*THE DRUGS RULES, 1945*
[21st December, 1945]

In exercise of the powers conferred by Y[sections 6(2), 12, 33 and 33(N)] of
the Drugs 2[and Cosmetics] Act, 1940 (23 of 1940), the Central Government is
pleased to make the following Rules:—

PART I
PRELIMINARY

1. Short title, extent and commencement.—(1) These Rules may be
called the Drugs *[***] Rules, 1945.

(2) They extend to the whole of India 2[***].

2. Definitions.—In thesg> Rules, unless there is anything repugnant in the
subject or context— : rdach ~ ,

(@) "the Act" means the Drugs a}__ﬁ,,ngmetics Act, 71940 (23 of 1940), as
amended from time to time; '
°[(aa) "biopharmaceutical classifigation system" means:a system used to classify
drugs on the basis of solability and:permeability, classified as category I-high
solubility and high permeability,» catégory _H-low solubility and high
permeability, category Ill-high $olubility,and low permeability, and category
IV-low solubility and low permeability;] "[(b) "Central Licence Approving
Authority" means the Drugs Controller, India, or the Joint Drugs Controller
(India) or the Deputy Drugs Controller (India) appointed by the Central
Government;]

(c) "Director" means the Director of the Central Drugs Laboratory;
(d) "Form™ means a Form set forth in Schedule A;

®[(dd) "Homoeopathic medicines" include any drug which is recorded in
Homoeopathic provings or therapeutic efficacy of which has been established
through long clinical experience as recorded in authoritative Homoeopathic
literature of India and abroad and which is prepared according to the techniques
of Homoeopathic pharmacy and covers combination of ingredients of such
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cancelled or suspended if the licensee proves to the satisfaction of the licensing
authority—

(a) that the act or omission was not instigated or connived at by him or, if
the licensee is a firm or company, by a partner of the firm or a director of the
company, or

(b) that he or his agent or employee had not been guilty of any similar act
or omission within twelve months before the date on which the act or
omission in question took place or where his agent or employee had been
guilty of any such act or omission the licensee had not or could not
reasonably have had knowledge of that previous act or omission, or

(c) if the act or omission was a continuing act or omission, that he had not
or could not reasonably have_had, knowledge of that previous act or
omission, or 3\ X

(d) that he had used due dlhge tG-énsure that the conditions of the
licence or the provisions of thef& '

orules therglinder were observed.]

2[(2) A licensee whose licence has’ beensuspended or cancelled may, within
three months of the date of the ordrer‘und"ér? stib-rule (1),.prefer an appeal against
that order to the State Goygrnment; which shall decidesthe same.]]

04 PART VI (&

’IMANUFACTURE FOR SALE OR FOR DISTRIBUTION]
OF DRUGS OTHER THAN HOMOEOPATHIC MEDICINES

68. Manufacture on more than one set of premises. —If drugs are
manufactured on more than one set of premises a separate application shall be
made and a separate licence shall be issued in respect of each such set of
premises.

‘[68A. Grant °[***] of Licences by the Central Licence Approving
Authority. —(1) Notwithstanding anything contained in this Part, on and from
the commencement of the Drugs and Cosmetics (9th Amendment) Rules, [vide
G.S.R 923 (E), dated 14th December, 1992], a licence for the manufacture for
sale or distribution of drugs as specified from time to time by the
CentralGovernment by notification in the Official Gazette, for the purpose of
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this rule, shall be granted by the Central Licence Approving Authority
(appointedby the Central Government):]

Provided that the application for the grant >’[***] of such licence shall be
made to the licensing authority.

(2) On receipt of the application for grant >’ [***] of a licence, the
licensing authority shall—

(i) verify the statement made in the application form;

(i) cause the manufacturing the testing establishment to be inspected in
accordance with the provisions of rule 79; and

2 [***]

(3) If the licensing authgtity is satisfied that'the applicant is in a position to
fulfil the requirements laid down-as m these rules, e shall prepare a report to
that effect and forward it alongwr the appllcatlon *[and the licence (in
triplicate) to be granted xSl y completed] ta the Central Licence
Approving Authority: ©

Provided that if the ligensing authdrityiis‘ ef the opinion that the applicant is
not in a position to fulfil ‘the requirementsaid downin these rules, he may, by
order, for reasons to be recorded in wrltlng, refuse to grant the licence as the
case may be. :

(4) If on receipt of the application and the report of the licensing authority
referred to in sub-rule (3) and after taking such measures including inspection of
the premises by the Inspector, appointed by the Central Government under
section 21 of the Act, with or without an expert in the concerned field if deemed
necessary, the Central Licence Approving Authority, is satisfied that the
applicant is in a position to fulfil the requirements laid down in these rules, he
may grant °[***] the licence, as the case may be:

Provided that if the Central Licence Approving Authority is of the opinion
that the applicant is not in a position to fulfil the requirements laid down in
these rules, he may, notwithstanding the report of the licensing authority, by
order, for reasons to be recorded in writing, reject the application for grant
2I+**] of licence as the case may be.]
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°[68B. Delegation of Powers by the Central Licence Approving
Authority.—The Central Licence Approving Authority may with the approval
of the Central Government, by notification delegate his powers of signing
licences and any other power under the rules to any person under his control
having same qualifications as prescribed for controlling authority under rule
50A for such areas and for such periods as may be specified.]

'[69. Application for licence to manufacture drugs other than those
specified in Schedules C and C (1) to the Drugs and Cosmetics Rules.—
28[(1) Application for grant 2[***] of ®[licence to manufacture for sale or for
distribution] of drugs, other than those specified in Schedules C and C(l) shall
be made to the licensing authority appointed by the State Government for the
purpose of this Part (hereinafter in this Part referred to as the licensing
authority) and shall be made—

(@) in the case of repackingsof drugs excludlng those specified in Schedule X
for sale or distribution in Eérm 24B

(b) in the case of manufacture of'drugs;j‘n\cIVUded in Schiedule X in Form 24F;
(c) inany other case, in Form 4. ,

(2) %[(a) Every application in'Eorm.24B/shall besmade up to ten items for
each category of drugs categorised in;Sehedule M.and shall be accompanied by
a licence fee of rupees five hundred plus andvan inspection fee of rupees two
hundred for every inspection %[***].

(b) Every application in Form 24F shall be made up to ten items for each
category of drugs categorised in Schedule M and shall be accompanied by a
licence fee of rupees six thousand and an inspection fee of rupees one thousand
and five hundred for every subsequent inspection %2[***].

(c) Every application in Form 24 shall be made upto ten items for each
category of drugs ‘[referred to in Schedule M relating to Pharmaceuticals
products and Schedule M-IIl relating to medical devices and in-vitro
diagnostics] and shall be accompanied by a licence fee of rupees six thousand
and an inspection fee of rupees one thousand and five hundred for every
inspection %2[***] ]
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8 [***]

(4) A fee of & [rupees one hundred shall be paid] for a duplicate copy of the
licence issued under clause (a), clause (b) or clause (c) of sub-rule (1) if the
original is defaced, damaged or lost.

’[(5) Applications for manufacture of more than ten items of each category
of drugs as preferred to in Schedule M relating to pharmaceuticals products and
Schedule M-III relating to medical devices and in-vitro diagnostics] or for
manufacture of additional items of drugs by licensees in Form 24 or Form 24F
shall be accompanied by an additional fee at the rate of rupees three hundred for
each additional item of drug. Applications in Form 24B for licence to
manufacture for sale and distribution for repacking for more than 10 items of
each category or for manufacture of additional item of drug shall be
accompanied by additional fee of fupees ong hundred for each additional item
of drugs as categorized in Schedule M and M-111¢ ]

“[(6) Where an appllcatlon unde" :hIS rule is forthe manufacture of drug
formulations falling under the purvzlt_.w of pew drug as defined in rule 122E,
such application shall &lso be accompanled with approval, in writing, in favour
of the applicant, from the lieensing autphqr_,l_ty,as defified in clause (b) of rule 21.]

°[69A. Loan licence§;—'[(1) “Application for the grant *[***] of loan
licences to manufacture fof sale or<for distribution of drugs other than those
specified in Schedule C, Schedife«C(l) andsSehedule X shall be made up to ten
items for each category of drugs preferred to in Schedule M relating to
pharmaceulicals products and Schedule M-I1I relating to medical devices and
in-vitro diagnostics] and shall be made in Form 24A accompanied by a licence
fee of rupees six thousand and an inspection fee of rupees one thousand and five
hundred to the licensing authority:

7 [***]

®[Explanation.—For the purpose of this rule a loan licence means a licence
which a licensing authority may issue to an applicant who intends to avail the
manufacturing facilities owned by a licensee in Form 25.]

(2) The licensing authority shall, before the grant of a loan licence, satisfy
himself that the manufacturing unit has adequate equipment, staff, capacity for
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manufacture, and facilities for testing, to undertake the manufacture on behalf
of the applicant for a loan licence.

' [(3) subject to the provisions of sub-rule (2), application for manufacture of
more than ten items for each category of drug on a loan licence shall be
accompanied by an additional fee of rupees three hundred per additional item
preferred to in Schedule M relating to pharmaceuticals products and Schedule
M-I11 relating to "medical devices and in-vitro diagnostics].]

3[(4) If the licensing authority is satisfied that a loan licence is defaced
damaged or lost or otherwise rendered useless, he may, on payment of *[a fee
of rupees one thousand] issue a duplicate licence.]]

5 [***]

°[70. Form of licence to repack or mantifacture drugs other than those
specified in Schedules C_ afd C(h.-=Litences fofgepacking of drugs against
application in Form 24B $hall be granted inForm 2587 licences for manufacture
of drugs included in $chedule X ag;__nst appllcatlon in Form 24F shall be
granted in Form 25F aid licences for manufacture of drugs against application
in Form24 shall be granteddn &orm 25.] 11\

I70A. Form of loan licence: to smanufactgre for sale %®ror for
distribution] of drugs othér than-thase Slrspecified in Schedules C, C(I) and
X].—A loan ®[licence to manufacture for sale.of“for distribution] of drugs other
than those specified in ®[Schedules C, C(1) and X] shall be issued in Form 25A.]

