OdnumaneHeI KypHaT EBponeickoro coro3a

PETJIAMEHT (EU) Ne 609/2013 EBPOIEMCKOI'O TAPJIAMEHTA U COBETA
ot 12 urons 2013 roga

0 NHUIIEBBIX MNPOAYKTAX, IpeJHA3HAYEHHBIX /Jisi MJaJeHIeB U JeTell paHHero
BO3pacTa, MUIIEBBIX MPOAYKTAX ISl CHEeNHATbHbIX MeINIMHCKUX Lejed U MOJHBIX
3aMEHUTEeJSIX PalMoHa UIsi KOHTPOJs Beca W orMeHsiiomuii JupexktuBy Cosera
92/52/EEC, upextuBbl Komuccun 96/8/EC, 1999/21/EC, 2006/125/EC u 2006/141/EC,
JMupextuBy 2009/39/EC Espomneiickoro mnapiaamenta u CoBera u PersiameHTBI
Komuccun (EC) Ne 41/2009 u (EC) Ne 953/2009

(Texct, pesieBanTHBIN 4151 ED3)
EBPOITEMICKUM ITAPJIAMEHT Y COBET EBPOIIEMCKOT'O COIO3A,

[Tpunumast Bo BHUMaHue J[oroBop o pyHKIIMOHMPOBaHUU EBponeiickoro corw3a, U B 4aCTHOCTH
ero Cratpio 114,

IIprHMMas BO BHUMaHUE IpeUIoKeHrne EBponencko KOMUCCUH,

[Tocne nepenaun npoekTa 3aKOHOAATEIBHOIO aKTa B HALIMOHAJIbHBIE TTAPJIAMEHTHI,

I[IpunEMas BO BHUMaHHE MHeHHe EBpOIeiickoro 3KOHOMHUYECKOTo U couansHoro komurera,
JIeiicTBYS B COOTBETCTBHH C OOBIYHOI 3aKOHONATENBHOI TIponeaypoii?,

C yuderoMm TOro, 4TO:

(1) Craress 114 JoroBopa o ¢yHkiuonupoanuu Eponeiickoro coro3a (TFEU)
npejycMaTpuBaeT, dYTO JUIS  Mep, LEeNbI0  KOTOPBIX  SBISIETCS  CO3JaHuE |
(YHKIIMOHMPOBAaHHE BHYTPEHHETO PBIHKA M KOTOPBIE KAaCAIOTCsI, CPEIIU MTPOYEro, 3J0POBbS,
0€30MacHOCTH M 3alIMTHI oTpeduTenei, Komuccus n1omKkHa MPUHATH 32 OCHOBY BBICOKHIA
YPOBEHb 3aIIUTHI C Y4E€TOM, B YaCTHOCTH, JIF00OOI HOBOW pa3pabOTKM, OCHOBAHHOHW Ha
HAy4YHBIX (aKTax.

(2) Csoboanoe mepemenieHrne 0E30MACHBIX M MOJE3HBIX JJIS 3/I0POBbs MHIIEBBIX MPOIYKTOB
ABJISIETCS] CYIIECTBEHHO Ba)KHBIM ACIIEKTOM BHYTPEHHETO PBIHKA M BHOCHUT 3HAYMUTEIbHBIN
BKJIaJ] B 3/JOPOBBE U 0J1aromnoiaydyue rpakJaH, a Tak’ke B UX COI[UAIbHbBIE U SKOHOMHYECKHE
WHTEPECHI.

(3) 3akonomarenbctBO EC, mnpuMeHMMOe B OTHOIICHHWH MUIIEBBIX  IMPOJYKTOB,
MpelHa3HaYeHO, CPeAr MpOoYero, s 0o0ecrnedeHusl TOTro, YTOObl HH OJUH THIIEBOMN

M QJ C 24, 28.1.2012, ctp. 119.

@ TTosumms Esponeiickoro mapnamenta ot 14 mons 2012 rona (eme He ony6ankoBana B OQUIMAILHOM KypHae) 1
no3urusi CoBeta B nepBoM uteHUH oT 22 ampens 2013 roga (eme He omybnukoBaHa B OdunnambHOM XypHaie).
[Mo3unust EBporneiickoro napmamenta ot 11 monst 2013 roja (eme He omyonrkoBana B OUIMaIEHOM KypHAe).
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MPOJYKT He OBLI pa3MellleH Ha pPhIHKE, €CITU OH He sBiseTcs OezomacHbIM. [losTomy
T00BIe BEIECTBA, KOTOPHIE CUYUTAIOTCS BPEIHBIMHU JUISL 3I0POBbS COOTBETCTBYIOLINX
TPYIIT HACEJICHHWS WM HEMPUTOJAHBIMU JUISI MOTPEOJICHUS YETOBEKOM, JIODKHBI OBITh
HCKITFOUYEHBI M3 COCTaBa KaTerOPU MUIIEBBIX IPOYKTOB, Ha KOTOPHIE PACIIPOCTPaHACTCS
nercTsue Hactosmero Pernamenra.

(4) Hupextusa 2009/39/EC Eppomeiickoro napiamenta u Cosera or 6 mas 2009 roma o
INUIIEBBIX TPOAYKTaX, MPEJHA3HAYEHHBIX JUII KOHKPETHBIX Ienel rmmtaHns®),
yCTaHaBIIMBAaeT OOIIME IpaBWa B OTHOIICHUM COCTaBa W TIOJTOTOBKH TIHIIEBHIX
MPOJIYKTOB, CIEUUATbHO  pa3pa0OTaHHBIX JJIS  YJOBJICTBOPEHHUS]  KOHKPETHBIX
NOTpeOHOCTEN B TMUTAHUU JUI, JJIS KOTOPBIX OHHM MpeIHa3HAYEHbl. BOJBIIMHCTBO
MOJIO’KEHUH, U3JI0)KEHHBIX B 3TOU Jlupekture, natupyrorest 1977 rogom u HyKJIaroTcs B
nepecMoTpe.

(5) Hupexrtusa 2009/39/EC ycraHaBiuBaeT 001IIee ONPEICICHNUE KITHIIEBBIX MPOTYKTOB IS
KOHKPETHBIX IIeJIeH TUTaHus» U 001Ire TpeOOBaHMS K STUKETUPOBAHHIO, B TOM YHCIIC TO,
YTO HA TAKUX MPOIYKTAaX JODKHA MPHUCYTCTBOBATH OTMETKA 00 WX MPUTOJHOCTH IS
3asiBJICHHBIX 1I€JIEH TUTAHUS.

(6) OOmue TpeOOBaHUS K COCTaBY W OSTHKETHPOBAHHUIO, H3JIOXKCHHbIC B JIMpeKTHBE
2009/39/EC, nononHstotes psioMm akToB EC, He HOCSINX 3aKOHOAATEILHOTO XapaKTepa,
KOTOpBIE MPUMEHUMBI K OCOOBIM KaTEropusiM MHINEBHIX MPOAYKTOB. B 3Toi cBsi3u B
HupextuBax Komuccuu 96/8/EC ot 26 ¢deBpans 1996 roga o muIeBBIX MPOIYKTaX,
MpeIHa3HAYEHHBIX JUISI UCIOJIB30BAaHUS B PAIMOHAX C OTPAHUYEHHOW PHEPreTUYECKOM
LIEHHOCTBIO JIJI1 CHUKCHUS Beca(4), u 1999/21/EC ot 25 mapra 1999 roga o queTudeckux
INUIIEBBIX MPOJYKTAX JUIS CHENMANBbHBIX MEIMIMHCKHX 1eneil®  ycraHoBieHsI
rapMOHM3WpPOBaHHBIE TIpaBWia. AHaIOTMYHBIM oOpa3zom JlupektnBa Komuccuu
2006/125/EC®  ycramaBnmBaeT omnpeneneHHblE TapMOHM3UPOBAHHBIE IIPABHIA B
OTHOIIIEHUU THUIIEBBIX MPOIYKTOB HAa OCHOBE IMepepabOTaHHBIX 3JIAKOB U JIETCKOTO
NATaHUS JUI MJAJEHIEB M JeTed paHHero Bo3pacta. /[upektuBa Komuccun
2006/141/EC") ycranaBmmMBaeT TapMOHH3HPOBAHHBIE IPABHIIA B OTHOIIEHHH CMECEH s
MIIaJleHIIeB U mocienyromux cmecedd, a Permament Kommccuu (EC) Ne 41/2009®
yCTaHaBIMBAET TAPMOHU3UPOBAHHBIE MPABUJIA, KACAIOIINECS COCTaBa U STUKETUPOBAHUS
MULIEBBIX MPOAYKTOB, MOAXOAAIIMX JUIs JIFOJAEH C HEEPEHOCUMOCTBIO TIIIOTEHA.

(7) Kpome Toro, rapmonnsupoBanHnbie [IpaBuia usnoxensl B upektuse Cosera 92/52/EEC
or 18 wurons 1992 roma o cmecax I MIAJEHLEB M IOCIEAYIOUIUX CMECSX,
TIpeIHA3HAYEHHEIX VIS SKCIIopTa B TpeThH cTpanbly, u B Permamente Komucenu (EC) Ne
953/2009 ot 13 oxTsa6ps 2009 roga o BemiecTBax, KOTOPble MOTYT OBbITH 100aBIIEHBI TS
0COOBIX IIeJIel MUTaHUs B MULIEBBIE TPOAYKTHI, PEAHAa3HAYCHHBIE JAJIs1 KOHKPETHBIX Iesei
mutanns?,
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(8)

(9)

(10)

(11)

HupextuBa 2009/39/EC  mpeanucbiBaeT OOIIyI0 TpPOLEAYpPY YBEIOMJICHHS Ha
HAIlMOHAJIbHOM ypPOBHE B OTHOLICHMM NHIIEBBIX TMPOAYKTOB, IPEICTABIISIEMBIX
XO3AHCTBYIOIMMU CYOBEKTaMH B OOJAacTH IPOM3BOJCTBA IHIIEBHIX INPOIYKTOB, Kak
HOAMAMAIONIMX O] ONPEACNCHUE «IHIIEBBIX TNPOAYKTOB JJIsI KOHKPETHBIX Ieiei
NUTaHUS», B OTHOUIEHWH KOTOPBIX B 3akoHomartenbcTBe EC He OBUIO MpeaycMOTPEHO
HHUKAaKHX OCOOBIX MOJOXKEHWH, repea ux pasmenienueMm Ha peiHke EC, ¢ Tem, 9TOOBI
crnocoOcTBOBaTh  3()(PEKTUBHOMY  MOHHTOPUHTY  TaKMX  TNHIIEBBIX  MPOIYKTOB
I'ocynapcrBamu-Unenamu.

Otuer Komuccuu ot 27 wutonsa 2008 roma Espomeiickomy mnapiamenty u CoBeTy o
NPUMEHEHUH JaHHOW MpOIENyphl YBEJOMJICHHS TOKa3aJl, YTO MOTYT BO3HHUKHYTb
TPYJAHOCTH, CBA3aHHBIC C OMPEICICHUEM «IHUIIEBBIX MPOJAYKTOB ISl KOHKPETHBIX eyl
MUTaHUSI», KOTOpOE, KaK OKa3ajloCh, MOXET ObITh I0-pPa3HOMY HWHTEPIPETHPOBAHO
HAI[MOHAJILHBIMU OpraHamu BiacTH. [loaToMy B oTueTe clenaH BBIBOA O TOM, YTO AJIs
obecnieuenus 6omnee 3(hHEeKTUBHOTO ¥ TAPMOHU3UPOBAHHOTO IPUMEHEHHUS ITPABOBBIX aKTOB
EC notpebyercs nepecmotp Jdupextusr 2009/39/EC.

B otuere 06 ucciaenoBanun Agra CEAS Consulting ot 29 anpens 2009 roja, kacaroniemcs
nepecmoTpa Jupextuser 2009/39/EC, moaTBepkaanuck aanHbie otyera Komuccun ot 27
utoHd 2008 roma O MPUMEHEHUM MPOLEAYpPhl YBEJOMJIEHUS U YKa3bIBalIOCh, 4YTO B
HACTOsAIIEe BpeMs Bce OOJbIIee YMCIIO MUIIEBBIX MPOIYKTOB peajn3yeTcs Ha PBbIHKE U
STUKETUPYETCS KaK MUILEBbIC MPOAYKTHI, TOIXOSIINE 1151 KOHKPETHBIX MUILEBbIX LIETeH,
B CBSI3H C IIUPOKHM OMNpEIEIICHUEM, MPEeAYyCMOTPEHHBIM B 3Tol J[upekTuBe. B otyere 00
UCCJIIOBAHUM TaKXe OTMEuYanoch, YTO MHUIIEBBIE MPOJIYKTHI, pEriiaMeHTUPYyEMble B
COOTBETCTBUU C ATON J[MPEKTUBOM, CYIIECTBEHHO pa3inyaroTcs B pa3HbIx ['ocymapcTBax-
Uitenax; mo00HBIC MPOIYKTHI MOTYT OJHOBPEMEHHO OBITh MPEJCTABICHBI HA PHIHKE B
passbix ['ocymapcrBax-UiieHax Kak MUIIEBBIC TPOAYKTHI I KOHKPETHBIX IIeJICH MTUTaHMS
W/WJTM KaK TMUIIEBBIC MPOAYKTHI I 0OBIYHOTO TOTPEOICHUS, BKITFOYAs MMUIIEBHIE T00aBKH,
npeHa3HAYCHHBIC JTsI HACEJICHUS B IIEJIOM WUJIH JIJISL €70 OMPEIEIICHHBIX TIOATPYIII, TAKHX
Kak OepeMeHHbIE >KEHIIMHBI, KCHITUHBI TOCIIe MEHOIAay3bl, MOXKUIIbIC JIOAH, PacTyllue
JETH, TIOJIPOCTKH, JIUIIA C IEPEMEHHON CTENEeHbI0 aKTUBHOCTH U Ipyrue. Takoe MonoxeHne
Jen  TOoApbIBaeT (PYHKIMOHUPOBAHWE BHYTPEHHETO pBIHKA, CO3JaeT IPABOBYIO
HEOTPEAEeNEHHOCTh ISl KOMIIETEHTHBIX OPTaHOB, XO3SIMCTBYIONINX CYOBEKTOB B 00IacTH
MIPOM3BO/ICTBA MHIIEBHIX MTPOAYKTOB, B YACTHOCTH MAJIBIX U cpeHuX npeanpustuii (MCII,
SME), a Ttaxxe moTtpeOutenei, Mpu STOM HENb3s HMCKIIOYaTh PHUCKU, CBSI3aHHBIE C
PHIHOYHBIMU MaxXHWHAIMSIMH W HAPYIICHUEM MPABWII KOHKYpeHIHH. [103TOMy HE00X0 MO
YCTPAHUTH PA3NINIMs B HHTEPIPETAI[UH ITyTEM YITPOIICHUS HOPMATHBHO-TIPABOBO# 0a3bl.

[Ipencrasisiercs, 4To Apyrue, HeIaBHO MPUHATHIE IIpaBoBbIe akThl EC B Oounblieil cTenenn
a/IalITUPOBAHbI K PAa3BUBAIOIIEMYCSI I MHHOBAI[HOHHOMY PBIHKY MHUIIEBBIX MPOIYKTOB, YEM
HupextuBa 2009/39/EC. OcoOeHHO peneBaHTHBIMA M BaXHBIMH B 3TOM OTHOIICHHUHU
spisttotest: upextuna 2002/46/EC EBponeiickoro nmapnamenta u Cosera ot 10 utons 2002
roga o COJMXKEHHHM 3aKOHOJaTeNbcTBa [ocyaapcTB-UJIEHOB OTHOCHTENBHO MHIIEBBIX
n06aBok®, Permament (EC) Ne 1924/2006 Empomeiickoro mapnamenta u Cosera ot 20
nexabpst 2006 roma B OTHOIIEHWHW 3asBICHUN O MUTATEIBHOW IIEHHOCTH W TIOJIb3E IS

® OJ L 183, 12.7.2002, ctp. 51.
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370poBbs Ha mumebiX npoaykraxPu Permament (EC) Ne 1925/2006 EBpomeiickoro
napinamenTa u Cosera ot 20 gexadps 2006 roaa o 1006aBIeHUN BUTAMHUHOB U MUHEPAJIOB U
HEKOTOPBIX IPYTMX BEIIECTB K IHIIeBbIM mpoaykram®. KpoMe TOro, MONOKEHHs 3THX
npaBoBbiX akToB EC Hamiexammm o0pa3oM perjaMeHTHpOBaNM Obl psifl KaTeropuii
MUIIEBBIX TTPOIYKTOB, HA KOTOpbIe pacnipoctpansercs nericreue upextuss 2009/39/EC,
C MEHBIIUM aJMUHHUCTPATUBHBIM OpeMeHeM U OoJblleil SCHOCTHIO B TOM, YTO Kacaercs
cdepsl oxBara U menei.

(12) bonee TOro, OmBIT IMOKAa3bIBACT, YTO HEKOTOPHIC MpPaBWIIA, BKIIOUCHHbIC B JIMPEKTHUBY
2009/39/EC, unu npuHATHIE B COOTBETCTBUU C HEH, OoJiee HE SBISIOTCA 3((HEKTUBHBIMU
i o0ecrieyeHns (HyHKIIMOHUPOBAHUS BHYTPEHHETO PHIHKA.

(13) TIlosTOMY IOHATHE «IIHINEBBIE MPOAYKTHI IS KOHKPETHBIX IEJICH MUTaHUSM» TOJKHO OBITH
ormeHeHo, a JlupektuBa 2009/39/EC nmomkHa OBITH 3aMEHEHA JTaHHBIM HOPMATHBHBIM
akToM. UYTOOBl YyNPOCTUTh MPUMEHEHHE JAHHOTO HOPMATHBHOTO aKTa M OOECHeYUTh
COTJIACOBaHHOCTh MIPUMEHEHHU BO Beex ['ocynapcTBax-UneHax, JaHHBII HOPMaTUBHBIHN aKT
JOJKCH MPUHATH popmy Perimamenta.

(14) Pernament (EC) Ne 178/2002 Epomnetickoro napiamenta u Cosera ot 28 stHBaps 2002
rojia, yCTaHaBJIMBAIOUIUN OOIIUE MPUHILIUIIBI U TPEOOBAaHUSI MUILIEBOTO 3aKOHOIATEIbCTBA,
yupexpaatomuidi - EBpomeiickuii  opraH 1o 0€30MaCHOCTH THUIIEBBIX MPOJIYKTOB U
IIpelyCMATPHBAIONIMIT TPOLEYyphl B 0O0JACTH GE30MACHOCTH MHIIEBBIX HpoaykToB®)
yCTaHaBIMBAET OOIIME MPHUHIIMITBI U OMPEeNICHUs A1 MUIIEeBOro 3akoHonarenbcTea EC.
Hekotopslie onpeneneHus, n310XeHHbIE B 3TOM PernamenTe, Takke JOKHBI IPUMEHSATHCS
B KOHTEKCTE JaHHOro Pernamenra.

