IF'OCYIOAPCTBEHHAS IYMA
G®EJNEPAJIBHOI'O COBPAHUSA POCCUNCKON ®EJNEPAIIUU
BOCBMOI'O CO3bIBA

ITIOCTAHOBJIEHME
TOCYIAPCTBEHHOW VMBI

O npoekTe PpenepanbHoro 3akona Ne 638771-8 «O BHeceHHH H3IMEHEHHH
B OTAe/IbHbIE 3aKOHOAaTeNbHbIe aKThl Pocchiickoit ®enepanumn»

TocymapctBennas [Jlyma @enepansHoro CoOpanus Poccuiickoid

d)e,uepaunn NoOCTaAaHOBJAAET:

1. IIpuHATSH B EpBOM YTEHHUHM MpPOeKT ¢enepanbHOro 3akona Ne 638771-8
«O BHeceHHH W3MEHEHHH B OTIENbHBIE 3aKOHOZATelIbHBIE aKThl Poccuiickoi
®epmepaunu», BHeceHHEIi [TpaBuTensctBoM Poccuiickoit Oenepauun.

2. Hanpasute  ykaszanHblif 3akoHompoekT [lIpesumenty Poccuiickoi
®enepamin, B Coser ®enepauun PenepanmsHoro Cobpanusa Poccuiickoit
®denepauyy, KOMUTETHI W KOMHMCCHH IocynapcrBeHHOM JIyMEBI, BO Qpakuuu
B FOCYI[apCTBeHHOﬁ Jyme, B IlpaButensctBo Poccuiickoii @enepaumn,

3aKOHOJIaTeIbHbIE OpraHel cyopekToB Poccuiickoil ®enepatiuu.



VYCTaHOBUTB, YTO  MOIpPaBKH K  YKa3aHHOMY  3aKOHOIPOEKTY
HanpaBsaoTcs B Komurer I'ocymapctBenHoit J[ympl mo oOxpaHe 3ZOPOBBS
B TPUALATUAHEBHBIN CPOK CO OHSA MPUHATHA HacToAero [locTaHOBNEHUA.

3. Komutery I'ocynapctBenHoit Jlymbl 0 oxpaHe 340pOBbs AopaboTath
yKa3aHHBIi 3aKOHOMNPOEKT C Y4YeTOM I[IOCTYIHBIIHX I[IONPaBOK H BHECTH
ero Ha paccmoTpeHue I'ocynapcTBeHHoit JlyMBI BO BTOPOM YTEHUH.

4. Hacrosmee ITocTtaHoBNEeHMEe BCTYIIAeT B CHITY CO JHA €ro MPUHATHSL.

B.B.Bonoauu

MockBa
9 urona 2024 rona
Ne 6477-8 T /1



Brocutcs [IpaButenscrsoM
Poccuiickoii ®eaepanuu

| /1/6'33?#’4’ Tlpoekr
®EJEPAJBHBIN 3AKOH

O BHecenHH H3MeHEHHI B OTAeJAbHbIE 3aK0HORATEIbHBIE AKTHI
Poccuiickoii ®epepanun

Cratpa 1

Buectu B ®efepanbHbiii 3aKOH OT 2 sAHBaps 2000 roga Ne 29-@3
"O ©kayectBe U OGesomacHocTH mHIeBBIX mpoxykToB" (CobGpanue
3akoHoHaTesiscTBa Poccuifickoit ®epepauuu, 2000, Ne 2, cr. 150; 2006,
Nel, cr 10; 2011, Ne 30, c1. 4590, 4596; 2019, Ne 52, ct. 7765; 2020, Ne 9,
cT. 1139) cnegyronue U3MEHEHU:

1) B a63ane mepBoM MYHKTa 2 cTaTthu 3 cioBo "3ampemiaercs” 3aMEHHTh
clloBoM "3ampemmaioTcA", HOMOJIHUTH CJIOBAMH ", a Taloke pacIpOoCTpaHEHUE
uHpopMaIH, cofiepxalmel MpenoxeHus 0 po3HUYHONH TOProBie, B TOM YHCIIe
- HCTaHIUOHHBIM CIIOCO60M, GHOJIOrHYecKH aKTUBHBIMU J0OaBKaMHU";

2) CTaThIO 6 JOMOJNHUTE MIYHKTaMH 1' u 12 cnexyromero conepxanus:
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"1, IIpaBHTENLCTBO Pdccnﬁcxoﬁ Depepanyi YCTaHaBJIMBAET KPUTEPHH
KayecTBa OHONOTHYECKH aKTHBHBIX J00aBOK H CHIPHA JIA UX U3TOTOBJIEHMS B
3a3ﬁcn_moc'm OT CTeNeHy WX BIMAHMSA HA 3IOPOBEE YE/OBEK, A TAIOKE YCIOBH S
s obecnedeHus CoGMIOAEHMA TaKHX KPHTEpHEB, B TOM YHC/IE B OTHOMICHHH
OGUOIOTHYECKH aKTHBHBIX N06aBOK, MpOH3BEACHHEIX HA  TEPPUTOPHH
Poccuitckoit ®enepaiim.