°[71. Conditions for the grant %[***] of a licence in Form 25 “[or Form
25F.]—Before a licence in Form 25 [or Form 25F] is granted [***] the
following conditions shall be complied with by the applicant:—

(1) the manufacture shall be conducted under the active direction and personal
supervision of competent technical staff consisting at least of one person who is
a whole time employee and who is—

(@) a graduate in Pharmacy or Pharmaceutical Chemistry of %[a
University established in India by law or has an equivalent qualification
recognized and notified by the Central Government for such purpose] and
has had at least eighteen months' practical experience after the graduation
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in the manufacture of drugs. This period of experience may, however, be
reduced by six months if the person has undergone training in manufacture
of drugs for a period of six months during his University course; or

(b) agraduate in Science of ® [a University established in India by law or

has an equivalent qualification recognised and notified by the Central
Government for such purpose] who for the purpose of his degree has
studied Chemistry as a principal subject and has had at least three years'
practical experience in the manufacture of drugs after his graduation; or

(c) a graduate in Chemical Engineering or Chemical Technology or
Medicine of ®[a University established in India by law or has an
equivalent qualification recognised and notified by the Central Government
for such purpose] with general training and practical experience, extending
over a period of not less than threelyears m the manufacture of drugs, after
his graduation; or

?[(d) holding any forelgn quahflcatton the quality?and content of training of
which are comparable with thbse_prescrlbed in tlause(a), clause (b) or
clause (c) and is pérmitted to Work as competent technical staff under this
rule by the Central Governniént; ]

Provided that any persen who ‘Wwas:immediately before the 29th June, 1957,
actively directing and perSOnaIIy"supervising the “manufacture of drugs and
whose name was accordingly €efitered, in.any™licence granted in Form 25 “[or
Form 25F] as it existed before that date shall be deemed to be qualified for the
purposes of this rule:

“IProvided further that for drugs other than those specified in Schedules C,
C(l), and X and meant for veterinary use, the wholetime employee under whose
supervision the manufacture is conducted shall be a graduate in Veterinary
Science or Pharmacy or General Science or Medicine of a University
recognized by the Central Government and who has had atleast three years'
practical experience in the manufacture of drugs excluding graduate in
Pharmacy who shall have at least eighteen months' practical experience in the
manufacture of drugs:]

*[Provided™[also] that the licensing authority may, in the matter of
manufacture of disinfectant fluid insecticides, liquid paraffin, medicinal gases,
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non-chemical contraceptives, plaster of paris and surgical dressings, for the
manufacture of which the knowledge of Pharmaceutical Chemistry or Pharmacy
IS not essential, permit the manufacture of the substance under the active
direction and personal supervision of the competent technical staff, who,
although not having any of the qualifications included in clause (a), (b) or (c) of
this rule, has, in the opinion of the licensing authority, adequate experience in
the manufacture of such substance.]

(2) The factory premises shall comply with the conditions prescribed in
Schedule M.

(3) The applicant shall provide adequate space, plant and equipment for the
manufacturing operations; the space, plant and equipment recommended for
various operations are given in Schedule M.

'[(4) The applicant shall proyide xand maintaito,adequate staff, premises and
laboratory equipment for carrylng out! tests of the strength, quality and purity of
the substances at the testing unit Whlch shall be separate from the manufacturing
unit and head of the Hesting unlt'fshall be mdependent of the head of the
manufacturing unit:

Provided that the mapufacturifg upits, which, before the commencement of
the Drugs and Cosmétics (Amendment) Ruless 19777%, were making
arrangements with institutions, approvediby-itie licensing authority for such tests
to be carried out on their behalf fhay-continue™Stch arrangements up to the 30th
June, 1977:

Provided further that for tests requiring sophisticated instrumentation
techniques or biological or microbiological methods other than sterility the
licensing authority may permit such tests to be conducted by institutions
approved by it Z[under Part XV (A) of these rules] for this purpose.]

“[(4A) The head of the testing unit referred to in condition (4) shall possess a
degree in Medicine or Science or Pharmacy or Pharmaceutical Chemistry of a
University recognised for this purpose and shall have experience in the testing
of drugs, which in the opinion of the licensing authority is considered adequate.]

(5) The applicant shall make adequate arrangements for the storage of drugs
manufactured by him.]
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°[(6) The applicant shall, while applying for a licence to manufacture Z[drugs],
furnish to the licensing authority evidence and date justifying that the
Hrdrugs]—

(i) contain the constituent ingredients in therapeutic/prophylactic
quantities as determined in relation to the claims or conditions for which
the medicines are recommended for use or claimed to be useful;

(i1) are safe for use in the context of the vehicles, excipients additives and
pharmaceutical aids used in the formulation and under the conditions in
which the formulations for administration and use are recommended;

(iii) are stable under the conditions of storage recommended; and

(iv) contain such ingredients and in such quantities for which there is
therapeutic justification. ] ‘

'(v) have the apprOVaI |n wmmg, in favour of the applicant to
manufacture drug formulatiops; f"allmg under the’ purview of new drug as
defined in rule 122E from the’ ||censmg authorityzas defined in clause (b)
of rule 21.] ‘

2[(7) The licensee shall Gomply With the requwements of 'Good Manufacturing
Practices' as laid down in Schedule M ]] - '

3[(8) The applicant shall make application"fokr grant of licence for a drug
formulation containing single active ingredient only in proper name.]

“[(9) In case the applicant intends to market the drug under a brand name or
trade name, the applicant shall furnish an undertaking in Form 51 to the
licensing authority to the effect that to the best of his knowledge based on
search in trade marks registry, central data base for brand name or trade name of
drugs maintained by Central Drugs Standard Control Organisation, literature
and reference books on details of drug formulations in India, and internet, such
or similar brand name or trade name is not already in existence with respect to
any drug in the country and the proposed brand name or trade name shall not
lead to any confusion or deception in the market.]
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°[71A. Conditions for the grant °[***] of a licence in Form 25B.—
Before a licence in Form 25B is granted '[***] the following conditions shall be
complied with by the applicant—

(1) the repacking operation shall be carried out under hygienic conditions
under the supervision of a competent person;

8[(2) the factory premises shall comply with the conditions prescribed in
Schedule M; and]

*[(3) the applicant shall have adequate arrangements in his own premises
for carrying out tests for the strength, quality and purity of the drugs at a
testing unit which shall be separate from the repacking unit;

*[(4) The application for grant of licence for a drug formulation containing
single active ingredient shallPbe made orliin proper name:]

*[(5) In case the applicant intenﬁ}’sf‘;tofmarket thesdrug under a brand name
or trade name, the gpplicant sha furmsh an undertaking in Form 51 to the
licensing authority:to the effect'that'to’the best offiis knowledge based on
search in trademarks Jregistry, central|data base for brand name or trade
name of drugs maintaingd by Central Drugs Standard Control
Organisation, literature and,,vref,ere_nce books on details of drug
formulations in India®and internet,-sueh or.similar brand name or trade
name is not already in eXistence with_respect to any drug in the country
and the proposed brand name or trade name shall not lead to any confusion
or deception in the market:]

Provided that the repacking units, which, before the commencement of the
Drugs and Cosmetics (Second Amendment) Rules, 19772, were making
arrangement with institutions approved by the licensing authority for such tests
to be carried out on their behalf, may continue such arrangement up to the 31st
July, 1977:

Provided further that for tests requiring sophisticated instrumentation
techniques or biological or microbiological methods the licensing authority may
permit such test to be conducted by institutions approved by it “[under Part
XV(A) of these rules] for this purpose.]
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Explanation.—A person who satisfies the following minimum qualifications
shall be deemed to be a "competent person" for the purposes of rule 71A or 74A
of these rules, namely:—

(@) a person who holds the Diploma in Pharmacy approved by the
Pharmacy Council of India under the Pharmacy Act, 1948 (8 of 1948) or a
person who is registered under the said Act, or

(b) a person who has passed the Intermediate examination with
Chemistry as one of the principal subjects or an examination equivalent to
it or an examination recognised by the licensing authority as equivalent to
it, or

(c) a person who has passed the Matriculation examination or an
examination recognised by the licgnsing authority as equivalent to it and
has had not less than foufyears’ practlcal experlence in the manufacture,
dispensing or repackmg of drugs]

*[71B. Conditions fér the grant;?.. **f‘] of a Ilcence in Form 25A.—Before
a licence in Form 25A i3 granted S[**]étherapplicant shall, while applying for a
licence to manufacture [drugs]; furnlsh to the Ilcensmg authority evidence and
date justifying that the 78[drugs]— A

(i) contain the constltuent . ihgredients in therapeutic/prophylactic
quantities as determined in refation to the.elaims or conditions for which the
medicines are recommended for use or claimed to be useful;

(if) are safe for use in the context of the vehicles, excipients, additives and
pharmaceutical aids used in the formulations and under conditions in which
the formulations for administration and use are recommended,;

(iif) are stable under the conditions of storage recommended; and

(iv) contain such ingredients and in such quantities for which there is
therapeutic justification:]

"T(v) in case the applicant intends to market the drug under a brand name or
trade name, the applicant shall furnish an undertaking in Form 51 to the
licensing authority to the effect that to the best of his knowledge based on
search in trade marks registry, central data base for brand name or trade
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name of drugs maintained by Central Drugs Standard Control Organisation,
literature and reference books on details of drug formulations in India, and
internet, such or similar brand name or trade name is not already in
existence with respect to any drug in the country and the proposed brand
name or trade name shall not lead to any confusion or deception in the
market:]

'[Provided that the application for grant of a licence for a drug formulation
containing single active ingredient shall be made only in proper name.]