(15) OrpaHnueHHOE YHCIIO KATETOPHUil MHUIIEBBIX MPOIYKTOB MPEACTABISET COOON YaCTUUHBII
WIM €IWHCTBEHHBIM MCTOYHMK MUTATENIbHBIX BELIECTB I OIpPENEICHHbIX TIPYIII
HacelleHusl. Takue KaTeropuu NHILEBBIX MPOJYKTOB >KM3HEHHO BaXKHBI JUISI KOHTPOJIS
ONpEAENIEHHbIX COCTOSIHUM W/MJIM HUMEIOT CYHIECTBEHHO Ba)KHOE 3HAUYEHUE JUId
YIIOBJIETBOPEHUS] OTPEOHOCTEN B MUTAaHUM HEKOTOPBIX YETKO OINPEAETICHHBIX YSI3BUMBIX
rpynn HaceieHus. JlaHHbIE KaTeropuu IHIIEBBIX IMPOAYKTOB BKIIOYAKOT CMECH JUIA
MJIQJICHLIEB U MOCJEIYIONIYI0 CMECh, NMHIIEBBbIE MPOAYKTHI Ha OCHOBE INMepepabOTaHHBIX
3JIaKOB U JIETCKOE NIMTAHUE, a TAK)KE MUILEBBIE POJYKTHI Ul CIIEHUAIbHBIX MEIUIIUHCKUX
nenei. OmpIT TOKa3aj, YTO TOJOXKeHUs, u3iaoxkeHHble B JlupektuBax 1999/21/EC,
2006/125/EC u 2006/141/EC, ynoBieTBOpUTEIbLHBIM 00pa3oM 00€CIIEUNBAIOT CBOOOIHOE
NepeMelIeHNe ATUX KaTeropuil MUIIEBBIX MPOIYKTOB, FapaHTUPYs HPHU ITOM BBICOKUMN
YpOBEHb 3alUTHl 3/10pOBbsi HaceneHus. Iloaromy nenecooOpa3Ho, 4TOOBI B JaHHOM
PernamenTe OCHOBHOE BHUMaHHE YIENIAJIOCh OOMMM TpeOOBaHUSAM K COCTaBy U
UHOpPMALIUU JJIS ATUX KaTerOpHid MUIIEBbIX MPOAYKTOB ¢ yueToM Jupexktun 1999/21/EC,
2006/125/EC u 2006/141/EC.

(16) Kpome Toro, B CBSI3W C YBEIMYEHHEM 4YHMCIIA JIIOJCH ¢ mpoOieMaMu, CBSI3aHHBIMHU C
U30BITOYHBIM BECOM HJIM OXKHPEHHEM, Ha PBIHKE pa3MellaeTcs Bce OOJblle MUIIEBBIX
MPOJYKTOB B KaUe€CTBE MOJIHBIX 3aMEHUTENIeH palmoHa JJi1 KOHTpouis Beca. B HacTosiee

@ OJ L 404, 30.12.2006, cTp. 9.
®) OJ L 404, 30.12.2006, cTp. 26.
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BpeMsl B OTHOIICHWU TAaKWUX MHILIEBBIX MPOIYKTOB, MPEICTABICHHBIX HAa PBIHKE, MOXKHO
MPOBECTH PA3IMUME MEXAY NPOAYKTaMH, MPETHA3HAYCHHBIMH JJIs HU3KOKAIOPHIHBIX
nuet, koropele BrarodaroT oT 3 360 kJbx (800 kkam) mo 5 040 x/Dx (1 200 kkaim), u
MPOAYKTaMHU, IPEeIHA3HAYCHHBIMU JJI1 OY€Hb HU3KOKAIOPUUHBIX JUET, KOTOPhIE OOBIYHO
BKirodaroT MeHee 3 360 k/[x (800 kkai). YuuTeiBast XapaKTep pacCMaTPUBACMBIX IMHUIIEBBIX
MPOJYKTOB, IEIeCO00pa3HO MPEAYCMOTPETh B UX OTHOIICHUHU OIpeAesieHHbIe 0COObIe
nojoxeHus. ONBIT MOKa3aJ, YTO COOTBETCTBYIOIIUE TIOJOXKEHHUS, H3JIO0KCHHBIC B
HupextuBe 96/8/EC, ynoBIEeTBOPUTENBHBIM 00pa3oM 00eCHeunBalOT CBOOOJHOE
nepeMeIleHIe MUIIEBbIX MPOAYKTOB, MPEACTABICHHBIX B KAUECTBE MOJHBIX 3aMEHUTENCH
pannoHa ajsi KOHTPOJISl Beca, TapaHTUPYs MPH 3TOM BBICOKMI YPOBEHb 3aIIUTHI 3A0POBbS
HaceneHus. [loatomy nenecoobpazHo, 4roObl B 3ToM Periamente oCHOBHOE BHHUMaHHE
yIEISUIOCh O0HIMM TpeOOBaHMSIM K COCTaBy M MH(GOpMalUyd B OTHOLICHUH MHILIEBBIX
MPOJYKTOB, MpEIHAa3HAUYEHHBIX JUIS 3aMEHbl BCErO €XKEIHEBHOTO pallloHa, BKIIOYas
MUIIEBbIE TPOAYKTHI C OUYEHb HU3KOM HSHEPru4ecKod IEHHOCThIO, C Y4ETOM
COOTBETCTBYIOIHUX ToJoxkeHuH JupexTunsr 96/8/EC.

(17) B manHoM PermamenTte J0/DKHBI ObITH YCTAHOBIICHBI, CPEAM MPOYETO, ONPEIACICHHUS CMECH
JUTSI MJTQJICHIIEB M TTOCIICYIOIIEH CMECH, TTUIIEBBIX TPOIYKTOB HAa OCHOBE IIepepaboTaHHBIX
3JIaKOB U JIETCKOTO IMUTAHUS, MUIIEBBIX MPOTYKTOB JUIS CIICIIUATBHBIX MEIUITMHCKUX TIeJIeH
U TIOJHBIX 3aMCHHTEJICH palMoHa JUIsl KOHTPOJIS Beca C YYETOM COOTBETCTBYIOIIMX
nosoxenui Jupektus 96/8/EC, 1999/21/EC, 2006/125/EC u 2006/141/EC.

(18) Permament (EC) Ne 178/2002 ycraHaBiMBaeT MPUHIMITBI aHATH3a PUCKOB B OTHOIICHUH
MUIIEBBIX MPOAYKTOB M YCTAaHABIMBACT CTPYKTYPhl M MEXAHHM3MbI Uil HAy4YHBIX H
TEXHUYECKUX OIICHOK, OCYIIECTBIIIEMBbIX EBpOIEHCKUM OpraHoM 1o 0e30ImacHOCTH
NUIIEeBbIX  NpoaykToB  («Opraw»). s nemedt  nanHoro Permamenrta cnepyer
KOHCYIIbTUpOBaThcss ¢ OpraHoM IO BCEM BOIMPOCaM, KOTOPBIE MOTYT OTpPAa3HUThCS Ha
3JI0pPOBBE HACEIICHHS.

(19) BaxHO, YTOOBI HHTPEAUEHTHI, UCTIOB3yEMbIC TP U3TOTOBJICHUH MHUIIEBBIX MPOIYKTOB, HA
KOTOpBIE paclpocTpaHseTcs AeWCTBUE NaHHOTO PeryiameHTta, ObUIM COOTBETCTBYIOIIMMU
JUI YAOBJIETBOPEHUS MOTpeOHOCTE B MUTAHUM U MOAXOIMIN Ul TE€X JIMIIL, JUISl KOTOPBIX
TaKkue MHIIEBbIE MPOJIYKTHI MpPEeAHAa3HAYEeHbl WM YTOOBI MX MHUTATENIbHAS aJIeKBaTHOCTh
Obula yCTAaHOBJIEHA TIOCPEICTBOM  OOIIECNPU3HAHHBIX HAYYHbIX JaHHbIX. Takas
aJIeKBaTHOCTh JIOJKHA OBITh TMPOJEMOHCTPUPOBAHA MOCPEACTBOM CHUCTEMATHYECKOTO
0030pa UMEIOIINXCS] HAYYHbIX JTaHHBIX.

(20) MakcumasnbHbIe YPOBHH OCTaTKOB TECTHIIMIOB, YCTAHOBJICHHBIE B COOTBETCTBYIOIIEM
3akoHoaarenscTBe EC, B uactHoctu B Pernmamente (EC) Ne 396/2005 Espomneiickoro
napiamenTa u Cosera oT 23 ¢eBpans 2005 roga 0 MakCHUMAJIbHBIX YPOBHSIX OCTAaTKOB
NECTULMIOB B WIM Ha IUIIEBBIX NPOAYKTAaX M KOpMax PacTUTEIbHOTO MU YKUBOTHOI'O
npoucxoxkaenua), TOIKHBI TpUMeHAThCS Oe3 ymepba IS OCOOBIX MOJNOKEHMIA,
M3JI0’)KEHHBIX B JAHHOM PernamMeHTe U JelerupoBaHHbIX aKTaX, IPUHSTHIX B COOTBETCTBUN
¢ naHHBIM PermameHToMm.

(21) Hcmonb3oBaHuWe MECTHIUIOB MOXET CTaTh NMPUYMHON HAJMYHsI OCTATKOB TECTHIIUIIOB B
MUIIEBBIX IMPOAYKTaX, HA KOTOPBIE PACIPOCTPAHSETCS JAEUCTBUE AaHHOro Permamenra.

® OJ L 70, 16.3.2005, cp. 1.
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[ToaToMy Takoe HCIONB30BAHHUE OJDKHO OBITh MAKCUMAIbHO OTPAHMYEHO C Y4YETOM
tpeboBanuii Permamenta (EC) Ne 1107/2009 Epomeiickoro napinamenta u Cosera ot 21
okTs0pst 2009 roma, kKacaroIerocs pasMeIIeHUs MPErnmapaToB I 3allUThl PaCTCHUN Ha
pBIHKe(Z). OmHako oOrpaHMYEHHE WM 3ampeT Ha UCIOJIb30BaHWE HE 005A3aTelIbHO
rapaHTHPYET, YTO MUIIEBBIC MPOAYKTHI, HA KOTOPBIE PACIIPOCTPAHSIETCS ACHCTBHE JaHHOTO
PernamenTa, BKiItOYasi MUIEBBIC MPOJYKTHI JIJIT MIJIAJICHIICB M JETEH paHHEro BO3pacTa,
CBOOOMHBI OT TECTHIMJOB, TIOCKOJBKY HEKOTOpPBhIE TMECTHIMABI KOHTAMUHUPYIOT
OKPYXKAIOIIYI0 CpEelIy, U UX OCTaTKU MOTYT OBITh OOHapyXEHBbl B TAKUX IMHIIEBBIX
nponaykrax. [loaTomy mMakcumallbHble YPOBHU OCTATKOB B TaKMX IHUIIEBBIX IPOIYKTaX
JIOJDKHBI  OBITh YCTAHOBJIEHBI HAa MHHUMAJIBHOM JIOCTMKMMOM YPOBHE JJisi 3alllUThI
YSI3BUMBIX TPYIIT HACEJICHHUS C YYETOM HAJICKANTUX CEIIbCKOXO3SHMCTBEHHBIX MPAKTHK, a
TaK)Ke IPYruX UCTOUYHUKOB BO3JACHCTBUS, TAKMX KaK KOHTAMUHAIIMS OKPYKAIOMIEH CpeIbl.

(22) OrpanuueHus W 3ampeThl HA HEKOTOPBIC MECTHIIMIBI, SKBUBAICHTHBIE TEM, KOTOpPbIC B
HacToslee Bpemsi ycTaHoBleHbl B Ilpunoxenusix k JupexktuBam 2006/125/EC u
2006/141/EC, nomkHbI OBITh IPUHITH BO BHUMAHKE B JCTIETHPOBAHHBIX aKTaX, MIPHHATHIX
B COOTBETCTBUH C IaHHBIM PeriiaMeHToM. DTH OrpaHUUYEHUS U 3alPEThI TOJKHBI PETYIISIPHO
OOHOBJISITHCSL C yJEIEHHEM OCOOOr0 BHHUMAHHUS IMECTULUAAM, COJAEpIKAllUM aKTHUBHBIC
BEIIECTBA, aHTUJIOTHl UJIM CUHEPTUCThI, KOTOPbIE KIACCU(PUIUPYIOTCS B COOTBETCTBUU C
Pernamentom (EC) Ne 1272/2008 EBponeiickoro napiamenta u Cosera ot 16 nexadps 2008
roja 0 KiaccH(pMKAIMK, STHKETHPOBAHNM M yIakoBKe BemiecTs M cmeceii® kak myrareH
kateropun 1A wim 1B, xanneporen kareropun 1A wunu 1B, TokcuuHble mjist
penpoaAyKTUBHOM (DyHKIIMU BellecTBa kareropuu 1A wiu 1B, unn koTopseie, kKak cuuTaercs,
UMEIOT CBOICTBa, KOTOPbIE MOTYT HApyIIUTh PabOTy SHIAOKPUHHBIX XKeEle3, YTO MOKET
BbI3BATh HEXKEJIATEJIbHbIE PEAKLUN Y JTIOACH.

(23) Bemiectsa, moanamatomtue moj chepy oxsata Permamenta (EC) Ne 258/97 Epomneiickoro
napiaamenTa u Coseta ot 27 stHBapst 1997 roaa, kacaronierocst HOBbIX MUILEBBIX TPOAYKTOB
¥ HOBBIX THIIEBBIX nHTpearentoBY, He cienyeT 06aBIATh K THINEBBIM MPOIYKTaM, Ha
KOTOpbIE€ PACIIPOCTPAHSIETCS JIEUCTBUE NAaHHOIro PeriameHTta, 3a MCKIIOYEHHEM CITy4aes,
KOrJla Takhe BELIECTBA YJOBJIETBOPSAIOT YCIOBMSM [UIsl UX pa3MEIIEHUs Ha pPBIHKE B
cootBercTBUU ¢ PermamentoM (EC) Ne 258/97 B momonHeHHe K YCIOBUSM, U3II0KEHHBIM B
JaHHOM PernmaMeHTe W JENEerMpOBaHHBIX aKTax, MPUHATHIX B COOTBETCTBHM C JIaHHBIM
Pernamentom. B Tex cimywasix, Korja MpOMCXOAUT 3HAUUTEIbHOE M3MEHEHHE B criocole
IIPOM3BOJICTBA BEILECTBA, KOTOPOE HCIOJb30BAJIOCh B COOTBETCTBUU C JaHHBIM
PernamenTom, unu u3MeHeHue pa3mMepa 4acTUIl TAKOrO BEUIECTBa, HAIPUMEp, C TIOMOIIBIO
HAHOTEXHOJIOTUH, ATO BEILIECTBO CJIEIYET pacCMaTpUBaTh KaK OTIMYHOE OT TOT0, KOTOPOE
HCIIOJIb30BAJIOCh B COOTBETCTBUM C JIAaHHBIM PeriiaMeHToM, U ClelyeT OCYIIECTBUTH €ro
MOBTOPHYIO OIIEHKY B coorBercTBuM ¢ Permamentom (EC) Ne 258/97, a 3arem B
COOTBETCTBUHU C JIaHHBIM PermameHnTom.

(24) Pernament (EU) Ne 1169/2011 Epomnetickoro napnamenta u CoBera ot 25 oktsiops 2011
roga O NPeJOCTaBICHNM WHGOPMALMM O THIIEBBIX NPOAYKTaX TmoTpeduremnsm®?

@ OJ L 309, 24.11.2009, ctp. 1.
® OJ L 353, 31.12.2008, ctp. 1.
@ OJ L 43,14.2.1997, crp. 1.

@ 0J L 304,22.11.2011, ctp. 18.
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yCTaHaBIMBaeT oOmme TpeOOBaHUS K OTUKETUPOBAHUIO. OTH TpeOOBaHUSA K
TUKETUPOBAHUIO JIOJDKHBI, B KAueCTBE OOILIEr0 MpaBHiIa, MPUMEHSTHCS B OTHOIICHUU
KaTeropuil MHUIIEBBIX TPOJIYKTOB, HAa KOTOPBIC PACIPOCTPaHSETCS ACHCTBUE TAHHOTO
Pernamenta. OmHako B JaHHOM PeriameHTe Takke OJDKHBI OBITH MPEIYCMOTPEHBI
TpeOoBaHusi B jomnosiHeHHe K wumeronuMmcs B Permamente (EU) Ne 1169/2011 wunm
OTCTYIUICHHUS OT €ro TOJ0KECHUH B TEX CITydasx, KOTJa 3T0 HE0OXOAMMO, LIS JOCTHKEHUS
0co0BbIX 1Ieell HacTosero Pernamenra.

OTtukeTHpoBaHue, hopMa MpeaCTaBICHHUS WM PEKIAMUPOBAHHUE MUIIEBBIX MPOIYKTOB, HA
KOTOpPBIE PACHpOCTPAHSAETCS ACHUCTBUE AAaHHOrO PerinameHTa, HE JOJDKHBI MPUIMCHIBATH
TAaKUM IMHUIICBBIM IMPOAYKTaAM CBOMCTBO npeaoTBpamarb, JCYUThL W U3JICUNBATH KAKYHO-
1160 OOoNe3Hb YeJOBeKa W HE JOJDKHBI TMOApa3syMeBaTh TaKUMe CBOWCTBA. Bmecre ¢ Tem
NUIIEBbIE TMPOAYKTHI ISl CIEHHAIbHBIX MEJUIMHCKUX IIeJeld MNpeAHa3HaueHbl ISt
JMETOTepanuy  TAalUeHTOB C  OrPaHWYEHHOH, OCHa0JICHHOM WiIM  HapyIICHHOM
CIIOCOOHOCTBIO, HANPUMEpP, IPUHUMATh OOBIYHYIO IHUINY W3-3a ONpEAEIeHHOH OoJe3HH,
pacCcTpOHCTBA WM COCTOSHUS 310poBbi. CChUIKa Ha JAMETOTEpanuio OoJe3HEeH,
pacCTPOUCTB MU COCTOSTHUM 310POBBS, U1l KOTOPOU IPEIHA3HAYECHBI TUILEBBIC IPOAYKTHI,
HC JOJDKHA pacCMaTpuBATBHCA KaK IPUIIMCbIBAHUC CBOMCTBaA npeaorBpamarb, JCUUTb WU
U3JIeYUBaTh KaKyr0-1n00 00JIe3Hb YEI0BEKa.

