. In each tube of the disintegration 

equipment, six pills are arranged in different 
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compartments, and discs are also positioned there. 

The water is kept at a constant temperature of 

37°C, thus the time it takes for a whole pill to 

dissolve completely is recorded. 

 

8. Dissolution study: 

Phosphate buffer half-dozen.8 is used as 

the dissolving medium in a pill dissolution 

investigation. Throughout the eight-hour period, 

samples are taken every 45 minutes. The sample‟s 

absorbance was estimated using a UV light 

photometer, along with the proportion of 

unharness.  

 

Formulation 

ARISHTA 

These are liquid ayurveda remedies created 

through the fermentation process known as the 

sandana procedure. 

PREPARATION: 

1.The prepared drug decoction has been placed in 

the fermentation vessel. 

2. Honey, jiggery, or sugar are added. Clay and 

cloth were used to seal the edges as the lid was 

closed. 

3. Fermented at a fixed temperature Place aside 

until particle matter has cooled filtered and 

decanted fluid 

4. Boil to prevent further fermentation. 

5.Sealed and filled in a bottle. 

 

ASAVA 

1.These are liquid ayurveda remedies created using 

the fermentation process (sandana process)) 

 

PREPARATION 

1.Jiggery, honey, sugar, and boiled water. Cooled 

2.Poured in vessel fermentation a value-added 

component of that is fine medication powder. 

Sealed 

3. Keep in order to fermentSet aside time for things 

to cool 

4. Filtered and fluid decanted 

5. Boil to prevent further fermentation. 

 

 Evaluation 

PARAMETERS OF analysis 

1.Assortment Estimation and drug material 

authenticity 

2. Sensory-organoleptic analysis Color, smell, 

appearance, and powder particle size. Flow of the 

powder, distribution, and clarity 

 

3. Foreign Matter 

• Foreign Plant 

• Own Plant 

• different Plant 

• Mineral 

 

4. Microscopic analysis 

QUALITATIVE 

• Palisade quantitative relation 

• Vein isle 

• Vein termination 

• Stomatal Index 

• Stomatal range 

 

 QUANTITAIVE 

• genus Lycopodium reproductive structure count 

technique 

• Starch Grain 

• metallic element salt Crystals 

 

Chemical science analysis 

• PH 

• Disintegration time 

• Sedimentation Rate 

• Hardness  

• Friability 

• Solubility 

• Viscosity 

 

Ash value 

• Total Ash 

• Acid insoluble Ash 

• Water soluble 

• Sulphated Ash 

Extractive values 

• Water soluble 

• plant product soluble 

• Ether soluble 

Oil connected values 

• reaction matter 

• definite quantity 

• organic compound price 

• Swelling Index 

• Foaming Index 

• Melting vary 

• Optical Rotation 

 

6. Chromatographical & different strategies 

• TLC & HPTLC 

• HPLC 

• ultraviolet illumination spectrum analysis 

• GC-MS 

• Fluorimetry 

 

7. Medicine Parameters 
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(Bioassay to estimate potency) 

• Bitterness 

• Astringent Activity 

• Antimicrobial Activity 

• lysis Activity 

• inhibitor activity 

• gas Scavenging Activity 

 

8. Pharmacology 

(Establishment of Safety) 

• Limit Tests 

• chemical contain 

• serious metals contain 

• Aflatoxin 

• Radio-active contamination 

• Bio-burden 

• morbific and Non-pathogenic. 

 

 
Fig no:4 Herbal  Cream 

 

Composition of cream: 

Sr. No. Name of Ingredients amount Given (10gm) 

amount taken (10gm) 

1 White beeswax 5gm  

2 Liquid paraffin 7ml  

3 mineral 2gm  

4 fragrance a pair of drops  

 

5 Curcumin (Turmeric) 200mg  

6 burn plant gel one weight unit  

Procedure: 

1. by heating beeswax and oil to a temperature of 

700C in a water bath, the wax was 

melted.Here, curcumin is not water soluble. 

2. As a result, only the smallest amount of ethyl 

alcohol was added. 

3. This was cooked to a comparable temperature 

and added value to the natural mineral 

combination. 

4. Each temperature was calculated with the 

liquid part being stirred rapidly and 

continuously until it reached a temperature of 

700C. 

5. Filtered, instrumented, and labelled it. 

 

Evaluation of Cream: 

1. Physical properties: 

The cream was determined for color and odour. 

