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I[OKJIZIIH)I KOHCYJIbTATUBHBLIX OPraHoB

1
Komurernl IKCIEPTOB U UCCIIECA0BATECIbCKNE I'PYIITIBI

Joxkaan Cekperapuara

OIIEHKA HEKOTOPBIX 3AIPA3HAIONIUX NPUMECEH B MUIIEBBIX
IHPOAYKTAX

Bocembaecat Tpermii jaokiaan CoBMecTHOro komurtera jskcneproB ®AO/BO3 mo
nuieBbIM J00aBkaM, Pum, 8-17 nosops 2016 r.2

OcHOBHBIE peKOMEeH1aluu

1.  Joknax coaepXuT MHPOPMAITUIO O pe3ysbTaTax BHINOIHEHHOW KomuTeTOM 3KCrepToB
OLIEHKH TEXHUYECKHX, TOKCHKOJIOTMYECKHX, OHMHUIEMHOJIOINYECKUX, CTATUCTHUECKUX H
JMETOJIOTUYECKUAX JIaHHBIX I10 IIECTH 3arps3HSOIMAM MPUMECSIM B THIIEBBIX IMPOTYKTaX
(uetbipeM TOKCHHAM €CTECTBEHHOTO MIPOUCXOKICHHUS (apmaroxcunsl,
4,15-11aneToKCUCKUPIIEHO, (PyMOHU3UH U CTEPUIMATOLMCTHH) U JIBYM TEXHOJIOIMYECKUM
3arpsA3HSIOIUM MpUMecsM (TIMUUIIOBBIE 3GUpPbl U 3Gupbl 3-xJopnponad-1,2-auona), a
TaKXKe OICHKM KOMOMHHMPOBAHHOTO BO3JEHCTBHS Ha 370pOBbe aQIIaTOKCHHOB U
(yMOHH3HHOB.

2. B moxnane mpencraBieHbl BEIBOABI KomMuTeTa SKCIEPTOB O MOCIEICTBHUIX BO3JCHCTBHUS
ITUX NPHUMECEN Ha 30POBBE UEIOBEKA B PE3yNbTAaTe UX MONAAAHUS B OPraHU3M C NUIIEH U
NPUBOJUTCS  TEpPEYeHb  OCHOBHBIX  HCTOYHHMKOB  3arpsi3HEHUST W KOHTPOJIBHO-
npodmiaktuueckux Mep. IlpuBoauTcss moapoOHas WHGOpMaLUs O NPUCYTCTBUHM ITUX
BEIIECTB B MPOJIOBOJILCTBUM BO BCEM MHUPE U JlaHa OIIEHKAa BO3JIEHCTBUS HAa HALIMOHAIBHOM U
r7100a71bHOM YPOBHSIX.

! CornacHo [looxxeHUsIM O CIIUCKaX OKCIICPTOB-KOHCYJBTAHTOB U UCCIICAOBATCIIbCKUX KOMUTETAX,
FeHepaﬂLHLIﬁ JAUPCKTOP NPEACTABIIACT HA pACCMOTPCHUEC I/ICHOHHI/ITCHLHOMY KOMUTETY AOKJIa[J O COBCIIAHUAX
Komurera OKCIICPTOB, KOTOpLIﬁ COACPIKUT €Iro COOGpa)KCHI/IH 0 3HAYCHUU JOKJIAA0B KOMUTCTOB SKCIIEPTOB, a
TaKKE€ pCKOMCHAAINU O MMOCIICAYIOIUX HIarax.

2 Cepust TexHmdecKuX gokIanos BO3, Beimyck 1002 (http://apps.who.int/iris/bitstream/10665/254893/
1/9789241210027-eng.pdf?ua=1, mo cocrosuuio Ha 16 okrsa6ps 2017 r.).


http://apps.who.int/iris/bitstream/10665/254893/1/9789241210027-eng.pdf?ua=1
http://apps.who.int/iris/bitstream/10665/254893/1/9789241210027-eng.pdf?ua=1
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3. Jlokmaa TakkKe COJEPKHUT OOIMe COOOpaKeHHS M PYKOBOJCTBO B OTHOIICHHH
MIPUHIIMIIOB OIICHKU PHUCKa ISl 3J0POBbsS B PE3YJIbTATe HANMYMUS 3THX BEIECTB B MPOJYKTAX
MMUTAHUSL.

4. Onenkn u pexkomenpamu Komutera skcmeptoB OyayT paccmoTpeHbsl Komuterom
Kozekca mo 3arps3HsONMM NPUMECSM B MUILEBBIX MPOIYKTaX MUILIEBBIM 100aBKaM C LEIbI0
C(bOpMy.HI/IpOBaTB IJI1 HAllMOHAJIBHBIX OPraHoB PCKOMCHAAIWH I10 HaJICKAIlUM MCpaM
yIOpaBlIEHUS PUCKAMH W HMX CMSTUEHUS /I COKpalleHWs, MpH HEeOOXOIMMOCTH, UX
BO3JEHCTBUS HA 3J0OPOBbE YEIIOBEKA.

