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14 Philip Morris International, IQOS [auulaﬁ], Lmﬁaﬁm https://www.pmi.com/smoke-free-

products/igos-our-tobacco-heating-system

' Public Health of England, Evidence review of e-cigarettes and heated tobacco products 2018

(London, Public Health England Publishing, February 2018)
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Harmful and Potentially Harmful Constituents (HPHCs®) Ingyn3uiin Heated Tobacco
431958AUv83 HPHCs sindnyvisuuuundmianldseuiieulagludiuig 49 esdusenoui
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' The Guardian, 'Heat not burn' cigarettes still harmful to health, say government advisers,
looulal], WAETILN https://www.theguardian.com/society/2017/dec/12/heat-not-burn-cigarettes-
still-harmful-to-health-say-government-advisors

 harmful and potentially harmful constituents (HPHCs) #unegs ssrUsznauidusunseuazea
udunsne

“! Section 6.2.2.3 in TECHNICAL & SCIENTIFIC DOSSIER For the Electrically Heated Tobacco
Product (EHTP) as part of the Tobacco Heating System (THS)
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“? Evidence review of e-cigarettes and heated tobacco products 2018: A report commissioned by
Public Health England Page 211

Two studies (334, 335) reported few measurements of individual compounds and only
provided some general Conclusions about environmental heated tobacco product emissions. The
independent study (335) reported that the tested EC and heated tobacco product generated four
times lower levels of submicronic particles, an indicator of second-hand smoking, compared with
environmental tobacco smoke from regular or hand-rolled cigarettes. Despite low levels of
emissions, the study authors concluded that the tested EC and heated tobacco products still
posed health risks to users and bystanders (335). The study funded by the competing tobacco
company (334) reported that IQOS produced a significantly greater level of sidestream emissions
than a nicotine inhalator or an EC: the heated tobacco product emissions were detectable when
the device was activated but not used, which contradict the manufacturer’s claims that IQOS

‘does not emit a true sidestream aerosol” (333).
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(2) 13 : 10 fadnsuseuia
(3) msuaumpuanlys : 10 Nadnsuseuia
LasuvnSuResd, 3 uaznau
3.1.2 dermunaiigafivaaniuieveswaniusiongu

dmunandusionguliiesduyvdrnlniung yrslaih wieynsuuuld
wnbnddudnduduindmsvaulnauilam aanuuituviendnsiueienguiad
aruddnedrannifesanaaniuduasilitoyaudduilnn Inelussnassngy
lpfinsimunldougnlviinsdndvihenindusindndusienau mnldlau s
masnasmslunsneandmiunansiae Tneyviaussianlaisnln Heated
Tobacco tuaziinistsduldnismunnminfausinmssdouihdeeguuas
nAnfauaiieades a.a. 2016 (The Tobacco and Related Products Regulations

2016) dui 5 wandusayulnsdmiuguyns® lneddenvualinail

YUIAYDIFUNNUALANADUILABININNIMTBLVINAU 65% VosUrDUMS Lag
efpadlUnmuazAFiauagia 2 Muvesiiurieveminsiueiensy

[

sUAMLAzAREUIARTiaN YA

(1) “ywaduanmguasnumie - lankae”("Smoking kills — quit

now")

(2) “yvsduannnuasnunie - @niae”("'Smoking kills")

> (EC) No. 1907/2006 of the European Parliament and of the Council concerning the Registration,

Evaluation

> PART 5 Herbal products for smoking, The Tobacco and Related Products Regulations 2016 p.18
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Tngluduesdeyafiuanseguuitusesiodlivsznaudedaman
(1) duaSumnudefiiaiomainados, msanaudssieguain
(2) Hofssadurla, ndu vio savA.
lioyanalildmesuiaiefunansurienguludnuasmend:
(1) ﬂﬁwﬂﬁam‘msLLazLﬂ%qé{’ﬂmﬂ;
(2) Yasasoniwdnsasinlvidlafuviady;
(3) l§5uansiwiltinanmsguyvidanas

