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Oesme4yHOCTI  Xap4YoBHX NPOAYKTIB  Ta
3aXHCTY CNOKHBaviB
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Komisi: MinicTepcTBo 0X0poHH 310poB’st YKpainu
01601, m. Kuis, Byn. ['pymescskoro, 7

Odiuiiine 3BepHeHHSA
(6 nopsaoxy cm.21 3axkony Ykpainu «IIpo zpomadcoki 06’ conannna»)

17 numas 2020 p. Ha BeG-caifti https://www.iqos.com.ua/uk/fda-about-igos ToapHcTBO 3
oOmesxeHo BianosiganeHicTio «®imin Moppic ceitniz e auctpub'romn» (mami — TOB
«®MCJI») (xox €JIPIIOY 39540982) Oyno posmimieno iHbopMalliiiHy CTaTTIO MiJ Ha3BOIO:
«FDA y CIIIA Busnanm, mo nepexin Ha IQOS 3HIKY€ BILIMB IIKi/UIMBUX PEYOBHH Ha OPraHi3M»
(00oamox 1). V myGnikanii 3a3Hauaerbest, wo 7 mumas 2020 p. YnpasniHHS 3 caHiTapHOTO
HarIsdy 3a sIKICTIO Xap4yoBHX NpoAaykKTiB i menukamentiB CLIIA (mani — FDA) aBropusysaim
npoaax TBEH IQOS y CIIIA, sx npoxykty 3 MoaudikoBanum pusukom. Ha namry qymxy, TOB
«PMCJl», sike 3aiimaetbes iMmoprom Ta peanisauiero TBEH IQOS B Vkpaini 3 2016 poky,
BJIA€TCA 10 TBEP/DKCHB, AKI HE BIANOBINAIOTH AIICHOCTI, CKIIAAIOTHCS 13 HEOCTOBIPHUX TaHHUX
Ta BBOJAATH B OMaHy CIIOKHBayYiB Ta.

TOB «®MC/l» BHKpHBIEHO NpeJICTAB/IAE BACHOBKH aMmepuKkanchbkoro FDA y cBoix
NOBIAOMJICHHAX 0 CHIOKHBAYIB Ta HABOAUTH TAKi HeNPaBIHBI TBePIKeHHN:

* «IQOS... - Ha¥ikparuit BUGIp 17151 TOPOCIIUX KypLiB, Ki BCE M€ MPOJOBKYIOTh TTATHTH.

* «IQOS - ue ... [enekTpOHHMII IPOLYKT AOCTABKA HIKOTHHY ...».

Haromicrts i3 BucHoBKy FDA BOauaerbest HacTynHe:

* FDA ne 3asnaumno, mo IQOS e «waiikpamum BuGopom» st kypuis. Hacnpapxi, 3a
nanumu FDA, ®inin Moppic He no3BoisieTsess poOutd Takux 3ase y CIIIA, ski
«nepedaiomb abo moxcymv esecmu cnoxcusadie y omany», mo 1QOS cxBaieHo abo
sarBep/ukeHo FDA, aGo HiOm FDA BBaxkae, 0 NpoAyKUis € Oe3neuHor s
BUKOPDHCTAHHS CIIOKMBaYaMH (0ooamox 2) (https://www.fda.gov/news-events/press-
announcements/fda-authorizes-marketing-igos-tobacco-heating-system-reduced-
exposure-information).

* IQOS ne xapakrepusyeTbes K «ENEKTPOHHHIA NPOAYKT AOCTaBKU HikoTHHY» B CIIIA.
TiotionoBuit BUpi6 mst enekTpuyHoro HarpiBanus 1QOS, BKIIOYAOYM HarpiBasbHHIL
MpUCTPiii Ta 3anpasHi curapeTu 1is Heoro — xireu (HEETS) perymororses y CIIIA, sk
TIOTIOHOBMI BHPI6 1 xapakrepusyerbcss FDA sk curapera, IO He TOPHTb
(https://www.fda.gov/media/139796/download).