12. TIpasurenscteo Poccuiickoid @efepauyu BOpaBe YCTaHABIMBATH
0COGEHHOCTH MpUMEHEHHA GHONOrMYeck: aKTHBHEIX N00aBOK Ha TepPHTOPHM
Poccuiickoii ®denepauud, OCOOEHHOCTH pErdCTpalMd TakKHX J06aBOK,
IPOH3BEACHHBIX 0TE4eCTBECHHBIMHU MIPOM3BOMUTENAMM. ", -

3) myskt 3 crateu 17 mocne CloB "MHIUEBBIX MPOAYKTOB AJIA MHTAHHS
Jetreit" MOMONMHUTH cnonéMH “" B TOM 4YuclIe OHMOJOrM4eCKH aKTHBHBIX
R006aBOK,";

4) nyHkt 4 crateu 18 mocne cOB "NMMIIEBHIX MPOXYKTOB" HOMONHUTH
clioBaMH ", B TOM YHCJIe OHOJIOrHYECKH aKTMBHBIX J00aBOK,";

5) rnaBy IV? monmonHutk crareeii 25’ CIEAYIOLIEr0 CONepIKaHMA:

"Cratea 25". OcoGenHOCTH oGecnedeHHs OTACTLHBIX KATEropHi
rpaxaan 6HoIoraYecKA AKTHBHBIME X00aBKAMHA

1. Memunusckne paGOTHAKH BOpaBe HAa3HAYATH OTZCNMBHEIM KATETOPHIM

rpaKnaH OHONOrMYeCKM aKTHBHEIE [HOGAaBKM, 3aperHCTPMpPOBAHHEIE M

i
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OTBeYalolye kKayecTsy U 0e30IMacHOCTH B COOTBETCTBHH C 3aKOHOAATENBCTBOM
Poccuiickoii denepanuu, B ciiydae HaNM4MA y TakuxX rpaxiaH MoKaszaHWH K
upnMcHenmo OUONOrMYEeCKH aKTUBHBIX A06aBOK M B COOTBETCTBHH CO CXeMaMU _
OpUMEHEHHA,  YCTAHOBJIEHHBIMM B  METOAHYECCKMX  PEKOMEHJHAIUAX,
YTBEPKIACHHBIX  (QefiepaMbHBIM = OpraHOM  HCIONHHTENBHOH  BiacTH,
OCYILIECTBILTIOIUM QYHKIMH IO Bmpa60Tt{e H pealu3alMy rOCyAapCcTBEHHOIR
AONMTUKE W  HOPMATHBHO-IIPAaBOBOMY  pery/luMpoBaHMI0O B  cdepe
3JpaBOOXpaHEHHUA.

2. Ilepeuens GHONOrHYECKH aKTMBHBIX JOGABOK H MepedyeHs 3abomneBanmuit
(cocrosHuit) B (akTOpOB pHCKa pasBuTHA 3aGosneBauuii (cocrofHuil), npu
KOTOPHIX MOTrYT OBITH Ha3sHAYeHBl OHOMOrHYeCKM aKTUBHBIC K0oGaBku,
YCTaHaB/IMBAIOTCA YIOTHOMOYEHHHM (eepasbHBIM opraﬁom HCIOIHUTENBHOM
BMACTH, OCYUISCTBIMOMMM ¢YHKIMH 0O BEpaboTke H  peanM3alluu
rOCYJapCTREHHOM MONMMTHKH M HOPMATHBHO-PABOBOMY PpEryIHPOBAHUIO B
cdepe 3apaBOOXpaHEHHUA.

3. Ha MEIUUMHCKUX PaGOTHMKOB MpH Ha3HAYeHHH MMM OHONOrM4ecKH
aKTHMBHBIX J00ABOK PacpOCTPaHMOTCA OrpaHUYEHMA, YCTAHOB/IECHHEIE YacThio 1
cratbit 74 DegepansHoro 3akoHa oT 21 Hos6ps 2011 roga Ne 323-@3 “06