(@) figvstelvigaulasuanunsedunssamsetislunsiuyanin

S79N"8

[

(5) HUselevisogunmvisetiuduasulilinslddinnavu

3.1.3 YaN1NUALNEINUNITINITNUY

o [

Andnuazudndnduagrguuuuldmnlug (Heated Tobacco) Aedas

amzilgunandugivonuiuniisnuainssineltesnounazaiuisndnniieg

Hansuelnegragnasamungming windusieausuuliwlug (Heated Tobacco)

JULAUI0 U8 LA NS 1UAI IR N LT HUAUNUILIUS VNS NSIT DU

[

lnsinundnvslisugslvinsgyinisaed:
(1) Fmrgynsiiimseunswuulaimilng (Heated Tobacco) W1uLAT04
Mg ynIon U@’
2) wandlag1synIA s unsuuulimlng (Heated Tobacco 14

Useanvunnandly ?

°" The Protection from Tobacco (Sales from Vending Machines) (England) Regulations 2010 (S..
2010 No. 864) Section 2
*® Tobacco Advertising and Promotion Act 2002 (c. 36) Section 9
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3.1.4 YaN1NUALNEINUNIST LAY

ulawanuudaselUl:

a 6

(1) FodsiduasFeiuni®
(2) TIENTINYN LB

(3) nsdearsnnwazidssluBanifivdsiudadnsiad, ¥ean1edeude

2aUlaukaENTINININANA U,
3.1.5 nMsatuayuiangsy

nudilvidinisatvayufanssuvenIasivseenyurseatuayuuanalagil

¢ A a a v e
MOUTLAIALNDAILATUNANN U
3.1.6 YafuaginIugldau

1. 91

J
U8 AdanguiuazAMuAo1gTuANaIusa8aynsLan 18 U%

U3ysallaedanguiunildudseinansadangruneauannnglsuiguiu

Inglarmunegdumanansedeynsialin 18 Yusysal

Y

2. Nuiiguuvis

wiIMyn3vila Heated Tobacco saulufiesynsluin avdiuaiivwly

9

[
=

Usunadeendtuvswuuund usfivegslsludiuvesiiuniszanunsogulaiu
fanegnininlilaglianunsogula®lununaisisue Suemis lsaseu s

lufausnsvudIas sy

>’ Tobacco Advertising and Promotion Act 2002 (c. 36) Section 3
0 UK Code of Broadcast Advertising Section 10.3, 10.4, 10.5

¢! Tobacco Advertising and Promotion Act 2002 (c. 36) Section 10
62 Children and Young Persons Act 1933 Section 7

% Health Act 2006 (c. 28) Section 2
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3.1.7 UNadlng
1. ASHANIRATN

yaAata 9 Andnvsedanindnduangiaunliuidaniudeninun
= Y 60,5 A1 o a ¥ v &
Henfuaain®duiodinseyanuiauasdognadvuaweluil:

v a

1) dndulaasy - n1sdanldifuaiuieunseusulifiungnang

(% o
Y

AYUANIDTINTIVINUSTY
2) sindulnenisfesies - Sanlifuaestnieuiuliiunguuney
o = :’1 [J gj U
NURUANTBVININUSU
2. MslawankayNsatuayuiangsy
AR uundyelAnslavaiagnsduasunseaunse ¥ da

nslewaniarn1sduaTINITVIReNEU w.a. 2545 ddammuadasialuil deq

s¥lnwIAnlifunifeunseUsulinungrunefmuans e iausu

AN HuundyaRnisatuayufanssuaunsessdydinisiayun

LaENTTARASUNTUBEGU WA, 2545 Tverimunssialuil desseinlny

Panldifunniteunseusuliiiungurinefmuavsenadmausu
3 msdndme
mngueiinisimirendndaniegulviuiuanaeigninil 18 Unse

finsdmuiendndurieguiiugonlulifesszanadneuiuedudnu

Y

W[ 2,500 Usum
4 NuNguyns

1 fUsznauns

% Standardised Packaging of Tobacco Products Regulations 2015 (S.I. 2015 No. 829) Sections 15,18