Kpiwm Toro, 3i 3Bity FDA crizye, mo Bupo6uuk ®imin Moppic He 3Mir TOYHO npeacTaBuTH
CYKYIIHICTb BHCHOBKIB /U1l YIIPaBIiHHA 3 CAHITAPHOIO HAIVIALY 32 AKICTIO XapYOBUX NPOIYKTIB
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i menukamentiB CIIIA Ta mpomycTuB y cBoeMy iH(oOpMaIiiiHOMY MOBIIOMIEHHI BajJIHBY
inpopmallii 1Mpo PH3MK I8 3[0pOB’S CHOXKWBAYIB, SKi € y BHCHOBKY aMEPHUKaHCHKOTO
Y1pasiliHHs, 110 MOXKE BBECTH B OMaHy Ta 3aILTyTaTH CIIOXKHBAYiB [P0 BJIACTUBOCTI TIOTIOHOBOTO
BupoOy IQOS i Mo3ke MaTH HEraTMBHI HACIAKU IS CYCMiIBCTBA.

I xoua y CIIIA ®inin Moppic cTBepipKye, K 1€ BHIHO i3 IXHBOI 3adBM Ha BeO-caiiTi, 1110
FDA 3naiituna «nosnuii nepexio 6i0 3euuaiinux cueapem 0o IQ0S makum, o 3HAYHO 3MeHULY€E
GMIIUG WKIONUSUX MA NOMEHYITIHO WKIONUBUX XIMIKAMIE HA OP2aHI3M KYpys», BAPOOHUK YMUCHO
He HaBiB OCHOBHI BUCHOBKM FDA. ski HeOOXiJHi Ui IOBHOTO PO3YMIHHA CIOKHBAYaMH
BJIaCTUBOCTEH THOTIOHOBOTO BUpoOy 1QOS. Cepen Takux MiCTATHCS HACTYIHI TBEPIKEHHS:

e FDA Busnano, mo IQOS He € Oe3meunHnM, a CHOXMBA4i MiJl 9ac BHKOPHCTAHHA
TIOTIOHOBOI'O BHPOOY 3a3HAIOTh IIKOJAM BiJl IEBHUX HEOE3MEUYHUX XiMIYHHUX PEYOBHH, Ki
MICTATBCS Y BHPOOI.

e FDA He BcranoBuno, mo Bukopucranus [QOS 3HIDKYe pH3HK CIIOKHBAYiB OTPUMATH
3aXBOPIOBaHHA a00 1110 BUPi0 € MEHII NIKiUTUBH, HIXK KypiHHS 3BUYAiHUX CHIapeT.

e FDA wme sHaiinuio, mo IQOS Moxke IOMOMOITH KypusM BiJIMOBHTHCH Bill KypiHHS.
Hacnpasni FDA BuBumiio nani Ta BusBuito, mo ®inin Moppic He npoaeMOHCTpyBaB, 1110
JI0Ka3H € JIOCTATHIMH /i TOro, mo0 3poOUTH BUCHOBOK 1po Te, mio [QOS 3HMmKY € pH3UK
3aXBOPIOBAHHA HAa KOPUCTYBaya.

e FDA rakoxk Bcranosmio, mo cucrema 1QOS Mae BIacTHBICTh BUKIMKATH 3BHYKY, K i
3BMYAHI curapetH: «... cucreMa IQOS Moxe miATpUMyBaTH 3BUKAHHS CEpejl HACEICHHS,
IO 3aJI€KUTh BiJl HIKOTHHY, i Y CINOXHBadYiB, sIKi HE BKHBAIOTH BHPiO, MOXKYTh MaTH
MONiOHMA PU3MK BMHMKHEHHS Ta PO3BUTKY 3BUKAHHS, K i BiJ| 3BMYaliHUX cHrapeT»
(https://www.fda.gov/media/139796/download).

Kpim Toro, HaykoBo-koucynbraruBHmii kKoMmiter CIIIA 3 nuTans TIOTIOHOBMX BHPOGIB
(TPSAC), axuii mie y crpykrypi FDA, y 2018 poui ailiioB BUCHOBKY, IO Kyplli, HMOBipHO,
CTaHyTh JOBrOTEpPMiHOBUMH MOABiHHUMY criokuBadamu IQOS Ta 3Buyaiinux curaper
(https://www.fda.gov/advisory-committees/tobacco-products-scientific-advisory-
committee/january-24-25-2018-webcast).

Takum unnoM, y 3BiTIi FDA 3a3Ha4aeThes, 1110 BUPOGHUK He 3Mir JOBECTH, IO TIOTHOHOBI
Bupobr 1QOS MOXyTh MiCTUTH iHOOPMAIIO PO «3HAYHO MEHWy WKOOY ma PuuUK
3GX60PIOBAHHA, NOB A3AHUX 3 MIOMIOHOBUM BUPOOOMY.

