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] by the U.S. Food and Drug

ration (FDA), which makes some

ple over the counter at retail

by prescription only.

itrolled substances is identified
Ive Controlled Substances

- Schedule \Yj
m Schedule VV



Schedule ILC I
ential for abuse.

d medical use in the U.S. or lacks
Jr use in treatment in the U.S.

ay be used for research purposes by

verly registered individuals.

mples: heroin, methylene
ymethamphetamine, lysergic acid

- diethylamide, mescaline, and all salts and
 isomers thereof




Schedule II Dru,
ntial for abuse.
ntly accepted medical use in the

may lead to severe
' 1 dependence.

hological or p

ples: morphine, oxycodone, fentanyl,
1idine, dextroamphetamine, cocaine,
arbital




- suppositories, mixtures, or limited amounts per
~ dosage unit




Schedule I &. ‘
otential less than substances in

y accepted medical use in the

y

e of substance may lead to limited
ical or psychological dependence relative
stances in schedule IIL

nples: alprazolam, phenobarbital,
meprobamate, modafinil




.
Je

ScheduleA

specimens of prescribed forms necessary for obtaining
1ts, certificates, intimations and so on.

tificate of test or analysis from the Pharmacopoeial
lan Medicine or Government Analyst

licence to import drugs -biological and

4 din% those specified in Schedule X) to
s, 1945

to accompany an application for

Dru s and Cosmetics ]
9 - Form of undertakit

ort license




ScheduleB

dule includes fees for test or analysis by the
ig Laboratory or the Government Analyst.
nd assay of Drugs requiring use of
drenocorticotrophic hormone assay-

1y of itamins - 3(
Schedule

the test or analysis b the Pharmacopoeial

ratory for Indian Medicine (PLIM) or the
rnment analyst

rmination of lethal does LD 50 to 10 on mice -
1pee

and assays - Eg:- Microbiological

75001




Schedule =

s biological and special products such as
cines, Antigens, Toxin, Antitoxin, Insulin,
ges, solution of serum proteins
jjection, etc.

Schedule C1:-

udes Other Special products such as Digitalis
parations, fish liver oil, ergot preparations,
) Iextract, vitamins, hormones, etc.
ed with the words-- “Caution: It is dangerous
ke this preparation except under medical
_ rvision’.
~ m Prohibition of import of these products after expiry
of potency



ScheduleD

s extent and conditions of exemption regarding
ugs.
1gs which are substances not intended for

imported in bulk, the importer should
ance is imported for non-medicinal

than in bulk, each container should

1 label indicating that the substance is not intended for
inal use or is intended for some purposes other than
inal use.

sSkimmed milk, powdered milk fortified with vitamins,
se, cereal products, oats, ginger, pepper, cummins, etc.
der this class of drugs.




Schedule E
S per GOI Notification

L (I):-

1s substances under the Ayurvedic
o | 1a) and Unani Systems of
dicine : Ayurvedic System:-

of Vegetable origin :- Bhang, Dhatura,
1ala, etc |

s of Animal origin :- Snake Poison

‘Drugs of Mineral origin :- Hartala (arsenic),

~ Parada (mercury), etc.




c_lﬁirements for the Functioning
tion of a blood bank and / or for
 of blood components.




5 1ls of the standards of bacterial




Schedule FF

"Standards for Ophthalmic preparations.
Solutlons and suspensions.

ispensed
substances to prevent the growth of

01 ore1 & in bottles made of either

itral glass or soda g

Contains:- ‘Use the s ution within one month
pemng the container’.

NOT FOR INJECTION".

G “ Do not touch the dropper tip or other

dispensing tip to any surface since this may
contaminate solutions”.




Schedule (

es listed as schedule G medicines carry on the
1tion

is dangerous to take this preparation
1edical supervision”

1spicuously printed and surrounded
’ there should be no other words.

| ecssary' to make proper bill of sale.

ords of purchase and sale of these medicines must

aintained for a period of 2 years.

Aminopterin, L-Asparaginase, Bleomycin,

] phan, Chlorambucil, Chlorthiazide,
Glibenclamide, Hydantoin, Hydroxyurea, Insulin,
Metformin, etc.

AT




chedule includes PRESCRIPTION DRUGS i.e.
nd Medicines which must be sold by retail only
scription by RMP is produced.

date of prescription must be noted.
ust display the texts "Rx" and

, . d by retail on the prescription of a
ristered Medical practitioner only" prominently.

R

‘: specified in Schedule H, and comes within

otic Drugs and Psychotropic Substances Act,
)} labelled with the symbol “NRx” & Schedule H
r Warning prominently.

