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The Human Medicines (Amendment) Regulations 2013

Made - - - - 22nd July 2013
Laid before Parliament 29th July 2013

Coming into force in accordance with regulation 1

The Secretary of State and the Minister for Hedfibcial Services and Public Safety make the
following Regulations. They do so in the exercitéhe powers conferred by—

- section 2(2) and (5) of the European Communifies1972¢), having been designated for the
purposes of section 2(2) of that Act in relatiomrtedicinal products);

- section 58(1), (4), (4A) and (5) of the Medicirfes 1968();

- section 1(1) and (2) of the Medicines Act 19#)1¢r, in the case of the Minister, the powers
conferred by those provisions and now vested in{)im

(@) 1972 c.68. Section 2(2) was amended by secti¢h)@j of the Legislative Reform Act 2006 (200619.and section 3(3)
of and Part 1 of the Schedule to the European Ufdanendment) Act 2008 (2008 c.7). Section 2(5) wawended by
section 41(1) of and Part 1 of Schedule 6 to thehdon Ireland Constitution Act 1973 (1973 ¢.36).

(b) SeeS.I. 1972/1811 regarding the designation of Mimste

(c) 1968 c.67. Relevant amendments to section 5&¢ been made by S.I. 2006/2407 and 2012/1916v&telamendments
to section 58(4) have been made by the Medicinadirits: Prescription by Nurses etc. Act 1992 (ca28) S.l. 2006/2407
and 2012/1916. Section 58(4A) has been amendedlb2®2/1916. Relevant amendments to section 584vg been
made by the Medicinal Products: Prescription bysearetc. Act 1992 and the Health and Social Car@@@l (c.15).

(d) 1971 c.69; as amended by regulation 45(2) of2D08/2297 and section 21 of the Health and Medgifxct 1988 (c.49).
By virtue of section 1(3) of the Medicines Act 197the 1971 Act”), expressions used in that sectiave the same
meaning as in the Medicines Act 1968 (c.67) (“t®68. Act”). See therefore section 1 of the 1968 Act, as substitixg
paragraph 2 of Schedule 34 to the Human MedicireguRtions 2012 (S.l. 2012/1916) (“the 2012 Regutat) which
provides the meaning of the expression “the MingStewhich is relevant to the powers being exetisethe making of
these Regulations. By virtue of regulation 348amfd paragraph 36 of Schedule 34 to, the 2012 Rigpda references in
section 1(1) and (2)(b) of the 1971 Act to an aggilon for a licence, or for the variation or reméwf such a licence under
Part 2 of the 1968 Act, shall have effect as aresfee to any application under Parts 3 to 8 oRBiE2 Regulations.

(e) Inthe case of the Secretary of State, by vidfuarticle 2(1) of S.I. 1999/3142. In the casela Minister for Health, Social
Services and Public Safety, by virtue of sectio(69bf, and paragraph 10 of Schedule 12 to, thehon Ireland Act 1998
(c.47); the Department for which the Minister ispensible was renamed by virtue of Article 3(6pdf 1999/283 (N.1.1).



PART 1

Introduction

Citation, commencement and interpretation
1—(1) These Regulations may be cited as the Humadidihes (Amendment) Regulations 2013
and subject to paragraph (2) shall come into force0th August 2013.

(2) Regulation 28 shall come into force one year atter date of publication in the Official
Journal of the European Union of the implementiots aeferred to in Article 85¢(3) (provisions
as to the sale at a distance of medicinal produzftd)irective 2001/83/EC of the European
Parliament and of the Council on the Community craalating to medicinal products for human
useq).

(3) Regulation 31 shall come into force immediatelglafegulations 32 to 35.

PART 2
Amendment of the Human Medicines Regulations 2012

Part 2: General

2. The Human Medicines Regulations 2dd)24re amended in accordance with this Part.

Amendment of regulation 8

3. In regulation 8 (general interpretation)—
(@) in paragraph (1)—
(i) after the definition of “the 2001 Directive” inset

“‘active substance” means any substance or mixa@iibstances intended to be used
in the manufacture of a medicinal product and thdien used in its production,
becomes an active ingredient of that product irdentb exert a pharmacological,
immunological or metabolic action with a view tcst@ring, correcting or modifying
physiological functions or to make a medical disgisg;

(ii) for the definition of “assemble” substitute—

“assemble”, in relation to a medicinal product am active substance, includes the
various processes of dividing up, packaging andsemtation of the product or
substance, and “assembly” has a corresponding mg&ni

(i) after the definition of “the British Pharmacopoeiasert—

“brokering” means all activities in relation to éhsale or purchase of medicinal
products, except for wholesale distribution, thatribt include physical handling and
that consist of negotiating independently and ohalfeof another legal or natural
person;”;

(iv) after the definition of “the European Pharmacopbieisert—

“excipient” means any constituent of a medicinabguct other than the active
substance and the packaging material;”;

(v) for the definition of “export” substitute—

“export” means export, or attempt to export, frdhe United Kingdom, whether by
land, sea or air;”;

(@ OJNolL 311, 28.11.2001, p67. Article 85c wa®ited into Directive 2001/83/EC by Article 1(2)Directive 2011/62/EU
of the European Parliament and of the Council (01N 74, 1.7.2011, p74).
(b) S.I. 2012/1916.



(vi) before the definition of “the Good ManufacturingaBtice Directive” insert—
““falsified medicinal product” means any medicimabduct with a false representation
of—

(a) its identity, including its packaging and ldivg, its name or its composition
(other than any unintentional quality defect) agards any of its ingredients
including excipients and the strength of thoseedgnts;

(b) its source, including its manufacturer, its oy of manufacturing, its country of
origin or its marketing authorisation holder; or

(c) its history, including the records and docursertlating to the distribution
channels used;

“Fees Regulations” means the Medicines (Productiltoman Use) (Fees) Regulations
2013@);";

(vii) after the definition of “immediate packaging” inser
“import” means import, or attempt to import, intbe United Kingdom, whether by
land, sea or air;”;
(viii) after the definition of “pharmacy medicine”, insert
“physiotherapist independent prescriber” meangs@s@n—
(@) who is a registered physiotherapist; and

(b) against whose name is recorded in the releragister an annotation signifying
that the person is qualified to order drugs, medisi and appliances as a
physiotherapist independent prescriber;

“podiatrist independent prescriber” means a person—
(&) who is a registered podiatrist; and

(b) against whose name is recorded in the releragister an annotation signifying
that the person is qualified to order drugs, medisiand appliances as a podiatrist

independent prescriber;”;
(b) after paragraph (7), insert—
“(8) References in these Regulations to—

(@) good manufacturing practice for active substanelate to the principles and
guidelines for good manufacturing practice adoftedhe European Commission
under the third paragraph of Article #J©f the 2001 Directive;

(b) good distribution practice for active substancelate to the guidelines on good
distribution practices for active substances adbpte the European Commission
under the fourth paragraph of Article 47 of the P@irective.”

Insertion of regulation A17

4. In Part 3, before the heading “Manufacturing amlesale dealing” there is inserted—

(@ S.I.2013/532.
(b) Paragraphs 3 and 4 of Article 47 were substitbie®irective 2011/62/EU of the European Parlianerd of the Council

(OJ No L 174, 1.7.2011, p74).



“Manufacture and distribution of medicinal produatsd active substances
CHAPTER 1

Interpretation

Interpretation

Al7.1n this Part “manufacture”, in relation to an setisubstance, includes any process
carried out in the course of making the substamcktlae various processes of dividing up,
packaging, and presentation of the active substance

CHAPTER 2.

Substitution of regulation 18

5. For regulation 18 (wholesale dealing in medicpralducts) substitute—

“Wholesale dealing in medicinal products
18—(1) A person may not except in accordance witicente (a “wholesale dealer's
licence”)—
(a) distribute a medicinal product by way of whalesdealing; or
(b) possess a medicinal product for the purposeich distribution.
(2) Paragraph (1)—
(@) does not apply—

() to anything done in relation to a medicinalogact by the holder of a
manufacturer’s licence in respect of that product,

(i) where the product concerned is an investigatl medicinal product, or

(iii) if the product is a radiopharmaceutical iieh the radionuclide is in the form
of a sealed source; and

(b) is subject to regulation 19.

(3) Distribution of a medicinal product by way ohalesale dealing, or possession for the
purpose of such distribution, is not to be takenb&in accordance with a wholesale
dealer’s licence unless the distribution is carnedor as the case may be the product held,
at premises located in the UK and specified inlittence.

(4) In these Regulations a reference to distrilguéirproduct by way of wholesale dealing
is a reference to—

(a) selling or supplying it; or
(b) procuring or holding it or exporting it for thpeirposes of sale or supply,
to a person who receives it for a purpose withirageaph (5).
(5) Those purposes are—
(a) selling or supplying the product; or
(b) administering it or causing it to be administéto one or more human beings,
in the course of a business carried on by thabpers

(6) A wholesale dealer’s licence does not authdhsedistribution of a medicinal product
by way of wholesale dealing, or possession forphgose of such distribution, unless a
marketing authorisation, Article 126a authorisatioertificate of registration or traditional
herbal registration is in force in respect of theduct but this—

(a) does not apply in relation to distribution bpexrson to a person in a third country;
and

(b) is subject to the exceptions in regulation 43(6



(7) In paragraph (6), “marketing authorisation” mea-

(a) a marketing authorisation issued by a compedattiority of a member State in
accordance with the 2001 Directive; or

(b) an EU marketing authorisation.”

Amendment of regulation 19

6. In regulation 19 (exemptions from requirementidrolesale dealers licence) omit paragraph

(5).

Amendment of regulation 20

7. In regulation 20(1) (mixing of medicines)—
(a) after sub-paragraph (c) insert—
“(ca) physiotherapist independent prescriber;
(cb) podiatrist independent prescriber;”;
(b) in sub-paragraph (d)(iii) omit “or”;
(c) for sub-paragraph (d)(iv) substitute—
“(iv) pharmacist independent prescriber,
(v) physiotherapist independent prescriber, or
(vi) podiatrist independent prescriber; or”.

Amendment of regulation 27
8. In regulation 27 (procedure where licensing authgoroposes to suspend, revoke or vary
licence), for paragraph (5) substitute—

“(5) If the licence holder notifies the licensingithority that the holder wishes the
licensing authority to submit the proposal to rewigoon oral representations in accordance
with paragraph (3)(b)—

(a) Schedule 5 has effect; and
(b) the licence holder must pay a fee for a revigeon oral representations in

accordance with the Fees Regulations.”
Amendment of regulation 34

9. In regulation 34 (offences: breach of regulatiand false information and defence concerning
starting materials)—

(a) in paragraph (1), for “, 18(1) or 32" substitute ‘I8(1)";
(b) in paragraphs (4) and (5), for “37(2)(b)” subsgtt®7(3)" .

Amendment of regulation 36

10.In regulation 36 (conditions for manufacturer'selnce), in paragraph (2) for “37(2)(b)”
substitute “37(3)".

Substitution of regulation 37

11.For regulation 37 (manufacturing and assembly}¥siuibte—



“Manufacturing and assembly
37—(1) This regulation applies in relation to a mautfirer’s licence relating to the
manufacture or assembly of medicinal products.

(2) The licence holder must comply with the pritnegp and guidelines for good
manufacturing practice set out in the Good Manui@og Practice Directive.

(3) Unless paragraph (10) applies, the licence drokhall use active substances as
starting materials only if—

(a) those substances have been manufactured irdacce with good manufacturing
practice for active substances; and

(b) those substances have been distributed in dacoe with the guidelines on good
distribution practice for active substances.

