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The Secretary of State is a Minister designatedHerpurposes of section 2(2) of the European
Communities Act 1972 (“the 1972 Act”) in relation to—

(a) biocidesb);

(b) the regulation and control of classification, pagikg and labelling of dangerous
substances and preparatiogys (

(c) measures relating to consumer protectdn(
(d) the control of the import and export of goagsand

(8) 1972 c.68. Section 2(2) was amended by sectiaof #7e Legislative and Regulatory Reform Act 2@6%1) and section 3
of, and Part 1 of the Schedule to, the EuropearotJhmendment) Act 2008 (c.7). The power of Ministéo make
regulations in relation to matters in or regardstad is preserved by section 57(1) of the Scdtiact 1998 (c.46).

(b) S.I. 1999/2788.

(c) S.I.1976/897.

(d) S.I. 1993/2661.

(e) S.1.1983/1706.



(e) the notification and control of substan@s(

The Secretary of State makes these Regulations—

(a) in exercise of the powers conferred by section 8{2and paragraph 1B) of Schedule 2
to, the 1972 Act; and sections 15(1), (2), (3)6¢k), (6), (8) and (9), and 82(3)(a) of, and
paragraphs 1(1)(b) and (c) and (4), 2(1), 4(1)Y1&1) and 15(1) of Schedule 3 to, the
Health and Safety at Work etc. Act 19@4(‘the 1974 Act”), and

(b) for the purposes of giving effect without modificeis to proposals submitted to him by
the Health and Safety Executive under section {d)®¥ the 1974 Act.

Before submitting proposals for these Regulationthé Secretary of State, the Health and Safety
Executive has carried out the consultations thaeaped to it to be appropriate, as required by
section 50(3) of the 1974 Act.

These Regulations make provision for a purpose iovegd in section 2(2) of the 1972 Act and it
appears to the Secretary of State that it is eepedior references in these Regulations to—

(a) Regulation (EU) No 528/2012 of the European Pagiainand of the Council of 22 May
2012€) concerning the making available on the marketwsalof biocidal products to be
construed as including references to Annexes Ytoflthat Regulation as those Annexes
are amended from time to time;

(b) Regulation (EC) No 1272/2008 of the European Radiat and of the Council of 16
December 2008) on classification, labelling and packaging of sahses and mixtures,
amending and repealing Directives 67/548/EEC an®9M®/EC and amending
Regulation (EC) No 1907/2006, to be construed elsiding references to Articles 6(5),
11(3), 12, 14, 18(3)(b), 23, 25 to 29, 35(2) secand third sub-paragraphs and Annexes
| to VII of that Regulation as those Articles andrn&xes are amended from time to time;
and

(c) Regulation (EU) No 649/2012 of the European Pasiaimand of the Council of 4 July
2012¢) concerning the export and import of hazardousritas to be construed as
including references to Annexes |, Il, V and VItbat Regulation as those Annexes are
amended from time to time.

PART 1
INTRODUCTION

Citation, commencement and extent

1. These Regulations may be cited as the Biocidatlits and Chemicals (Appointment of
Authorities and Enforcement) Regulations 2013.

2—(1) Except as provided by paragraphs (2) to {%s¢ Regulations come into force on 1st
September 2013.

(2) Chapter 2 of Part 3 of these Regulations comedant@ on 1st June 2015.

(@ S.I.1981/1536.

(b) Paragraph 1A of Schedule 2 was inserted by se28oof the Legislative and Regulatory Reform A@0@ (c.51).

(c) 1974 c.37; sections 15 and 50 were amended bigrtipdoyment Protection Act 1975 (c.71), SchedulgpBsagraphs 6 and
16 respectively.

(d) Section 11(3) was amended by the Legislative iReftlealth and Safety Executive Order) 2008 (SA&960).

() OJNo L167,27.06.12, p.1.

(f) OJ No L353,31.12.08, p.1.

(99 OJNo L201, 27.07.12, p.60.



(3) In so far as they apply to Chapter 2 of Part 3heké Regulations or the CLP Regulation,
regulations 4, 30 to 32 and 33(1) and Schedular®dato force on 1st June 2015.

(4) Chapter 3 of Part 3 of these Regulations, regulatié, 33(2) and 34(f) and Part 1 of
Schedule 4 come into force on 1st March 2014.

(5) In so far as they apply to Chapter 3 of Part 3hesé Regulations or the PIC Regulation,
regulations 4, 31, 32 and 33(1) come into forcdsirMarch 2014.

3—(1) These Regulations shall not extend to Norttealand except as provided by paragraphs
(2) and (3).

(2) Regulations 1, 2(1), (4) and (5), 7, 33(2) and B4afd Chapter 3 of Part 3 of these
Regulations shall extend to Northern Ireland.

(3) In so far as regulations 4, 31, 32 and 38 appl@hapter 3 of Part 3 of these Regulations or
the PIC Regulation, they shall extend to Northeetahd.

(4) Except for the regulations listed in paragraph (Bgse Regulations apply outside Great
Britain as sections 1 to 59 and 80 to 82 of the41Agt apply by virtue of the Health and Safety at
Work etc. Act 1974 (Application Outside Great BnjeOrder 2013).

(5) The regulations referred to in paragraph (4) are—
(a) regulation 7;
(b) Chapter 3 of Part 3; and

(c) regulations 4, 31, 32 and 33 in so far as theyyafplChapter 3 of Part 3 or to the PIC
Regulation.

Interpretation

4—(1) In these Regulations—
“the 1974 Act” means the Health and Safety at Waidk Act 1974;
“the 1978 Order” means the Health and Safety ati{fdorthern Ireland) Order 1978);

“the Great Britain Executive” means, for the pugmsf regulation 7 and Chapter 3 of Part 3,
the Health and Safety Executive established uretgion 10¢) of the 1974 Act;

“the 1998 Regulations” means the Health and SafBtyforcing Authority) Regulations
1998¢);

“the 2006 Regulations” means the Health and Sqtetyorcing Authority for Railways and
Other Guided Transport Systems) Regulations 2)06(

“the 2009 Regulations” means the Chemicals (Hak#mmation and Packaging for Supply)
Regulations 2009);

“the Biocides Regulation” means Regulation (EU) B&8/2012 of the European Parliament
and of the Council concerning the making availabie the market and use of biocidal
products, of which Annexes | to IV are to be reacmended from time to time;

“the CLP Regulation” means Regulation (EC) No 12028 of the European Parliament and
of the Council of 16 December 2008 on classificatiabelling and packaging of substances
and mixtures, amending and repealing DirectiveS8/EEC and 1999/45/EC, and amending
Regulation (EC) No 1907/2006, of which Articles %(51(3), 12, 14, 18(3)(b), 23, 25 to 29,

35(2) second and third sub-paragraphs and Annet@¥Il are to be read as amended from
time to time;

“the Commission” means the Commission of the Eumapgégnion;

(@ S.I.2013/240.

(b) S.I.1978/1039 (N.I. 9).

(c) Section 10 was amended by S.I. 2008/960.

(d) S.l1.1998/494, to which there are amendmentseietant to these Regulations.

(e) S.l. 2006/557, as amended by S.1. 2006/2739,/3207 2007/1573 and 2008/2323.
(f) S.l.2009/716, as amended by S.I. 2011/228, 2048 and 2011/2131.



“competent authority” means the authority or auties appointed in a Member State for the
purpose of carrying out the duties of a competeitiaity under the Biocides Regulation or
the CLP Regulation;

“contravention” includes a failure to comply andhtravene” has a corresponding meaning;
“devolved administration” means the Scottish Miaistor the Welsh Ministers;

“inspector’” means—

(a) a person appointed under section 19 of the 19740kct

(b) for the purposes of Chapter 3 of Part 3, a perablimd within paragraph (a) or a person
appointed under Article 21 of the 1978 Order;

“local authority” means—

(a) in relation to England, a county council so faritas the council for an area for which
there are no district councils, a district counail,ondon borough council, the Common
Council of the City of London, the Sub-Treasurertioé Inner Temple, the Under-
Treasurer of the Middle Temple, or the Councilkaf tsles of Scilly;

(b) in relation to Wales, a county council or countydagyh council; and

(c) inrelation to Scotland, a council constituted ursktion 2 of the Local Government etc.
(Scotland) Act 1994);

“local weights and measures authority” has the nmgaim section 69 of the Weights and
Measures Act 1985];

“the Northern Ireland Executive” means the Healid Safety Executive for Northern Ireland
established under Article 12 of the 1978 Order;

“the PIC Regulation” means Regulation (EU) No 683/2 of the European Parliament and of
the Council of 4 July 2012 concerning the expod enport of hazardous chemicals, of which
Annexes |, 1l, V and VI are to be read as amendeuh time to time;

“work” shall be construed in accordance with setB@ of the 1974 Act.
(2) Expressions used in both—
(a) Chapter 1 of Part 3 of, or Schedule 2 to, thesauRégns; and
(b) the Biocides Regulation,
have the same meaning in these Regulations asi#tveyin the Biocides Regulation.
(3) Expressions used in both—
(@) Chapter 2 of Part 3 of these Regulations; and
(b) the CLP Regulation,
have the same meaning in these Regulations afhi#tveyin the CLP Regulation.
(4) Expressions used in both—
(a) regulation 7 or Chapter 3 of Part 3 of these Reiguis; and
(b) the PIC Regulation,
have the same meaning in these Regulations ah#weyin the PIC Regulation.

