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BP702T - UNIT V CHAPTER 11

CHAPTER 11: Regulatory Authorities for
Cosmetics — CDSCO, FDA, Cosmetics Rules 2020
and BIS

11.1 Learning Objectives

After studying this chapter, the student will be able to:

Explain, in simple words, what a regulatory authority is and why cosmetics need regulation.
Describe the role of CDSCO in regulating cosmetics in India.

Describe the role of the US FDA in regulating cosmetics in the United States.

Explain the purpose of the Cosmetics Rules 2020 in simple words.

List the areas covered by the Cosmetics Rules 2020 (manufacturing licence, imported-cosmetic
registration, safety, labelling, sale, prohibition of animal testing concepts).

Explain the role of BIS (Bureau of Indian Standards) in cosmetics.

Compare the CDSCO and FDA approaches using a simple table.

11.2 Definitions

Regulatory authority: A government body (office/agency) that makes rules and watches over a field
such as medicines or cosmetics, so that products sold to people are safe, truthful and of acceptable
quality.

Cosmetic (legal sense): An article intended to be rubbed, poured, sprinkled or sprayed on, or
introduced into, or otherwise applied to the human body or any part thereof for cleansing, beautifying,
promoting attractiveness or altering appearance. (Understood this way by regulators in India and the US,
each with its own legal wording — check the latest notifications.)

CDSCO: Central Drugs Standard Control Organisation — the national regulatory authority of India for
drugs and cosmetics.

FDA: The United States Food and Drug Administration — the US federal agency that regulates, among
other things, cosmetics.

Cosmetics Rules 2020: The set of rules framed in India for the regulation of cosmetics — covering
licensing of manufacture, registration of imported cosmetics, safety, labelling and sale. (Always phrase:
as per the latest Cosmetics Rules 2020/notifications — confirm the current edition.)

BIS: Bureau of Indian Standards — the national standards body of India, which publishes Indian
Standards for many products, including cosmetics.

11.3 Terminology
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Regulation Rules made by the government that industry must follow

Licence Official permission given by an authority to do an activity (e.g.,
manufacture)

Registration Official entry of a product into the authority's records before it
may be sold

Compliance Following all the rules correctly

Misbranded Labelled or presented in a false or misleading way

Adulterated Contaminated or mixed with harmful/impure material

Import Bringing a product into India from another country

Notification An official announcement/clarification issued by the authority

Standards Agreed descriptions of what a product must contain or how it

must perform

Certification mark A mark on a product showing it passed a certain standard or
check

11.4 Simple Explanations

Why regulate cosmetics at all? A cosmetic is not just decoration — it sits on your skin, lips, eyes and hair
for hours. If a cream contains a harmful heavy metal, or a hair dye contains a strong chemical without
warnings, people can get skin burns, allergies or long-term harm. Also, a buyer cannot check the factory
or read the recipe, so they depend on the label to tell the truth. A regulatory authority exists to (a) set
minimum safety and quality rules, (b) check factories, (c) allow or block products, and (d) punish
rule-breakers.

What does CDSCO do for cosmetics? CDSCO is India's national authority. Its role includes:
granting/renewing licences for manufacturing cosmetics in India; registration of imported cosmetics (a
cosmetic made abroad must be registered with CDSCO before it can be sold in India); approving or
monitoring as needed; and coordinating with State authorities. Simple memory line: CDSCO = India's
gatekeeper for cosmetics — make here needs a licence, bring from abroad needs registration.

What does the US FDA do for cosmetics? In the United States, cosmetics are regulated by the FDA. The
important idea students must remember: the FDA does not run a general pre-market approval system for
cosmetics the way it does for drugs — in general, a cosmetic maker is responsible for making sure the
product is safe and truthfully labelled before selling it, and the FDA can act after the product reaches the
market (for example against adulterated or misbranded products). (The US framework has been updated by
newer laws over time — confirm the current position from the latest FDA material.)

What are the Cosmetics Rules 2020? These are India's modern rules for cosmetics, replacing the older
scheme. Their purpose is simple: one clear set of rules for manufacturing licences, registration of
imported cosmetics, safety expectations, labelling, storage/sale conditions, and concepts such as
avoidance of animal testing. Because rules are amended by notifications from time to time, always write
and answer as "as per the latest Cosmetics Rules 2020/notifications — confirm the current edition".

What does BIS do for cosmetics? BIS publishes Indian Standards for cosmetic products (e.g., what a "skin
cream" or "lipstick" standard covers — raw material quality, requirements, test methods). A standard tells
manufacturers what good looks like and tells testing laboratories how to check it. Compliance with BIS
standards supports quality and consumer confidence. (Describe generically — do not quote specification

Pills & Python - Pharmacy * Data * Al » Healthcare - Instagram @pillsandpython - pillsandpython.com - YouTube @PillsAndPython 3



BP702T - UNIT V CHAPTER 11

numbers or numerical limits.)

11.5 Classifications

Types of regulatory activities (how authorities work):

1 Pre-market control — permission before sale: licences for factories, registration of imported
products.

2 Post-market surveillance — watching after sale: sampling from shops, complaint handling, action
against bad products.

3 Standard-setting — writing what quality means: BIS standards, labelling rules.

4 Information control — making sure labels and advertisements are truthful.

Categories of cosmetics an authority cares about (by risk):
1 Products used near eyes and lips (higher care needed).

2 Products left on skin for long time vs rinsed off quickly.

3 Products used by babies and children (higher care needed).

4 Products with colouring agents, preservatives, UV filters (ingredients with limits).

11.6 Mechanisms / Processes

How a cosmetic reaches the Indian market — the regulatory journey (simple flow):

Manufacturer (India)

applies for manufacturing licence from the authority
factory inspected for good manufacturing practices
licence granted - product made as per rules

label checked against labelling requirements

product sold; authorities may sample and test later

{

L A e 4

Manufacturer (abroad)
- applies for registration of the cosmetic with CDSCO
- documents/details submitted as per latest requirements
- registration granted - product imported and sold in India

How the FDA-style system works (US, simplified):

Manufacturer
- makes the cosmetic safe and truthfully labelled (maker's responsibility)
- sells the product (no general pre-market approval for cosmetics)
- FDA monitors the market; can act against adulterated/misbranded products

How BIS standards are used:

BIS publishes a standard for a cosmetic category
- manufacturer follows the standard while making the product
- testing laboratory tests the product using the standard's methods
- product meeting the standard = quality assured

Pills & Python - Pharmacy * Data ¢ Al « Healthcare - Instagram @pillsandpython - pillsandpython.com - YouTube @PillsAndPython 4



BP702T - UNIT V CHAPTER 11

Key takeaway: The Indian system controls the gate (licence/registration before market); the US FDA
system mainly guards after market entry. Both aim at the same two goals: safety and truthful
labelling.