Cain 3asmaunty, mo 3a mexamu CIIIA ananoriuamii BHCHOBOK 3po6us Itamificekuii
HAIIOHAIBHUH IHCTUTYT OXOPOHHM 3J0POB'S, SIKMii BCTAHOBMB, IO MPECTABJIEHHX HAyKOBHX
AAQHUX HEIOCTaTHRO VIS TOTO, MO0 CTBEPIKYBaTH, IO BUPoOH IQOS 3HUKYIOTH PH3UKU Bif
CIHOXXMBAHHS y TIOPIBHAHHI 31 3BUMAHHIMMU CUIapETaMH 33 YMOB OJ{HAKOBOTO BUKOPHCTAHH
(https://www.occrp.org/en/daily/12452-italy-releases-secret-study-on-philip-morris-igos).

Taxox, BeecsiThs opranizanis oxopoun 310pos's (BOO3) BusBiIa BiZICYTHICTb JOKa3iB
TOrO, IO TIOTIOHOBI BUPOOH, 110 HATPiBarOThCs, Taki sk 1QOS, MeHI mKiAIMBi, HiX 3BUYaiiHi
TIOTIOHOBI BHpoOM. Binrak, mi curapers, siki BHKODHCTOBYIOTBCS CIHOCOGOM HArpiBaHHS Ta
Bi/ITIOBi/IHI IPUCTPOI TOBHHHI GYTH BPery/Ib0BaHi 0JHAKOBO 3 IHINMMH TIOTIOHOBHMH BUpoOamu
(https://www.who.int/publications/i/item/WHQ-HEP-HPR-2020.2).

Boanowac, narosmomyemo, mo pimenns FDA 1po Te, K peryaioBaTé HiKOTHH Ta
TIOTIOHOBI BUPOOH, HE CTBOPIOE IIPELEICHTY U Oy Ab-SKOT iHIIOT KpaiHu Ta He € 060B'I3KOBUM
s YkpaiHu.

Bianosiano 1o cr.5 3akony Ykpainu «IIpo 3axoqu moo MONEPEKEHHS Ta 3MEHINIEHHS
BIKHBaHHS TIOTIOHOBHX BHPOOIB i iX IIKi/UIMBOrO BIUIMBY Ha 310POB'S HACEIEHH» 0 OCHOBHHX
HaMpsAMIB J€pPIKaBHOI MOMITHKH LI0JO MONEPEKEHHS Ta 3MEHIICHHS BXHUBAHHS TIOTIOHOBHX
BUPOOIB i iX WKiAIMBOrO BIUIMBY Ha 310POB'S HACENEHHS, 30KPEMa, HAIEKHTH MOKPAIIEHHS
IHOOPMyBaHHS HACEJCHHS NPO PH3MKU i WIKIIIMBI HACHIIKM UM 30POB'S JIOAUHHU KypiHHA
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TIOTIOHOBHX BHPOOIB 4M IHIUMX cnoco®iB iX BKMBaHHA, a TaKOX IIKiITMBOrO BILIMBY
THOTFOHOBOTO JHMY.

V crarti 1 3akony Ykpainu «IIpo pexiamy» BH3HAu€HO, 10 peKiaMa — iH(popMallis mpo
0co0y uyH TOBap, PO3NOBCIOKEHA B Oyab-AKiii ¢opmi Ta B Oyab-sKuil crioci® i npu3HayeHa
chopmyBaTu ab0 MiATPUMATH 00I3HAHICTE CIIOKUBAYIB PEKJIAMH Ta IX IHTEPEC MI0/10 TAKKX 0CO0U
44 TOBapy; HeJ00OpOCOBICHA pexiamMa - peKiama, sika BBOJAWTh ab0 MOXK€ BBECTH B OMaHY
CIIO)KMBAYiB PEKIaMH, 3aBJaTH IIKOAK 0co0aM, IepiKaBi UM CYCILILCTBY BHAC/IJOK HETOYHOCTI,
HE/IOCTOBIPHOCTI, JBO3HAYHOCTI, MEpeOiTBIICHHA, 3aMOBYYBAHHS, IOPYIIEHHS BHMOI IIOJO0
4acy, MicI i Coco0y pO3NOBCIOKEHHS.