(@ 1994 c.39.
(b) 1985 c.72; as amended by the Local Governmente@yact 1994, s.66(6), Sch 16, para 75 and tmal Government
(Scotland) Act 1973, s.149(6) Sch 1, para 144.



PART 2

APPOINTMENT OF COMPETENT AUTHORITIES AND DESIGNATED
NATIONAL AUTHORITIES

Competent authorities and designated national authidties
5—(1) Subject to paragraph (2), for the purposeartitle 81(1) of the Biocides Regulation the
competent authority is—
(&) in England, the Secretary of State;
(b) in Scotland, the Scottish Ministers; and
(c) in Wales, the Welsh Ministers.
(2) In relation to matters outside the competence déweolved administration, the competent
authority is the Secretary of State.
6—(1) Subject to paragraph (2), for the purposediuictle 43 of the CLP Regulation the
competent authority is—
(&) in England, the Secretary of State;
(b) in Scotland, the Scottish Ministers; and
(c) in Wales, the Welsh Ministers.
(2) In relation to matters outside the competence déweolved administration, the competent
authority is the Secretary of State.
7. The Great Britain Executive and the Northern hdl&xecutive are the designated national
authorities—

(a) to act for the performance of the administrativections required by the PIC Regulation,
in accordance with Article 4 of that Regulationgdan

(b) to have the responsibility for controlling the erpand import of chemicals listed in
Annex | of the PIC Regulation, in accordance wittidde 18 of that Regulation.

PART 3

CHAPTER 1
BIOCIDAL PRODUCTS

Application of the 1974 Act

8—(1) The following provisions of the 1974 Act apgly regulations 12 and 13(2) of these
Regulations and the Biocides Regulation as if theeye health and safety regulations for the
purposes of that Act, subject to the following psaans of this Chapter and to the extent that they
would not otherwise do so—

(a) sections 18 to 26 (in relation to enforcement); and
(b) subject to regulations 32 and 33(1), sections 3&t@n relation to offences).

(2) The sections of the 1974 Act referred to in panalgrél) shall not apply to duties placed by
the Biocides Regulation on the competent authoritylember State.

(3) A failure by any person to discharge a duty refémein paragraph (4) shall not constitute
an offence under section 33(1)(c) of the 1974 Act.

(4) The duties referred to in paragraph (3) are thosgained in Articles 6(1), 7(1) 13(1), (2)(b)
and (3), 20(1) and (3), 26(1), 29(1), 31(1), 33(3%(1) and (2), the second and third sub-
paragraphs of 39(1), 43(1), 45(1), (2)(b) and B8)2), the second and third sub-paragraphs of



53(1), 53(4), 54(1) and (2), 59(2), 62(1), 63(2),&nd (3), 64(2), 71(3), the second sub-paragraph
of 79, the second sub-paragraph of 89(3), 93(1)%&it]) of the Biocides Regulation.

(5) Any function of the Health and Safety Executive eindny provision of the 1974 Act in
respect of health and safety regulations (includivair enforcement) shall be exercisable as if this
Chapter and the Biocides Regulation were, to thenéxhat they would not otherwise be so,
health and safety regulations for the purposebaifAct.

(6) The sections of the 1974 Act which are appliechtoBiocides Regulation by paragraph (1)
apply to the Biocides Regulation as if any refeestoe—

(a) danger, or danger to health and safety, were aerefe to danger to the health or safety
of humans or animals or to danger to the envirornzemd

(b) harm were a reference to harm to humans, animdleanvironment.

(7) Sections 22 and 25 of the 1974 Act apply to theciBies Regulation as if the reference to
serious personal injury in those sections werdeagace to—

(a) serious personal injury to humans;
(b) a breach of the Biocides Regulation and seriousyirip animals; or
(c) a breach of the Biocides Regulation and seriousiharthe environment.

Allocation of enforcement responsibility

9—(1) Notwithstanding the 1998 Regulations, and ectbjto paragraphs (2) to (6), the
enforcing authority for regulations 12 and 13(2)e#se Regulations and the Biocides Regulation
is the Health and Safety Executive or the OfficeRafil Regulation, determined in accordance
with the provisions of the 2006 Regulations.

(2) Where a biocidal product or treated article is pthon the market or made available on the
market—

(a) in or from any shop, mobile vehicle, market stalbther retail outlet; or
(b) otherwise to members of the public, including bywéafree sample, prize or mail order,

the enforcing authority for regulation 12 of thédegulations and for the Articles of the Biocides
Regulation listed in paragraph (3) is the localgh&s and measures authority.

(3) The Articles referred to in paragraph (2) are—
(a) Article 17(1), in so far as it relates to makingddal products available on the market;
(b) Article 58(2) to (6);
(c) Article 69(1) and (2); and
(d) Article 95(3).

(4) The enforcing authority for Article 72 of the Bideis Regulation is the local weights and
measures authority.

(5) Subject to paragraph (6), the 1998 Regulationsyajopthe enforcement of Article 17(1) (in
so far as it relates to the use of biocidal prosluand Articles 17(5), 56(1) and (2) of the Biocide
Regulation.

(6) The enforcing authority for Article 17(1) (in sorfas it relates to the use of biocidal
products) and Article 17(5) of the Biocides Regolat—

(a) inrespect of any use not related to an activitwiving work; or
(b) in respect of any use by a domestic servant invaterhousehold,
is the local authority for the area in which the vscurs.

Limitation on entry to domestic premises in certaincircumstances

10—(2) In this regulation—



“domestic premises” means premises occupied asvat@rdwelling (including any garden,
yard, garage, outhouse or other appurtenance of geenises which is not used in common
by the occupants of more than one such dwelling); a

“justice” means—
() in relation to England and Wales, a justice offieace; and
(ii) in relation to Scotland, a sheriff, stipendiary risérgte or justice of the peace.

(2) An inspector may not enter domestic premises inetkercise of that inspector’'s powers
under the 1974 Act, as applied to the Biocides Reigm by virtue of regulation 8(1)(a) of these
Regulations, in respect of an activity which is,rmtis not related to, an activity involving work,
unless a justice has issued a warrant authoriem@nspector to enter and exercise that inspector’s
powers in those premises.

(3) A justice may not issue such a warrant unless,rmoapglication made by the inspector, the
justice is satisfied—

(a) that the inspector has reasonable grounds for Vi@jjethat there is present in the
domestic premises anything to which those powedasereand

(b) that—

(i) it is not practicable to communicate with any parsatitled to grant entry to those
premises;

(i) a person entitled to grant entry to those premisas unreasonably refused an
inspector entry;

(iii) entry to those premises is unlikely to be granteldss a warrant is produced; or

(iv) the purpose of entry may be frustrated or seriopsfjudiced unless an inspector
arriving at those premises can secure immediatg enthem.

Confidentiality

11.Information provided to the competent authoritylenthe Biocides Regulation must not be
treated as relevant information for the purposesection 28 of the 1974 Act.

Labelling

12. The information required by Article 69 of the Bides Regulation to be shown on the label
of a biocidal product must be in English, whethenat it is also in another language.

Essential use

13—(1) In this regulation—

“essential use active substance” means an actiwstance in respect of which the
Commission has granted a derogation for essergmlwnder Article 5 of the fifth review
regulation; and

“the fifth review regulation” means Commission Rigwn (EC) No 1451/200%&.

(2) A person must not place on the market a biocidadlyet containing an essential use active
substance without an authorisation under this edigu.

(3) Where a person submits an application under tlyslagon to the competent authority for
the authorisation of a biocidal product, the corapefuthority may authorise the placing on the
market of that product.

(4) The competent authority may only grant an authtasainder this regulation if it concludes
that, taking into account all available informatidnis reasonable to assume that continued use of

(@) 0OJL325,11.12.2007, p. 3.



that biocidal product does not have any unacceptefféct on human or animal health or on the
environment.

(5) An authorisation granted under this regulation must

@)
(b)
(€)

require that the biocidal product is placed onrtfagket only for the essential use allowed
for by the derogation;

impose any risk reduction measures that the compatehority considers appropriate for
that product; and

be granted for a period of time not exceeding preainitted by the derogation granted by
the Commission.

(6) The competent authority may extend an authorisatithe Commission makes a decision or
adopts a regulation to extend the derogation.

(7) An authorisation granted under this regulation mayose labelling requirements.

Appeal

14—(1) Subject to paragraphs (3) and (4), a persBi) (hay appeal to the appropriate person
if P is aggrieved by a decision of the competerthaity under any article of the Biocides
Regulation listed in paragraph (2).