11.7 Textual Diagrams / Flowcharts

Diagram 1 — Why cosmetics need regulation (the three risks):

Risk 1: UNSAFE ingredients - skin damage, allergy, poisoning
Risk 2: LYING labels - buyer cheated (false claims)
Risk 3: DIRTY factories - germs/contamination in the product

Authority's answer:
RULES (what is allowed) + CHECKS (factory/market testing)
+ PUNISHMENT (action against rule-breakers)

Diagram 2 — The three pillars of cosmetic regulation:

COSMETIC REGULATION
/ | \
SAFETY TRUTHFUL QUALITY
(no harm) LABELS (standards:
(no lies) BIS in India)

11.8 Infographic Concept

INFOGRAPHIC CONCEPT: A three-column poster titled "Who Guards Your Cosmetics?". Column 1 —
"INDIA: CDSCO" with a gate icon: "Licence to manufacture in India; registration to import; labelling
rules under Cosmetics Rules 2020". Column 2 — "USA: FDA" with a watchtower icon: "Maker must
ensure safety; FDA acts on adulterated/misbranded products after market entry". Column 3 —
"INDIA: BIS" with a quality-seal icon: "Indian Standards say what a good cosmetic is and how to test
it". Footer ribbon: "Always follow the latest notifications — confirm the current edition." Colours:
saffron/white/green accents for Indian columns, blue for the US column.

11.9 Tables
Table 1 — Comparison: CDSCO (India) vs US FDA (cosmetics)

Country India United States
Pre-market permission Manufacturing licence; registration for Generally no pre-market approval for
imported cosmetics cosmetics (maker's responsibility)
Governing rules Cosmetics Rules 2020 and related US cosmetics law framework and FDA
notifications guidance
Factory check Inspection for licence Inspections possible under authority
Label control Labelling requirements under Indian Must not be misbranded
rules
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Market action Sampling, action against non-compliant ~ Action against adulterated/misbranded
products products
Caution Confirm latest edition of rules Confirm latest US legal position

Table 2 — What the Cosmetics Rules 2020 broadly cover (generic description)

Manufacturing licence Permission needed to make cosmetics in India

Registration of imported cosmetics Foreign-made cosmetics must be registered before sale in India
Safety requirements Product must be safe for the intended use

Labelling requirements Label must carry prescribed information truthfully

Sale and distribution Conditions for storing and selling cosmetics

Prohibition concepts Certain practices (e.g., misleading claims; animal-testing related

concepts as per latest rules) are restricted

Caution No rule numbers quoted — always confirm the current edition

Table 3 — Role of BIS for cosmetics (generic)

Publishes standards Written descriptions of requirements for cosmetic products
Gives test methods How laboratories should check a product

Supports quality Helps makers produce consistent, safe products

Supports trust A tested product gives buyers confidence

Caution No specification numbers or numerical limits quoted here
11.10 Examples

1 AnIndian company wants to make a face cream in Ahmedabad. It must first obtain a manufacturing
licence from the authority; its factory will be checked for clean, proper manufacturing conditions.

2 AFrench lipstick brand wants to sell in Mumbai. Before import and sale, the product must be
registered with CDSCO as per the latest requirements.

3 Asoap maker follows the relevant BIS standard for its product category and gets the product tested by
a laboratory using the standard's methods — this shows the soap meets accepted quality.

4 Ashampoo in the US carries the claim "cures hair fall disease". The FDA can act if the claim makes it a
misbranded cosmetic or an unapproved drug claim — truthful labelling matters in both countries.

11.11 Analogies

+ CDSCO is like the ticket checker at the cinema gate. You cannot enter (the Indian market) without a
valid ticket — a manufacturing licence if you make here, or registration if your product comes from
abroad.
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+ The FDA's cosmetic role is like a traffic police officer. The officer does not check your car before
every trip, but if you drive dangerously (sell an unsafe or falsely labelled product), you will be stopped
and fined.

« BIS standards are like a recipe book for a perfect dish. The book does not cook for you, but if you
follow it, your dish (cosmetic) will turn out right every time.

11.12 Pharmacy Relevance

« A pharmacist working in industry must know which licence/registration applies before a cosmetic is
made or imported — mistakes here stop the business legally.

* A pharmacist in quality assurance uses BIS standards and test methods in daily laboratory work.

* A community pharmacist advises customers on reading labels truthfully and reporting bad reactions
— connecting regulation to real patient safety.

« Inexams and interviews, "CDSCO vs FDA" and "purpose of Cosmetics Rules 2020" are favourite
questions — this chapter is directly career-relevant.

11.13 India Context

+ India regulates cosmetics through CDSCO together with State authorities, under the Cosmetics Rules
2020 and related notifications.

« BIS, India's national standards body, publishes Indian Standards used by Indian cosmetic
manufacturers and laboratories.

+ Because India's market includes many herbal/Ayurvedic cosmetics, labelling and claim rules matter
greatly — a product must not mislead buyers about "herbal" or "natural" qualities (certification
concepts are covered in Chapter 12).

+ Regulatory statements change through notifications; Indian students and professionals should always
confirm the current edition of the rules.

11.14 Key Points

+ Regulatory authority = government body making and enforcing rules for safety, truth and quality.

+ (CDSCO =India's authority for drugs and cosmetics; controls market entry through licences
(manufacture in India) and registration (imported cosmetics).

« US FDA = regulates cosmetics in the USA; generally the maker is responsible for safety before sale, and
FDA acts against adulterated/misbranded products.

+ Cosmetics Rules 2020 = India's modern rulebook for cosmetics (licensing, import registration, safety,
labelling, sale, animal-testing concepts) — always confirm the current edition.

« BIS = Bureau of Indian Standards; publishes standards and test methods for cosmetics.

« Never quote rule numbers, section numbers, dates, fees or BIS specification numbers from memory —
confirm the current official text.
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11.15 Common Confusions

« Confusion: "CDSCO approves every cosmetic before sale like a drug." Clarification: CDSCO controls
market entry through manufacturing licences and import registration — the mechanism is
permission/registration, not drug-style approval of every formula.

+ Confusion: "The US FDA approves cosmetics before they are sold." Clarification: In general, no — the
maker is responsible for safety and truthful labelling; the FDA acts against problem products. (Confirm
the latest US position.)

+ Confusion: "BIS and CDSCO are the same." Clarification: CDSCO is the regulator (gives permissions,
takes action); BIS is the standards body (writes standards and test methods). They work in the same
field but have different jobs.

« Confusion: "Cosmetics Rules 2020 is only about imported cosmetics." Clarification: It covers
manufacturing licences, imported-cosmetic registration, safety, labelling, sale and more.

11.16 Common Mistakes

*  Writing made-up rule numbers or section numbers in answers — never do this; write "as per the latest
Cosmetics Rules 2020/notifications".

+  Writing made-up BIS specification numbers or limits — describe BIS's role generically.

« Saying "FDA approves cosmetics" without the correct qualification — the correct line is that the maker
bears pre-market responsibility and FDA acts on violations.

+ Mixing up licence (to manufacture in India) with registration (for imported cosmetics).

+ Forgetting the caution line: rules are amended by notifications, so the "current edition" must be
confirmed.

11.17 Mnemonics

+ L-R-S-T for what authorities want: Labelling truthful, Registration/licence valid, Safety assured,
Testing as per standards.

« "CDSCO = Check, Don't Sell Carelessly, Officials-watch" — reminds you CDSCO checks before
market entry.

+  "FDA = Factory Does Assurance" — in the US, the factory/maker does the safety assurance first.