B unTepecax 3amuThl ys3BUMBIX OTpeOUTENeH TpeOOBaHUS K STUKETUPOBAHUIO JOJKHBI
o0ecrieunBaTh TOUYHYIO UJCHTU(UKALMIO MPOJIYKTa s noTpedureneil. B ciyuae cmecu
JUI MJIaJICHIIEB M TOCIIEAYIOLIe cMecH BCSl MUCbMEHHAas WK rpaguyeckas nHpopMaius
JIOJDKHA 00ecreyrBaTh BO3MOXHOCTb MPOBEICHUS YETKOIO Pa3iMuus MEXIY Pa3HbIMU
cmecaMu. CII0)KHOCTh B ONpPE/IETICHUH TOYHOTO BO3pacTa MIIAJEHIa, N300paKEeHHOToO Ha
ATUKETKE, MOXKET 3amyTaTh MOTpeOWTeNed W 3aTPYyAHUTh HACHTH(UKAIMIO MPOJYKTA.
OToro pucka cieayer u30eratb C IOMOIIbIO COOTBETCTBYIOUIMX OrpPaHUYEHUH B
OTHOIICHWUN 3THUKCTUPOBAHMA. KpOMe TOro, nNpvuHUMasgd BO BHHMAHHUE, 4YTO CMCCb JIA
MJIaJIEHLEB MPEACTaBIsAET COO0I MUIIEBON MPOIYKT, KOTOPBIN caM 110 cebe yIOBIETBOPSIET
HOTpeOHOCTH B NMUTAaHUM MIIQJICHLIEB OT POXKICHHS O BBEJEHHS COOTBETCTBYIOIIETO
JIOTIOJTHUTEIBHOTO MUTAaHUS, HaJulexallasi UAeHTU(DUKALU TPOAYKTa UMEET pellaroiiee
3HaYeHue JUIsl 3alMThl norpeburteneil. IlosTomy ciemyer BBECTH COOTBETCTBYIOIIHE
OTPaHUYEHHUS B OTHOLIEHWU (OPMBI NPEACTABICHUS U PEKIAMHUPOBAHUS JIETCKOTO
INUTaHUA.

Janublii PermaMeHT MOJDKEH MpenycMaTpuBaTh KPUTEPUH Uil YCTAHOBJIEHUS OCOOBIX
TpeOOBaHMI K cOCTaBy M MH(POPMAUU B OTHOIIEHWH CMECH I MIIAJICHIIEB,
HOCJIEAYIONIEH CMECH, MHIIEBBIX MPOAYKTOB Ha OCHOBE NepepabOTaHHBIX 3JIAKOB M
JIETCKOT0 MUTAHUS, MUILEBBIX MPOAYKTOB JUISl CIEUUAIBHBIX MEAMIMHCKUX LeNed u
NOJHBIX 3aMEHHUTENeN paluoHa sl KOHTpoisi Beca, ¢ ydetoMm Jlupektus 96/8/EC,
1999/21/EC, 2006/125/EC u 2006/141/EC.

Pernament (EC) Ne 1924/2006 ycranaBiauBaeT NpaBWiia M YCJIOBUS MCIIOJIB30BaHMS
3asBJICHUH O MUTATEIbHOM IIEHHOCTH U MOJIb3€ J1JIS 3/10pOBbs HA MUILEBBIX MPOIYKTaX. DTH
IpaBWiia JOJKHBI MPUMEHSATHCS B KauecTBE OOIIEro MpaBuiia K KaTErOpHsM MHILEBBIX
MPOJYKTOB, Ha KOTOpbIE pacHpoCTpaHseTcs nAelcTBUe naHHOro Periamenra, eciau B
JTaHHOM PernameHTe WM J1eeTUPOBAHHBIX aKTaX, IPUHSITHIX B COOTBETCTBUH C JAHHBIM
PernamenTom, He yka3zaHO MHOE.
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B cootBercTBUM ¢ pekoMeHaauusiMu BeceMupHoli oprannsanuu 3apasooxpanenus (BO3)
MJIQJIEHLIEB C HM3KOM Maccoi Tejna IpHU POXKIECHUU CIEAYeT KOPMUTb MaTEpUHCKUM
MoJOoKOM. TemM He MeHee, MJAQJEHIbl C HHU3KOM Maccoll Teina HpHU POXKIECHUM U
HEJIOHOIIEHHbIE MJIAJICHLIbl MOTYT UMETh 0COObIE MOTPEOHOCTH B NMUTAHUU, KOTOpPhIE HE
MOTYT OBbITh YJOBJETBOPEHBI IOCPEACTBOM MATEPUHCKOIO MOJOKAa WJIM CTaHAAPTHOM
cMmecu Ais miaaeHueB. Ha camom nene moTpeOHOCTM B MUTaHMM MIIQJIEHLIA C HU3KOM
Maccoi Teja MpU pOKIECHUHU U HEJOHOLIEHHOT0 MJIAJIEHIIa MOT'YT 3aBUCETh OT COCTOSHUS
310pOBbsl JAHHOI'O MJIAJICHIIA, B YACTHOCTH OT BECA JAHHOI'O MIIAJICHLA [10 CPABHEHUIO C
BECOM 3J0POBOT0 MIIAJICHIA, a TAKXKE OT TOr0 KOJIMYECTBA HEJE/b, HA CKOJIbKO PaHbILE
MIIaZieHel poauics. Pemenue o Tom, TpeOyeT a1 COCTOSIHME MIIaJICHIIa IOTPEOJICHUS, 110
HaOJI0IGHUEM Bpaua, IHILEBOro MPOAYKTa I CIELUAIbHBIX MEJULUHCKUX LeJeH,
pa3paboTaHHOIO Ui YIOBJIETBOPEHHs] NOTPEOHOCTEW B MUTAHUU MIIAJICHLEB (CMECH) U
aJIalITUPOBAHHOTO Ul JIMETOTEpaluy KOHKPETHOI'O COCTOSIHUS JIaHHOI'O MJIaJIeHIIa,
JIOJDKHO NMTPUHUMAThCS HAa MHIMBUYyaJIbHOM OCHOBE JJISl KQXKJI0TO KOHKPETHOIO CIIyyasi.

HupextuBa 1999/21/EC mpennuceiBaet, 4ToObl ONpeieicHHbIE TPEOOBAaHHS K COCTaBY
CMEeCH Il MJIQJICHIIEB W TOCJEAYIOMEH CMECH, COTJIACHO H3JIOKEHHOMY B JlupekTuBe
2006/141/EC, nmpuMeHSUTHCh K THIIEBBIM IMPOIYKTaM JUIsl CHEIUAIBHBIX MEIUIIMHCKHX
1esei, mpeIHa3HAauYeHHBIM JJIS MIIQJICHIIEB, B 3aBHUCHUMOCTH OT HMX Bo3pacta. OmHako
HEKOTOpBIC TOJIOKEHUSI, BKJIIOYAs TOJOXKECHHS, Kacarolluecs STUKETUPOBAHUSA, (OPMBI
MPEJICTABICHUS], PEKIIAMUPOBAHUS, a TAK)K€ MPAKTUKU MPOIABMKEHHUS U KOMMEPYECKOU
MpaKTUKH, u3j10keHHbIe B JlupekTuse 2006/141/EC, B HacTosIIee BpeMs HE TPUMEHSIOTCS
K TakUM T[HIIEBBIM MpPOAyKTaM. VI3MeHeHuss Ha pbIHKE, CONPOBOXKAAIOIINECS
3HAYUTENIbHBIM  YBETMYEHHEM KOJUYECTBa TAaKUX MHUIIEBBIX MPOIAYKTOB, JEJIal0T
HEOOXOJIMMBIM TEPECMOTpP TPEOOBAHUM K CMECSM, MpPETHA3HAUYCHHBIM I MJIAJCHIIEB,
TaKMX Kak TpeOOBaHMS B OTHOIICHHUH WCIOIB30BAHUS TECTHIIMIOB B MPOAYKTAX,
MpeAHa3HAYEHHBIX IS TMPOM3BOJACTBA TAaKWX CMECEH, OCTaTKOB TECTHIIMIOB,
ITUKETUPOBAHUS, (OPMBI MPEACTABICHUS, PEKIAMUPOBAHUS, a TaKKe MPAKTUKA
MPOJBMKECHHUSI U KOMMEPYECKOW MPAaKTUKU, KOTOpbIe TaKXKe JOKHBI MPUMEHSTHCS, B
COOTBETCTBYIOIIUX CIIy4asiX, B OTHOIIEHWU MHUIIEBBIX MPOIAYKTOB JUJIsl CHEIHAIbHBIX
MEAMIIMHCKUX IIeNiel, pa3paboTaHHBIX ISl YAOBJIETBOPEHHS MOTPEOHOCTEH B MUTAHUU
MJTaJICHIIEB.

Ha priake EC pacreT 9rciio HamuTKOB Ha OCHOBE MOJIOKA U ITOI00HBIX TIPOAYKTOB, KOTOPBIC
MIPOJIBUTAIOTCS KaK OCOOCHHO IMOJIXOJISAIIHE JIUIS ISTSH paHHeTo Bo3pacTta. Takue MpoTyKThI,
KOTOphIE MOTYT OBITh TOJY4YeHBI U3 OeJika JKUBOTHOTO WM  PaCTUTEIHHOTO
MIPOUCXOXICHUS, TAKOTO KaK KOPOBBE MOJIOKO, KO3b€ MOJIOKO, COSI WJIM PHC, YacTO
pean3yIoTCsl Ha PhIHKE KaK «MOJIOYHBIE CMeCH st ieTel 1-3 meT» uiii «MOJIOYHbIE CMECH
JUTSL IETEeH, HAUMHAOIINX XOIUTh)» WM C UCTIOIB30BaHUEM MOA00HOM TepMUHOIOTHH. B TO
BpeMs KaK dTH MPOJIYKTHl B HACTOSIIEE BPeMsi PEryIHPYIOTCS Pa3IMYHBIMH MPABOBBIMU
aktramu EC, takumu kak Permamentsr (EC) Ne 178/2002, (EC) Ne 1924/2006 u (EC) Ne
1925/2006 u Iupextua 2009/39/EC, onn He TOAMANAIOT MO/ IEHCTBHE CYIIECTBYIOIINX
0COOBIX Mep, MPUMEHSAEMBIX B OTHOIIICHWU THIIEBBIX MMPOJYKTOB, MPEIHA3HAUCHHBIX JIJIS
MJTQJICHIIEB W JeTel paHHero Bo3pacta. CyIIeCTBYIOT pa3jMYHbIC MHCHHS OTHOCHUTEIHHO
TOTO, YIOBJCTBOPSIOT JIM TaKUE MPOJYKTHI OCOOBIM MOTPEOHOCTSIM B TTUTAHHWH IEICBON
rpynnbl Hacenenus. [loatomy Komuccun crnemyer, mocne KoHCyabTamuii ¢ OpraHow,
npenctaBuTh EBporneiickomy mapiamenty u CoBeTy OT4ET 0 HEOOXOAMMOCTH, €CITH TAKOBast
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MMEETCS], CHELUAIBbHBIX IOJIOKEHUM, KacaloIMXCsl COCTaBa, STUKETUPOBAHUS, a TaKkKe
JIpYrux BHUJOB TpeOOBaHU, B HAJJIE)KAIIEM ClIydae, B OTHOIICHUH 3THUX HPOAYKTOB. B
JTAHHOM OTYEeTE CIIEyeT PacCMOTPETh, CPEIH MPOUYEro, NOTPeOHOCTH B MHUTAHUU JAETel
paHHEero BO3pacTa U POJb 3TUX NPOAYKTOB B HX paliOHE C Y4eTOM OCOOEHHOCTEH
notpedyieHusi, MOTpeOJieHUsT MHUTATeNbHBIX BEIIECTB UM  YpOBHEH  BO3JEHCTBUS
KOHTAMHHAHTOB U TMECTUIUAOB Ha JIeTell paHHEero Bo3pacra. B ordere Takxke ciemyer
paccMOTpeTh COCTaB TAKUX MPOJAYKTOB M HAIWYHE Y HUX KaKHUX-TMOO MUTATEIbHBIX
IPEUMYIIECTB IO CPABHEHUIO C OOBIYHBIM PAIIIOHOM /ISl peOCHKA, KOTOPOTO OTJIYYalOT OT
rpynu. Komuccus moria 661 CONPOBOJUTH 3TOT OTYET 3aKOHOAATEIBHBIM MTPEIOKEHUEM.

Hupextusa 2009/39/EC npeaycmaTpuBaeT, 4T0 MOTYT OBITh MIPUHSATHI 0COObIE MOJIOKEHUS
B OTHOUICHUHU CJEIYIOLIMX JIBYX OCOOBIX KaTeropuil IUIIEBbIX MPOJYKTOB, KOTOpbIE
HOJNA/AI0T [I0J] ONPEIETICHUE MUIIEBBIX IPOJYKTOB JJIs1 IPUMEHEHHS B KOHKPETHBIX LEJIAX
IUTAHUSA: «HMILIEBbIE TPOJYKTHI, IPEIHA3HAYEHHbIE JIUIs1 BOCIIOJIHEHHS 3aTPaT, CBA3aHHBIX
C MHTEHCUBHBIMHU MBIIIEYHBIMH YCHJIUSAMH, OCOOCHHO JUIsl CIIOPTCMEHOBY» U «IIHIIEBbIE
HPOAYKTHI JUIS JIUL, CTPAJAIONINX HAPYIICHUSIMH YIIIEBOJHOTO oOMeHa (nuadberom)y. Uto
KacaeTcsi CIEUUAIBHBIX TIIOJIO)KEHUI B OTHONICHWHM NHINEBBIX MPOJAYKTOB [UIS JIHII,
CTpaalOIINX HAPYIICHUSMU YTJIEBOJHOTO oOMeHa (muabetom), B otuere Komwuccum
EBponeiickomy napnamenty u Cosety ot 26 utons 2008 roga o NUIIEBBIX MPOIYKTAX IS
JIMLL, CTPAJAIOLINX HAPYIICHUSMHU YIJIEBOJHOI0 oOMeHa (uadeToM), caesaH BBIBOJ O TOM,
YTO Hay4Hasi OCHOBA JUIsl YCTAHOBJIEHUSI 0COOBIX TpeOOBaHUI K cocTaBy OTCYTCTBYeT. UTo
KacaeTcsl MUILEBBIX MPOIYKTOB, IPeIHA3HAYEHHBIX Ul BOCIIOJIHEHUS 3aTPaT, CBA3aHHBIX C
MHTCHCUBHBIMU MBIIICYHBIMUA YCHJIUSMH, OCOOEHHO [UIsl CIIOPTCMEHOB, HEBO3MOXHO
OPUNATH K 000CHOBAaHHOMY 3aKJIIOUEHHIO B OTHOILIEHUH pa3pab0TKH 0COOBIX MOJI0KEHUHN 13-
3a CHWJIBHO pa3IUYaronIuxcs TOYeK 3peHui ['ocynmapcTB-UIIEHOB M 3aMHTEPECOBAHHBIX
CTOPOH KacaTelbHO cepbl 0OXBaTa 0COO0r0 3aKOHOATENbCTBA, KOJINYECTBA MTOAKATErOpuit
MUIIEBBIX MPOAYKTOB, MOAJEKAIIUX BKIIOUEHUIO, KPUTEPHUEB Uil YCTaHOBJIECHUS
TpeOOBaHUI K COCTaBYy W IMOTEHLMAJIBHOTO BIIMSHUSA Ha WHHOBAIMIO IPH pa3padoOTKe
npoaykToB. [ToaTOMy Ha TaHHOM 3Tarne ocoOble MONI0XKEHUs pa3padaThIBaTh HE cieayeT. B
TO K€ BPEMsl HA OCHOBAHUU 3aIIPOCOB, MPECTABICHHBIX X03IHCTBYIOLMMH CYOBEKTaMH B
00J1acTH TPOM3BOJICTBA MUIIEBBIX MPOIYKTOB, OBUIM PACCMOTPEHBI COOTBETCTBYIOLIHE
3asBIEHUs Ui TOJNy4eHHUs paspeuieHus B cooTBeTcTBUUM ¢ Permamentom (EC) Ne
1924/2006.

OI[HaKO CYHCCTBYIOT pPa3JIMYHbBIC MHCHHA OTHOCHUTCIIBHO TOTO, H€O6XOI[I/IMI>I JIn
JOIMMOJIHUTCIIBHBIC TTpaBUJia IJId oOecrieueHust COOTBeTCTBYIOHIGﬁ 3alIUThI HOTp€6I/IT€J'IGI\/JI
MUIICBBIX MNPOAYKTOB, IMPEAHAZHAYCHHBIX [JIsI CIHOPTCMCHOB, TaKXKC HAa3bIBACMbBIX
MUIIEBBIMU MPOJYKTAMHM, IMPEIHA3HAUYEHHBIMU JUIsI BOCIIOJIHEHMsS 3aTpaT, CBS3aHHBIX C
MHTCHCUBHBIMU MBbIIIEYHBIMU ycuiIusMHU. [loatomy, mocne koHcynbTamuii ¢ OpraHom,
Komuccuu cienyer npeyioxkuTh peactaBuTh EBponelickoMy napiaameHTy 1 CoBeTy OTUET
0 HEOOXOJJUMOCTH, €CJIM TAaKOBasi UMEETCsI, TTOJI0KEHUH, KaCaloIUXCs MUIIEBbIX POIYKTOB,
Npe€aHa3HAYCHHBIX JJIA CIIOPTCMEHOB. HpI/I KOHCYJIbTallun OpraH JOJIKCH YUUTBIBATh OTUET
Hayunoro xomurtera mo mumeBbiM mpoaykram oT 28 despans 2001 roga o coctaBe u
CHeHI/I(i)I/IKaHI/ISIX MUIICBBIX MPOAYKTOB, MPCAHA3HAUCHHBIX JJIsI BOCIIOJHCHHA 3aTpar,
CBA3aHHBIX C MHTCHCUBHBIMHU MBINICYHBIMU YCHUIIUAMU, 0CO0€EHHO IJis1 CIIOPTCMCHOB. B
cBoeM otuere Komuccust 10/kHa, B YaCTHOCTH, OLEHUTh, HEOOXOIMMBI JIU TTOJIOKEHUS JUIS
o0ecrieueHus 3aluThl TOTpeduTeNei.
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Komuccus nomkHa IMETh BO3MOXHOCTb IPUHSTH TEXHUUECKUE PYKOBOASIINE TIOJI0KEHUS,
HAIpaBJIEHHbIE HA COJEHCTBUE COONIIOEHUI0 3TOoro PernameHra XOo3sIMCTBYIOLIMMH
cyOBbeKTaMu B 00J1aCTH MIPOU3BO/ICTBA MUILEBBIX TPOAYKTOB, B yacTHocTH MCII.