(2) The decisions referred to in paragraph (1) are—

@)
(b)
(©)
(d)
(e)
(f)
(9
(h)
()
0
(k)
0
(m)
(n)
(0)
(P)
(@)

to stipulate conditions in an authorisation undeticke 22(1);

to issue a prohibition or restriction under Arti@lg(3);

not to grant an authorisation under Article 26(3);

not to grant an authorisation under Article 30;

not to renew an authorisation under Article 31;

to refuse to grant an authorisation under Artici¢43,

not to grant an authorisation under Article 39(2);

to cancel or amend an authorisation under Artile 4

not to cancel an authorisation under Article 49;

not to amend an authorisation under Article 50;

not to grant a parallel trade permit under ArtieB{1);

to withdraw a parallel trade permit under Articl&8);

not to issue or not to extend a provisional audadion under Article 55(2);

to prohibit, or impose conditions on, a test orexkpent under Article 56(3);
not to allow P to refer to data provided by a poegi applicant under Article 64(1);
to refuse access to information under Article 66¢2)

to refuse a request under Article 66(4) that infation not be made available.

(3) Paragraph (1) does not apply where the decisiaetompetent authority in question is
made to give effect to a Commission decision.

(4) P may only appeal a decision under paragraph (&jevh

@)
(b)
(©)
(d)

in relation to paragraph 2(a) to (g), (j) , (m) &0Y, the decision relates to an application
by P, or by someone on behalf of P;

in relation to paragraph 2(h) and 2(l), the decisielates to an authorisation or permit
held by P;

in relation to paragraph 2(n), the decision reldtesa notification to the competent
authority by P, or by someone on behalf of P; and

in relation to paragraph 2(i), (k) and (q), theidien relates to a request made by P, or by
someone on behalf of P.



(5) The provisions of Schedule 1 apply where P appedtse appropriate person.

(6) Where an appeal is brought in respect of a decisiater paragraph (2)(h), the decision in
guestion shall be suspended pending the final W@iation of the appeal.

(7) Where an appeal is brought under paragraph (2pending final determination of the
appeal, the competent authority shall not disctbseinformation except to the Commission or
another competent authority, or otherwise to therexnecessary to enable the appeal to be dealt
with.

(8) In this Regulation, subject to paragraph (9),“tpprapriate person” means—
(a) inthe case of a decision by the competent authioriEngland, the Secretary of State;

(b) in the case of a decision by the competent authoriScotland, the Secretary of State
and the Scottish Ministers acting jointly; and

(c) in the case of a decision by the competent authoritVales, the Secretary of State and
the Welsh Ministers acting jointly.

(9) In relation to matters outside the competence ddalved administration, the “appropriate
person” means the Secretary of State.

Applications for biocidal product authorisations prior to 1st September 2013

15—(1) The competent authority must evaluate apptoatfor biocidal product authorisations
submitted before 1st September 2013 for the pugpokBirective 98/8/EG) in accordance with
the Biocidal Products Regulations 2001 (

(2) Where, following an evaluation carried out underagaaph (1), the competent authority
proposes to make a decision to—

(a) authorise a biocidal product; or
(b) refuse to authorise a biocidal product,

that decision must be taken in accordance wittBibeides Regulation.

Transitional, transitory and savings provisions

16. Schedule 2 has effect.

CHAPTER 2
CLASSIFICATION, LABELLING AND PACKAGING OF SUBSTANES AND MIXTURES

Application of the 1974 Act

17—(1) The following provisions of the 1974 Act apply the CLP Regulation as if it were
health and safety regulations for the purposehlaifAct, except that those sections shall not apply
to duties placed by the CLP Regulation on the cdemteuthority or the Member State—

(a) sections 18 to 28 (in relation to enforcement); and
(b) subject to regulations 32 and 33(1), sections 3Rt¢in relation to offences).

(2) Any function of the Health and Safety Executive endny other provision of the 1974 Act
in respect of health and safety regulations (incgdheir enforcement) shall be exercisable as if
the CLP Regulation were health and safety regudatfor the purposes of that Act.

(8 OJNo.L123,24.4.98, p.1.
(b) S.I. 2001/880, as amended by S.I. 2003/4292805/2451, S.I. 2007/293 and S.I. 2010/745.

10



Allocation of enforcement responsibility

18—(1) Notwithstanding the 1998 Regulations and suibfe paragraphs (2) to (4), the
enforcing authority for the CLP Regulation is thedith and Safety Executive or the Office of
Rail Regulation, determined in accordance withgtavisions of the 2006 Regulations.

(2) The enforcing authority for the CLP Regulation e tlocal weights and measures
authority—

(a) where a substance, mixture or article is placedhenmarket within the meaning of the
CLP Regulation (other than in the circumstancesrredl to in paragraph (3))—

() in or from any shop, mobile vehicle, market stalbther retail outlet; or

(ii) otherwise to members of the public, including byyved free sample, prize or by
mail order; and

(b) for Articles 35(2) and 48 of the CLP Regulation.

(3) Subject to paragraph (4), where a substance, mixiuarticle is placed on the market in or
from premises which are registered under sectid#st@ 74L of the Medicines Act 1968 the
enforcing authority shall be the General Pharmécautouncil.

(4) In every case where, by virtue of this regulatiomd a¢he CLP Regulation, the CLP
Regulation is enforced by the General Pharmacéu@icancil or the local weights and measures
authority, it shall be enforced as if it were aesafregulation made under section 11 of the
Consumer Protection Act 198(

(5) The provisions of section 12 of the Consumer PtiecAct 1987 shall apply to the CLP
Regulation as if it were a safety regulation foe furposes of that Act and as if the maximum
period of imprisonment on summary conviction spedifin subsection (5) of section 12 of that
Act were 3 months instead of 6 months.

CHAPTER 3
EXPORT AND IMPORT OF HAZARDOUS CHEMICALS

Application of the 1974 Act

19—(1) The provisions of the 1974 Act specified imggaaph (2) shall apply for the purposes
of the enforcement in Great Britain of regulatighahd the PIC Regulation as if they were health
and safety regulations for the purposes of thaf &wdl any function of the Great Britain Executive
under any provision of that Act in respect of Headind safety regulations (including their
enforcement) shall be exercisable as if regula#8rand the PIC Regulation were, to the extent
that they would not otherwise be so, health andtga&gulations for the purposes of that Act.

(2) The provisions referred to in paragraph (1) are—
(a) sections 19 and 20 (appointment and powers of ates;

(b) section 21 (improvement notices) and sections 2B2dn(supplementary provisions and
appeals) to the extent that they relate to an irgareent notice served under section 21;

(c) section 25A to 28 (customs officer's power to detaiticles and substances, power to
indemnify inspectors, power to obtain informationformation communicated by the
Commissioners of Revenue and Customs and restrictio disclosure of information);
and

(d) subject to regulations 32 and 33(1), sections 3Rt¢provisions as to offences).
(3) For the purposes of paragraph (1)—

(@) 1968 c. as amended by S.I. 2010/231, art 68, 4&ch.
(b) 1987 c. 43, as amended by S| 2005/1803, reg 46%L) Amendments made to section 11 by other unstnts are not
relevant for these purposes.

11



(a) section 25A shall have effect as if, in subsectfh of that section, after the word
“substance” there were inserted “or any articlertubtor export or any substance bound
for export”; and

(b) section 27A shall have effect as if, in subsecfibnof that section, after “imports” there
were inserted “or exports”.

Application of the 1978 Order

20—(1) The provisions of the 1978 Order specified paragraph (2) shall apply for the
purposes of the enforcement in Northern Irelangegtilation 28 and the PIC Regulation as if they
were health and safety regulations for the purposézat Order, and any function of the Northern
Ireland Executive under any provision of that Oralerespect of health and safety regulations
(including their enforcement) shall be exercisaidéf regulation 28 and the PIC Regulation were,
to the extent that they would not otherwise behgalth and safety regulations for the purposes of
that Order.

(2) The provisions referred to in paragraph (1) are—
(a) Articles 21 and 22 (appointment and powers of ioBps);

(b) Articles 23 (improvement notices), and Articles&tidl 26 (supplementary provisions and
appeals) to the extent that they relate to an irgareent notice served under Article 23;

(c) Articles 27A to 30 (customs officer's power to detarticles and substances, power to
indemnify inspectors, power to obtain informationformation communicated by the
Commissioners of Revenue and Customs and restricto disclosure of information);
and

(d) Subject to regulations 32 and 33(2), Articles 3B3provisions as to offences).
(3) For the purposes of paragraph (1)—

(a) Article 27A shall have effect as if, in paragrad) ¢f that Article, after “substance”,
there were inserted “or any article bound for ekporany substance bound for export”;
and

(b) Article 29A shall have effect as if, in paragragh ¢f that Article, after “imports”, there
were inserted “or exports”.