’[72.Duration of licence.—(1) A licence issued in Form 25, Form 25B and
Form 25F shall remain valid if the licencee deposits a licence retention fee
referred to in sub-rule (2) before the expiry of a period of every succeeding five
years from the date of its issue, unless, it is suspended or cancelled by the
licensing authority. ' ;

(2) The licence retention fee referred torin subrule (1) shall be equivalent
to the respective fee required for' fhe | ‘rant of such licence excluding inspection
fee paid for grant of licence. \ ‘

(3) If the licencee faits tocpay. Iic‘e,hce reteption fee on or before the due
date as referred to in sub-rule (1), he/shall be)liable topay licence retention fee
along with a late fee calctilated at the'rate-of two per<€ent, of the licence fee for
every month or part thereof'up to Siximonths, and<in the event of non-payment
of such fee, the licence shall be d&emed to,have'been cancelled.]

73.3[***]
73A.&[***]

°[73AA.Duration of loan licence.—(1) A licence issued in Form 25A shall
remain valid if licencee deposits a licence retention fee referred to in sub-rule
(2) before the expiry of a period of every succeeding five years from the date of
its issue, unless, it is suspended or cancelled by the licensing authority.

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent
to the respective fee required for the grant of such licence excluding inspection
fee paid for grant of licence.
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(3) If the licencee fails to pay licence retention fee on or before the due
date as referred to in sub-rule (1), he shall be liable to pay licence retention fee
along with a late fee calculated at the rate of two per cent, of the licence fee for
every month or part there of up to six months, and in the event of non-payment
of such fee, the licence shall be deemed to have been cancelled.]

'[73AB. Inspection for grant of licence and verification of compliance.—
(1)Before a licence in Form 25 or Form 25A or Form 25B or Form 25F is
granted, the licensing authority shall cause the establishment in which the
manufacture of drugs is proposed to be conducted or being conducted to be
inspected jointly by the Drugs Inspectors appointed by the Central Government
and the State Government under this Act who shall examine the establishment
intended to be used or being used for the manufacture of drugs.

(2) The premises licensed undersaeb-rulg (1) shall be inspected jointly by
Inspector appointed by the Central Government and State Government to verify
the compliance with the cgndition$.of:licence and the provisions of the Act and
these rules not less than” once in; vthrf’eé*fyears or as needed as per risk based
approach.] S AN

73B. H[***]

3[74. Conditions of I'i"c‘ence in“&fFerm 25 and Form 25F].—A licence in
“[Form25 and Form 25F] shall be Subjeét-tothe cohditions stated therein and to
the following further conditions, Ramely:ove™

(@) the licensee shall provide and maintain staff, premises and the
equipment as specified in rule 71;

(b) the licensee shall comply with the provisions of the Act and of these
rules and with such further requirements, if any, as may be specified in any
rules subsequently made under Chapter IV of the Act, provided that where
such further requirements are specified in the rules, these would come into
force, four months after publication in the Official Gazette;

(c) the licensee shall either in his own laboratory or in any other
laboratory approved by the licensing authority ®[under Part XV (A) of
these rules] test each batch or lot of the raw material used by him for the
manufacture of his products and also each batch of the finalproduct and
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shall maintain records or registers showing the particulars in respect of such
tests as specified in Schedule U. The records or registers shall be retained
for a period of five years from the date of manufacture;

(d) the licensee shall keep records of the details of manufacture as per
particulars given in Schedule U of each batch of the drugs manufactured by
him and such records shall be retained for a period of five years;

(e) the licensee shall allow an 2 [Inspector appointed under the Act] to
enter, with or without prior notice, any premises and to inspect the plant and
the process of manufacture and the means employed in standardising and
testing the drugs;

(f) the licensee shall allow an ®[Inspector appointed under the Act] to
inspect all registers and records Jmaintained under these rules and to take
samples of the manufacturéd drugs and shélb,supply to such Inspector such
information as he may-require farthe-purpose of ascertaining whether the
provisions of the Act-and the ~rulle§fthér_:égj~nder havezbeen observed,

(g) the licensee shall, from time o time, report t@the licensing authority
any changes in the expertstaff respo‘nsible farcthe manufacture or testing of
the drugs and any material alferations in'the premises or plant used for the
purpose which have been madessinee the date of the last inspection made on
behalf of the licensing authorlty,

#8[(h) the licensee shall, on request,"fu'rnish to the licensing authority, the
controlling authority or to such authorities as the licensing authority or the
controlling authority may direct, from every batch or batches of drugs as the
licensing authority or the controlling authority may from time to time
specify, a sample of such quantity as may be considered adequate by such
authority for any examination and, if so required, also furnish full protocols
of tests which have been applied;]

(i) if the licensing authority '[or the controlling authority] so directs and if
requested by the licensee who had also furnished prima facie reasons for
such directions, the licensee shall not sell or offer for sale any batch in
respect of which a sample is or protocols are furnished under clause (h)
until a certificate authorising the sale of the batch has been issued to him by
or on behalf of the licensing authority '[or the controlling authority];
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(j) the licensee shall on being informed by the licensing authority '[or the
controlling authority] that any part of any batch of the drug has been found
by the licensing authority '[or the controlling authority] not to conform with
the standards of strength, quality or purity specified in these rules and on
being directed so to do, withdraw the remainder of the batch from sale, and,
so far as may in the particular circumstances of the case be practicable,
recall all issues already made from that batch;

(k) the licensee shall maintain an Inspection Book in Form 35 to enable an
Inspector to record his impressions and the defects noticed,;

8 [(1) the licensee shall maintain reference samples from each batch of the
drugs manufactured by him in a quantity which is at least twice the quantity
of the drug required to conduct all the tests performed on the batch. In case
of drugs bearing an expiry datgromethe dabel, the reference samples shall be
maintained for a periodzof three.months beyond the date of expiry of
potency. In case of drggs whefe; no‘date of expiry of potency is specified on
the label, the reference samplesj ’hail be malntalned for a period of three
years from the date of manufactul AT N

’[(m) the licensee, Who has‘been gganged, a-licenee in Form 25F, shall—

(i) forward tGrthe licemsing=authority offthe concerned States of
manufacture and stpply 6 the'drigia statement of the sales effected to
the manufacturers, whélesalers, retailers, hospitals, dispensaries and
nursing homes and Registered Medical Practitioners every three
months;

(i) maintain accounts of all transactions giving details as indicated
below in a register bound and serially page numbered and such
records shall be retained for a period of five years or one year after the
expiry of potency, whichever is later—

A. Accounts of the drugs specified in Schedule X used for
themanufacture—

1. Date of issue
2. Name of the drug.
3. Opening balance of stock on the production day.
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Quantity used in manufacture.

No ok

Signature of the person in charge.
B. Accounts of production—

Date of manufacture.
Name of the drug.
Batch Number.

Anticipated yield.
Actual yield.
Wastage.

© N Ok~ WNRE

C. Accounts of the hwanufactured drugs—"

Date offmanufactu
Name of the drug.
Batch Numberco
Opening Balance
Quantity manufactured

Quantity sold

Name of the purchaser and hrs address
Balance quantity at the end of the day.
Signature of the person in charge.

©oo N bk wdE

Quantity of raw material used in manufacture.

Quantity of the manufactured goods transferred.

Quantity received, if any, and source from where received.

Balance quantity on hand at the end of the production day.

(n) The licensee shall store drugs specified in Schedule X in bulk form and
when any of such drug is required for manufacture in a place other than its
place of storage it shall be kept in a separate place under the direct custody

of a responsible person.]]

'[(0) The licensee shall comply, with the requirements of %["Good

Laboratory Practices” as laid down in Schedule L-I
Manufacturing Practices" as laid down in Schedule M.]
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*[(p) No advertisement of the drugs specified in Schedule H, Schedule HI
and Schedule X shall be made except with the previous sanction of the
Central Government.]

“I(q) the applicant shall submit the result of bioequivalence study referred to
in Schedule Y, along with the application for grant of a licence of oral
dosage form of drugs specified under category Il and category IV of the
biopharmaceutical classification system.]

°[74A.Conditions for licence in Form 25B.—A licence in Form 25B shall
be subject to conditions stated therein and to the following conditions:—

(@) the repacking of drugs shall at all times be conducted under the
personal supervision of at least one person who is approved as a competent
person by the licensing authority;, B

(b) the licensee shall elther prowde and maintain adequate arrangements
in his own premises for carrylng_.out tests of the strength, quality and purity
of the drugs repackéd or maket a_r ‘ ements with seme institution approved
by the licensing authority 8lunder PartXV (A) ofthese rules] for such tests
to be regularly carried outanchis behalf by theanstitution;

(c) the licensee shall make adequate arrangements for the storage of drugs;

'[(d) the licensee shall comply with the prOVISlons of the Act and of these
rules and with such further requiréments, if any, as may be specified in any
rules subsequently made under Chapter 1V of the Act: Provided that where
such further requirements are specified in the rules, these would come into
force four months after publication in the Official Gazette;]

(e) the licensee shall allow any “[Inspector appointed under the Act] to enter
with or without notice, any premises where the packing of drugs in respect
of which the licence is issued is carried on, to inspect the premises and to
take samples of repacked drugs;

'[(f) the licensee shall, either in his own laboratory or, in any other
laboratory approved by the licensing authority, test each batch or lot of raw
material used by him for repacking and also each batch of the product thus
repacked and shall maintain records or registers showing the particulars in
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respect of such tests as specified in Schedule U. The records or register
shall be retained for a period of five years from the date of repacking. The
licensee shall allow the Inspector to inspect all registers and records
maintained under these rules and shall supply to the Inspector such
information as he may require for the purpose of ascertaining whether the
provisions of the Act and these rules have been observed;]

*[(g) the licensee shall maintain an Inspection Book, in Form 35, to enable
an Inspector to record his impressions and the defects noticed;]

“[(h) the licensee shall maintain reference samples from each batch of the
drugs manufactured by him in a quantity which is at least twice the quantity
of the drug required to conduct all the tests performed on the batch. In case
of drugs bearing an expiry date on the label, the reference samples shall be
maintained for a period of threermonths beyond the date of expiry of
potency. In case of drugswhere no.date of eXpiry of potency is specified on
the label, the referenge sampfes’ shall be maintained for a period of three
years from the date ef manufacture ]

°[(i) No advertisemgnt of the drugs specmed in Schedule H, Schedule HI or
Schedule X shall be made except’w,lt\h the prévious sanction of the Central
Government.] (C)

'[74B. Conditions of licénce ificFOFMI25A.—(1) The licence in Form 25A
shall be deemed to be cancellé§4or, suspendéd, if the licence owned by the
licensee in Form 25 whose manufacturing facilities have been availed of by the
licensee is cancelled or suspended as the case may be, under these rules.