OCHOBaX OXpPaHHI 3X0pOBBA rpakaaH B Poccutickoit denepatuu”.
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Cratea 2
- Hyskr 1 yactu 5 crateu 15 ®@enepanbHoro 3akona ot 27 urond 2006 roga
Ne 149-®3 "O6 unpopMauuu, HHPOPMAIMOHHEIX TEXHONOTHAX H O 3alLHTE
uHpopmauu" (CobpaHHe 3aKOHORATENILCTBA chcnﬁéxoﬁ ®Deqepanun, 2006,
Ne3l, cr. 3448; 2012, Ne 31, cr. 4328) ponojgHuTe HOANYHKTOM "H"
CIIEAYIOIIEr0 CONEpIKAHUA:
"H) uHdopMaluH, cofepikaiieit NpeAokKeHUEe O POHHUYHON TOProBie, B
TOM YHC/e AUCTAHIIMOHHBIM CIIOCO60M, GHONOrHYeCKH aKTHBHBIMH JoOaBKkamu,
PO3HMYHAA  TOProBNA  KOTOPHIME  3ampelieHa B  COOTBETCTBUH  C
3aKOHOJATENBCTROM. O KAYECTBE M GE30MaCHOCTH IMHMIEBBIX INPOXYKTOB (3a

HCKIIOYECHHEM NPOXYKLUH, YKa3aHHOH B NOMITYHKTe "e" HaCTOSIIEro MyHKTa);".

Ctates 3

Braectu B @epepanbhbiit 3akoH or 21 Hoabps 2011 roga
Ne 323-@3 "OG6 ocHOBax OXpaHBI 30poBbA rpaxaaH B Poccuiickoi Peaepanuu”
(Cobpanue 3axoHofatenbcra Poccuifckoit Memeparmu, 2011, Ne 48, cr. 6724;
2013 Ne 48, cr. 6165; 2017, Neo 50, ct. 7544; 2018, Ne 53, ct. 8415; 2021,
Ne _24, ct. 4188) cremyromue H3MEHEHHA:

1) cratsto 37 ROMOMHUTE 9acCThO 17 crieyromiero cofiepyKaHus:
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"17. Ilpu oka3saHuM rpakgaHaM MEAMIMHCKON MOMOWIM HOITYCKAeTCa
HasHaYCHHE MM MEOUUMHCKMMHK paGoTHUKAMH B IOpAAKE, YCTAHOBIEHHOM
‘ mncpajmnm_i OpraHom UCIIONHUTENBHON BAACTH, OCYIUECTBIAIOMEM tbyummu
no BEIpabOTKe M peanu3aluud ToCyJapCTBEHHON MOJMTHKA W HOPMATHUBHO-
IpaBOBOMY peEryIMpOBaHMIO B cdepe 3ApaBOOXpaHEHHUs, OHONOTHYECKH
aKTMBHBIX J06aBOK, 3apemcrpnponaaﬁbm H OTBEYAIOIIMX KAYECTBY M
6e30macHOCTH B COOTBETCTBMH C  3akoHozarenhcTBOM  Poccuifckoif
Depepari."; |

2) B 9actu 1 crateu 74:

a) MyHKT 1 mocne cioB "peaym3amueif JIEKapCTBEHHBIX IMpemaparos,”
IOOIMOMHHUTE CIOBaMH "OGHONOTHUYECKY aKTHBHEIX J0OaBOK,";

6) myHKT 2 moclie CJIOB "MalMEHTaM JieKapcTBEHHBIX npenapa'ron,"
JOMONHHUTH CIIOBAMU "6nonormecm aKTHBHBIX J00aBoOK,";

B) NOYHKT 3 mocine cjoB "oOpa3usl JeKapCTBEHHBIX npernaparos,"
JOMONHUTH CJIOBAMH "OHOJIOrMYECcKH aKTHBHAIX JOOABOK,";

r) OyHKT 4 Docie CJloB "JIeKapCTBeHHBIX Mpemaparax,’ HONOMHMTH

cioBaMH "GHoNOrHdecku aKTHBHBIX AoOaBKax,", Mmocie CJIOB “JIEeKapCTBEHHEBIX

Tpenaparos," KOHOIHHUTE CIOBAMH "GHONOrHYECKH aKTHBHEIX H00aBOK,",;
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6
3) nyukr 1 yactd 2 crare 87 AOMONHHUTE MOAMYHKTOM "K" CledyIolero
CofiepIKAHUSA:

"K) TpeGOBaHMi, YCTAHOBNEHHHIX YHONHOMOYEHHBIM (deXepalbHEIM
OpraHoM HCIOJHUTENBHON BJIACTH, CBA3aHHEIX C HasHaYEHUEM TIPaKAAHUHY
OHOTOrMYECKH aKTHBHBIX ,ﬁo6a301<;".

Cratea 4
1. I-Iajc'roxmr‘fi---»» ®efepalibHERE 3aKOH BCTYTaeT B CHIy ¢ 1 CeHTAOps

2024 ropa, 3a MCKIIIOYEHHEM IIyHKTa 3 cTaThi 3 Hactosidero dezepanbHOro

3aKOHaA.