Duties on designated national authorities and MemlyeStates

21. A failure to discharge a duty placed by the PI@uttation on a designated national authority
or the Member State is not an offence under se@Rffa)(c) of the 1974 Act or under Article
31(1)(c) of the 1978 Order.

Allocation of enforcement responsibility

22.1t shall be the duty of the Great Britain Execatiand the Northern Ireland Executive to
make adequate arrangements for the enforcemermgafation 28 and the PIC Regulation, and
references to the enforcing authority in the priovis applied for those purposes by regulations 19
and 20 shall be construed as references to thet @r¢ain Executive and the Northern Ireland
Executive.

Enforcement notice

23.If an inspector is of the opinion that a persoa bantravened, is contravening or is likely to
contravene a requirement placed on that persohéb? kC Regulation, the inspector may serve on
that person an enforcement notice.

24—(1) An enforcement notice must—
(a) state that the inspector is of the opinion refeteeith regulation 23;
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(b) specify the matters constituting the contraventiothe matters making it likely that the
contravention will arise, as the case may be;

(c) specify the steps that must be taken to remedgdh&avention or to remedy the matters
making it likely that the contravention will aris&s the case may be; and

(d) specify the period within which those steps mustaien.

(2) Steps specified pursuant to paragraph (1)(c) mayudle the prohibition of further
movement or the recall of chemicals and articles.

25.An enforcement notice may contain provision prihig the export of chemicals and
articles until steps specified under regulation12@) have been taken or the notice has been
withdrawn.

26.Where an enforcement notice has been served hat te take immediate effect—

(a) the notice may be withdrawn by an inspector at tamg before the end of the period
specified therein;

(b) the period so specified may be extended or furthénded by an inspector at any time
when an appeal against the notice is not pending.

27—(1) A person on whom an enforcement notice isextimay, within 21 days from the date
of its service, appeal to—

(@) an employment tribunal, where the notice is serligdan inspector appointed under
section 19 of the 1974 Act; or

(b) an industrial tribunal established under Articleof3the Industrial Tribunals (Northern
Ireland) Order 1996, where the notice is served by an inspector aypedi under
Article 21 of the 1978 Order,

and on such an appeal the tribunal may either tamadfirm the notice and, if it affirms it, may
do so either in its original form or with such midchtions as the tribunal in the circumstances
thinks fit.

(2) Schedule 4 to the Employment Tribunals (Constituiad Rules of Procedure) Regulations
2004p) applies to an appeal to an employment tribundkuparagraph (1)(a).

(3) An enforcement notice is to be treated under papgr(2) in the same way as an
improvement notice for the purposes of that Scheedul

(4) Schedule 5 to the Industrial Tribunals (Constitutend Rules of Procedure) Regulations
(Northern Ireland) 2008) applies to an appeal to an industrial tribunalermparagraph (1)(b).

(5) An enforcement notice is to be treated under papgr(4) in the same way as an
improvement notice for the purposes of that Schreedul

(6) Subject to paragraph (7), the bringing of the apgkall not affect the operation of the
enforcement notice.

(7) Where an appeal under this regulation is broughingg an enforcement notice within the
period allowed under paragraph (1), the tribunay,nea the application of the appellant, direct
that the bringing of the appeal shall have thecefté suspending the operation of the notice until
the appeal is finally disposed of or, if the appsatithdrawn, until the withdrawal of the appeal.

28. A person shall not contravene any requirementrohipition imposed by an enforcement
notice (including any such notice as modified opesg).
Service of enforcement notices

29—(1) Section 46 of the 1974 Act shall apply to afoecement notice served by an inspector
appointed under section 19 of the 1974 Act aswfite an improvement notice.

(8) S.I.1996/1921 (N.I. 18).
(b) S.I. 2004/1861.
(© S.R.2005 No. 150, as amended by S.R. 2005 Nbahd S.R. 2011 No.161.
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(2) Section 24 of the Interpretation Act (Northern dradl) 19544)(service of documents) shall
apply to regulations 23 to 27 in their applicattorNorthern Ireland as if they were provisions of
an Act of the Northern Ireland Assembly.

CHAPTER 4
EXEMPTIONS, PENALTIES AND DUE DILIGENCE DEFENCE

Exemptions
30—(1) A person is exempt from compliance with prasis imposing requirements or
prohibitions in the Biocides Regulation or the GREgulation, if that person—

(a) has the benefit of a defence exemption certificatele by the Secretary of State in
respect of that provision; or

(b) can demonstrate that the appropriate authoritiemother Member State have exempted
that person from compliance in the interests oédeé.

(2) Schedule 3 (defence exemption certificates) haseff
31—(1) These Regulations shall not apply to a sulsgtam mixture which is a sample taken by

an authority responsible for the enforcement of meguirement of, or prohibition imposed by or
under, the Biocides Regulation, the CLP Regulatiotihe PIC Regulation.

(2) In this regulation, “substance” and “mixture” hattee same meaning as they have in the
CLP Regulation.

Penalties

32—(1) The maximum penalty for an offence—

(a) under section 33 of the 1974 Act, as applied byséhRegulations to the Biocides
Regulation, the CLP Regulation, the PIC Regulatad regulations 12,13(2) and 28 of
these Regulations; or

(b) under Article 31 of the 1978 Order as applied lsthRegulations to the PIC Regulation
and regulation 28 of these Regulations,
shall be determined in accordance with paragraph (2
(2) The penalty referred to in paragraph (1) shall be—
(&) on summary conviction—

() in England, Wales and Northern Ireland, imprisonimian a term not exceeding
three months or a fine not exceeding the statut@yimum, or both;

(ii) in Scotland, imprisonment for a term not exceedinglve months or a fine not
exceeding the statutory maximum, or both; and

(b) on conviction on indictment, imprisonment for antenot exceeding two years, or a fine
or both.

Due diligence defence

33—(1) In any proceedings for an offence under sac3®(1)(c) of the 1974 Act, as applied by
these Regulations to regulations 12 and 13(2)Bibeides Regulation, the CLP Regulation and
the PIC Regulation, it is a defence for the persbarged to prove that that person took all
reasonable precautions and exercised all due ddey® avoid the commission of the offence.

(2) In any proceedings for an offence under Articlel3@) of the 1978 Order, as applied by
these Regulations to the PIC Regulation, it is fertse for the person charged to prove that that

(8) 1954 c. 33 (N.L).
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person took all reasonable precautions and exeraibelue diligence to avoid the commission of
the offence.

PART 4
REVOCATIONS, AMENDMENTS AND REVIEW

Revocations and amendments

34. Subject to paragraph 10 of Schedule 2, the foligwegulations are revoked:

(a) except for regulations 39 and 39A and Schedulesri® 12A, the Biocidal Products
Regulations 2001;

(b) in so far as they apply to Great Britain and exdeptegulation 3(c) and Schedule 1, the
Biocidal Products (Amendment) Regulations 2@J;3(

(c) in so far as they apply to Great Britain, the BadatiProducts (Amendment) Regulations
2005p);

(d) the Biocidal Products (Amendment) Regulations 26007(
(e) the Biocidal Products (Amendment) Regulations 28 &nd
(f) the Export and Import of Dangerous Chemicals Reiguis 2008¢).

35.The 2009 Regulations are amended in accordanbelhgtprovisions of Schedule 4.

36. The following provisions of the 2009 Regulatioms eevoked—
(a) regulation 5;
(b) regulations 4, 6 to 11 and 13, with effect from diste 2015;

(c) except to the extent that they continue to appiytlie purposes of enforcing regulation
12 of the 2009 Regulations, regulations 14 to 1) effect from 1st June 2015; and

(d) regulations 1 to 3, and 12, with effect from 1s1eJ2018.

37.The enactments, or instruments made by the Stdtisliament, specified in Schedule 5 are
amended to the extent specified in that Schedule.

Review

38—(1) The Secretary of State must from time to time—
(a) carry out a review of regulations 5 to 33,
(b) set out the conclusions of the review in a regord
(c) publish the report.

(2) In carrying out the review the Secretary of Statestnso far as is reasonable, have regard to
the measures taken to implement rules on enforceamhappointment of authorities in relation
to the PIC, CLP and Biocides Regulations in othenier States.

(3) The report must in particular—

(a) set out the objectives intended to be achievechbynieasures taken to implement rules
on enforcement and appointment of authorities latimn to the PIC, CLP and Biocides
Regulations,

(b) assess the extent to which those objectives aievath and

(8 S.I.2003/429.
(b) S.I. 2005/2451.
(©) S.I.2007/293.
(d) S.I. 2010/745.
(6) S.I.2008/2108.
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(c) assess whether those objectives remain approamateif so, the extent to which they
could be achieved with a system that imposes &gdation.

(4) The first report under this regulation must be @iitdd before 1st September 2018.

(5) Reports under this regulation are afterwards t@uddished at intervals not exceeding five
years.

Signed by the authority of the Secretary of StatéNork and Pensions.

