Public Health Division \‘"’) OREGON
S~ HEALTH

HYacTo 3apjaBaemMmbie BONpPOChHI

TpeboBaHNA K ynakoBKe, obecneunsaiowien
3alunTy OT NCNONIb30BaHNA AeTbMW, ANA
as3po30sbHbiX cuctem (IDS) npmn npoBepke
COOTBETCTBUA TPe6OBaHNAM JINLIEH3MI Ha
PO3HMNUYHYIO NPOAAXY TabauHbIX U3[eNNn
(Tobacco Retail License, TRL)

CornacHo depepanbHOMY 3aKOHY 1 3aKOHY LuTata OperoH, a3po30/bHble CUCTEMbI
(inhalant delivery system, IDS), 06bIYHO Ha3biBaeMble 31EKTPOHHbIMU CUrapeTamu,
AOMKHbI NPOAABaTbCA B YNaKoBKe, 0becneunBatoLLein 3aLmuTy oT UCNOMNb30BaHMA AETbMU.
C 1 anBaps 2024 roga nporpamma TRL Hauana obecneyumBaTb cO6MOAEHNE STOMO 3aKOHA
NOCPefCTBOM MPOBEPOK cobntofeHna TpeboBaHN.

Y10 Heo6XxoaMMO 3HaTb NpeaNPUATUAM PO3SHNYHON
Toprosnn?

B: Kakne npopgyKTbl nognagatoT noa AeNCTBYE 3aKOoHa 06 YnakoBKe, obecneumnBaioLLei
3aLMTY OT MCMONb30BaHNA JETbMU?

O: KoHTelHepbl C XKNAKNM HUKOTMHOM A5 MPOAAXKMN NOTPeduTento, KOHTENHEPDI C
XKNOKOCTbIO 6€3 HUKOTWMHA ANA NPOoAakM NoTpebuTento u HanonHaemble IDS, ynakoBaHHble
C KOHTEMNHEPOM C KUAKUM HUKOTUHOM ANA NpoAaku noTpebutento. [NonHoe onpeaeneHne
oxBauyeHHbIX n3genun cm. B OAR 333-015-0305.

B: OTHOCKTCA NN 5TO KO BCeM nepe3anpasnaembiM IDS, Hanpumep mogam, KOTopble MOXHO
3anpaBnATb XKUOKOCTbIO ANA NEKTPOHHbIX CUrapeT UM HUKOTUHOBbLIMW CONAMU?

O: [1a, ecnun IDS ynakoBbIBaeTCA BMeCTe C KOHTEMHEPOM C XKUAKMM HAKOTUHOM AnA
npopakun noTpebuTento, HEO6XOAMMO NOATBEPAUTD, UTO YMNAKOBKA Oblia NpU3HaHa
obecneymrBaroLLEeN 3aLMTY OT UCMOMNb30BaHNA AETbMM HA OCHOBAHUM NPOTOKONA
NCMbITaHUI, coaeprkalleroca B deaepanbHbix npasunax (16 CFR 1700.20 [1995]).
Bepudurkauma moxeT BKNtouaTb NosyyeHne ceptTnudrikata COOTBETCTBMA Ha MPOAYKLMIO.
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B: MNognapatoT N1 ogHopa3osble IDS nop aencTBre 3akoHa 06 yrnakoBKe, obecneunBatoLlei
3aLWMTy OT UCNONb30BaHUA AeTbMIA?

O: HeT, ogHopa3sosble IDS nognagatot nog onpegeneHne «npegsaputenbHoO 3anofiHeHHas
aspo3sonbHasa cuctema» (prefilled inhalant delivery system) 1 He Hy»kpatoTCA B ynakoBke,
obecneyurBaloLLen 3aWmTy OT UCMOSb30BaHMA AeTbMU. [1na H1X He TpebyeTca
Bepudumkauus. NonHoe onpeneneHmne oxeavyeHHbIX n3genmi cm. B OAR 333-015-0305.

B: OTHOCKTCA NN 3aKOH 06 YNakoBKe, o6ecneq|/|3arou.|e|7| 3alnTy OT UCNOJIb30BaHNA AETbMU,
KyrnakoBKe A4 pO3HI/ILIHOI7I Toproenn nnn K Cammm yCTDOVICTBaM?

O: 3akoH (ORS 431A.175(2)(e)) n NnpaBuna 4nAa ynakoBkK, obecneyrBaroLLen 3amTy ot
NCMoNb30BaHUA AETbMU, NMPUHATbIE YNpaBneHnem 34paBooxpaHeHna Wwrata OperoH,
TpebytoT, uTobbl ynakoBka IDS obecneurBana 3aLmTy OT UCMONb30BaHWA AETbMM.