11.18 Exam Summary

Regulation exists because cosmetics touch the body for long hours and buyers cannot verify safety
themselves. CDSCO is India's authority: manufacturing licence for Indian makers, registration for
imported cosmetics, plus labelling and safety rules under the Cosmetics Rules 2020 (confirm the current
edition; never quote rule numbers). The US FDA regulates cosmetics differently: generally no pre-market
approval — the maker must ensure safety and truthful labelling, and the FDA acts against adulterated or
misbranded products. BIS (Bureau of Indian Standards) publishes Indian Standards and test methods for
cosmetics, supporting quality and testing. Pillars of regulation: safety, truthful labels, quality standards;
tools: pre-market permission, post-market surveillance, standard-setting.
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11.19 One-Minute Revision

Authority = government rule-maker and rule-enforcer for cosmetics.
CDSCO: India; licence (make in India) + registration (import) = market entry control.
FDA (US): maker ensures safety; FDA acts on adulterated/misbranded products.

Cosmetics Rules 2020: India's rulebook — licensing, import registration, safety, labelling, sale,
animal-testing concepts; confirm current edition.

BIS: writes standards + test methods; no specification numbers quoted from memory.

Caution phrase for every regulatory answer: "as per the latest Cosmetics Rules 2020/notifications —
confirm the current edition".

11.20 Short Questions

1 Define "regulatory authority" in simple words.

2 Whatis CDSCO? State its full form.

3 Name two market-entry controls CDSCO uses for cosmetics.

4 What is the US FDA's general approach to cosmetics before sale?
5 What is the purpose of the Cosmetics Rules 2020?

6 List any four areas covered by the Cosmetics Rules 2020.

7 What is BIS? State its full form.

8 Distinguish between the roles of CDSCO and BIS.

9 What do "adulterated" and "misbranded" mean for cosmetics?

10 Why must a student write "confirm the current edition" when quoting cosmetic rules?

11.21 Long Questions

1 Explain the role of CDSCO in regulating cosmetics in India, covering manufacturing licences and
registration of imported cosmetics.

2 Describe the US FDA's role in cosmetic regulation and compare it with the CDSCO approach using a
table.

3 Write a detailed note on the Cosmetics Rules 2020: their purpose and the areas they cover. Use
cautious wording throughout.

4 Explain the role of BIS in cosmetics: standard-setting, test methods, and how standards support
quality.

5 "Safety, truthful labelling and quality are the three pillars of cosmetic regulation." Discuss with
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11.22 MCQs (with answer key)
1 CDSCO stands for:

a) Central Drug Safety Control Office b) Central Drugs Standard Control Organisation ¢) Cosmetic Drug
Safety Certification Office d) Central Department of Standard Cosmetics

1 The US FDA is the regulatory authority of:

a) India b) The United Kingdom c) The United States d) Japan

1 A manufacturing licence for cosmetics in India is required:

a) Only for imported cosmetics b) For manufacturing cosmetics in India c) Only for herbal cosmetics d)
Never

1 Registration with CDSCO before sale in India is needed for:

a) Cosmetics manufactured in India b) Imported cosmetics c) Only soaps d) Only perfumes

1 The general US FDA approach to cosmetics before market entry is:

a) Approval of every product before sale b) The maker is responsible for safety and truthful labelling ¢) No
regulation at all d) Testing by FDA laboratories for every batch

1 BIS stands for:

a) Bureau of Indian Standards b) Board of International Safety c) Bureau for Import Standards d) Beauty
Industry Standards

1 BIS mainly contributes to cosmetics through:

a) Giving manufacturing licences b) Publishing standards and test methods c) Registering imported
cosmetics d) Advertising products

1 "Misbranded" cosmetic means:

a) A very costly cosmetic b) A cosmetic with false or misleading labelling c) A cosmetic made abroad d) A
cosmetic without perfume

1 The Cosmetics Rules 2020 broadly cover all of the following EXCEPT:

a) Manufacturing licensing b) Registration of imported cosmetics c) Labelling requirements d) Fixing the
retail price of every cosmetic

1 The correct cautious phrase when describing current cosmetic rules is:

a) "As per Rule 99 of 2019" b) "As per the latest Cosmetics Rules 2020/notifications — confirm the current
edition" c) "As per my memory of the rules" d) "As per a website"

1 Which body inspects/controls market entry of cosmetics in India?

a) BIS b) CDSCO (with State authorities) ¢) US FDA d) WHO

1 Post-market surveillance means:
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a) Checking products after they are sold in the market b) Advertising products c) Manufacturing products
d) Importing products

Answer key: 1-b, 2-c, 3-b, 4-b, 5-b, 6-a, 7-b, 8-b, 9-d, 10-b, 11-b, 12-a

11.23 Viva Questions

1

N

A W

8
9

10 Why do we say "confirm the current edition" for cosmetic rules?

What is a regulatory authority?

Expand CDSCO and FDA.

Who needs a manufacturing licence for cosmetics in India?
Who needs registration for imported cosmetics?

Does the US FDA approve cosmetics before sale? Explain.
What is the purpose of the Cosmetics Rules 20207

What does BIS do for cosmetics?

What is the difference between CDSCO and BIS?

What does "misbranded" mean?

11.24 Application-Based Questions

1

Your uncle wants to start a small herbal cream unit in Jaipur. Explain to him, step by step in simple

words, what permissions he needs before selling his cream.

A friend is importing Korean face masks to sell online in India. What regulatory step must come before

the first sale? Explain simply.

You find a fairness cream whose label claims "100% chemical-free, guaranteed results in 3 days". Using

this chapter's ideas, list the regulatory problems with this label.

A laboratory asks you what a BIS standard for a cosmetic product contains. Describe it generically

without quoting any numbers.

11.25 References
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CHAPTER 12: Certification, Labeling and
Packaging of Cosmetics

12.1 Learning Objectives

After studying this chapter, the student will be able to:

Explain in simple words what third-party certification of cosmetics means.

Describe, generically, the role of certifying bodies like ECCERT and COSMOS in herbal/natural
cosmetics (without quoting criteria numbers).

List the information a cosmetic label must carry, described generically as per the latest notifications
(confirm the current edition).

Explain why truthful labelling matters for safety and consumer trust.
Describe the functions of cosmetic packaging.
Classify packaging materials used for cosmetics.

Distinguish between primary, secondary and tertiary packaging with examples.

12.2 Definitions

Certification: A written assurance by an independent (third-party) body that a product meets a stated
set of criteria — like a report card given by an outside examiner.

Certifying body: An independent organisation (for example ECCERT or COSMOS, in the herbal/natural
cosmetics area) that checks a product against its published criteria and allows use of its mark if the
product passes.

Label: All written, printed or graphic matter on the container of a cosmetic (and on outer packaging
where applicable) — the product's identity card.

Labelling: The act of putting required information on the label, truthfully and legibly.
Packaging: The materials and containers used to hold, protect and present a cosmetic product.
Primary packaging: The container that directly touches the product (e.g., the cream jar).
Secondary packaging: The outer pack that holds the primary container (e.g., the carton box).

Claim: A statement on the label or advertisement about what the product does (e.g., "moisturises
skin") — claims must be truthful and not misleading.