Mark Hoban
Minister of State,
18th June 2013 Department for Work and Pensions

SCHEDULE 1 Regulation 14(4)
Biocidal products appeals

PART 1
DEFINITIONS AND ARRANGEMENTS FOR AN APPEAL

1. In this Schedule—
(a) “appeal” means an appeal under regulation 14;
“appellant” means a person who has brought an #ppea
“appointed person” means a person appointed inrdanoe with paragraph 2;
“appropriate person” has the same meaning as inhagulation 14(8);
“hearing” means a hearing to which Part 2 of tlik&®iule applies;
“the parties” means the appellant and the compeigthority;

(b) a reference to “government department” includeghercase of an appeal relating to a
decision of the competent authority—

(i) in or as regards Scotland, a reference to the iStoftdministration or any part
thereof; and

(ii) in or as regards Wales, a reference to the Welslishrs;
(c) areference to a numbered sub-paragraph is amefete the sub-paragraph so numbered
in the paragraph in which that reference occurs.
2. The appropriate person must—

(a) direct that an appeal shall be determined by eopesippointed by the appropriate person
for that purpose; and

(b) notify the parties in writing of the name of thepamted person.
3. Before the determination of an appeal, the appdiperson must ask the parties whether they
wish to appear and be heard on the appeal and—

(a) the appeal may be determined without a hearinbefgarties express a wish not to be
heard;
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(b) the appointed person must, if either of the paréiegresses a wish to appear and be
heard, afford both of them an opportunity of sondeiin which case the provisions of
Part 2 of this Schedule shall apply.

4. An appointed person may give such directions asdppointed person thinks appropriate to
give effect to a determination.

5. The appropriate person may pay to an appointezbpesuch remuneration and allowances as
the appropriate person may determine.

PART 2
APPEAL PROCEDURES
6. An appeal brought pursuant to regulation 14(1xfgst be heard in private.

7—(1) Subiject to the following sub-paragraphs o$ tharagraph, a date, time and place for the
holding of the hearing shall be fixed, and may hged, by the appointed person, who must give
not less than 42 days’ notice in writing of sucledéime and place to the parties.

(2) With the consent of the parties, the appointedgrensay give such lesser period of notice as
shall be agreed with the parties, and in that ewbhet appointed person may specify a date for
service of the statement referred to in paragrédfh|8ter than the date determined in accordance
with that paragraph.

(3) Where it becomes necessary or advisable to vartirtteeor place fixed for the hearing, the
appointed person shall give such notice of theatian as may appear to the appointed person to
be reasonable in the circumstances.

(4) Without prejudice to sub-paragraphs (1) to (3), Hmpointed person may require the
competent authority to take one or more of theofwihg steps, namely—

(8) to serve such notice of the hearing, in such fomd an such persons or classes of
persons as the appointed person may direct;

(b) to give such other notice of the hearing, in surimfas the appointed person may direct,

and the requirements as to the period of noticéatoed in sub-paragraph (1) shall not apply to
any such notices.

8—(1) Not later than 28 days before the date ofbaring, or such later date as the appointed
person may specify in accordance with paragraph #{& competent authority must serve on the
appellant a written statement of any submissionclvithe competent authority proposes to put
forward at the hearing and shall supply a copyefdtatement to the appointed person.

(2) Where a government department has expressed ingviit the competent authority a view
in support of the decision of the competent auth@nd the competent authority proposes to rely
on such expression of view in its submission athbaring, the competent authority must include
the expression of view in its statement and mugplsua copy of the statement to the government
department concerned.

(3) Where the competent authority intends to refer dio,put in evidence at the hearing,
documents (including photographs), the statementthef competent authority must be
accompanied by a list of such documents, togetitarawvritten notice stating the times and place
at which the documents may be inspected by thellappeand the competent authority shall
afford the appellant a reasonable opportunity gp@tt and, where practicable, to take copies of
the documents.

(4) If so required by the appointed person, the appeffaist—

(a) serve on the competent authority and on the apgmipérson, within such time before the
hearing as the appointed person may specify, dewristatement of the submissions
which the appellant proposes to put forward athéaring; and such statement must be
accompanied by a list of any documents (includihgtpgraphs) which the appellant
intends to refer to or put in evidence at the mggrand
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(b) afford the competent authority a reasonable oppiytto inspect and, where practicable,
to take copies of such documents as are referriedparagraph (a).

9—(1) The parties shall be entitled to appear ahgering.

(2) Any other person may appear at the discretion efappointed person provided that that
person has, not later than 7 days before the ddbe dearing, served on the competent authority
a statement of that person’s proposed submissions.

(3) The competent authority must send a copy of eveatement served on the competent
authority in accordance with sub-paragraph (2héoappointed person and to the appellant.

(4) A body corporate may appear by its clerk or secyeta by any other officer appointed for
the purpose by that body, or by counsel or a gofici

(5) A Scottish partnership (other than a limited lidpipartnership), may appear by a partner or
other person in charge, or locally in charge, efplartnership’s affairs.

(6) A person may appear on that person’s own behdleaepresented by counsel, a solicitor or
any other person.

(7) Where there are two or more persons having a sinnitarest in the subject matter of the
hearing, the appointed person may allow one or rpersons to appear for the benefit of some or
all persons so interested.

10—(1) Where a government department has expressedting to the competent authority a
view in support of the decision of the competentharty and the competent authority has
included this view in the statement referred toparagraph 8(1), the appellant may apply in
writing to the appointed person, not later thandbys before the date of the hearing, for a
representative of the government department coaddmbe made available at the hearing.

(2) The appointed person must send an application radee appointed person under sub-
paragraph (1) to the government department condemeo must make a representative of the
department available to attend the hearing.

(3) A representative of a government department whpuinsuance of this paragraph, attends a
hearing, shall be called as a witness by the caenpeiuthority and shall state the reasons for the
view expressed by the representative’s departmehirecluded in the statement of the competent
authority under paragraph 8(1) and shall give exddeand be subject to cross-examination to the
same extent as any other witness.

(4) Nothing in sub-paragraph (3) shall require a regmestive of a government department to
answer any question which, in the opinion of thpaapied person, is directed to the merits of
government policy or to matters which affect théesaof the State, and the appointed person
must disallow any such question.

11—(1) Except as otherwise provided in this Parthig Schedule, the procedure at the hearing
must—

(a) be determined at the discretion of the appointadgue subject to consideration of any
submission by the parties at the commencemenedf¢iaring; and

(b) be communicated by the appointed person to theepaat the commencement of the
hearing.

(2) Unless in any particular case the appointed persgiln the consent of the appellant,
otherwise determines—

(a) in the case of an appeal to the Secretary of Sta¢eappellant shall be heard first and
shall have the right of final reply; and

(b) in the case of an appeal to the Secretary of Statethe Scottish Ministers, or the
Secretary of State and the Welsh Ministers, agamgly—

(i) the appellant shall be heard first;

(ii) the other persons entitled or permitted to appkall e heard in such order as the
appointed person may determine; and
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(iif) any closing statements shall be made in the sadex,ainless the appointed person
otherwise determines.

(3) The parties shall be entitled to make an openiatestent, to call evidence and to cross-
examine persons giving evidence, but any otheropesppearing at the hearing may do so only to
the extent permitted by the appointed person.

(4) Subject to sub-paragraph (5), any evidence may dmited at the discretion of the
appointed person, who may direct that documenitdetenl in evidence may be inspected by any
person entitled or permitted to appear at the hgand that facilities be afforded to that person t
take or obtain copies of those documents.

(5) The appointed person shall not require or perngitgiving or production of any evidence,
whether written or oral, which would be contraryiite public interest.

(6) The appointed person may allow the competent aityhar the appellant, or the parties, to
alter or add to the submissions contained in aagstent served under paragraph 8(1) or (4), or to
any list of documents which accompanied such seeénso far as may be necessary for the
purpose of determining the questions in controveetyeen the parties, but must (if necessary by
adjourning the hearing) give the appellant or tbengetent authority, as the case may be, an
adequate opportunity of considering any such feedimission or document.

(7) If any person entitled to appear at the hearinty fim appear, the appointed person may
proceed with the hearing at the appointed perstistgetion.

(8) The appointed person shall be entitled to take amoount any written representations or
statements received by the appointed person befierehearing from any person, subject to
disclosure of such representations or statemetite dtearing.

(9) The appointed person may from time to time adjabhehearing, and where the appointed
person does so, shall give reasonable notice wy @&rson entitled or permitted to appear at the
hearing of the date, time and place of the adjalitrearing.

12—(1) Where, after the close of the hearing, theoagpd person proposes to take into
consideration—
(a) any new evidence, including expert opinion on atenadf fact; or

(b) any new issue of fact, not being a matter of gavemt policy or a matter affecting the
safety of the State,

which was not raised at the hearing and which gpoiated person considers to be material to the
decision, the appointed person must not come tecssidn without first notifying the parties of
the substance of the new evidence or of the nave isEfact and affording them an opportunity of
making representations on the new evidence or ssweiin writing within 21 days or of asking
within that time for the re-opening of the hearing.