[IpuHrMas BO BHUMaHHE CYIIECTBYIOINIYIO CUTYyaluio Ha peiHKe U JupextuBpl 2006/125/EC
n 2006/141/EC, a taxxke Permament (EC) Ne 953/2009, nenecooOpa3HO YCTaHOBUTH H
BKItoUUTh B I[lpunokenue k Hactosimiemy Pernamenrty Ilepeuens EC, Bkimtouarouiui
BEIL[ECTBA, OTHOCSIIMECS K CIEAYIOIIMM KaTeropusiM BEIIECTB: BUTAMHUHBI, MHUHEpPAJIbI,
AMUHOKHCIIOThI, KAPHUTUH U TaypHH, HYKJICOTHU]IbI, XOJIUH U MHO3UTOJN. Cpeau BellecTs,
OTHOCSIIIIUXCS K 3TUM KaTEropusiM, K KaTerOpHsM MUIIEBBIX MPOIYKTOB, OXBAaThIBAEMBIX
HacTosMM PeriiaMmeHToM, paspemiaercsi 100aBisiTh TOJIBKO BEIIECTBA, BKIIOUEHHBIC B
Ilepeuenr EC. Ecnu BemectBa BkitoyeHbl B Ilepeuenb EC, cnepyer ykaszaTh, K Kakoil
KaTeropuy MUIIEBBIX MPOAYKTOB, MOANAJAIONINX MO AelicTBUE HacTosmero Perinamenra,
MOTYT OBITh JOOABJICHBI TAKKE BEIIECTBA.

Brrouenue BemectB B Ilepeuenp EC He 10MKHO 03HAYaTh, YTO MX JTOOABJICHHUE K OJTHOM
WM HECKOJIbKUM KaTE€rOpUsIM IHILNEBBIX IMPOJAYKTOB, OXBATHIBAEMBIX HACTOSIINM
PernamenTom, siBisieTcss HEOOXOIUMBIM WK kenaTenbHbIM. [lepeuens EC nmpennasznauen
TOJIBKO JIJIS1 OTPaKEHHS TOTO, KAKHE BEIIECTBA, OTHOCAIIUECS K ONPEICTICHHBIM KaTeTOPUSIM
BEII[ECTB, Pa3pEIICHO JOOABISTH B OJIHY WM HECKOJIBKO KaTErOpyi MUIIEBBIX MPOAYKTOB,
MOAMAIAOIIMX MO IeHCTBHE HAcTosIero PerimaMenTa, B To BpeMs Kak 0coOble TpeOOBaHMs
K COCTaBy IpeAHA3HAYEHbl /JIs OINpPEAENICHUs COCTaBa KaXJOW KaTErOpuu MHUIIEBBIX
MPOJIYKTOB, OJAMNAIAIOIINX O/ JeiCTBHE 3TOTr0 Periiamenra.

Psin BemecTB, KOTOpBIE MOTYT OBITH JOOABJICHBI B MUIIEBBIE TIPOIYKTHI, ITOIIaJAFOIIIE O
JelicTBre HacTosero PerimamenTta, MOryT ObITh J0OaBJIEHBI B TEXHOJIOTMYECKUX IIETISX B
Ka4eCTBE MUMIEBHIX JT00aBOK, KpAaCUTEJCH MIIM apOMaTH3aTOPOB WJIH JJISL IPYTUX TMOTO0HBIX
1enel, BKITIoYasi pa3pelieHHbIe YHOJOTHYECKNE METOABI M MPOIIECCHI, MPEITyCMOTPEHHBIE
COOTBETCTBYIOIIUMH 3aKOHOAATENbHBIMH akTaMu EC, TpPUMEHHUMBIMH K MHUIIEBBIM
NPOAYKTaM. B 3TOM KOHTEKCTe criennpUKAIUH AJIs STHX BEUIECTB MPUHIMAIOTCS HA YPOBHE
EC. IlenecooGpa3Ho, uToObl 3TH cremudHUKauu OblIM NPUMEHUMBI K BellecTBaM
HE3aBUCHMO OT LEJIM HX MCIOJb30BaHUS B NHILEBBIX MPOAYKTAaX, €CIM HHOE He
HpPeIyCMOTPEHO HACTOAIMMM PermameHToM.

Jlns BemiecTs, BKIItOYeHHBIX B [Iepeuens EC, 17151 KOTOPBIX KpUTEPUH YUCTOTHI €11le He ObLIH
npuHTHl Ha ypoBHe EC, u B nensix oOecredyeHus BBHICOKOTO YPOBHS 3alUThI 3/10POBbS
HACeJICHUs, JOJDKHBI, KaK IIPaBUJIO, IPUMEHATHCS IPUEMIIEMbIE KPUTEPUU YHUCTOTHI,
PEKOMEHIOBAaHHBIE MEXIYHAPOAHBIMHA OPraHU3ALMIMYU WM YUPEKICHUSMH, B TOM YHUCIIE,
HO He orpaHu4mBasch, O0beMMHEHHBIM KOMUTETOM dKcrniepTtoB PAO/BO3 no nwuimeBsiM
no6askam (JECFA) u EBponeiickoil ¢apmakoneeit. ['ocynapcrBam-Unenam paszperiaercs
yCTaHaBJIMBATh HAI[MOHAIbHBIE MpaBUiia ¢ 0ojiee CTPOTUMHM KPUTEPHUSIMHU YUCTOTHI, O€3
yiiep6a /i npaBui, uznokeHHbIx B TFEU.

C 1enpio yCTaHOBJIEHUS! TPEOOBAHUN K KaTErOPUSM MHILEBBIX MPOAYKTOB, MOIAJAI0IINX
IIOJ1 IeHiCTBHE HAcTosAEero PernamenTa, NOJHOMOYHS 110 IPUHATUIO AKTOB B COOTBETCTBUU
co Crarbeii 290 TFEU nomxubl ObITh nepenanbl KoMuccun B OTHOIIEHUU YCTAaHOBIIEHUS
0CO0BIX TPeOOBAHUI K COCTaBY U MH(GOPMAIIUU C YUETOM KaTEropHil MUIIEBBIX TPOAYKTOB,
MPelyCMOTPEHHBIX HACTOSIIIKUM PerinamMeHToM, B TOM YHCIie JOTIOIHUTEIbHBIX TPeOOBaHUN
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K OTHKETUPOBaHUIO B pamkax Permamenta (EU) Ne 1169/2011, unu OTCTYIUICHHIA OT HETO, U
B OTHOIICHUU YTBEPKJCHUS 3aBJICHUIN O MUTATEIIbHON LIEHHOCTU U TI0JIb3€ JJIS 3JJ0POBbSL.
Kpome Toro, mist Ttoro, 4roObl MOTPEOMTENH MOTJU OBICTPO H3BIEKATh IOJIB3Y W3
TEXHUYECKOTO0 U HAY4YHOrO Mporpecca, OCOOEHHO B OTHOIICHUU WHHOBAIIMOHHBIX
MPOJYKTOB, U, TAKUM 00pa3oM, CTUMYJIUPOBATb MHHOBAIMM, TIOJTHOMOYUS O MPUHSATHUIO
aktoB B cootBeTcTBUU co Ctatbedt 290 TFEU Takke DOMKHBI OBITH JI€JIETHPOBAHBI
Komuccnu B OTHOIIEHUH PETYJISIPHOM aKTyalH3alMy 3TUX OCOOBIX TPEeOOBAaHMIA C y4eTOM
BCEX COOTBETCTBYIOIIUX JTAHHBIX, BKJIFOYAst JTaHHBIE, MPE0CTaBICHHBIE
3aMHTEPECOBAHHBIMU CTOpOHaMHU. Kpome Toro, 4roObl y4ecThb TEXHHUYECKHH IMporpecc,
Hay4YHBIC pa3pabOTKH WK 3I0pOBbE MoTpeduTeeil, KoMmuccuu nenerupyroTes MoJTHOMOYHS
1o MPUHATHIO akTOB B cooTBeTcTBUHM co Cratheld 290 TFEU B oTHomeHuu mo0aBieHHs
KAaTeropuil BEIIECTB, OKAa3bIBAIOLIUX BO3JCHCTBUE B TOM, 4YTO KACAETCS IHUTAHUS H
dbuznonoruu, KOTOpble NOJKHBI ObITh BKIOYeHb B [lepeduens EC, unu B OTHOLICHHUH
WCKIIFOUEHMS TAKUX KaTerOpuil U3 KaTeropuil BeuecTs, BKiItoueHHbIX B [lepeuens EC. Jlns
TEX JK€ IeJe U C Y4YeTOM JOIMOJHUTEIBHBIX TPEOOBAaHUM, M3JI0KEHHBIX B HACTOSIIEM
PernamenTe, mogHOMOYHMS TO TMPHUHSATHUIO JEIETUPOBAHHBIX AKTOB B COOTBETCTBHHM CO
Cratpeit 290 TFEU taxke m0MDKHBI OBITH JeerHpoBaHbl KoMuccuu B OTHOIICHUH
BHeceHus: m3MeHenuil B [lepeuenr EC myrem mo0aBieHHMS HOBOTO BEIIECTBA, yIAICHHS
BelleCTBa WJIM J00aBIICHUS, YAalleHUs WU U3MeHeHus osiemeHToB B Ilepeune EC,
oTHOocsimmxcss K BemlectBy. OcobeHHo  BaxkHo, uToObl Komuccuss  mposena
COOTBETCTBYIOIIME KOHCYJbTAllMU B XOJI€ MOATOTOBUTEIHHONH pabOThl, B TOM 4YHCIE Ha
ypOBHE 3KcnepToB. [Ipu moAaroToBke M COCTABIEHHM JE€IErHMpPOBaHHBIX akToB Kommccus
JOJKHA OO0ECIeYuTh OJIHOBPEMEHHYIO, CBOEBPEMEHHYIO M HAJISKAIlyl IMepeaady
COOTBETCTBYIOIINX TOKyMeHTOB EBpomneiickomy nmapnamenty u Cosery.

B nensax obecnieuenus eIMHOOOPA3HbIX YCIOBUMN /711 IPUMEHEHMsI HacTosero PerinamenTa
Komuccun nomxHbsl ObITh IPEOCTABIEHBl UMILUIEMEHTUPYIOIINE TTOJTHOMOYHS, YTOOBI OHA
Morja pelinTh, MOJNaaaeT JIM JAHHBIM NMUIIEBOW MPOAYKT MOJ AEHCTBHE HACTOSLIETO
PerynamenTa, 1 K Kakol KaTerOpUU MUILEBBIX MPOAYKTOB OH OTHOCUTCS. JTHU MOJIHOMOYUS
TOJKHBI  OCYIIECTBISIThCST B cooTBeTcTBUU ¢ Permamentom (EU) Ne 182/2011
EBponeiickoro mapnamenta u CoBera ot 16 ¢eBpans 2011 roga, ycraHaBIMBarOLIMM
npaBuia M OOIIME NPUHIMIBI, KAacaloLIMecs MEeXaHW3MOB KOHTPOJII CO CTOPOHBI
I'ocynapcte-Unenon 328 OCYILECTBJIECHUEM Komuccueit WMIUIEMEHTHUPYIOIIHAX
nonaoMouniit®,

B Hactosiiiee Bpems NpaBuiia MCIOJB30BaHUS 3asBICHUN «0€3 TIIOTEHa» U «C OYEHb
HU3KHUM coJiep>kaHueM riroTeHa» ykasansl B Pernmamente (EC) Ne 41/2009. Otot Pernmament
yIOpSI0YMBaeT MHPOPMALMIO, MPEIOCTABISIEMYIO IMOTPEOUTENIM 00 OTCYTCTBUU WITH
MOHMKEHHOM COJIEpP)KaHUM TJIOTEHA B IMUIIEBBIX MPOAYKTaX, W YCTAHABIMBAET OCOOBIE
IpaBuiIa Ui MUIIEBBIX MPOJAYKTOB, KOTOPbIE CIIEUATBLHO MTPOU3BOIATCS, TOTOBATCS M/HITH
00pabaThIBAOTCS C LENbI0 CHWKEHUS COJEP)KaHMs TIIIOTEHAa B OJHOM HWJIM HECKOJIBbKUX
MHTPEANEHTAaX, COAEePIKALUX [IIOTEH, WK JJIsl 3aMEHbI TAKUX UHIPEIUEHTOB, COAEPKAIIUX
[JIIOTEH, M JPYrUX [HLIEBBIX MPOJYKTaX, IMPUTOTOBICHHBIX HCKIIOUUTEIBHO U3
HMHTPENEHTOB, KOTOPbIE €CTECTBEHHBIM 00pa3oM He cojepxat ritoreHa. Pernmament (EU)
No 1169/2011 ycranaBnuBaeT mpaBuja MpeaOCTABICHHUS WHPOPMAIIUK I BCEX TMHIIEBBIX

@ OJ L 55,28.2.2011, ctp. 13.
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MPOJYKTOB, BKJIOYass He(hacoBaHHBIC MPOAYKTHI, O HAIMYUU B COCTaBE WHTPEIAHCHTOB,
TaKMX KaK T[JIIOTEH-COJEpKAIINe WHIPEIUCHThl, HMEIONIMX HAyYHO JIOKa3aHHYIO
CIIOCOOHOCTBIO BBI3BIBATh AJUIEPTHIO MM HEMEPEHOCHUMOCTb, /ISl TOr0, YTOObI MO3BOJIUTH
noTpedUTENsIM, 0COOEHHO TEM, KTO CTPaJaeT OT MUIIEBOM aJllIepryy WM HENIEPEHOCUMOCTH,
KaK, HampuMep, JILa C HEMepeHOCHMOCTbIO TIIIOTeHa, JiejaTh OE30MacHbIN ISl HUX,
OCO3HaHHBII BbIOOp. B 11e/1X SACHOCTH M MOCJeI0BaTeIbHOCTH, MpaBuia UCIOIb30BaHUS
3asIBJIICHUN «0€3 TIIFOTEHa» U «C OYEHb HU3KUM COJICPIKaHUEM TIIFOTCHA» TAKKE JTOJDKHBI
perynupoBatbes B cootBeTcTBUU ¢ Permamentom (EU) Ne 1169/2011. 3akoHomarenpHbIC
aKThl, KOTOpbIe OynyT MpuHATH B cooTBeTcTBUU ¢ Permamentom (EU) Ne 1169/2011, u
MOCPEACTBOM KOTOPBIX OY/IET OCYIIECTBISATHCS MEPEHOC MTPABUIT HCIIOIH30BAHUS 3asIBIICHUN
«0e3 TII0TEeHa» U «C OYeHb HU3KUM COZEpKaHHEM TItoTeHay, cornacHo Pernamenty (EC)
Ne 41/2009, nomkHBI 00ECIIEYUTh, 110 KpalHEeH Mepe, TAaKOW jK€ YPOBEHb 3alTUTHI JJIs JTFOACH
C HEMepeHOCHMOCTBIO TJIOTEHA, KaK B HACTOSIIEe BpeMs MpeaycMoTpeHo PeriameHTom
(EC) Ne 41/2009. DtoT mepeHoC mHpaBWJ JODKEH OBITH 3aBEpIIeH A0 MPUMEHEHHS
Hacrosero Permamenra. Kpome toro, Komuccnu cienyer paccMOTpeTh BOIIPOC O TOM, KaK
o0ecneunTh, 4TOObI JIIOJU C HEMEPEHOCUMOCThIO INIIOTEHA OBLIM HaJUIekKalluM o0pa3om
POMH(OPMHUPOBAHBI O PATHYUSLX MEK/Y MHUIIEBEIMU MPOAYKTAMH, KOTOPHIE CIICIIHATBEHO
MIPOU3BOJIATCS, TOTOBSATCS W/HIM 0OOpadaThIBAIOTCS C IEIbI0 CHIDKECHHUS COJICpPIKAHUS
[JIIOTEHa B OJIHOM WJIU HECKOJbKMX HHIPEIMEHTaX, COJAEpKallMX TIIOTEH, U APYTUMU
MUIIEBBIMU TPOAYKTAMHU, KOTOpPBIE M3TOTOBIEHBI HCKIIOYUTEIBHO W3 HWHIPEAUEHTOB,
€CTECTBEHHBIM 00Pa30M HE COJIEPKaINX TJIFOTEH.

[IpaBuna B OTHOIIEHMM ATHKETHPOBAHMUS M COCTaBa, YKa3bIBAIOIIUME HA OTCYTCTBHE WM
HNOHMKEHHOE COJIepKaHUE JIAKTO3bl B MUILEBBIX IMPOAYKTaX, B HACTOsSIIEE BpeMs He
cormacoBanbl Ha ypoBHe EC. OpHako »TH yKa3aHUs BaXHBI IS JIIOJEH C
HenepeHocuMocThio JakTo3bl. Permament (EU) Ne 1169/2011 ycranaBnuBaer mpaBuiia
npeaocTaBieHuss HWHGOPMAIMM O BEHIECTBAX C HAYyYHO JOKA3aHHBIM JIEHCTBHEM,
BbBI3bIBAOIITMM aJJICPTHUIO WM HETICPECHOCUMOCTD, YTOOBI l'IOTpe6I/ITCJ'II/I, KaK HalipuMep Juia
C HEMEePEHOCUMOCTbIO JIAKTO3bI, MOTJIH JI€JaTh OCO3HAHHBIN, O€30MaCHbII A1 HUX BBIOOD.
B mensx sCHOCTM W TOCIEAOBAaTENbHOCTH, YCTAHOBJIEHHE IPAaBMJ HCIIOJIb30BAHMS
3asBJICHUH, YKa3bIBAIOIIMX Ha OTCYTCTBHE WJIM IOHMKEHHOE COJIep)KaHHE JIAaKTO3bl B
NUILEBBIX MPOJIYKTaX, JODKHO peryiaupoBarbes B cooTBeTcTBUU ¢ Permamentom (EU) Ne
1169/2011, ¢ yuetom Hayunoro 3axiouenuss Oprana ot 10 centsops 2010 roma o
MOPOTOBLIX 3HAYCHUAX JIAKTO3bI IPHU HCICPCHOCUMOCTH JIAKTO3bI U T'aJIAKTO3EMHUH.