12.3 Terminology
Third party An independent checker — not the maker, not the buyer
Criteria The checklist of conditions a product must satisfy
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Certification mark/logo The body's symbol printed on packs that pass certification
Audit A formal checking visit or review by the certifying body

Batch One lot of product made together in a single production run
Net content The quantity of product inside the pack

Direction for use How the customer should use the product

Warning/caution Safety instruction on the label (e.g., "avoid contact with eyes")
Shelf life / Best before How long the product stays good

Tamper-evident Pack shows clearly if someone opened it before you

12.4 Simple Explanations

What is third-party certification? The maker says "my cream is herbal". The buyer cannot check the
factory. A third-party certifying body acts as a trusted referee: it inspects the maker's ingredients, process
and records against its own published criteria, and only then allows its mark on the pack. Think of it as an
outside examiner giving marks — more trustworthy than self-praise.

What do ECCERT and COSMOS do (generic description)? These are examples of certifying bodies
working in the natural/organic/herbal cosmetics area. Their role, described generically, is: they publish
criteria for what may be called natural or organic; they audit manufacturers; they permit the certified
mark on products that pass; and they thereby help buyers trust "herbal"/"natural" claims. (Describe only as
concepts — do not quote any percentage criteria, standards numbers or versions; always advise confirming the
body's current published criteria.)

What must a cosmetic label carry? As per the latest Cosmetics Rules 2020/notifications — confirm the
current edition — a cosmetic label generally carries: the name of the product; the name and address of
the manufacturer (and importer, if imported); net content/quantity; batch/lot number;
manufacturing/expiry or "best before" details as applicable; directions for use; warnings or cautions
where needed; and a list of ingredients in the prescribed manner. Labels must be legible, in the prescribed
language(s), and must not make false or misleading claims.

Why is truthful labelling a safety issue, not just honesty? A wrong ingredient list can hide an allergen;
a missing warning can lead a user to put a product in the eyes; a false "for babies" claim can put a strong
adult product on infant skin. So labelling rules protect health, not just fairness.

What does packaging do? Packaging has four jobs: protect (keep germes, air, light and moisture out;
keep the product from leaking); preserve (help the product stay stable through its shelf life); inform (carry
the label); and present (attract the buyer, allow easy and hygienic use — e.g., a pump instead of dipping
fingers into a jar).

12.5 Classifications

Types of certification relevant to cosmetics:
1 Product certification — the product meets stated criteria (e.g., natural/organic marks).
2 Process/system certification — the factory's quality system is checked (concept only).

3 Ingredient-origin certification — the source of herbal ingredients is verified (concept only).
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Classification of packaging materials for cosmetics:

1 Glass — jars, bottles; excellent barrier, breakable, heavy.

2 Plastics — HDPE, PET, PP containers, tubes, pumps; light, flexible, many shapes.
3 Metals — aluminium tubes, tins, aerosol cans; good barrier, opaque.
4 Paper/paperboard — cartons, labels, leaflets; secondary packaging.

5 Flexible laminates/pouches — sachets, refill packs; light and low-cost.

Levels of packaging:
1 Primary — touches the product (jar, tube, bottle, pump).
2 Secondary — holds/protects the primary pack (carton, shrink wrap).

3 Tertiary — bulk transport packing (shipping cartons, pallets).

12.6 Mechanisms / Processes

How third-party certification works (generic steps):

Maker applies to the certifying body
- submits ingredient lists, sources, process details
- body audits documents and may inspect the factory
- product checked against the body's published criteria
- PASS: licence to use the certification mark for a period
- regular re-checks/renewals keep the mark valid
(Always confirm the body's current criteria — they are updated over time.)

How a label is built (generic flow):

Collect facts: name, maker address, net content, batch, dates,
directions, warnings, ingredient list
- arrange as per latest labelling requirements
- check: legible? truthful? no banned/misleading claims?
- print on primary pack + outer pack as required

How packaging protects the product (the barrier idea):

Outside dangers: air (oxidation) - light (colour/fragrance damage)
- moisture (microbial growth) - germs from fingers - leakage in bag

Packaging answer: tight closure + suitable material + tamper-evident seal
+ hygienic dispenser (pump/tube/nozzle) instead of open jar where possible

Key takeaway: Certification answers "can I believe the herbal claim?", labelling answers "what is
inside and how do I use it safely?", and packaging answers "will it reach me safe, stable and usable?".

12.7 Textual Diagrams / Flowcharts

Diagram 1 — The trust chain:

Pills & Python - Pharmacy * Data ¢ Al « Healthcare - Instagram @pillsandpython - pillsandpython.com - YouTube @PillsAndPython 14



BP702T - UNIT V

CHAPTER 12

MAKER says "herbal & safe"
L (buyer cannot verify)
CERTIFYING BODY checks independently
L (mark granted)
BUYER trusts the mark on the pack

Diagram 2 — Anatomy of a cosmetic pack:

SECONDARY: carton box
(brand design, leaflets)

PRIMARY: jar/tube
(touches the cream)
LABEL: name, content,
batch, dates, warnings

TERTIARY: shipping carton (many boxes together)

12.8 Infographic Concept

strip.

INFOGRAPHIC CONCEPT: A "passport" themed poster titled "Your Cosmetic's Passport". The passport
has stamps: (1) "CERTIFIED" stamp showing a generic third-party mark for herbal/natural cosmetics
(ECCERT/COSMOS named as examples of certifying bodies — no criteria numbers shown); (2) "LABEL"
page listing name, maker address, net content, batch, dates, directions, warnings, ingredients; (3)
"PACKED" page showing jar-in-carton-in-shipping-box layers. Tagline: "No passport, no journey — no
label and pack, no sale." Colours: cream background, green stamps, red "missing = rejected" warning

12.9 Tables

Table 1 — What a cosmetic label generally carries (generic; confirm current edition)

Product name

Manufacturer name and address

Importer details (if imported)

Net content/quantity

Batch/lot number

Manufacturing / expiry or best-before details
Directions for use

Warnings/cautions

Ingredient list (prescribed manner)

Caution

Tells what the product is

Who made it — accountability
Who brought it into India

How much product is inside
Traceability if a problem arises
Tells if the product is still good
Correct and safe usage
Prevents misuse and harm
Allergy checking, transparency

Exact list and format as per the latest notifications — confirm
the current edition

Table 2 — Comparison: self-declaration vs third-party certification
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Who checks The maker itself An independent body

Trust level Lower — like marking your own exam Higher — like an outside examiner

Mark on pack Maker's own words Body's certification mark

Re-checking As the maker wishes Audits and renewals by the body

Example context Any claim printed by the brand Herbal/natural marks (e.g., ECCERT,
COSMOS concepts)

Table 3 — Packaging materials: quick comparison

Glass Great barrier, premium look Heavy, breakable Perfume bottles, jars
Plastic (HDPE/PET/PP) Light, flexible, many shapes Barrier varies by type Bottles, tubes, pumps
Metal (aluminium) Opaque, good barrier Can dent Tubes, aerosol cans
Paperboard Printable, low cost Not for direct product contact  Outer cartons
Laminate pouches Light, cheap Single-use concerns Sachets, refills
12.10 Examples

1 A neem face wash carries a third-party herbal certification mark. The buyer trusts the "herbal" claim
more because an independent body checked the ingredients and process — not just the maker's
advertisement.

2 Alipstick label shows: product name, maker's address, net content, batch number, best-before date,
ingredient list and "keep away from children". Every item answers one buyer question: what, who, how
much, which lot, till when, what's inside, how to stay safe.