 

2. Homogeneity: 

 

The formulations were tested for the homogeneity 

by visual look and by bit. 

 

3. Appearance: 

The appearance of the cream was judged by it‟s 

color, pearlescence and roughness and hierarchical 

. 

 

4. Once feel: 

Emolliency, slipperiness and quantity of residue 

left once the appliance of fastened quantity of 

cream was checked. 

 

5. Form of smear: 

After application of cream, the sort of film or 

smear shaped on the skin were checked. 

 

 

6. Easy Removal: 

The easy of removal of the cream applied was 

examined by laundry the applied dispense with 

water. 

 

7. Take a look at for Thermal Stability: 

Thermal stability of the formulation was firm by 

the humidness chamber controlled at 60-70% RH 

and 37±10C. 

 

8. Irritancy test: 

Mark a section (1sq.cm) on the left-hand dorsal 

surface. The cream was applied to the required 

space and time was noted. Irritancy, erythema, 

edema, was checked if any for normal intervals 

 

 9. Determination of pH: 

Mark a 1-square-centimeter area on the left dorsal 

surface. The necessary area received the cream, 

and the time was documented. It was examined for 

irritability, erythema, and edoema at regular 

intervals. 

 

10. check for microorganism growth in 

developed creams: 
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By using the streak plate technology, the 

created cream were seeded on the agar media 

plates, and a swaying was produced by leaving off 

the cream. The setup was filled with the plates, 

which were then incubated for 24 hours at 370C. 

As once time period had passed, plates were 

removed to be examined by management to 

determine the microbial growth. 

 

11. Spreadability Test:  

Concerning one gramme of sample was 

weighed and placed at the middle of the glass plate 

and another glass plate was placed over it 

fastidiously on top of the glass plate one hundred 

gramme weight was placed up on higher slide in 

order that the formulation between 2 slides was 

ironed uniformly to create a skinny layer, the 

burden was removed and therefore the way over 

formulation  adhering to the slides was scrapped 

off. One in all the slides was fastened on that the 

formulation was placed, the time in that higher 

slide moves over the lower plate was taken as live 

of spreadability. Spreadability is calculated by 

victimization the formula. 

 

Industrial visit : 

 
 

 

 
SG  Phyto Pharma Pvt. Ltd. Kolhapur 

 

Report writing: 

1.Aspects of quality refer to procedures used to 

keep pharmaceuticals effective or of high quality. 

 

2. To examine the myriad facets of the diverse 

herbal drugs and treatments 

 

3.Herbal medications are becoming more and more 

popular all over the world. This growth in use 

Makes safety considerations crucial. 

 

4. Quality problems of herbal medications can be 

divided into two groups: internal and external. This 

review goes into detail on external problems such 

contamination (such as harmful metals, pesticide 

residues, and bacteria), adulteration, and 

misidentification. 

 

.5The term "herb drug formulation" refers to a 

dosage form that contains one or more herbs or 

processed herbs in specific amounts and provide 

specific nutritional, cosmetic, and other benefits 

intended for use in the diagnosis, treatment, and 

mitigation of human or animal diseases as well as 

to change the structure or physiology of humans or 

animals. 

 

6 The formulation has several benefits, such as 

affordable, environmentally friendly, safe treatment 

that has no side effects. 

7. These compositions are evaluated physically, 

chemically, and biologically. 

 

 

 



 

 

International Journal of Pharmaceutical Research and Applications 

Volume 8, Issue 1 Jan-Feb 2023, pp: 1193-1205 www.ijprajournal.com   ISSN: 2249-7781 

                                      

 

 

 

DOI: 10.35629/7781-080111931205 | Impact Factor value 7.429  | ISO 9001: 2008 Certified Journal Page 1205 

REFERENCE: 
[1]. https://www.researchgate.net/publication/

328097069_Quality_of_herbal_medicines

_Genesis2)https://scholar.google.co.in/sch

olar?q=quality+evaluation+herbal+formul

ation&hl=en&as_sdt=0&as_vis=1&oi=sc

holart 

[2]. https://www.researchgate.net/publication/

297721367_General_Laboratory_Practice

s_for_ASU_Drugs (GLP) 