(4) The licence holder shall verify—

(a) that the manufacturer or distributor of an\actsubstance used by the licence
holder has complied with the requirements of goahufiacturing practice and
good distribution practice for active substancesieans of audits performed—

(i) directly by the licence holder, or
(i) by a person acting on behalf of the licenotdier under a contract;

(b) that unless the active substance is importesmfra third country, any
manufacturers, importers or distributors supplydagjve substances to the licence
holder are registered with the competent authofiig member State in which they
are established; and

(c) the authenticity and quality of the active gahse.
(5) The licence holder shall ensure that—
(a) excipients are suitable for use in a medigmaduct by—
(i) ascertaining what the appropriate good martufaxg practice is, and
(i) ensuring that the ascertained good manufaajysractice is applied;

(b) the suitability of the excipient is ascertained the basis of a formalised risk
assessment as described in paragraph 5 of Arfi{® df the 2001 Directive;

(c) the assessment under sub-paragraph (b) takesramf—
() the source,
(i) requirements under other quality systems,
(i) intended use of the excipients, and
(iv) previous instances of quality defects,
(d) the authenticity and quality of any excipiesed is verified; and
(e) the measures taken under this paragraph avengmted by the licence holder.

(6) The licence holder must maintain such staffnses and equipment as are necessary
for the stages of manufacture and assembly of nmadliproducts undertaken by the licence
holder in accordance with—

(@) the manufacturer’s licence; and
(b) the marketing authorisations, Article 126a au#ations, certificates of
registration or traditional herbal registrationplgmg to the medicinal products.

(7) The licence holder must not manufacture orrabg® medicinal products, or classes
of medicinal products, other than those specifietthée licence.

() Paragraph 5 of Article 47 was inserted by Dinext2011/62/EU of the European Parliament and ofCbencil (OJ No L
174, 1.7.2011, p74).



(8) The licence holder must not manufacture orrab$® medicinal products on premises
other than those specified in the licence as amgtdw the licensing authority for the
purpose.

(9) The licence holder must ensure that blood,lood components, imported into the
United Kingdom and used as a starting materialagr material in the manufacture of a
medicinal product meet—

(a) the standards of quality and safety specifie@@mmission Directive 2004/33/EC
of 22 March 2004 implementing Directive 2002/98/&Ghe European Parliament
and of the Council as regards certain technicalirements for blood and blood
components{); or

(b) equivalent standards.

(10) The requirements in paragraphs (3) to (5)@capply in relation to the manufacture
or assembly of special medicinal product to whiegutation 167 (supply to fulfil special
needs) applies.

(11) The licence holder must immediately inform twnpetent authority of a member
State and, where applicable, the marketing authiwis holder, of medicinal products
which come within the scope of manufacturing au#iaion which the licence holder—

(a) knows or suspects; or
(b) has reasonable grounds for knowing or suspggctin

to be falsified.”

Amendment of regulation 39

12.1n regulation 39(8) (further requirements for mi@wturer's licence), for “44(2) and (3)”
substitute “44(4) to (6)".

Amendment of regulation 42

13.In regulation 42 (conditions for wholesale deadicence), for paragraph (2) substitute—
“(2) Those provisions are regulations 43(2) anda(®) 44.”

Amendment of regulation 43

14.1n regulation 43 (obligations of licence holder)—
(a) for paragraphs (7)(c) and (8) substitute—

“(c) keep records in relation to the receipt, dishaor brokering of medicinal products,
of—

(i) the date of receipt,
(ii) the date of despatch,
(i) the date of brokering,
(iv) the name of the medicinal product,
(v) the quantity of the product received, dispattbr brokered,

(vi) the name and address of the person from wtinenproducts were received or
to whom they are dispatched,

(vii) the batch number of medicinal products begrsafety features referred to in
point (o) of Article 546) of the 2001 Directive

(8 OJ No L 91, 30.3.2004, p25; relevant amendingumnsent is Commission Implementing Directive 20B1EJ (OJ No L
97, 12.4.2011, p28).

(b) Point (o) of Article 54 was inserted by Directi2811/62/EU of the European Parliament and of thenCil (OJ No L 174,
1.7.2011, p74).



(8) A licence holder (“L") who imports from anoth&EA State a medicinal product in
relation to which L is not the holder of a markgtirauthorisation, Article 126a
authorisation, certificate of registration or aitenal herbal registration shall—

(a) notify the intention to import that producttte holder of the authorisation and—

() in the case of a product which has been gdaatenarketing authorisation
under Regulation (EC) No 726/2004, to the EMA,; or

(ii) in any other case, the licensing authorityga

(b) pay a fee to the EMA in accordance with Arti¢i{4)@) of the 2001 Directive or
the licensing authority as the case may be, in rdecwe with the Fees
Regulations,

but this paragraph does not apply in relation ® wWholesale distribution of medicinal
products to a person in a third country.”;
(b) for paragraph (10) substitute—

“(10) The holder (“L") must verify in accordancettiparagraph (11) that any medicinal
products received by L that are required by Artisfap) of the Directive to bear safety
features are not falsified but this paragraph dwgsapply in relation to the distribution of
medicinal products received from a third countryalgyerson to a person in a third country.

(11) Verification under this paragraph is carried oy checking the safety features on the
outer packaging, in accordance with the requiresdaid down in the delegated acts
adopted under Article 54a(2) of the 2001 Directive.

(12) The licence holder must maintain a qualitytesys setting out responsibilities,
processes and risk management measures in refatibair activities.

(13) The licence holder must immediately inform ti@ensing authority and, where
applicable, the marketing authorisation holder,madicinal products which the licence
holder receives or is offered which the licencelbol-

(@) knows or suspects; or
(b) has reasonable grounds for knowing or suspggctin

to be falsified.

(14) Where the medicinal product is obtained thiobgpkering, the licence holder must
verify that the broker involved fulfils the requinents set out in regulation 45A(1)(b).

(15) In this regulation, “marketing authorisatiaonéans—

(a) a marketing authorisation issued by a competatitority in accordance with the
2001 Directive; or

(b) an EU marketing authorisation.”

Substitution of regulation 44
15. For regulation 44 (requirement for wholesale dmale deal only with specified persons)
substitute—
“Requirement for wholesale dealers to deal only witkpecified persons

44—(1) Unless paragraph (2) applies, the licence droldust not obtain supplies of
medicinal products from anyone except—

(a) Article 76(4) was inserted by Directive 2011/6RQ/Bf the European Parliament and of the CouncilNOL 174, 1.7.2011,
p74).

(b) Article 54a was inserted by Directive 2011/62/B{the European Parliament and of the Council (01N74, 1.7.2011,
p74).



(a) the holder of a manufacturer’s licence or wkale dealer’s licence in relation to
products of that description;

(b) the person who holds an authorisation grantedriother EEA State authorising
the manufacture of products of the description hairt distribution by way of
wholesale dealing; or

(c) where the supplier is not the holder of a maatufrer’s licence, where the supply
is in accordance with the principles and guideliolegood distribution practice,
but this paragraph does not apply in relation ® dhistribution of medicinal products
directly received from a third country but not innfgal into the EU.

(2) From 28th October 2013 the licence holder nmgt obtain supplies of medicinal
products from anyone except—

(a) the holder of a manufacturer’s licence or wkale dealer’s licence in relation to
products of that description;

(b) the person who holds an authorisation grantedrimther EEA State authorising
the manufacture of products of the description hairt distribution by way of
wholesale dealing;

(c) where the medicinal product is directly recdivieom a third country (*A”) for
export to a third country (“B”), the supplier ofethmedicinal product in country A
is a person who is authorised or entitled to supigh medicinal products in
accordance with the legal and administrative piomsin country A; or

(d) where the supplier is not the holder of a maaotufrer’s licence, where the supply
is in accordance with the principles and guideliofegood distribution practice.

(3) Where a medicinal product is obtained in acanog with paragraph (1), (2)(a) or (b),
the licence holder must verify that—

(a) the wholesale dealer who supplies the prodanipties with the principles and
guidelines of good distribution practices; or

(b) the manufacturer or importer who supplies thedpct holds a manufacturing
authorisation.

(4) Unless paragraph (5) applies, the licence mottiy distribute medicinal products by
way of wholesale dealing only to—

(a) the holder of a wholesale dealer’s licencetiradato those products;

(b) the holder of an authorisation granted by tbmpetent authority of another EEA
State authorising the supply of those products @y @f wholesale dealing;

(c) a person who may lawfully sell those producgsrétail or may lawfully supply
them in circumstances corresponding to retail sale;

(d) a person who may lawfully administer those picid,
but this paragraph does not apply in relation talisieal products which are distributed
by way of wholesale dealing to a person in a tbhodntry.

(5) From 28th October 2013, the licence holder diagribute medicinal products by way
of wholesale dealing only to—

(a) the holder of a wholesale dealer’s licencetiregeto those products;

(b) the holder of an authorisation granted by thepetent authority of another EEA
State authorising the supply of those products &y of wholesale dealing;

(c) a person who may lawfully sell those producsrétail or may lawfully supply
them in circumstances corresponding to retail sale;

(d) a person who may lawfully administer those piaid; or

(e) in relation to supply to persons in third coig#, a person who is authorised or
entitled to receive medicinal products for wholesdistribution or supply to the



public in accordance with the applicable legal addhinistrative provisions of the
third country concerned.

(6) Where a medicinal product is supplied to a @ersho is authorised or entitled to
supply medicinal products to the public in accomtawith paragraph (4)(c), (5)(c) or (e),
the licence holder must enclose with the produti@ment stating the—

(a) date on which the supply took place;

(b) name and pharmaceutical form of the producptseqh;
(c) quantity of product supplied;

(d) name and address of the licence holder; and

(e) batch number of the medicinal products beatliregsafety features referred to in
point (o) of Article 54 of the 2001 Directive.

(7) The licence holder must—

(a) keep a record of information supplied in acaok with paragraph (6) for at least
five years beginning immediately after the date winich the information is
supplied; and

(b) ensure that the record is available to thenba®g authority for inspection.”

Insertion of regulations 45A to 45V
16. At the end of regulation 45 insert—
“CHAPTER 3

Brokering

Brokering in medicinal products

45A—(1) A person may not broker a medicinal produdess—
(a) that product is covered by an authorisatiomig—
(i) under Regulation (EC) No 726/2004; or
(i) by a competent authority of a member Statel a
(b) that person—
(i) is validly registered as a broker with a comepe authority of a member State,

(i) except where the person is validly registevdth the competent authority of
another EEA state, has a permanent address inrtitedlKingdom, and

(iii) complies with the guidelines on good distriton practice published by the
European Commission in accordance with Article 84he 2001 Directive
insofar as those guidelines apply to brokers.

(2) A person is not validly registered for the mse of paragraph (1)(b) if—

(a) the person’s permanent address is not entatedairegister of brokers kept by a
competent authority of a member State;

(b) the registration is suspended; or

(c) the person has notified the competent authoffitgs member State to remove that
person from the register.

(3) Paragraph (1)(b)(i) does not apply until 20tttdber 2013 in relation to a person who
brokered any medicinal product before 20th Aug4t32

Application for brokering registration

45B—(1) The licensing authority may not register asparas a broker unless paragraphs
(2) to (7) are complied with.

