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MINISTRY OF HEALTH AND FAMILY WELFARE

(Department of Health)

NOTIFICATION

New Delhi, the 20th July, 1978

G.S.R. 376(E).—Whereas certain draft rules further to
amend the Drugs and Cosmetics Rule, 1945 were published
as required by section 33 N of the Drugs and Cosmetics
Act, 1940 (23 of 1940), at pages 1547—1550 of the Gazette
of India, Extraordinary, Part INSection 3-Sub-sectiori (i) dated
the 29th July, 1977, under the notification of the Govern-
ment of India in the Ministry of Health and Family Welfare
(Department of Health) No. G.S.R. 543 (R) dated the 29th
July, 1977, inviting objections and suggestions from all
persona likely to be affected thereby before the expiry of 45
days from the date of publication of the said notification in
the Official Gazette;

And whereas the said Gazette was made available to the
public on the 12th August, 1977;

And whereas objections and suggestions received from the
public on the said draft have been considered by the Central
Government;

Now, therefore, in exercise of the powers conferred by
section 33 N of the said Act, the Central Government, after
consultation with the Drugs Technical Advisory Board, hereby
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makes the following rules further to amend the Drugs and
Cosmetics Rules, 1945, namely :—

1. (1) These rules may be called the Drugs and Cosme-
tics (First Amendment) Rules, 1978.

(2) They shall come into force on the date of their
publication in the Official Gazette.

2. In the Drugs and Cosmetics Rules, 1945,—

(a") after rule 153, Ihe following rule shall be inserted,
namely :—

"153-A. Loan Licence.—(i) An application for the grant
or renewal of a loan licence to manufacture for
sale of any Ayurvcdic (including Siddha) or Unani
drugs shall be made in Form 25-E to the licensing
authority along with a fee of rupees thirty,

Explanation.—For the purpose of this yule, a loan licence
msans a licence which a licensing authority may issue to an
applicant who does not have his own arrangements for manu-
facture but intends to avail himself of the manufacturing
facilities owned by a licensee in Form 25-D :

Provided that in the case of renewal the applicant may
apply for the renewal of the licence before its expiry or within
one month of such expiry :

Provided further that the applicant may apply for renewal
after the expiry of one month, but within three months of
such expiry in which case the fee payable for renewal of
such licence shall be rupees thirty plus an additional fee of
rupees fifteen.

(ii) A fee of rupees seven and paise fifty shall be payable
for a duplicate copy of a licence issued under this rule, if
the original licence is defaced, damaged or lost, (b) after rule
154, the following rule shall be inserted, namely: —

"154-A. Form of loan licence to manufacture for sale
Ayurvedic (including Siddha) OT Unani drugs :

A loan licence to manufacture for sale any Ayurvcdic
(including Siddha) or Unani drugs shall be issued in Form
25-E.

(2) A licence under this rule shall be granted by the
licensing authority after consulting such expert in Ayurvedic
(including Siddha) or Unani Systems of medicine, as the case
may be, which the State Government may approve in this
behalf.

(3) The licensing authority shall, before the grant of a
loan licence, satsify himself thatl the manufacturing unit has
adequate equipment, staff, capacity for manufacture and faci-
lities for testing, to undertake the manufacture on behalf ct
the applicant for a loan licence.";

(c) after rule 155, the following rule shaij be inserted
namely :—

"155-A. Certificate of renewal of a loan licence,—

The certificate of renewal of a loan licence in Form
25-E shall be issued in Form 26-E.";

(d) after rule 156, the following rule shall be inserted, name-
ly:—

"156-A. Duration of loan licence.—An original loan
Ficence in Form 25-E or a renewed loan licenco in

Form 26-E, unless sooner suspended or cancelled,
shall be valid up to the 31st December of the year
following the year in which it is granted or renewed:

Provided that if the application for the renewal of a
loan licence is made in accordance with rule 153-A,
Ihe loan licence shall continue to be in force until
orders are passed on Ihe application. The licence
shall be deemed to have expired, if application for
its renewal is not made within three months of its
expiry." ;

(e) after rule 158, the following rule shalF be inserted, name-
ly:—

"158TA Conditions of loan licence.—A licence in Form
25-E shall be subject to the conditions stated therein

and to the following further conditions, namely: —

(a) The licence in Form 25-E shall be deemed to be
cancelled or suspended, if the licence owned by
the licensee in Form 25-D whose manufacturing
facilities have been availed of by the licensee is
cancelled or suspended, as the case may be, under
these rules.

(b) The licensee shall comply with the provisions of
the Act and of the rules and with such further

icquirements iC any, us may be specified in any
rules subsequently made under Chapter 1V-A of
the Act, provided that where such further require-
ments are specified in the rules; these would
come into force four months after publication in
the OfficiaT Gazette.