Eg:-Abxicimab, Acyclovir, Diclofenac, Baclofen,
Carbidopa, Terazosin, etc.




luced under the Drugs and Cosmetics (4th

ent ) rules 2013, to regulate sale of antibiotics.
sarate regulation to check unauthorized sale
hus monitoring use and abuse of these

he drug has to be labelled with symbol “Rx” in
conspicuously displayed on left corner of the
e]l with the following words in box with red border

ning 1. It is dangerous to take this preparation
in accordance with the medical advice.

t to be sold by retail without the prescription of a

Eg:-Gemifloxacin, Cefixime, Levofloxacin,
Cefpodoxime, Clofazimine, Zolpidem, etc



Schedulel
as to proportion of poison in certain

OI Notification .
Schedule | |

1tains a list of various diseases and conditions
h a drug may not purport to prevent or cure
ke claims to prevent or cure.

ug may legally claim to treat these diseases.




Schedul _ K

from certain provisions relating to the
re and sale of drugs

1 drug-licensed stores (e.g. non-

ell a few medicines classified as
Remedies’ listed in Schedule K.

| let: Analgesic Balms, Antacid
irations, Calcium preparations with or

out Vitamin D, Gripe Water for use of infants,
ers (containing drugs for treatment of cold
asal congestion), Syrups lozenges, pills and
tablets for cough, cold or sore throat.



Schedule L :-

1S chedule L

ratory Practices and requirements of
equipments, Chemicals & Reagents,

Schedule

chedule includes Good Manufacturing Practices
equirements of premises, plant and

oment for manufacture of pharmaceutical
ucts.

1 Part 1 :-Good Manufacturing Practices for premises
- and materials.

~ = Part 2 :- Requirements of Plant and equipments

.







Schedule N |
num equipment for the efficient running of a

o Pharmacies regarding:-

Provisions applicable to black and white fluids
Provisions applicable to Other Disinfectants.




ScheduleP
with life period of drug and the
, of the storage of drugs.

hs (unless otherwise specified)
manufacture and date of

picillin- stable 36 month and store in




ScheduleQ
he list of dyes, colors and pigments
to be used in cosmetics and soaps.

wuld contain a colors other than
 Bureau of Indian Standards

i ]

ytural Colors:- btene, Chlorophyll, Red
e of Iron, Yellow Oxide of Iron, Titanium
xide, Black Oxide of iron

_ icial Colors:-Caramel
~ (3) Coal Tar Colors
g




Schedule e o

ds for mechanical contraceptives.
etc

:- — The date of manufacture.

which the contraceptive is expected to

Schedule R1 |
1dards for medical ices.
wing medical device shall conform to the Indian

ards specification laid down from time to time by the
u of Indian Standards: -

> Disposable Perfusion sets for single use only
. , Disposable Hypodermic Syringes for single use only
- 3. Sterile posable Hypodermic Needles for single use only

p=




ScheduleS
s Standard for Cosmetics

ing cosmetics in finished form
to the specifications laid down
by the Bureau of Indian

ywders , Tooth Powder, Toothpaste
ng Creams, Hair Creams.




ScheduleT

the Good Manufacturing Practices
2dic, Siddha and Unani Medicines

anufacturing practices.

f recommended machinery,
lipment and minimum manufacturing

1ises required for the manufacture of

ous categories of ayurvedic, siddha system
edicines.




Schedule U & U
the particulars to be shown in

ords or t ogisters shall be retained for a
1 of 5 years for Drugs & 3 years for Cosmetics
1e date of manufacture

. details of standards for patent and
prietary medicines.




Schedule W b
s per G.O.1 in 1981 and deleted IN

:f the drugs which shall be




Sched _ e X
ns list of narcotic drugs and psychotropic substance.

arning mentioned on a label “Schedule X drng -
) be sold on retail on prescription of a RMP only

so have a symbol ‘NRx" in red &
played on the top left corner.

T dispending drug the pharmacist must Stamp &
ain the prescription for 2 years.

aintain & record purchase & sale of the drug and

rve it for a period of 2 years from the date of
actions.
he regulations of Schedule H apply. The drugs must be
under lock and key.

~ Examples of few drugs under schedule X :- Phencyclidine,
Secobarbital, Amobarbital, Amphetamines, Glutethimide,
Methylphenidate, etc.




Schedule Y

edule includes requirements and guidelines
ion to import and / or manufacture of new
or to undertake clinical trials It include:

permission

wsibilities o
1ttee
I I I00, IV

es in special population like Geriatric, Pediatric
egnant/ Nursing women

Post Ma keting Surveillance

l'e

nsor, investigator, Ethics