B: Tpebytot nn npaBuna OHA, utobbl nzgenna IDS nmenn nmbo BHYTPEHHIOKO YNaKOBKY,
NMOO BHELLHIOIO YMAKOBKY, 006ecneyrBaloLLyto 3almUTy OT NCMOMb30BaHNA AeTbMU, TMOO
N TO, N Apyroe?

O: CornacHo npasunam OHA, no60o1 0gyH 13 KOMMOHEHTOB YMaKOBKW JOKEH
obecneunBathb 3aWMTy OT MCMONb30BaHKA AeTbMU. EC BHYTPEHHAA 1 BHELHAA
ynakoBKa NpoayKTa obecneunBaeT 3aluTy OT UCMOMNb30BaHNA AETbMU, TO 3TO TpeboBaHme
BbinonHAeTcA. CM. NpuBegeHHOE HVPKe onpedenieHne NOHATUA «0becneunBaeT 3aluTy

OT UCMOJb30BaHUA AeTbMny U3 gokyMmeHTa OAR 333-015-0305:

(3)«O6ecneunBaet 3aWMTy OT UCMONb30BaHNA AETbMMW» O3HAYAET Ha/IU4ue
8HympeHHelu usu eHewHel ynaKkoeKu, KoTopble:

(@) npegHa3HauyeHbl 4NA 3aLLMTbl AeTEN OT BO3AENCTBUA HUKOTMHA B JOMALLHEN
006CTaHOBKeE W ApYrovi CPeae, rae NCNonb3yeTca NPOayKT;

(b) pa3paboTaHbl NN CKOHCTPYMPOBaHbI TaKMM 06Pa30M, YTOObI X ObINO MPAKTUYECKN
HEBO3MOHO OTKPbITb AETAM B BO3pacTe A0 MATU NIET 1 YTOObI B3pOCsIble He
NCNbITbIBANM 3aTPYAHEHUI NP X NPaBUSIbHOM UCMONb30BaHWUN, Kak 3TO ONpeaeneHo
B 16 CFR 1700.20 (1995); n

(€) mo3BonANM NOBTOPHOE 3aneyaTbiBaHMe 4 Ntoboro NpoayKTa, NpeAHasHauYeHHOro
ANA 6onee Yem OHOKPATHOTO MCMOMNb30BaHNA, HAaNPUMEP AJ1st a3PO030/1bHbIX CUCTEM.

B: Y10 noApasymeBaeTCA B NpaBwiie, Korga peyb MAaeT o BHyTpeHHeVI N BHELLHEN yI'IaKOBKe?

O: «BHYTpeHHAA YNaKoBKa» WU «BHYTPEeHHAA 060/104Ka» 03HauaeT MaTepuarnbl,
MCnonb3yemble Anis 06epTbiBaHMA UM 3aLLMTbI NPOAYKTA, KOTOPble AOMKHbBI ObITb BCKPbITbI
notpebutenem Ana NonyyYeHVsA JOCTYNA K NPOAYKTY 1 KOTOpble TakKe MOryT ObiTb
BHELLHe yNakoBKOW, HO He 065A3aTesNbHO.

«BHelIHAA ynakoBKa» WU «BHELUHAA 060/104Ka» O3HaYaeT BHELUHWI MaTepuarn,
NCMosnb3yembil ana 06epTbiBaHNA UKW 3aLLMTbl MPOAYKTA, KOTOPbLIN BUAEH NOTpebuTento
B PO3HUYHOW TOProBJie, HAaNPMepP, MOMUMO MPOYEro, KOPobKa N KoHTerHep. NonHble
onpepeneHns, cBA3aHHble C TpeboBaHMEM K YNakoBKe, 06ecneyrBatoLLen 3amTy

OT ucnonb3oBaHuA getbmmn, cMm. B OAR 333-015-0305.
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B: Ecnn A He Mory nonyynTb HEO6XO[1I/IMbIe OOKYMEHTbI HENOCPEACTBEHHO OT NMPOU3BOAUTENA,
MOeM I Mbl np|/|o6peCT|/| CO6CTBeHHyl0 YNaKOBKY, o6ecnqu|Ba|ou.|y|o 3alnTty ot
NCnonb3oBaHUA AETbMU, HaNpumMep rNMakeT, B KOTOPYIO MOXHO NMOMECTUTb Halll yCTpOVICTBa?

