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FETHAL, 1SOERC HCI HEOMBEE CERELHEL, TOEREHD 4 EOIF TR
#J= k@Y 7 I (Tobacco specific nitrosamine : TSNA) Z#r &2 47\, HEEU7, 72IEZ 1 K40 D
# TSNA E1X ISO T, NNN 2% 61.6—79.7ng (“F1368.8 ng), NNK A%43.7—58.9 ng (F# 52.5ng),
NAT 2% 74.8—99.2 ng (°F-¥5 83.1 ng), NAB 7% 17.8—24.0 ng (¥ 20.1 ng) % L TH TSNA 2% 202—
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(NAT) & N’-nitrosoanabasine (NAB) & 7% - 721t
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NAB#7317.8—24.0 ng (SEE9151 ng) % L THTSNA

73202 —258 ng (5E#920.1 ng) THH, TRTD

TSNAJE E#iFH, SF¥HME & $ I E#E D MILD
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#1 EAWAITZOFT

EVEEd A B c D E F
RS — MILD SEVEN MILD SEVEN MILD SEVEN MILD SEVEN MILD SEVEN MILD SEVEN
ORIGINAL ORIGINAL ORIGINAL SKY BLUE ORIGINAL ORIGINAL
AL R Lot ] 24 L—TTF
BEIG HARIED EF N o
[EFN
T2 VYT <l -7 HA
320014 2800— 3300/ 380014 310014 41004
(71— b U RCED))
i Lieded) P P RN R P [EEN
&= (JMEiFR, mg) 10 10 10
ZaF v GHEFER, mg) 0.7 0.8 0.8
DB HADH B ik - 7258 ik 7= PR HADH B VAR
Hiota ST — AT — T — ZNADHEEEE, T — ST N—
LUV @IS i1 HiRkb Y HND Y AN R T —of
HeBER Duty Free for DUTY FREE s: for DUTY FREE s¢ FOR EXPORT ONLY
EZOREE (mm) 84 84 84 84 84 84
FA—=r8=F 27 (mm) 30 30 30 32 32 30
Buit Length (mm) 33 33 33 35 35 33
KOKRE (A) 1 1 1 2 2 1
ROE (i) 46 46 46 46 46 46
72X 2 (mglA) 888 892 883 847 889 927
B74NY—+H (REEX) 285mg./25mm  283mg/25mm  282mg/25mm 281 mg/27 mm 293 mg./ 26 mm 284 mg./'24 mm
74 ny— (BX/KE) 75mg/15mm 78 mg./ 15 mm 76 mg.~ 15 mm 88 mg./ 17 mm 89 mg./ 16 mm 81 mg./ 15 mm
W7 4 N — (S EE) 94 mg/ 10 mm 90 mg. 10 mm 93 mg/ 10 mm 75 mg./ 10 mm 84 mg./ 10 mm 89 mg./ 9 mm
#it (mg) 115 115 113 118 120 114
723 5% (mg) 603 609 601 567 596 623
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F2 BABMALIZZOEREFDOTSNAE (n = 5)

ISO ¥
TSNA (ng/cigarette)

Brand NNN SD NNK SD NAT SD NAB SD Total SD
A 61.6 + 4.1 437 £ 5.4 78.7 £ 4.0 17.8 + 0.7 202 + 11.
B 69.9+ 36 589+ 8.6 79.7 + 47 200+ 1.6 228+ 9.8
C 675+ 7.0 48.8 + 5.1 83.2+ 48 18.7 £ 1.7 218 + 18.
D 216+ 50
E 258 + 11

HCI {&
TSNA (ng/cigarette)

Brand NNN SD NNK SD NAT SD NAB SD Total SD
A 137+ 9.4 996+ 7.0 173 + 9.1 36.6 + 36 446 + 25
B 147 + 18. 120. + 12. 172 + 15. 40.7 + 3.7 479 + 48
C 136+ 5.0 971+ 7.6 171+ 8.7 386+ 26 443 + 15
D 159+ 6.6 144, + 13. 181 + 11. 487 £ 1.1 533 + 18
E 174 + 16 121 5.4 205+ 96 477 + 2.5 548 + 24

