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[Rauuell cotadl (Aseell sen 91) vl AUl [SIElet Yulclloll Gaulgallal uLal Acui
uLadl,

Aletl IR, 58 Yud calsa w2 18 avell sitell Ul ollas adl AslElet Yalcuoll
dq wIlecle] ¥ A Wilecloll Yaldt sclej 9ol oletdl, Rala 3 A wlnsa Ylrglhalet
WR vl auadl 2ad slat. il Al AslElet Yualstl Gauteadl, BH ¥ S-RoRele(l
sl WREL dmly wal eslalcoll Wsll WRlElotl ofoll Bell % AMlotcdl UR Al
Ax 928 AURSARA MR A AsURUG Al Ul Y31 ws.
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3.11.

3.12.

3.13.

3.14.

3.15.

3.16.

3.17.

sl WILElA o)l ecll d33 AU HWAA @St elcloll Feclls crdfAl uR
UG AR USA. ELHAL d313, »2l 818 drdal allet-Ylglalet ecll (N2@ ¥ %) AUAA.
gcll) 313 AlSURL WUUHL WA 8l wal A HAL 18 arell dy GHRell ASlell
cAURIL M2 8lalle] wrltaattl AAd 82, @l 18 ariell el GuRell ollos HIR Al
dxq Wilealall ¥ a WIleclsll Y sclle] clsel U2 ool wall.

ALy Mol dJoltoll WU %, cllnsall ddl WILEL A Yyl clset A 9)all 53| 8l &lello]
o, Audl «tél.

2l oJoll sl wlcll lat aA M2, AUlell GHR Acl Wsll WIlElll 9fell sRcllal
ALl [AaHot d60 AseHl Aoll At wRlclcllHl A B, sl2AELe] UAst olld 5l
c(sel Slorel3l ofell sl olual.

YR Ramsl dsm, il 818 18 avell AWl GHRo{l sl (At Yauatsll crg AA
Rl A ofell sRaUHL LA dlalle] dRUA.

As2o{l SAH 91(5) 3601, Wl ol HI2 dYadUR dclcllHl WA sl AU socllsalat
BUR WUosS Wctoll Ayl dy Add 4 Yol €5 U clold. 5l 18 co{l 2068
GURoll cUlslal Ml AUl Hioll SlAoll €5 WajUR AsUMHLol B,

Aseoll sAH 93Ul A5l uclloll Geulealloll AURIA AASIHL At A seUnM
Uledcdl dHLgell AURA Gl wHAHHAR(leAl sletoll ol vieR Al Aauni
U B, A 8Y Al 3 gslotelR 18 aArlell AWl GHRaAl ASla (S8l jelalsll
A clRallR AUl ussl, dl dual slé dRsedl dlses Acy 8 (AL UR
Halel yscl gsu) waal Arglses YAl 2082 (Aol U UR Hulel Ysdl gsH)
AUHL vl ad. il g5H UR B clSclof ol AU 925 AUl §5loto] ollnt
ARG 8l Axell UR As arell A Yl Sl ugl [SIElet Yol Gaulgall el
dHly Qualell yYldoiu ysaul 2ua 8.

Aseoll sEH 92(4) oA HIZ BLULS Y3 WS 8, BHL AU dfoll of Al A MR wul
o clogoll wolAl Acuil el dlalle] AWl oldidl ok ©.
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3.18.

3.19.

3.20.

3.21.

4.1.

(Aot U Al sReUMl weal Yool 18 drell Wl GHRell s ddl [s1Elet
Yol dg WilealR ¥ A wWiledloll Yald s01R Yud (sl 9fall sl awu.
URSRA Yl B ¥ (A58l ealloll clreglloll Wsll WRlElstl Aoiuni 9fall sl
cselal WHAMALAR $201R1 AUEASITA $lses Volcdl Al (AssU $HaA £5) U]
A% B, WssU €50l U £90 (A 15 R atoll vieR Yscll & A £60) Awclle] YRAAAM
uleR) B, ¥ WESE Aol sl WIEl Becdl o B. B caulsdal glses VolcEl AElu
UM Al 8l A €5 Ysaaladl HeEA A HIHA SlEHl S clle] Urle 831 A3 B.
glses Wolcdl LU Ysaalloll PotslR 50U WUl A olld Ysaotlr culslal Ul sl
A et adll o,

Alsct WAL 3oL 205§ (Aewdtetl UESIZA 2w YR Ramallsll uncueall
U2 SCUGLEIR 23, Wl AHA %32 Yol Wl gl AslaAcll duciul aLcll as,