® Tobacco Advertising and Promotion Act 2002 (c. 36) Sections 3, 13, 16

% Children and Young Persons (Protection from Tobacco) Act 1991 (c. 23) (as amended) Sections

30,7
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melansyvlnafguamdn. a. 2549 dnihiiedtuyaeanileaiy

Neadasiunisianisanuiivasaunsiiialviwilainiinisuansdayay vy
guuvslugnuilvaiy tedsdulaeayns (w3ewmang) U 2555 Amunin

IS 1

Resdliasemnevuguyvianeulsegleeniledsluaniunuasnuninie
muwmuuﬂaamum wszsUngRauaind 2549 seyinnisliudaaiy
forvuamariionagnuiunslinguasayud (unasine) sudou 20077

Wusnwiuku 150 — 200 Uaua

dmiugusznaunsnseuaaaluniniinlunisaiuauaniunvaen

d‘ :.// 1o v a 9 ¥ o dy Qll d'
ynstuasaglivinsauaudguuns ilivinisauluiiuivaeayvsazgn
Ysunmeldsudeuindeiuiivasayvs (unasiny) seideu 2007% seided
Aigiunuasayns (nnugdiuyana)2015% seileuitneiunlasnyms

(WYULA1515042)201570 WusuiuEy 2,500 Yaus

G E]
YUy 9

w1y aaguaind 2006 sryingndauialunisauynsiu
P a v a 1Y) 1% a =
amuwﬂaamm%mauaamﬂiumﬂmgﬂaamm (unasiny) szideu

20077 1WusnuiuRuy 30 - 50 Usua

3.2 INININNNYUALAITUYNT 1QOS Tuuszimeaiusn

dUNNUANENTTUNITEINITHAYEIYDIANTTOISNIUTENALLDTUN 30 WEIeY

2562 3119 US¥N Philip Morris lasueyd@livinnisnaiandndusietausila Heated

" The Smoke-free (Penalties and Discounted Amounts) Regulations 2007 (S.I. 2007 No. 764)
Sections 2(1), (4)

% The Smoke-free (Penalties and Discounted Amounts) Regulations 2007 (S.I. 2007 No. 764)
Section 2

% Smoke-free (Private Vehicles) Regulations 2015 (S.I. 2015 No. 286) Section 5

" Smoke-free (Vehicle Operators and Penalty Notices) (Amendment) Regulations 2015 (S.I. 2015
No. 939) Sections 3, 4

" The Smoke-free (Penalties and Discounted Amounts) Regulations 2007 Sections 2(2), (5)
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tobacco™ 1ag FDA 1a11998 9118 N19n159a1nNduainigIfunandusinateanunis

NNWAENNSIUASULLITU

NAIAINNIINTIVABUDLIUTUTIANIINGIAEATHIUNIG (PMTA)® 113 FDA Fe58U0

o (% v A

n1sounIANAnSugvaldmTunaInansTa Iz aNdmMTUNTANATOIFUNINYBS

o«

o

Uz suns1£lunISNs NN AUaNeUsEn1s SEaUNAININYe9a1sRiEUINTtaLlaisy

o

' o
a a C%

fuyvdund uiinledeynaliueynivina Heated Tobacco luanigeinini usfenseiiy
FDA Alsildvaneanuimansusivarivasade lnondnfausioguiovundnsdunseouas
l@ndn 119 FDA ladnlvindnsiaueiengusiin Heated tobacco agnneladadsruiieaivengu
wuuluves FDA Iufenguanevesiguianatsdus fvnalavanmadnsiminazing
uanniiiesidansdidsnansusivesensunasnslavaiuaznisdauaiunisue FDA
Iinsteddn Mdunafgafuidnsinismaiendasusilasionie lidazidunisin
nsnatanuduleduazeuunanesuladeaiiiie InaniaPhilip Morris #asudali FDA
ns1winsinaainnslaman wunsmainsudsfeyaieriunguidmunsuayisiagdin
mMsiawednvuLariinnisiuivessnvuisIfundadusilavan MInanuay