5. BO3 Bemmyctut B Cepun myOnuKaiuil o MUIIEBbIX J00aBKax MOHOTrpaduu ¢ IeTalbHON
TOKCHUKOJIOTHYECKOH M WHOW COOTBETCTBYIONICH WH(OpManueld, Ha OCHOBE KOTOPOM
BBITIOJTHSIACH OIICHKA PUCKA, CBA3aHHOTO C 3TUMHU BEIIECTBAMH.

OHEHKA HEKOTOPBIX ITMIIEBBIX TOBABOK

BocembaecaT yerBeprThiii n0kjaaa CoBMecTHOro komurtera ’kcneproB ®AO/BO3 mo
NHIIEBBIM 106aBKam, Pum, 6-15 uronst 2017 r.!

OcHOBHBIE peKOMEH 1Al U

6. Jloxmam COXEpXHUT pe3yJbTaThl BBIMOJHCHHOW KOMHTETOM 3KCIEpTOB OIICHKU
TEXHUYECKHUX, TOKCHKOJIOTUYECKIX U JHETOJOTNYECKUX JaHHBIX O BO3ICHCTBHU Ha 37J0POBBE
YeloBeKa JIeBATH MHWIIEBBIX A00aBok (OpwummanToBblii cuuuit FCF; Oorateiii Oera-
kaporuHoM 3kctpakt Dunaliella salina; 3enensrit croitkuii FCF; xamenp rxaTTu; KpacHTelb
cuHMH U3 SKcTpakTa Genipa americana; MeTaBHHHAs KHCIIOTa; TOJIMCAaXapua CEMsH
TaMapuH/a; TAHUHBI (BUHOJENHUE); U APOXKIKEBBIC MAHHOIIPOTCHHBI).

7. bbumm nmepecMOTpeHbl —crneuuM@UKanMM  Ha  CIEAYIOLUEe MHIIEBble  J00aBKH:
MHUKPOKPHUCTANINYECKas [eJUTI0JI03a; JIBYOKHUCh KPEMHUS aMOp(Hast; alfOMOCHIIMKAT HATPUS;
TJIMKO3M/IbI CTEBUOIIA; A(PUPHI Caxapo3bl U JKUPHBIX KUCIIOT.

8. Z[OKH@.I[ COACPIKUT O6IJ_II/IC coo6pa>1<eHH51 U pEKOMCHAAIWN B OTHOLICHUHW ITPUHIIUIIOB
TOKCHUKOJIOTHYCCKOM OLCHKH IMHIICBBIX z[o6a1301< U OLOCHKHU HX COACpKaHHA B pPaAlMOHC, a
TaK)XX€C B OTHOIICHHH Tpe60BaHPII>i K HAJIWYUIO [JaHHBIX O BCIICCTBAX HATYPAJIbHOI'O
IMIPOUCXOKIACHUA.

9.  OueHku, pekoMeHIaMK U KoMMeHTapuu Komurera skcnepToB OynyT pacCMOTpPEHBI
Komurerom Konekca no numieBsiM 100aBKaM ¢ LeNbi0 ¢cHOpMYIUPOBATh JJIsi HALIMOHAIBHBIX
OpPraHOB PEKOMEHJAIMK MO Oe30MacHOMY HCIIOJIB30BAaHMIO ATHX IMHUIIEBBIX J100AaBOK U
ONPEIEINTh M PEKOMEHJIOBATh COOTBETCTBYIOLIME MEPHI YIPABICHHUS pUCKAMHU M HX
CMSITYEHUs1, YTOOBI IPU HEOOXOIMMOCTH COKPATUTh BO3JCHCTBHE HA JIOICH.

! Cepus rexunueckux noxmagos BO3, semmyck No. 1007 (http://apps.who.int/iris/bitstream/10665/
259483/1/9789241210164- eng.pdf, o cocrosuuto Ha 21 Hos6pst 2017 r.).
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10. BO3 Bemyctur B Cepum mnumeBsix ng06aBok BO3 MoHorpadhum ¢ aeTanpbHOU
TOKCHUKOJIOTHUECKOH M WHOW COOTBETCTBYIOIICH WH(pOpManueld, Ha OCHOBE KOTOPOW
olleHUBaJIach 0Oe30macHOCTh 3TUX coeauHeHui. DAQO BhIMyckaeT KpaTtkue 0030pbI 0
BOIIPOCAM OIMCAHHS U YHCTOTHI IUIIEBBIX 100aBOK .

3HavYeHMe AJI51 MOJUTHKHU B 00J1aCTH 00IIIECTBEHHOI O 3npasooxpaﬂeﬂnﬂ2

11. KomuTeT 5KCHEpTOB BBISABISET M, MO BO3MOXHOCTH, KOJUYECTBEHHO OIICHUBAET
BEJIMUMHY BO3JICHCTBUS Ha 3J0pPOBbE 4YeNIOBEKa MHUIIEBBIX T00aBOK U COJIEpXKAIIUXCS B
MPOJIYKTAX MUTAHUS 3arpA3HSIONIUX MIPUMECEH MOCPEICTBOM BBIMOJHEHUS HAYYHOW OLICHKU
pucka. B crnydae BbIsBICHHS Kakoi-1100 mpoOieMbl B 001acTH 3aApaBooxpanenus Komurer
TOTOBHUT YETKHUE PEKOMEHAAIMH 110 MEpaM, KOTOPBIE JOJDKHBI IPUHATH MIPABUTEIHCTBA CTPaH
win O0benunenHas nporpamma ®AO/BO3 mo nuieBbM crangaptam (To ectb Komuccus
Konekc anuMeHnTapuyc u €€ BCIOMOTaTeIbHBIX OPTraHOB).