Kpim Toro, B pamkax MiXKHapoaHHX 3000B’si3aHb, YKpaiHa, SK MiAmuAcaHT PamkoBoi
kouBeHuii BOO3 mono kourpomo Hax TioTioHoM (PKBT), 30608’ 13aHa 3a60ponuTH Gy 1b-sKi
TBEP/DKEHHs 1po Te, mo IQOS 3MeHIye BIUIMB JESKHX INKiUIMBUX XiMiKaTiB MOpPIBHSIHO 3i
3BMYAHHAMH CUIApETaMM, OCKIJTIbKH TaKi BUMOI'M MOJKYTh BBOJWTH B OMaHY KypIIiB Ta HEKYPIIiB
Npo MKOAY 310poB s Bia BuKopuctanus TBEH IQOS.

Y 3B’a3ky 3 HaBeseHuM, I'pomazceki opramizaunii  «lleHTp rpoMaasSHCHEKOTO
npeacTaBHANTBA «KUTTA» Ta «L[eHTp 1eMOoKpaTii Ta BepXOBEHCTBA MpaBay, 3BEPTAECTHCA 0 Bac
i3 3aKJIMKOM TepeBipuTH iHdopMmanio mogaHy Ha BeG-caifri https:/www.igos.com.ua/uk/fda-
about-igos moxo nopymenns TOB "®MCJ/" 3akonomaBcrBa VYKpainu mpo pekiamy Ta
CIIOHCOPCTBO TIOTIOHOBMX BHpOOIB, a came, B YaCTHHI NpaBIMBOCTI (DaKTiB y peknamHiii
nyGurikauii Ta HaABHOCTI y Hiil indopMmaliii, sika BBOIUTH a60 MOKe BBECTH B OMaHY CIIOKHBAYiB
peKIaMH, 3aBJaTH INKOAM oco0aM, [epikaBi YM CYCHLUIBCTBY BHACHIZOK HETOYHOCTI,
HEIOCTOBIPHOCTI, JBO3HAYHOCTi, MEpeOiNbIIeHHs, 3aMOBUYYBaHHS, NOPYIIEHHS BUMOT IIOJO
yacy, Micl 1 croco0y po3nOBCIOIKEHHS.

[Ipo pesynbratu posrasmy wmiel 3asBM OpocHMO NOIHGOPMYBATH 3asBHHKIB Y
BCTaHOBJIEHUI 3aKOHOM CTPOK.

Honarku:

Honarox 1: peknamue nosigomnents TOB «®MC/l» na 4 (40TUPBOX) apKyIIax;

(4OTHPBOX) apKyIIaX.

Bukonasua qupexropka I'O «
+380938565665,
lilia@center-life.org

Mupextopka I'O «llentp nemoxparii
TA4 BEPXOBEHCTBA MpaBa»

Ouneca Xouonix

o.kholopik@cedem.org.ua
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FDA'Y CLUA BU3HAJ, LLLO MEPEXIA HA
IQOS 3HWXYE BI/1IMB WKIANBUX
PEHOBIH HA OPTAHI3M

7 NVINHSA YNPaBAiHHA 3 CaHITApHOro Harnsay 3a AKicTIo Xap4yoBUX NPOAYKTIB
i MegukamenTis CLLIA (FDA) aBTopuayBanu npogax IQOS, sk npoaykTy 3
MoANGIKOBaHUM pU3nKoM. Lle pilueHHs geMoHCTpye, o IQOS - Le
NPOAYKT, O NPUHUMMNOBO BiPI3HAETLCA Bij CUrapeT i € Halikpawum
BW6OPOM AN NOBHONITHIX KypLB, AKi BCE OAHO NPOAOBXYBanun 6 KypuTu.

IQOS - nepwnit i EANHWIA @NeKTPOHHWUIA NPOAYKT ANA AOCTABKMN HIKOTUHY,
SKWUIA OTPUMAB Taky asTopu3auito B CLUA. IHLWI cUcTeMM HarpiBaHHs
TIOTIOHY, BeANW, eNeKTPOHHI curapeT i pod-cMcTeMIN He MatoTb BU3HAHOTO
FDA cTaTycy NpoAykTy 3 MoAN$IKOBaHUM PU3NKOM. Y CBOEMY pileHHi FDA
CNUPAETLCA Ha MiXXKHAPOAHI HayKoBi AaHi.

