I'ocynapctBeHHas [yma denepanbHOro
Cobpanus Poccuiickoit enepaim

LI

TocynapcrBerHas Jyma OC PO
Hata 31.05.2024 20:54
« 31 » Mas 2024 T. . Ne638771-8; 1.1

Ne AI'-1112-16380

MOCKBA

INNPABUTEJBCTBO
POCCHUCKOH ®EIEPAIIAA

O BHeceHUH ITpoeKTa (peepaTIbsHOro
3akoHa "O BHECEHMH M3MECHCHUM B
OTHCIBHBIE 3aKOHOIATENIFHbIE aKThI
Poccuiickoit Oenepammn”

B coorBerctBuu co cratbedt 104 Konctutymum Poccuiickoit ®epepanun
IIpaButenscTBO Poccuiickoit denepaniuu BHOCUT Ha pacCMOTpeHHe I'ocy1apcTBEHHOR
Hymel ®@enepansHoro Cobpanus Poccuiickoit ®enmepauyu mpoekt ¢enepalbHOro
3akoHa "O BHECEHHH H3MCHCHUH B OTIEIBHBIE 3aKOHOIATENBbHBIC aKThl Poccuiickoil
®enepanuu’.

[

Texct npoexra denepanrpsHOro 3aKoHa Ha 6 J1.

2. TlosicHUTENBbHAS 3alIUCKA K IPOEKTY (ellepalbHOro 3aKoHa
Ha 5 1.

3. OUHaHCOBO-3KOHOMHYIECKOE 000CHOBaHHE K IPOEKTY
¢denepanbHOro 3aK0Ha Ha 1 1.

4. TlepeueHb QenepanbHBIX 3aKOHOB, IOIEKAIIUX IIPHU3HAHUIO
YTPaTHBLINMH CHILY, IPHOCTaHOBIICHHIO, H3MCHEHHIO WM
IPUHATHIO B CBA3H C IPUHATHEM (elepalbHOr0 3aKOHa
Ha | 7.

5. Ilepeuenb HOpPMATHUBHBIX IIPaBOBBIX akTOB IIpe3uneHTa

Poccuiickon ®Penepanuy, IIpasurenscrea Pocecuiickon

®enepanun ¥ GpenepaNsHbIX OPraHOB HCIOJIHUTEILHOM

BIIACTH, MOJUIEKAINNX IPU3HAHUIO YTPATUBIIUMH CHILY,

IPHOCTAHOBICHUIO, H3MEHEHHUIO WIH [IPUHATHIO B CBA3H
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c mpuHATHEM (eepanbHOro 3aKoHa Ha 7 J1.

6. Pacnopsbxenne IIpasurensctBa Poccniickoit denepanuu o
HazHaYCHHUH OGHUIHAILHOrO NpescTaButens [IpaBuTenscTBa
Poccuiickoit @enepanyu 1o JaHHOMY BOIIpocy Ha 1 L.

3amecturens lIpencenarens n.u ACKYMEHT HOATHCAH
IpasurenscTra Poccuiickoit Meneparti - T oHOR MoATHER
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Brocurcs IIpasutenscTBoM
Poccuiickoit @enepauuu

/[/6'359#%’00 [Ipoext

®EJIEPAJIBHBIN 3AKOH

O BHecenHH H3MeHEHNH B OTJeJbHbIE 3aKOHOAATEIbHbIE AKThI
Poccniickoii @enepanun

Crarpa 1

Brectu B ®egepanbHbiii 3akoH oT 2 sHBapa 2000 roma Ne 29-03
"O kayectBe u Oe3onmacHocTH nUIIEBBIX nponaykroB"  (CoGpanue
3akoHogarenbcTBa Poccuiickoil ®Depeparuu, 2000, Ne 2, cr. 150; 2006,
Ne 1, ;:T. 10; 2011, Ne 30, ct. 4590, 4596; 2019, Ne 52, ct. 7765; 2020, Ne 9,
cT. 1139) cneayromue u3MeHEHHUS:

1) B ab3ane mepBoM IIyHKTa 2 cTaThbd 3 CJIOBO "3ampernaeTcs” 3aMeHHTH

CIIOBOM "3ampelarorcs”, DONONHUTH CJIOBAaMH ", a TaKXkKe pacIpOCTpaHEHHeE
uHbopMaluy, coaepxalieii NpeIoKeHUs 0 PO3HUYHON TOPIOBJIE, B TOM YHCIE