(2) The licensee shall comply with the provisions of the Act and of these
rules and with such further requirements if any, as may be specified in any rules
subsequently made under Chapter IV of the Act; provided that where such
further requirements are specified in the rules, these would come into force four
months after publication in the Official Gazette.

(3) The licensee shall test each batch or lot of the raw material used by him
for the manufacture of his products and also each batch of the final product and
shall maintain records or registers showing the particulars in respect of such
tests as specified in Schedule U. The records or registers shall be retained for a
period of five years from the date of manufacture. The licensee shall allow an
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Inspector to inspect all registers and records maintained under these rules and
shall supply to the Inspector such information as he may require for the purpose
of ascertaining whether the provisions of the Act and these rules have been
observed.

(4) The licensee shall either—

(i) provide and maintain to the satisfaction of the licensing authority
adequate staff and adequate laboratory facilities for carrying out tests of
strength, quality and purity of the substances manufactured by him; or

(i)  make arrangements with some institution approved by the
licensing authority “[under Part XV/(A) of these rules] for such tests to
be regularly carried out on his behalf by the institution.]

3[(5) The licensee shall maintaiti referenéezsamples from each batch of the
drugs manufactured by himsin a quarfity which is@g least twice the quantity of
the drug required to conduct aII;th’ef;{itfests*pjerformed‘ on the batch. In case of
drugs bearing an expity date OR: Iabel the refefence samples shall be
maintained for a period:of three monthsheyond the datecof expiry of potency. In
case of drugs where no datebefexpiry ‘Qf poteneyds specified on the label, the
reference samples shall he maintained for a period of three years from the date
of manufacture.] %, e

“[(6) The licensee shall maintain,an Inspegtion Book in Form 35 to enable an
Inspector to record his impressions and the defects noticed.]

°[(7) No advertisement of the drugs specified in Schedule H, Schedule HI or
Schedule X shall be made except with the previous sanction of the Central
Government.]

°[(8) the applicant shall submit the result of bioequivalence study referred to
in Schedule Y, along with the application for grant of a licence of oral dosage
form of drugs specified under category Il and category IV of the
biopharmaceutical classification system.]

'[75.Forms of application for licence to manufacture for sale or
distribution of drugs specified in Schedules C and C (1) ¥[excluding those
specified in Part XB and Schedule X].—(1) Applications for the grant &[***]
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of licence to manufacture for sale or distribution of drugs specified in Schedules
C and C(1) ?[excluding those specified in Part XB and Schedule X], shall be
made to the licensing authority in Form 27, and ®[shall be made upto ten items
for each category of drugs °[referred to in Schedule M relating to
pharmaceuticals products and Schedule M-I11 relating to medical devices and
in-vitro diagnostics] and shall be accompanied by a licence fee of rupees six
thousand and an inspection fee of rupees one thousand and five hundred for
every inspection.

6 [***]
7 [***]

(2) Application for grant 2[***] of licence to manufacture for sale or
distribution of drugs specified in Schedules C, C(l) and X shall be made to the
licensing authority in Form 278, and [shall béomade upto ten items for each
category of drugs preferred to An; Schedule M Telating to pharmaceuticals
products and Scheduler M-I11* relr-atmg to "medical devices and in-vitro
diagnostics] and shall be accompag by a licence fee,of rupees six thousand
and an inspection fee“of rupees One thousand and five hundred for every
inspection - ~ :

6 [***]

Provided that the applicant shall possess aclicence in Form 28 to manufacture
such drugs: i

7 [***]

®[(3) The application for grant 2[***] of licenses to manufacture for sale or
for distribution of drugs in 2[Large Volume Parenterals, Sera and Vaccine and
Recombinant DNA (r-DNA) derived drugs,] shall be made to the licensing
authority appointed under this Part in Form 27D and % [shall be made upto ten
items for each category of drugs categorised in Schedule M and shall be
accompanied by a licence fee of rupees six thousand and an inspection fee of
rupees one thousand and five hundred for every inspection 2[***]]:
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“[(4) A fee of rupees one thousand shall be paid for duplicate copy of the
licence issued under sub-rule (1), sub-rule (2) or sub rule (3), as the case may
be, if the original licence is detected, damaged or lost.

(5) If the licensee applies for manufacture of more than ten items of each
category of drugs, the application shall be accompanied by an additional fee at
the rate of rupees three hundred for each additional item of drugs preferred to in
Schedule M relating to pharmaceuticals products and Schedule M-I11 relating to
medical devices and in-vitro diagnostics].]

°[(6) Where an application under this rule is for the manufacture of drug
formulations falling under the purview of new drug as defined in rule 122E,
such application shall also be accompanied with approval, in writing, in favour
of the applicant, from the licensing authority as defined in clause (b) or rule 21.]

[75A. Loan licences.—(B ApplicatiOns for the grant *[***] of loan
%[licencesfor the manufacture for sale-ot. fop distribition] of drugs specified in
Schedules Cand C(l) ®[excluding thOSGf.‘Speclfled in Rart XB and Schedule X]
shall be madein Form 27 A to the: Irc, s.r,.ng authority and ‘[shall be made upto
ten items foreach catégory of drugs [referred to in Schedule M relating to
pharmaceuticalsproducts and’Sehedule M-l felating to medical devices and in-
vitro diagnostics]and shall be accompanred by a liéence fee of rupees six
thousand and aninspectioh fee of rupees ‘0ne thousand and five hundred for
every inspection

2 [***] .

1 [***] .

?[Explanation.—For the purpose of this rule a loan licence means a licence
which a licensing authority may issue to an applicant who intends to avail the
manufacturing facilities owned by a licensee in Form 28.]

*[(LA) The application for grant “[***] of loan licence to manufacture for
sale or distribution of drugs in 'Large Volume Parenterals', 'Sera and Vaccine'
and 'Recombinant DNA (r-DNA) derived drugs' shall be made to the licensing
authority appointed under this Part, in Form 27DA and be made upto ten items
for each category of drugs categorized in Schedule M and accompanied by a
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licence fee of six thousand rupees and an inspection fee of one thousand five
hundred rupees for every inspection °[***]:

6 [***] .

(2) The licensing authority, shall, before the grant of a loan licence, satisfy
himself that the manufacturing unit has adequate equipment, staff, capacity for
manufacture and facilities for testing, to undertake the manufacture on behalf of
the applicant for a loan licence.

7 [***] .

®[(3) Subject to the provisions of sub rule (2), the application for
manufacture of more than ten items of each category of drugs on a loan licence,
shall be accompanied by an add|t|onal fee at the rate of rupees three hundred for
each additional item of drugs. '

(4) If the licensing authority"ié_f.sajtisfie'd~that &,loan licence is defaced,
damaged or lost, he may, on paymn | ;jf},ae‘fee of rupees one thousand, issue a
duplicate copy of loan licence.] * e

75B.1[***].

’[76. Form of I|cences to manufacture drugs Specified in Schedules C
and C(l), excluding those spegified in 97[Part XB and] Schedule X, or drugs
specified in Schedules C, C(l) and“X/and"fhe conditions for the grant Z[**+]
of such licences.—2[A licence to manufacture for sale or for distribution of
drugs specified in Schedules C and C(l) other than ®[Large Volume
Parenterals, Sera and Vaccines and Recombinant DNA (r-DNA) derived
drugs,], drugs specified in Part XB and Schedule X shall be issued in Form 28
and a licence to manufacture for sale or distribution of drugs specified under
Schedule C and C(l) (other than *®[Large Volume Parenterals, Sera and
Vaccines and Recombinant DNA (r-DNA) derived drugs,], drugs specified in
Part XB) and Schedule X shall be issued in Form 28B. A licence to manufacture
for sale or for distribution of 2®[Large Volume Parenterals, Sera and Vaccine
and Recombinant DNA (r-DNA) derived drugs] shall be issued in Form 28D.
Before a licence in Form 28 or Form 28B or Form 28D is granted ‘2[***], the
following conditions shall be complied with by the applicant:—]]
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(1) The manufacture will be conducted under the active direction and
personal supervision of competent technical staff consisting at least of one
person who is a whole-time employee and who is—

(@) a graduate in Pharmacy or Pharmaceutical Chemistry of %[a

University established in India by law or has an equivalent qualification
recognised and notified by the Central Government for such purpose]
and has had at least eighteen months' practical experience after the
graduation in the manufacture of drugs to which this licence applies,
this period of experience may, however, be reduced by six months if the
person has undergone training in manufacture of drugs to which the
licence applies for a period of six months during his University course;
or

(b) a graduate in Science aofs*4a Uniyersity established in India by law
or has an equivalent gualification,recoghised and notified by theCentral
Government for stich purpds__e‘]i.who_; for thépurpose of his degree has
studied Chemistry * [or Migfobiolagy] as a frincipal subject and has
had at least three years' pragfigaliexperience in the manufacture of drugs
to which this licence applies after fhis graduation;-or

(c) a graduate ireMedicing of 2[a UniVersity established in India by law
or has an equivalent,qualificatioh recognised.and notified by the Central
Government for suchopurpose] with"at least three years' experience in
the manufacture and phdrfiacological testing of biological products
after his graduation; or

*[(d) a graduate in Chemical Engineering of a University recognised by
the Central Government with at least three years' practical experience in
the manufacture of drugs to which this licence applies after his
graduation; or

(e) holding any foreign qualification the quality and content of training
of which are comparable with those prescribed in clause (a), clause (b),
clause (c) or clause (d) and is permitted to work as competent technical
staff under this rule by the Central Government:]