12. Pexomenmauuu  Komurera osxcmeproB  ucnonbsidytorcsi  Komuccueit  Koaekc
ANMMeHTapuyc B TIpoliecce pa3padOTKHM MEXAYHAPOAHBIX CTaHAAPTOB U JIPYrUX
PYKOBOSIINX yKa3aHUUM U peKOMeHJaluii B cepe Oe30MacHOCTH MUILEBBIX MPOIYKTOB. JTH
CTaHJapThl UMEIOT HAYYHOE€ 0OOOCHOBAHUE U YCTAHABIIMBAIOTCS JIUIIb B OTHOILIEHUU BEIIECTB,
KOTOpPBIC TIIOJBEPIIIMCh OILIGHKE cO CcTopoHbl Komurera »skcrmeproB. Takum oOpaszom,
00ecreunBaeTCsi COOTBETCTBHE JKECTKUM CTaHAapTaM Ha 0€30MacHOCTh MPOOBOJILCTBEHHBIX
TOBapOB B MEXIYHAPOJAHOM TOPrOBOM O0OpOTE B LIEJSAX 3alIUTHI 3I0POBbs MOTpEOHUTENEH U
obecrieueHust T0OPOCOBECTHOM MPAKTUKHU TOPTOBIU MUIIEBBIMHU MIPOTyKTaMHU.

13. PCKOMGH)IaI_[I/II/I Kommurera OKCIICPTOB TaAKKE€ PpaCcCMaTpuBAOTCA TOCYydapCTBaAMU-
YICHAMU IpHU YCTAHOBJICHUU HAIIMOHAJBHBIX WM PETHOHAJIBHBIX CTAHAAPTOB OTHOCHUTCIILHO
0e30ImacHOCTH IMUIICBBIX IPOAYKTOB.

14. Bce rocymapcTBa-4ieHbl CTAIKHBAIOTCS C MPOOJIEMON OIEHKH MOTEHIIMAIBHBIX PHCKOB
JUIS 370pOBbsl UYEJIOBEKA, CBS3aHHBIX C XMMHUYECKHMMHM BEIECTBAMHU, NMPHUCYTCTBYIOIIUMHU B
NPOAYKTaxX TMHUTaHWA. TeM He MeHee, JHIIb HEMHOTMe HaydHble HAIMOHAIBHBIE W
pETHOHANbHbIE YUPEKICHUS BBIIOIHIIOT CUCTEMAaTHUYECKYIO OLIEHKY BCEX MPECTaBISIOMINX
MHTEPEC TOKCUKOJIOTUYECKHX, DHIEMHOJIOTUYECKUX W JIPYTUX HaHHBIX. [losTOMYy BakHO,
4yTOOBI TOCYJapCTBA-WICHBI MOMyYyalu uyepe3 Aokiaabl Komurera sKCIEepTOB MOJHOLEHHYIO
uH(popMalrio 00 OOIMX acHeKTaX OLEHKH PUCKOB M KOHKPETHBIX OLIEHKAX YIOMSHYTBIX
BBIIIIE MMUIIEBHIX JOOABOK U 3arpsA3HAIOUINX IPUMECEH.

15. Pabora Komurera sKkCnepToB B CHIIY €€ CIOKHOCTH U BBIPAOOTKH MEXIYHAPOJIHOTO
HAay4YHOTI'0 KOHCEHCYCa OTHOCHUTEJIBHO OIIEHKH 3THUX BEIIECTB UMEET YHHKAJbHOE 3HAYEHUE U
MOCJENCTBHSl Ui TIPUHATHAA TJIOO0AIBHBIX pPEMIEHWH B  00JacTH  OOIIECTBEHHOTO
3/IpaBOOXPAaHEHUS] TPUMEHUTEIHHO K 0€30MaCHOCTH MUIIEBLIX TPOIYKTOB.

! lomonmuurensuas nudopMmarus pasmeiena Ha Be6-caiire ®AO (http://www.fao.org/food/food-safety-
quality/scientific-advice/jecfa/jecfa-publications/en/, no coctosinuro Ha 16 oktsi6ps 2017 1.).

2 3101 pazzies OTHOCUTCS KaK K BOCEMBJECST TPETbEMY, TaK U K BOCEMBJIECSIT YETBEPTOMY JOKIaaM
CosmectHOro komuteTa skcreproB DAO/BO3 110 nuieBsM 100aBKaM.



http://www.fao.org/food/food-safety-quality/scientific-advice/jecfa/jecfa-publications/en/
http://www.fao.org/food/food-safety-quality/scientific-advice/jecfa/jecfa-publications/en/
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MMocaencrBus 1Jis NporpamMmm Opraﬂmaunn1

16. Ouenka KomHuTETOM 3KCHEPTOB XMMHUYECKHX BEIIECTB, COJCPKAIIUXCA B IMHUIIEBBIX
NPOAYKTaX, SBISICTCS TIOCTOSHHBIM — HAIPaBICHHWEM €ro JesTelbHOCTH. B xome
aByxroguunoro mnepuona 2016-2017 rr. ObiM mpoOBeAEHBI WM OBLIO  3aITAHUPOBAHO
MPOBECTH YeThIpe coBemanus Komurera skcrepToB: B HUtoHE M HosiOpe 2016 r. u B uioHE U
okTsiope 2017 roxa.