3 A moisturiser uses an airless pump (primary packaging) inside a printed carton (secondary packaging);
cartons travel in a shipping box (tertiary). The pump keeps fingers out (hygiene), the carton carries the
label, the shipper protects many units together.

4 A shampoo sachet (flexible laminate) is cheap and single-use — good for travel and sampling, but the
same shampoo in a pump bottle is more hygienic for daily family use.

12.11 Analogies

+ Certification is like a university degree. Anyone can say "I am educated", but a degree from a
recognised university (independent body) proves it. ECCERT/COSMOS-type marks are the "degrees" for
herbal/natural claims.

+ Alabelis like a train ticket. It must show the train name, stations, date and seat — missing any one
creates confusion or trouble. A cosmetic label similarly must show product, maker, content, batch and
dates.

+ Primary, secondary and tertiary packaging are like clothes in winter. The vest touches the body
(primary), the sweater goes over it (secondary), and the shawl covers everything for the journey
(tertiary).
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12.12 Pharmacy Relevance

Pharmacists in industry prepare label artworks and check them against the latest labelling
requirements — one wrong line can block a whole batch from sale.

Pharmacists in quality roles verify that packaging materials suit the product (barrier, compatibility) and
that packs are tamper-evident.

In marketing/regulatory affairs, pharmacists evaluate whether a claim ("herbal", "dermatologically
tested") is truthful and supportable — and whether third-party certification is worth obtaining.

Community pharmacists teach customers to read labels: check dates, batch number, warnings and
ingredient lists before buying.

12.13 India Context

In India, cosmetic labelling requirements flow from the Cosmetics Rules 2020 and related notifications
— always confirm the current edition before finalising any label.

India has a huge herbal/Ayurvedic cosmetic market, so certification concepts (ECCERT/COSMOS-type
bodies) are especially relevant: they help genuine herbal products stand apart from products that only
sound herbal.

Indian buyers often reuse jars and buy sachets; pharmacists should counsel on hygiene (pumps over
open jars where possible) and on checking batch/date details.

BIS standards support packaging and product quality expectations used by Indian manufacturers and
laboratories (details in Chapter 13).

12.14 Key Points

Certification = independent (third-party) assurance that a product meets stated criteria; ECCERT and
COSMOS are examples in the herbal/natural area — describe generically, confirm current criteria.

Labelling = the product's identity card; carries name, maker/importer address, net content, batch,
dates, directions, warnings, ingredient list — as per latest notifications (confirm current edition).

False or misleading claims/labels are a regulatory offence, not just bad manners.
Packaging jobs: protect, preserve, inform, present.

Materials: glass, plastics, metals, paperboard, laminates — each with strengths and limits.
Levels: primary (touches product) - secondary (outer pack) - tertiary (transport).

Never quote criteria percentages, standards numbers or rule numbers from memory.

12.15 Common Confusions

Confusion: "A 'herbal' word on the pack equals certified herbal." Clarification: Anyone can print the
word "herbal"; certification means an independent body checked and allowed its mark. Word # proof.

Confusion: "ECCERT/COSMOS certify that the product works." Clarification: They certify conformity to
their published criteria (e.g., natural/organic concepts) — not medical efficacy.
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+ Confusion: "The carton box is the primary packaging." Clarification: Primary = the container touching
the product (jar/tube); the carton is secondary.

+ Confusion: "Labelling rules never change." Clarification: They are updated through notifications —
confirm the current edition every time.

12.16 Common Mistakes

+ Printing a certification-like logo without actually holding certification — misleading and punishable.
+ Copying an old label format without checking the latest labelling notifications.

+ Putting marketing claims ("removes pimples in 2 days") that the product cannot prove — claims must
be truthful and supportable.

+ Choosing packaging that reacts with the product (e.g., a material the cream's ingredients can damage)
— compatibility must be checked.

« Forgetting warnings (e.g., eye-area caution on a kajal-type product) on the label.

12.17 Mnemonics

* LABEL memory: Legible, Accurate, Batch shown, Expiry/best-before shown, List of ingredients.
+ PACK jobs: Protect, Advertise/present, Carry information, Keep stable (preserve).

« "PST — Primary touches, Secondary covers, Tertiary travels."

12.18 Exam Summary

Certification is third-party assurance: an independent body checks the product against its published
criteria and permits its mark — ECCERT and COSMOS are examples in herbal/natural cosmetics (describe
generically; confirm current criteria; no numbers quoted). Labelling must carry the product name,
maker/importer address, net content, batch number, date details, directions, warnings and ingredient list,
legibly and truthfully, as per the latest notifications — confirm the current edition. Misleading labels are a
regulatory offence and a safety risk. Packaging protects, preserves, informs and presents; materials
include glass, plastics, metals, paperboard and laminates; levels are primary (touches product), secondary
(outer pack) and tertiary (transport).

12.19 One-Minute Revision

+ Certification = outside examiner's mark; ECCERT/COSMOS = examples for herbal/natural; no criteria
numbers from memory.

+ Label must have: name, maker/importer, net content, batch, dates, directions, warnings, ingredients
— confirm current edition.

« False claims = offence + safety risk.
+ Packaging jobs: Protect, Preserve, Inform, Present.

« Materials: glass, plastic, metal, paperboard, laminate.
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« PST: Primary touches, Secondary covers, Tertiary travels.

12.20 Short Questions

1 Define certification in simple words.

2 Whatis a certifying body? Name two examples in herbal cosmetics.

3 Why is third-party certification more trustworthy than self-declaration?

4 List six items a cosmetic label generally carries.

5 Why must labelling requirements be confirmed from the latest notifications?
6 State four functions of cosmetic packaging.

7 Classify cosmetic packaging materials with one example each.

8 Distinguish primary, secondary and tertiary packaging.

9 Whatis a "claim"? Give two examples.

10 Why is a pump pack more hygienic than an open jar?

12.21 Long Questions

1 Explain the role of certifying bodies like ECCERT and COSMOS in herbal cosmetics, describing the
certification process in generic steps.

2 Describe the labelling requirements of cosmetics generically, explaining the purpose of each label
item. Use cautious wording about the current edition.

3 Write a detailed note on packaging of cosmetics: functions, materials (with comparison), and levels of
packaging with examples.

4 "Alabel is the product's identity card and a safety document." Discuss with examples.