TusTadu

3.2.1 danviuaieanunaadusiengu™

o ]

dmiundndudiengunazindimuiglusuinisiatuasdesiiuiunaunis

M373a8UvRe FDA lnendansdusienguiifeodnlnd™ avdesdinsianuduneunasdaluil

v ! | | ) 2 2w
1. ABYAITNUNNTAIUNANLALINEUAIUUTLNBUNLUUDUATIENTOD1UTUDUATIY

?U.S. FOOD & DRUG ADMINISTRATION, FDA permits sale of IQOS Tobacco Heating System
through premarket tobacco product application pathway looulal], WiasTian
https://www.fda.ecov/news-events/press-announcements/fda-permits-sale-iqos-tobacco-heating-
system-through-premarket-tobacco-product-application-pathway

> PMTA 'wmaﬁa%’umau%umimwaauLLazaqﬁaamﬁﬂﬁmmﬂmzﬂﬁmmimmmmmﬁauﬁmﬁmﬁm%
gngulmitgeannwanluanigewinilistagnngmung

™ FINAL RULE — TOBACCO PRODUCTS DEEMED TO BE SUBJECT TO THE FEDERAL FOOD, DRUG, &
COSMETIC ACT (“DEEMING RULE”)

Syanfaurionguiiiedilul wneds sdadasionguiililiyyd sguytaguihuresnaeuasenguls

¥ '
a

At fegagudd Sud@nsenauriesnguueseuaazaelivaydidnvselind seuuhdddllafunia

A

Tofimuivhanainegulml ndndasienauiteinddwlsenaunieduladiunisvemandueinitodnlml

waldsangunsaiiasy



39

2. mMyaweidounandunarsien1suans e
3. ADINIUTUNDUNITNTIAEDU Premarket

3.2.2 danmuaigliuaaIniiuvievasnaninaiengu’

[y [

[J A I | 77 ¥ = dy
ANADUUUNUD AEHDIUANTEUSANU:

“ Aufou: Maguynivzidusunsiesdognrau”( “WARNING: TOBACCO SMOKE

CAN HARM YOUR CHILDREN.”)

« J A [ a Y a = < v = raa 2/ 1 d'”
Andou: Aduynsnieliiialsavenduludunsedwndinlugldauyns

(“WARNING: Tobacco smoke causes fatal lung disease in Nonsmokers.”)

“Afiow: Nsguynsyhliifnusandsyeuaraine”( “WARNING: Smoking causes

head and neck cancer.”)

« o a o9 va < = o | I3
Adiau: Nsguunsyiiiiaugsanssmelaanisdeatilugnislaaizsdy
@oa” (“WARNING: Smoking causes bladder cancer, which can lead to bloody

urine.”)

“ ARau: NIEUYNTIUTERINIRTIAsi i snluassivganisiaTyiauln”

(“WARNING: Smoking during pregnancy stunts fetal growth.”)

“ Aoy n1sauynsenaviliiialsanilanaznasadangaiu” (“WARNING:

SMOKING CAN CAUSE HEART DISEASE AND STROKES BY CLOGGING ARTERIES.”)

“ guiou: nsguynsiluanmavedlsavongaduisesiuazatnnvedsaiiiy
un1ula” (“WARNING: SMOKING CAUSES COPD, A LUNG DISEASE THAT CAN
BE FATAL.” )

¢ U.S. FOOD & DRUG ADMINISTRATION, Cigarette Labeling and Health Warning Requirements
looulal], WAETILN https://www.fda.gov/tobacco-products/labeling-and-warning-statements-
tobacco-products/cigarette-labeling-and-health-warning-requirements

" U.S. FOOD & DRUG ADMINISTRATION, Tobacco Products; Required Warnings for Cigarette
Packages and Advertiserents [oaulai], WA
https://www.federalregister.gov/documents/2020/03/18/2020-05223/tobacco-products-required-

warnings-for-cigarette-packages-and-advertisements
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“ gifou: nsguynIannisguidnvesdentsaiuisaviliiAndgyuinismgou
AUTTOAINNIGNALA ” (“WARNING: SMOKING REDUCES BLOOD FLOW, WHICH
CAN CAUSE ERECTILE DYSFUNCTION.”)