2. ITynkT 3 crarbu 3 Hactosmero PeAepanbHOro 3aKOHa BCTYMAET B CHITY

¢ 1 maprta 2025 ropa.

IIpesugent
Poccuiickoit ®epepanuu
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MOSICHUTEJIBHASA 3AIINCKA

K HPOEKTYy qyenepanbnoro 3aKoHa
" BHeCEHHR H3MEHEHMI B 0TAeAbABIC 3AKOHOJATEAbABIE AKTHI
Poccuiicxoit ®egepanun"

IIpoext depepansHoro 3akona "O BHECEHUH HIMEHEHHIT B OT/AENBHbBIE
3akoHodareqbHble akTel Poccuiickoit ®Pepmepauuu" (namee - 3aKOHONMPOEKT)
pa3paboTaH B LieIX pacCIHPeHUS NpUMEeHEHHS OHONOTrHIeCKH aKTHBHEIX JO6aBOK I
OXpaHbl 3M0POBBA IpaXiaH W NMPOPHIAKTUKH Pa3BUTHA 3aGoneBaumil (cocTosHmit)
HTH HX OCJIOXHEHHIi, COBEpIICHCTBOBAHUA HOPMATHBHO-IIPABOBOr0 peryIMpOBaHHS B
9acTd oOpamieHus TakuX K06aBOK, HEAOMYIIEHHUS HA PHIHOK OHOJIOMMYECKH aKTHBHAIX
Ro0GaBoOK HeHaMIeXKaMero kav4ecTra.

3akoHOMpPOeKTOM npemnaraetca ponoaHaTe Pexepancaeiii 3akoH "O kavecTBe
H 6e30MacHOCTA OHINCBHIX MPOAYKTOB" MOJAOKEHHAMH O HOBBIX MONHOMOYHAX
IIpapurenectBa Poccmiickoit Pemepanun No YCTAaHOBJCHHIO KpUTEpHEeB KadecTBa
OHONOrHYEeCKH aKTHBHBIX JO6aBOK K CHIPHA JJIA UX U3TOTOBIEHHA B 3aBUCHMOCTH OT
CTeNeHH HX BIMAHMA Ha 3OPOBBE Ye0BEKa, a TAKKE YCIJIOBHH And HX obecreueHus, B
TOM 9MC]€ B OTHOIICHWM GHONOTMYeCKM aKTUBHBIX HNOOABOK, NPOM3BEJEHHEIX Ha
Tepputopun Poccuiickoit Pepepauuu, a Takke IO YCTaHOBJIEHHIO ocoGeHHOCTeit
npaAMeHeHHd OHONMOTHYECKM AaKTHBHBIX N006aBok Ha Tepputopmu Poccuiickoit
Qenepannn, 0COOEHHOCTH  pEerucTpalU¥ TAaKHX f00aBOK, MNpPOM3BENECHHBIX
OTeYeCTBEHHBIMA NPOH3BOJATEIIAMH.

CornacHo cratee 4 PegepansHoro 3akoHa "O kadecTBe H 6Ge3omacHOCTH
MHIIEBBIX MNPONYKTOB' KAa4eCTBO W  6e30HacHOCTh MHIIEBHX MpPOXYKTOB
obecriequBalOTCs MepaMH, B 9YHCIe KOTOPHX OIpefgefcHHe (PHUIHMKO-XMMHICCKHX,
OpraHoONENTUIECKUX, MUKPOOHOIOTHIeCKUX H HHBIX ITOKa3areNeit, XapakTepu3yIomHx
CBO#iCTBa MHMIIEBEIX MPOAYKTOB, YCTAHOBJCHHE KpPHTEpHeB HX HACHTHOUKAIMH, a
Taloke HOPMHpOBaHHEe obecredeHHs MUTaHMEM B 3aBHCHMOCTM OT BO3pacTHOH
KaTeropud JHll, HX cbnauonormecmx nmotpe6HOCTEl, COCTOAHMA 3H0POBbA,
nokasateiell KauecTBa MUIIEBEIX IPOYKTOB. A