10



(2) An application for registration must be madataming—
(a) the name of the person to be registered,;

(b) the name under which that person is tradingdfiferent to the name of that
person);

(c) that person’'s—
(i) permanent address in the United Kingdom,
(i) e-mail address, and
(i) telephone number;
(d) a statement of whether the medicinal productsetbrokered are—
(i) prescription only medicines,
(i) pharmacy medicines, or
(iif) medicines subject to general sale;
(e) anindication of the range of medicinal productbe brokered;

() evidence that that person can comply with ratohs 45A(1)(b)(iii), 45E(3)(a) to
() and 45F(1); and

(g) any fee payable in connection with the appilicatin accordance with the Fees
Regulations.

(3) Where the address at which the emergency placyments or record necessary to
comply with regulation 45E(3)(b) to (d) are keptdi$ferent from the address notified in
accordance with sub-paragraph (2)(c)(i), the appba must contain—

(a) that address where the plan or records are kept;

(b) the name of a person who can provide acce#isatoaddress for the purpose of
regulation 325 (rights of entry); and

(c) that person’s—
(i) address,
(i) e-mail address, and
(i) telephone number.
(4) Unless paragraph (6) applies, the applicatiwnégistration must—
(@) bein English; and
(b) be signed by the person seeking a brokeringtragon.
(5) The pages of the application must be serialipbered.

(6) Where the application is made on behalf offéeson seeking a brokering registration
by another person (“A”), the application must—

(a) contain the name and address of A; and
(b) be signed by A.

Procedure for determining an application for broker's registration

45C—(1) The licensing authority must grant or refuse application for registration
under regulation 45B within the period of 90 dagginning immediately after the day on
which it receives the application.

(2) Paragraph (1) applies to an application onihé requirements of regulation 45B(2)
have been met.

(3) Before determining an application for a brokgrregistration, the licensing authority
may notify the applicant of a requirement to previsich information as the licensing
authority thinks necessary, within the period sfetiby the licensing authority.

11



(4) If a notice under paragraph (3) requires thaieg@nt to provide the licensing authority
with information, the information period is notle counted for the purposes of paragraph

D).
(5) In paragraph (4), the “information period” medhe period—
(&) beginning with the day on which the noticeiiseg, and

(b) ending with the day on which the licensing awitly receives the information or
the applicant shows to the licensing authority'#séaction that the applicant is
unable to provide it.

Grant or refusal of broker’s registration

45D—(1) Subject to regulations 45E and 45F, on an iegidn to the licensing
authority for a brokering registration, the licawgiauthority must, if it considers it
necessary and appropriate to do so—

(a) register the applicant as a broker; or

(b) refuse registration as a broker, having regard
(i) the provisions of these Regulations, and
(i) any EU obligation.

(2) The licensing authority must give the applicanhotice stating the reasons for its
decision in any case where the licensing authority—

(a) refuses to grant an application for registrgtiar

(b) grants registration otherwise than in accordamdth the application and the
applicant requests a statement of its reasons.

(3) The licensing authority must register the agit or refuse registration under this
Chapter within the period of 90 days beginning irdrately after the day on which it
receives the application.

(4) Where the licensing authority registers a peras a broker, the licensing authority
must enter the following information into a pubjicvailable register—

(@) the person’s name;
(b) the name under which that person is tradindifiérent from the person’s name);
(c) the person’s permanent address in the Uniteddam.

(5) The licensing authority must make the regisfdsrokers publicly available.

Criteria of broker’s registration

45E—(1) Registration of a broker is conditional onttheoker—
(a) complying with regulation 45A(1); and
(b) satisfying—
(i) the criteria in paragraphs (3), (4) and (T)da

(i) such other criteria as the licensing authocibnsiders appropriate and notifies
the broker of.

(2) The criteria referred to in paragraph (1)(b)fiay include (but are not limited to) the
criteria specified in paragraphs (5) and (6).

(3) The broker must—
(@) have a permanent address in the United Kingdom;

(b) maintain an emergency plan to ensure effedth@ementation of the recall from
the market of a medicinal product where recall is—

(i) ordered by the licensing authority or by thmmpetent authority of any EEA
State, or

12



(i) carried out in co-operation with the manufaer of, or the holder of the
marketing authorisation, for the product;

(c) keep documents relating to the sale or supplynedicinal products under the
licence which may facilitate the withdrawal or riécliom sale of medicinal
products in accordance with sub-paragraph (b);

(d) record in relation to the brokering of each foedl product—
(i) the name of the medicinal product,
(ii) the quantity of the product brokered,

(iii) the batch number of the medicinal productiieg the safety features referred
to in point (0) of Article 54 of the 2001 Directive

(iv) the name and address of the—
(aa) supplier, or
(bb) consignee, and
(v) the date on which the sale or purchase optbduct is brokered,;

(e) maintain a quality system setting out respalis#is, processes and risk
management measures in relation to their activitied

() keep the documents or record required by subgvaph (c) or (d) available to the
licensing authority for a period of five years; and
(g) comply with regulation 45F(1), (2) and (4).

(4) Where the address at which the plan or reconedessary to comply with paragraph
(3)(b) to (d) are kept is different from the addremtified in accordance with regulation
45B(2)(c)(i), the broker must—

(a) ensure that the plan or records are kept atldress in the United Kingdom; and
(b) inform the licensing authority of the addressvhich the plan or records are kept.

(5) The broker must provide such information as rbayrequested by the licensing
authority concerning the type and quantity of miedicproducts brokered within the period
specified by the licensing authority.

(6) The broker must take all reasonable precautams exercise all due diligence to
ensure that any information provided by that brakehe licensing authority in accordance
with regulation 45F is not false or misleading.

(7) For the purposes of enabling the licensing @itthto determine whether there are
grounds for suspending, revoking or varying theistegtion, the broker must permit a
person authorised in writing by the licensing autlgpon production of identification, to
carry out any inspection, or to take any copiesiclvlan inspector may carry out or take
under regulations 325 (rights of entry) and 327w@s of inspection, sampling and
seizure).

Provision of information

45F—(1) A broker registered in the UK must immediatielfform—
(a) the licensing authority; and
(b) where applicable, the marketing authorisatioluér,
of medicinal products which the broker identifies auspects to be, or has reasonable
grounds for knowing or suspecting to be, falsified.

(2) On or before the date specified in paragrapha®roker who is, or has applied to the
licensing authority to become, a registered brakethe United Kingdom must submit a
report to the licensing authority, which—

(a) includes a declaration that the broker hadanepan appropriate system to ensure
compliance with regulations 45A, 45B and this regoh; and
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(b) details the system which the broker has ingotacensure such compliance.
(3) The date specified for the purposes of thisgeaph is—

(a) in relation to any application made before 3Wstrch 2014, the date of the
application; and

(b) in relation to each subsequent reporting y8aity April following the end of that
year.

(4) The broker must without delay notify the licergs authority of any changes to the
matters in respect of which evidence has been mappi relation to paragraph (2) which
might affect compliance with the requirements af thhapter.

(5) Any report or notification to the licensing hatity under paragraph (2) or (4) must be
accompanied by the appropriate fee in accordanitetiné Fees Regulations.

(6) The licensing authority may give a notice toegistered broker requiring that broker
to provide information of a kind specified in thetice within the period specified in the
notice.

(7) A notice under paragraph (6) may not be giwea tegistered broker unless it appears
to the licensing authority that it is necessarytfa licensing authority to consider whether
the registration should be varied, suspended ake\

(8) A notice under paragraph (6) may specify infation which the licensing authority
thinks necessary for considering whether the netdish should be varied, suspended or
revoked.

(9) In paragraph (3)(b), “reporting year’ meanseaiqd of twelve months ending on 31st
March.

Power to suspend or vary a broker’s registration oremove a broker from the register

45G—(1) The licensing authority may in accordance wébulation 45H—
(a) suspend a broker's registration for such pes®the authority thinks fit;
(b) vary a broker’s registration; or
(c) remove a person from the register.

(2) The suspension of registration or removal ftbmregister may be—
(a) total;
(b) limited to medicinal products of one or morsahptions; or

(c) limited to medicinal products manufactured,easisled or stored on specified
premises or a specified part of any premises.

(3) The powers conferred by this regulation mayb®exercised in relation to a broker’s
registration except on one or more of the followgmgunds—

(a) the information in the application as a resfilivhich the broker’s registration was
granted was false or incomplete in a material retspe

(b) a material change of circumstances has occunreelation to any of the matters
stated in the application;

(c) the broker has materially contravened a cdtedf registration; or

(d) the broker has without reasonable excuse faitedupply information to the
licensing authority with respect to medicinal protuof a description to which the
registration relates when required to do so unelgulation 45F(6).

Procedure where licensing authority proposes to spsnd or vary a broker's
registration or remove a broker from the register

45H.—(1) This regulation applies where—
(a) regulation 451 does not apply; and
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(b) the licensing authority proposes to exercigepibwer in regulation 45G(1).
(2) The licensing authority must notify the brokemriting of—

(a) its proposal;

(b) the reasons for it; and

(c) the date (which must be no earlier than 28 days the notice given by the
licensing authority) on which it is proposed thae tsuspension, variation or
revocation should take effect.

(3) The registered broker may before the date fipddn the notice—

(a) make written representations to the licensintbarity with respect to the proposal;
or

(b) notify the licensing authority that the brokershes the licensing authority to
submit the proposal to review upon oral represgmst

(4) If the broker makes written representationga@cordance with paragraph (3)(a) the
licensing authority must take those representaiioiasaccount before making a decision in
the matter.

(5) Schedule 5 has effect if the registered broker—

(@) notifies the licensing authority of the propdsareview upon oral representations
in accordance with paragraph (3)(b); and

(b) pays the fee for a review upon oral represemtatin accordance with the Fees
Regulations.

(6) If the licensing authority proceeds to suspendary a registration or remove a broker
from the register in accordance with the provisiohsegulation 45G it must give a notice
to the broker.

(7) A notice under paragraph (6) must—
(a) give particulars of the suspension, variatioreanoval; and
(b) give reasons for the decision to suspend, @argmove a broker from the register.

(8) Paragraphs (6) and (7) are without prejudicartp requirement of Schedule 5 as to
notification.

Suspension of a broker registration in cases of uemcy

45].—(1) The licensing authority may immediately suspanbroker’s registration for a
period not exceeding three months where it appatke licensing authority that in the
interests of safety it is appropriate to do so.

(2) This paragraph applies where—
(a) a broker’s registration has been suspended yadagraph (1); and

(b) it appears to the licensing authority thatsitniecessary to consider whether the
broker’s registration should be—

(i) further suspended or varied, or
(i) removed from the brokers’ register.

(3) Where paragraph (2) applies, the licensing @itth must proceed as set out in
regulation 45H (but this is subject to paragraph. (4

(4) Paragraph (5) applies where, in circumstancesrev paragraph (2) applies, the
licensing authority proceeds as set out in regutati5H and any proceedings under that
regulation have not been finally disposed of befire end of the period for which the
registration was suspended under paragraph (Lribref suspended under paragraph (5).

(5) If it appears to the licensing authority to fecessary in the interests of safety to do
so, the authority may further suspend the registrdbr a period which (in the case of each
further suspension) is not to exceed three months.

15



(6) In the event that any challenge against a aecisnder regulation 45H to suspend,
vary or revoke the registration is made on an apptin under regulation 322(4), paragraph
(5) shall apply, but this is without prejudice tegulation 322(6)(a) (validity of decisions
and proceedings).

Variation of a broker’s registration on the application of the broker
45J—(1) This regulation applies if the person registeias a broker applies to the
licensing authority for a variation of the regisioa.
(2) The application must—
(@) be in writing;
(b) specify the variation requested;
(c) be signed by or on behalf of the applicant;

(d) be accompanied by such information as may heimed to enable the licensing
authority to consider the application;

(e) include the appropriate fee in accordance thighFees Regulations.