5 Compare self-declaration and third-party certification with a table and examples.

12.22 MCQs (with answer key)

1 Third-party certification means checking by:

a) The manufacturer itself b) An independent body c) The customer d) The advertiser

1 ECCERT and COSMOS are examples of:

a) Soap brands b) Certifying bodies in the herbal/natural cosmetics area c¢) Government ministries d)
Packaging materials

1 Acertification mark on a pack mainly tells the buyer:

a) The product is the cheapest b) An independent body found it meeting stated criteria c) The product
works like a medicine d) The product never expires
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1 Which of the following is generally found on a cosmetic label?

a) Batch number b) The factory worker's name c) The shop's profit margin d) The truck number

1 Net content on a label means:

a) The weight of the empty container b) The quantity of product inside the pack c) The price of the product
d) The number of shops selling it

1 Directions for use on a label are important because they:

a) Increase the price b) Guide correct and safe usage c) Make the pack colourful d) Replace certification

1 Primary packaging is the one that:

a) Directly touches the product b) Is used only for transport c) Is always made of paper d) Never carries a
label

1 An example of secondary packaging is:

a) The cream inside the jar b) The carton box holding the jar ¢) The shipping pallet d) The pump nozzle

1 Which packaging material is breakable and heavy but gives a premium look?

a) Plastic b) Glass c) Paperboard d) Laminate pouch

1 Tamper-evident packaging:

a) Hides the manufacturing date b) Shows clearly if the pack was opened before c) Makes the product
cheaper d) Removes the need for a label

1 Afalse claim on a cosmetic label is:

a) Only a marketing trick with no consequences b) A regulatory offence and a possible safety risk c)
Allowed for herbal products d) Required by law

1 The correct approach to labelling rules in an answer is:

a) Quote old rules from memory b) Describe generically and write "confirm the current edition" c) Invent
rule numbers d) Skip labelling altogether

Answer key: 1-b, 2-b, 3-b, 4-a, 5-b, 6-b, 7-a, 8-b, 9-b, 10-b, 11-b, 12-b

12.23 Viva Questions

1 Whatis certification?

2 Name two certifying bodies for herbal/natural cosmetics.
3  Why is third-party checking more trustworthy?
4 What items does a cosmetic label carry?

5 What is the difference between primary and secondary packaging?

6 Name three packaging materials with one use each.
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7 What are the four jobs of packaging?
8 Whatis a misleading claim? Give an example.
9 Why do we confirm the current edition of labelling rules?

10 Pump vs open jar — which is more hygienic and why?

12.24 Application-Based Questions

1 You are designing the label for a new aloe vera gel. List every item you will put on it and explain why
each item is there.

2 A company prints a leaf logo and the words "certified organic" without any real certification. Advise
them in simple words why this is wrong and what they should do instead.

3 Choose packaging for (a) a luxury perfume, (b) a low-cost shampoo sachet, (c) a daily-use family
moisturiser. Justify each choice using material properties and hygiene.

4 A customer with a nut allergy asks how to use a cosmetic label to stay safe. Explain step by step.

12.25 References
* Baki & Alexander

« Barel/Paye/Maibach
+  Benson & Watkinson
+ Chisvert & Salvador
+ Dweck & Santos

*  Matsumoto

* Rosen

CHAPTER 13: Testing of Cosmetics — BIS
Specifications, Analytical Methods, Sensory and
Sensitivity Tests

13.1 Learning Objectives
After studying this chapter, the student will be able to:

+ Explain in simple words why finished cosmetics must be tested.

+ Describe what "testing as per BIS specification" means, generically (no specification numbers or limits
quoted).
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List the main groups of analytical methods used for cosmetics (physical, chemical, microbiological) in
simple words.

Describe a sensory test: what it is and how it is done simply.
Describe a sensitivity (patch) test: what it is and how it is done simply.
Read a general quality-evaluation parameter table and explain what each parameter checks.

State the pharmacist's role in cosmetic testing and quality control.

13.2 Definitions

Testing: Checking a product against fixed checks to confirm it is safe, stable and of the expected
quality — like an exam for the product.

Specification: The written list of requirements a product must meet (what to test and what result is
acceptable).

BIS specification (generic): An Indian Standard published by the Bureau of Indian Standards
describing requirements and test methods for a cosmetic category — described here without quoting
numbers or limits.

Analytical method: A laboratory procedure used to measure or check something in the product (e.g.,
its pH, its microbial cleanliness).

Sensory test: Evaluation of a cosmetic using the human senses — look, smell, feel — done in an
organised way.

Sensitivity test (patch test): A small, controlled skin test in which a tiny amount of product is applied
to a small skin area (usually under a patch) and watched for redness, itching or irritation.

Quality control (QC): The routine testing done during and after manufacture to make sure every
batch meets the specification.

13.3 Terminology
feem T [smmemenning ]

Parameter One thing that is measured or checked (e.g., colour, pH)

Limit The allowed boundary for a result (described generically here —
no numbers quoted)

Sample A small portion taken to represent the whole batch

Batch testing Testing each production lot before it is released for sale

Stability The product staying good (colour, smell, texture, safety) over its
shelf life

Microbial limit How many germs are allowed at most (concept only — no
numbers quoted)

Preservative efficacy Whether the preservative actually stops germs from growing

Irritation Redness, burning or itching caused on skin

Allergen A substance that can trigger allergy in sensitive people
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Control A comparison sample used to judge the test fairly

13.4 Simple Explanations

Why test a finished cosmetic? A cream may look fine but contain too many germs; a lipstick may have
the wrong shade; a shampoo may be too harsh. Testing answers three questions before the product
reaches the buyer: Is it safe? Is it stable? Is it what the label promises? Testing is done on raw
materials, during manufacture (in-process checks) and on the finished product (batch release).

What does "testing as per BIS specification” mean? It means: take the relevant Indian Standard for that
cosmetic category, perform the tests exactly by the methods written in it, and compare results with the
requirements written in it. The standard is the question paper; the method is how to answer; the
requirement is the passing mark. (This chapter describes the idea generically — no specification numbers,
editions or numerical limits are quoted, always refer to the current standard text.)

What are the main groups of analytical methods?

1 Physical tests — what you can observe/measure: colour, odour, appearance, texture, pH, viscosity
(thickness), spreadability, foam (for shampoos), particle feel.

2 Chemical tests — what the product contains: identification and amount of key ingredients,
preservative content, checks for unwanted substances (e.g., heavy metals concept), moisture content.

3 Microbiological tests — germ checks: total germ count within allowed concept-limits, absence of
harmful germs, and preservative efficacy (does the preservative protect the product after opening?).

4 Stability tests — does the product stay good over time and in heat/cold/light? (Concept: stored under
different conditions and re-checked.)

5 Packaging checks — leakage, closure tightness, label correctness.

What is a sensory test and how is it done simply? A trained person (or panel) examines the product with
the senses in a fixed order and records observations: see (colour, uniformity, any separation), smell
(odour pleasant and as expected, no rancid/off smell), touch (texture smooth or gritty, greasiness, how it
spreads on skin), and for some products feel after use (stickiness, freshness). It is done under good light,
with clean hands/skin, comparing against an approved reference sample, and results are written on a
simple score sheet. Sensory testing catches problems instruments miss — a cream that "feels wrong" will
be rejected by buyers even if its chemistry is fine.

What is a sensitivity (patch) test and how is it done simply? It checks whether the product irritates
human skin before wide use. Simple procedure: select a small area of skin (commonly the inner forearm
or behind the ear); apply a small amount of the product (often under a small patch/plaster); leave it for a
fixed contact time as per the test protocol; remove and observe the skin after a waiting period for redness,
swelling, itching or burning; record the reaction using a simple scale (no reaction / mild / strong). Itis a
screening aid, not a medical diagnosis — strong reactions mean the formula needs review. (Described as a
general concept; detailed protocols vary — follow the current approved procedure.)

13.5 Classifications

Classification of cosmetic tests by purpose:

1 Identity tests — is this the right product/ingredient?
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Purity tests — is it free from unwanted contamination?

Strength/content tests — does it contain the right amount of key ingredients?

A W N

Performance tests — does it do its job (foam, spread, moisturise-feel)?
5 Safety tests — is it non-irritating and microbiologically safe?