JUCTaHLIMOHHBIM CTIOCOO0M, OMOJIOrHYeCKH aKTHBHEIMH JoOaBKaMu'";

2) cTatbio 6 JomonHMTE yHKTaMH 1' 1 12 crenyromero COLEPXKaHUA:
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"1!. IIpaBuTenscTBo Poccumiickoit Peepanyiyi yCTAHABIMBAET KPHTEPHH
KayecTBa OMOJIOTMYECKH aKTHBHBIX J00OABOK U CBHIphs AJI1 MX U3rOTOBJICHHUS B
3aBHCHMOCTH OT CTEIIEHH HX BIIMSHHA Ha 3J0pOBbE YEJIOBEKA, a TAKXKE YCIIOBHS
Juis obecriedeHusi cOOMIOIEHN TaKUX KPUTEPHUEB, B TOM YHUCJIE B OTHOLIECHUH
OMOJIOTHYECKH AaKTHBHBEIX HO0aBOK, IIPOMU3BEIEHHBIX Ha TEPpPUTOPUHU
Poccuiickoit @enepanuu.

12. TipaButemsctBO Poccmiickoif ®emepanmu BIpaBe yCTAaHABJIHMBATH
0COOEHHOCTH NPUMEHEHUS OHOJOrMYecKH aKTUBHEIX N00ABOK Ha TEPPUTOPHHU
Poccuiickoit ®enepanuy, OCOOEHHOCTH pETHCTpallUd TaKuX J00aBoK,
IIPOU3BEACHHBIX OTEYECTBEHHBIMH IIPOU3BOIUTEIIMU. ";

3) myHkT 3 ctaThu 17 mocne CJIOB "MHUIIEBBIX HPOAYKTOB JUIS ITMTaHHA
IeTel" MOIOJHHUTH CJOBaMH ", B TOM 4YMcClie OHOJIOTMYECKH aKTUBHBIX
006aBoK,";

4) nyBkxT 4 crathu 18 mocie ciOB "DHIIEBHIX MPOAYKTOB" JIOMOJIHHTEH
CJIOBaMH ", B TOM 4HCJie OMOJIOTHYECKH aKTHBHEBIX H00aBOK,";

2 .
5) rmaBy IV nomonmBHTE cTaThell 25 CleAyomero COJICPIKaAHUA:

7 b
"Cratba 25°. OcobGennocTH 00ecnevenns1 OTAeIbHBIX KaTeropHii
rpaxaaf OMoOrH4ecKH AKTABHBIMHA X00aBKaMu

1. MemuuuHCKHE pabOTHHKM BIpaBe Ha3HA4YaTh OTJENBHBIM KaTerOpHsIM

rpaxiaan OHOJIOTHYECKH aKTHUBHEIE 1[06an14, 3apCTUCTPUPOBAHHBIC
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OTBEYalOI1e Ka4ecTBY U 0OE30MaCHOCTH B COOTBETCTBUH C 3aKOHOIATEIIHCTBOM
Poccmitckoit ®enepanuu, B ciydae HaNW4Us y TaKUX I'paXAaH IOKa3aHHHA K
IPHMEHEHUIO OHONOrMYeCKH aKTUBHBIX JOOABOK U B COOTBETCTBHH CO CXEMaMHU
IPUMEHEHHs, YCTAaHOBJIEHHRIMH B  METOAMYECKMX  pPEKOMEHIalUsX,
VTBEPXKICHHBIX  (QedepalbHBIM  OpPraHOM  MCIOJHUTENbHOH  BJACTH,
OCYIIECTBILIONIMM (QYHKIIUM 1O BHIpabOTKE M peaim3aliyl rocyJapCTBEHHOM
IOJUTAKM W  HOPMAaTHBHO-IIPAaBOBOMY  PpEryJIUPOBaHHIO B  cdepe
3IpaBOOXpaHEHUS.