IIpu 3TOM cormacHo crarbe | Qenepmnoro sakoHa "O tcaqec'me "
6e30macHOCTH MHIIEBHIX MPOAYKTOBR" Ka4eCTBO MUINEBLIX NPOXYKTOB - COBOKYMHOCTH
XapaKTepHCTHK 6e30macHBIX MNHUIMEBHIX MPOAYKTOB, OTBEYAIOIIHX TpeGoBaHHAM,
YCTaHOBNEHHEIM B COOTBETCTBHH C 3a1cono;[arenscmou Poccuiickoit Depepanun,
YCHOBHSM JoroBopa, ofpasify, HOKYMEHTaM MO CTaHZ2DTH3ALME, TEXHEYSCKOH
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HAOKyMEHTAIIMH, ONMpPEAEIAOMHM HX MOTPEeOUTENECKHE CBORCTBA, MUIIEBYIO HEHHOCTS,
ayTEHTHYHOCTh, COPTHOCTh (KANWOp, KaTeropuwio ¥ HHOE), H YHOBIETBOPAIOIIHX
¢usHoTOruIecKue NOTPeGHOCTH desioBeKa.
| OnHoBpemeHHO — ClieAyeT oTMeTHTh, 4Tre  Texuudeckut  peraaMesnT
TamoeHHOTO cofo3a "O 6e30macHoCTd NULeBoil npoxyximu" (TP TC 021/2011) se
COJepKUT TpeGOoBaHHit K Ka4eCTBy OMONOTHYECKH aKTHBHEIX HOGaBOK M Kacaercs
JMmb BOMPOCOB HX 06€30MacHOCTH. 3aKOHONPOEKT, HpeAmolaras YCTaHOBJICHHE
KpHTEpHEB KadyecTBa OMONOrMYEecKd aKTHBHBIX A00aBOK, He OrpaHHIMBaeT HX
ofpameHHe W He CTaBHT oOOpameHue OHONOrMYECKH AaKTHBHBIX JXO06aBOK B
3aBHCHMOCTH OT NAHHHIX KpUTepHeB. TakuMm 00pa3oM, MONOKEHUd, IPOTHBOpEYaNIHe
tpeboBarmam TP TC 021/2011 B 3akoHOIMpOEKTe OTCYTCTBYIOT.
Kpome TOro, 3akOHOMPOEKTOM HpeiaraeTcs JONoNHuTs PDefepanbHblil 3aK0H
"O xagecTBe H 6e30MaCHOCTH MUMIEBHIX MPOAYKTOB" cTaTheil 25.7, ycTaHaBMBaromelk
0COGEHHOCTH oObecrmedeHHs OTAENBHEIX KATErOpHil TIpakmaH GHONOrHYecKH
AKTHBHBIME R0GaBKaMH, COTNacHO KOTOpoi MeJMIMHCKHE pPaGOTHHKM BHpaBe
HasHaqaTh OTAEIBLHEIM KATETOPHAM rpaxiaH OGHONOrM4ecKH aKTHBHBIE NOOGaBKH B
Cydae HAIMYHA Yy TaKMX [paxXJaH [OKa3aHWii K NpHMEHEHMIO OHmoIorudecKd
aKTHBHBIX N00aBOK M B COOTBETCTBHHE CO CXeMaMH MPHMEHEHHA, YCTaHOBICHHLIMHU B
METONMMECKHX  peKOMEHJALWAX, YTBepKACHHEIX  (edepalbHBIM  OpraHoM
MCHOMHHUTENBHOM BIACTH, OCYIIECTRIAOMMM (YHKIHMK MO BRIPaboTKe U peann3anumn
FOCyAapCTBEHHOR MNOJMTHKA M HOPMAaTHBHO-MPAaBOBOMY peryiMpoBaHMIO B cdepe
3fpaBooxpaneHus. [Ipu STOM mnepedeHp OHONOrHYESCKH AaKTHBHBIX HO0aBOK H
NepedeHs 3aboneBanuit (cocrosHmit) U ¢akTopoB pHCka pa3sBHTHA 3aGonepaHuit
(cocrosHMit), mpH KOTOPEIX MOTyT OBITH Ha3HAYCHHI OHUONOrWYecKH aKTHBHEIE
Ro6aBKH,  YCTaHaBIMBAIOTCA  YINOJNHOMOYEHHBIM  (QefepalibHEIM  OpraHoM

C CTBJIAIOINHM HHA [0 BB_IL&GOTKC H peann3annu

rocyJapCTBEeHHO#H MONMUTHKH M HOPMATHBHO-MPaBOBOMY peryMHMpoBaHHIO B cdepe
3/[paBOOXPAHEHHS A |

JarHas HopMa BKUTIOYEHA B 3aKOHOMPOEKT MO aHAJNOTHM C yxe MMEIOMUMHC
HopMaMH yKasaHHoro dejepaqpHOro 3akoHa, B TOM 9HCJIE 0 aHANOTHH CO CTaThel
25.4. "OcobeHHOCTH Ka4eCTBEHHOro, 6e30macHOro 4 3X0pOBOro MUTaHMA [TAHEHTOB
MEIUIMHCKUX OpraHu3ammii”.