(2) If the appointed person thinks fit, the appointedspn may cause the hearing to be re-
opened and must cause it to be re-opened if ask&a $0 in accordance with sub-paragraph (1).

(3) Where the hearing is re-opened, paragraphs 7(1)7éhdapply as they applied to the
original hearing with the substitution in paragrajgh) of “28” for “42".

13.The appointed person must notify the determinatiorthe appeal, and the reasons for the
determination, in writing to the parties and to @eyson who, having appeared at the hearing, has
asked to be notified of the decision.

SCHEDULE 2 Regulation 16
Transitional, transitory and savings provisions
1. In this Schedule—
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“COPR” means the Control of Pesticides Regulatit®&6g);

“COPR biocidal product” means any substance, pegjoar or organism prepared or used for
any of the purposes listed in regulation 3(1) ofREQwhich is not a plant protection product;

“Plant protection product” has the same meaningnaarticle 2(1) of Regulation (EC) No
1107/20099) of the European Parliament and of the Councikceoning the placing of plant
protection products on the market and repealing nCibuDirectives 79/117/EEC and
91/414/EEC;

“Unlisted active substance” means an existing activbstance which has not been subject to
a decision to approve or not approve it in accordawith Article 9 of the Biocides
Regulation.

2—(1) Following a decision that an unlisted activdbstance shall be approved in accordance
with Article 9(1)(a) of the Biocides Regulation, €R shall cease to apply to a COPR biocidal
product containing that active substance on thesda¢termined in accordance with paragraphs 4
to 6.

(2) Where there is more than one unlisted active sobstén a COPR biocidal product, the
decision in sub-paragraph (1) shall be taken tonntba decision in relation to the last of the
unlisted active substances in the COPR biocidalysb

3. Following a decision that an unlisted active sabsé shall not be approved in accordance
with Article 9(1)(b) of the Biocides Regulation, €& shall cease to apply to a COPR biocidal
product containing that active substance from thte @ér dates upon which the biocidal product
may no longer be placed on the market or used potsa that decision.

4—(1) Where—
(a) there is a decision referred to in paragraph 2; and

(b) no application is submitted in accordance with Bingcides Regulation for authorisation
or mutual recognition in parallel in respect of PR biocidal product on or before the
date of approval of the active substance,

COPR shall cease to apply to the COPR biocidalymbith accordance with sub-paragraph (2).

(2) For the purposes of sub-paragraph (1), COPR skalecto apply to the COPR biocidal
product at the expiry of—

(a) 180 days from the date of approval, in relatioth®placing on the market of the biocidal
product; and

(b) 365 days from the date of approval, in relatioht® disposal and use of existing stocks
of the biocidal product.
5—(1) Where—
(a) there is a decision referred to in paragraph 2; and

(b) an application is submitted in accordance withBimcides Regulation for authorisation
or mutual recognition in parallel of the COPR bdadi product on or before the date of
approval of the active substance,

COPR shall cease to apply to the COPR biocidalymbith accordance with sub-paragraphs (2) to
4.

(2) Where a decision is taken to authorise the COPRidab product, COPR shall cease to
apply to the biocidal product from the date of tthetision.

(3) Where the application referred to in sub-paragréptb) is rejected, COPR shall cease to
apply to the COPR biocidal product at the expiry-of

(a) 180 days from the date of the decision to rejeetapplication, in relation to the placing
on the market of the biocidal product; and

(@) S.l.1986/1510, amended by S.I. 1997/188.
(b) OJ No. L309, 24.11.2009, p.1.
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(b) 365 days from the date of the decision to rejeetapplication, in relation to the disposal
and use of existing stocks of the biocidal product.

(4) Where a decision is taken not to authorise the COBEIdal product, COPR shall cease to
apply to the COPR biocidal product at the expiry-of

(a) 180 days from the date of that decision in relatorihe placing on the market of the
biocidal product; and

(b) 365 days from the date of that decision in relatiorthe disposal and use of existing
stocks of the biocidal product.

6—(1) Following an application for authorisation @ndhe Biocides Regulation on or before
1st September 2017 in respect of a COPR biocidalymt which falls within Article 93(1) of the
Biocides Regulation, COPR ceases to apply to tiatidal product in accordance with sub-
paragraphs (2) to (5).

(2) Where a decision is taken to authorise the COPRIda#b product, COPR shall cease to
apply to the biocidal product from the date of tthetision.

(3) Where the application referred to in sub-paragi@plis rejected, COPR shall cease to apply
to the COPR biocidal product from the date of réjec

(4) Where a decision is taken not to authorise the COBEIdal product, COPR shall cease to
apply to the biocidal product at the expiry of—

(a) 180 days from the date of that decision in relatorihe placing on the market of the
biocidal product; and

(b) 365 days from the date of the decision or 1st $eipée 2018 (whichever is the later) in
relation to the disposal and use of existing statkbe biocidal product.

(5) Where no application for authorisation of the COR&idal product has been made by 1st
September 2017, COPR shall cease to apply to teédai product after—

(a) 28th February 2018 in relation to the making avddaof the biocidal product on the
market; and

(b) 1st September 2018 in relation to the disposalwmedof existing stocks of the biocidal
product.

7. Despite the revocation of the Biocidal ProductgiRations 2001 by virtue of regulation
34(a) of these Regulations, paragraph 13 of Scketi8lto the Biocidal Products Regulations
2001 is preserved so that COPR shall continueaapply to COPR biocidal products where, by
virtue of that paragraph, it previously ceasedpplya

8—(1) Where a certificate of exemption—

(a) was issued under paragraphs 6 to 12 of Scheduie theé Biocidal Products Regulations
2001; and

(b) has not expired or been revoked prior to 1st Seipeer013,
that certificate is hereby revoked.

(2) Where a certificate is revoked pursuant to subgragh (1), the competent authority may
issue a new certificate of exemption which exenapig person or class of person or any biocidal
product or class of biocidal product from Articlé(1) of the Biocides Regulation.

9. A certificate of exemption granted pursuant tcagaaph 8(2)—

(@) must be in writing;

(b) must be granted for a period of time not exceedimg time period allowed for the
continuation of the current system or practiceluding any phase out period, allowed for
under Article 89 of the Biocides Regulation;

(c) may be granted subject to conditions; and
(d) may be revoked by certificate in writing at anyeim
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10—(1) Despite the revocation of the Biocidal Produ®egulations 2001, the Biocidal
Products (Amendment) Regulations 2007 and the &ibdProducts (Amendment) Regulations
2010 by virtue of regulation 34(a), (d) and (eXlodse Regulations, the regulations listed in sub-
paragraph (2) shall continue to apply for the psgsoof evaluating applications for biocidal
product authorisations pursuant to regulation 16{these Regulations.

(2) The regulations referred to in sub-paragraph @3}-ar

(a) Regulations 2, 3, 9, 10, 11, 12,13, 14, 15, 1725832, 34, 35 and 37 of, and Schedules
3,4, and 5 to, the Biocidal Products Regulatior®120

(b) Regulations 2, 3, 4, 8, 9, 10,11 and 21 of the BaddProducts (Amendment) Regulations
2007; and

(c) Regulations 3 and 4 of the Biocidal Products (Anmeendt) Regulations 2010.

SCHEDULE 3 Regulation 30(2)
Defence Exemption Certificates

1. The Secretary of State may decide that it is reeagdn the interests of defence for a person
to be exempt from compliance with a requiremergrohibition in the Biocides Regulation or the
CLP Regulation.

2. The Secretary of State may decide to apply thenpken—

(a) to a person, including the Secretary of State,@atagory of persons;

(b) to one or more requirement or prohibition at theeaime;

(c) prospectively;

(d) for a limited or unlimited period;

(e) generally or to a particular case;

() subject to such limitations and conditions as ther&ary of State sees fit.

3. A decision by the Secretary of State to applyekemption must be evidenced in writing by a
certificate.

4. A certificate—

(a) must contain sufficient particulars of the persémsvhom, and the matters to which, it
relates; and

(b) may be varied or revoked in writing.

5. The Secretary of State may provide to a personhaisahe benefit of a certificate—
(a) the certificate;
(b) a copy of it; or
(c) a copy of a relevant extract of the certificate.
6. A person who claims the benefit of a certificatestrproduce to the person listed in paragraph
7, when reasonably requested to do so—
(a) the certificate;
(b) a copy of it made by the Secretary of State; or
(c) a copy made by the Secretary of State of a releasdrdct of the certificate.

7. The persons referred to in paragraph 6 are—
(a) an enforcing authority;
(b) a competent authority;
(c) the equivalent of an enforcing authority of anothember State;
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(d) the European Chemicals Agency.

8. Unless the contrary is proved—
(a) a certificate;
(b) a copy of it made by the Secretary of State; or
(c) a copy made by the Secretary of State of a releasdrdct of the certificate,

is conclusive evidence of the matters to whiclelates.