Provided that any person who was approved by the licensing
authority as an expert responsible for the manufacture of drugs for the
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purpose of rule 76 read with rule 78 as these rules were in force
immediately before the 29th June, 1957, shall be deemed to be qualified
for the purposes of this rule:

*“[Provided further that for the drugs specified in Schedules C and C
(1) meant for veterinary use, the whole time employee under whose
supervision the manufacture is conducted may be a graduate in
Veterinary Science or General Science or Medicine or Pharmacy of a
University recognised by the Central Government and who has had at
least three years' experience in the manufacture of biological products:]

*[Provided also that for medical devices, the whole time employee
under whose supervision the manufacture or testing is conducted shall
be—

() a graduate in Pharpracy or Engiheering (in appropriate branch) from
a University recognlsed byrthe. CentraIGovernment for such purposes
and has had at-least elgh‘teen months praetical experience in the
manufacturing or testing offde«- _ces to which thls licence applies after
his graduation;_ or

(ii) a graduate in science, from_ a \University recognised by the Central
Government forzasuch purposes,s with Physics or Chemistry or
Microbiology as one.of thiesubjéat and<has had at least three years
practical experience in tHeamanufacturing or testing of devices to which
this licence applies after his graduation; or

(i) a diploma in Pharmacy or Engineering (in appropriatebranch)
from a Board or Institute recognised by the Central Government or the
State Government, as the case may be, for such purposes and has had at
least four years practical experience in the manufacturing or testing of
devices towhich this licence applies after his diploma; or

(iv) having a foreign qualification, the quality and content of training
of which are comparable with those specified in clause (i), clause (ii)
and clause (iii) and is permitted to work as competent technical staff
under this rule by the Central Government.]
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'[(2) The applicant proposing to manufacture pharmaceutical products shall
comply with the provisions referred to in Schedule M.]

'[(2A) The applicant proposing to manufacture medical devices and in-vitro
diagnostics shall comply with the quality management system as referred to in
Schedule M-I11.]

'[(3) The applicant shall provide adequate space, plant and equipment for
pharmaceutical products as referred to in Schedule M and for Medical devices
and in-vitro diagnostics as referred to in Schedule M-111.]

2[(4) The applicant shall provide and maintain adequate staff, premises and
laboratory equipment for carrying out such tests of the strength, quality and
purity of the substances as may be required to be carried out by him under the
provisions of Part X of these rules_ingluding proper housing for animals used
for the purposes of such tests, the testing unit being separate from the
manufacturing unit and the’head of the testmg urnit belng independent of the
head of the manufacturlng unit:] €45 ~

Provided that the ma_n.ufacturlng umts which before the commencement of the
Drugs and Cosmetics (Amendiment) RUIQS, 1977,,'@3 were making arrangements
with institutions approved by the flicensing atithority for such tests to be carried
out on their behalf may cantinue steh:arrangement upto the 30th June, 1977:

Provided further that for “tests requiring“sophisticated instrumentation
techniques or biological or microbiological methods other than sterility the
licensing authority may permit such tests to be conducted by institutions
approved by it *[under Part XV (A) of these rules] for this purpose.]

*[(4A) The head of the testing unit referred to in condition (4) shall possess a
degree in Medicine or Science or Pharmacy or Pharmaceutical Chemistry of a
University recognised for this purpose and shall have experience in the testing
of drugs, which in the opinion of the licensing authority is considered adequate.]

(5) The applicant shall make adequate arrangements for the storage of drugs
manufactured by him.

“[(6) The applicant shall furnish to the licensing authority, if required to do so,
data on the stability of drugs which are likely to deteriorate for fixing the date of
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expiry which shall be printed on the labels of such drugs on the basis of the date
so furnished.]

°[(7) The applicant shall, while applying for a licence to manufacture ®[drugs],
furnish to the licensing authority evidence and data justifying that the
%[drugs}—

(i) contain the constituent ingredients in therapeutic/prophylactic
quantities as determined in relation to the claims or conditions for which
the medicines are recommended for use or claimed to be useful;

(i) are safe for use in the context of the vehicles, excipients, additives
and pharmaceutical aids used in formulations, and under the conditions in
which the formulations for administration and use are commended;

(iii) are stable under the‘con‘dit'i:ons' ot storage recommended; and

(iv)  contain such Ingredlents and’ m such quantltles for which there is
therapeutic justificgtion.]

I(v) have the approval,_ in writing, in favour of the applicant to
manufacture drug formulatiofis falling under the purview of new drug as
defined in rule 122k, from the Ilcensmg authorlty as defined in clause (b)
of rule 21.]

’[(8) The licensee of pharmateuticdF™ products shall comply with
therequirements of '‘Good Manufacturing Practices' as laid down inSchedule M
and the licensee of Medical Devices and in-vitro diagnostics shall comply with
the requirements of "Quality Management System™ as laid down in Schedule M-
11.]

'[(9) The applicant shall make application for grant of licence for a drug
formulation containing single active ingredient only in proper name.]

’[Explanation.—For the purpose of this rule, “®["Large Volume
Parenterals™ sera and Vaccines and Recombinant DNA (r-DNA) derived drugs;]
shall mean the sterile solutions intended for parenteral administration with a
volume of 100 ml. or more (and shall include anti-coagulant solutions) in one
container of the finished dosage form intended for single use.]
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“[(10) the applicant shall submit the result of bioequivalence study referred to in
Schedule Y, along with the application for grant of a licence of oral dosage
form of drugs specified under category Il and category IV of the
biopharmaceutical classification system.]

°[(11) In case the applicant intends to market the drug under a brand name or
trade name, the applicant shall furnish an undertaking in Form 51 to the
licensing authority to the effect that to the best of his knowledge based on
search in trade marks registry, central data base for brand name or trade name of
drugs maintained by Central Drugs Standard Control Organisation, literature
and reference books on details of drug formulations in India, and internet, such
or similar brand name or trade name is not already in existence with respect to
any drug in the country and the proposed brand name or trade name shall not
lead to any confusion or deception in the market.]

°[76A, Forms of loan licences to manufacture for sale or for distribution
drug specified in Schedufes C afd-CEextluding diugs specified in Schedule
X or of Large Volume’ Parenteral$7Sefa and Vaecine and recombinant
DNA(r-DNA) derived-drugs, and:€ohditions for the“grant */[***] of such
licences.—A loan to licence to manufacturé for sale or for distribution of drugs
specified in Schedules C and C(1),xcluding:drugs specified in Schedule X, and
large Volume Parenterals, Sera and-\Maceine/and Recombinant DNA (r-DNA)
derived drug specified in“Rart XB_shall be issued:in Form 28A and a loan
licence to manufacture for salé~or for’dist‘ribu,tion of Large Volume Parenterals,
Sera and Vaccine and Recombinant” BNA (r-DNA) derived drugs shall be
issued in Form 28DA, and the] applicant shall, while applying for a licence to
manufacture *®[drugs] furnish to the Licensing Authority evidence and data
justifying that the °[drugs]—

(i) contain the constituent ingredients in therapeutic/prophylactic
quantities as determined in relation to the claims or conditions for which the
medicines are recommended for use or claimed to be useful;

(if) are safe for use in the context of the vehicles, excipients, additives and
pharmaceutical aids used in the formulations and under the conditions in
which the formulations for administration and use are recommended,;

(iii) are stable under the conditions of storage recommended; and
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(iv) contain such ingredients and in such quantities for which there is
therapeutic justification.]

'[(v) in case the applicant intends to market the drug under a brand name or
trade name, the applicant shall furnish an undertaking inForm 51 to the
licensing authority to the effect that to the best ofhis knowledge based
on search in trade marks registry, central data base for brand name or trade
name of drugs maintained by Central Drugs Standard Control Organisation,
literature and reference books on details of drug formulations in India, and
internet, such or similar brand name or trade name is not already in
existence with respect to any drug in the country and the proposed brand
name or trade name shall not lead to any confusion or deception in the
market:]

?[Provided that the application,forgrant of a licence for a drug formulation
containing single active ingredi‘ent shall ,be made-only in proper name.]

3[77.Duration of Ilcence —(H A Ilcence issued ifzForm 28, Form 28B and
Form 28D shall remain- valid, if the Ilcencee depositsa licence retention fee
referred to in sub-rule {2) before the expiry of period of every succeeding five
years from the date of its'issue, unless it is sespénded or cancelled by the
licensing authority. Coop

(2) The licence retention fee referred toin sub-‘r’UIe (2) shall be equivalentto
the respective fee required for thegrant of saeh Ticence excluding inspection fee
paid for grant of licence.

(3) If the licencee fails to pay licence retention fee on or before the due date
as referred to in sub-rule (1), he shall be liable to pay licence retention fee along
with a late fee calculated at the rate of two per cent, of the licence fee for every
month or part thereof up to six months, and in the event of non-payment of such
fee, the licence shall be deemed to have been cancelled.]