WARSRS W AsUHLel A WHAGA AR $allHl AR AL HL2, [RAHa 6 A8t
Yuallatl Geuteallotl AUl GHRA @3l dfotial YLHIL NZNEL S Holl M atsiaml
cAladl. YeSHIL A8 olscdl QA ay MRl Soeae uel weldl Andl st &:

https:/ /www.gov.uk/government/publications/ primary-authority-overview

A GURid, Auell GHR Ay YIsll WIlElA cdlcll el YAt Bl SeAE1N23]
UlaRk As2 (RIPA) 2000 Hi RUACL dfollo{l autelMi GRReUHl 4l dtetl A Alsa
ARGl - Rl st H(ASIIRA, WUSRS AUHAAUSAR\HL AR AL 23
A I sletoll YRetl wldial wllet 8la, “siesRse Addon” (Rl EuRu-duw)sll
GuldL o] wsl asd. stgRse Addead Wed ¥ Acll A wRw Al B i fla
A Aol URRUA wietdll A 1Al Ancll asta.

UL [A2AHoll FoAS WA AGUHL % LD USA.
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5.1.

5.2.

HoARUoll dUSy AR HEUISet (1052 UAUN2) (IA) dUR SAAUMHT U] B UA Aol
L HoARUoAl ExcllAsell A YsiBld scllHl v B. Mool B wals Ysll Al A
WU YAt A Aoi@Ad B A HL AL B, AURA HERUSo URell YUall
Au ol 518 uQl MUl 3 yrat uUR uasFA Sl Fotlell MR WA Yeuisot
&% LR (Aatdaur il aslA.

UHlotcdl GUR AURe UR(As Yealisal url N YsiE@ld 53 B, % ul Hoalell
gxclagell A YstRld sl ucR] & wua SsAAlEl Ase 2010 601 %182 Aol
UHIIL g9l Y3 saltil al el 3cll Il umal Aotelet Ul 24} Aol Aol 8\
uel cttRveell HlEAl WA auastly.
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6. HowuHl 5dl A Asoug

6.1.

6.2.

6.3.

6.4.

6.5.

Hoeletl Ysll Annex B HL WAL 8. al {2 17. SlRio2 2014 ol 28. aste2j2112l 2015
23:45 cloall YUl 6 wocllsal Yl AAA. Sl ULl U URlclatlR culsd, el ¥
clalal dR$l UlAulelal AN ;astIA 1,

YQULE BUatRia AHell HcD Batcleol vUcl NRUBA $cHl AA B, URd «(A
RUACl A Ul ARl ylde qudl asta &:

o WS Attt S adlat:

http:/ /consultations.dh.gov.uk/tobacco/age-of-sale-for-nicotine-products

o ylaae vuale 5131 welell siBadls s3la aldlat:

www.gov.uk/government/consultations

o dHRL YWAQAULEL A8l SASA s3ol: nicotineproductsageofsale @dh.gsi.gov.uk

o cHIRL YlAEl Al 2uwd HRgA Hsclla:

Age of Sale Consultation
Department of Health

6th Floor, Wellington House
133-155 Waterloo Road
London

SE1 8UG

UL 1ALl 3, RS1Elet felcllotl Uetel Auclloll GHR cld] uiscllsll [Aaunollell st
ABIRL — SLs2 BUR AU claslRHL AL AotalteSA 3l A siH 523 A GUR A
Yol A8, AU AH el Hdcll Anaciell 8. w3 [Qodl 8 3 dR
AHRL YAAEl A& AN AH% Mol YRLelloll Aeell ugl YA WSl

Al AR HoRUell Al ExcllA%e{l aisc ollost SlE UM Anclall 19l 8|, AUl AHL3L
YAuetl 5002 ollet S8 UM Aol UlAe YA Wsal 19l &, Al HdRalell
53lal $521 6.2 HI WAL UeUA WM FATAH $A WAl 2WAH HIRSA Aud 52,

HotRUell cAlsaold Y(ARLEA SluteRee g &t scltol AUl 25 «(8.
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7.1, dcS dca AWl B2AcU SHAS $0Ac2lol Vel 2lAASl 52l (FCTC) oll WS uat 33,
o132 R ofl(Aetl [@Asie] dHly Gelolotl QA Bl 281l scllell Youef2s
(SotsHoll $2% vlal B, L $% Y sal W@, 218 clHid uldie viusiiisl [Aeaddl
53 Glal & A MLy Galol WA 88 UslRe] ALY ¥ BUSSAZ WS YA & wgcl
Al Aol dzgell sleS elslor 1ol 8 % ol[d A 182 52, &% URl WA dHly Gelol
AR5l Al Gelol U sl URleollRl dAR$Ul HAollRL HARUeA dAHIH YWAMEL UR
tallotyds (QuReU 5319, Aol Axell HARUell YlARIEl UsLRld $RAURN AAUM
yHLAa 5319

8. wuHl wolal

8.1. R Rl 28, o227l 2015 23:45 YUl HAA M Y[AAUEL UR raulstyds
QR sl wad. 1AL Y3l 4, Hoguetl YAMEl Ul As lAid weald,
SlutéRee 3y dcoll Aoiese UR 200 AHA YRg scallHl :Laal.