CTpyKTypa peryiupoBaHHA GHONOTMYECKH AKTHBHBIX N0GAaBOK NpeIaraercs
IO aHANOTHH CO CTPYKTYpOil perynupoBaHMs JIEKapCTBEHHBIX MpenaparoB H
MeIHIMHCKUX M3/eNHil, B OTHOIIeHUH KoTophix ¢ 2020 rosa aefAicTBYIOT 0CO6EHHOCTH
WX peracrpamuy H ofpameHHs, a TaKke OCOOCHHOCTH BCTYILIEHH: B CHIY
HOPMATHUBHBIX [IPABOBBIX aKTOB, IPUHATEIX B paMKaX HX HCIOIHECHHS.
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VKa3aHHbIe HOPMEI BKIIIOYEHE! B 3aKOHOMPOEKT B LENAX COXPaHEHHUs 3[0POBb
rpaxiaH, HefOMyIIeHAS G6ECKOHTPONBHOrO MpUMEHEHUA rpaXAaHaMU OHONOTHIECKH
aKTHBHBIX JO0ABOK, TaK KaKk 6eCKOHTPOJIbHOe MpUMeHEHMe GHONOrn4ecKs aKTHBHBIX
D06aBOK B OTCYTCTBHH Ha3HaYeHHUH MeHIMHCKOrO paboTHHKA, CHOPMHPOBAHHEIX C
'y9eTOM TOKasaHH# K [pPUMEHEHHIO W YCTAHOBJCHHBIX CXEMaMH [pHema,
yTBEp)KASHHBIMHU benepansHBIM OpraHoM HCIONHATENBHOR BIIACTH,
ocymecTBIMOMUM (YHKIHM 1O BBIpaGoTke M peanu3allid [OCYHapCTBEHHOMR
NONHTHKA M HOPMATHBHO-IIPaBOBOMY PEryNMpOBaHHIO B cepe 3ApaBOOXpaHEHUS B
METOAHIECKHX PeKOMEHJALUAX, MOXeT MpHBECTH K MPHYMHEHHIO BpeAa 3XO0POBBIO
rpaxiaH.

‘ BMmecte ¢ TeM, ipUMeHeAREe GHONMOrMYeCKH aKTHBHBIX 100aBOK MO OKa3aHHSIM

M 1Oj KOHTpOJNeM MEIHUHHCKHX pabOTHHKOB B MENOM MNpHBENET K YBEIWICHWIO
phIHKA TaKoif MpPOXYKIMHM, B MEPBYIO O4epeAb, OTCHECTBEHHOTO IPOHM3IBOACTBA C
y9IeTOM [IAHHUPYEMBIX OCOGEHHOCTeH, YMpOINAMHX HpHMeHEHHe OHoNOoruYecKd
AKTUBHBEIX J06aBOK, 3aperHCTPUPOBAHHEIX B COOTBETCTBHH C  TpeGoBaHHAMH
POCCHIICKOTr0 3aKOHOJATENBCTBA K ITHINEBO! PO IyKIHH.

3akoHOMpOeKTOM MpeAsiaraerTcs pacHpOCTPaHHTh OrpaHUJYEeHHs, CBA3aHHBIE C
3alperoM Ha HUCHONb30BaHHE IIPOJOBONBECTBEHHOrO CHIphi, H3COTOBIEHHOTO C
HCIONB30BaHUEM KOPMOBEIX HOGABOK, CTHMYJIITOPOB POCTA JKUBOTHBIX (B TOM 4HCie
POPMOHANBHBIX MpemapaToB), OTHENBHBIX BHAOB JICKapPCTBEHHBIX  CpPEACTB,
IECTHLMAOB, arPOXUMHMKATOB M APYTHX OMACHBIX M1 3XOPOBbS YENOBEKA BEIIECTB H
coeqMHEeHHH, MpPH M3TOTOBICHHH OHONOTHIECKM AaKTHBHBIX H06aBOK. Bsemenue
JaHHO# HOPMEI MO3BOMUT 00€CHEIMThH peanu3aliuio 9acTh 4 crated 17 PenepanbHoro
3akoHa "O KadecTBe M 0e30MaCHOCTH MHUIIEBRIX MPOXYKTOB" O TOM, YTO MHINEBEHIS
Ro6aBKH, HCHOMb3yeMble MPH H3TOTOB/ICHHM MUINEBHIX MPONYKTOB, H GHONIOrHYECKH
aKTUBHBIE 106aBKH He HOJ/DKHBI IPHYHHATE Bpe) )KU3HHU H 3X0POBLIO Y€jIOBEKa.