(3) The licensing authority must vary a broker'gisération or refuse to vary it within 30
days beginning with the day after the date when libensing authority receives the
application.

(4) The licensing authority may give a notice te tipplicant requiring the applicant to
supply further information in connection with thgpdéication within the period specified in
the notice.

(5) If a notice under paragraph (4) requires thaie@nt to provide the licensing authority
with information, the information period is notle counted for the purposes of paragraph

3).
(6) In paragraph (5), the “information period” medhe period—
(&) beginning with the day on which notice is givend

(b) ending with the day on which the licensing awitly receives the information or
the applicant shows to the licensing authority'#séaction that the applicant is
unable to provide it.

(7) Nothing in this regulation affects the poweosiferred by regulations 45G and 45I.

Offences: breach of regulations and false informadin

45K.—(1) A person is guilty of an offence if the persen
(a) contravenes regulation 45A(1); or

(b) brokers a medicinal product otherwise thandooadance with the criteria under
regulation 45E relating to that person’s brokeregistration.

(2) A person is guilty of an offence if the persorowingly gives false information in—
(a) an application for a broker registration unegulation 45B(2);
(b) a notification to the licensing authority undegulation 45F(4);
(c) an application for a variation under regula#&sd(1); or
(d) response to a notice under regulation 45C(3bd(5).

(3) A person is guilty of an offence if, withoutasonable excuse, the person fails to
comply with a notice under regulation 45F(6) or(&%J

Penalties

45L.—(1) A person guilty of an offence under regulat#sK(1) or (2) is liable—
(&) on summary conviction to a fine not exceedimgstatutory maximum; or
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(b) on conviction on indictment to a fine, to ingwnment for a term not exceeding
two years, or to both.

(2) A person guilty of an offence under regulatidbK(3) is liable on summary
conviction to a fine not exceeding level 3 on ttendard scale.

CHAPTER 4

Importation, manufacture and distribution of actbudstances

Criteria for importation, manufacture or distributi on of active substances

45M.—(1) A person may hot—
(a) import;
(b) manufacture; or
(c) distribute,
an active substance unless that person is registeith the licensing authority in
accordance with regulation 45N and the requiremiantsgulation 450 are met.

(2) Paragraph (1) applies in relation to an acBubstance which is to be used in an
investigational medicinal product only—

(a) if the product has a marketing authorisatioriiche 126a authorisation, certificate
of registration or traditional herbal registratiamd

(b) to the extent that the manufacture of the activbstance is in accordance with the
terms and conditions of that authorisation, cewdif or registration.

(3) Paragraph (1)(a) does not apply to a person whoonnection with the importation
of an active substance from a state other tharEsndtate—

(a) provides facilities solely for transporting thetive substance; or

(b) acting as an import agent, imports the activbstance solely to the order of
another person who holds a certificate of good rfaarturing practice issued by
the licensing authority.

Registration in relation to active substances

45N—(1) For registration in relation to active substs) the licensing authority must
have received a valid registration form from thelagant for import, manufacture or, as the
case may be, distribution of an the active substamc—

(a) 60 days have elapsed since receipt and theslitg authority have not notified the
applicant that an inspection will be carried out; o

(b) the licensing authority—

(i) notified the applicant within 60 days of regedf a registration form that an
inspection will be carried out; and

(i) within 90 days of that inspection the licemgi authority have issued that
person with a certificate of good manufacturingcgiceg or, as the case may
be, of good distribution practice; and

(c) that person has not instructed the licensinghaity to end that person’s
registration.

(2) The person applying for registration under geaph (1) must notify the licensing
authority of any changes which have taken placeregmrds the information in the
registration form—

(a) immediately where such changes may have ancinggaquality or safety of the
active substances that are manufactured, importdiswibuted;
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(b) in any other case, on each anniversary oféheipt of the application form by the
licensing authority.

(3) For the purpose of paragraph (2), changes wdriemotified in accordance with that
paragraph shall be treated as incorporated inghkcation form.

(4) Any notification to the licensing authority uerdparagraph (2) must be accompanied
by the appropriate fee in accordance with the Reggilations.

(5) A registration form is valid for the purposep#ragraph (1) if—
(a) itis provided to the licensing authority; and
(b) is completed in the way and form specified @h&lule 7A.

(6) Paragraph (1) does not apply until 20th Oct@84r3 in relation to a person who had,
before 20th August 2013, commenced the activitywhich the person would, apart from
this provision, need to send a registration forrthtolicensing authority.

Requirements for registration as an importer, manuécturer or distributor of an
active substance

450—(1) Where the Commission has adopted principled goidelines of good
manufacturing practice under the third paragraptnicle 47@) of the 2001 Directive
which applies to an active substance manufactunethe UK, the manufacturer must
comply with good manufacturing practice in relattorthat active substance.

(2) Where the Commission has adopted principles grdelines of good distribution
practice under the fourth paragraph of Article 47The 2001 Directive which applies to an
active substance distributed in the United Kingddm, distributor must comply with good
distribution practice in relation to that activébstance.

(3) Without prejudice to regulation 37(4) (manutaetand assembly in relation to active
substances) and paragraph 9A of Schedule 8 (materaccompany an application for a
UK marketing authorisation in relation to an actsubstance), where the Commission has
adopted principles and guidelines of good manufapractice under the third paragraph
of Article 47 of the 2001 Directive which applies @n active substance imported into the
UK and where an active substance is imported frahird country—

(@) the importer must comply with good manufactgractice and good distribution
practice in relation to the active substance;

(b) the active substances must have been manuwgdcturaccordance with standards
which are at least equivalent to good manufactupiragtice; and

(c) the active substances must be accompanied Witi@n confirmation from the
competent authority of the exporting third courdfythe following—

(i) the standards of manufacturing practice ajplie to the plant manufacturing
the exported active substance are at least eqonividegood manufacturing
practice,

(i) the manufacturing plant concerned is subjeategular, strict and transparent
controls and to the effective enforcement of stamslaof manufacturing
practice at least equivalent to good manufactupiragtice, including repeated
and unannounced inspections, so as to ensure ecfpoot of public health at
least equivalent to that in the Union, and

(ii) in the event of findings relating to non-cptiance, information on such
findings is supplied by the exporting third countoythe Union without any
delay.

(4) Paragraph (3)(c) does not apply—

(a) Article 47 was amended by Directive 2011/62/EUtaf European Parliament and of the Council (O1LNg4, 1.7.2011,
p74).
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(a) where the country from where the active sulegtas exported is included in the
list referred to in Article 111b of the 2001 Direvet or

(b) for a period not exceeding the validity of tbertificate of good manufacturing
practice, where—

() in relation to a plant where active substanaes manufactured where the
competent authority of a member State has foundn upspection, that a
plant complies with the principles and guidelindsgood manufacturing
practice, and

(ii) the licensing authority is of the opinion tha is necessary to waive the
requirement to ensure availability of the activbstance.

(5) The criteria in this regulation apply regardlesf whether an active substance is
intended for export.

Provision of information

45P—(1) In this regulation—
“R” means a person who is, or has applied to tbenbing authority to become, a
registered importer, manufacturer or distributoactive substances;

“reporting year” means a period of twelve monthdieg on 31st March.

(2) On or before the date specified in paragraph 8 must submit a report to the
licensing authority which—

(a) includes a declaration that R has in place pprapriate system to ensure
compliance with regulations 45N, 450 and this ratiah; and

(b) details the system which R has in place to nsuch compliance.

(3) The date specified for the purposes of thisgeph is—
(&) in relation to any application made before 3Wstrch 2014, the date of the
application; and
(b) in relation to each subsequent reporting y&@th April following the end of that
year.

(4) R must without delay notify the licensing auihpoof any changes to the matters in
respect of which evidence has been supplied itioaléo paragraph (2) which might affect
compliance with the requirements of this Chapter.

(5) Any report or notification to the licensing katity under paragraph (2) or (4) must be
accompanied by the appropriate fee in accordanitetihe Fees Regulations.

(6) The licensing authority may give a notice tor&quiring R to provide information of
a kind specified in the notice within the perio@sified in the notice.

(7) A notice under paragraph (6) may not be giveR tunless it appears to the licensing
authority that it is necessary for the licensinghatity to consider whether the registration
should be varied, suspended or removed from theeagiibstance register.

(8) A notice under paragraph (6) may specify infation which the licensing authority
thinks necessary for considering whether the netdish should be varied, suspended or
removed from the active substance register.

Power to suspend or vary or remove an active substee registration

45Q—(1) The licensing authority may in accordance wégulation 45R—
(a) suspend an active substance registration tr gariod as the authority thinks fit;
(b) vary an active substance registration; or
(c) remove a person from the active substancetezgis

(2) The suspension of registration may be—
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(a) total;

(b) limited to active substances of one or moredgsons; or

(c) limited to active substances imported, manuiact, assembled or stored on
specified premises or a specified part of any psemi

(3) The powers conferred by this regulation mayb®exercised in relation to an active
substance registration except on one or more dbitmving grounds—

(@) the information in the application as a resofitwhich the active substance
registration was granted was false or incompletenmaterial respect;

(b) a material change of circumstances has occunreelation to any of the matters
stated in the application;

(c) the person with an active substance registratias materially contravened a
criterion of registration; or

(d) the person with an active substance registratias without reasonable excuse
failed to supply information to the licensing autho with respect to active
substances of a description to which the regisiatelates when required to do so
under regulation 45P(6).

Procedure where licensing authority proposes to spend or vary an active substance
registration or remove a person from the active suftance register

45R—(1) This regulation applies where—
(a) the provisions of regulation 45S do not applyl
(b) the licensing authority proposes to exercigepibwer in regulation 45Q(1).
(2) The licensing authority must notify the persaith an active substance registration in
writing of—
(a) its proposal;
(b) the reasons for it; and

(c) the date (which must be no earlier than 28 days1 the notice given by the
licensing authority) on which it is proposed that tsuspension, variation or
removal from the active substance register sh@kd éffect.

(3) The person with an active substance registratiay before the date specified in the
notice—

(a) make written representations to the licensin@arity with respect to the proposal;
or

(b) notify the licensing authority that the perseishes the licensing authority to
submit the proposal to review upon oral represgmst

(4) If the person with an active substance redistiamakes written representations in
accordance with sub-paragraph (3)(@) the licensengthority must take those
representations into account before making a dectisithe matter.

(5) If the person with an active substance redistienotifies the licensing authority that
the person wishes the licensing authority to suliimi proposal to review upon oral
representations in accordance with paragraph 3)(b)

(a) Schedule 5 has effect; and

(b) the person with an active substance registratiost pay a fee for a review upon
oral representations in accordance with the FegslR&ons.

(6) If the licensing authority proceeds to suspemdvary a registration or remove a
person from the active substance register in aecme with the provisions of regulation
45Q it must give a notice to that person.

(7) The notice must—
(a) give particulars of the suspension, variatioreonoval; and
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(b) give reasons for the decision to suspend, samemove a person’s entry on the
active substance register.

(8) Paragraphs (6) and (7) are without prejudicarty requirement of Schedule 5 as to
notification.

Suspension of an active substance registration irmses of urgency

45S—(1) The licensing authority may immediately sugpanperson’s active substance
registration for a period not exceeding three menttere it appears to the licensing
authority that in the interests of safety it is aqgpiate to do so.