Huxue npoiiaeMocs NO HaliBaXxAMBiLLIOMY, LLO NOTPIGHO 3HATU MPO
pilleHHs FDA woAo cucteMu HarpiaHHs ToTioHy IQOS. Po36epemo, Lo X
Take FDA i YoMy ioro pileHHs Tak 6arato 3HauuTs. Hagiwo B3arani FDA
BuBYaB IQOS i HoMy ue 3aiMHANO Linnx 3 pokn? [0 KOO BUCHOBKY
BpewTi-pewT npuiios FDA?

FDA - o ue?

FDA (Food and drugs administration) - Lie 0auH 3 AenapTameHTiB
(areHTcTB) MiHicTepcTea OXOPOHMW 340pOB'A i coliansbHUX cnyx6 CLUA, wo
BIANOBIAAE 33 KOHTPO/Ib AKOCTI XapHOBUX MNPOAYKTIB | MEANKAMEHTIB. Byak-
fAIKi NPOAYKTW XapyyBaHHS, Nikapcbki NpenapaTi, THTIOHOBI BLUpO6WY,
BETEpUHapHa NPoAyKLis, KOPM ANA TBapWH i T.4. MOBMHHI 060B'S3KOBO

https://www.igos.com.ua/uk/fda-about-iqos

OcTaHHi HOBUHM

Cepn 18, 2020

BCI 10 CMAKIB
CTIKIB HEETS
ANA IQOS. AK
BU3HAYNTNCA?

BINbWE —

Cepn 13, 2020

AE KYMUTU
IQOS I CTIKW
Y [IbBOBI?

BINbWE —

Cepn 7, 2020

[E KYMUTK
IQOS I CTIKU
HEETS B
KWEBL.
HOBUI IQO<
SPACE B
RETROVILLL. -
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BMBYaOTb AOKYMEHTALIID, 3pa3KK i pe3ynbTaT AOCNiAKEHD, 340ro
NabopaTopHUX TECTIB i KNiHIYHUX BUNPOBYBaHb, HaAaHi BUPOBHUKOM. 3POEIEHU
Ao B AAMIHICTpaLii KOHTPO/KO AKOCTI 3'ACOBYHOTh, WO HaAaHo!
iHpopMmaLjii Hef4OCTaTHLO ANA OAHO3HAYHWMX BUCHOBKIB, To FDA Ha cBilA ®I/IbTP B
po3cy/ 3anpoLuye y BUpo6HUKA A0AATKOBI AaHi, iHiLit0e He3anexHi CTIKAX HEETS
AocnigxeHHa abo NpoBOANTL BNacHI. ﬂ.-”ﬂ IQOS?
Yac NpuiAHATTS pilLeHHS NO KOXHOMY MPOAYKTY 3a/1€XUThb Bij NOBHOTU BINbWE —>
HaZaHWX JaHWX, CKNAAHOCTI Ta HOBU3HW.
IQOS cTaB NepLLOK CUCTEMOID @NEeKTPUYHOIO HarpiBaHHs THOTHOHY (i Nvun 24, 2020
B3arani NepLunMm 3 eNeKTPOHHUX rafXkeTiB ANs Kypuis) Ha po3rasgi FDA. Bci Mop,eni
IQOS. Akuin

®opmanbHo BUCHOBKM FDA MatoTh IOpUANYHY CUAy TinbKn B CoayYeHmx
WTaTax AMepuku. Ha npaktuui, FDA - Lie 0AnH 3 Ha6iNbLL aBTOPUTETHMX i 06paTVI?
CYyBOPWX OpraHiB 3 KOHTPOKO AKOCTI B CBITi. TOMY 0Oro pekomeHaaLlii 4acto
BPaxoBYHTbLCA i B iIHLIMX KpaiHax.

BINbBWE —

IQOS, pocnipkeHHs, HaykoBi gaHi i FDA

_VIEW_ALL

IQOS - ue nepLua B CBITI cUCTeMa HarpiBaHHA TIOTIOHY. Y MOMEHT noaadi
3aaBku A0 FDA, TexHosoris IQOS - heat-not-burn (HarpiBaHHs 6e3 ropiHHs)
Byna Le Ayxe HOBOI i He Mana LUMPOKOro PO3MOBCHOAXKEHHS B CBITi. ToMy
AAMiHIcTpauii 3Hagobunoca gocmTk 6araTto yacy, L6 peTesisHO BUBYUTMU
NPOAYKT i NOB'A3aHI 3 HUM AOCAIAKEHHS. B Xx04i po3rnsgy 3assku FDA
HeoAHOPa3oBO 3aNUTyBaNu A0AaTKOBY iHGOpPMaLLito Ta iHiLiBanu Kinbka
He3anexHux Ao0CNiKeHb.,

KomnaHis Philip Morris International nogana 3asieky 8 rpyaHi 2016 POKY.