“ Aufou: nisguywiannisivadsuveadenduruidserafuannnveaniny
WN15”(“WARNING: SMOKING REDUCES BLOOD FLOW TO THE LIMBS, WHICH
CAN REQUIRE AMPUTATION.”)

a1

« o v a A a =2 o v % 2 ~ X s
AFaU: N1sauynsnelmiialsaluImuYian 2 Fuilidimalufentiiudu

q

(“WARNING: SMOKING CAUSES TYPE 2 DIABETES, WHICH RAISES BLOOD
SUGAR.”)

“anfou: nsguynsiuaimgliiineinisdeaiuisawilignisniven”

(“WARNING: SMOKING CAUSES CATARACTS, WHICH CAN LEAD TO BLINDNESS.”)

YUIAYDIANADURAL FUNNAZADIUINNIMTONNY 50% Vosuviayws lng

eRaigUnINLarANABUBLYA 2 FUYBILBY

UMDV BIHANN TG UABILAAIAIBT U YBITIUIUUTUULYINGU Uagviny

' [
1= a o

TgAwu "wun", "en", "eau" nsaAlesutennateiulaiuiedaenatunlrussnvu

Winlalindndndasienausiniulaenieninenguwuudus

3.2.3 danmuaigliun1sIndung
lunsuevizedminendndueiniieitesiuynsuy aunsanseyilaanizd

S dangidouiumhenussnisiiieitesiing lnegdmieiiniindesi

115915298 UUNUTET1MIUTE919U Vo nAUNTLUILdNiNegaInNIT 27 Lag

(3

WY NUTONAN AU NAYIToITUYNT LuA1dIv99 FD&C Act’® Anuadnagly

[

sy linggyisaadl:

s A 1%

(1) vy miendndueiningatestuyniiugimiteduadaludfeniuluaniun
dnsugInagivintu

s v

(2) vuuanmegandndusininetteaiuyns g uslnanaaedld

"8 Federal Food, Drug, and Cosmetic Act #3aL38nd1ue11 FD&C Act LﬂUHQﬁMWUﬂUUﬂNS‘Iad 27915 81

\wsoslaunmg 1aTesdened egu
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(3) M mhgaandaeiningITeeTuynIndsav A (eniuumeasesgu)

e‘dd

(a) vdvminendnsamiiieadestuyaiifosnin 20 muulsie)
3.2.4 mslavanuazn1satuayunangsy
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lngazaadinishanstonuimouludnwusysngidiuvuveslavun lngfunudn
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YUY 20% YoINUTIlAw LLﬁZQ%W@QQﬂWNWKIMNBQLMu@?J’NL@U‘U@LL&%@’TUI@QWEJ

a o A W

n1sadvayuianssuiul aues Aads depunsotmusssudun Tudeuusun

v &€ o Y

NAMAUN 130 LAASANYAE ( LGUUI’ﬁIﬂ duanwal Awdy Jeanulunisamvuie @4se

o o

JULUUVRIETN %7 n) muaumaﬂmsJﬂ‘uﬁ’[fuamswmuulmmmmmlm
3.2.5 danmuaduniugldau

1. 81¢

]

Tudseinaansgasnuulaiunnsnisnenguanglunisaiunuengiuusim
finsrmunerginaziluanuiia mngdmiglafinnsdmiiendadusieguliun

yarafiionginitfiannsageyvilalin 18 Yuiysel udillovradeusuaiau w.a.