(2) This paragraph applies where—

(a) a person’s active substance registration has baspended under paragraph (1);
and

(b) it appears to the licensing authority thatsitnecessary to consider whether a
person’s active substance registration should be—

(i) further suspended or varied, or
(i) removed from the active substance register.

(3) Where paragraph (2) applies, the licensing @itth must proceed as set out in
regulation 45R (but this is subject to paragraph (4

(4) Paragraph (5) applies where, in circumstancesrev paragraph (2) applies, the
licensing authority proceeds as set out in requtatiSR and any proceedings under that
regulation have not been finally disposed of befibre end of the period for which the
registration was suspended under paragraph (Lribref suspended under paragraph (5).

(5) If it appears to the licensing authority to fecessary in the interests of safety to do
so, the authority may further suspend the registrdbr a period which (in the case of each
further suspension) is not to exceed three months.

(6) In the event that any challenge against a aecisnder regulation 45R to suspend,
vary or remove a person’s active substance retigirés made on an application to the
High Court under regulation 322(4), paragraph (Bllsapply, but this is without prejudice
to regulation 322(6)(a) (validity of decisions gmbceedings).

Variation of an active substance registration on arapplication from the registered
person

45T —(1) This regulation applies if a person with ativecsubstance registration applies
to the licensing authority for a variation of thegyistration.
(2) The application must—
(@) be in writing;
(b) specify the variation requested;
(c) be signed by or on behalf of the applicant;

(d) be accompanied by such information as may beired to enable the licensing
authority to consider the application; and

(e) include the appropriate fee in accordance thighFees Regulations.

(3) The licensing authority must vary an activestabce registration or refuse to vary it
within 30 days beginning with the day after theedaten the licensing authority receives
the application.

(4) The licensing authority may give a notice te tipplicant requiring the applicant to
supply further information in connection with thgpdication within the period specified in
the notice.
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(5) If a notice under paragraph (4) requires thaie@nt to provide the licensing authority
with information, the information period is notle counted for the purposes of paragraph

3).
(6) In paragraph (5), the “information period” medhe period—
(&) beginning with the day on which notice is givend

(b) ending with the day on which the licensing awitly receives the information or
the applicant shows to the licensing authority'#séaction that the applicant is
unable to provide it.

(7) Nothing in this regulation affects the poweosiferred by regulations 45Q and 45S.

Offences: breach of regulations and false informadin
45U—(1) A person is guilty of an offence if the personports, manufactures or
distributes an active substance in breach of réguld5M(1).
(2) A person is guilty of an offence if the persorowingly gives false information in—
(a) aregistration form received by the licensingharity under regulation 45N(1);
(b) a notification to the licensing authority undegulation 45N(2) or 45P(4);
(c) an application for a variation under regula#&T (2); or
(d) response to a notice under regulation 45T(4).

(3) A person is guilty of an offence if, withoutasonable excuse, the person fails to
comply with a notice under regulation 45P(6) or @45T

Penalties

45V —(1) A person guilty of an offence under regulaitiJ(1) or (2) is liable—
(&) on summary conviction to a fine not exceedimgydtatutory maximum; or
(b) on conviction on indictment to a fine, to ingwnment for a term not exceeding
two years, or to both.

(2) A person guilty of an offence under regulatidBU(3) is liable on summary
conviction to a fine not exceeding level 3 on ttendard scale.”

Amendment of regulation 68

17.1n regulation 68 (revocation, variation and sugp@m of UK marketing authorisation), after
paragraph (11) insert—
“(11A) Condition K is that the manufacture of theoguct to which the authorisation
relates is not carried out in compliance with thetipulars provided under paragraphs 5 and
9 of Schedule 8.”

Amendment of regulation 84

18.1In regulation 84 (EU marketing authorisationslufig to provide information as to safety etc),
in paragraph (2) for “16(4)” substitute “16(3a)

(a) Article 16(4) of Regulation (EC) No 726/2004 wasnumbered as Article 16(3a) by virtue of the @mmdum (OJ L 348,
31.12.2010, p1) to Regulation (EU) No 1235/201Qhef European Parliament and of the Council of 16ewer 2010
amending, as regards pharmacovigilance of medicfoeshuman use, Regulation (EC) No 726/2004 laydwmyvn
Community procedures for the authorisation and siigien of medicinal products for human and veterjnuse and
establishing a European Medical Agency, and ReignldEC) No 1394/2007 on advanced therapy mediginaducts.
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Amendment of regulation 110

19.1n regulation 110 (revocation, variation and suspen of certificate of registration), after
paragraph (8) insert—

“(8A) Condition H is that the manufacture and cohtof the product to which the

certificate relates is not in compliance with thartgulars provided under regulation

103(8)(c) and (d).”

Amendment of regulation 135

20.In regulation 135 (revocation, variation and suspen of traditional herbal registration), after
paragraph (10) insert—
“(10A) Condition J is that the manufacture of thireduct to which registration relates is
not carried out in compliance with the particularsvided under paragraphs 5 and 9 of
Schedule 12.”

Amendment of regulation 177
21—(1) Regulation 177 (application of Part 11 aneiptetation) is amended as follows.
(2) For paragraph (4) substitute—
“(4) The following provisions of this Part and Sdiée 33 apply in relation to medicinal
products that are the subject of an EU marketinbaisation—
(a) regulation 206 (infringement notices);

(b) regulation 210 (offences relating to pharmagib@ance obligations under
Regulation (EC) No 726/2004), and paragraphs 2 dnaf Schedule 33
(transitional arrangements: pharmacovigilance), that regulation and those
paragraphs do not apply in relation to the medicipeducts specified in

paragraph (1); and
(c) regulation 210A (offences in relation to phacaomgilance obligations under the
Implementing Regulation).”
(3) In paragraph (5) after the definition of “Eudralagice database” insert—
“Implementing Regulation” means Commission Implerieg Regulation (EU) No

520/2012 of 19 June 2012 on the performance ofrpaeovigilance activities provided
for in Regulation (EC) No 726/2004 of the Europ@amliament and of the Council and

Directive 2001/83/EC of the European Parliamentafritie Council§).”

Amendment of regulation 182

22.1In regulation 182 (obligation on holder to openaliarmacovigilance system), in paragraph (3)
omit “and the EMA”.

Amendment of regulation 206

23—(1) Regulation 206 (infringement notices) is anmexhds follows.
(2) For paragraph (1) substitute—
“(1) If an enforcement authority has objective grds for considering that any person
(“P") has contravened any relevant provision, ityngerve upon P a notice in writing
(referred to in this Part as an “infringement neitje—
(a) informing P of the authority’s grounds for calesing that P has contravened one
or more relevant provision;

(@ OJNoL 159, 20.6.2012, p5.
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(b) specifying the relevant provision;

(c) specifying the measures which P must take iderorto ensure that the
contravention does not continue or, as the caseb@magoes not recur;

(d) requiring P to take those measures, within querfiod as may be specified in the
notice;

(e) specifying the further action (if any) that #r&forcement authority may take.”
(3) After paragraph (3) insert—
“(4) In this regulation “relevant provision” meaagrovision of—
(a) this Part;
(b) Chapter 3 of Title Il of Regulation (EC) No 72604; or
(c) the Implementing Regulation.”

Amendment of regulation 210

24.1In regulation 210 (offences relating to pharmagi&nce obligations under Regulation (EC)
No 726/2004), in paragraphs (3)(a) and (6)(a) id(4)” substitute “16(3a)".

Insertion of regulation 210A

25. After regulation 210 insert—

“Offences in relation to pharmacovigilance obligatins under the Implementing
Regulation
210A—(1) A holder is guilty of an offence if the holder

(a) fails to comply with any requirement or obligat contained in a provision of the
Implementing Regulation listed in paragraph (2); or

(b) provides information which is false or mislaaglin a material particular to the
licensing authority or the EMA pursuant to an oalign in the Implementing
Regulation.

(2) The provisions mentioned in paragraph (1)(e}ar
(@) Chapter | (pharmacovigilance system mastex@je

(b) Sections 1 and 2 of Chapter Il (minimum reguieats for the quality systems for
the performance of pharmacovigilance activitie})(

(c) Chapter Il (minimum requirements for the monitg of data in the
Eudravigilance database)(

(d) Chapter V (transmission of reports of suspeatbbrse reactions));

(&) Chapter 1 imposes requirements and obligationeadders in relation to the following aspects of fpharmacovigilance
system master file: structure (Article 1), contghtticle 2 and 3), maintenance and notificatiorceftain changes (Article
4), form of documents contained in the pharmactangie system master file (Article 5) and availapitind location
(Article 7). Chapter 1 also imposes requirementisholders in relation to the sub-contracting of mpiecovigilance
responsibilities (Article 6) and the submissioradbgbook (Article 7).

(b) Chapter Il imposes requirements and obligation$ialders in relation to the following aspects foé pharmacovigilance
quality system: general matters (Article 8), coht@rticle 8(2)), basis of system (Article 8(3))pcimentation (Article
8(4)), resource management (Article 10), compliamemagement (Article 11), record management (Arti@) and audit
(Article 13).

(c) Chapter lll imposes requirements and obligationsholders in relation to the following aspectsvanitoring data in the
Eudravigilance database: general matters (Arti8)e itlentification of new and changed risks (Aeidl9), methodology for
determining signal value (Article 20) and signalnagement process (Article 21).

(d) Chapter V imposes requirements and obligationsalders in relation to the following aspects @msmitting suspected
adverse reaction reports: use of individual cagetyseeports (Article 27), content of individualseasafety reports (Article
28) and format of electronic transmission (Arti2&).
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(e) Article 32 of Chapter VI (updates of risk maeagent plansg);
() Chapter VIl (periodic safety update repottd)@nd
(g) Chapter VIII (post-authorisation safety stujiies
(3) Subject to paragraph (4), a person guilty obti@nce under this regulation is liable—
(&) on summary conviction to a fine not exceedimgydtatutory maximum; or
(b) on conviction on indictment to a fine.

(4) A person guilty of an offence under this regjolawhich relates to a breach of Article
34(5) or 36(3) of the Implementing Regulation &ble—

(&) on summary conviction to a fine not exceedimgstatutory maximum; or

(b) on conviction on indictment to a fine, to ingwnment for a term not exceeding
two years or to both.”

Amendment of regulation 214

26.In regulation 214 (sale or supply of prescriptamy medicines), after paragraph (5) insert—

“(5A) A podiatrist independent prescriber is an rgpiate practitioner in relation to any
prescription only medicine unless that medicinaldoict contains a controlled drug other
than—

(a) Dihydrocodeine: or
(b) Temazepam.

(5B) A physiotherapist independent prescriber isppropriate practitioner in relation to
any prescription only medicine unless that medicpraduct contains a controlled drug
other than—

(a) Dihydrocodeine;
(b) Fentanyl;

(c) Morphine;

(d) Oxycodone; or

(e) Temazepam.”

Amendment of regulation 223
27.In regulation 223 (exemptions for doctors and g&netc), for paragraphs (3)(b)(vi) and (vii)
substitute—
“(vi) a nurse independent prescriber,
(vii) a community practitioner nurse prescriber,
(viii) a podiatrist independent prescriber, or
(ix) a physiotherapist independent prescriber.”

Insertion of regulations 256A to 256N

28.Immediately after regulation 256 (disqualification conviction), insert—

(a) Article 32 in Chapter VI imposes requirements afdigations on holders in relation to updated ms&nagement plans,
including a requirement that updated risk managémiens are submitted to the national competerhtaaity.