9. A person who fails to comply with paragraph 6 Ehat be exempt from compliance with a
requirement or prohibition in the Biocides Reguatior the CLP Regulation in the interests of
defence.

SCHEDULE 4 Regulation 35

Amendments to the Chemicals (Hazard InformationRackaging for
Supply) Regulations 2009

PART 1
References to Regulation (EU) No 649/2012

1.In paragraph (ii) of the Preamble, for “Regulati(E®C) No 689/2008 of the European
Parliament and of the Council of 17 June 2008 caoricg the export and import of dangerous
chemicals, of which Annexes | and V are as amerfiided time to time”, substitute “Regulation
(EU) No 649/2012 of the European Parliament anthefCouncil of 4 July 2012 concerning the
export and import of hazardous chemicals, of wiidnexes I, II, V and VI are as amended from
time to time”.

2.1n regulation 3(3)(c), for “Regulation (EC) No 62008 of the European Parliament and of
the Council of 17 June 2008 concerning the expuadtienport of dangerous chemicals, of which
Annexes | and V are as amended from time to tirsebstitute “Regulation (EU) No 649/2012 of
the European Parliament and of the Council of 4 20[12 concerning the export and import of
hazardous chemicals, of which Annexes 1,V andiX4 as amended from time to time”.

PART 2
Advertisements for dangerous preparations and pesal

3. After regulation 5 insert—

“ Advertisements for dangerous preparations

5A.—(1) Subject to paragraph (2), a person who supg@ielangerous preparation shall
not advertise that preparation, or arrange forpgraduction of any such advertisement,
unless mention is made in the advertisement ofyfee of hazard indicated on the label.

(2) Paragraph (1) shall apply only in respect oflamgerous preparation where the
advertisement enables a person, otherwise thameicdurse of a business, to conclude a
contract to purchase the dangerous preparatiomebtifat person has seen the label relating
to the dangerous preparation.

(3) In this regulation, “supply” has the same magnas it has in section 46 of the
Consumer Protection Act 1987.".

4. After regulation 14(1) insert—
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“(1A) The maximum penalty for an offence under tt@gulation is—
(@) on summary conviction—

(i) in England and Wales, imprisonment for a teroh exceeding three months or
a fine not exceeding the statutory maximum, or poth

(ii) in Scotland, imprisonment for a term not exdmg twelve months or a fine
not exceeding the statutory maximum, or both; and

(b) on conviction on indictment, imprisonment foteam not exceeding two years, or
a fine, or both.”

SCHEDULE 5 Regulation 37
Consequential Amendments

PART 1
ENACTMENTS

Wildlife and Countryside Act 1981

1. In section 15A of the Wildlife and Countryside A®81@), in subsection (2), for paragraph
(b) substitute—

“(b) Regulation (EU) No 528/2012 of the EuropeanliBanent and of the Coundd].”.

Natural Environment and Rural Communities Act 2006

2.In section 43 of the Natural Environment and R@aimmunities Act 2008f, in subsection
(3), for paragraph (c) substitute—

“(c) Regulation (EU) No 528/2012 of the EuropeanliBanent and of the Council;”.

PART 2
SUBORDINATE LEGISLATION

Control of Pesticides Regulations 1986

3. In the Control of Pesticides Regulations 1@866mit Regulation 3(2)()).

African Swine Fever (England) Order 2003

4.In Article 12(2) of the African Swine Fever (Engt§ Order 2003), for “the Biocidal
Products Regulations 2001” substitute “Regulati®d)(No 528/2012 of the European Parliament
and of the Council of 22 May 2012 concerning thekinm available on the market and use of
biocidal products”.

(&) 1981 c.69.

(b) OJNo L167,27.06.12, p.1.

(c) 2006 c. 16.

(d) S.1.1986/1510 as amended by S.I. 2001/880.
(e) S.I.2003/2913.
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African Swine Fever (Scotland) Order 2003

5.1n Article 12(2) of the African Swine Fever (Seotd) Order 2003, for “the Biocidal
Products Regulations 2001” substitute “Regulatied)(No 528/2012 of the European Parliament
and of the Council of 22 May 2012 concerning thekinm available on the market and use of
biocidal products”.

African Swine Fever (Wales) Order 2003

6.In Article 12(2) of the African Swine Fever (Wale®rder 2003f), for “the Biocidal
Products Regulations 2001” substitute “Regulati®d)(No 528/2012 of the European Parliament
and of the Council of 22 May 2012 concerning thekim@ available on the market and use of
biocidal products”.

Diseases of Animals (Approved Disinfectants) (Engtal) Order 2007

7—(1) The Diseases of Animals (Approved DisinfectafEngland) Order 2003)is amended
as follows.

(2) In Article 3(2)(b), for “the Biocidal Products Rdgtions 2001” substitute “Regulation (EU)
No 528/2012 of the European Parliament and of tbanCil of 22 May 2012 concerning the
making available on the market and use of biogidadlucts”.

(3) In Article 6(1)(d), for “the Biocidal Products Rdgtions 2001” substitute “Regulation (EU)
No 528/2012 of the European Parliament and of tbanCil of 22 May 2012 concerning the
making available on the market and use of biogidadlucts”.

Diseases of Animals (Approved Disinfectants) (Walg®rder 2007

8—(1) The Diseases of Animals (Approved DisinfecsqrfiVales) Order 200d) is amended
as follows.

(2) In Article 3(2)(b), for “the Biocidal Products Rdgtions 2001” substitute “Regulation (EU)
No 528/2012 of the European Parliament and of tbanCil of 22 May 2012 concerning the
making available on the market and use of biogidadlucts”.

(3) In Article 6(1)(c), for “the Biocidal Products Regtions 2001” substitute “Regulation (EU)
No 528/2012 of the European Parliament and of tbanCil of 22 May 2012 concerning the
making available on the market and use of biogidadlucts”.

Diseases of Animals (Approved Disinfectants) (Scathd) Order 2008

9—(1) The Diseases of Animals (Approved Disinfectaicotland) Order 2008(is amended
as follows.

(2) In Article 3(2)(b), for “the Biocidal Products Rdgtions 2001” substitute “Regulation (EU)
No 528/2012 of the European Parliament and of tbanCil of 22 May 2012 concerning the
making available on the market and use of biogidadlucts”.

(3) In Article 6(1)(b)(iii), for “the Biocidal Product®egulations 2001" substitute “Regulation
(EU) No 528/2012 of the European Parliament andh@iCouncil of 22 May 2012 concerning the
making available on the market and use of biogidadlucts”.

Health and Safety (Fees) Regulations 2012

10.In the Health and Safety (Fees) Regulations 2§ 1&{r Regulation 24(16)(c) substitute—

(@) S.S.1.2003/586.
(b) S.I.2003/3273.
() S.1.2007/448 as amended by S.I. 2011/1509.
(d) S.I.2007/2803.
(e) S.S.I1.2008/219.
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“(c) the Biocidal Products and Chemicals (Appointineof Authorities and
Enforcement) Regulations 2013; and”.

EXPLANATORY NOTE

(This note is not part of the Regulations)

These Regulations, in respect of Great Britain,vide for the appointment of competent
authorities in relation to Regulation (EU) No 5282 of the European Parliament and of the
Council of 22 May 2012 concerning the making avd#aon the market and use of biocidal
products (“the Biocides Regulation”; OJ No L167,.G&12, p.1) and Regulation (EC) No
1272/2008 of the European Parliament and of then€ibaf 16 December 2008 on classification,
labelling and packaging of substances and mixtffdsee CLP Regulation”; OJ No. L353,
31.12.08, p.1).

These Regulations, in respect of the United Kingdpravide for the appointment of designated

national authorities in relation to Regulation (BWY) 649/2012 of the European Parliament and of
the Council of 4 July 2012 concerning the expod anport of hazardous chemicals (“the PIC

Regulation”; OJ No. L201, 27.07.12, p.60).

These Regulations also provide for the enforcemeamgspect of Great Britain, of the Biocides
Regulation and the CLP Regulation and in respeth@tUnited Kingdom, of the PIC Regulation,
and of certain provisions of these Regulations.

These Regulations additionally make provision foe tompetent authorities in Great Britain to
authorise biocidal products for essential use,ofaihg the granting of a derogation by the
European Commission under Commission Regulation) (EG 1451/2007 (OJ No. L325,
11.12.2007, p. 3).

The Biocides Regulation repeals Directive 98/8/EQ&® February 1998 (OJ No. L123, 24.4.98,

p.1) concerning the placing of biocidal productsttea market, which laid down harmonised rules
for the placing on the market of biocidal produdibe Biocides Regulation lays down revised

harmonised rules for the approval of active sulzgarand the making available on the market of
biocidal products. Its main purpose is to imprdve free movement of biocidal products within

the European Union, while maintaining the high leseprotection of both human and animal

health and the environment established in Dire @RS/EC.