17. VYnomHoMoueHHbI oOecnednBaTh HAJEKHYIO HaydyHYK 0a3zy Uil MEXIyHapOIHBIX
CTaHJApTOB U PEKOMEHJIAINI B OTHOIICHUH MUIIEBHIX JJOOABOK U 3arps3HAIONINX IPUMECE B
npoaykTax nuranus KomureT skcnepToB MMeeT KiloueBoe 3HaueHue s pabotel Komuccuu
Konmekc Anmmenrtapuyc, riaBHoro opraHa OOwenmHeHHo#l mporpammbel @AO/BO3 mo
MUILEBbIM CTaHapTaM.

18. Ouenku KomureTa 3KCIepTOB HCMONMB3YIOTCS Takke riaBamu Oropo BO3 B cTpanax u
TEPPUTOPUSAX, a TaKXKe perdoHanbHbIMH Oropo BO3 B mpouecce KOHCYIbTHPOBAaHUS
rOCy/IapCTB-WIEHOB IO BOIPOCaM 0€30I1aCHOCTH MHUIIEBBIX MIPOITYKTOB.

PET'YJIMPOBAHUE TABAYHOM ITPOAYKIINA

Jokaax BocbMoro cosemanusa MHcciaegoBarenbckoii rpynnsl BO3 mo Bompocam
peryiupoBaHusi TadauHoii npoaykuuu, Puo-ne-Kaueiipo, 9-11 nexadps 2015 r.2

19. MHccnenosarenbckas rpynna BO3 mo perynupoBaHnio TaOayHBIX H3/ETHN ITYOJIHKYeT
CEpHUI0 JTOKJIAJIOB B IENsAX (OPMUPOBaHUS HAy4yHOU 0a3bl sl pabOTHI MO PEryIMpPOBAHHUIO
Ta0aYHBIX U3AEIAN B cOOTBETCTBUM ¢ noioxeHusMu Crareil 9 m 10 PamoyHONW KOHBEHIIMH
BO3 110 GopsGe npoTHB Tabaka”.

20. OcHOBHOE BHMMaHHE Ha BOCBMOM COBEIIAHWU OBUIO YAETCHO CIEAYIOIIMM BOIPOCAM:
XapaKTepUCTHKH COCTaBa M BHEILIHETO BHUJA CUTApeT U OCOOEHHOCTH KOHCTPYKIMHM CHUTApET;
TOKCHYCCKUEC XUMHUYCCKUEC BCIICCTBA, NPUCYTCTBYIOHNIUEC B ad3pPO30JIAX JJICKTPOHHBIX CHCTEM
JOCTAaBKM HHUKOTHHA; TOKCHYECKHE BeIIeCTBA B KaJbIHHOM M 0O€3AbIMHOM Tabake;
BO3MOXXHOCTb NPUMCHCHHA CTAHAAPTHBIX OIICPAMOHHBIX IMPOLCAYP, UCIOJIB3YEMBIX CCTHIO
TabauHbIX Jabopatopuit BO3 s u3MepeHHs OTHENbHBIX XMMUYECKHX BEIIECTB,
colepkamuxcs B Tabake M TabayHOM JbIME CHUTapeTHOM NPOAYKLUHH, B OTHOIIEHUU
3JIEKTPOHHBIX CUCTEM JOCTABKM HUKOTHHA U KaJIbSTHHOTO U 0€3IbIMHOTO TabakKa.

1
DTOT paszienn OTHOCUTCS KaK K BOCEMBJIECAT TPETHEMY, TaK U K BOCEMbJIECSAT Y€TBEPTOMY JOKIIa1aM
CosmecTtHOTO KOMHUTeTa 3KkcTiepToB DAO/BO3 1o numieBsiM 106aBKam.

2 Cepus Texauueckux qoknanoB BO3, Beimyck No. 1001 (B neuarn).

¥ Texcr Pamounoii konsenmu BO3 mo 60prOe poTHB Tabaka UMEETCs 0 aapecy
http://whglibdoc.who.int/publications/2003/9789244591017_rus.pdf?ua=1 (o coctosiauto Ha 16 okTsI6ps
2017 1.).



http://apps.who.int/iris/bitstream/10665/42811/1/9241591013.pdf?ua=1
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OcHOBHBIE peKOMEH AU

21. B pokiane comep:KHUTCs P PEKOMEHIAIUN OTHOCUTEIHHO OTICIBHBIX XapaKTePUCTHK
KOHCTPYKIIUU CHUTapeT, a TaKKe OTHOCUTENIbHO M3YYEHHs cocTaBa Tabaka M BbIACISEMBIX
BEIIIECTB IIMPOKOTO CIIEKTpa MPOAYKIHH HAa OCHOBE KaJbSHHOTO M Oe3IpIMHOrO Tabaka U
JIPYTUX YCTPOWCTB, TAKUX KaK AJIEKTPOHHBIE CHUCTEMbI JOCTaBKM HUKOTHMHA WM IyOJUKalUU
pe3ynbTaToB. Hibke NpuBOIUTCS KPAaTKOE U3JI0KEHUE ITUX PEKOMEH IalIUM.