(b) Chapter VIl imposes requirements and obligationsolders in relation to the following aspectgefiodic safety update
reports: content (Article 34) and format (Articlg)3

(c) Chapter VIII imposes requirements and obligationsholders in relation to the following aspectspoft-authorisation
safety studies: language of study information @eti36(2)), handling and storage of study informatfArticle 36(3)) and
format of study information (Article 38).
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“PART 12A
Sale of medicines to the public at a distance

Interpretation

256A. In this Part—

“common logo” means the common logo that is requii@ be clearly displayed on
websites offering medicinal products for sale @istance to the public in accordance
with the requirements laid down in the implementaas adopted by the Commission
under Article 85¢c(3H) of the 2001 Directive;

“information society services” means informatiortisty services as defined in Article
1(2) of Directive 98/34/EQ®() of the European Parliament and of the Counci2df
June 1998 laying down a procedure for the provisibrinformation in the field of
technical standards and regulations and of ruldsfonmation Society services;

“the list” means the list of persons who are eatitto supply medicinal products by
information society services that is maintained tbe website of the competent
authority of a member State in which the personathon the list is established;

“relevant website of the member State” means a ieebsthe competent authority of a
member State providing information on—

(@) the national legislation applicable to the nffg of medicinal products for sale at a
distance to the public by information society seegt

(b) the differences between member States regardiagsification of medicinal
products and the conditions for their supply;

(c) the purpose of the common logo;

(d) the list of persons offering medicinal produfts sale at a distance by means of
information society services as well as their wighaddresses;

(e) background information about the risks relatedmedicinal products supplied
illegally to the public by means of information sty services;

() a hyperlink to the website of the EMA,;
“website of the EMA” means the website of the EMwatt—

(a) gives explicit information to the viewer on thalevant website of the member
State containing information on persons authoreentitled to supply medicinal
products at a distance in that member State;

(b) provides information on the purpose of the camrogo;

(c) provides background information about the risgmted to medicinal products
supplied illegally to the public by means of infation society services;

(d) provides information on Community legislatioppéicable to falsified medicinal
products;

(e) contains hyperlinks to the relevant websitthefmember State.

Person who may sell medicinal products by informatin society services

256B—(1) A person may not sell a medicinal product alistance to the public by
means of information society services unless thegsgn satisfies the following conditions.

(a) Article 85c was inserted by Directive 2011/62/Bfxhe European Parliament and of the Council (01N.74, 1.7.2011,
p74).

(b) OJ No L 204, 21.7.98, p37; relevant amendingumsent is Directive 1998/48/EC of the European ian¢nt and of the
Council (OJ No L 217, 5.8.98, p18).
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(2) Condition A is that the person is included twe tist of persons selling medicinal
products at a distance that is published on tlevaelt website of the member State.

(3) Condition B is that the product to be sold bformation society services is covered
by an authorisation granted—

(@) under Regulation (EC) No 726/2004; or

(b) by a competent authority of the member Statehich that product is destined to
be sold.

(4) Condition C is that the person selling the roedil product is authorised or entitled to
sell to the public, including by information sogieservices, medicinal products of that type
or classification in the member State in which thextson is established.

(5) Condition D is that where the sale is to a membf the public in the United
Kingdom, it is in accordance with regulations 2k&lé or supply of prescription only
medicines), 220 (sale or supply of medicinal praslumt subject to general sale) and 221
(sale or supply of medicinal products subject toegal sale).

(6) Condition E is that the person selling the roiwil product has given a valid
notification to the competent authority in a memB#ate in which the person is established.

(7) Condition F is that the person selling meditpraducts at a distance complies with
the relevant provisions of the Electronic ComméE€ Directive) Regulations 200)(

(8) A person has not given a valid notification floe purposes of paragraph (6) if—
(a) that person is not included on the list;

(b) the notification from that person is suspentbgdthe competent authority of a
member State; or

(c) the competent authority of a member State hesen otified under regulation
256E(b) to remove that person from the list.

Notification requirements for sellers of medicinalproducts at a distance
256C—(1) The competent authority of a member State n@yenter a person’s details
on the list unless tias been notified in accordance with paragrapht(g).
(2) The notification must include—
(a) the name or corporate name of the person ligted;
(b) information about—

(i) that person’s permanent address from whichatttevity of selling medicinal
products by information society services is to aeied out,

(i) the commencement date of the activity of iegll medicinal products by
information society services,

(iii) the address of the website used for the pses of selling medicinal products
by information society services,

(iv) all relevant informantion necessary to idgnthe website, and

(v) information about the classification of alketimedicinal products offered for
sale at a distance.

(3) The notification shall—
(@) bein English; and

(b) unless paragraph (4) applies, in relation ® prerson whose details are to be
entered on the list—

(i) be signed by that person, and

(8) S.I.2002/2013.
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(i) contain that person’s telephone number amigd-address if this is available.

(4) Where the notification is made by another per$A”) on behalf of the person whose
details are to be entered on the list, the notibicashall—

(a) contain the name and address of A;
(b) be signed by A; and
(c) contain the telephone number and e-mail addoeds if this is available.

(5) The notification shall contain contact detdds the site from which the activity of
selling medicinal products by information sociegnsces is to be carried out including
the—

(a) site address;
(b) name of person who may be contacted; and
(c) the telephone number and e-mail address gfehgon who may be contacted.

Procedure for listing persons who may supply medioil products at a distance

256D—(1) If the competent authority of a member Staeeives a notification under
regulation 256C it must accept or refuse to incltidg person on the list within the period
of 90 days beginning immediately after the day dmcv the notification is received by the
authority.

(2) Paragraph (1) applies only if the requiremerftegulation 256C(2) have been met.

(3) Before determining if a person can be includedhe list, the competent authority of
a member State may require the person giving ttiéaation to provide such information
as that competent authority thinks necessary, witine period specified by that competent
authority.

(4) If a notice under paragraph (3) requires thesqe giving the notification to provide
the competent authority of a member State withrinftion, the information period is not
to be counted for the purposes of paragraph (1).

(5) In paragraph (4), the “information period” medhe period—
(a) beginning with the day on which the noticeiiseg, and
(b) ending with the day on which—
(i) the competent authority of a member Stateivesethe information; or

(ii) the person from whom the information is resiggl shows to the satisfaction
of the competent authority of a member State thatinformation cannot be
provided.

(6) The competent authority of a member State ngigé the person giving the
notification a notice stating reasons for its decisn any case where—

(@) the competent authority of a member State esftis include the person giving the
notification on the list; or

(b) if the competent authority of a member Stadts lthe person giving the notification
otherwise that in accordance with the informatiop@ied in the notification.

Removal of a person’s entry from the list

256E.The competent authority of a member State may veraoperson’s entry from the
list if—
(a) regulation 2561(1)(b) applies; or
(b) a notification to remove the entry is receifen the person on the list.
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Provision of information to the competent authority of a member State

256F—(1) A person on the list must immediately inforhe tcompetent authority of a
member State and, where applicable, the marketutgogsation holder, of medicinal
products which that person—

(a) identifies as;
(b) knows or suspects; or
(c) has reasonable grounds for knowing or suspggctin

to be falsified.

(2) The person entered on the list must notifydbmpetent authority of a member State
of any change of circumstances which is materiaégards that person’s entry on the list.

(3) The competent authority of a member State niag g notice to a person on the list,
requiring that person to provide information of iack specified in the notice within the
period specified in the notice.

(4) A notice under paragraph (3) may not be givea person on the list unless it appears
to the competent authority of a member State thas inecessary for that competent
authority to consider whether that person’s entnthe list should be varied, suspended or
removed.

(5) A notice under paragraph (4) may specify infation which the competent authority
of a member State thinks necessary for considevimgther the person’s entry on the list
should be varied, suspended or removed.

Grant or refusal to list a person

256G—(1) On receipt of a notification from a persorb®included in the list—

(@) the competent authority of a member State nmettide that person on the list if
that person complies with the requirements in r&guh 256C(2) to (5); or

(b) if it considers necessary or appropriate tosdp the competent authority of a
member State must refuse to include that persaheohist having had regard to—

(i) the provisions of these Regulations, and
(i) any EU obligation.

(2) The competent authority of a member State mgivet a notice stating the reasons for
its decision in any case where that competent aitithe

(a) refuses to include a person on the list; or

(b) includes a person in the list otherwise thaadoordance with the notification and
that person requests a statement of its reasons.

(3) Where the competent authority of a member Statédes to include a person on the
list that competent authority must ensure thatrélevant website of the member State
includes—

(@) the name or corporate name of the personghiatéd; and
(b) the person’s website address in the United #amg.

Conditions to be met by a person entered on the tis

256H—(1) A person entered on the list shall not setiedicinal product at a distance by
information society services unless the followimgditions are satisfied.

(2) Condition A is that the person entered on istenhust comply with regulation 256B.
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(3) Condition B is that without prejudice to thefdrmation requirements set out in
Directive 2000/31/EQ) of the European Parliament and of the Councicertain legal
aspects of information society services, in paldicelectronic commerce, in the Internal
Market, (Directive on electronic commerce), the sithused to sell medicinal products at
a distance must contain—

(@) the contact details of the competent authootya member State which is
responsible for maintaining the list on which thergon selling products at a
distance is included;

(b) a hyperlink to the relevant website of the MemS8tate.

(4) Condition C is that without prejudice to anypilementing Acts adopted by the
Commission under Article 85c¢(3) of the 2001 Direefp) the website used to sell
medicinal products at a distance must contain ¢inencon logo which—

(a) is clearly displayed on every page of the disperson’s website that relates to
medicinal products offered for sale at a distaace!

(b) contains a hyperlink to the entry of that pergothe list.

Power to suspend, vary or remove a person’s entryndhe list
2561—(1) The competent authority of a member State magccordance with regulation
256J—
(@) suspend a person’s entry on the list for sefog as the authority thinks fit;
(b) vary a person’s entry on the list; or
(c) remove a person’s entry from the list.
(2) The suspension of person from the list may be—
(a) total,
(b) limited to medicinal products of one or morsdhiptions; or

(c) limited to medicinal products sold at a diserfcom specified premises or a
specified part of any premises.

(3) The power conferred by this regulation may dmdyexercised on one or more of the
following grounds—

(a) in relation to any information notified to tlwempetent authority of a member
State under regulation 256C as a result of whiehpbrson was included in the
list—

() the information so supplied was false or ingbete in a material respect,

(i) a material change of circumstances has oecuin relation to any of the
matters stated in the notification;

(b) the person on the list has materially contradea condition required to be met by
a person entered on the list under regulation 256H;

(c) the person on the list has without reasonaktese failed to supply information to
the competent authority of a member State witheesto their notification when
required to do so under regulation 256F(3).

Procedure where the competent authority of a membe6tate proposes to suspend,
vary or remove a person’s entry on the list

256J—(1) This regulation applies where—
(a) the provisions of regulation 256K do not applyd

(8 OJNoL178,13.7.2000, p1.
(b) Article 85c was inserted into Directive 2001/83/By Directive 2011/62/EU of the European Parliatad of the Council
(OJ No L 174,1.7.2011, p74).
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(b) the competent authority of a member State mepdo exercise the power in
regulation 256I.

(2) The competent authority of a member State muasify the person on the list in
writing of—

(a) its proposal;
(b) the reasons for it; and

(c) a specified date on which it is proposed thatduspension, variation or revocation
should take effect.

(3) The specified date in paragraph (2)(c) mushbearlier than 28 days following the
date of the notice given by the competent authofity member State.