«3aMeHHTENb TIpUeMa MHUIMM JUII KOHTPOJS Beca» MpeaHa3HaueH JIg 3aMEHbl YacTH
€XKeJIHEBHOTO palliOHa M paccMaTpUBAeTCs Kak MUILIEBOM MPOAYKT AJIsi ONPEIesIEHHOTO
UCTIONIb30BAaHUsl B TMHTAHWU, KOTOPBIA B HACTOSIIEE BpEeMsl PETYIHUPYETCs OCOOBIMHU
npaBuiiaMu B cootBeTcTBUU ¢ [upektuBoit 96/8/EC. Tem He MeHee, Ha PBHIHKE MOSBISETCS
Bce Oompiie u OOJbIe MUIIEBBIX MPOAYKTOB, MPEIHA3HAYEHHBIX ISl IIMPOKUX Macc
HAceJeHUs, U COJEpXAIIUX AHAJIOTMYHbIE 3asBICHUS, KOTOpbIE MPEACTABICHBI B BUIE
uHpopManu O TOJIb3€ IJIsT 370POBbSI B IEISX KOHTpOJISI Beca. UTOOBI yCTpaHUTH
MOTEHITMATBHBIE HETOYHOCTH B ITOW TPYIIE MHINEBBIX MPOIYKTOB, PEATU3YEMBIX JIs
KOHTpOJISI Beca, M B ILEIIX [PaBOBOM OMNPEIECIIEHHOCTH M  COINIACOBAaHHOCTH
3aKOoHOIaTeNbHBIX akTOB EC, Takue 3asBICHUS TOJDKHBI PETyIUPOBATHCS UCKIIOUUTEIHEHO
B cootrBeTcTBUHU ¢ Permamentom (EC) Ne 1924/2006 u oTBeuaTh TpeOOBAHUSIM, H3TOKEHHBIM
B oToM Pernamente. HeoOxomumo, 4TOOBI TEXHHYECKHE HW3MEHEHHS, BHECEHHBIC B
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coorBercTBUM ¢ Permamentom (EC) Ne 1924/2006 u kacaronecs HHGOpPMALUU O TOIb3E
JUISL 310pOBbsSl OTHOCUTENIHO KOHTPOJISI MAcChl T€jla, a TAKKE CAEJaHHbIE B OTHOLIECHUU
MUIIEBBIX MPOIYKTOB, MPEACTABICHHBIX KaK «3aMEHUTENb MpHeMa MUILIM ISl KOHTPOIS
Becay», a TAaK’K€ B COOTBETCTBUU C YCIIOBUSIMHU HCIIOIb30BaHUS TAaKUX 3asBICHUI COTJIaCHO
Hupextuse 96/8/EC, OblIM yTBEPIKIACHBI 10 MPUMEHEHHS HACTOSIIEro PernaMenra.

Hacrosimuit PernameHT He 3aTparuBaeT o0s13aTebCTBA yBaXkaTh (QyHIAMEHTAJIbHBIE IIPaBa
M OCHOBOIIOJIAratolye mpaBoOBbIC MIPUHIUIIBI, BKIIFOYas CBO6OHy BBIPpAXKCHUSA MHGHHﬁ, KakK
770 3aKkperieHo B Cratbe 11 u Cratbe 52 XapTuu oCHOBHBIX ITpaB EBponeiickoro coro3sa, a
TAaKKEC B APYTHUX COOTBCTCTBYIOIIUX ITOJIOKCHUAX.

[Tockonbky menu HacTosmiero PermameHnTta, a MMEHHO, YCTaHOBJCHHE TpPEOOBaHMHA K
cocTaBy U MH(pOpMaLMU sl OTJAENBHBIX KaTErOpUi MUIIEBBIX MPOAYKTOB, (hopMHpOBaHUE
[Tepeunst EC, BkiIOYaromero BeIecTBa, KOTOPbIE MOTYT ObITh JOOABICHBI K OTIEIbHBIM
KaTeropusM MUILEBBIX IPOAYKTOB U YCTaHOBJIEHUE NpaBui akTyanusauuu [lepeunsa EC, ne
MOTYT OBITh B JIOCTATOYHON CTENEHH AOCTUTHYTHI ['ocymapcTBamu-UneHamu u OSTOMY,
BBUJly MaclITabOB MpEANOIaraéMoro JAEWCTBUSA, MOTYT ObITh Jydllle peaJn30BaHbl Ha
ypoBHe Coro3a, EC MoeT NpuHATh MEPBI, B COOTBETCTBUU C IPUHLIUIIOM CyOCHIMAPHOCTH,
u3noxeHHsIM B Ctatbe 5 JloroBopa o EBponeiickom coro3e. B cOOTBETCTBUU ¢ IPUHITUTIOM
IIPONOPLUOHAILHOCTH, U3JI0)KEHHBIM B 3T0I CTaTbe, HacTOsIIUN PernaMeHT He BBIXOAMT 3a
pPaMKH TOTO, YTO HEOOXOAMMO JJIsi AOCTUKESHUSI STUX LEICH.

Hupextua 92/52/EEC mnpenycMaTpuBaeT, YTO CMECH JUIsl MJIQJICHLEB U HOCIEIYIOLIHe
CMecH, JKCIOpTUpYyeMble Win peskcnopTupyemble u3 EC, HOKHBI COOTBETCTBOBATH
3akoHogarenbcTBy EC, ecinu nHoe He TpeOyeTcsl WK He NPeAyCMOTPEHO MOJIOKEHUSIMH,
YCTQHOBJICHHBIMHM CTPAHOW-UMIOPTEPOM. DTOT HPUHLMUIN YK€ ObLJI YCTAaHOBIJIEH JUIS
numieBblx npoaykroB B Pernmamente (EC) Ne 178/2002. IlosTomy B Lensix yHmpoUIeHHS U
npaBoBoil onpeaenenHoctu JupextuBy 92/52/EEC cnenyer OTMEHUTS.

Hupextusst 96/8/EC, 1999/21/EC, 2006/125/EC, 2006/141/EC, 2009/39/EC u PernameHTsr
(EC) Ne 41/2009 u (EC) Ne 953/2009 Tak:xe 10JKHBI OBITh OTMEHEHBI.

HCO6XO,I[I/IMBI AICKBATHBIC IIEPEXOAHBIC MEPbI, ITIO3BOJIAIOIIUC XO3$II>1CTBYIOH.IPIM CY6T:>6KT8.M
B o0jacTu MMPOU3BOJACTBA MNHUHIICBBIX TMPOAYKTOB aJallTUPOBATHCA K Tpe6OBaHI/I$IM
HaCTOAIICTO PernaMeHTa,

[IPUHSIA HACTOSIIUN PETJTAMEHT:

1.

I'NTABA 1
OBILIME MOJIOKEHUSA
Cmamobsa 1
IIpeamer

Hacrosmuii PermameHT ycraHaBiuBaeT TpeOOBaHMS K COCTaBYy M HH(POpPMALUU IS

CICAYIOIIUX KaTCI“OpI/Iﬁ MUIICBBIX MMPOAYKTOB!:

(a)
(b)

CMCCHU I MJIAACHICB U MOCICAYIOIIUC CMCCH,

MMUIICBBIC ITPOAYKTBI HAa OCHOBC Hepepa60TaHHHX 3J1aKOB U ACTCKOC ITMTAHUC,
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() mnuIIeBBIC MPOAYKTHI JJISl CIICHUATBHBIX METUIIMHCKUX LIEIICH;
(d) mosHBINM 3aMEHHUTEIb PALIMOHA JJIsi KOHTPOJIS Beca.

2.  Hacrosmuii Permament ycranapnmuBaeT [lepedens EC, Bkrovaronuii BemecTBa, KOTOPbIE
MOTYT OBITh 100aBJICHBI K OAHON UM HECKOJIbKUM KaTEeTOPUSM IMUILEBIX MPOTYKTOB, YKa3aHHBIM
B naparpade 1, u ycraHaBIuBaeT npaBuiia, IPUMEHUMbIE K aKTyallu3allUuy ATOTO MEePEUHS.

Cmamws 2
Onpenenenust
1. [ns ueneit Hacrosimero PernamenTa npuMeHSIOTCS CIEAYIOIINE ONPEACIICHHUS:

(&) ompemencHUs «IIHMIICBOH MPOAYKT», «XO3SIMCTBYIONIMN CYOBEKT B 00JACTH MPOU3BOJICTBA
IIUIIEBBIX IPOLYKTOBY», «PO3HMYHAs TOPIOBIII» M «PAa3MEIICHUE HA PBIHKE» H3JI0KEHBI

cootBercTBeHHO B Ctatbe 2 u myHkTax (3), (7) u (8) Crareu 3 Permamenta (EC) Ne
178/2002;

(b) omnpemenenust  «pacdacoBaHHBIC  MHUIIEBBIE  MPOAYKTBI»,  <«ITHKETHPOBAHUEY» W
«MOAU(PUIIMPOBAHHBIE HAHOMATEPUAIBI» U3II0’KEHBI COOTBETCTBEHHO B MyHKTaX (€), (j) u (t)
Cratbu 2(2) Pernamenra (EU) Ne 1169/2011;

(C) ompenencHUs «3asBICHUE O IUTATEIBHOW LEHHOCTU» U «3asBJICHHE O TMOJb3E JUIS
3/10pOBbSD» U3JI0KEHBI COOTBETCTBEHHO B IyHKTaX (4) u (5) Crarbu 2(2) Pernamenra (EC)
Ne 1924/2006.

2. Taxoke IPUMEHSIFOTCS CIISIYIOLINE ONPEICICHUS:
(@) «wragenen» — 310 pebEeHOK B Bo3pacte 10 12 Mecsies;
(b) «pebeHoK paHHETO BO3pACTa» — ITO PEOCHOK B BO3PACTE OT OJJHOTO JI0 TPEX JIET;

(C) «CMECH I MJIaACHICB) — OTO HHIHCBOﬁ IMPOAYKT, npez[Haz.HaquHHﬁ JJIsL yrIOTpe6J'IeHI/I$I
MIIaJICHOAMU B TCUCHUC IICPBBIX MCECALCB KU3HU H y,Z[OBJ'IeTBOpHIOH_[I/Iﬁ caM 1o cebe
HOTp€6HOCTI/I B I[UTAHWUHU OTHUX MIAACHIECB OO0 BBCIACHUA COOTBETCTBYIOLICTO
JOITIOJIHUTCIIbHOI'O ITUTAHUS,

(d) «mocnemyromias cMeCb» — 3TO MHUIIEBON MPOAYKT, MPEAHA3HAYCHHBIA I YIIOTPEOICHUS
MIIaJICHaMU, KOrja BBOAWUTCA COOTBCTCTBYIOIICC AOIMOJHHUTCIBHOC MMUTAHUC, U KOTOpBIfI
IpeICTaBIseT CcOOOW OCHOBHYIO KHMIKYIO COCTABJISIONIYIO MHTAHHS MJIQICHIIEB IPU
MOCTETICHHOM PACIIUPEHUH PAIOHA;

(e) «muIIeBBIE MPOIYKTHI HA OCHOBE MEpPEpaOOTAHHBIX 3J1aKOB» — ATO MHILIEBBIC MPOTYKTHI,
KOTOpBIE:

() TpenHa3HA4YCHBI JJIS YIOBICTBOPSHHUSI OCOOBIX MOTPEOHOCTEH 3I0POBBIX MIIAICHIICB
BO BPEMS OTJIYYEHHs UX OT TPYAH U 3JI0POBBIX JE€TEH PAHHETO BO3pacTa B Ka4eCTBE
JOIMOJIHEHUA K HUX palruoHYy A/nIn I UX MOCTETIEHHOHN aaarTanun K OOBIYHBIM
MUIICBBIM IPOJAYKTaM; U

(i) oTHOCSTCS K OJTHOW U3 CIIEAYIOIIUX KAaTerOPHIA:

— MPOCTBIC 3JIaKU, KOTOPLIC ABJISIFOTCA WM JOJIZKHBI OBITh BOCCTAHOBJICHBI
MOJIOKOM WJIH APYT'UMHU NOAXOAAIUMHA MMATATCIIbHBIMU KUJIKOCTAMU,
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(f)

@)

(h)

—  37aKu ¢ J00aBICHHEM BBICOKOOEJIKOBBIX IHIIEBBIX IPOJIYKTOB, KOTOPBIE
SBIISIIOTCS] WIIN JTOJDKHBI OBITh BOCCTAHOBJICHBI BOJOW MJIH APYTOM KHUJIKOCTBIO,
He cozeprkaliei oenka,

— MakKapOHHBIC HU3ACIUSA, KOTOPBLIC JOJIXKHBI OBITL KCIIOJL30BAaHEI  ITOCTIE
IIPpUTOTOBJICHUSA B KI/IHHIHeﬁ BOAC UJIIK APYTHUX COOTBCTCTBYIOIIUX KUAKOCTAX,

— CyXapukd W TI€YCHBbE, KOTOpbIC JOJDKHBI  HCIIOIB30BAaThCS  JTUOO
HEMOCPEACTBEHHO, JIMOO IOCJIe M3MENbYCHHSI B TIOPOIMIOK C J00aBJICHUEM
BO/IbI, MOJIOKA WJIM APYTUX NOAXOIAIINX KUJIKOCTEN;

«I€TCKOE€ ITUTAaHUE» — ATO IHUIIEBBIE MPOAYKTHI, IIPEIHA3HAYCHHBIC IS YAOBIECTBOPEHUS
0CO0BIX MOTPeOHOCTEH 3A0POBBIX MIIAZICHIIEB BO BPEMS UX OTIIYUYEHHS OT IPYy/IH, a TAKKE
3JI0POBBIX JIeTel paHHEro BO3pacTa B KaueCTBE JONOJIHEHUS K UX pallMOHY W/WIN JUIS UX
IOCTENEHHOM afanTay K OObIYHBIM MUIIEBBIM MPOYKTAM, 3a UCKIIOUEHHUEM:

()  TOMIIEBBIX MPOAYKTOB HA OCHOBE MEPEPAOOTAHHBIX 3J1AKOB; U

(i) HaMUTKOB Ha OCHOBE MOJIOKA M aHAJIOTHYHBIX MPOAYKTOB, MPEIHAZHAYCHHBIX IS
JIETeil paHHETO BO3pacTa;

«IHILEBOW MPOAYKT VIS CHEUUAIbHBIX MEIMIMHCKUAX LEIEH» — 3TO MHUILEBOM MPOAYKT,
CHeluallbHO TNepepaOOTaHHbIA WJIM [PUTOTOBJIEHHBIH W IpeJHAa3HAYEHHBIA JUId
JUETOTEpaNuy NalMeHTOB, BKIIOYash MJIAJCHIIEB, /1JIs UCIIOJIb30BAHUS 0] HA0JII0IEHUEM
Bpaya; OH IpeJHa3HAa4YCH JUIsl UCKIIOUYUTEIIBHOTO MM YAaCTUYHOTO IUTAHUS MAllUEHTOB C
OTPaHUYEHUSAMH, HApYUIEHUSAMU WM HEMOJHOLIEHHOW CIIOCOOHOCThIO HPUHUMATS,
nepeBapuBaTh, yCBauBaTh, METa0OIM3UPOBATh WM BBIBOJUTH U3 OPraHU3Ma OOBIUHYIO
MUY UJTH OTIpeIeNIEHHbIE COJIepKalliecs B Hel MUTaTeIbHbIE BEIIECTBA NI META0OIUTHI,
WIA TalUEeHTOB, HMEIOIUX JApyrue, OOYCIOBJIEHHBIE MEIUIMHCKUMHU TPUYUHAMH,
NOTPEOHOCTH B NUTATEIbHBIX BEIIECTBAX, JUETOTEpANus KOTOPHIX HE MOXET ObITh
o0ecrnevyeHa TOJIbKO IIyTeM U3MEHEHHUs OOBIYHOTO pallioHa;

«IIOJIHBIM 3aMEHHUTENb PALMOHA JUIsl KOHTPOJISI BECA» — 3TO MUIIEBOM MPOAYKT, CIIEHNUAIBLHO
pa3paboTaHHBIA JUIsl WUCHOJb30BAaHUS B JHMETaX C OrPAHUYEHHOW SHEPreTU4ecKou
LIEHHOCTBIO U CHIDKEHUs BeCa, KOTOPBIM IIPU HCIIOIB30BAHMM B COOTBETCTBUU C
HMHCTPYKLHUSMH X03SHCTBYIOLIET0 CyObeKTa B 00JIaCTH MPOU3BOJICTBA MUILEBBIX TPOTYKTOB
3aMEHSET BECh €KEHEBHBIN PALIMOH.

Cmamosa 3

Pemrenus o TosikoBanuu Perjiamenra

B mensx obecrneuenus egmHOOOpa3HOTrO mpuMeHeHHs 3Toro Permamenta Kommccusi moxer

MOCPEACTBOM UMIICMCHTAIMOHHBIX AKTOB PCIINTD:

(@)
(b)

MOJIAaeT U JAHHbBIM MUIIEBON MPOAYKT MO/ IeUCTBUE 3TOr0 Pernamenra;

K KAaKoW KOHKPETHOM KaTeropuM NMIIEBBIX MPOAYKTOB, ynomsHyTtoil B Cratee 1(1),
OTHOCHUTCS IaHHBIN MUIIEBON IPOAYKT.

OTH UMIUIEMEHTAI[MOHHbIE aKThl PUHUMAIOTCS B COOTBETCTBUM C MPOLEAYPOM pacCMOTpEHUs,
ykazanHoit B Ctatee 17(2).
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Cmamos 4
Pa3menenue Ha pbIHKe

1. Ilumesle mpoaykThl, ynomsiHyTtele B Ctathe 1(1), MOTYT OBITH pa3MelIeHbl Ha PBIHKE
TOJIBKO B TOM CJIy4ae, €CJI OHU COOTBETCTBYIOT HacTosAleMy PeriaMenty.

2.  TlumeBsie poaykThl, ynoMsHyTteie B Ctatbe 1(1), momyckaroTcss Ha PO3HUYHBIN PBIHOK
TOJIBKO B BU/JIE pac(hacOBaHHBIX MUILIEBBIX MTPOAYKTOB.

3. TocynmapcrBa-UiieHbl HE MOTYT OTpaHMYHMBATH WIIM 3aIpPEIIaTh Pa3MEIICHHWE HA PHIHKE
MUIIEBBIX IPOYKTOB, COOTBETCTBYIOIMX HACTOsIIIEMY PernaMenTy, 1o npuurHaMm, CBI3aHHbIM C
UX COCTAaBOM, OCOOCHHOCTSIMH ITPOU3BOJICTBA, (DOPMOIA MPEACTABICHUS UM STUKETUPOBAHUEM.