Kpome Toro, maHHad HOpMa BKJIIOYeHa B 3aKOHOMPOEKT B COOTBETCTBHH C
gacThio | myHkTa 1 cratei 29 Jlorosopa o EBpasHiicKOM 3KOHOMHIECKOM COI03e OT
29 mas 2014 roga, COrNIacHO KOTOPO# roCyAapcTBa - *LICHEI BO B3aMMHO#N TOproBie
TOBapaMH BOpaBe NpPUMEHATh OrpaHudeHus (TMPH YCJIOBHH, YTO TaKkHe Mephl He
ABJIAIOTCA CPEIACTBOM HEONpaBNAHHONK TUCKPUMUHANUH HIIH CKPHITHIM OrpaHHICHHEM
TOProBIH) B CITydae, €CIM TaKHe OrpaHHIeHHs HEOOXONHUMEI [T OXPAHBI KHU3HU H
30pOBbA YenoBeka. [To OCHOBaHMAM, yKa3aHHHIM B IYHKTe | AaHHOH cTaThH, 060pOT
OTAENBHBIX KaTeropHit TOBapoB MOXKeT OBITH OrpaHUYeH.

3aKOHOMPOEKTOM HpeIaraeTcs AOMOMHHETE CTAThO 15.1 MefepanbHOro 3akoHa
"06 uHdopMamuy, HHOOPMALHOHHBIX TEXHOJNOTHAX M O 3amuTe HHbopMauu"
ONOXEHUEM, YCTAHABMMBAIOMKUM BHeceHHe B "EmuHbIi peecTp AOMEHHBIX HMCH,
yKasaTenell cTpaHull caiiToB B cer: "UnTepHeT" M CETEBEIX aApecOB, MO3BOJAIOIIHX

0546161-Y1-2023 (16.0)

; I

! i | 1

; | |

i H bl \

! ! ! ! .



uneHtuduipposars calitel B cern "UntepHer", comepxkalnue HHPOpMAaIHIO,
' pacmpocTpatenue koTopoit B Poccuifckoit ®egepaiuu 3anpeiteHo" (nanee - Peecrp)
uHopMaLun, cofepxamed MpeUIoKeHHEe O PO3HUYHOH TOProBlie, B TOM 9HCIe
OUCTAHIMOHHBIM CIIOCO00M, GHONOrHYEeCKH aKTHBHBIX JOOABOK, PO3HHYHAA TOProBIA
. KOTOpPBIMM 3allpellieHa B COOTBETCTBHM C 3aKOHONATENBCTBOM O KayecTBe K
6€30MacHOCTH MUIMEBHIX MPOXYKTOB.

JauHoe moONOKEHHE  HANpaBeHO Ha  OCYUIECTBACHHE  BBOXMMOrO
3aKOHONPOEKTOM B MYHKT 2 cTathu 3 @enepambHoro 3akoHa "O kadecTBe H
6e30MacHOCTH NHIIEBBIX MPOAYKTOB" IONOXEHHA O 3ampere Ha pPaclpoCTpaHeHHE
HHEGOpPMAIMK, COREpXalleill MpeNNokeHHs O pO3HHIHON TOProBiAe, B TOM YHCIE
JUCTaHIMOHHBIM CIIOCO60M, OHONMOrHYeCKH aKTHBHBEIME K00aBKaMH.

BBenenne yka3aHHOTO peryJjMpoBaHHS HaMpaBleHO Ha CO3J]aHHE MEXaHH3Ma
OINEpPaTUBHOrO MPHHATHA Mep B OTHOMEHHWH OHONOTMIECKH AKTHUBHBIX X06aBOK, He
fpoleINMX MpOUEAYPH OLEHKH COOTBETCTBHA TpeOOBaHMAM TEXHHYECKOro
pernamenta TamoxerHoro Coroza "O 6esomacHOCTH MHINEBOH MPOXYKIHH"
(TP TC 021/2011), a Taxke Ha ucnonHeHHe 0b6a3arenscTs Poccmiickoli ®enepamuu,
YCTaHOBNCHHHIX 9acThio 2 cTath 53 Jlororopa o EBpasdiickoM 3KOHOMHYECKOM
corose oT 29 mMas 2014 r., B 9aCTH HaxoxAeHHS B oOpaleHnH MHINEBOH MPORYKIMH,
OTRedaomleii TpeOOBAaHHAM TEXHHYECKMX periiaMeHToB Col03a, HE3aBHCHMO OT
cnoco6a peann3aBy Takoi MPOXYKIUH,

IIpy 3TOM [aHHOE MONOXEHWE HE PACHPOCTPaHieTCd HA AIKOrONBHYIO
IIPOAYKIHIO M CHHPTOCOACPKAIIYIO MHALIEBYIO MPOAYKIMIO, B OTHOIIEHHH KOTOPOH
aHANOTHMYHOEe NOJIOXEeHHe Yyxe 3akpemneHo PegeparbHbiM 3akoHOM "06
uHopMauH, MHPOPMAIMOHHEIX TEXHONOTHAX H O 3aluTe HHPOPMaIHH".