e Ocobennocmu Koncmpykyuu: locynapcTBaM-ujeHaM CleqyeT TpeboBaTh OT
npou3BoauTeNel TabayHOW MPOAYKIMH MPEAOCTaBISATh TOCYAapCTBEHHBIM
OpraHaM B yCTaHOBJIEHHbIE CPOKHM MH(pOpMaIHio 00 0cOOEHHOCTSIX KOHCTPYKIIUH,
nepeuyncieHHbx B JloGaBienun 2 Kk YacTUUHBIM PYKOBOISIIUM IMPHHIIAIIAM
ocymectienuss Crateit 9 u 10 Pamounoif kouBenuuu BO3, Bxmouas
UHPOPMALIMIO O pe3yibTaTaX TECTOB, BBHIIOJIHEHHBIX MPEICTABUTEISIMU TaOaqHOM
IPOMBIIIJICHHOCTH; TpeOOBaTh OT MPOU3BOAUTENIECH OMOBEIIATh FOCYIApCTBEHHbIE
Opransl O JIIOOOM M3MEHEHHWH B KOHCTPYKIIMHU; PACCMOTPETHh BOIPOC O BBEACHUU
OTpaHMYEHUHN WM 3alpeTa Ha MCIOJb30BaHHE IPOUYUX HJIEMEHTOB KOHCTPYKIIMH,
CIIOCOOHBIX IOBBICUTH IPHUBJIEKATEIBHOCTh TAa0AYHOM MPOIYKIMH, TaKUX Kak
HaJINYME apoMaTH3aTOPOB WM KarCyJl, UM CIIOCOOHBIX MOBBICUTh aIUKTUBHOCTh
Y KOHLIEHTPAIMIO BPEIHBIX BEIIECTB B JIbIME.

o be3ovimnvii mabak: ot TmpousBoAMTENEH cieqyeT TpeboBaTh PACKPBITUS
uH(pOpMallMd O KHUCIOTHOCTM U KOHLEHTpAalMHU CHeUpUYECKHX TaOadyHbIX
HUTPO3aMHHOB, OcH3o[a]uMpeHa W HHUKOTHHa B OE3IbIMHOM Tabake U
MCIIOJIb30BaHUs CYIECTBYIOIINX TEXHOJOTHH JJIsl CHUKEHUSI TOKCHYHOCTH. Kpome
TOT0, OpraHaM pETyJUpOBaHUs CIEAYeT PacCMOTPETb BOIPOC O BBEACHUU B
OTHOLIEHUHU NPOU3BOINTENEH 0€3/IbIMHOIO Tabaka TpeOOBaHUS yIyUIIUTh YCIOBUS
XpaHEeHUs], HalpuMep, A0 MPOJIaXKHU XPaHUTh MPOIYKLHUIO B XOJOJMIBHBIX Kamepax,
YKa3bIBaTh CPOK FOJTHOCTH Ha YIIAKOBKE, PEryJIHMpOBaTh MaTepUabl, HCIOIb3yEeMbIe
JUIS IPOM3BOJICTBA YIAKOBKHU, M Pa3bsCHATH MEPCOHATY MPEANPUATHI pO3HUYHON
TOPIOBJIM 3HaYEHHE YCIOBUM XpaHEeHUs 0e3/IbIMHOr0 Tabaka.

o Kanvannvii mabak:. opraHaM peryJUpOBAaHUSA CIENAYET PACCMOTPETH BONPOC O
NPUMEHEHUH [0/IX0Jla, B paMKaxX KOTOpOrO Ha HayaJlbHOM »JTane OyJeT
BBIMOJIHATHCSL  KOJIMUECTBEHHBIM  aHAJM3 CcOCTaBa KaJbIHHOrO Tabaka ¢
nyOnuKanueil pe3yabTaToB, a Ha JAIbHEWIIUX 3Tarax, Mo Mepe MEXIyHapOJIHOM
BAIMJAIIMA METOJOB OLIEHKHM M aHajM3a COCTaBa KalbsHHOTO Tabaka W JbIMa, —
KOJIMYECTBEHHAsI OILIEHKA COAEP’KAaHHs OTAEIBHBIX XMMHYECKMX M TOKCHYECKHX
BEIIIECTB B KaJbsHHOM jbiMe. Haa3opHble opransl MOriau Obl Takke MOTpeOOBaTh
OT MPOU3BOJUTENEH MpeocTaBIeHUsT HHPOpMauu 00 MHIPEIUEHTaX KaJbIHHOTO
Tabaka U paclpOCTPAHUTH 3ANPET Ha KypEeHHE U Ha KaJIbsHHBII Tabak.