(c) The licensee shall maintain proper records of the
details of manufacture and of the tests, if any,
carried out by him, or any other person on his
behalf, of the raw materials and finished pro-
ducts,

(d) The licensee shall allow an Inspector appointed
under the Act to inspect all registers and records
maintained under these rules and shall supply to
the Inspector such information as ho may re-
quire for the purpose of ascertaining whether the
provisions of the Act and the rules have been
observed.";

(e) for rule 167, the following rule shall be subs-
tituted namely:—

"167. Qualifications of Inspector.—A person who is
appointed an Inspector under section 33G
shall be a person who—

(a) has the qualifications laid down under rule
49 and shall have undergone practical train-
ing in the manufacture of Ayurvedic (in-
cluding Siddha) or Unani Drug, as the
case may be; or

(b) has a degree in Ayurvedie or Siddha or
Unani System or a degree in Ayurveda Phar-
macy, aw the case may be, conferred by a
University or a State Government or a
Statutory Faculty. Council or Board of
Indian Systems of Medicine recognised by the
Central Government or the State Government
for this purpose; or

(c) has a diploma in Ayurveda, Siddha or Unani
Systems, as the case may be, granted by a.
Slate Government or an Institulion recog-
nised by the Central Government or a State
Government for this purpose.";

(g) in Schedule A, after Form 24-D, the follow-
ing Form shall be inserted, namel'v:—

"FORM 24-E
(See rule 154-A)

APPLICATION FOR GRANT OR RENEWAL OF A LOAN
LICENCE TO MANUFACTURE FOR SALE AYURVEDIC

(INCLUDING SIDDHA) OR UNANT DRUGS

1. T/we* — oft
— — - — _ _ „ hereby apply for the grant/rene-
wal of a loan licence to manufacture Ayurvedic (including
Siddha) or Umini Drugs on the premises situated at —

C|o ** — •

2, Names of drugs to be manufactured (with details).

3. The names, qualifications and experience of technical
staff actually connected with the manufacture and testing of
Ayurvedic (including Siddha) or Unani drugs in the manu-
facturing premises.

4, I/We enclose.
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(a) A true copy of a letter from me/us to the manufac-
turing concern whose manufacturing capacity is intended to
be utilised by me/us.

(b) A tmc copy of a letter from the manufacturing con-
cern that they agree to lend the services of their competent
technical staff, equipment and premises for the manufacture of
each item required by me/us and that they shall maintain the
registers of raw materials and finished products separably in
this behalf.

(c) Specimen of labels, cartons of the drugs proposed to be
manufactured.

4. A fee of Rs. • —-—-—has been credited ,'o Gov-
ernment under the head of account and the
relevant Treasury Challan is enclosed herewith.
Date

SIGNATURE
(applicant)

*Enter here the name of flic proprietor, partners or Manag-
ing Director as the case may be.

tEnter here the name of the applicant firm and the address
of the principal place of business.

**Entcr here (She name and address of the manufacturing
concern where the manufacture will be actually carried out
and also the licence number under which the letter operates".;

(h) after Form 25-D, the following Form shall be inserted,
namely :—

"FORM 25-E

(See rule 154-A)

Loan licence to manufacture for sale Ayurvedlc (including
Siddha) or Unani Drugs.

1. Number of licence
2- — — of is hereby granted

a loan licence to manufacture for sale Ayurvedic (including
Siddha) and Unani drugs, on the premises situated at
C / o _ . ~ _ _ .
under the directfon and supervision of the followiniz exoert
technical staff.

(a) Technical Staff (Names) .

(b) Name of drugs (each item to be separately specified)
3. The licence shall be in force from • -

to .

4 The licence is subject to the conditions stated below
and to such other conditions as may be specified to the rules

Act 1940me fOTCC U n d C r ^ D r U B* a n d C o 6 m e t i c »

Date of issue

Signature

Designation

CONDITIONS OF LICENCE

1, The licence and any certificate of renewal in force shalF
be kept on the approved premises and shall be produced at
the request of an Inspector, appointed under the Drugs and
Cosmetics Act, 1940.

2. Any change in the technical staff names in the licence
shall be reported forthwith to the licensing authority.

3. This licence shall be deemed to extend to such additional
Items as the licensee may intimate to the licensing authority
from time to time, and as may be endorsed by the licensing
authority.

4, The licensee shall inform the licensing authority fn
writing in ithe event of any change in the constitution of the
firm operating under licence. Where any change in the cons-
titution of the firm takes place, the current licence shall be
deemed to be valid for a maximum period of three months
from the date on which the change taken place unless in the
meantime a fresh licence has been taken from the licensing
authority in the name of the firm with the changed constitu-
tion." ;

(i) in Form 26-D, after paragraph 2, the following para-
graph shall be inserted, namely :

"3. Names erf drugs (each item to bo separately speci-
fic)";

(j) after Form 26-D, the following Form shall be inserted,
namely : •—

"FORM 26-E.

(See rule 155-A)

CERTIFICATE OF RENEWAL OF LOAN LICENCE TO
MANUFACTURE FOR SALE OF AYURVEDIC/SIDDHA

OR UNANI DRUGS

1. Certified that loan licence No ,..
granted on the to
for the manufacture of Ayurvedic/Siddha/Unani drugs at the
premises situated at
C/o has been renewed
from to

2. Name of technical staff
Date

Signature

Designation

N. N. VOHRA, Jt. Secy,
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