“[78. Conditions of licence.—A licence in *[Form 28, Form 28B or Form
28D] shall be subject to the special conditions, if any, set out in Schedule F or
Schedule F(1), as the case may be, which relate to the substance in the respect of
which the licence is granted and to the following general conditions:—
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(@) (1) The licensee shall provide and maintain an adequate staff and adequate
premises and plant for the proper manufacture and storage of the substances
in respect of which the licence is issued;

(i1) without prejudice to the generality of the foregoing requirement, every
holder of a licence who for any purpose engaged in the culture or
manipulation of pathogenic spore-bearing micro-organisms shall be
provided to the satisfaction of the Licensing Authority separate laboratories
and utensils and apparatus required for the culture or manipulation of such
micro-organisms, the laboratories, utensils and apparatus so provided not
being used for the manufacture of any other substance;

°[(b) The licensee shall provide and maintain staff, premises and equipment as
specified in rule 76;]

'[(c) (i) The licensee shall maintaih records ofapanufacture as per particulars
given in Schedule U. )

(if) The licensee shall either mhlsown laboratogy or in any laboratory
approved by the licénsing authority 2= [tnder Part X¥ (A) to these rules] test
each batch or lot of theqrawanatepial Used by him for the manufacture of his
product and also each batch of the final product and shall maintain records
or registers showing the particulars=in:respect ofSuch tests as specified in
Schedule U. The records,or fegistérsshall be retained in the case of a
substance for which a potenc§udate if,fixed for a period of two years from
the expiry of such date, and in the case of other substances for a period of
five years from the date of manufacture;]

(d) The licensee shall allow an *°[Inspector appointed under the Act], to enter,

with or without prior notice, any premises where the manufacture is carried
on and to inspect the premises, and in the case of substances specified in
Schedules C and C (1), to inspect the plant and the process of manufacture
and the means employed for standardizing and testing the substance;]

(e) The licensee shall allow an °[Inspector, appointed under the Act], to
inspect all registers and records maintained under these rules and to take
samples of the manufactured product and shall supply to such Inspector such
information as he may require for the purpose of ascertaining whether the
provisions of the Act and rules thereunder have been observed;]
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(F) The licensee shall from time to time report to the licensing authority any
changes in the expert staff responsible for the manufacture or testing of the
substance and any material alterations in the premises or plant used for that
purpose which have been made since the date of the last inspection made on
behalf of the licensing authority before the issue of the licence;

*[(g) The licensee shall on request furnish to the licensing authority, controlling
authority or to such authorities as the licensing authority or the controlling
authority may direct, from every batch of drugs as the licensing authority or the
controlling Authority may from time to time specify, a sample of such quantity
as may be considered adequate by such authority for any examination and, if so
required, also furnish full protocols of the tests which have been applied.]

“I[(h) If the licensing authority or the controlling authority so directs, the licensee
shall not sell or offer for sale anychatchcin, respect of which a sample is, or
protocols are furnished undegahe last preceding Sub-paragraph until a certificate
authorizing the sale of thehatch Has beentissued to'him by or on behalf of the
licensing authority or the controlIing;;duthor_ity;] ‘

3[(i) The licensee shalf on being infofmed by the licensing authority or the
controlling authority that any part of/any batch'of thé substance has been found
by the licensing authority or the controlling 'authority not to conform with the
standard of strength, quality or parity=specified in.these rules and on being
directed so to do, withdraw the remainder of thatbatch from sale and so far as
may in the particular circumstancés’ef ¢he/'ease be practicable recall all issues
already made from that batch;]

(j) No drug manufactured under the licence shall be sold unless the precautions
necessary for preserving its properties have been observed throughout the
period after manufacture;

'[(k) The licensee shall comply with the provisions of the Act and of these rules
and with such further requirements, if any, as may be specified in any rules
subsequently made under Chapter IV of the Act, provided that where such
further requirements are specified in the rules, these would come into force four
months after publication in the Official Gazette;]

'[(1) The licensee shall maintain an Inspection Book in Form 35 to enable an
Inspector to record his impressions and defects noticed;]
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’[(m) The licensee shall maintain reference samples from each batch of the
drugs manufactured by him in a quantity which is at least twice the quantity of
the drug required to conduct all the tests performed on the batch. In case of
drugs bearing and expiry date on the label the reference samples shall be
maintained for a period of three months beyond the date of expiry of potency. In
case of drugs where no date of expiry of potency is specified on the label, the
reference samples shall be maintained for a period of three years from the date
of manufacture;]

3[(n) The licence, who has been granted a licence in Form 28B shall—

(i) forward to the licensing authority of the concerned States of
manufacture and supply of drug a statement of the sales effected to the
manufacturers, wholesalers, retailers, hospitals, dispensaries, Nursing
Homes and Registered Medical Practitioners every three months;

(if) maintain accounts of all transactlons giving details as indicated below
in a register bound.and serlally page numbered and such records shall be
retained for a perigd of five years_ ,,ﬁrx one year after the date of expiry of
potency, whicheve is later. i

A. Accounts of- the drugs speC|f|ed in Schedule X wused for
themanufacture— 3

Date of issue.

Name of the drug.

Opening balance of stock on the production day.

Quantity received, if any, and source from where received.
Quantity used in manufacture.

Balance quantity on hand at the end of the production day.
Signature of the person in charge.

No Ok owhRE

B. Accounts of Production—

Date of manufacture.

Name of the drug.

Batch number.

Quantity of raw material used in manufacture.

oW e
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5. Anticipated yield.
6. Actual yield.

7. Wastage.

8.

Quantity of the manufactured goods transferred to stock.
C. Accounts of manufactured drugs—

Date of manufacture.

Name of the drug.

Batch Number.

Opening Balance.

Quantity manufactured.

Quantity sold.

Name of purchaser and his address.
Balance guantity at the end of«the'day;

O N OEWNE

(0) The licensee shall stote drugs specmed in Schedule X in bulk form and
when any such drug is required for; "'anufacture it shall be kept in a separate
place under direct custody of a respfgn_n’ t;;,le_‘ person ]

'[(p) The licensee shall complywith the requirements of ““["Good Laboratory
Practices” as laid downzn Scheddle L= and] "Good Manufacturing Practices”
as laid down in Schedule . ] ’

*[(q) No advertisement of the drugs, specified'in Schedule H, Schedule Hlor
Schedule X shall be made except with the previous sanction ofthe Central
Government.]

“I(r) the applicant shall submit the result of bioequivalence study referred to in
Schedule Y, along with the application for grant of a licence of oral dosage
form of drugs specified under category Il and categorylV of the
biopharmaceutical classification system.]

12178A.Conditions of licence in *[Form 28A or Form 28DA].—(1) The
licence in *3[Form 28A or Form 28DA] shall be deemed to be cancelled or
suspended, if the licence owned by the licensee in **[°[Form 28 or Form 28D]
whose manufacturing facilities have been availed of by the licensee is cancelled
or suspended, as the case may be, under these rules.
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(2) The licensee shall comply with the provisions of the Act, and of these
rules and with such further requirements if any, as may be specified in any rules
subsequently made under Chapter IV of the Act, provided that where such
further requirements are specified in the rules, those would come into force four
months after publication in the Official Gazette.

(3) The licensee shall test each batch or lot of the raw material used by him
for the manufacture of his products and also each batch of the final product and
shall maintain records or registers showing the particulars in respect of such
tests as specified in Schedule U. Records or registers shall be retained, in the
case of a substance for which a potency date is fixed, for a period of two years
from the expiry of such date and in the case of other substances, for a period of
five years from the date of manufacture. The licensee shall allow an Inspector to
inspect all registers and records maintained under these rules and shall supply to
the Inspector such information ashemay requite for the purpose of ascertaining
whether the provisions of thezAct and these rules haye been observed.

(4) The licensee shall either (i) providé and maintain to the satisfaction of
the licensing authority- adequate ‘taff; and’ adequate Taboratory facilities for
carrying out tests ofothe strength, quality and purty of the substances
manufactured by him. or (ii) make/arrangements with some institution approved
by the licensing authority, for such tests to be regularly carried out on his behalf
by the institution.]

'[(5) The licensee shall furnish‘t6thezkicénsing authority, if required to do so,
data on the stability of drugs which are likely to deteriorate for fixing the date of
expiry which would be printed on the labels of such drugs on the basis of the
date so furnished.]

2[(6) The licensee shall maintain reference samples from each batch of the
drugs manufactured by him in a quantity which is at least twice the quantity of
the drug required to conduct all the tests performed on the batch. In case of
drugs bearing an expiry date on the labels, the reference samples shall be
maintained for a period of three months beyond the date of expiry of potency.]
In case of drugs where no date of expiry of potency is specified on the label, the
reference samples shall be maintained for a period of three years from the date
of manufacture.]
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3[(7) The licensee shall maintain an Inspection Book in Form 35 to enable an
Inspector to record his impressions and the defects noticed.]

“[(8) No advertisement of the drugs specified in Schedule H, Schedule HI or
Schedule X shall be made except with the previous sanction of the Central
Government.]

°[(9) the applicant shall submit the result of bioequivalence study referred to
in Schedule Y, along with the application for grant of a licence of oral dosage
form of drugs specified under category Il and category TV of the
biopharmaceutical classification system.]

'[79.Inspection before grant X2[***| of licence.—Before a licence under

this part is granted 2[***] the licensing authority or Central Licence
Approving Authority, as the case may, be, shall cause the establishment in which
the manufacture is proposed to be conducted ortbeing conducted to be inspected
by one or more Inspectors@ppointetsunderthe Act'with or without an expert in
the field concerned. The-Inspector o) Inspectors shalk examine all portions of
the premises, plant and-appliances 'aﬁd};ga.l‘s,'o;inspect therprocess of manufacture
intended to be emplayed or being|employed along Wvith the means to be
employed or being employed “for; standardistng and testing the drugs to be
manufactured or being manufactured \and, enquirg® into the professional
qualifications of the Techrical Staff'to-be employed«He shall also examine and
verify the statements made inothe application'in regard to their correctness, and
the capability of the applicant to“Comply \With the requirements of competent
technical staff, manufacturing plants, testing equipments and the 'Requirements
of Good Manufacturing Practices' and the 'Requirements of Plant and
Equipment' as laid down in Schedule M read with the Requirements of
Maintenance of records as laid down in Schedule U.]

'[80.Report by Inspector.—(1) The Inspector shall forward a detailed
descriptive report giving his findings on each aspect of inspection along with his
recommendations after completion of his inspection in accordance with the
provisions of rule 79, to the licensing authority or Central Licence Approving
Authority, as the case may be.]

81. Procedure of licensing authority.—(1) If the licensing authority **‘[or

Central Licence Approving Authority as the case may be] after such further
enquiry, if any, as he may consider necessary, is satisfied that the requirements
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of the Rules under the Act have been complied with and that the conditions of
the licence and the rules under the Act will be observed, he shall issue a licence
*[under this Part].

(2) If the licensing authority *“[or Central Licence Approving Authority as

the case may be,] is not so satisfied, he shall reject the application and shall
inform the applicant of the reasons for such rejection and of the conditions
which must be satisfied before a licence can be granted and shall supply the
applicant with a copy of the inspection report.

