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The Medicines (Applications for Manufacturer’s and
Wholesale Dealer’s Licences) Amendment Regulations
1993

Made - - - - 24th March 1993
Laid before Parliamens 24th March 1993
Coming inio force I4eh April 1993

The Secretary of State concerned with health in England, the Secretaries of State respec-
tively concerned with health and with agriculture in Wales and in Scotland, the Minister
of Agriculture, Fisheries and Food, the Department of Health and Social Services for
Northern Ireland and the Department of Agriculture for Northern Ireland, acting jointly,
in exercise of powers conferred upon them by sections 18 and 129(1) of the Medicines Act
1968(a) or, as the case may be, those conferred by the said provisions and now vested in
themib) and of all other powers enabling them in that behalf, after consulting such
organisations as appear to them to be representative of interests likely to be substantially
affected by these Regulations(c), hereby make the following Regulations:

Citation, commencement and interpretation

1.—(1) These Regulations may be cited as the Medicines (Applications for Manufac-
turer’s and Wholesale Dealer’s Licences) Amendment Regulations 1993, and shall come
into force on 14th April 1993,

(2) In these Regulations, “the principal Regulations™ means the Medicines (Applica-
tions for Manufacturer's and Wholesale Dealer’s Licences) Regulations 197 1(d).

Amendment of regulation 2 of the principal Regulations

2. In paragraph (1) of regulation 2 of the principal Regulations (interpretation), after
the definition of “imported ready-made veteninary drug” there shall be inserted the follow-
ing—

““member” in the expression “member State” means a member of the European
Economic Community;

(a) 1968 ¢c.67. The word “prescribed” in section 18(1) is defined in section 132(1) as amended. The
expression “the Ministers™ used in section 129(1) is defined in section 1(1) of that Act as amended.

(b} In the case of the Secretaries of State concerned with health in England and in Wales by vinue of
article 2(2) of, and Schedule 1 to, the Transfer of Functions (Wales) Order 1969 (5.1, 19697388); in
the case of the Secretary of State concerned with agriculture in Wales by virtue of article 2(3) of. and
Schedule | 1o, the Transfer of Functions (Wales) (No. 1) Order 1978 (5.1 1978272); in the case of
the Morthern Ireland Depantments by vinue of section 40 of, and Schedule 5 to, the Morthern Ireland
Constitution Act 1973 {c.36) and section 1(3) of, and paragraph 2(1)ib) of Schedule 1 10, the Morthern
Ireland Act 1974 (c.28).

(c) See section 1206) of the Medicines Act 968,

(d) S.I. 1971/974; the relevant amending instruments are 5.1, 1977/1032, 1978/1140, 1983/1723.
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* “product to which Chapters Il to V of the 1965 Directive apply™ means a medicinal
product to which, in accordance with Article 2 of Council Directive 65/65/EEC as
amendedia), Article 34 of Council Directive 73/319EEC(b), Article 1 of Council
Directive 89/342/EEC(e), Article 1 of Council Directive 89/343/EEC(d) and Article
I of Council Directive 89/38 1/EEC(e), Chapters 11 to V of Council Directive 65/65/
EEC apply:”.

Amendment of Schedule 2 to the principal Regulations

3. Schedule 2 to the principal Regulations (particulars required on an application for
the grant of a wholesale dealer’s licence) shall be amended by inserting after paragraph 8
the following paragraphs—

“8A. Where the licence is to relate to products to which Chapters 11 to V of the
1965 Directive apply, the name and address and degrees, diplomas or qualifications
of a responsible person who is to carry out the functions specified in paragraph TA(2)
of Schedule 3 to the Medicines (Standard Provisions for Licences and Certificates)
Regulations 197 1(f) (in this and the following paragraph referred to as “the Standard
Provisions Regulations™).

8B. Where the licence is to relate to products to which Chapters 11 to V of the
1965 Directive apply, details of an emergency plan which satisfies the requirements
of paragraph 4A of Schedule 3 to the Standard Provisions Regulations.

8C. Where the licence is to relate to products to which Chapters II to V of the
1965 Directive apply, a statement of any arrangements for keeping records, either in
the form of invoices or on computer or in any other form, relating to all products
recerved or dispatched.”.

Signed by authority of the Secretary of State for Health

Brian Mawhinney

22nd March 1993 Minister of State, Department of Health
David Hunt
22nd March 1993 Secretary of State for Wales

Fraser of Carmyllie

22nd March 1993 Minister of State, Scottish Office

In Witness whereof the Official Seal of the Minister of Agriculture, Fisheries and Food is
hereunto affixed on 24th March 1993,

\ John Selwyn Gummer
Minister of Agriculture, Fisheries and Food

Sealed with the Official Seal of the Department of Health and Social Services for Northern
Ireland on 22nd March 1993.

.

7
(@] F. A. Elliont
.,___,- Permanent Secretary

Sealed with the Official Seal of the Department of Agriculture for Northern Ireland on
22nd March 1993.

)

W. J. Hodges
Permanent Secretary

(a) OJ No. 22, 9.2.1965, p. 36065 the relevant amending Directive is Article 1(3) of 8934 1/EEC (O
Mo. L142, 2551989, p. 11

{(b) ©J No. L147, 9.6.1975, p. 13.

(c) OJ No. L142, 25.5.1989, p. 14.

(d) O No. L142, 25.5.1989, p. 16.

(e) O No. LI181, 28.6,1989, p. 44,

(M S.01. 19714972, The relevant amending instrument is 5.0 1993/833,
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