6 Stability tests — will it stay good till expiry?

Classification by stage:

1 Raw material testing — check ingredients before use.

2 In-process testing — check during manufacture (e.g., pH of the bulk cream).
3 Finished product testing — check the packed product batch before release.

4 Stability/market testing — check over shelf life and from the market.

13.6 Mechanisms / Processes

How a batch is released (generic QC flow):

Raw materials tested - approved for use
5

Manufacture with in-process checks (pH, appearance, mixing)
5

Finished product sampled from the batch
5

Laboratory tests as per specification (physical + chemical +

microbiological + sensory) - results compared with requirements
b

PASS - batch released for packing and sale

FAIL - batch held, investigated, corrected or rejected

How sensory testing is organised (simple protocol):

Prepare: clean room, good light, reference (approved) sample,
test samples coded (no brand names visible)
- SEE: colour, uniformity, separation, foreign particles
SMELL: odour character, off/rancid notes
TOUCH: texture, grittiness, greasiness, spread on skin
RECORD: simple score sheet vs the reference
DECIDE: matches reference = pass; clear defect = fail/hold

A e £

How a patch (sensitivity) test is done (simple protocol):

Clean a small skin area (inner forearm)
- apply a small amount of product (often under a patch)
keep for the protocol's contact time; subject avoids washing the spot
remove patch; wait as per protocol
OBSERVE: redness? swelling? itching? burning?
GRADE simply: none / mild / strong
strong or repeated reactions - formula needs review
(Concept-level description; follow the current approved procedure.)

L e £

{
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Key takeaway: Instruments measure numbers; senses judge acceptability; the patch test judges skin
kindness. A good QC system uses all three — no single test is enough.

13.7 Textual Diagrams / Flowcharts

Diagram 1 — The three judges of a cosmetic:

THE PRODUCT
/ | \
LAB TESTS SENSES  PATCH TEST
(measures) (judges (skin's
numbers) feel/ verdict)
look/
smell
All three must say YES before release.

Diagram 2 — From sample to decision:

SAMPLING (representative portion of the batch)

TESTING tas per BIS specification methods — current edition)
COMPARIS(;N (results vs requirements in the specification)
DECISION? RELEASE v or HOLD / REJECT x

13.8 Infographic Concept

INFOGRAPHIC CONCEPT: A "three judges" courtroom poster titled "Who Passes Your Cosmetic?".
Judge 1 "THE LAB" (microscope icon): physical, chemical, microbiological tests. Judge 2 "THE SENSES"
(eye/nose/hand icons): colour, odour, texture, spread. Judge 3 "THE SKIN" (patch icon):
sensitivity/patch test for irritation. Below the judges, a stamp that reads "BATCH RELEASED" only
when all three say yes. Side note: "Test as per the current BIS specification — no numbers quoted
here." Colours: navy background, gold judge panels, green release stamp.

13.9 Tables

Table 1 — General quality-evaluation parameters (generic; no numerical limits quoted)

Appearance/colour Right look, uniform, no separation Visual check vs reference

Odour Pleasant, as expected, no off-smell Sensory smelling

pH Skin-friendly acidity/alkalinity pH meter or pH paper

Viscosity Right thickness, pours/spreads well Viscometer (concept)

Spreadability Spreads easily on skin Simple slide/glass-plate observation
Texture/grittiness Smooth, no sandy particles Feel between fingers

Foam (shampoos) Good lather Shaking/foam-height observation
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Moisture content Not too wet/dry (where relevant) Laboratory drying method
Preservative content Enough preservative present Chemical analysis

Microbial count Germs within allowed concept-limits Culture-plate counting

Harmful germs Absent (concept) Selective culture tests

Preservative efficacy Preservative actually protects Challenge test (concept)

Stability Stays good over time/heat/cold Storage under conditions, re-check
Net content Pack contains declared quantity Weighing/measuring

Label/pack check Correct label, no leakage Visual + leak test

Table 2 — Sensory test score sheet (simple model)

Sight Colour, uniformity, separation, particles Matches reference / minor difference /
defect

Smell Odour character, off-notes Pleasant & expected / weak / off-smell

Touch Texture, grittiness, greasiness, spread Smooth & good / slightly off /

unacceptable

After-feel Stickiness, freshness after application Good / average / poor

Table 3 — Patch (sensitivity) test grading (simple model)

No change No reaction Skin tolerated the product in this test
Slight redness or itching Mild reaction Watch; may need formula attention
Clear redness, swelling, burning Strong reaction Formula needs review before wider use

Table 4 — Comparison: analytical lab tests vs sensory tests

Tool Instruments and chemicals Human senses

Measures Numbers (pH, counts, content) Perception (look, smell, feel)

Strength Precise, repeatable Catches what buyers will notice
Limitation May miss "feel" problems Needs trained, unbiased testers
Together Both needed for full quality judgement Both needed for full quality judgement
13.10 Examples

1 A new face cream batch is sampled. The lab finds the pH too high for skin comfort (physical/chemical
check), so the batch is held and the formula corrected — testing prevented customer complaints.

2 During sensory testing, a lotion shows a thin oil layer on top (separation). Instruments might still pass
it, but the panel rejects it because buyers will see it as spoiled.
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3 Ashampoo's preservative efficacy is checked by adding known germs in the lab and confirming the
preservative kills them (challenge concept) — this protects the user after the bottle is opened at home.

4 Before a fairness cream's promotional sampling, the company runs patch tests on volunteers'
forearms; two show strong redness, so the company reviews the formula instead of risking customer
harm.

13.11 Analogies

+ Batch testing is like checking every bus before it leaves the depot. You check brakes, lights and
fuel (lab tests), you look at cleanliness (sensory), and you ask if the seats are comfortable (patch test) —
only then do passengers board.

+ Asensory panel is like food tasters for a restaurant. The recipe (formula) may be chemically
perfect, but if the tasters say "tastes wrong", customers will agree — perception decides purchase.

+ A patch test is like a trial run of new shoes at home. You wear them indoors for an hour before a
long walk; if they hurt, you don't take them on the journey. The patch test is the product's trial run on
skin.

13.12 Pharmacy Relevance

+ Pharmacists run QC laboratories: sampling, performing physical/chemical/microbiological tests, and
documenting results as per specifications.

« Pharmacists organise and record sensory panels and patch-test screenings during product
development.

+ Inregulatory affairs, pharmacists prepare test reports that support licences, registrations and
responses to authority queries.

* Understanding testing helps community pharmacists explain to customers why a cheap untested
product can be risky — science behind the advice.

13.13 India Context

+ Indian manufacturers test cosmetics as per the relevant BIS specifications and the requirements
flowing from the Cosmetics Rules 2020 and notifications — always use the current edition of the
standard.

« India's hot climate makes stability testing especially important: a cream that is fine in winter may
separate or grow germs faster in summer heat.

+ With India's large herbal cosmetic segment, testing must also confirm that "herbal" products are free
from contamination and correctly preserved — natural does not mean automatically safe.

* Pharmacists in Indian QC labs should never quote specification numbers or limits from memory in
reports or exams — always cite the current standard text.

13.14 Key Points
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Testing answers: Is it safe? Is it stable? Is it what the label promises?