8.2. [aHellotl Auel UR WAl [Aula AcuHi . Auesdl Hogdla utllat, ul [Aansll
20158l wHAHL clatals] A (ARl el €l

9. HaARWe(l ulsaul uR Zluur(lAl

9.1. ol dR vt 53l Hoeuell ulsan uR o 51¢8 Sluuell s2al 3 Rldl causd sal HdLdi &,
Al HeRaloll s3lal Al Aus s3A

Consultations Coordinator

Department of Health
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LS2 7UE

NS consultations.co-ordinator @dh.gsi.gov.uk

9.2.  H&0dloll s3lal L ARAML UR HoRUell Y(ARMEL HsE (8.
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10.1.

10.2.

10.3.

L 1ottt ettt dR Y3 Wdell Hdl A sludoe ws deal Sodlialot U
UojUR AUAA 539"

HER0lloll 53 valldHl AW ¥ slsH Ag Soxlalol Ase 601, WS SIATUR 51S WS
YslA (cauaslRoll WRARUEAL) WHAML & Bo] 1 UlRARA Ulcet 53¢ % US & ual
% ofloy otll cltetdlloll AA A A iccloll $961 UR el woledl @ 8. R Al
HUBAL oA wiiotoll AWMl A AH dR 19t &), Al A al HER dR WAA 1@l
VLetdl Al oS AH Hioll L A %L AHS AN A HEEIU 3. %L HUSAL 82
sclloll [Qoicl AUHaA N, Al WA dAHIR WA YRYA tulolMl ASY, URd dHId
AN 9t cll elleS 3¥A Acll vt WA AL ascl atell. Al wes.él Rren
GLIRL WUNA % GlollalcllHl AUAA I icddl waclclls] AdIEAY W L SluéNoe 12
oitlatscll olalldg otell.

ARl ot (Aol UR SluéRe 32t W2salot Ase waAR stdaiél 529 Aal
H2leUlotl [ROUHL Lol A8 AA U ¥ AHLF] oL (Aot B A ustal @R
sRallHl wad o3,
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Draft Regulations laid before Parliament under section 135(6) of the Children and Families Act 2014, for

approval by resolution of each House of Parliament.

DRAFT STATUTORY INSTRUMENTS

20xx No.xxx
PUBLIC HEALTH, ENGLAND AND WALES

The Nicotine Inhaling Products (Age of Sale and Proxy Purchasing)

Regulations 20xx

Made - - - - * K

Coming into force
Regulations 1 and 2

Regulations 3 to 6

The Secretary of State makes the following regulations in exercise of the powers conferred by sections 92(1),

(6) and (7) and 93(8) of the Children and Families Act 2015(").

@) 2014 c.6. See section 92(12) for the meaning of “specified”.

20



In accordance with section 135(6) of that Act, a draft of this instrument has been laid before Parliament and

approved by resolution of each House of Parliament.

In accordance with section 92(8) of that Act, the Secretary of State makes this instrument with the consent of

the Welsh Ministers.

Citation, commencement and interpretation

1.—(1) These Regulations may be cited as the Nicotine Inhaling Products (Age of Sale and Proxy Purchasing)
Regulations 20xx.

(2) Regulations 1 and 2 come into force on ....

(3) Regulations 3 to 6 come into force on .....