O: Her, «<nakeTnk» He COOTBETCTBYET orpefeneHnio BHyTPEHHEN 1v BHELLHEN YNaKoBKK
no npaswnam OHA. «[lakeTrK» — 3TO He BHYTPeHHSAA YNakoBKa, KOTOPYIO NoTpebuTenb
LOMKEH OTKPbITb, YTOObI NONYYNTb AOCTYN K MPOAYKTY, U HE BHELUHWIA MaTepuar,
MCnonb3yeMbii Ana 0bepTbiBaHNA NPOAYKTa, KOTOPbIV BUAEH NOTPEOUTENIO B PO3HNYHON
Toproane. Takum 06pa3om, MCNONb30BaHME «MaKETUKay C 3aLMTON OT MCMOMb30BaHNA
[AeTbMU He ABNAETCA «3aLUTON OT NCNOSb30BaHWNA AeTbMWY» B COOTBETCTBUM C MPaBUIaMu
OHA, nocKonbKy He ABNAETCA BHYTPEHHEN UN BHELLHEN YNaKOBKOW.

B: Ecnn TOBap B MOEM PO3HMYHOM MarasnHe COOTBETCTBYET Tpe6OBaHVIﬂM K'YMNaKOBKE,
o6ecnqu|Ba|ou.|,e|7| 3alinTy OT NCNOJIb30BaHNA AETbMU, UTO MHE CneayeT ,D,eﬂaTb?

O: Ecnv ToBap B BalleM pO3HMYHOM Mara3unHe COOTBETCTBYET TpeboBaHUAM,
npeabABNAEMbIM K YNakoBKe, 06ecneymBaroLLeit 3aLmTy OT UCMONb30BaHUA AETbMM,
obpaTnTech K ANCTPUOLIOTOPY MM NPOM3BOAMTENIO TOBaPa, YTOObI NONYYNTb OT
NPOW3BOANUTENA NMUCbMEHHDIN OTUET O SIAbOPaATOPHbBIX MCMbITAHMAX, COAEPKALLMIA
pe3ynbTaTbl NPOBEPKM TOro, 06ecneyrBaeT M YNakoBKa TOBapa 3aLlMTy OT UCMOSIb30BaHMA
AETbMU B COOTBETCTBMM C MPOTOKOSIOM, U3N10XKeHHbIM B 16 CFR 1700.20 (1995). B kauecTBe
npumepa cm. QR-koa Huxke.

B: Ha uto GyayT 06pallaTb BHUMAHNE UHCNEKTOPbI NPY NPOBEPKe?

O: B xofie NpoBePKU NHCMEKTOPbI MOTYT NMOMPOCUTL OTBETCTBEHHOE NTULIO, HAXOAALLEECA Ha
MecTe NPOBefEHNA MPOBEPKU, MPOBEPUTL HaNNUME YNaKOBKM, 0b6ecneunBatoLLen 3almuTy
OT UCMOMNb30BaHMA AETbMU, Ha 06pa3sLie NPOAYKLMM, HA KOTOPYIO PacnpOCTPaHAIOTCS
TpeboBaHuA. OTBETCTBEHHOMY JILYY HEOOXOAUMO NPefOCTaBUTL NOATBEPXKAEHME TOTO,
YTO YMAKOBKa KayKAoro 13 oTo6paHHbIX MPOoAYKTOB Oblla Npri3HaHa 06ecrneyrBaloLLEN
3aLMTY OT MCMONb30BaHNA AETbMM HAa OCHOBAHMV NMPOTOKOMA UCTbITAaHWUI, COeprKaLLerocs
B depepanbHbix npasunax (16 CFR 1700.20 [1995]).

O3HaKOMUTBCA C NPUMEPOM cepTUdMKaTa COOTBETCTBMA MOXKHO MO
cnepytoLen ccbiike unm otckaHmpoas QR-kopa: https:/www.oregon.gov/
oha/PH/PREVENTIONWELLNESS/TOBACCOPREVENTION/Documents/
Ex letter%200f%20conformity.pdf

B: [oe cnegyeT xpaHUTb NoATBEp»KAEeHME NPOV3BOANTENA O TOM, YTO KaXablv NPOAYKT
COOTBETCTBYET TPEOOBaHMAM K YNAaKoBKe, 06ecrneurBatoLLen 3apmTy OT MCMOSIb30BaHKA
[AeTbMW, YCTaHOBMEHHbIM dpegepanbHbimu ctaHgapTamm (16 CFR 1700.20 [1995])?