°[82.Further application after rejection.—If within a period of six months
from the rejection of an application for a licence the applicant informs the
licensing authority “[or Central Licence Approving Authority, as the case may
be,] that the conditions laid down have been satisfied and deposits an inspection
'[fee of rupees two hundred and,fifty] the, licensing authority *[or Central
Licence Approving Authority,“as the.case may:he,] may, if after causing a
further inspection to be médde, heds: satlsfled that theécconditions for the grant of
a licence have been complied wit ’"”2[m respect of drugs notified under rule
68A] issue a licence in Eorm 28 Lor 0rm 28B]. ‘

“[83.Duration of Ioan licénee’ ——(1) A loahicence issued in Form 28A and
Form 28DA shall remaif valid, if'the I|cencee deposis a licence retention fee
referred to in sub-rule (2) hefore the“expiry of periad of every succeeding five
years from the date of its ‘issue, unless it" |s suspended or cancelled by the
licensing authority. “

(2) The licence retention fee referred to in sub-rule (1) shall be equivalent
to the respective fee required for the grant of such licence excluding inspection
fee paid for grant of licence.

(3) If the licencee fails to pay licence retention fee on or before the due
date as referred to in sub-rule (1), he shall be liable to pay licence retention fee
along with a late fee calculated at the rate of two per cent, of the licence fee for
every month or part thereof up to six months, and in the event of non-payment
of such fee, the licence shall be deemed to have been cancelled.]

83A. L[*<*x]

83AA. HE[***]
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84. The provisions of this part shall apply to the manufacture of drugs for
sale notwithstanding that such drugs are manufactured for sale outside India.

T222[84A. Provisions for appeal to the State Government or Central
Government by party whose licence has not been granted °[***]—Any
person who is aggrieved by the order passed by the licensing authority or the
CentralLicence Approving Authority, as the case may be, refusing to grant
'[***] a licence “[under this Part], may within thirty days from the date of
receipt of such order, appeal to the State Government or Central Government, as
the case may be, and the State Government or the Central Government may,
after such enquiry into the matter, as is considered necessary and after giving
the said person an opportunity for representing his views, may pass such order
in relation thereto as it thinks fit.]]

[84AA. Additional informatien.rto doe, furnished by an applicant for
licence or a licensee to the Iice‘nsing authority.“<The applicant for the grant of

a licence or any person granted<a. Jicence under this Part shall, on demand,
furnish to the licensing authority,’ be‘ e he grant of he licence or during the
period the licence is iy force, as'‘the ,case )may be, decumentary evidence in
respect of the ownership or occupatian/on rental or other basis of the premises,
specified in the application for licence ok inithe licence granted, constitution of
the firm or any other refévant matter:Wwhich-may be reguired for the purpose of
verifying the correctness”pf the_statements madg by the applicant or the
licensee, while applying for or’after obtaining,the ficence, as the case may be.]

“[84AB. Information to be uploaded by the licensee on online portal
SUGAM.—(1) The licensee granted license under this Part shall register with
portal SUGAM (www.cdscoonline.gov.in) and upload information, as per the
format provided in the said portal, pertaining to the licences granted for
manufacture for sale or distribution of drugs and the information so provided
shall be updated from time to time.

(2) The information uploaded by the licensee with SUGAM portal under
sub-rule (1), shall be verified by the concerned Licensing Authority.]

°[84B. Prohibition for the manufacture for sale of cyclamates and
preparations containing cyclamates.—No persons shall manufacture for sale
cyclamates and preparations containing cyclamates.]
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°[84C.Inspection for verification of compliance.—(1) Before a licence in
Form 28 or Form 28A or Form 28B or Form 28D or Form 28DA, is granted the
licensing authority or Central Licence Approving Authority, as the case may be,
shall cause the establishment in which the manufacture of drugs is proposed to
be conducted or being conducted to be inspected jointly by the Drugs Inspectors
appointed by the Central Government and the State Government under this Act,
who shall examine the establishment intended to be used or being used for the
manufacture of drugs.

(2) The premises licensed under sub-rule (1) shall be inspected jointly by
Inspector appointed by the Central Government and State Government to verify
the compliance, with the conditions of licence and the provisions of the Act and
these rules, not less than once in three years or as needed as per risk based
approach.]

[84D. Agreement for aparketing.=No rarketer shall adopt any drug
manufactured by another manufactUr'erdfor_,marketing‘ of such drug by labeling
or affixing his name of’the label:of the/drug with%a view for its sale and
distribution without an agreement as’{iféfevtfed to in clause (ea) of rule 2.]

"[84E. Responsibility &f marketer of_the dirtigs—Any marketer who sells
or distributes any drug $hall be respansible for quality of that drug as well as
other regulatory complianées along ‘With 'the‘manufacturer under these rules.]

8[85. Cancellation and suspénsion-of ticénces.—(1) The Central Licence
Approving Authority may, after giving the licensee an opportunity to
showcause, why such an order should not be passed by an order in writing
stating the reasons therefor, cancel a licence issued under this Part, or suspend it
for such period as he thinks fit either wholly or in respect of any of the drugs to
which it relates '[or direct the licensee to stop manufacture, sale or distribution
of the said drugs and *2[thereupon order the destruction of drugs and] the stock
thereof in the presence of an inspector], if in his opinion, the licensee has failed
to comply with any of the conditions of the licence or with any provisions of the
Act or rules made thereunder.

(2) The licensing authority may, for such licences granted *2[***] by him,
after giving the licensee an opportunity to show cause why such an order should
not be passed, by an order in writing stating the reasons therefor, cancel a
licence issued under this part or suspend it for such period as he thinks fit either
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wholly or in respect of any of the drugs to which it relates “[or direct the
licensee to stop manufacture, sale or distribution of the said drugs and
’[thereupon order the destruction of drugs and] the stocks thereof in the
presence of an Inspector], if in his opinion, the licensee has failed to comply
with any of the conditions of the licence or with any provisions of the Act or
rules made thereunder.]

“[(3) A licensee whose licence has been suspended or cancelled by the
Central Licence Approving Authority or licensing authority under sub-rule (1)
or sub-rule (2), as the case may be, may within ninety days of the receipt of a
copy of the order by him prefer an appeal to the Central Government or the
State Government, as the case may be, and the Central Government or the State
Government may after giving the licensee an opportunity of being heard,
confirm, reverse or modify such order]

[PART VIARY
IMANUFACTURE FORSALE! ORFORDISTRIBUTION]
OF HOMOEQRATHIE MEDICHNES

85A. Manufacture’on more than (One jset of prenfises.—If Homoeopathic
medicines are manufactured>in“ more than. ‘one“seét of premises a separate
application shall be madg and a separate Ircence shall He obtained in respect of
each such set of premises®, G

85B. Application for Iicehee‘to manufactiire Homoeopathic medicines.—

(1) Application for grant or renewal of **[licences to manufacture for sale or for

distribution] of Homoeopathic medicines shall be made to the licensing
authority appointed by the State Government for the purpose of this Part
(hereinafter in this Part referred to as the licensing authority) and shall be made
in Form 24C.

"[(2) The application in Form 24C shall be accompanied—

(@) by a fee of ®[rupees two hundred] for the manufacture of
Homoeopathic mother tinctures and potentised preparations and
aninspection fee of **[rupees one hundred] for the first inspection or
12[rypees fifty] in case of inspection for renewal of licence;
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(b) by a fee of ®[rupees two hundred] for the manufacture of
Homoeopathic potentised preparations only, and an inspection fee of
12[rypees one hundred] for the first inspection and *2[rupees fifty] in case
of inspection for renewal of licence;

(c) by a fee of *2[rupees two hundred] for the manufacture of potentised

preparations from back potencies by pharmacies which are already
licensed to sell Homoeopathic medicines by retail and an inspection fee of
128 [rupees one hundred] for the first inspection or 2 [rupees fifty] in case
of inspection for renewal of licence.

(3) If a person applied for renewal of a licence after its expiry but within
six months of such expiry, the fee payable for the renewal of such a licence
shall be—

(a) ***[rupees two hundred] plus an addltlonal fee at the rate of **[rupees
one hundred] per month or part thereof and anfinspection fee of 2[rupees
fifty] for the manufacture Jo) i ‘omoeopathlc mother tinctures and
potentised preparations; ﬁ

2[(b) “[rupees two hundred] plus an additional fee at the rate of *[rupees
one hundred] per month or jpart/thereofiand an inspection fee of “[rupees
fifty] for the manufacture of Hemeeopathic potentised preparations only;]

(c) ®[rupees two hundred] phus.an additiondl fee at the rate of *[rupees one
hundred] per month or part thereof and an inspection fee of **[rupees
fifty] for the manufacture of potentised preparations from back potencies
by pharmacies who are already licensed to sell Homoeopathic medicines
by retail.]

(4) A fee of rupees fifty] shall be paid for a duplicate copy of the
licence for the manufacture of Homoeopathic mother tincture and potentised
preparations issued under sub-rule (1) if the original is defaced, damaged or
lost; while the fee to be paid for such a duplicate copy of the licence for the
manufacture of Homoeopathic potentised preparations only shall be [rupees
fifty].

“[(5) Applications by licensee to manufacture additional items of
Homoeopathic medicines shall be made to the licensing authority and such
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applications shall be accompanied by a fee of *[rupees fifty] for each additional
item.]

85C. Application to manufacture ‘New Homoeopathic medicines'.—
Subject to the other provisions of these Rules,—

(1) No 'New Homoeopathic medicine' shall be manufactured unless it is
previously approved by the licensing authority mentioned in Rule 21;

(2) the manufacture of 'New Homoeopathic medicine', when applying to the
licensing authority mentioned in sub-rule (1) shall produce such documents
and other evidence as may be required by the licensing authority for
assessing the therapeutic efficacy of the medicine including the minimum
provings carried out with it;

(3) while applying for a didence to manufacture a 'New Homoeopathic
medicine’ an applicant shall produC'e' alongwith‘his application evidence that
the 'New Homoeopathic mediging!:for the manufacture of which application
Is made has already been approve )

Explanation.—The"term, New Homoeopathic- medicine' in this rule shall
have the same meaning as in rule 30AA:

‘[85D. Form of licenge to mantjfaéfure Hemoeopathic medicines.—
Licence for manufacturer 6f, Homoeopathi¢ medicines is a license to
manufacture potentised preparations from' back potencies by Pharmacies who
are already licensed to sell Homoeopathic medicines by retail shall be granted in
Form 25C.]