(4) In these Regulations—

“marketing authorisation” has the meaning given by regulation 8(1) of the Human Medicines Regulations

2012(%);

“medical device” has the meaning given by regulation 2(1) of the Medical Devices Regulations 2002 (3);
“medicinal product” has the meaning given by regulation 2(1) of the Human Medicines Regulations 2012;
“nicotine cartridge” means a cartridge which—

(a) contains a substance which is not tobacco but consists of, or contains, nicotine; and

(b) is intended to form part of a nicotine inhaling device;

“nicotine inhaling device” means a device which—

(a) is intended to enable nicotine to be inhaled through a mouth piece (regardless of whether the device is

also intended to enable any other substance to be inhaled through a mouth piece); but
(b) is not tobacco(*), cigarette papers or a device intended for the consumption of lit tobacco;
“nicotine inhaling product” means a nicotine inhaling device, nicotine cartridge or nicotine refill substance;
“nicotine refill substance” means a substance which—
(a) is not tobacco but consists of or contains nicotine; and
(b) is intended to be used to refill a nicotine inhaling device;

“parallel import licence” has the meaning given by regulation 48(2) of the Human Medicines Regulations

2012;
Q) S.1. 2012/1916. Relevant amendments were made by S.I. 2013/235, 1855, 2593, 2014/490, 1878.
A S.1. 2002/618. Relevant amendments were made by S.1 2008/2936.
@) See the definition of “tobacco” at section 92(12) of the Children and Families Act 2014.
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“prescription only medicine” has the meaning given by regulation 8(1) of the Human Medicines Regulations

2012.

Proxy purchase of nicotine products

2.—(1) Section 91 of the Children and Families Act 2014 (purchase of tobacco etc. on behalf of persons under
18) is amended in accordance with paragraphs (2) to (4).

(2) In the heading, before “etc.” insert “nicotine products”.

(3) In subsection (1), for “or cigarette papers” substitute “cigarette papers or a relevant nicotine product”.

(4) After subsection (7) add—

“(8) In this section “relevant nicotine product” means a nicotine product within the meaning of section
92 the sale of which at the same time and in the same circumstances to the individual aged under 18

would be prohibited by regulations for the time being in force under subsection (1) of that section.”

Prohibition of sale of nicotine inhaling products to persons aged under 18

3. — The sale of nicotine inhaling products to persons aged under 18 is prohibited, except where regulation 4

or 5 applies.

Exception for sales of medicines and medical devices in accordance with a prescription etc.

4.—(1) This regulation applies to the sale of a nicotine inhaling product where—
(a) the nicotine inhaling product is a medicinal product or a medical device; and

(b) the circumstances of the sale are such that it would be permitted under Part 12 of the Human Medicines
Regulations 2012 (dealings with medicinal products) if the nicotine inhaling product were a prescription

only medicine.

(2) For the purposes of sub-paragraph (1)(b), Part 12 of the Human Medicines Regulations 2012 is to be read

as if regulation 244 (exemption in cases involving another’s default) were omitted.

Exception for medicines indicated for the treatment of persons aged under 18

5.—(1) — This regulation applies to the sale of a nicotine inhaling product which—

(a) is an authorised medicinal product; and

(b) is indicated for the treatment of persons of the age of the person to whom the product is sold.
(2) For the purposes of this regulation—

(a) a product is indicated for the treatment of persons of a particular age if that indication is described in the

summary of the product characteristics for the product in accordance with paragraph 27 of Schedule 8 to
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the Human Medicines Regulations 2012 (summary of the product characteristics) or Article 11 of

Directive 2001/83/EC(°);

(b) “the summary of the product characteristics” is to be construed in accordance with Article 11 of Directive

2001/83/EC;
(c) a medicinal product is “authorised” if one of the following is in force for the product—
(i) a marketing authorisation; or

(ii) a parallel import licence.

Amendment of Schedule 3 to the Regulatory Enforcement and Sanctions Act 2008

6. — In Schedule 3(°) to the Regulatory Enforcement and Sanctions Act 2008(”) (enactments specified for

the purposes of Part 1), at the appropriate place insert—

“Children and Families Act 2014 (c.6), section 92”.

Signed by authority of the Secretary of State

® Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to
medicinal products for human use. OJ No L 311, 28.11.2001
®) Schedule 3 was amended by Part 4 of Schedule 22 to the Marine and Costal Access Act 2009 (c.23), paragraphs 97 and 99 of

Schedule 26 and Part 1 of Schedule 27 to the Equality Act 2010 (c. 15) (as amended by SI 2010/2279, Schedule 1, paragraph 6 and
Schedule 2), paragraph 130 of Schedule 7 to the Charities Act 2011 (c. 25), paragraph 4(1) and (2) of Schedule 6 and Part 1 of
Schedule 8 to S.I. 2010/2960, section 19(2) of the Scrap Metal Dealers Act 2013 (c.10), paragraphs 12 and 13 of Part 1 of the
Schedule to S.1. 2013/1575, regulation 2 of S.1. 2013/2215 and paragraph 10 of Schedule 4 to the Mobile Homes (Wales) Act 2013
(anaw 6).

0 2008 c.13.
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