30 kBiTHs 2019 pokKy, Yepes 2 PokY peTesIbHOro
BUBYEHHS TeXHIYHOI 4OKyMeHTaLlii Ta pe3ynbTaTis
AocnigpkeHs, FDA possonue npogax IQOS B CLUA

7 nvunHs 2020 FDA aBTOpU3yBaB NPOAAX i MPOCYBaHHS CUCTEMM ans
HarpiBaHHs TIOTHOHY IQOS sk «THOTOHOBOrO BMpO6Y 3 MoAUdIKOBaHNM

PU3NKOM», NIATBEPANBLLM LM HAYKOBI A0CAIAXKEHHS Philip Morris
International.

TaK Wo, B 3arankHiil cknagHocTi 3Hag06uN0cA Ginblue 3 POKiB Ha po3rnsa
3anABKW ANs eNEKTPOHHOI CUCTeMW HarpiBaHHA ToTioHy IQOS i cTikiB.

AKi BUCHOBKM 3p0o6umB FDA 3a nigcymkamu \.
TpUpiuHOro BuB4YeHHA IQOS?

https://www.igos.com.ua/uk/fda-about-igos 2/4
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LWKIANMBUX PEYOBMH B NOPIBHAHHI 3 cUrapetamu.

3. MoBHWI Nepexi4 BiA 3BMYaitHMX curapeT Ha IQOS 3HaYHO 3HUXKYE BNAUB
WKIAMMBUX | MOTEHLIMHO LUKIANMBNX XIMIYHUX PEYOBUH Ha OpraHiam

Kypusa.*

«ICHytOYI JOKa3K Ha 4aHU MOMEHT: cucTema IQOS HarpiBae THIOTIOH i He
CNante Moro; Lje 3HaYHO 3HUXYE BUAINEHHA LLKIAANBUX | MOTeHLIFHO
LUKIZNBUX XIMIYHUX PEHOBUH, HAYKOBI 4aHi MOKa3anu, Lo MOBHUL
rnepexig Big 3BudariHix curapet Ha cucremy IQOS 3HaYHO 3HMXYE BIINB
LUKIAINBNX | MOTEHLIIHO LUKIANNBUX XIMIYHUX PEYOBUH HA OPraHizM», -
naeTbcsa y BucHoBkax FDA.

4. BukopucTaHHs kypuamm IQOS npussese A0 NO3UTUBHUX 3MiH Y 340poB'i
CYCniNbLCTBA | MOXe BYTI 3aCTOCOBAHO A/ MONIMNWEHHA rPOMaACLKOro
3/0pOB's.

«JaHi MokasyroTs, L0 MPOAAX LUX NPOZYKTIB MOXe JOrNoMOrTy
AOPOC/INM KYPUAM BIAMOBUTUCS Bifj 3BUYHANHNUX CUrapeT i 3HU3UTU
BN/NB LUKIAINBUX XIMIYHUX PEYOBUH, AKLLO BOHI MOBHICTIO NeperigyTs
Ha IQOS», - noBigoMme MiTy 3ennep, anpektop LieHTpy FDA no
BMBYEHHIO TIOTIOHOBUX BMPOGIB. IQOS oTpuMye cTaTyc NpoAyKTY 3
MOANGIKOBAHUM PUINKOM.

3a meTogonorieto FDA, TIOTIOHOBUWIA MPOAYKT 3 MOANDIKOBaHUM PU3NKOM
(modified risk tobacco product a6o MRTP) - Lie topuguyHa KaTeropis B
AMEPUKaHCbKOMY 3aKOHOAaBCTRI AN9 THOTHOHORUX NPoAYKTIB, AKi B
MOPIBHSHHI 3 CUrapeTamm 3HVUXYIOTb PU3UK ANS 340POB'S KOXHOMO
KOpUCTyBaya i CycninbcTea B uinomy.