#3 EAMALIZCZDIToE R TSNAE (n = 5)

TSNA (ng/cigarette)

Brand NNN SD NNK SD NAT SD NAB SD Total SD
A 619 + 11. 229 + 20. 535+ 6.9 503+ 22 870+ 22
B 688 + 13. 274 £ 19. 586+ 6.4 657+ 1.2 982 + 19
C 739 £ 11. 254 + 24, 567 + 13. 487 + 2.0 966 + 22
D 786+ 8.3 422 + 3.3 725+ 97 840z 17 1144 + 12
E 827 + 20. 374 + 16. 683 + 12. 785+ 04 1169 + 27
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1. FC®I

WHO @ 721 Z 8 B HRHNIZ B9 2 52884 (Study Group on Tobacco Product Regulation : TobReg) |

B S 2N 2008 4E 11 H 12~14 H, 7 7V DX — NV TRBESNE L7z, TobReg i£ WHO Hi
BRICRUT, X EBRENICET 2 NEE M ORZIC @S TRINICE D CEIE 2T 5 X5,
ZREINTWET, 72X 2 OHRGENZEET 5 A LREMERM SRS (WHO Framework Convention on
Tobacco Control) | D 9 22 UV 10 LDBIE IR, TobReg 1%, AREEICERLMEEZ S-S L,
X T BB OF B L CERMZRET 521X 2 MG OBENICE T M ARTEEZHS M LTV E
ER

ZOH S EEETE, TEFZXZoE ), gLz oFEYE], [F%5Z (roll-your-own) 721F
21, TR e UTHGES N T WAEG ], TEFOR T, KRG TXA Y =] ZDWTHREENE
U7z, 2BRICHIE 20084E 9 A 19 HIZ WHO L AV Y — 22 FiT L, BF X IIXIE LU WEEEL L
BEZONBVWEDTRE2HEELEI LU, ZOTLAV Y —RATIE, BEFHREINEETESZ_aF
viEfEE (NRT) THEI e 2RIFEBTE T LY a—SNEMERINETCERINTE ST, 2
JEETO Zh 6 M FOIRSE 2 BAT 2FELIE R, ML TVWET,

ARUB— M, ZOESEIRXBETHET2XPT UL, UTO 2 8 G BT 2iEm A0S 2R ET,
ZOVWTNOHERE, RROBEICHEELRTREELH O, TDER, W AOCHHOHE RN R+52TT,
BT = 3F VEEY AT L (electronic nicotine delivery systems : ENDS) : 721X Z ORRBEEY 2403, =
aF v MMOWE E I EEEET D VAT L,
72 (X B R OB A BRI TR SN TE D, TORDEREPAREDRECER>TVE
ER
AL HR—=bPDLTF 2 DDIHIZ, SR T B TRIRA DBIE & R U 9, Mennesz 4 HiZ
L TVET,

1.1 BE

IR ”WFHOBENL I ZHENCATRTH Y, [721EZ OB T 5 R EERRIZER) 12
F0DZDEIE, B105%k, KUBNZOHEOFRTHEREEINTVWET, HHz2TsZ2T, #IXZH
AL, oG, Wk, TV, WEICETARKRODDEHETO I LIL o T, AREED
HizRZTZ M TEET, FRFHEOETZEFHECHZNELRYED 2 Z 2T, ERICBRSN
2 RH O EWEL IR A OB N E T,