[3]. https://www.researchgate.net/publication/

297721367_General_Laboratory_Practice

s_for_ASU_Drugs 

[4]. https://www.researchgate.net/publication/

355808715_Quality_control_and_evaluati

on_of_herbal_drugs_in_modern_era 

[5]. https://www.researchgate.net/publication/

245404988_Rapid_HPTLC_method_for_i

dentification_and_quantification_of_curcu

min_piperine_and_thymol_in_an_ayurved

ic_formulation 

[6]. Herbal drug technology book of thakur 

publication page no - 231,232 (case study 

of curcumina) 

[7]. Quality control methods for plants mutual 

by who guildlines (quality evaluation 

methods herbal Drugs) 

[8]. DrVijaykumar D, DrAkhila S „Practical 

Book of Herbal Drug Technology‟ 2
nd

 

edition NiraliPrakashan (Herbal Tablets)  

[9]. Thakur  publication  PVT.LTD.,Lucknow 

by Dr .G .Arunachalam and Dr.Prashant 

Kumar (Page No: 66,67) 

[10]. Thakur  publication  PVT.LTD.,Lucknow 

by Dr .G .Arunachalam and Dr.Prashant 

Kumar (Page No: 67) 

[11]. Herbal drug technology book of 

NiraliPrakashan page no- 33-37 (Asava 

and Arishta)[8 Technology‟; 1st edition, P 

V Prakashan. (Evaluation of Cream) 

[12]. https://www.sgphyto.com/ 

 

https://www.researchgate.net/publication/328097069_Quality_of_herbal_medicines_Genesis
https://www.researchgate.net/publication/328097069_Quality_of_herbal_medicines_Genesis
https://www.researchgate.net/publication/328097069_Quality_of_herbal_medicines_Genesis
https://scholar.google.co.in/scholar?q=quality+evaluation+herbal+formulation&hl=en&as_sdt=0&as_vis=1&oi=scholart
https://scholar.google.co.in/scholar?q=quality+evaluation+herbal+formulation&hl=en&as_sdt=0&as_vis=1&oi=scholart
https://scholar.google.co.in/scholar?q=quality+evaluation+herbal+formulation&hl=en&as_sdt=0&as_vis=1&oi=scholart
https://scholar.google.co.in/scholar?q=quality+evaluation+herbal+formulation&hl=en&as_sdt=0&as_vis=1&oi=scholart
https://scholar.google.co.in/scholar?q=quality+evaluation+herbal+formulation&hl=en&as_sdt=0&as_vis=1&oi=scholart
https://www.researchgate.net/publication/297721367_General_Laboratory_Practices_for_ASU_Drugs
https://www.researchgate.net/publication/297721367_General_Laboratory_Practices_for_ASU_Drugs
https://www.researchgate.net/publication/297721367_General_Laboratory_Practices_for_ASU_Drugs
https://www.researchgate.net/publication/297721367_General_Laboratory_Practices_for_ASU_Drugs
https://www.researchgate.net/publication/297721367_General_Laboratory_Practices_for_ASU_Drugs
https://www.researchgate.net/publication/297721367_General_Laboratory_Practices_for_ASU_Drugs
https://www.researchgate.net/publication/355808715_Quality_control_and_evaluation_of_herbal_drugs_in_modern_era
https://www.researchgate.net/publication/355808715_Quality_control_and_evaluation_of_herbal_drugs_in_modern_era
https://www.researchgate.net/publication/355808715_Quality_control_and_evaluation_of_herbal_drugs_in_modern_era
https://www.researchgate.net/publication/245404988_Rapid_HPTLC_method_for_identification_and_quantification_of_curcumin_piperine_and_thymol_in_an_ayurvedic_formulation
https://www.researchgate.net/publication/245404988_Rapid_HPTLC_method_for_identification_and_quantification_of_curcumin_piperine_and_thymol_in_an_ayurvedic_formulation
https://www.researchgate.net/publication/245404988_Rapid_HPTLC_method_for_identification_and_quantification_of_curcumin_piperine_and_thymol_in_an_ayurvedic_formulation
https://www.researchgate.net/publication/245404988_Rapid_HPTLC_method_for_identification_and_quantification_of_curcumin_piperine_and_thymol_in_an_ayurvedic_formulation
https://www.researchgate.net/publication/245404988_Rapid_HPTLC_method_for_identification_and_quantification_of_curcumin_piperine_and_thymol_in_an_ayurvedic_formulation
https://www.sgphyto.com/