IQOS: HaykoBI gocnigpKkeHHs

https://www.igos.com.ua/uk/fda-about-igos
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Philip Morris International npautoe Haz NPOAYKTaMU 3HVXEHOTO PU3MKY
ANnA Kypuis (HaiBigomiwwnii cepen Hux - IQOS) Bxe 15 pOKiB. 3a Leil Yac
KOMNaHisi BkNana B AOCNIAXKEHHS, po3pobKy, NabopaTopHi TeCTH i KNiHiuHi
BUNpo6yBaHHsA Ginblue 7 Minbspais gonapie. Hag IQOS i iHwumuK
TexHonoriaMu npauyroioTs 400 BYEHUX B 2 HAYKOBO-A0C/TIAHMX LieHTpax
Komnanii - B LUBeiuapii i CiHranypi.

KomaHaa BueHuX, Wo npauotoTb Haa IQOS i iHWuMK npoayKTamu
3HWXEHOro pu3nky, BeAyTb CBii cailT - pmiscience.com. TyT ny6nikyroThes
pe3ynLTaT A0CNiAKEeHb, HOBMHK Ta NAaHW 3 PO3BUTKY TEXHOJIOTIN.

*[xepeno: TpumicadHi JocnigxeHHa PMI 1040 3MeHLLIEeHHS LWKIAANBOro
BrauBYy, nposegeHi B AnoHii | CLUA B amBynatopHux ymosax. Li
AOCTIAKEHHS BUMIPIOBAaNN BNMB 15 LKIAIMBUX XiMIYHUX peYOBUH i
NOpIBHIOBAN PIBHI, SIKI COCTEPIralTLCA ¥ KypUiB, aki nepeiwan Ha 1QOS,
3 piBHAMY, BUMIPSHUMU ¥ KYPLIB, AKI NPOZOBXYBANN KyPUTI CUrapeTu.

I QO S KopucHa iHdpopmauis

NigTpymka
© 2020 Philip Morris International.
All rights reserved. YMOBU KOpUCTYBaHHA

Follow Us

Lieir npoAyKT He € LiiIkoM 6e3ne4YHUM Ta BUKTNKAE 3BUKAHHS.
MprsHavyeHMiA gns NOBHONITHIX OCi6.

https://www.iqos.com.ua/uk/fda-about-iqos 4/4
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19.08.2020 FDA Authorizes Marketing of IQOS acco Heating System with 'Reduced Exposure’ Information | FDA

FDA NEWS RELEASE

FDA Authorizes Marketing of IQ0S Tobacco Heating
System with ‘Reduced Exposure’ Information

Agency Will Closely Monitor Real-World Data to Assess if Marketing Continues to be
Appropriate

For Inmediate Release:
July 07, 2020

Today, the U.S. Food and Drug Administration authorized the marketing of Philip Morris Products
S.A.’s “IQOS Tobacco Heating System” as modified risk tobacco products (MRTPs). (/tobacco-
products/advertising-and-promotion/modified-risk-orders) This marks the second set of products ever
to be authorized as MRTPs and the first tobacco products to receive “exposure modification” orders,
which permits the marketing of a product as containing a reduced level of or presenting a reduced
exposure to a substance or as being free of a substance when the issuance of the order is expected to
benefit the health of the population. Importantly, the authorization for these products requires the
company to conduct postmarket surveillance and studies to determine whether the MRTP orders
continues to be appropriate, including assessing the potential for increased use among youth.

“Through the modified risk tobacco product application process, the FDA aims to ensure that
information directed at consumers about reduced risk or reduced exposure from using a
tobacco product is supported by scientific evidence and understandable,” said Mitch Zeller,
J.D., director of the FDA’s Center for Tobacco Products. “Data submitted by the company
shows that marketing these particular products with the authorized information could help
addicted adult smokers transition away from combusted cigarettes and reduce their exposure to
harmful chemicals, but only if they completely switch. The FDA will closely monitor how IQOS
is used by consumers to determine if these products meet this potential and do not cause
increased use among youth. It is important to note that these products are not safe, so people,

especially young people, who do not currently use tobacco products should not start using them
or any other tobacco product.”

The IQOS Tobacco Heating System includes the electronic IQOS device that generates a nicotine-
containing aerosol by heating tobacco-filled sticks wrapped in paper, specifically Marlboro
Heatsticks, Marlboro Smooth Menthol Heatsticks and Marlboro Fresh Menthol Heatsticks. The FDA
previously authorized the marketing (/news-events/press-announcements/fda-permits-sale-igos-
tobacco-heating-system-through-premarket-tobacco-product-applica_t_ion-pathway) of these products

without modified risk information in April 2019 via the premarket tobacco application (PMTA)
pathway.