Cmamobs 5
IIpuHIHMT PEAOCTOPOKHOCTH

Jns obecriedeHrs BBICOKOTO YPOBHSI 3allIMThI 3/I0POBBS MO OTHOIIEHUIO K JIULAM, ISl KOTOPBIX
npelHa3HayeH MHIIEBON MpoaykT, ykasaHHbld B Crtathe 1(1) aToro Permamenra, noimkeH
MPUMEHSATHCS TPUHIUI MPEAOCTOPOKHOCTH, HM3ioKeHHbIH B Ctathe 7 PermamenTta (EC) Ne
178/2002.

I'JTABA 11
TPEBOBAHUSA K COCTABY U UTH®OPMAIINU
PA3JJEJT 1
Oouwgue mpebdosanusn
Cmampbs 6
OO0uue mos10:keHUs

1.  IlumeBble npoayKThl, yiomMsiHyThie B CTathe 1(1), JOMKHBI COOTBETCTBOBATH TPEOOBAHHSIM
3akoHOAaTenbcTBa EC, MpUMEHUMBIM K MUIIEBBIM MTPOTYKTaM.

2.  TpeOoBanwmsl, H3IOKCHHBIE B HACTOsIIIEM PeriameHTe, UMEIOT MPEUMYIICCTBCHHYIO CHITY
HaJ JIOOBIMH TIPOTHBOpEYAIIMMU TpeOOBaHUAMH 3akoHojaTenbcTBa EC, mMpUMEHUMBIMH K
MUIIEBBIM TPOTYKTaM.

Cmamuvs 7
3akarovyenust Oprana

Opras JI0JKEH NMPEeOoCTaBIIATh HAYYHBIE 3aKIIOUEHUsS B cOOTBeTCTBUM cO CrartbsimMu 22 u 23
Permamenta (EC) Ne 178/2002 B niensix npuMeHeHHs HacTOsIIero Permamenta. Ty 3aKkitOueHus
JOJDKHBI CITYKHUTh HAay4YHOM OCHOBOM misi 060t mepel EC, mpuHATON B COOTBETCTBUHU C
HACTOSIIMM PeriiaMeHToM, KOTOpasi MOJKET OKa3aTh BIMSHUE Ha 3I0POBhE HACEIICHUS.

Cmamus 8

JlocTynn K 1I0KyMeHTaM
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Komuccunst nomkna npumensts Permament (EC) Ne 1049/2001 EBpomneiickoro napiameHnTa u
Cosera ot 30 mas 2001 roma B OTHOIIEHHH JOCTYyINa OOIIECTBEHHOCTH K JOKyMEHTaM
EBponeiickoro mapnamenta, Cosera n Komucenn 1o 3aspnenusam Ha mocTym K mo6omy
JOKYMEHTY, OXBaTbIBAEMOMY HACTOSIIUM PeriaamMeHToM.

Cmamws 9
O61mme TpedoBaHMsl K COCTABY U HH(poOpManu

1.  CocrtaB numeBoro npoaykra, ynomsiayroro B Cratee 1(1), moymkeH ObITH TAKMM, 9TOOBI
OH COOTBETCTBOBaJ MMOTPEOHOCTSAM B MUTAHWU W TOJAXOMWJ JIMIAM, JJIsi KOTOPBIX OH
npeHa3HaueH, B COOTBETCTBUH C OOIICITPUHSATHIMU HAYYHBIMHU JIAHHBIMHU.

2.  IlumeBo#t mpoaykr, ynmomsHyThli B Crathe 1(1), HEe OODKEH coaepkaThb HHUKAKUX
BEIIIECTB B TAKOM KOJIMYECTBE, KOTOPOE MOIJIO Obl YIpOKaTh 3/JOPOBBIO JIUL], 1151 KOTOPHIX OH
IpeHa3HayeH.

Jlns BemiecTB, KOTOpBIC SIBISIOTCS KOHCTPYKIIMOHHBIMH HaHOMaTepuajaMH, TOJIKHO OBITh
MPOJIEMOHCTPUPOBAHO COOTBETCTBUE TPEOOBAHUIO, YIIOMSHYTOMY B IEpBOM moamnaparpade, Ha
OCHOBE Ha/IJIe)KALUX METO/I0B UCIIBITAHUI, €CIIN OTpeOyeTCs.

3. ComracHOo OOMICIPUHSATHIM HAYYHBIM JaHHBIM, BEIICCTBA, M00aBIsiEMble B MHUIICBOU
poayKT, ynoMmsiHyThii B Ctatbe 1(1), st ueneit tpedoBanuii naparpada 1 nacrosimieit Cratsu,
JOJKHBI OBITh OHMOJIOTHMYECKH JIOCTYIMHBIMH JIJISi HCIIOJIb30BAHHSI OPTaHU3MOM YEJIOBEKa,
OKa3bIBaTh BO3/ICCTBHE B OTHOIICHUU MUTAHUS WIH (PU3UOJIOTUU U OBITH IPUTOIHBIMHU IS JIHII,
JUTSL KOTOPBIX MpeIHa3HaYeH MUILEBOM MPOIYKT.

4.  bes ymep06a mist Ctateu 4(1) Hacrosimero PerimamenTta nuieBbie MPOAYKTHI, YIOMSHYThIE
B Cratee 1(1) Hacrosimero PernamenTta, MOTyT coJep’kaTh BEIIECTBA, MOMAMATAIOIINE O]
neiictBue Crateu 1 Pernamenta (EC) Ne 258/97, mpu ycrnoBuu, 4To 3TH BEIIECTBA COOTBETCTBYIOT
yCJIOBHIM 3TOro PermamenTa jyist pa3MenieHus Ha phIHKE.

5.  DOrtukerupoBaHue, (opMa NPEICTABICHUS U PEKIAMHUPOBAHHWE NHUIIEBBIX IPOJYKTOB,
ynoMsaHyTblXx B Cratbe 1(1), momxHbl oOecreunBaTh MH(OPMALMIO JUISI COOTBETCTBYIOIIETO
UCIIOJIb30BAaHUSl TAKUX MUIIEBBIX MPOJAYKTOB M HE JOJDKHBI BBOJUTH B 3a0NyXJE€HUE WIN
IIPUIHCHIBATh TAKUM IHUILIEBBIM IIPOJYKTaM CBOWCTBO NPEAYNPEXKIATh, JIEUNTh WIH BbIJICUNBAThH
00J1e3HM YeJI0BEKa, WK MOApPa3yMeBaTh TaKHE CBOMCTRA.

6. Ilaparpadp 5 He mpPEmATCTBYET pACHpPOCTPAHEHUIO TMOJe3HOW MHGOpMaAMK WK
peKoMeHalui, MpeAHa3HAYeHHBIX HCKIIOUUTENBHO IS JIML, UMEIOIUX KBaIU(UKALUIO B
o0jacTy MeIMLIMHBI, TUTAHUS, (apMaleBTUKH, WIN JUIS JPYTUX MEIUIMHCKUX PaOOTHUKOB,
OTBETCTBEHHBIX 32 YXOJI 32 MaTePbIO U IE€TbMHU.

Cmamuws 10
JlonoJiHUTe/IbHbIE TPEOOBAHUS K CMECSIM JIJIsl MJIa/IeHIIeB U MOCJeIYIOIUM CMeCIM

1. STHKCTHpOBaHI/IC, (bOpMa MMPEACTaBJIICHUA U PCKIAMUPOBAHUC cMecel I MIIaASHIIEB U
MOCJICAYIOIINX cMecell O KHBI OBITh pa3pa60TaHLI TaKUM 06pa?,oM, 4TOOBI HE MpEIsATCTBOBATH

M OJ L 145, 31.5.2001, cTp. 43.
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IPYAHOMY BCKapMIIMBAHUIO.

2. OrtuketupoBanue, Gopma MPEICTaBICHHUS U PEKIAMHPOBAHUE CMECEH I MIIAJICHIICB, a
TaK)Ke dTUKETUPOBAHHUE MOCIICIYIONIUX CMECEH HE TOJDKHBI BKIIFOYATh U300payKEHUS MITaJICHIICB
WIH JPYTrHe U300paKEeHHsI WM TEKCT, KOTOPhIE MOTYT HJICAJM3UPOBATh MCIOJb30BAHUE TaKUX
CcMeceH.

be3 ymepba nns mepBoro mnoamaparpada AomyckaroTcs Tpaduyeckue H300paskeHus s
oOyieryeHus] UACHTU(UKAIMN CMECH Ui MIIQJCHLEB M MOCIEIYIOUIEH CMEcH, a Takke JUis
WJUTIOCTPALIMM METOJIOB IPUTOTOBJICHHUS.

PA3J[EJT 2
Ocoovle mpebosanusn
Cmamos 11
Oco0ble TpeGoBaHMS K COCTABY M HH(opManuu

1. C yuerom oOmmx TpeOoBaHMM, U3MOKEeHHBIX B CTarhsix 6 u 9, MOMOIHUTEIHHBIX
TpeboBanuii Crateu 10 U ¢ y4eTOM COOTBETCTBYIOIIETO TEXHHUYECKOTO M HAy4YHOTO Mporpecca
Komuccust ynosnoMmoueHa mpuHUMATh J€JIETUPOBAHHBIC aKThl B COOTBETCTBUU co CtaTheil 18 B
OTHOILIEHUH CJIEYIOIETO:

(@) ocoObIx TpeOOBaHUIl K COCTaBY, MPUMEHUMBIX K IMHUIIECBBIM MPOAYKTaM, YIIOMSHYTHIM B
Cratbe 1(1), 3a uckaouenreMm TpeOoBaHuU, U3JI0KEHHBIX B [Ipuiioxxenuu;

(b)  ocoObIx TpebOBaHHMIA K UCITOIH30BAHHUIO MECTHIIMIOB B MPOIYKTaX, MPEAHA3HAYCHHBIX IS
MIPOM3BOJICTBA MUIIEBBIX MPOAYKTOB, yOMsSHYThIX B Ctathe 1(1), ¥ K ocTaTkam NeCTUIIHI0B
B TaKWX MHUIIEBLIX MpoaykTax. OcoOble TpeOOBaHMS K KATETOPUSM IMUIIEBBIX MPOAYKTOB,
yka3zaHHbIX B myHKTax (a) u (b) Crarbu 1(1), U MUIIEBBIX MPOIYKTOB ISl CHEIHMATIBHBIX
MEAMIIMHCKUX IeJel, pa3paOOTaHHBIX Ui YIOBJIETBOPEHHs MOTpPeOHOCTEH B MUTAHHUH
MJTQJICHIIEB U JCTe paHHETO BO3PAcTa, JOJDKHBI PEryasipHO OOHOBIISTHCS M BKIIOYATh, B
YaCTHOCTH, ITOJIOKCHHSI, MAKCUMAaJIHbHO OTPAaHMYMBAOIINE UCTIOIB30BAHUE TIECTUIINIOB;

() ocoObIx TpeOOBaHHMI K ITHUKETHPOBAHWIO, (OpPME MPEACTABICHHUS W PEKIAMHUPOBAHHUIO
MUIIEBBIX MPOAYKTOB, YIIOMSIHYTHIX B CTtaTtbe 1(1), BKIItOUas pa3pelieHue Ha 3asBICHUS O
IIUTATEJIBHON LIEHHOCTH U 0JIb3€ VIS 310POBbS B CBA3H C ITUM;

(d) TpeboBaHMii K YBEIOMIICHHUIO O Pa3MEIICHUU HA PHIHKE MUIIEBBIX IPOIYKTOB, YIOMSIHYTBIX
B Cratbe 1(1), B nemsix copeictBus 3 HekTuBHOMY OPHUIIMATLHOMY MOHUTOPHHTY TaKHX
MUILEBBIX MPOJYKTOB, U Ha OCHOBAHUHU KOTOPBIX XO3SIMCTBYIOILINE CyOBEKTHI B 00JacTH
MPOM3BOJICTBA TIHMIIEBBIX TPOMYKTOB JOJDKHBI YBEJAOMIIATH KOMIIETEHTHBIE OpTaHBI
['ocymapcTB-UneHOB, B KOTOPBIX OCYIIECTBISIETCS] peATM3alis ATUX MPOYKTOB HA PHIHKE;

(e) TpebGoBaHuii B OTHOIIEHUH PEKJIAMHON U KOMMEPYECKOM MPAKTHKHU, KACAIOIIEHCS CMECH JIJIS
MJIa/ICHIIEB;

(f)  Tpeboanwmii, Kacarommxcs HHGOPMALIUHU, KOTOPAs JOKHA MPEAOCTABIATHCS B OTHOIICHHH
KOPMJICHHUSI MJIQJICHLIEB U JIeTel paHHETo BO3pacTa, C TeM YTOOBI 00ECTIEUUTh JOCTATOUHYIO
UH(POPMALIMIO O HA/IJIeKAIIeH MPaKTUKE KOPMIICHHS;

() o0coObIx TpeOOBaHWIT K MHIIEBBIM MPOAYKTAM JUIsl CHCIHUATbHBIX MEIUIIMHCKHUX IIeNeH,
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pa3paboTaHHBIM 7Sl YIOBIIETBOPEHHUS MOTPEOHOCTEH B MUTAHWUM MIIAJCHIICB, BKIIIOUas
TpeOOBaHUsI K COCTaBy W TpeOOBaHUS K HCIOJIB30BAHUIO MECTHIMAOB B MPOAYKTaxX,
MpeHA3HAYEHHBIX ISl IPOU3BOACTBA TAKUX MUIIEBBIX MPOAYKTOB, OCTATKAM MECTUIUOB,
STUKETUPOBAHUIO, POpME MPECTABICHHUS, PEKIaMe, a TAK)Ke PEKJIaMHONW U KOMMEPYECKOn
MPaKTHKE, €CIIU MOTpeOyeTcs.

DTH JIeJIeTUPOBAaHHbBIE aKThI JIOJDKHBI ObITh MPUHATHI 10 20 uross 2015 roxa.

2. C yuerom oOmmx TpeOoBaHMM, W3TOKEHHBIX B CTarhsix 6 W 9, MOMOTHUTEIHHBIX
TpeOoBanuil Ctateu 10 U ¢ yueTOM COOTBETCTBYIOLIETO TEXHUYECKOTO U HAYYHOr'O Mporpecca,
BKJIIOYAsl JIaHHBIE, IIPEOCTABJIECHHBIE 3aWHTEPECOBAHHBIMM CTOPOHAMM B  OTHOIIEHUU
WHHOBALIMOHHBIX NMPOAYKTOB, Komuccusi yrnoiHoMoueHa MPUHUMATH JEIETUPOBAHHBIC aKThl B
cootBeTcTBUU co Ctarbeil 18 B 11e/s1X OOHOBIIEHUS aKTOB, YIIOMSHYTBIX B IyHKTEe 1 HacTosmen
Crarbu.

Ecau B CJIydac BOBHHUKHOBCHHSA PUCKOB AJISA 3JOPOBLS 53TOI'O Tpe6y1-OT HCOTJIOKHBIC OCHOBAHMA,
npoaeaypa, npeaAyCMOTpCHHAA B Cratbe 19, INPUMCHACTCA K ACIICTUPOBAHHBIM dKTaM, IIPUHATBIM
B COOTBCTCTBUU C HACTOAIIUM ITYHKTOM.

Cmamosa 12

HanutTky Ha OCHOBE M0JIOKA U AaHAJIOTHYHbIE NPOAYKTHI, IPEAHASHAYCHHBIC JIJIs1 JeTen
PaHHETro0 Bo3pacra

K 20 uronsg 2015 roga Komuccus nocne koHcynpTanuii ¢ OpranoMm npeactaBuT EBponelickomy
napaameHTy U CoBeTy OT4eT O HEOOXOAMMOCTH, €CIM TaKoBas MMEETCS, CHeIHaTIbHBIX
MOJIO’KEHUH JJIsl HATUTKOB HA OCHOBE MOJIOKA M aHAJIOTMYHBIX MPOJIYKTOB, MPEAHA3HAYEHHBIX JIJIS
JIeTel paHHero BO3pacTa, B OTHOIIEHUWU TPEOOBAaHUN K COCTaBY M ITUKETHUPOBAHHUIO W, TPU
HEOOXOJUMOCTH, APYTUX BHUAOB TpeOoBaHMil. KoMmuccus paccMOTpUT B OTYeTe, B YaCTHOCTH,
MOTPeOHOCTH JIeTeH paHHEro BO3pacTa B MUTAHUU, POJIb ATUX MPOIYKTOB B PAIlMOHE MUTAHUS
JIeTel paHHEero Bo3pacTa M HAIMYKE Y ITHX MPOAYKTOB KaKUX-JIMOO MUTATEIbHBIX TPEUMYIIECTB
10 CPAaBHEHUIO ¢ OOBIYHBIM MUTAHUEM [l peOeHKa, KOTOPOro OTJIydaroT oT rpyau. Takoi oTuer
MOXET, TP HEOOXOAMMOCTH, COIMPOBOXKIATHCS COOTBETCTBYIOIIMM  3aKOHOJATEIbHBIM
MIPEAI0KEHUEM.

Cmamosa 13
IIuranue, npegHa3HAYEHHOE VISl CIIOPTCMEHOB

K 20 urons 2015 roma Komuccus nocne koHcynabTanuii ¢ OpraHoM J0JIKHA IPEICTaBUTH
EBponeiickomy mnapiamenty u CoBeTy OTYET O HEOOXOJAMMOCTH, €CIIM TaKoBas HMEETCH,
MOJIO)KEHUH B OTHOIIEHUU TMHUIIEBBIX MPOIYKTOB, MpPEAHA3HAYEHHBIX JJIS COPTCMEHOB. Takoit
OTYET MOXET, MPH HEOOXOAMMOCTH, COMPOBOKIATHCS COOTBETCTBYIOLIUM 3aKOHOJATEIbHBIM
MPEIOKEHUEM.

Cmamos 14
TexHuveckue pyKoBosIIHE MOJI0KEHHUS

Komuccus Moxker NPUHATD TCXHUYCCKHUEC PYKOBOIAMIUC TIOJOKCHUA  IJIA coJielicTBUS
CO6J'IIOI[CHI/IIO XOSHﬁCTBymMHMH CY6’beKTaMI/I B 00JIacTH MMPOU3BOACTBA NMUIICBLIX IMPOAYKTOB, B
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gactHocTH MCII, TpeboBanwmii Hactosmei [ naBsr u ['massr 111

['JTIABA III
INEPEYEHbB EC
Cmamosa 15
Ilepeuens EC

1.  Bewmectsa, OTHOCAIIMECS K CIEIYIOLUIMM KaTErOPUsSM BELECTB, MOTI'YT ObITh I00ABJIEHBI K
OJIHOM MJIM HECKOJIbKMM KaTEropHsiM MUIIEBBIX MPOAYKTOB, yKa3aHHbIM B Crtartbe 1(1), mpu
yCIIOBUH, YTO 3T BellecTBa BKItO4YeHbl B llepeuens EC, npusenennsiil B Ilpunoxenuu, u
COOTBETCTBYIOT 3JieMeHTaM, coaepxamiumcs B Ilepeune EC B cooTBeTCTBUM € IYHKTOM 3
Hacrosed Crarbu:

(@) BuTaMUHBL

(b) mumHepas;

(C) aMHHOKHCIIOTHI,

(d) xapHUTHH U TaypuH,
(e) HyKJICOTHIBI;

(f) xoyuuH M UHO3UTOIL.