(4) The person to whom notice is given under paatyi(2) may before the date specified
in the notice—

(a) make written representations to the competatitogity of a member State with
respect to the proposal; or

(b) notify the competent authority of a member &ttiat the person wishes that
competent authority to submit the proposal to revigpon oral representations.

(5) If person on the list makes written represeomat in accordance with sub-paragraph
(4)(a) the competent authority of a member Statestniake those representations into
account before making a decision in the matter.

(6) If the person on the list gives notice of thegmsal to review upon oral representation
in accordance with paragraph (4)(b)—

(@) Schedule 5 has effect; and

(b) any reference to the licensing authority in &tile 5 shall be read as a reference
to the competent authority of a member State.

(7) If the competent authority of a member Statecpeds to suspend, vary or remove a
person’s entry on the list in accordance with tf@rijgsions of regulation 2561 it must give a
notice to that person.

(8) The notice must—
(a) give particulars of the suspension, variatioreonoval; and

(b) give reasons for the decision to suspend, sangmove the person’s entry on the
list.

(9) Paragraphs (7) and (8) are without prejudicarty requirement of Schedule 5 as to
notification.

Suspension of a person’s entry on the list in casesurgency

256K—(1) The competent authority of a member State inayediately suspend a
person’s entry on the list for a period not excegdhree months where it appears to that
competent authority that in the interests of saitdtyappropriate to do so.

(2) This paragraph applies where—
(a) aperson’s entry on the list has been suspemugel paragraph (1); and

(b) it appears to the competent authority of a mantitate that it is necessary to
consider whether the person’s entry on the listkhbe—

(i) further suspended or varied, or
(i) removed from the list.

(3) Where paragraph (2) applies, the competenbaityof a member State must proceed
as set out in regulation 2561 (but this is subjegiaragraph (4)).

(4) Paragraph (5) applies where, in circumstancesrev paragraph (2) applies, the
competent authority of a member State proceedsiaswt in regulation 2561 and any
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proceedings under that regulation have not beailyinlisposed of before the end of the
period for which the person’s entry was suspendadeu paragraph (1) or further
suspended under paragraph (5).

(5) If it appears to the competent authority of amnmber State to be necessary in the
interests of safety to do so, the authority maghier suspend the person’s entry on the list
for a period which (in the case of each furthepsuasion) is not to exceed three months.

(6) In the event that any challenge against a gectignder regulation 2561 to suspend,
vary or remove a person’s entry on the list is madean application under regulation
322(4) (validity of decisions and proceedings) agaaph (5) shall apply, but this is without
prejudice to regulation 322(6)(a) (interim ordeitlué High Court).

Variation of a person’s entry on the list on the aplication of that person
256L—(1) This regulation applies if a person enteredhanlist applies to the competent
authority of a member State for a variation of pleeson’s entry on the list.
(2) The application must—
(@) be in writing;
(b) specify the variation requested;
(c) be signed by or on behalf of the applicant; and

(d) be accompanied by such information as may beimred to enable the competent
authority of a member State to consider the apipdica

(3) The competent authority of a member State mast a person’s entry on the list or
refuse to vary it within 30 days beginning with ity after the date when that competent
authority receives the application.

(4) The competent authority of a member State miag @ notice to the applicant
requiring the applicant to supply further inforneatiin connection with the application
within the period specified in the notice.

(5) If a notice under paragraph (4) requires theliepnt to provide the competent
authority of a member State with information, théormation period is not to be counted
for the purposes of paragraph (3).

(6) In paragraph (5), the “information period” medhe period—
(a) beginning with the day on which notice undeagaaph (4) is given; and

(b) ending with the day on which the competent auith of a member State receives
the information or the applicant shows to that cetapt authority’s satisfaction
that the applicant is unable to provide it.

(7) Nothing in this regulation affects the powensiferred by regulations 2561 and 256K.

Offences: breach of regulations and false informatin

256M—(1) A person is guilty of an offence if the persen
(a) contravenes regulation 256B(1); or

(b) offers medicinal products for sale at a distantherwise than in accordance with
the conditions in regulation 256H.

(2) A person is guilty of an offence if the persorowingly gives false information in—
(a) an application to be entered on the list iroed@nce with regulation 256C(2);
(b) an application for a variation in accordancehwegulation 256L(2); or
(c) response to a notice under regulation 256L(4).

(3) A person is guilty of an offence if, withoutasonable excuse, the person fails to
comply with a notice under regulation 256F(3) 062(1).

32



(4) A person is guilty of an offence if that perdaiis to inform the competent authority
of a member State—

(a) of afalsified medicinal product in accordamgth regulation 256F(1); or
(b) about a material change of circumstances inrdemce with regulation 256F(2).

(5) It is a defence for a person charged with dengie under paragraph (4) to show that
the person exercised all due diligence to avoidroitting the offence.

Penalties

256N—(1) A person guilty of an offence under regulatR&6M(1), (2) or (4) is liable—
(&) on summary conviction to a fine not exceedimgstatutory maximum; or

(b) on conviction on indictment to a fine, to ingwnment for a term not exceeding
two years, or to both.

(2) A person guilty of an offence under regulatidgB6M(3) is liable on summary
conviction to a fine not exceeding level 3 on ttendard scale.”

Substitution of regulation 327

29—(1) Regulation 327 (powers of inspection, sampéng seizure) is amended as follows.
(2) For paragraph (4)(c) substitute—

“(c) in relation to an application under Parts 3do 8 in order to verify any statement
made by an applicant for—

(i) a manufacturer’s licence,
(i) a wholesale dealer’s licence,
(i) a brokering registration,
(iv) registration as an importer, manufacturedistributor of active substances,
(v) a marketing authorisation,
(vi) a certificate of registration,
(vii) a traditional herbal registration, or
(viii) an Article 126a authorisation;

(d) in relation to a person’s notification to seledicinal products at a distance under
Part 12A.”

(3) For paragraphs (2) to (4) substitute—
“(2) The things mentioned in paragraph (1) are—
(a) a substance or article appearing to the inepactbe a medicinal product or an
active substance;
(b) an article appearing to the inspector to be—

(i) a container or package used or intended tad®s to contain a medicinal
product or an active substance, or

(i) a label or leaflet used or intended to beduseconnection with a medicinal
product or an active substance;

(c) plant or equipment, including computer equiptn@ppearing to the inspector to
be used or intended to be used in connection \kighnhanufacture, assembly,
importation, sale, supply or advertising of, or Vdsale dealing in, medicinal
products or active substances;

(d) any process of manufacture or assembly of nmlicproducts or active
substances;
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(e) the way in which medicinal products or activbstances, or the materials used in
the manufacture of medicinal products or activestarres, are tested at any stage
in the process of manufacture or assembly;

(f) information and documents relating to the mactire, assembly, importation,

sale, supply or advertising of, or wholesale degiim medicinal products or active
substances;

(g) information and documents relating to the satdtmedicinal products or active
substances, including information and documentgirg to compliance with—

(i) conditions imposed under any of regulations(&nditions of UK marketing
authorisation: general), 60 (conditions of UK mairkg authorisation:
exceptional circumstances), 61 (conditions of UKrketing authorisation:
new obligations post-authorisation) or 105 (cowdiéi of certificate of
registration),

(ii) the requirements of Part 11 (pharmacovigiinc

(iii) obligations and conditions under Articlesal@), 14(7), 14(8), 16 or 57(2) of
Regulation (EC) No 726/2004,

(iv) the requirements of Chapter 3 (pharmacovigied of Title 1l of Regulation
(EC) No 726/2004,

(v) the requirements of the Implementing Reguratas defined in regulation
177(5) (pharmacovigilance: interpreting provisicamd

(vi) obligations under regulations 75 (obligatimnprovide information relating to
safety) and 76 (obligation in relation to produdbrmation).

(3) The inspector may for the purposes specifiegharagraph (1) take or purchase a
sample of a substance or article which appeaftstinspector to be—

(a) a medicinal product or an active substance lwtscor is intended to be, sold or
supplied; or

(b) a substance or article used, or intended touded, in the manufacture of a
medicinal product or an active substance.

(4) The inspector may for the purposes specifiedodnagraph (1) require a person
carrying on a business which consists of or indudke manufacture, assembly,
importation, sale, supply or advertising of, or W@sale dealing in, medicinal products or
active substances, or a person employed in commeutith such a business, to produce
information or documents relating to the businebgckvare in the person’s possession or
under the person’s control.”

(4) For paragraph (6) substitute—
“(6) The inspector may seize and retain a substaneeticle appearing to the inspector to
be a medicinal product or an active substanceeifitispector reasonably believes that an

offence under these Regulations is being or has beeamitted in relation to, or by means
of, that substance or article.”

Amendment of regulation 330

30. In regulation 330 (analysis of samples: other €ader paragraphs (1) and (2) substitute—

“(1) This regulation applies where a person othantan inspector or a person authorised
by an enforcement authority has purchased an agtilvstance or a medicinal product.

(2) The person may submit a sample of the activestamce or medicinal product for
analysis to the public analyst for the area in Wwhibhe active substance or medicinal
product was purchased or, if for the time beingethe no public analyst for the area, to the
public analyst for another area.”

34



Substitution of regulation 346

31. For regulation 346 (review) substitute—

“Review
346—(1) The Secretary of State must from time to tioary out a review of the
provisions listed in paragraph (2).
(2) Those provisions are—
(@) Chapters 1, 3 and 4 of Part 3;
(b) Parts 11 and 12A,;
(c) regulations—
(i) 18(6)(a),
(i) 20(1),
(iiiy 37(4)(b), (5), (6), (11) and (12),
(iv) 43(5), (6)(a), 7(c)(ii)) and (vii), (8) and.Q) to (14),
(v) 44(1)to (6),
(vi) 59,
(vii) 60(3)(b), (9) and (10),
(viii) 61,
(ix) 63,
(x) 64(4)(b), (d) and (e), (5)(a) and (6)(c),
(xi) 65(2),
(xii) 66(5) and (6),
(xiii) 68(2)(a) and (b), (5) and (12A),
(xiv) 69(2)(a) and (b), (5) and (10),
(xv) 75(2)(b) and (c),
(xvi) 76,
(xvii) 79,
(xviii) 85,
(xix) 86,
(xx) 97,
(xxi) 105(3)(b),
(xxii) 107(2),
(xxiii) 108(5),
(xxiv) 110(8A),
(xxv) 115(2)(b) and (c),
(xxvi) 132(2),
(xxvii) 133(5) and (6),
(xxviii) 135(10A),
(xxix) 266(4) and (5),
(xxx) 327(2)(g) and insofar as the provision retato active substances paragraphs
(2)(c)(iii), (iv) and (viii), (2)(a) to (f), (3),4) and (6),
(xxxi) 330(1) and (2),
(xxxii) 331, and
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(xxxiii) regulation 349 insofar as it repeals $@ct10(7) of the Medicines Act 1968;
and

(d) Schedules—
() 5 paragraphs 1(1)(b) to (d), (2)(b) to (d)LB)(b)(vi) to (viii), 5(2)(f) to (h),
(i) 7A,
(iif) 8 paragraphs 9A, 12, 13, 19 and 23,
(iv) 12 paragraph 21, and
(v) 27 paragraphs 14 and 15.
(3) The Secretary of State must—

(a) set out the conclusions of a review carriedilm@ccordance with paragraph (1) in
a report; and

(b) publish the report.

(4) In carrying out the review the Secretary oft&tanust, so far as is reasonable, have
regard to how the 2001 Directive, Directive 2010iB4(a) and Directive 2011/62/EbB}
are implemented in other member States in relabaime subject matter of the provisions
mentioned in paragraph (2).