O: MNMocKonbKy B XoAe NPOBEPKU NPeanpuaTa PO3HNYHON TOPTroBIN OOMXKHbI
NPeAoCTaBNATb B KAUeCTBe NOATBEPKAEHVIA MMCbMEHHbIN MPOTOKON N1abopaTOPHbIX
NCMbITAaHUIA MPOV3BOANTESTS, STOT AOKYMEHT O/IKEH XPAHUTBCA Ha MeCTe NPOoaaXKu
NpoAyKummn 1 6bITb AOCTYMNHbLIM A/ OTBETCTBEHHOIO LA, HAXOAALLErocA Ha MecTe.
XpaHWTb 3TV OKYMEHTbI B MarnkKe Ui B yoo6HOM s COTPYAHMKOB NoApasaeneHuin
PO3HNYHOW TOProB/IY MECTE — OT/INYHDBIN CNOCO6 NoaaepKaHUA nopsaKa.
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B: BoinonHunm nn npounsBoanTeNn TpE6OBaHI/Iﬂ K YrNakOBKe, o6ecnqu|Ba|ou.|,e|7| 3awTty
OT NCNOJ1Ib30BaHUA ,D,eTbMVI?

O: 5710 He ABNAETCA HOBbIM TpeboBaHneM. Ha pepepanbHOM ypoBHE 3aKOH O
npepoTBpaLLeHnn otpasneHnsa aeten HUKoTHOM (Child Nicotine Poisoning Prevention
Act) (nanee — 3akoH) TpebyeT, UTobbl BCE NPOAYKTbI C >KUAKMM HUKOTMHOM, MognagatoLme
noa AencTame 3akoHa 1 npousseaeHHble nocne 26 nona 2016 r., COoTBeTCTBOBANN
depepanbHbIM CTaHAAPTaM MO YNakoBKe, 06eCneymBaroLLen 3aLmTy OT UCMONb30BaHWA
neTbmu. [MpounssognTeny, Uba NPOoAYKLUMA He obecneyrBaeT 3almTy OT UCMOIb30BaHMA
AETbMUM B COOTBETCTBMM C MPOTOKOMAaMU, U3noxkeHHbIMK B 16 CFR 1700.20 (1995), Takxe
MOryT paboTaTb He B COOTBETCTBUM C pefepasibHbIMU HOPMaMW.

B: Kakosbl Haunny4yuwme MmeTobl NOATBEPKAEHUNA TOIO, YTO Y MEHA €CTb CepTI/I(I)I/IKaT
nponssognTend Ha NpoAyKUuMio, KOTOpPaA AOJTXKHa 6bITb B YrNakoBKeg, o6ecneq|/|3a|ou.|,e|7|
3alnTy OT NUCNoJIb30BaHNA ,D,eTbMI/I?

O: [Mpu 3aKa3e NpoayKUMN NPeanpUATAA PO3HUYHOWM TOPrOBN MOV Obl
3anpalunBaTb JOKYMEHTbI, MOATBEPXKAAOLLME, YUTO YNAKOBKa NPpoAyKTa obecneymBaeT
3aLMTY OT UCMOSb30BaHMA AETbMI, B COOTBETCTBUN C MPOTOKONIOM, U3NTIOKEHHBIM

B 16 CFR 1700.20 (1995).

K KOMY 06pau.|aTbca B CJlyYaeé BOSHUKHOBEHNA
AONMOJIHUTEeJIbHbIX BOHpOCOB?

Bonee nogpobHyo nHGopMaLMIO O PO3HMYHOW NpoAaarke TabauHbIX N3QeNnin
N @3P030JIbHbIX CUCTEM, BKIOUAA onpefeneHnsa YyNakoBKN U MapKUPOBKI
(OAR 333-015-0305), cM. B OAR 333-015-0300-333-015-0360.

ina nonyyeHuns gononHuTeNbHom nHGopmauun o cTaHaapTax Kogekca denepanbHbix
HOPMATUBHbIX aKTOB MO YMaKOBKe, 06eCneUrBaloLLeN 3aLMTy OT MCMOMb30BaHNA AETbMY,
cm. 16 CFR 1700.15 n 16 CFR 1700.20.

Mbl roToBbl 6€CNNaTHO NPeAOCTaBUTbL BaM 3TOT JOKYMEHT B NMePEBOAE Ha Apyrue

A3bIKY, B BapriaHTe Ansa cnabosmaawwmx (KpynHbiM WwprdTom nnu wpndtom bpainns)

nnn B Apyrom ygobHom ana sac dopmare. Obpaluantecs B [porpammy nMueH3nMpoBaHUA
PO3HUYHOW TOProBv TabauHbIMU M3ZENNAMM MO afPeCy SNEKTPOHHOW MOYTDI
tobacco.inspections@odhsoha.oregon.gov nnu no tenedony 971-673-2283 (ronocosoe/
TeKCToBOe coobLueHme). Mbl paboTaem co Bcemum cny»kb6amm KOMMYTUPYEMbIX COOBLLEHWI.

Public Health Division “" OREGON
Tobacco Retail License Program 'él‘\\% HEALTH
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