The CLP Regulation replaces Council Directive 68/&8£C (OJ No L196 16.8.67, p.1) and
Council Directive 1999/45/EC (OJ No L200 30.7.991)p The main purpose of the CLP
Regulation is to adopt within the European Commuilite Globally Harmonised System of
Classification and Labelling of Chemicals (GHS) imied by the UN Social and Economic
Council (Fourth Revised Edition ISBN-978-92-1-11Z2@). The UN GHS is a result of an
international agreement made at the United Worldf@ence on Environment and Development
in Rio de Janeiro in 1992, and the World SummiSaoistainable Development in Johannesburg in
2002. It sets out internationally accepted debm$i and criteria to identify the hazards of
chemicals and to communicate those hazards vidslabel safety data sheets. The GHS is a
voluntary international agreement and countries rkagp national requirements that are not
covered by the GHS provided that they do not cadidtait. The CLP Regulation requires
dutyholders to classify, label and package hazardbemicals before placing them on the market
in accordance with its provisions.

The PIC Regulation is a recast of Regulation (EG)@89/2008 (OJ L204, 31.7.08, p.1), deemed
necessary in the interests of clarity as a refudewveral substantial amendments to other European
chemicals legislation. The PIC Regulation impleraghe UN Rotterdam Convention on the prior
informed consent procedure for certain hazardousmatals and pesticides in international

(8 S.I.2012/1652.
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trade, establishes a procedure by which chemicelfg for prior informed consent (‘PIC’) status
and maintains in force a common export notificatiprocedure for chemicals either banned
or severely restricted within the European Uniome European Commission acts, on behalf of all
Member States, as the central administrative ailyhfor contact with the secretariat, other parties
and non-parties to the Convention.

Provision is made for the coming into force of Begulations and to extend the application of the
Regulations outside Great Britain in Regulatiorsd 3.

Most of the terms and expressions used in thesel&ems are defined in regulation 4.

Regulations 5 and 6 provide that the Secretary tafeSin relation to England, the Scottish
Ministers in relation to Scotland, and the Welshisgliers in relation to Wales are designated as
the competent authorities in relation to the BiesidRegulation and the CLP Regulation. Where a
matter is outside the competence of the Scottishistéirs or the Welsh Ministers, the competent
authority is the Secretary of State.

Regulation 7 provides that the Great Britain Exiveuaind the Northern Ireland Executive are the
designated national authorities with responsibfiitythe performance of administrative functions
required by the PIC Regulation and for controllihg import and export of chemicals listed in
Annex | of the PIC Regulation. Regulation 4 progidkat the “Great Britain Executive” means
the Health and Safety Executive and the “Northeatahd Executive” means the Health and
Safety Executive for Northern Ireland.

Regulation 8 makes provision for the enforcemerthefBiocides Regulation and regulations 12
and 13(2) of these Regulations by applying enfoer@rand penalty provisions of the Health and
Safety at Work etc. Act 1974 (“the 1974 Act”) tetBiocides Regulation and regulations 12 and
13(2) of these Regulations as if they were heatith safety regulations for the purposes of the
1974 Act, subject to the exceptions in the regoifati

Regulation 9 provides that the Biocides Regulationd regulations 12 and 13(2) are enforced
either by the Health and Safety Executive, the defiof Rail Regulation, the local weights and
measures authority or the local authority, depemdin the circumstances as set out in the
regulation.

Regulation 10 limits the powers of an inspectoreier domestic premises in exercise of that
inspector’'s powers under the 1974 Act, as appliethé Biocides Regulation and regulations 12
and 13(2) of these Regulations by Regulation 8.

Regulation 11 ensures that information providetht® competent authorities under the Biocides
Regulation is not treated as relevant informatmrttie purposes of section 28 of the 1974 Act.

Regulation 12 requires that information requirethéoshown on the label of a biocidal product by
Article 69(2) of the Biocides Regulation must becimglish.

Regulation 13 enables the competent authority amtgan authorisation to place a product on the
market where the active substance in the produstblegn approved for an essential use under
Article 5 of Commission Regulation (EC) No 1451/2qQ@J L 325, 11.12.2007, p. 3).

Regulation 14 and Schedule 1 provide a right ofeappnd the appeal procedure in relation to
certain decisions of the competent authorities madeéer the Biocides Regulation which is
available to a class of persons defined in reguiati4.

Regulations 15 and 16 and Schedule 2 provide tranal measures to enable the continuation of
existing procedures for a limited period of time.

Regulation 17 makes provision for the enforcemehttre CLP Regulation by applying
enforcement and penalty provisions of the 1974té¢he CLP Regulation as if it were health and
safety regulations for the purposes of the 1974 Act

Regulation 18 provides that the CLP Regulationn®reed by the Health and Safety Executive,
the Office of Rail Regulation, the local weightsdameasures authority or the General
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Pharmaceutical Council, depending on the circunestsuset out in the regulation. In the case of
enforcement by the local weights and measures dtyttur the General Pharmaceutical Council,
the provisions of section 12 of the Consumer Ptate\ct 1987 apply to the CLP Regulation as
if it were a safety regulation for the purposeshatt Act.

Regulations 19 and 20 provide that the PIC Reguiadind regulation 28 of these Regulations are
enforced by the Great Britain Executive in Greaitddn and the Northern Ireland Executive in
Northern Ireland and that the provisions of thedl@«tt, as regards Great Britain, and the 1978
Order, as regards Northern Ireland, are appligtie¢d?IC Regulation and regulation 28 as if they
were health and safety regulations for the purposése 1974 Act in Great Britain and the Health
and Safety at Work (Northern Ireland) Order 197481978 Order”) in Northern Ireland. The
powers of officers in relation to chemicals or @de$ under section 25A of the 1974 Act and
Article 27A of the 1978 Order, as applied to th€ Regulation by regulations 19 and 20, enables
them to withhold customs clearance pending examimair further action by the Great Britain
Executive or the Northern Ireland Executive, whdl teike charge of the chemical or article from
the point that it is handed over.

Regulation 21 provides that a failure to dischaagduty placed by the PIC Regulation on a
designated national authority or Member State tsanooffence under section 33(1)(c) of the 1974
Act or under Article 31(1)(c) of the 1978 Order.

Regulation 22 provides that the Great Britain Eximeuand Northern Ireland Executive must
make adequate arrangements for the enforcemermgafation 28 of these Regulations and the
PIC Regulation.

Regulations 23 to 28 make provision for enforcenmerices to be served by inspectors in respect
of a contravention of a provision in the PIC Regata and for an appeal process in respect of
enforcement notices.

Regulation 29 provides for service of enforcementices.

Regulation 30 and Schedule 3 make provision foem# exemption certificates in respect of
requirements and prohibitions contained in the Blies Regulation and CLP Regulation.

Regulation 31 disapplies the provisions of thesguRgions where an enforcing authority takes a
sample of a substance or mixture for enforcemergqaes.

Regulation 32 sets out the penalties that applafooffence under section 33 of the 1974 Act and
Article 31 of the 1978 Order, as applied to thesg@ations and the Biocides Regulation, the
CLP Regulation and the PIC Regulation by provisionkese Regulations.

Regulation 33 provides for a defence of due diligeim any proceedings for an offence in respect
of a breach of a requirement of regulations 12 28(2) of these Regulations, the Biocides
Regulation, the CLP Regulation and the PIC Reguiati

Regulations 34 revokes, or partially revokes, insgnts that implemented Directive 98/8/EC in
relation to biocidal products, and the Export antpdrt of Dangerous Chemicals Regulations
2008, which provided for the enforcement and appmémt of designated national authorities in
respect of Regulation (EC) No 689/2008.

Regulation 35 and Schedule 4 amend the 2009 Remdailhese amendments update references
to the PIC Regulation, make provision for the atisirg of dangerous preparations and provide
for penalties in line with the European Communiies 1972. These amendments will have effect
until the 2009 Regulations are revoked in accordarith Regulation 36.

Regulation 36 revokes provisions of the 2009 Regria on various dates so that the domestic
provisions which implemented Council Directive ¥BEEC and Council Directive 1999/45/EC
are revoked in accordance with the time periodsnedtl for the transition to the CLP Regulation.

Regulation 37 and Schedule 5 make consequentiahdmments to primary and secondary
legislation.
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Regulation 38 requires the Secretary of State toewe the operation and effect of these
Regulations and to publish a report within five rngeafter they come into force and within five
years thereafter. Following each review, the Sacyatf State, in consultation with the devolved
administrations, will decide whether the Regulati@hould remain as they are, or be revoked or
amended. A further instrument would be neededvoke the Regulations or to amend them.

A full regulatory impact assessment of the effétt tthis instrument will have on the costs of
business and the voluntary sector is available ftoenHealth and Safety Executive, Redgrave
Court, Merton Road, Bootle, Merseyside, L20 7HScapy of this document has been placed in
the Library of each House of Parliament and is &eddo the Explanatory Memorandum which is
available alongside these Regulations at www.latissi.gov.uk.
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