"Testing as per BIS specification" = test by the standard's methods, compare with the standard's
requirements — no numbers quoted from memory.

Test groups: physical, chemical, microbiological, stability, packaging.
Sensory test = organised use of sight, smell, touch (and after-feel) against a reference sample.

Sensitivity (patch) test = small controlled skin application watched for redness/itching/burning; graded
none/mild/strong.

Stages: raw material = in-process — finished batch — stability/market.

Batch is released only when all checks pass; failures are held and investigated.

13.15 Common Confusions

Confusion: "If the lab tests pass, sensory testing is unnecessary." Clarification: Lab tests measure
numbers; only senses judge look, smell and feel — buyers reject products that "feel wrong" even when
chemistry passes.

Confusion: "A patch test guarantees no one will ever get allergy." Clarification: It is a screening aid on
a small skin area — it reduces risk but cannot guarantee zero reactions in everyone.

Confusion: "Testing once is enough for all future batches." Clarification: Every batch must be tested
before release; raw materials and conditions change.

Confusion: "Natural/herbal products need no preservative or microbial testing." Clarification: Natural
products can also grow germs — microbial and preservative checks apply equally.

13.16 Common Mistakes

Quoting BIS specification numbers or numerical limits from memory in answers or reports — describe
generically and cite the current standard.

Testing a non-representative sample (e.g., only the top of the tank) — the sample must represent the
whole batch.

Skipping the reference sample in sensory testing — without it, "looks fine" is just an opinion.

Ignoring a mild patch-test reaction repeated across volunteers — patterns matter more than single
results.

Releasing a batch on sensory pass alone without lab results, or vice versa.

13.17 Mnemonics

Three judges: L-S-P — Lab tests, Senses, Patch test — all must say yes.
Three test questions: S-S-L — Safe? Stable? matches the Label?

Test stages chant: "Raw, Run, Ready, Remain" — raw material, in-run (in-process), ready (finished
batch), remain-good (stability).
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13.18 Exam Summary

Finished cosmetics are tested to confirm safety, stability and truthfulness to the label. Testing as per BIS
specification means following the Indian Standard's methods and comparing results with its
requirements (described generically; always use the current edition; never quote numbers from memory).
Analytical methods fall into physical (colour, odour, pH, viscosity, spread, foam), chemical (ingredient
content, preservative, unwanted substances), microbiological (germ counts, harmful germs, preservative
efficacy), stability and packaging checks. The sensory test is an organised evaluation by sight, smell and
touch against a reference sample, recorded on a score sheet. The sensitivity (patch) test applies a small
amount of product to a small skin area and watches for redness, itching or burning, graded
none/mild/strong. Testing happens at four stages — raw material, in-process, finished batch,
stability/market — and a batch is released only when all checks pass.

13.19 One-Minute Revision

*  Why test: safe? stable? matches label?

« BIS specification = the question paper + passing marks (no numbers from memory).

+ Test groups: physical, chemical, microbial, stability, packaging.

* Sensory: see, smell, touch vs reference sample.

+ Patch test: small skin area — watch redness/itching/burning - grade none/mild/strong.
« Stages: raw — in-process — finished — stability.

+ Release only when ALL checks pass.

13.20 Short Questions

1 Why must finished cosmetics be tested? Give three reasons.

2 What does "testing as per BIS specification" mean?
3 Name the five main groups of analytical methods for cosmetics.
4 What is a sensory test?

5 Describe in simple steps how a sensory test is done.
6 Whatis a sensitivity (patch) test?

7 Describe in simple steps how a patch test is done.

8 What are the four stages of cosmetic testing?

9 What happens when a batch fails testing?

10 Why is stability testing especially important in India?

13.21 Long Questions
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1 Explain the concept of "testing as per BIS specification" and describe the main groups of analytical
methods used for cosmetics, with examples.

2 Describe the sensory test in detail: purpose, procedure, score sheet and its value in quality control.
3 Describe the sensitivity (patch) test in detail: purpose, simple procedure, grading and limitations.
4 Draw and explain the batch-release flow in a cosmetic QC laboratory, covering all four testing stages.

5 Prepare a general quality-evaluation parameter table for a face cream and explain what each
parameter checks (no numerical limits).

13.22 MCQs (with answer key)

1 The main purposes of testing finished cosmetics are:

a) Safety, stability and truthfulness to the label b) Increasing the price ¢) Making the advertisement d)
Reducing the pack size

1 "Testing as per BIS specification" means:

a) Testing by any method the maker likes b) Testing by the standard's methods and comparing with its
requirements c) Testing only the packaging d) Asking customers for opinions only

1 Checking colour, odour and pH belongs to:

a) Chemical tests only b) Physical tests c) Microbiological tests d) Stability tests

1 Preservative efficacy testing checks:

a) Whether the preservative actually stops germs from growing b) The colour of the preservative c) The
price of the preservative d) The smell of the preservative

1 Asensory test evaluates a cosmetic using:

a) Only instruments b) Human senses — sight, smell, touch c) Only the pH meter d) Customer
advertisements

1 Insensory testing, the test sample is compared with:

a) A competitor's product b) An approved reference sample c) Plain water d) Nothing

1 A sensitivity (patch) test is done to check:

a) The product's colour b) Whether the product irritates the skin c) The product's price d) The pack's weight

1 The patch test is usually applied on:

a) A large area of the back b) A small skin area such as the inner forearm c) The hair d) The nails

1 A'strong reaction" in a patch test means:

a) The product is excellent b) Clear redness/swelling/burning — formula needs review c) The test was done
wrongly d) The volunteer likes the smell

1 Which statement about herbal/natural cosmetics and microbial testing is correct?
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a) They never need microbial testing b) They need microbial and preservative checks like other cosmetics
¢) Germs cannot grow in herbal products d) Only the smell needs checking

1 Every production batch of a cosmetic should be:

a) Sold without testing to save time b) Tested before release for sale c) Tested only once a year d) Tested
only if a customer complains

1 The correct way to refer to BIS requirements in an answer is:

a) Quote specification numbers from memory b) Describe generically and refer to the current standard
text ¢) Invent numerical limits d) Ignore BIS completely

Answer key: 1-a, 2-b, 3-b, 4-a, 5-b, 6-b, 7-b, 8-b, 9-b, 10-b, 11-b, 12-b

13.23 Viva Questions

1 Why do we test finished cosmetics?

2 Whatis a specification?

3 What does "testing as per BIS specification" mean?
4 Name three physical tests for a cream.

5 Whatis a sensory test?

6 How is a sensory test done simply?

7 What s a patch test?

8 How is a patch test done simply?

9 How do you grade a patch-test reaction?

10 What are the four stages of cosmetic testing?
11 When is a batch released?

12 Why should you never quote BIS numbers from memory?

13.24 Application-Based Questions

1 You are the QC pharmacist for a new moisturiser batch. Write the step-by-step plan from sampling to
release decision.

2 Design a simple sensory score sheet for a shampoo and explain how your panel will use it.

3 During patch testing of a hair dye, 3 out of 10 volunteers show mild redness and 1 shows a strong
reaction. What is your recommendation to the manufacturer? Justify.

4 A small herbal soap maker says "our soap is natural, so we skip preservative and germ testing".
Counsel them in simple words using this chapter's concepts.
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