85E. Conditions for the grant or renewal of a licence in Form 25C.—
Before a licence in Form 25C is granted or renewed the following conditions
shall be complied with by the applicant:—

(1) The manufacture of Homoeopathic medicines shall be conducted under
the direction and supervision of competent technical staff consisting at least
of one person who is a whole time employee [and who is—

(@) a graduate in Science with Chemistry as one of the subjects with
three years' experience in manufacture of Homoeopathic medicines; or
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(b) a graduate in Pharmacy with 18 months of experience in the
manufacture of Homoeopathic medicines; or

(c) holds qualification as defined under sub-clause (g) of clause (1) of
section 2 of the Homoeopathy Central Council Act, 1973 (59 of 1973)
with 18 months of experience in the manufacture of Homoeopathic
medicines:

Provided that the persons who are already in employment with five
years' experience in the manufacture <f Homoeopathic medicines and
whose name was accordingly entered in any licence granted in Form 25C
for manufacture of different classes of Homoeopathic medicines included
in them shall be deemed to be qualified for the purpose of this rule.]

*[(2) The factory premises shall comply with the requirements and conditions
specified in Schedule MI

Provided that Where the Ilcensmg authorlty considers it necessary or
expedient so to do,At may be=_‘h i g fegard to fhe nature and extent of
manufacturing operations, relax qr’ sUitany alter the said requirements or
conditions in any particularscase for| reasons tosheorecorded in writing.]

'[(2A) Certificate of Good Manufaciuring‘Practice.- The certificate of Good
Manufacturing Practice to- manufagturers;:who cémply with the requirements
of Good Manufacturing Practices of Hemeopathy drugs, as specified in
Schedule M-I, shall be issued up to the date of validity of licence ]

(3) The applicant for manufacture of Homoeopathic mother tinctures shall
either (i) provide and maintain adequate staff, premises and laboratory
equipment for identifying the raw materials and for testing the mother
tinctures wherever possible, or (ii) make arrangements with some institution
approved by the licensing authority *®[under Part XV (A) of these rules] for
some tests, wherever possible, to be regularly carried out on his behalf by
that institution.

(4) The premises where Homoeopathic medicines are manufactured shall
be distinct and separate from the premises used for residential purposes.
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(5) Homoeopathic medicines shall not be manufactured simultaneously with
drugs pertaining to other systems of medicine.

(6)The applicant shall make arrangements for proper storage of
Homoeopathic medicines manufactured by him:

3[Provided that in case potentised preparations are made in a Pharmacy
holding licence in Form 20C, the conditions (2) and (3) shall not apply. The
licensee shall ensure to the satisfaction of the licensing authority that the
products manufactured by it, conform to the claims made on the label.]

“[85EA.Inspection before grant or renewal of licence.—Before a licence
under this Part is granted or renewed in Form 25C or Form 26C, the licensing
authority shall cause the establishment, in which the manufacture is proposed,
to be conducted or being conducted, 1o, be.inspected by one or more Inspectors
appointed under the Act. The.idSpector or Inspéctors shall examine all portions
of the premises, plant and appl'iances and als®, inspect the process of
manufacture intended tasbe employed or belng employed alongwith the means
to be employed or being employed for standardlsmg and testing the substances
to be manufactured dfd inquire into/ the/ professional qualifications of the
technical staff to be employed: ‘He shall @also examife and verify the statements
made in the application4n regard,to ,their\ 'correctness, and the capability of the
applicant to comply with. the réquirements of .competent technical staff,
manufacturing plants, testingequipments' and the 'requirements of plant and
equipment as laid down in SchedidesM=T" read with the requirements of
maintenance of records as laid down in Schedule U.]

‘[85EB.Report by Inspector.—The Inspector of Inspectors shall forward a
detailed descriptive report giving his or their findings on each aspect of
inspection alongwith his or their recommendations after completion of his or
their inspection to the licensing authority.]

‘[85EC.Grant or refusal of licence.—(1) If the licensing authority after
such further enquiry, if any, as he may consider necessary is satisfied that the
requirements of the rules under the Act have been complied with and that
conditions of the licence and the rules under the Act shall be observed, he shall
grant or renew a licence in Form 25C or Form 26C.
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(2) If the licensing authority is not so satisfied he shall reject the application
and shall inform the applicant of the reasons for such rejection and of the
conditions which must be satisfied before a licence can be granted or renewed
and shall supply the applicant with a copy of inspection report.]

'[85ED. Further application after rejection.—If within a period of six
months from the rejection of an application for a licence, the applicant informs
the licensing authority that the conditions laid down have been fulfilled and
deposits an inspection fee of *2[rupees two hundred], the licensing authority
may, if after causing further inspection to be made, he is satisfied that the
conditions for the grant of licence have been complied with, issue a licence in
Form 25C or Form 26C.]

'[85EE. Appeal to the State Government.—Any person who is aggrieved
by the order passed by the LicengingrAuthority refusing to grant or renew a
licence under this Part may within nipety, days from the date of receipt of such
order, appeal to the States Government and;the State Government, may, after
such enquiry into the matter as is con’”’dered necessary-and after giving the said
person an opportunity for representing: the,_case pass such order as it thinks fit.]

85F. Duration of Ilcence =LAR orlgmal lieénee Or a renewed licence unless
it is sooner suspended o&cancelled shall be [valld for=a period of five years on
and from the date on whichj, it is granted-or'renewed;

3[Provided that if the application;for.semeWal of a licence in force is made
before its expiry or if the application is made within six months of its expiry,
after payment of additional fee, the licence shall continue to be in force until
orders are passed on the application and the licence shall be deemed to have
expired if application for its renewal is not made within six months of its

expiry.]

85G. Certificate of renewal.—The certificate of renewal of a licence in
Form 25C shall be issued in Form 26C.

85H. Conditions of licence.—A licence in Form 25C shall be subject to the
conditions stated therein and to the following further conditions, namely:—

(a) the licensee shall provide and maintain staff and premises as specified in
rule 85E;
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(b) the licensee shall allow an **[Inspector appointed under the Act] to

enter, with or without prior notice, any premises wheie the manufacture of a
Homoeopathic medicine in respect of which the licence is issued is carried
on, to inspect the premises and to take samples of the manufactured
Homoeopathic medicines;

(c) the licensee shall allow an Inspector to inspect all registers and records
maintained under these rules and shall supply to the Inspector such
information as he may require for the purpose of ascertaining whether the
provisions of the Act and the rules made thereunder have been observed;

'[(d) the licensee shall maintain an Inspection Book in Form 35 to enable an
Inspector to record his impressions and defects notice;]

(e) the licensee shall comply with, the following conditions in respect of
mother tinctures manufactured by him:—

(i) the crude drug lised in‘the kma“rju‘facture of thie mother tincture shall be
identified and récords of su»c_fhi’?i_tq,e_frj_tirfication shall be kept 2[for a period
of five years]; i AR '

(ii) the total solids in the mother-tinttiire shall be determined and records
of such tests shallZhe kept %ffor a period of fivesyears];

(iii) the alcohol content,ip the mOthér_ tincture shall be determined and
records of the same shall be maiftained [for a period of five years];

(iv) the containers of mother tinctures shall preferably be of glass and
shall be clean and free from any sort of impurities of adhering matter.
The glass shall be neutral as far as possible;

(v) in the process of manufacture of mother tinctures hygienic
conditions shall be scrupulously observed by the licensee. Storage and
handling conditions shall also be properly observed by the licensee
according to Homoeopathic principles;

*[(ea) no colour shall be added to any Homoeopathic medicines:

Provided that caramel may be added to combinations of Homoeopathic
preparations with syrup base;]
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(f) records shall be maintained of Homoeopathic medicines containing
alcohol and the quantities sold together with names and addresses of parties
to whom sold. *[Such records shall be maintained for a period of five years.]

‘[85HH. Additional information to be furnished by an applicant for
licence or a licensee to the licensing authority.—The applicant for the grant of
licence or any other person granted a licence under this Part shall, on demand,
furnish to the licensing authority, before the grant of the licence or during the
period the licence is in force, as the case may be, documentary evidence in
respect of the ownership or occupation in rental or other basis of the premises,
specified in the application for licence or in the licence granted, constitution of
the firm, or any other relevant matter which may be required for the purpose of
verifying the correctness of the statements made by the applicant or the
licensee, while applying for or after obtaining the licence as the case may be.]

85-1. Cancellation ands Suspension of Yicences.—(1) The licensing
authority may, after giving the Ilcensee an gpportunity to show cause why such
an order should not be: passed, _by 2an: ‘order in writing stating the reasons
therefor, cancel a licenée issued under IhlS Part or suspend it for such period as
he thinks fit, either wholly or in respect of some of thezsubstances to which it
relates if, in his opinion, the licensee has:failed to comply with any of the
conditions of the Ilcence or W|th any prowsmns of the Act or rules made
thereunder. : ~

'[(2) A licensee whose licence Has/been sU‘Spénded or cancelled may, within
three months of the date of the order under sub-rule (1), prefer an appeal against
that order to the State Government, which shall decide the same.]]

PART VIII
MANUFACTURE FOR EXAMINATION, TEST OR ANALYSIS

86.Conditions relating to manufacture for examination, test or
analysis.—Theprovisions of section 18 of the Act shall not apply to the
manufacture of any drug in small quantities for the purpose of examination, test
or analysis if the conditions prescribed in this Part are fulfilled.

87. Labelling.—Any drug manufactured for the purpose of examination, test
or analysis shall be kept in containers bearing labels, indicating the purpose for
which it has been manufactured.
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