X BB ORENE, BB, WE, ROHEREROBHEMT, IS0 T VORI
5, IXZH]FOE ﬁ%&b\ﬁ?ﬂj%@%ﬁ%ﬂ#‘\im&’é‘ T X Z B 0 BE, N 2 DEET aﬁ%
HEHY ’E@@‘%%ﬁ%ﬂ@é’ﬁﬂ: T o ITIIRE, Wi, TNV ORB ORI, AREEDRE R ORE
ZHIE LB L2 BERRETT,
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b EEE R, B, UENRTARYE, U 2TREEND 2BE, FHX—, RUOEEE
FEDOX =T T4 VT Aye—VICETARZENENEBEE L 2B NET, 2<0EBEETIXH
EEHIIHL, TOEEHICH-> CTRBEZAEILRRT I, BEREAEYMEEHT LI &, Xik*
D& RBMBOERE, REEELRCBERZFIRTZZE2BHEMITCVET, ENDS E=aF v 2o
ME#x%XZLETH, ZRZHAREENTWERA, T/, EEAZIZZIEKRANTLETCEEINT WV
D, TV RI—F—IZLDKBIZBEEINZDLTWET, LAER->T, IR AEZEFICET S
FEOMBFFIICH 2 HEELH D012, HENEDLOTHLL R>TVWET, TEh2hbod, Zh
SIALREBTEY, £/, MELIZZIZBET2200REFKE UTHEINTVS LW HEND
DET, ZOZ e, ThOHFOREEZFML, REIL, FHZHRT 27200 LREE 0T T
LEWLTEBENDDZLE2RBLTVET,

TobReg (&, 72IXZ MW EHHENEE T 2EEORFZFNEZEEL, ZIEITHHBNCH T 2HH Lo
XFvyv 7 2EOB-OICBERMELRELTCWET, RS, BRG], 7218 IREEDHRE,
ZIEZ OEEYROHLEYOBRESNICET S, KERCHANLZHNZOEMR»SMEINTVET,
7 Z EWEHBENC BT 2 AEREOEEIOS UIMBE» S S EEH 2/ 5720 (Z 721X ZHRH O 8 HEx
FEIRD 1 DTTH), KPR WHO DERL—B L UT, EHFELHE L T WHO $ITHERICH
ELTWET,

AUBE—=MIEENTWBEE, WCIZZTOMOESE ROERSED, 172132 OFHNZEE$ 5t F R
MEBEMR S OB EHABILIEZERLU COWBIELXIIEZ>TNEZ %2, YHETRESTENET,

2.TobReg #&DRIAIENS  BIFIZZIEZ 20T T, RS RIZ=aF V2 kET D
Z & EICEE I kSR

21 &

ARFIEE T, WRESFIIZaF U ERET LIRS NAETF =0 F VK ES AT A (ENDS)
WOWTHAET, ZOHMRMIIE, ZIEZHYEZEALNS, ZOEEICIEZIEI2HEE LR
ImEa EhE T, ENDS & BEF7=IXT (electric cigarette) |, Te ¥4 1 (ecigaro)], [BFAE—7
(electro-smoke) |, 27U —> - 22 (greencig) |, A< — hAE—H— (smartsmoker)] 72 Bk~ 775
BEANERCTHREINTVET,

ENDS IEAREEICERRHEZ S50, HIXZHAROAE & HEICEL CafzEikkdyasZ e n
5, SEIOBEERHRTHI L UE Uz, $THREEEE, ENDSIZHMHL TV A{FEYEEZ+5731
BERLTWETA, TOHEYEEROL NERICET LT XL EITT, BECRKIETEEL M
BRINTVERA, TNSDOHGFEEHHIZL > TlE, REOBTOBREDREENPREINEILE LNE
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VA (TNEEERZIEZBREINATT), BECEDEPEHS W TWEH T TIERL, HENT
WRWEEBREIRELZGE, BEOEANEELIIRZEZNDLH D T, 512, NER O IRELE
FIZE T, TONEHERGERED» S RN ABFOZELERFEFOLICEZAETTLS, HIEZ O
AZBCEVWI IO MABAMUIZE IS UNERA,