2563 Tty mMevszssuRassutlunguine eliiuanuduaseslinidin

4 o [ 14 o ' a [ (3
wazie1vune lagli FDA munuanismivgueglnsidumudmiieninduaiengy

Tunuarafiiangdn 21 Yusysal ®

79 & s s = = < I3 s
L’J‘U‘l"UﬂLL‘UULuai NUYEN {jWEJI‘ZJ‘HQJ'TVIL?']LﬁUWWNL'JUVL‘?m

* Bia e vl anmnedidnnseling vise lUswilddidnnsedind (angu: electronic mail) Ao

FBmilwasnsuanideudonnuwuuddve Fwenwuuduiieliuyudlidundn demnutuazdos

Usznougeiilam ﬁagjmmé’ﬁﬂ LLaxﬁa&ujﬁJaaEﬁU @o1aflunnninids) \Jueeeles
“eaiie wnefis inseviedaneaula 019 wedn lad Minwes uanuwnsy

8 J.S. FOOD & DRUG ADMINISTRATION, Tobacco 21[eaulail], 25 §unau 2562 unasiian
https://www.fda.eov/tobacco-products/retail-sales-tobacco-products/tobacco-21

8 America lung Association, Smokefree Air Laws [aau"Laﬁ], 25 §unAu 2562 Lmalﬂﬁlm

https://www.lung.org/policy-advocacy/tobacco/smokefree-environments/smokefree-air-laws
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Tuansgeasnituynivinalinnlug Heated Tobacco aggnatuANegngls
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n1sauay lneludagduiudl 28 S3¥aladnsldnguuneifeaduiuiguynsn
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[ dnsteduldngmnefiieaiuiiuiiguyn
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I:I. ‘EJQIMZLIﬂWiUQﬂ‘UI?IﬂQﬁ@ﬂEJ‘I/IWiEJ‘UﬂQlILiENﬂ']iichUq‘lﬁﬂUVlﬁ?ﬁ’ﬁmﬁLL@%EOWUWVIN’TL!

unuLansnunIgnnisdsiuldnguanene Jununguyns

q

8 The 28 states are: Arizona, California, Colorado, Connecticut, Delaware, Hawaii, Illinois, lowa,
Kansas. Maine, Maryland, Massachusetts, Michigan, Minnesota, Montana, Nebraska, New Jersey,
New Mexico. New York, North Dakota, Ohio, Oregon, Rhode Island, South Dakota, Utah, Vermont,

Washington and Wisconsin.
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Avigndneguiintfidesitnisnyvaeutnsusyiiiusevivugde ag
mnaztagldufofasiilneusuegn $ 15,000 - $ 1,000,000 a1unszs19dey g

AIUANKEARS TgUse

 THE TOBACCO CONTROL ACT 21 United States Code Sections 333, 372,387k

# THE TOBACCO CONTROL ACT 21, United States Code Sections 331(tt), 333, 372

& Commerce And Trade, United States Code Sections 1335, 1338, 1339

8 THE TOBACCO CONTROL ACT 21 United States Code Sections 333, 372, 387a-1, 387f(d) 21 Code
of Federal Regulations Section 1140.14(b)
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Y limnUszLan®® uazuagndnAusionguiilamnlugd (Heat not bum) Tasnianszngas
asnsgguUssnadsalui®laoanulimaralunisatdvayunisiiuidig miiense
ﬂiaumaawﬂw%mﬂﬂssmw LLasmamﬁm%quﬁMLmMﬁ (Heat not burn) tlesannenna
fnafeafuguamrenfinuasinguiiennazesinveaesuanfusiogulssaniuazen
dwaliiAanaiandinlunends Tnsluduvesunadinyiudlafigndnduinfiauiia feq
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I (% '

wazUFulifiu $ 20,000 v3edAnlifiv 12 Weunsensdvisdsudmsunisnseyinaewse

AURATIANULT

¢ TOBACCO (CONTROL OF ADVERTISEMENTS AND SALE) ACT (CHAPTER 309) (Original Enactment:
Act 10 of 1993) REVISED EDITION 2011 (15th July 2011), section 16

% Usummmamﬁlvﬂﬂw wuuil 1 (Cigalike) WUUT 2 (€Gos) WUUT 3 (Mods) waz uuufl 4 (Pods)

# MINISTRY OF HEALTH SINGAPORE, FAQS ON E-CIGARETTES, VAPORISERS AND HEAT-NOT-BURN
TOBACCO PRODUCTS [a0ulail], 26 un31A% 2561 unasfinn https://www.moh.gov.sg/news-

highlights/details/fags-on-e-cigarettes-vaporisers-and-heat-not-burn-tobacco-products
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