o Dnekmponmuvie cucmemvl OOCHMAGKU HUKOMUHA. TIPOWU3BOJUTENSAM CIEIyeT
MPEIOCTaBIATh MH(DOPMALUIO O TEXHUYECKUX XapPaKTEPUCTUKAX ATHX CHUCTEM,
HCIIOJIB3YEMBIX B HUX JKHJIKOCTSIX M CHoco0ax oO0pa3oBaHUs a’po30Jisi, BKIIOUYAS
UH(POPMALIUIO O MUKPOTIPOLIECCOPAX M UCIOIb3YEMBIX BRICOKMX TEXHONOTHAX. Bcest
NPOAYKIMS JTOJDKHA COOTBETCTBOBATH CTaHAapTaM OE€30IMacHOCTH M KadecTBa U
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MPOJaBaThCS B YMAKOBKAaX, MPEJOXPAHSIOMIUX OT MOMAJaHUs YCTPONCTB B PYKH
JIETeH, UCKITI0YaTh BO3MOXHOCTh TOBTOPHOT'O HATIOJHEHHUS W OBITH OJHOPa30BOM
BO u30exaHHe 3J0ynoTpeOJeHUS W OrpaHUYEHHS BO3MOXKHOCTHU HEIEJIEBOro
UCTONIb30BaHUsA. ECTh  M0CTaTOYHBI 00BEM JaHHBIX ISl  OOOCHOBAHUS
pacnpoCTpaHEHHUs! CYIIECTBYIOUIUX U TOTOBSILIUXCS CTaHIAPTHBIX ONEPAllMOHHBIX
mpouenayp cerd TtabauHblXx Jaboparopuii BO3 Ha HUKOTHH, YBIQXKHHUTEIU
(pactBopuTenn), KapOoHHIBI, OeHzo[a]mupen u creruduuecKue TabadyHbIC
HUTPO3aMHUHBI, COJCPIKAIIUECS B JKUIKOCTSIX U adpPO30JsiX, HCIOIB3YEeMBIX B
ANEKTPOHHBIX  cucTeMax JocTaBku  HukotuHa. CoobmectBo B chepe
3/IPaBOOXPAaHEHHS TAKXKE JOIDKHO PACCMOTPETH BOMPOC O METAJIAX U OMPEACIHTD,
MIPEJICTABJISIOT JIU OHU PUCK AJIS 3I0POBBSL.

3HauyeHHe JIsl MOJUTHKH B 00J1aCTH 001ECTBEHHOT0 3IPAaBO0XPAHEHH S

22. B noxnane MccnenoBaTenbCKOM TPYIIIBI COAEPIKATCS PEKOMEHAIUH, TOJE3HbIE s
HCCTIEIOBaHUsl COCTaBa Tabaka W BBHIOPOCOB, a TaKKe KOHCTPYKIIMU OTACIIbHBIX BUJIOB
MPOJYKIIMK, TaKWX Kak Oe3nbIMHBbIe TaOayHble H3JENus, BOIASHbIE TPYOKH (KallbSHBI) U
AJIEKTPOHHBIC CUCTEMbI JIOCTABKH HUKOTHHA. TakKe B JOKJIAAe MOAUYEPKUBACTCS HETaTUBHOE
BO3JICCTBHME Ha 3JI0POBbE HACEJICHHS CO CTOPOHBI XapaKTEPUCTUK OTUX H3JCIUN WU
coJiepKaInXCcs B HUX TOKCUYECKHUX BEILECTB.

Iocaencreus nist nporpamm Opranusanuu

23. Jloxyag OBUT MOATOTOBIIEH B COOTBETCTBHM C MaHIATOM lVcciiemoBaTenbCKOM TPYIIIBI
Ha MOJATOTOBKY JUIs ['eHepanbHOTO JUpEeKTOopa HAydyHO OOOCHOBAHHBIX M OMMpAIOIIMXCS Ha
JIOKa3aTeNIbHbIE JIaHHbIE PEKOMEHJAIUi 10 pPEeryJupoBaHUIO TabauHOM MPOAYKLHUH,
a/[PeCOBAHHBIX TOCYAAPCTBAM-UICHAM .

KOMUTET 3KCIIEPTOB IO OTBOPY U HCIIOJIB30BAHUIO OCHOBHBIX
JIEKAPCTBEHHBIX CPEACTB

JBanuare mnepsoe copemanue Komurera 3KkcnepTroB mo 0T60OpPY M HCHOJIb30BAHUIO
OCHOBHBIX JIeKAPCTBEHHBIX JieKapcTB, ZKeneBa, 27-31 mapra 2017 r.2

24. JlBaamate mepBoe coBelanne Kommurera 3KCHEPTOB MO OTOOPY W HCIOJIB30BAHUIO
OCHOBHBIX JICKQPCTBEHHBIX CPEJCTB ObLIO MpoBeaecHO B mTad-kBaptupe BO3 B XKenese ¢
27 no 31 mapra 2017 roga. Komutet 3kcriepToB paccmoTpen 92 3asBKH.

OcHOBHBIE peKOMEHIAIUN

25. Kowmmurer skcnepToB pexoMeHaoBan BHecTH 30 HOBBIX JIEKAPCTBEHHBIX CPEICTB B
[Tpumepnsbiii nepeueHb BO3 OCHOBHBIX JIEKapCTBEHHBIX CpeAcTB M 25 — B [IpumepHbIit

! B mos6pe 2003 r. no pemrernio [eHepatbHOro AHPEKTOpa OBIBIIMIT HAYIHO-KOHCYIIbTATHBHBIIL
KOMMTET 10 BOIIPOCaM PEryJIMpoBaHus TabayHOI NpOoIyKIMH ObUT IpeoOpa3oBaH U3 HAYYHO-KOHCYJIbTaTHBHOTO
KOMMTETA B UCCIIEOBATEIBCKYIO IPYIIILY.