2. BemectBa, BrmoueHHble B Ilepedenr EC, MOJDKHBI COOTBETCTBOBATH OOIIUM
TpeboBaHusIM, H3JI0KeHHBIM B Crathsix 6 W 9, W, rAe 3TO NPUMEHUMO, KOHKPETHBIM
TpeOOBaHUSM, YCTAHOBIEHHBIM B COOTBETCTBUU co Ctatbeii 11.

3. Ilepeuenb EC nomxen comepkarhb CIEeIYIONINE YIEMEHTHI:

(@) xareropus MUIIEBBIX MPOAYKTOB, yka3anHas B Crtatbe 1 (1), K KOTOpPOil MOTYT OBITH
n00aBJICHBI BEIIECTBA, OTHOCSIIUECS K KATETOPUSM BEIIECTB, IEPEUYUCICHHBIM B MTYHKTE
1 HacTosmen CraThy;

(b) Ha3BaHue, omMcaHue BEIIECTBA U, IPU HEOOXOIUMOCTH, crieliuuKaIms ero GopMsI;
(C) B COOTBETCTBYIOIIUX CIIyYasX YCIOBHsI MCIOJIb30BAHMUS BEIECTBA;
(d) B COOTBETCTBYIOMIMX CITyYasiX, KPHTEPHUH YUCTOTHI, IPUMEHUMBIE K BEIICCTBY.

4.  Kpurepuu 4MCTOTHI, YCTAHOBJIEHHbIE 3aKOHOAATeNbCTBOM EC B OTHOIIEHMM MHILEBHIX
MPOJIYKTOB, KOTOpPbIE MPUMEHSIOTCA K BelllecTBaM, BKItoueHHbIM B [lepeuens EC, xorna onu
HCIIOJIb3YIOTCS IIPU MPOU3BOACTBE MUILEBBIX MPOIYKTOB IS LEJIEH, OTIUYHBIX OT TE€X, KOTOPbIE
OXBAaTBIBAKOTCS HACTOSAIIMM PernameHToM, TakKe IPUMEHSIOTCS K STUM BEIIECTBAaM, KOTra OHU
WCIIOJIb3YIOTCS JUIA LIEJIEN, OXBAThIBAEMBIX HACTOSAIIMM PermaMeHToOM, €CliM B HAaCTOSLIEM
PernamenTe He yka3aHO MHOE.

5.  Jna BemectB, BKIOYeHHBbIX B llepeuenr EC, mist KOTOpBIX KpUTEpPUM YHUCTOTHI HE
YCTaHOBJIEHBI 3aKOHOAATeNbCcTBOM EC B OTHOIIEHWMH MHIIEBBIX MNPOAYKTOB, MPHUMEHSIOTCA
OOLIENPUHATbIE KPUTEPUH YUCTOTHI, PEKOMEH/I0BaHHbIE MEXIYHAPOJHBIMU OpraHaMu A0 TeX
1op, MOKa 3TH KpUTEpUH He OyyT yCTaHOBIICHBI.

FOCY,Z[apCTBa-qJ'ICHLI MOTYT HNOAACPKUBATH HAIITMOHAJIBHBIC IIpaBUJia, YCTAaHABJIIMBAKOIINC Ooiee
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CTPOruc KpUTCPUHU YUCTOTHI.

6. B memsx ydera TEXHHYECKOTO MpOrpecca, HAyYHBIX Pa3pa0OTOK WM 3allUThI 3I0POBbS
notpeduteneit Komuccus ymoaHoMoueHa NPUHUMATh B OTHOILIEHWW KaTErOpUN BEIECTB,
MePEYHCICHHBIX B NMyHKTe 1 Hacrosmieit CTaThu, JACIETUPOBAHHBIC aKThl B COOTBETCTBHU CO
CraTbeil 18 B OTHOIIEHUHU CIIETYIOIIETO:

(@) ymameHue KaTErOPHH BEIIECTB;

(b) nmoGamiieHuMe  KaTreropuu  BEHISCTB, KOTOPbIE  OKa3bIBAlOT  MHTATCIBHOC  HIIU
¢du3nonorHUecKoe AeUCTBHE.

7.  BemecTtBa, oTHOCSIIMECS K KaTeropusM, HE INEPEUUCIIEHHBIM B IyHKTE | HacTosuien
CraTbH, MOTYT 100aBISATHCS B MULIEBBIE MPOAYKTHI, yromsiHyThie B Cratse 1(1), mpu ycnosuw,
YTO OHU YJOBJIETBOPSIOT OOIIMM TpeOOBaHUAM, M3JI0KEeHHBIM B CTathsix 6 u 9, u, rue 3To
IPUMEHUMO, OCOOBIM TpeOOBaHUSM, YCTAHOBJIEHHBIM B cOOTBETCTBHM co Cratheil 11.

Cmamws 16
Oonosaenne Ilepeuns EC

1. C yuerom oOmmx TpeOoBaHMA, U3M0KEHHBIX B CTaThsiXx 6 W 9, W, TIe 3TO MPUMEHUMO,
0COOBIX TpeOOBaHUM, YCTAaHOBIEHHBIX B cooTBeTcTBUM co Cratheil 11, m B memsx ydera
TEXHHYECKOTO MPOrpecca, HAyIHBIX Pa3padOTOK WK 3aIHUTHI 3I0pOBbs oTpeduTeneld Komuccus
YIOJIHOMOYEHA MPUHUMATD JIEJIETUPOBAHHBIE aKThI B COOTBETCTBUM cO Ctatheil 18 miis BHECEHHS
nonpaBok B [IpuoskeHre B OTHOIIEHUH CJIETYIOIIETO:

(@) mobasnenwue Bemectsa B [lepeuens EC;
(b) wuckmouenue Bemectsa u3 [epeuns EC;
(c) nmoGamieHwue, yaaleHHe WK U3MEHCHUE 2JIEMEHTOB, YIOMAHYThIX B Ctathe 15(3).

2. B Tex ciaydasx, korga B ciydae BO3HHMKHOBEHHUS PHCKOB JJIsl 3I0pPOBbsI 3TOTO TPEOYIOT
HEOTJIO)KHBIE OCHOBaHHMA, Mpoueaypa, mnpeanycmorpeHHas B Cratee 19, npumensercs K
JIeJIETUPOBAHHBIM aKTaM, IPUHSITHIM B COOTBETCTBHHM ¢ HacTodAlell CraTheil.

I'JTABA IV
MNPOLHEAYPHBIE NOJOXXEHUSA
Cmamos 17
IIpoueaypa komurera

1. Komuccun Oyner nomorars IToCTOSHHBIM KOMHUTET MO MHINEBOW IETMOYKE U 30POBBIO
KHUBOTHBIX, yupexaeHHbi Permamentom (EC) Ne 178/2002. DTOT KOMHUTET AOJIKEH OBITH
KOMHUTETOM B TOM CMBICIIE, Kak 3To chopmynupoBaHo B Pernamente (EU) Ne 182/2011.

2. B Tex cnywasx, korma naenaercsi CChUIKa Ha A3TOT NYHKT, npumensercs Crtarbs 5
Pernamenra (EU) Ne 182/2011.

B Tex clIydadax, Korjaa 3akjJIlro4CHHUEC KOMUTETA JOJIKHO OBITh IMMOJIY4€HO € ITIOMOIIBIO MMICBEMCHHOM
nmpoucaypsl, sTa rmpoucaypa npeKpamacTcsa oe3 MOJIYYCHUA pC3yJibTaTa, KOTAa B TCHCHHUEC CPOKa,
YCTAHOBJICHHOI'O JJId MMPEACTABJICHUA 3aKIIFOUCHUA, ITPEACCAATCIIb KOMUTCTA IIPUHUMACT TAKOC
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pPCIICHUC NI TPOCTOC OOJIBIIIMHCTBO YJICHOB KOMUTETA pocAT 00 3TOM.

Cmambsa 18
OcymecTBjIeHHE AeJTerHPOBAHUS

1. ITomaomouus 1o IPUHATHUIO JACJICTUPOBAHHBIX aKTOB IIPEAOCTABIIAIOTCA Komuccun B
COOTBETCTBUM C YCIIOBUSAMMU, U3JI0KCHHBIMU B HaCTOﬂH_[eﬁ Cratse.

2.  TlomHomouHMs MO TMPHUHATHIO JIEJIETUPOBAHHBIX aKTOB, yka3aHHbIX B Crtarbe 11, CtaThe
15(6) u Cratbe 16(1), npenocrasnstorcss Komuccuu cpokom Ha nith Jiet ¢ 19 urons 2013 roga.
Komuccust cocTaBisieT OT4eT o JAeJIeTHpOBaHUU IMOJTHOMOYHUH HE TIO3HEE YEM 3a JIEBATH MECSILIEB
JI0 OKOHYAaHMS MITWIETHEro mnepuoja. JlenerupoBaHue MOJTHOMOYMN aBTOMATHYECKU
MPOJISIETCS HA MIEPUOJIBI UICHTUYHOM MPOAOJIKUTEIIBHOCTH, €l EBpONENCKUI apiiaMeHT WIn
CoBeT He BO3paXaroT MPOTUB TAKOT'O MIPOJIJICHUS HE MO3AHEE, YEM 3a TPU MECSLA 10 OKOHYAHUS
Ka)XJI0OTO IIepro/ia.

3. HenerupoBanue nomHomounii, ynomsunytoe B Ctatbe 11, Ctathe 15(6) u Cratee 16(1),
MO3KeT ObITh OTMEHEHO B J1t000e Bpemst EBpornelickum napnamentom min CosetoM. Pemienue 06
OTMEHE JOJDKHO MPEKPATUTh JCICTUPOBAHUE TIOJTHOMOYHM, YKa3aHHBIX B 9TOM pemieHuu. OHO
BCTYIAET B CUJIy HA CIEAYIOLIUHI AeHb M0ocie Myoaukauuu pemenus B OguyuanoHom xcypHane
Eeponeiickoco Coroza nnu B 607ee MO3AHUN CPOK, YKa3aHHBIM B HEM. DTO HE MOBIIUSET HA CPOK
JEHCTBUS yXKe IEHCTBYIOIIHNX JCJICTHPOBAHHBIX aKTOB.

4.  Kak Tonpko Komuccust mpuMeT AenerupoBaHHbIN aKT, OHA JOJKHA YBEAOMHUTH 00 3TOM
onHoBpeMeHHO EBponeiickuii napinameHT u CoBerT.

5.  JlemerupoBaHHBIM aKkT, NpUHATHIM B coorBeTcTBUM co Crateeil 11, Crarbeir 15(6) u
Cratbeii 16 (1), BcTynmaeTr B CHIly TOJIBKO B TOM cily4yae, ecid EBporeiickuil mapiaMeHT wiu
CoBeTr He BBIPAa3WIIN BO3PAKEHHUH B TEUEHHE JBYX MECSIIEB C MOMEHTA yBEIOMJICHHS 00 3TOM
axte EBponeiickoro mapiamenTta u CoBeTa WM €CJIM 10 UCTEUYEHUs 3TOro nepuoaa EBponeiickuit
napyiamenT u Coset mpoundopmupoBain Komuccuio o Tom, 4To OHU HE OYyT BO3paXkaTb. ITOT
CPOK IpoJjIeBaeTcs Ha JiBa Mecslla o nHuuratuse EBponeiickoro napiamenta uin Cosera.

Cmamus 19
JKCTPEeHHAas Ipoueaypa

1. I[eJ'IGFI/IpOBaHHBIe AKTbI, IPHUHATBIC B COOTBECTCTBUU C HaCTOSIIEH CTaTLeﬁ, BCTYIIArOT B
(927018% 0e3 MMPOMEIAJICHUS U IIPUMCHSAOTCA N0 TEX IOP, IOKA HE 6y,Z[eT BBICKA3aHO BOSpﬁ)KCHI/Iﬁ B
COOTBCTCTBUHU C IIYHKTOM 2. B YBCAOMJICHUN O JACJIICTUPOBAHHOM aKTC EBpOHCﬁCKOMy
napjJgaMCeHTy H COBeTy JOJIXKHBI OBITh YKa3aHbl MPHUYUHBI HCIIOJIb30BAHUA 3KCTpGHHOI71

MPOIIETYPHI.

2.  Eppomeiickuii mapaameHT uiau COBET MOTYT BO3paXkaTh MPOTUB JEJIETUPOBAHHOTO aKTa B
COOTBETCTBUU C Tpolenypou, ykazanHoil B Ctatbe 18(5). B takom cimywae Komuccust momkHa
HE3aMe/UINTEIbHO OTMEHUTH AKT MOCJE YBEIOMJIEHHUS O pelleHnu EBporelickoro mapiameHTa
iy CoBeTa 0 BO3paKEHUU.
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I'NTABA V
SAKIFOYUTEJBHBIE ITOJOXEHUSA
Cmamosa 20
OTmena

1. Hupextuba 2009/39/EC otmensiercs ¢ 20 urons 2016 roga. CchUIKM Ha OTMEHEHHBIA aKT
JIOJDKHBI TOJIKOBATHCS KaK CCBHUIKKA Ha HacTosIui PeriameHr.

2. Hupektuna 92/52/EEC u Pernmament (EC) Ne 41/2009 ormensitores ¢ 20 uronst 2016 rona.

3. be3 ymepba aiis neporo noanyHkTa nynkra 4, Jlupexrusa 96/8/EC He Oynet mpuMeHSThCS
¢ 20 uronst 2016 roja K NUILEBBIM NPOAYKTaM, IPEACTABIEHHBIM B KaU€CTBE 3aMEHbI OJJHOI'0 WIIN
HECKOJIbKUX IIPUEMOB ITUIIIH B €KETHEBHOM PaLOHE.

4.  Permament (EC) Ne 953/2009 u Hupexktussl 96/8/EC, 1999/21/EC, 2006/125/EC u
2006/141/EC oTMeHsI0TCS ¢ 1aThl IPUMEHEHUS JeJIeTUPOBAHHBIX aKTOB, YIIOMAHYTHIX B CTaThe
11(2).

B cnyuae mporuBopeuuss mexay Permamentom (EC) Ne 953/2009, HupextuBamu 96/8/EC,
1999/21/EC, 2006/125/EC, 2006/141/EC u HacTosmuM PermaMeHToM MperMyIeCTBEeHHYIO CHITY
MMEET HacTosAuUi Perimament.

Cmamus 21
Ilepexoanbie Mepbl

1. Peanmusanus Ha phIHKE MUIIEBBIX MPOIYKTOB, yrnomsHyThiXx B Ctatbe 1(1) Hacrosmiero
PernamenTa, He COOTBETCTBYIOIIUX HAcTOsIIeMy PernmameHTy, HO COOTBETCTBYIOIUX J(UpeKTHBE
2009/39/EC wu, ecnu mpumenumo, Permamenty (EC) Ne 953/2009 u lupextuBam 96/8/EC,
1999/21/EC, 2006/125/EC u 2006/141/EC, u pa3MelieHue Ha pbIHKE WM 3TUKETUPOBaHHE
KOTOPbIX ocymecTBIsII0TCS 10 20 utoinsa 2016 roga, MOXKET MPOI0JKATh OCYLIECTBISATHCS TOCIIE
9TOM JATHI JIO TE€X TOP, ITOKA 3aIlachl TAKUX MHUIIEBHIX MMPOTYKTOB HE OYAYT UCUCPIIAHBI.

Ecnin nara mpuMeHeHus NeJeTMpOBAHHBIX akKTOB, yKazaHHbIX B Cratbe 11(1) Hacrosiero
Pernamenra, nHactynaer nocie 20 urons 2016 rona, peaau3anusi Ha pbIHKE MUIIEBBIX POJTYKTOB,
ykazaHHbIX B Crathe 1(1), cOOTBETCTBYyIOIIMX HAcTosieMy PerinameHTy M, eciu NMpUMEHUMO,
Pernamenty (EC) Ne 953/2009 u [dupexktuBam 96/8/EC, 1999/21/EC, 2006/125/EC un
2006/141/EC, HO HE COOTBETCTBYIOIIMX JaHHBIM JIEJIETUPOBAHHBIM aKTaM, M pa3MeIllaeMbIX Ha
PBIHKE WJINM DJTUKETUPYEMBIX [0 JAaThl NPHUMEHEHUS OSTUX JEJIETUPOBAHHBIX AaKTOB, MOXET
IIPOJOJDKATh OCYILECTBIIATHCS IOCJIE 3TOM JaThl 10 TEX IOp, MOKAa 3amachl TaKUX IMHILEBBIX
MPOJYKTOB HE OyAYyT HCUEPIaHBbI.

2.  Peanmszamnusi Ha pHIHKE MHIIEBBIX MPOAYKTOB, HEe yka3aHHBIX B Crtarbe 1(1) Hacrosimero
PernamenTa, HO pa3melllaeMbIX Ha PHIHKE WM 3TUKETHUPYEMBIX B COOTBETCTBUU C JIMpeKTUBOMN
2009/39/EC u Pernmamentom (EC) Ne 953/2009 u, ecnu mpumenumo, ¢ Jupexkrusoit 96/8/EC u
Pernamentom (EC) Ne 41/2009 no 20 urona 2016 roma, MOXeT MpOAOIKATh OCYLIECTBIATHCS
1ocJjIe ATOM J1aThl 10 TeX MOp, MOKa 3anachkl TAKUX MPOIYKTOB HE OyAyT UCUEepIaHbl.

Cmamuwsa 22
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Berynienue B cuiry

Hacrosimuii PermameHT BCTymaeT B CHIy Ha ABAQJANATHIA JIeHb TOCIE €ro MyONuKalud B
Oguyuanvrom sxcypuane Esponetickoco Corosa.

On Bctynaet B cuity ¢ 20 utosig 2016 roaa, 3a HCKIIOUYEHUEM CIEAYIOIIETO:
—  Crareti 11, 16, 18 u 19, kotopsle Bctynatot B cuity ¢ 19 urons 2013 rona.

—  Crarbu 15 u Ilpunoxenuss k Hactosiemy PeriiameHTy, KOTOpble NMPUMEHSIIOTCS C JaThl
IPUMEHEHHUs JEJIETMPOBAaHHBIX aKTOB, yka3aHHbIX B Cratbe 11(1).