2. Ilepeyenr 6HMONIOrHYECKH aKTUBHEIX JOOABOK U IepedyeHb 3a0oseBaHui
(cocrosiHmit) M (QakTOpOB pHCKa pPa3BUTHUA 3abosieBaHMM (COCTOSHMIA), IIpH
KOTOPBIX MOIYT OBITh Ha3HAa4YeHBl OHONOrMYEecKH aKTHBHBEIE J00aBKH,
YCTaHaBJIMUBAIOTCSA YIIOJTHOMOYEHHEIM (elepajbHBIM OpraHOM HCIOJIHHUTEBHOM
BIACTH, OCYIIECTBIAIOMMM (GYHKIMH 10 BHpaboTke H  peaH3aiud
rOoCyJapCTBEHHOM IOJUTUKY K HOPMATHBHO-IIPABOBOMY DPETyIUPOBAaHHIO B
cepe 3ApaBOOXpaHEHUS.

3. Ha MemuuuHCKUX pabGOTHUKOB IIpH Ha3HAYEHHH MMM OHOJIOI'MYECKH
aKTUBHEBIX OOABOK pacIpOCTPaHSAIOTCS OrpaHUYEHHS, YCTaHOBJICHHEIE YacThIO 1
crarbl 74 ®@enepalbHOro 3akoHa oT 21 HoA6ps 2011 roma Ne 323-®3 "O6

OCHOBaXx OXpaHkbI 3J0pOBbs rpaxkiaH B Poccuiickoit ®enepanun”.
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CraTbs 2

IIyekT 1 actu 5 cratbu 15" ®enepansHoro 3akona ot 27 mons 2006 roxa
Ne 149-03 "O6 undopmanuy, UHPOPMALMOHHBIX TEXHOJIOTHSAX H O 3alllUTe
napopmanun" (Cobpanue 3akoHopatenscTBa Poccuiickoit ®enepanuu, 20006,
Ne 31, cr. 3448; 2012, Ne 31, cr. 4328) nmONONHHUTH NONIYHKTOM '"H"
CIIEIYIOILETO CONepKaHus:

"H) UHQOpMAIIMHU, ColepXkallel NpeasioxKeHHe O PO3HUYHOI TOProBile, B
TOM YHCJI€ TUCTAaHIIMOHHBIM clocoO0M, 6HMOIOrn4ecky akKTUBHEIMH JOOaBKaMH,
PO3HMYHAsE TOPrOBJII  KOTOPHIMH  3ampelieHa B  COOTBEICTBHH  C
3aKOHOJIATEJIbCTBOM O KadecTBE W OE30IIaCHOCTH IHINEBHIX INPOAYKTOB (32

HCKJFOYEHUEM IIPOTYKLIMH, YKa3aHHO! B OAIIYHKTE "e" HAaCTOSIIEro myHKTa);".
Cratps 3
Buectu B @ezepanbHpli  3akoH oT 21  Hosbps 2011 roxa
Ne 323-®3 "O6 ocHOBax 0xpaHBI 310pOBbs IrpaxaH B Poccuiickoit @exepamun”
(Cobpanne 3axoHoaarenscTBa Poccmitckoit @enepamuu, 2011, Ne 48, cr. 6724;
2013 Ne 48, ct. 6165; 2017, Ne 50, ct. 7544; 2018, Ne 53, cr. 8415; 2021,

Ne 24, ct. 4188) cienyromue n3MEHEHHUS:

1) ctarbio 37 HONOMHUTE YacThiO 17 ClIeQyIOMero CoMepKaHus:
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"17. Ilpu oKa3aHUM TIpaxJaHaM MEIUIUHCKONH IIOMOIIM JOITyCKaeTcs
Ha3HAYECHHE MM MEIUIMHCKMMH paboTHHKaMHU B IHOPAIKE, YCTaHOBJICHHOM
¢eneparbEBIM OPraHOM HCIIOJHUTEIFHON BIIACTH, OCYIECTBISIOMNM (QyHKIUH
o BHIpabOTKE M pealu3alldil TOCyJapCTBEHHONH IIOMMTUKA U HOPMAaTHUBHO-
IIpaBOBOMY PEryJIMPOBaHUIO B cdepe 3ApaBOOXpaHEHUS, OHOIOrHYECKU
aKTUBHBIX J00aBOK, B3apeTrMCTPUPOBAHHBIX M OTBEYAIOUIMX KadeCTBY M
0e30IIaCHOCTH B COOTBETCTBHM C  3aKOHOJATeJbCTBOM  Poccuiickoii
Depepanuu.";