(5) The report must in particular—

(a) set out the objectives intended to be achiéyetthe regulatory system established
by the provisions of these Regulations that implentieose Directives in relation
to the subject matter of the provisions mentiomegaragraph (2)(a), (b), (c)(i) to
(xxix) and (d);

(b) assess the extent to which those objectiveadreved; and
(c) assess whether those objectives remain apptepand, if so, the extent to which

(6) The first report under this regulation mustdodlished before the end of the period of
five years beginning with the day on which thesguaions come into force.

(7) Reports under this regulation are afterwardsetpublished at intervals not exceeding
five years.”

Amendment of Schedule 5

32.In Schedule 5 (review upon oral representations)—
(a) for paragraph 1 substitute—
“1—(1) This Schedule applies if a person (“the agpitt) mentioned in sub-paragraph
(2) notifies the licensing authority that the apaplit wishes the licensing authority to

submit the proposal or as the case may be theidedds review upon oral representations
under—

(a) regulation 27(3)(b);
(b) regulation 45H(3)(b);
(c) regulation 45R(3)(b);
(d) regulation 256J(4)(b); or
(e) Partl, 2 or 3 of Schedule 11.
(2) Those persons are—
(a) inrespect of notification under regulation2lp) the licence holder;

(a) Directive 2010/84/EU of the European Parliamert af the Council (OJ No L 348, 31.12.2010, p74).
(b) Directive 2011/62/EU of the European Parliamert af the Council (OJ No L 174, 1.7.2011, p74).
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(b) in respect of a notification under regulaticsH4{3)(b) the person registered as a
broker;

(c) in respect of a notification under regulatidsR43)(b) the person with an active
substance registration;

(d) in respect of a notification under regulaticb62(4)(b) the person on the list in
accordance with Part 12A; and

(e) inrespect of a notification under Part 1, 3af Schedule 11—

() an applicant for a UK marketing authorisatiaertificate of registration or
traditional herbal registration,

(i) an applicant for the renewal of an authoimat certificate or registration, and
(i) the holder of an authorisation, certificaieregistration.”:
(b) in paragraph 3(11)(b)—
(i) in paragraph (iv) omit “or”;
(ii) before the closing words “as the case may be” taser
“(vi) to proceed to suspend, vary or remove thes@es broker registration,

(vii) ro proceed to suspend, vary or remove thes@®s active substance
registration, or

(viii) to proceed to suspend, vary or remove thespn’s entry on the list,”; and
(c) in paragraph 5(2)—

(i) in sub-paragraph (d) after “application;” omit “pr”

(ii) for sub-paragraph (e) substitute—
“(e) to revoke, vary or suspend the authorisatientificate or registration;
(f) to proceed to suspend, vary or remove a pessorgker registration;
(g) to proceed to suspend, vary or remove a pessmiive substance registration; or
(h) to proceed to suspend, vary or remove a pessantty on the list,”.

Insertion of Schedule 7A

33.Immediately after Schedule 7 (qualified personsgit—

“SCHEDULE 7A Regulation 45N(5)(b)

Information to be provided for registration as anporter,
manufacturer or distributor of active substances

1. The name and address of the applicant.

2. The name and address of the person (if any) makiegpplication on the applicant’s
behalf.

3. The address of each of the premises where anyatiges to which the registration
relates are to be carried out.

4.The address of any premises not mentioned by evidlithe above requirement,
where—

(a) the applicant proposes to keep any living atipfeom which substance(s) used in
the production of the active substance(s) to wiiehapplication relates are to be

derived;

(b) materials of animal origin from which an actisabstance is to be derived, as
mentioned in the above sub-paragraph, are to be kep
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5. The address of each of the premises where acth&tances are to be stored, or from
which active substances are to be distributed.

6. The address of each of the premises where anggestsociated with the manufacture
or assembly of active substances to which the tratjisn relates.

7. The name, address, qualifications and experiehttee@erson whose duty it will be to
supervise any manufacturing operations, and thesreamd job title of the person to whom
they report.

8. The name, address, qualifications and experierfcégh@ person who will have
responsibility for the quality control of activelmstances, and the name and job title of the
person to whom they report.

9. The name, address, qualifications and experiehtteegerson whose duty it will be to
supervise any importation, storage or distributiperations, and the name and job title of
the person to whom they report.

10. The name, address and qualifications of the peisd® responsible for any animals
kept as mentioned in paragraph 4(a).

11.The name, address and qualifications of the persbe responsible for the culture of
any living tissue for use in the manufacture ofative substance.
12. For each active substance to be manufactured rieghar distributed—

(@) the CAS registration numbay(assigned to that active substance by the Chemical
Abstracts Service, a division of the American ChlexhEociety;

(b) where applicable, the Anatomical TherapeutiteGary coddf) assigned to that
active substance under the Anatomical Therapeutientical Classification
System used for the classification of drugs by \terld Health Organisation’s
Collaborating Centre for Drug Statistics Methodgfog

(c) either—
() the International Union of Pure and Appliededtistry nomenclature, or
(i) the common name; and
(d) the intended quantities of each active substdode manufactured, imported or
distributed.
13.Details of the operations to which the registratrelates, including a statement of
whether they include—
(&) the manufacture of active substances;
(b) the importation of active substances from tlcindntries;
(c) the storage of active substances; or
(d) the distribution of active substances.
14. A statement of the facilities and equipment avdélaat each of the premises where
active substances are to be manufactured, stordidtabuted.
15. A statement as to whether the particular activestsunces are intended for—
(a) use in a medicinal product with an EU markeanghorisation;
(b) use in a special medicinal product; or
(c) export to a third country.

(a) Further information is available from the websifeahe Chemical Abstracts Service at www.cas.org.
(b) Further information is available from the websgitethe WHO Collaborating Centre for Drug Statistidethodology at
www.whocc.no.
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16. A separate statement in respect of each of thmipes mentioned in the application
of—

(a) the manufacturing, storage or distribution afiens carried out at those sites, and
the specific active substances to which those idetwelate; and

(b) the equipment available at those premisesdoying out those activities.

17. A statement of the authority conferred on the @eresponsible for quality control to
reject unsatisfactory active substances.

18. A description of the arrangements for the idecdifion and storage of materials
before and during the manufacture of active sulss®n

19.A description of the arrangements for the idecdifion and storage of active
substances.

20.A description of the arrangements at each of tremses where the applicant
proposes to store active substances for ensurtdaraas practicable, the turn-over of
stocks of active substances.

21. A description of the arrangements for maintaining—

(a) production records, including records of mantufee and assembly;

(b) records of analytical and other tests usethéncourse of manufacture or assembly
for ensuring compliance of materials use in martufag or of active substances,
with the specification for such materials or actubstances;

(c) records of importation;
(d) records of storage and distribution.

22. A description of the arrangements for keepingrezfee samples of—
(&) materials used in the manufacture of activestsuiizes; and
(b) active substances.
23.Where the application relates to active substaimdesded for use in an advanced
therapy medicinal product, an outline of the areangnts for maintaining records to allow
traceability containing sufficient detail to enaltke linking of an active substance to the
advanced therapy medicinal product it was useddemtanufacture of and vice versa.
24 Detalls of—

(a) any manufacturing, importation, storage orrifigtion operations, other than those
to which the application for registration relatearried on by the applicant on or
near each of the premises, and

(b) the substances or articles to which those dipesarelate.”

Amendment of Schedule 8

34.In Schedule 8 (material to accompany an applindiio a UK marketing authorisation) after
paragraph 9 insert—

“9A. A written confirmation that the manufacturer oé timedicinal product has verified
compliance of the manufacturer of the active sutzstawith the principles and guidelines
of good manufacturing practice by conducting audits accordance with regulation
37(5)(a) and containing—

(a) information about the date of the audit; and

(b) a declaration that the outcome of the auditfioms that the manufacturing
complies with the principles and guidelines of gomahufacturing practice.”
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PART 3
Revocations

The Human Medicines Regulations 2012

35.Regulation 32 (sale and supply of starting magriaf the Human Medicines Regulations
2012 is revoked.

Signed by authority of the Secretary of State fealth.

Earl Howe
Parliamentary Under-Secretary of State,
18th July 2013 Department of Health
Edwin Poots
22nd July 2013 Minister for Health, Social Servieesl Public Safety
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EXPLANATORY NOTE
(This note is not part of the Regulations)

These Regulations amend the Human Medicines RégwaR012 (“the 2012 Regulations”) in
order to implement—

Directive 2011/62/EU of the European Parliamemd af the Council of 8 June 2011
amending Directive 2001/83/EC on the Community coglating to medicinal products
for human use, as regards the prevention of they émtio the legal supply chain of
falsified medicinal products (“Directive 2011/62/BYJ

Commission Implementing Regulation (EU) No 520/20of 19 June 2012 on the
performance of pharmacovigilance activities prodidior in Regulation (EC) No
726/2004 of the European Parliament and of the €iband Directive 2001/83/EC of the
European Parliament and of the Council (“the Im@ating Regulation”);

an EU Corrigenduna) which corrects an error in Regulation (EU) No 32910 of the
European Parliament and of the Council of 15 Dean#)10 amending, as regards
pharmacovigilance of medicines for human use, Raigul (EC) No 726/2004 laying
down Community procedures for the authorisation suqgkrvision of medicinal products
for human and veterinary use and establishing afaan Medicines Agency, and
Regulation (EC) No 1394/2007 on advanced therapdicimal products (“the EU
Corrigendum).

The majority of provisions in these Regulationsrddtice new provisions into the 2012
Regulations in relation to brokers, active substanand the sale of medicinal products at a
distance in order to implement Directive 2011/62/EUparticular—

regulation 3 updates the general interpretatronipions to insert new definitions;

regulations 4 to 6, 9 to 15, 17, 19 and 20 anpodisions relating to manufacturers or
wholesalers of medicinal products, marketing auglations and traditional herbal
registrations;

regulation 16 inserts new provisions relating bimkers of medicinal products and
importers, manufacturers or distributors of aciubstances;

regulation 28 inserts new provisions relatingthe sale at a distance of medicinal
products;

regulation 30, 34 and 35 make consequential ament related active substances;

regulation 32 amends provisions so that brokérmedicinal products and importers,
manufacturers and distributors of active substaneesapply for certain decisions to be
reviewed upon oral representations; and

regulation 33 inserts a new Schedule in relationinformation requirements for
registration in relation to active substances.

Regulations 21, 23 and 25 amend the 2012 Regusativarder to provide sanctions for breaches
of obligations and requirements imposed by the émgnting Regulation in relation to
pharmacovigilance activities and regulation 22 msakeonsequential changes to remove
duplication of obligations.

Regulations 18 and 24 make amendments to ensurertiss-references to Regulation (EC) No
726/2004 that were amended by the EU Corrigenduen carrectly reflected in the 2012
Regulations.

Regulations 7, 26 and 27 insert new provisions itlte 2012 Regulations that enable
physiotherapist independent prescribers and pagtidgtrdependent prescribers to mix, sell or
supply certain types of prescription only medicines

(@ OJNolL 201, 27.7.2012, p138.
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Regulation 8 amends the 2012 Regulations so thateva licence holder wishes to make oral
representations to the licensing authority a fggigble by the licence holder.

Regulations 29 and 31 amend the 2012 Regulationgntgure that regulations related to

inspections, sampling and seizure and the revieprafisions can be applied in relation to new

provisions for brokers, the importation, manufaetand distribution of active substances and the
sale of medicines to the public at a distance.
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