Today’s action pertains to the separate MRTP applications for these products and further authorizes
the manufacturer to market these specific products with the following information:
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“AVAILABLE EVIDENCE TO DATE:

e The IQOS system heats tobacco but does not burn it.
« This significantly reduces the production of harmful and potentially harmful chemicals.

« Scientific studies have shown that switching completely from conventional cigarettes to the
IQOS system significantly reduces your body’s exposure to harmful or potentially harmful
chemicals.”

Even with this action, these products are not safe nor “FDA approved.” The exposure modification
orders also do not permit the company to make any other modified risk claims or any express or
implied statements that convey or could mislead consumers into believing that the products are
endorsed or approved by the FDA, or that the FDA deems the products to be safe for use by
consumers.

There are two types of MRTP orders the FDA may issue: a “risk modification” order or an “exposure
modification” order. The company had requested both types of orders for the IQOS Tobacco Heating
System. After reviewing the available scientific evidence, public comments and recommendations
from the Tobacco Products Scientific Advisory Committee, the FDA determined that the evidence did
not support issuing risk modification orders at this time but that it did support issuing exposure
modification orders for these products. This determination included a finding that issuance of the
exposure modifications orders is expected to benefit the health of the population as a whole.

In particular, the agency determined the company demonstrated that because the IQOS Tobacco
Heating System heats tobacco and does not burn it, it significantly reduces the production of harmful
and potentially harmful chemicals compared to cigarette smoke. Furthermore, studies showed
switching completely from combusted cigarettes to the IQOS Tobacco Heating System significantly
reduces the body’s exposure to 15 specific harmful and potentially harmful chemicals. The
toxicological assessment also found that, compared with cigarette smoke, IQOS aerosols contain
considerably lower levels of potential carcinogens and toxic chemicals that can harm the respiratory

or reproductive systems. Additionally, the FDA found that the applications supported the required
consumer understanding findings.

Today’s authorization requires Philip Morris Products S.A. to conduct postmarket surveillance and
studies to determine the impact of these orders on consumer perception, behavior and health, and to
enable the FDA to review the accuracy of the determinations upon which the orders were based.
These postmarket requirements include a rigorous toxicity study using computer models to help
predict potential adverse effects in users. The orders also require the company to monitor youth
awareness and use of the products to help ensure that the marketing of the MRTPs does not have

unintended consequences for youth use. The company must also keep the FDA apprised of efforts to
prevent youth access and exposure.

These requirements are in addition to the postmarket requirements and restrictions previously placed
on these products in their April 2019 PMTA authorizations, such as reporting information to the FDA
about consumer research studies, sales and advertising information and adverse experiences, among
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others. In particular, to limit youth access to the products and to limit youth exposure to IQOS
advertising and promotion, the PMTA authorization placed stringent restrictions on how the products
are marketed — particularly via websites and through social media platforms — by including
requirements that advertising be targeted to adults of legal age to purchase tobacco products.

The company must request and receive authorization from the FDA to continue marketing the
products with the same modified exposure information after the initial orders expire in 4 years. The
FDA also may withdraw the initial and any potential subsequent exposure modification orders if the
agency determines that, among other things, the orders are no longer expected to benefit the health of
the population as a whole, for example as a result of an uptake in use of the products by youth or

former smokers, or a decrease in the number of current smokers who completely switch to the
products.

The MRTP pathway (/tobacco-products/advertising-and-promotion/modified-risk-tobacco-products)
outlined in the 2009 Family Smoking Prevention and Tobacco Control Act allows companies to
submit applications for the FDA to evaluate whether a tobacco product may be sold or distributed for
use to reduce harm or the risk of tobacco-related disease. By law, the FDA must also ensure that the
advertising and labeling of modified risk products enables the public to understand the modified risk
or modified exposure information and to understand the significance that information has in the
context of total health and in relation to all tobacco-related diseases and health conditions.

The FDA, an agency within the U.S. Department of Health and Human Services, protects the public
health by assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and
other biological products for human use, and medical devices. The agency also is responsible for the

safety and security of our nation’s food supply, cosmetics, dietary supplements, products that give off
electronic radiation, and for regulating tobacco products.
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» Modified Risk Tobacco Products (/tobacco-products/advertising-and-promotion/modified-risk-
tobacco-products)

» Philip Morris Products S.A. Modified Risk Tobacco Product (MRTP) Applications (/tobacco-
products/advertising-and-promotion/philip-morris-products-sa-modified-risk-tobacco-product-
mrtp-applications)
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