2) Buactu 1 crarbu 74:

a) myHKT | mocne cioB "peanuszanued JIEKapCTBEHHBIX IIpenaparos,"
JIOIOJIHHTE CJIOBaMH "OMOJIOrHYeCKH aKTHBHBIX 100aBOK,";

6) ImyHKT 2 mocie CcIOB 'MamueHTaM JIeKapCTBEHHBIX IIpenapaTos,”
JIOIIOJIHHTD CJIOBaMH "OHOJIOrHYEeCKH aKTHBHEBIX J100aBOK,";

B) NyHKT 3 mocie cioB "oOpaslpl JIeKapcTBEHHBIX IIpernapaTos,”
JIOIIOJIHUTE CJIOBaMH "OHOJIOIrMYECKH aKTHBHBIX J0OaBOK,';

I) IOyHKT 4 1ocie CcJOB 'JIEKapCTBEHHBIX Ipenaparax,” JOIOJHHTH
CJIOBaMH "OMOJIOrMYECKH aKTUBHBIX JoOaBKax,", IOCIE CIIOB "JIEKapCTBEHHBIX

IIpernapaToB,” JOIOJHUTH CJIOBaMM "OHOJIOrHYECKH aKTUBHEIX J00aBOK,";
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6
3) nyskr 1 4actd 2 ctarb 87 JONOMHUTEH MOAIMYHKTOM "K" CIEIYIOIIETO
COJIEPXKaHUA:

"K) TpeOGOBaHMH, YCTAaHOBJCHHHEIX YIOJHOMOYEHHEIM (QenepalbHEIM
OpraHOM MHCIIOJIHUTEJIBHOU BIIACTH, CBS3aHHBIX C Ha3HAYEHUEM TIpaxJaHUHY
OMOIOrMYecKy aKTHBHEBIX 100aBoK;"

CraTna 4

1. Hacrosmuit ®enepalibHBIi 3aKOH BCTYNAaeT B CUIY C 1 CeHTAOpA
2024 ropa, 3a UCKIIOYEHUEM IyHKTa 3 cTaThd 3 Hacrosmiero degeparibHOro
3aKOHa.

2. Ilynkt 3 crateu 3 Hactosmero denepanbHOro 3aKOHA BCTYIIAET B CHITY

¢ 1 mapra 2025 ropa.

[Ipe3naeHT
Poccuiickoit @enepanuu
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IO CHUTEJBHASA 3AIIMCKA

K IpoeKTy PpelepaibHOro 3aK0Ha
"O BHeCeHHH U3MEHEHHH B OTHE/JbHBIC 32aKOHOAATEbLHBIE AKThI
Poccniickoii ®enepanun'

IIpoext ¢enepanpHOoro 3axkoHa "O BHeCEHMHM H3MEHEHHH B OTHENbHBIE
3aKOHOHAaTeIbHble aKThl Poccumiickoit @epepanun" (mamee - 3aKOHOIPOEKT)
pa3paboTaH B LIeJIIX pacIIMpEeHUs IpUMEHEeHNs OHOJIOrHIecKy aKTUBHBIX 100aBOK I
OXpaHbl 3HOPOBBS I'paxKaH H IPOPHIIAKTHKHA pa3BHTUA 3aboyieBaHHM (COCTOSHMIA)
WIH UX OCJIOKHEHHH, COBepPIIEHCTBOBaHN HOPMAaTHBHO-IIPABOBOTO PETYJIHPOBAHHUS B
qacTH oOpaleHus Takux H00aBOK, HEAOIYIIEHUs Ha PHIHOK OMOJIOrHYeCKH aKTHBHBIX
n00aBOK HeHaIexXalero KadecTna.