2 Cepus TexHuueckux g0knagoB BO3, Bemmyck No. 1006 (B meuarn).
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nepedeHb BO3 0CHOBHBIX JIEKAPCTBEHHBIX CPEICTB I AeTei. OOIee Yucio JeKapCTBEHHBIX
cpenctB, BHeceHHbIX B [Ipumepnsbiii nepedenb BO3 OCHOBHBIX JIEKAPCTBEHHBIX CPEACTB U
[Ipumepnbiii niepedeHb BO3 OCHOBHBIX JIEKAPCTBEHHBIX CPEICTB I JETEH COCTABIISET,
cooTBeTcTBeHHO, 433 n 314.

26. Ilocne BcecTOpoHHEro 0030pa aHTHOAKTEPHAIBHBIX CPEICTB U UX HCIIOIb30BAHUS IS
neyeHust 21 OOBIYHOTO WM TSDKEIOTO MPHOPUTETHOTO WH(EKIMOHHOTO CHHApPOMA B
[Ipumepnsiii nepedeHb BO3 OCHOBHBIX JIEKAPCTBEHHBIX CpencTB U B [IpumMepHblil epeyeHb
BO3 OCHOBHBIX IJIGKAPCTBEHHBIX CpeACTB Juisi Aereid Obuto BHeceHo 10 m 12 HOBBIX
AHTUOMOTHKOB, COOTBETCTBEHHO. bbuta mpeayiokeHa kinaccupukanus aHTHOMOTUKOB Ha TpU
IPYIIBl — «IOCTYI», «HaOMOAeHUE», «pe3epB» (AWaRe) — mns obecriedeHus J0CTyna K
mpenapaTaM, BXOISIIMM B CIHCOK PEKOMEHJIOBAaHHBIX AHTUOMOTUKOB TEPBOTO U BTOPOTO
BbIOOpa («IOCTYyI»), ONTHMHU3ALMKM HAa3HAUYE€HUS AHTUOMOTUKOB («HAOIIOJEHHE») U
COKpaIlleHNE YCTOWYMBOCTH K aHTUOMOTUKAM («pE3epPBY).

27. B Ilpumepnsiii nepedenb BO3 OCHOBHBIX JI€KapCTBEHHBIX CpPEACTB OBLIM BHECEHBI
HOBbIE IpenapaThl OT APYTHMX NPUOPUTETHBIX MH(EKIMOHHBIX Oonesneil (BUY, renmatur C,
TyOepKysIe3 U Maisipus), a TakkKe MpernapaTsl OT paka, O0JIEBOr0 CHHAPOMA, CBSI3aHHOTO C
OHKOJIOTMYECKMMHM 3a00JI€BaHUSAMH, HApYIIEHUH PEnpOayKTHUBHOIO 370POBbS U AHEMUH,
CBSI3aHHOW C XPOHHYECKUMH 3200JI€BAaHUSIMH TTOYCK.

28. bBbUIO pEeKOMEHJOBAHO YYpEeIUTh TPH MOCTOSHHBIE paboune TpyHmbl A MOAAEPKKU
paboTHl B OTHOIICHUM JAbHEWITNX 3asBOK HAa BHECEHHE HOBBIX IpemnapaToB B [IpumMepHbIit
nepedeHb BO3 OCHOBHBIX JI€KapCTBEHHBIX CPEJICTB: pabouyto TPYyINIy M0 aHTUOMOTHUKAM IS
pacmpeHusi paboThl IO ONITUMAIIBHOW JIO3UPOBKE W MPOJOJDKUTEIBHOCTH Kypca JICYeHUsT U
HOJJIEP)KKH paboThl B CTpaHax IO HPUMEHEHHIO HOBBIX PEKOMEHIALMH B OTHOLICHHU
[TpumepHoro mnepeunst BO3 OCHOBHBIX JIEKQpCTBEHHBIX CpPEICTB U KiAcCU(UKALUU
antubuotukos AWaRe; pabouyto rpynmy IO BBISIBICHHIO MPUOPUTETHBIX NpENapaToB OT
OHKOJIOTHUYECKHX 3a00JIeBaHuil; pabouylo TPYMITy IO BOIIPOCAM CBOEBPEMEHHOIO JOCTYyIa K
pe3yibTaTaM BCeX KIMHUYECKUX MCIIBITaHHUH.