ENDS (&1 & —%v hE2#EUCLMATHTZINTEY, FA-—HOE~L CIIHEEE ICHEERE X
NTWET, RHEHO ENDS I, FiZlk (REFOFRKOEEERTHZ) HENS, 1F&AED WHO
MBEEOHESIZAEITEBELTVET, 2OL5ICIFEEACKREHOBRDAFENEE>TWEZ L
IZDWTIE, AEIZEEIG I > THIGT 2 BERH 0 9,

U UKREDETIE, ENDS EHHIOHE»SKITEDL TWET, BEHE L TOHF» SN, 721F
CHEEICHEE O NTVWAHEZENTWE T, TOLOBUEEIERE & HEH T, BIICED IEHRAL
ZEIERESNRWTWET, ENDS OMHIEEIX, Z0h1 v R —32 v b O/NEEE ROTREEED
SEBIZATTELZ DS, HILWEDER>TWET, HIZIETAH) 7T, EREATVS
ZAFVERBIIPPDOLT, ZROA VX =2y NEENTOKFIUMHYTHEEREL, = aF Vb —
MUY Y1 RONFEMRIE 10 K RS TT, MATHBPHFEISMAINDEZ NS, LNV
BREDEZIZHEAINTVWET, LAadoT, ABEFOLZeNE, Kiczogete G CET 2
TROBEMITITF— R 2T 52 21, BREOFEL L >TWET,

% { DEZ DBHEIZEE P S, ENDS (ZBT 2RI & HHI O 0 fiAzFE D < WHO 75D
gthiskbonTEFEz LA, 2o 28R U THEITRED, ERFE U THEHTRE), EXR
L& EEBBROMAGDELDE U THETRE D, it,%%%uﬂbfg®i5&§£%%ﬁ%

HHITAREDR, L0V EDLERD D F U7, Bl LERIANSEEL &N, YEEBIIOWTER
INTVWEL—TF 4 VT - 2L A LDFELMTT, T, mms#mﬁﬁ%%mféét#,ﬁ
BEZIEIIZEEFNT VWA aAF VEILHARERR - OF VR BRRLIBTERET DS, il hT

miﬁo%®@®ﬁ£%@ﬁﬂiwﬁ%abf,@@#%boﬂfvé%%@Emmimﬂt?A%#
EWVWHZEEHVET, THF—HPOREEERORBEEE» O LRHINTVWB ERETT,

SEOEEIZIE, REBERO o O L &, ROHRRBROMOMED 72d DEENE TN T
9, REEIE, X TEBHEBNCEET 2R M ZER S (Scientific Advisory Committee on Tobacco
Product Regulation : SACTob) K Tf TobReg 2 6 KIZRIBI NAZBEDIEE T, —MROLIXIHEI %25
BEDTOSHBOREEZRT LIOFHINTVET, KEEIE 721X 2 OMENZEE T 2 R fE g
Pty IO U, RHCEB 94, B 105K, B 11 £AUE 4 ROEFIZARL TV HEREE %2 X
?’/é?"% HIWTHRESNE U7z, MAT, ZIXZDOMBIZBEINDZ 2o DIEEZBBMNITZHESFDE

TN 2HENIEETT, THid, ENDS DHEEEZEDL A, TN6OMBIXELZ BT i v
FiEEDH LI, BEFMEUONTVWIBRETCEHEHHATE S LERELTWVWS 2D TT,
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2.2 ENDS D EFE