BrisBiteHne ykasaHHO® B  3aKOHONMpOoeKTe MHQPOpMALMH, comepkalmeit
npeanokeHHe O pO3HHYHOH TOProBie, B TOM YHC]ie AMCTAHIMOHHBIM CIocoboM,
OGHONOrAYecKy aKTHBHBIX JOGABOK, pO3HUYHAA TOProBis KOTOPBIMH OTpaHHYIeHA HIIH
3anpemieHa B COOTBETCTBHH C 3aKOHOAATENLCTBOM O KkadecTBe M GesomacHocTH
[UINEBEIX NPOAYKTOB, C MENBI0 NPHHATHA pelieHHd, Ha OCHOBaHHHM KOTOpPOTo
CBeJleHMs BKIIo4aloTCs B Peectp, Gyaer ocymectenars PocnorpebHansop B npeaenax
YCTaHOBICHHOH IOTAaTHOH YHCICHHOCTH pa6omnxoa, a Take OIOMKETHBIX
acCHrHOBaHHIf, mpeXycMOTpeHHEIX Pocmorpe6Hagsopy B ¢emepaibioM Gromkere Ha
PYKOBOACTBO U YTIpaBJIeHHAE B Cepe yCcTaHOBIIEHHBIX QYHKIMIA.

3aKOHOMPOEKTOM TAKXKE YCTAaHaBJHBaeTCA, UTO K MpeAMeTy (emepanbHOro
rOCyAapCTBEHHOro KOHTpoNi (HaI30pa) KadecTBa M 6e30mMaCHOCTH MEXHIMHCKOH
OeATeNbHOCTH B 49acTH COOMIOJEHHA MEOUIMHCKMMH M HHBIMH OpraHH3alUsMHU
(B TOM 9HCIE MeIMIMHCKAMHE H HHBIMH paboTHAKaMH), 00643aTENBHEIX TpeboBaHuit
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B cdepe oxpaHel 3XOpOBBA, OTHOCHTCA HCHONHEHUWEe TpeOOBaHMH, CBA3aHHEIX
¢ HasHaYeHUEeM IPaXIAHUHY OMONOruIecky aKTHBHBIX FOOaBOK.

Peanuzaius  3akOHONPOEKTa He MOBJNEYeT HEraTHMBHBIX  COMANbHO-
SKOHOMUIECKUX, (HHAHCOBBIX Y HHBIX HOCNEACTBMA U HE OKAKET BIMAHUS
Ha JOCTHXeHHe HeNell rocynapCcTReHHBIX mporpamM Poccaitckoit enepamun.

3aKOHOHPOGKT He MpPOTHBOpeyHT nonokenuaM J[lorosopa o Erpasuiickom
9KOHOMHYECKOM coro3e oT 29 mas 2014 roma, a Takke MONMOXEHUSIM HHBIX
MeXAyHapogHBIX HorosopoB Poccuiickoit Penepanun.
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PUHAHCOBO-9KOHOMHMYECKOE OBOCHOBAHHUE

K npoexty degepanbuoro 3axona 'O BHecenun H3MeHennil B oTAeAbHBIE
3aKoHoAaTe/bHble akThl Poccuiickoii Meaepanun"

 Peaym3amus [MOMOXKEHHH, MpeXyCMOTPEHHBIX MpPOEKTOM (eAepalbHOro
3akoHa “OQ BHeCeHUR WH3MEHeHH#l B OTAeNbHBIE 3aKOHOHATENbHBIE aKTHI
Poccuiickoit ®epepannu", He mnorpebyeT HOMONHUTENABHEIX pPacXOXOB H3
COOTBETCTBYIOMMX GI0fkeToB Or0MkeTHOM cucreMsl Poccriickoit @enepanuu.



NEPEYEHD

¢genepanbBbiX 3aKOHOB, HOAJIEKAIHX NPAIHAHKIO YTPATHBIUHMHE CHJY,
NPHOCTAHOBJ/ICHHIO, H3IMEHEHHIO H/IH NIPAAATHIO B CBA3M ¢ NPANATHEM
®epepanbioro 3akona "' BHeceHHH H3MeHeHHi B OTAe/IbHBIE
3aKoHoAaTeNbHbIE akThi Poccniickoii Pegepannn"

[Mpunstue PepepansHoro 3akoHa "O BHeceHHMM HIMEHEHHH B OTAENBHEIE
3aKOHOZaTeNbHEle akThl Poccuiickoit degepamuu” He noTpebyeT NpH3HAHHA
YTPaTHBIIMMM CHIy, NpPHOCTAHOBNEHUSA, HIMEHEHMS WIH MNPHHATHA JPYTHX
¢denepaibHBIX 3aKOHOB.
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