3HaveHue 1/ MOJTUTHKHU B 00J1aCTH 00111eCTBEHHOI0 3IPABOOXPAHEeHH

29. Oo6noBnenusii [IpumepHslit nepedenb BO3 0CHOBHBIX JIEKAPCTBEHHBIX CPEJICTB MOXKET
OBITHh OCHOBOH TpW PEIICHWH BOIPOCa O BO3SMEUICHWH PAacXOJI0B M 3aKyITKe, a TaKkke Ooiee
[[EJICHANIPABICHHON TPOCBETUTENHCKOM pPabOTHl B OTHOIICHHHM TMPAKTHUKKA Ha3HAuYCHUs
JICKApPCTBCHHEBIX CPEACTB. BreimosHeHHOE 3HAUYMTENbHOE OOHOBIIEHUE HpI/IMepHOFO MepCHHA
BO3 oCHOBHBIX JI€KapCTBEHHBIX CPEJCTB MOAUYEPKUBAET €ro KIIUEBYIO POJIb B 00€CIIeUeHUH
BCEOONIET0 OXBaTa YCIyraMu 3JpaBOOXpPAaHEHUS U COJEHCTBYeT pa3paboTke Oosee
KOMIUIEKCHBIX MPOTpaMM JIEKAPCTBEHHOT'O 00eCIIeYeH s Ha HAIlMOHATLHOM YPOBHE.

30. TIlpemnoxennyto B 00HOBIeHHOM [IprmepHOM niepeune BO3 0CHOBHBIX JIEKapCTBEHHBIX
cpeacts knaccudpukanmo «AWaRe» MoXHO paccmMaTpuBaTh KaK BaXHbBIM HHCTPYMEHT
CTUMYJIMPOBAHUS U TOJAECPKKU ONTHUMAIBHOTO HCIOJIb30BAHUSA AaHTHOMOTUKOB Ha YpOBHE
CTpaH B KOHTEKCTe OOPHOBI C Pa3BUTHEM YCTOMUMBOCTU K MPOTHBOMUKPOOHBIM IperapaTam.
Kpome Toro, sta kiaccudukanus CHoCOOCTBYET OCYIIECTBICHUIO TJ00aTbHOTO ILIaHa
JIeCTBUH B OTHOIIEHUHM YCTOMYMBOCTUM K NPOTUBOMUKPOOHBIM IpemaparaM M IOAX0Ja
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«EI[I/IHOC 3APaBOOXPAHCHHUC», IIOCKOJIbKY B HEH YEeTKO OIIPECACIICHBI aHTI/I6I/IOTI/IKI/I, KOTOPBIC
CJICAYCT HCIOJb30BATH TOJIBKO B KauCCTBC AHTUOUOTHKOB «IIOCIIeAHEN HaICKObD» U
COXPAaHCHUEC KOTOPBIX TOJIZKHO OBITE HpHOpHTeTHOfI 33,[[3‘16171 Ha HAIMOHAJIbHOM YPOBHC.

Hocaencreus nist nporpamm Opranusanuu

31. Oo0unosnenune IlpumepHoro mnepeunss BO3 OCHOBHBIX JIEKAapPCTBEHHBIX CPEIACTB M
[TpumepHoro nepeunss BO3 0CHOBHBIX JIEKapCTBEHHBIX CPEACTB AJIs JETEH JaeT mporpaMMam
BO3, apyrum yupexnenusm Opranuzanun O0beanHeHHBIX Hanuii U rocymapcTBaM-uieHaM
HAJCKHBI HMHCTPYMEHT i WH()OPMHUPOBAHHOTO TIPHHSITHS pENICHUNW TIpu OTOOpE,
BO3MEIIEHUH CTOUMOCTH, 3aKyINKaxX 1 UCIOJIb30BaHUH JIEKAPCTBEHHBIX CPEACTB.

32. Ilpumepnsiii nepeueHb BO3 OCHOBHBIX JIGKAPCTBEHHBIX CPENCTB OyJET MPEICTABICH B
BHUJIE COBPEMEHHOTO M BCECTOPOHHEr0 HH(POPMAIIMOHHOTO OHJIalH-pecypca, 4To Oymaer
CIOCOOCTBOBATh €ro momyispuzannu. OHIaliH-BepCHs MEepeyHs MoydyuT HazBanue «eEML»
(«electronic Essential Medicines List» — 31eKTpOHHBII ITepeYeHbh OCHOBHBIX JEKAPCTBEHHBIX
cpenctB). Kpome Toro, anekTpoHHas Bepcust nepedHst OyieT HHTErpupoBaHa ¢ OJIMHHAIATON
penakiueit MeXayHapoqHOW CTAaTUCTHUECKOM Kiaccudukanuu Oone3Hedl u  mpobiem,
CBSI3aHHBIX CO 3/I0POBbEM, AHATOMO-TEPANEBTUYECKO-XUMHUYECKON Kiaccuukanuein u
CUCTEMOI KOAMPOBaHUsS MeXIyHapOAHBIX HENATEHTOBAHHBIX HAaWUMEHOBAHMM, YTO MO3BOJIUT
00€CTIeYHNTh BBHICOKYIO HHTEPOINEPaOeIbHOCTh U OOJIBIION MOTSHIIUAI IS UHTETPUPOBAHHOTO
UCTOJb30BAHUS 3TUX HHCTPYMEHTOB B MEIUIMHCKOM IPOrPAMMHOM OOECI€YeHUHn |
margopmax.

JEACTBUSA UCHOJHUTEJBbHOI'O KOMUTETA

33. Hcmonkomy npeayiaraeTcsi IpUHITH HACTOSIIUHN JTOKJIA]] K CBEICHHIO.