BF—aF VEEY AT L (ENDS) &k, 79AF v /XN EEBEEOV Y VA —D—li 2 KA 72
IXZREED LS ICIZ AN, BEIPSFKEULRREELZDEAY 2 WTRIMIZFAT S LT, Hic
SOFVERETDIOFE SN, HEEEFOANTIVEHEINEHDOTYT, BETWEK I AT
L, REANNY 7Y —C HEHE, BLHEEEE, RORBAT—- NIy IUh oI T, =aF
VEFOMDIEYEEELLOLH Y T, MEOFITIE, RARBEEO=IF VERETEDS, X
F=aF v —PEEFRVESZoT0REDEHVFET, £/, TRBMOZIXITHELONIDLEHE
UCEOBBEENBOND, EERLTVWEIEDEHET, ZIXZIOF LAKEYUE L 72DIHHE
NAHEYEL, TRTHAEINTIEHVETAD, —HOHFIT A VY-V E2EL ] ELUTVWET,
Tz, I ZOBRA TV BEIHIIEE T, BHEX A A - RDPABI N TV I2HBEHVET, Tho
BFO—EOBEEE NIRRT WA FIHRIE, TR NEZEZoffETEONEEA S =aF V2,
ENDS iz & oTHEoNE, EWHHDTYT, FRUEZTE h& 1 TOBERERLTVWET,

SRSy T ) — FAETF 4 25—

. _ TREEAA— kU v D
LoD —8—51 k Hetnd

RAZR

NyTY— S

23 BERUORE

ENDS OEUERZERNMEDH 20 EFRETTY, 1 VX —3 v MERIZL 2 A INTWEEETD
b 24 DY, XL OFEELEMENPGFELTVWDII BN E L, BROBEDH
EUNE OB U B, A—0aEY, XEVAT L, BEANOHREREZFEFONIEIAHETTH, H#
%*iofﬁ@%k%%#%&éﬂ%%i%ié%i? AR =2y NET, EF/NEEICL> TR
HENBFFEEN TV AR EFORBBE L BmEORI, 2FICEX2O2H 7, AT, @ EOHKE 2~
R ORA4 1%, HHBE 2 A % EfEIC Lﬁ?é EEHEUSLTVET,
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MEEE L ENDS 2% < OEPMIBCHRELTCVWET, flRAIXA—-ANT VT, 7I7V), thFE, B
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Annex 1. International regulatory measures for electronic nicotine delivery systems (ENDS)

Country

Regulate as medicinal product

Prohibition

A

Therapeutic
Administration

Brazil

National Health
Surveillance Agency
(ANVISA)

Regulatés as tobacco prodilct'

Article 1 Prohibits marketing, importing and advertising
of any smoking electronic device (ENDS), known as
electronic cigarettes, ecigarettes, eciggy, Ecig among
others, especially those that claim to be replacement for
cigarettes, cigarillos, cigars, pipes and similar as
alternative in the treatment of smoking cessation.

Sole Paragraph. Included in the prohibition in the caput of
this article are any accessories and refills intended for use
in any smoking electronic device (ENDS).

Article 2 The admissibility by ANVISA for the
Registration of Data on any smoking electronic device
(ENDS), especially for the treatment of smoking cessation
or the replacement of cigarette, cigar, pipe and similars in
the habit of smoking, shall depend upon the submission of
toxicological studies and scientific tests that prove the
specific purposes alleged.

§ 1. The toxicological studies and the tests referred to in
this article shall be conducted in accordance with
protocols and internationally recognized and accepted
scientific methods, accompanied by the risk assessment of
health damage to the consumer as well as proof of non -
environmental contamination with toxic compounds.

§ 2. All results of toxicological studies and tests referred
to in this article shall be subject to technical review and
approval by ANVISA.

§ 3. Even if the registration of the data of the device
(ENDS) shall be approved in accordance with the caput of
Article 2 it is forbidden the selling, the supplying, even as
means of samples, the delivery or the use in any case, to
children or adolescent, of any smoking electronic device
(ENDS).

Article 3 The violation of the provisions under this

Resolution shall subject those responsible to penalties
under the Act 6437 of 20 August 1997.

57

Import, sale or offer for sale prohibited
as imitation tobacco products under
RDC 41/09 (August 28" 2009) There
shall be the possibility of registering the
product as medicinal product after the
presentation of all due tests and studies
(article 3 RDC 41/09).

ANVISA RDC 41/09

http://portal .anvisa.gov.br/wps/
portal/anvisa/home/derivadost
abaco