Jannsiii PerniamMeHT umeeT 00s3aTENIbHYI0 CHIIy BO BCEM €ro IOJIHOTE U HENOCPEICTBEHHO
npuMmeHsiercs Bo Beex I'ocynapersax-UieHax.

Cocrasinen B CtpacOypre 12 utonst 2013 roxa.

Om Esponeiickoco napramenma Om Cosema
IIpe3uoenm IIpe3uoenm
M. SCHULZ L. CREIGHTON



OdunmansHeIi )xypHan EBponelickoro coro3a

1IPHJIO’KEHHUE

Iepeuens EC, kak yka3zano B Cratbe 15(1)

Kateropus
THIICBBIX
IIPOAYKTOB
TTumessie
Iumessie .
Berecto Cmecsh aist TIPOAYKTHI HA Tlomubrit
MIPOYKTHI AT
MJIQJICHIIEB U OCHOBC 3aMCHHUTEIIb
CreuaaIbHbIX
nocaeayouas nepepaboTaHHbIX pauuoHa Juist
MCIHUIHHCKHX
CMECh 3JIaKOB U JETCKOE o KOHTpPOJIS BECa
neneu
IIUTAaHUC
Burtamunst
Buramun A
peTHHON X X X
peTUHHIIANEeTAT X X X
PETUHHIITAIBMHUTAT X X X
OeTa-KapoTUH X X X
Butamun D
SproKasibudepos
XoJeKanpuudepo
Butamun E
D-anbga X X X X
TOKO(EepoI
DL-anbda X X X X
TOKO(Eepoa
D-anbga X X X X
ToKO(epHIa
nerar
DL-anbda- X X X X
ToKO(epuIa
nerar
Cyxkuunar D- X X
anboa-
TOKO(EePHIIOBOI
KHCJIOTBI
D-anbda- X
TOKO(EPHUIT TTOITH
ITUIJICHTTIMKOIb-
1000 cykunaT
(TPGS)
Buramun K
(UILTOXMHOH X X X X
(puTomena quon)
MenaxunoH (1) X X
Buramun C
L-ackopOuHOBast X X X X
KHCIIOTa
HaTpuii-L- X X X X
ackopoOat
KajnpLun-L- X X X X
ackopOat
Kaimui-L- X X X X
ackopOat
L-ackopOmui 6- X X X X
MaJbMHUTAT
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Kareropus
MHUIIEBBIX
NIPOIYKTOB
IInmessie
[Tumessie .
BemectBo Cwmecsh st TIPOIYKTHI HA TTonHerii
TIPOAYKTBI AJIS
MIIaJICHIIEB U OCHOBEC 3aMCHHUTECIIb
CII€IHAJIbHBIX
Tocieayromas Hepepaﬁo‘raHme panuoHa s
MCIHUIIMHCKHUX
CMECh 3JIaKOB M IE€TCKOEC o KOHTpPOJIA Beca
neineu
IIUTAHHUE
Tuamun
TUAPOXJIOPUL X X X X
THaMHHA
MOHOHUTpPAT X X X X
THaMHHa
PuGodnaBun
pubodaaBux
pubodraBux
5’-docdar,
HaTpU
Huanun
HUKOTHHOBAs X X X X
KHCJI0Ta
HUKOTUHAMU]T X X X X
Buramun Be
THIPOXJIOPHT X X X X
MTUPUIOKCHHA
MUPUIOKCHH 5’- X X X X
docdar
JMITAJIBMATAT X X X
MUPUAOKCHHA
domar
(onmesast X X X X
kucora (mTe
poitnmmMoHO
TJIyTaMHHOBAs
KHCIIOTa)
KanpIui-L-meTu X X
¢donar
Buramun B2
[IHAHOKOOATIAMHH
THIPOKCOKOOaTaMu
H
Buortun
D-6uornn X X X X
ITantoTeHo
Bast
KHCIIOTa D-nanroreHar, X X X X
KaJIbIAH
D-nanToreHat X X X X
HATpHs
JIEKCITAHTEHOJI X X X X
MuHepanel
Kammit OukapOoHaT Kamus X X X
KapOoHaT X X X

Kayia
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Kareropus
MHUIIEBBIX
NIPOIyKTOB
IInmessie
CMCCL JUIS HI/IH_[CBBIC o
BemectBo TIPOIYKTHI HA TTonHerii
MJIaJICHIIEB TIPOAYKTBI AJIS
OCHOBEC 3aMCHHUTECIIb
" CII€IHAJIbHBIX
Hepepaﬁo‘raHme panuoHa s
TIOCIENY IO MCIHUIIMHCKHUX
3JIaKOB U JIETCKOC o KOHTpPOJIA Beca
nias CMEChb neineu
IIUTAHHUE
XJIOpUJ, Kaust X X X X
OUTpaT KaJus X X X X
[JIFOKOHAT X X X X
KaJust
riuiepodocdar Kamus X X X
JIaKTaT Kajus X X X X
THIPOKCH/T X X X
KaJTust
KaJIHEBBIE COIH X X X
optodochopHOii
KHCJIOTBI
LUTPAT MarHusi 1 X X
KaJust
Kanpinmit
KapOoHaT X X X X
KaJIbIIHsI
XIIOPH/] KabIUs X X X X
KaJIBIUEBBIE COJIA X X X X
JIMMOHHOW KUCJIOTHI
TJIFOKOHAT KaIbIHs X X X X
rimnepodocdar X X X X
KaJIbIIHst
JIAKTAT KaJIbIHs X X X X
KaJIbLIUEBBIE COJIA X X X X
oprodochopHOii
KHCJIOTBI
TUIPOKCUT X X X X
KaJIbIIHst
OKCHJ[ KaJIBLIUS X X X
cynbar KaJabLus X X
OMCIIMIIUHAT X X
KaJIBITHs
MajaT OUTpara X X
KaJIBITHs
MajaT KaJlbLHs X X
L-nmmposnart kanpuus X X
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Kateropus
MHIICBBIX
[IPOJIYKTOB
IInmessie
[Tmmessie .
Bemiectso Cmech 115 NPOJYKThI HA Tonubiit
MPOAYKTHI JIs
MJIaJICHIIEB U OCHOBC 3aMCHHUTECIIb
CrICHaJIbHbIX
Tocieayromas Hepepaﬁo‘raHme panuoHa 1
MCIUIHMHCKUX
CMECh 3JIAKOB M I€TCKOEC o KOHTpPOJISL BECa
enei
IUTaHUC
Marunuit
areraT MarHus X X
KapOoHaT X X X X
MarHus
XJIOpUJ, MarHus X X X X
MarHHEBBIE COJIH X X X X
JIAMOHHOMW KUCIIOTHI
TJIFOKOHAT X X X X
MAarHus
ruiepodocdar X X X
MAarHus
MarHueBbIe COJIN X X X X
oprohochopHoii
KHCJIOTBI
JIaKTaT MarHUs X X X
TUAPOKCH] X X X X
MAarHus
OKCHJ MarHUs X X X X
cynbdar X X X X
MAarHus
L-acmaprar Maraust X
OMCTIMIMHAT X X
MAarHus
L-nmmpomar Maraus X X
LUTPAT MarHusi 1 X X
KaJIust
Keneso
kapOoHart xene3a X X X
LUTPAT JKeJie3a X X X X
LUTPAT aMMOHUS X X X X
JKenesa
TJIFOKOHAT JKese3a X X X X
(ymapar xenesa X X X X
JKeNeso - X X X
nuHarpuiidocdar
JIAKTaT JKeje3a X X X X
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BemectBo

Kareropus
THUIIEBBIX
MIPOJIYKTOB

Cwmecsh st
MIIaJICHIIEB U
nocieayomas
cMech

IIniessie
MIPOIYKTEI HA
OCHOBE
nepepaboTaHHBIX
3]1aKOB U JIETCKOE
IUTAaHUC

[Tumessie
NPOAYKTBI JUIst
CHELHAIbHBIX
MEIUIUHCKIX

nenei

Tonusrii
3aMEHUTETb
panuoHa st
KOHTPOJIS Beca

unk

Menn

Mapranen

cynbdar xenesa

Kene30-
aMMOHHUH-

¢docoar

Kene30-
HaTpUU-ATA

audocdar

xKenesa
(mpodocdar
Kernesa)
caxapar enesa
3JIEMEHTapHOE
KeJe3o

(xapOoHMIIBHOE
+
IIEKTPOIIUTHYEC
Koe +
BOCCTaHOBJICHHO
€ BOZOPOIOM)

OUCTIMIINH
aT Kenesa

L-nuonar xenesal

aleTar IIMHKa
XJIOPHJ LIUHKA
LUTPAT [MHKA
TJIFOKOHAT IIMHKA
JIAKTAT [MHKA
OKCHJI IINHKA
KapOOHAT IMHKa
cynbdat nuHKa

OUCTIAMIUHAT
LIMHKA

KapOOHAT Mean
LUTPAT MEAN
[IIFOKOHAT MEIU
cynbgar Menu

KOMIIJICKC
JIN3MHA MEIU

KapOoHaT
Mapraia

XJIOPH]
Maprasia

X

X X X X X X

X

X X X X

X

X X X X X X

X X X X X

X

X

X X X X X X X X X

X X X X X

X

X X X X X X X X X

X X X X X



OdunmansHeIi )xypHan EBponelickoro coro3a

Kareropus
MHIICBBIX
NIPOYKTOB
Beuwectso Cyecs st TIuieBbie TPOLYKTHI IIniessie TMomusi
Ha OCHOBE MPOAYKTHI JIs
MJIaJICHIIEB U 3aMCHHUTECIIb
Hepepaﬁo‘raHme CII€HUaJIbHBIX
nocieayomas panuoHa Juis
3JIaKOB 1 IE€TCKOE MCIUIIUMHCKHUX
CMECh o KOHTpPOJISL BECa
IUTAaHUC eineu
OUTpaT MapraHia X X X X
[IIFOKOHAT X X X X
Maprasua
MapraHeli- X X X
riutepodocdar
cynbdar X X X X
Maprasua
Dropun
¢bropun X X
Kayust
¢bropuxa HaTpus X X
Cenen
ceJIeHaT HaTpus X X X
HaTpU- BOZOPO- X X
CEJICHHUT
CEJICHUT HATPUS X X X
JIPOOKH, X X
oboramieHHbIE
cenenom (?)
Xpom
XIIOPH]] XpOMa X X
(IIT) u ero
reKkcaruapar
XIIOPH]] XpOMa X X
(III) u ero
rekcaruapar
MTUKOJIMHA X X
T Xpoma
Monubaen
MoJmbaar X X
aMMOHHUS
moymbaar X X
HATpHs
Wox
Homu Kaaus X X X X
onart Kanus X X X X
Wonuna HaTpus X X X X
HomaT HaTpUst X X X
Hatpwmii
OukapOoHaT X X X
HATpHs
KapOOHAT HATPHS X X X




OdunmansHeIi )xypHan EBponelickoro coro3a

Kareropus
MHIICBBIX
[IPOJIYKTOB
ITumesie
IMumessie o
BemectBo Cwmecsh st TIPOIYKTHI HA TTonHerii
TIPOAYKTBI AJIS
MITIaJICHIIEB U OCHOBE 3aMCHHUTEIIb
CIICHaJIbHBIX
Tocieayromas Hepepaﬁo‘raHme panuoHa s
MCIHUIIMHCKHUX
CMECh 3JIaKOB M IE€TCKOEC o KOHTpPOJIA Beca
ueneu
IUTAaHUC
XJIOPH] HATPHS X X
OUTpaT HaTpUs X X X
TJIIOKOHAT HaTpHs X X X
JIAKTaT HATPHs X X X
THIIPOKCH X X X
1l HATpPUSI
HATPHUEBbIC CONU X X X
optodochopHOii
KHCJIOTBI
bop
Oopar HaTpust
OopHast Kuciora
AmHHO
KHCIIOT
b1 (3) L-ananux — X X
L-aprunux X X
U ero U ero
THAPOXJIOPUA | THUAPOXJIOPU
L-acnaparunoBas X
KHCIIOTa
L-tmrpynua
L-tiucrenn X X X
U ero " ero
THIPOXJIOPH] | THAPOXIOPUI
Luctun (%) X X X X
U ero " ero
THIPOXJIOPH] | THAPOXIOPUI
L-ructuaus X X X X
U ero " ero
THIPOXJIOPH] | THAPOXIOPUI
L-riayramuHOBast X X
KHCIIOTa
L-raroramuH X
TITHLH
L-uzoneiinun X X X
U ero U ero
THIPOXJIOPH] | THUAPOXIOPUI
L-neinun X X X X
U ero U ero
THAPOXJIOPUA | THUAPOXIOPHUJ
L-nu3un X X X X
U ero U ero
THIPOXJIOPH] | THUAPOXIOPUI
Anerar L-nmu3una X X
L-MeTHoHMH X X X X
L-opHuTHH X X
L-dennnananun X X X X
L-nponux X




OdunmansHeIi )xypHan EBponelickoro coro3a

Kareropus
MHIICBBIX
[IPOJIYKTOB
ITumesie
IMumessie .
Bemiectso Cmech 115 NPOJYKThI Ha Tonubiit
MPOAYKTHI JIs
MJIaJICHIIEB U OCHOBC IeIMATbHBIX 3aMCHHUTECIIb
Tocieayromas Hepepaﬁo‘raHme ;e MIHHCKIX panuoHa s
CMECh 3JIaKOB 1 IE€TCKOE A :neﬁ KOHTpPOJISL BECa
IIATAaHUEC b
L-TpeonuH X X X X
L-tpunrodan X X X X
L-Tupo3un X X X X
L-Banmuu X X X X
L-cepun X
L-aprunus- X
L-acmaprar
L-m3un-L- X
acnapraT
L-mu3un-L- X
riryTamar
N-anerni- X
L-
LUCTEUH
N-anerni- X
L- (B mpomykTax,
METHOHUH NpeHa3HauCH
HBIX ISl JIILL
crapuue |
rozaa)
Kapuutun
U TaypHH
L-kapHUTHH X X X X
T'unpoxnopu X X X X
alL-
KapHUTHHA
TaypuH X X X
L-xapuutun-L- X X X
TapTpar
Hyxneornast
aJIeHo3MH 5’- X X X
thochopuas
kucnora (AMP)
HaTpHUEBbIE X X X
conu AMP
LUTHIMH 5°- X X X
MoHO(ochopHas
kucnora (CMP)
HaTpHEBbIC X X X
comu CMP
I'yaHO3MH 5°- X X X
bocdopnas
xucnora (GMP)
HaTpHUEBbIE X X X
comn GMP
WHO3HMH 5°- X X X
(docdopnas
kucnora (IMP)
HaTpPHUEBbIC X X X

conu IMP




OdunmansHeIi )XypHan EBponelickoro coro3a

Kateropus
NHUIICBBIX
IIPOAYKTOB
IMumessie
Iumessle .
BemiectBo Cmecsh aist TIPOAYKTHI HA Tlonnsrii
MIPOJTYKTBI ISt
MJIQICHIEB U OCHOBE 3aMCHHUTCIIb
CHICIMaJIbHBIX
Tocueayromas l'leep‘d6OTaHHI>IX panuoHa 1Jist
MCIUIMHCKUX
CMECh 3JIaKOB U JETCKOE o KOHTpPOJIS BECa
neneu
NIUTAaHUC
ypuauH 5’- X X X
dhochopnas
kuciora (UMP)
HaTpPHUEBBIC X X X
comu UMP
XonuH u
HMHO3UTOJI
XOJIMH X X X X
XJIOPHJ] XOJIMHA X X X X
OuTapTpaT XOJIHHA X X X X
LUTPAT XOJIMHA X X X X
HMHO3UTOJI X X X X

(1) MeHaxMHOH, BCTPEYAIOLIMIACS IJIABHBIM 00pa3oM B BUJIC MEHAXHHOHA-7 ¥, B HE3HAYUTEIIBHOM CTEIICHH,
MEHaXHHOHA-6.

(2) O6orameHHBIE CENCHOM IPOXIKH, OTYyICHHbIC KyTbTHBUPOBAHHEM B IPUCYTCTBUH CEJICHATA HATPHUS B
KavecTBE MCTOYHHKA CeJIeHa M COZepIKalllie B BEICYIIIGHHOM BHJIE, KaK NP peau3alluy Ha phIHKe, He Oolee
2,5 mr Se/r. IlpeoOnajaromyM OpPraHUYECKUM BHJIOM CEJICHA, NPHCYTCTBYIONIMM B JPOXIKAX, SBISIETCS
ceneHoMeTHOHHH (0T 60 1m0 85 % oT o0mero KompuecTBa SKCTPATMPOBAHHOTO CENICHA B IIPOIYKTE).
ConeprkaHue Ipyrux OpraHMYECKUX COSTUHEHMI celeHa, BKII0Uas CENCHOLUCTENH, He JOJDKHO MPEBHIIIAaTh
10 % ot o0mmero KoJM4ecTBa SKCTPArMpOBaHHOTO CEJICHA. YPOBHM HEOPTaHMYECKOro celieHa OOBIYHO He
JIOJDKHBI IPEBBIIATE 1 % OT 00111ero KoJan4ecTBa SKCTParnpOBAaHHOTO CEJICHA.

(3) [ns aMMHOKHCIIOT, MCIIONB3YEMBIX B CMECSAX IS MIIAACHIEB, MOCIEAYIOMNX CMECIX, IPOAYKTaX Ha
OCHOBE IepepadOTaHHBIX 3J1aKOB M JETCKOM IIHTaHHH, MOXET HCIIOJb30BAaThCS TOJBKO CHELHAIBEHO
YIOMSIHYTBIH TUAPOXJIOpHA. JJIsi aMHHOKHCIIOT, UCIIONBb3YEMBIX B IHUILIEBBIX MPOJAYKTAX JUIsl CIHEIHaIbHBIX
MEUIMHCKUX IIeeil ¥ B MONHBIX 3aMEHHUTENSIX PAlMoHa Ui KOHTPOJS Beca, HACKOIBKO 3TO NMPUMEHHMO,
TaKOKe MOTYT MCHOJB30BATHCS COJIM HATPHS, KaJnsl, KATBIUS U MarHus, a TAKKe UX TUAPOXIOPHIBL.

(4) B ciyyae HCTOJBb30BAaHUS B CMECSX JUIS MIIAJICHIICB, TTOCIEIYIOMINX CMECSX, MHUIIEBBIX MPOAYKTAaX Ha
OCHOBE MepepadOTaHHBIX 3TAKOB M AETCKOM ITMTAaHUU MOJKET MCIIOIb30BaThCS TONBKO (opma L-mcTrHa.