3aKOHOIIPOEKTOM Iipeiiaraercs AonoidHuTs PenepanpHelit 3akoH "O kadecTBe
H 0e30IaCHOCTH IHMINEBHIX IPOAYKTOB" IIOJOXKEHHSMH O HOBBIX IIOJIHOMOYHAX
IlpaButensctBa Poccuiickoit ®epepanuy O YCTAaHOBIEHHIO KpUTEpHEB KadecTBa
OHMOJIOrHYeCKH aKTHBHEIX NOOABOK M CHIPhS IS MX M3TOTOBJICHHUS B 3aBUCHMOCTH OT
CTEIIeHH UX BIMSIHHS Ha 3JOpPOBBE UEJIOBEKa, a TAKXXe YCIIOBHH IJIA HX oOecliedeHus, B
TOM 9YHCJI€ B OTHOIICHHH OHMOJIOTMYECKH aKTHBHBIX N00aBOK, IPOU3BENEHHBIX Ha
tepputopuu Poccuiickoit Penmepanuu, a TakkKe [0 YCTaHOBIEHHIO OCOOEHHOCTEH
IpUMeHeHHs OHOJIOTMYEeCKH aKTHBHBIX J00aBOK Ha TeppUTOpHH PoccHifckoii
Qenepanyy, OCOOEHHOCTH  PETHCTpAllMM TaKUX J00aBOK, IPOM3BENEHHEBIX
OT€4YEeCTBEHHBIMHU [IPOU3BOAUTEIIMH.

CornacHo cratee 4 PenepanpHoro 3akoHa "O kadecTBe M 0e30IaCHOCTH
IHUINEBBIX INPOAYKTOB" KadecTBO M  06€30aCHOCTh IHIIEBHIX  IIPOIAYKTOB
obecrieynBaloOTCs MepaMH, B YHCJIE KOTOPBIX OIpeleNeHHe (H3MKO-XHUMHUYECKHX,
OPraHoOJIENTHIECKHX, MUKPOOHOTIOTHIECKUX U HHBIX IIOKa3aTellel, XapaKTepH3YIOHX
CBOMCTBA IIHINEBEIX IIPONYKTOB, YCTaHOBJIEHHE KpHUTEpPHUEB HMX HACHTH()HUKAIIHMH, a
TaKKe HOPMHpOBaHHe oOeclieueHHs IIMTaHHEM B 3aBUCHMOCTH OT BO3PaCTHOM
KaTE€rOpHH JIMI, HMX QH3HONOIMYECKHX IOTpeOHOCTEH, COCTOSHHS 3IOPOBbS,
IIoKa3aresei KayecTBa MHIIEBLIX IPOIYKTOB.

IIpu s1OoM cormacHo cratee 1 DenepanbHoro 3akoHa "O KadecTBe U
6€30IacHOCTH IHIIEBHIX MPOXYKTOB" KadeCTBO NMUINEBBIX MIPOAYKTOB - COBOKYIIHOCTE
XapaKTEpUCTHK Oe30IacHBIX IHINEBBIX IPOAYKTOB, OTBEYAIOIIUX TpeGOBaHHAM,
YCTaHOBIIEHHBIM B COOTBETCTBHH C 3aKoHopmarenbcTBOM Poccuiickoit ®eneparmu,
YCIOBHAM JAOroBopa, obpasny, DOKYMEHTaM II0 CTaHIAPTH3alMHM, TEXHHYECKOH

0546161-Y4-2023 (16.0)

L THnm




IOKYMEHTAIUH, ONIPEAeIIOIIAM UX IOTpeOUTEeNIbCKHE CBONCTBRA, MUIEBYIO IEHHOCTH,
ayTEeHTHYHOCTb, COPTHOCTH (KalIuOp, KaTEeropuld W HHOE), U YIOBIETBOPSIOLINX
¢buznonorndeckre NOTpeOHOCTH YeIoBeKa.

OmHOBpeMEeHHO  cjleXyeT OTMETHTh, 4YTO0 TeXHHYecKHH  perjamMeHtT
Tamoxennoro coro3a "O 6esonacnoctr numeBoi npoxykuun" (TP TC 021/2011) ne
COIepXUT TpeOOBaHMI K KadecTBY OHMOJOrMYeCKM aKTHBHHIX NOOAaBOK M KacaeTcs
JMIOb BOIPOCOB HX ©€30macHOCTH. 3aKOHOIPOEKT, Ipednonaras YCTaHOBIECHHE
KpHTEpHEeB KadecTBa OHOJOTMYECKH aKTUBHBIX [00aBOK, He OrpaHHYHBAET HX
obpamieHne H He CTaBUT oOpalmeHHe OHOJOrMYECKH akKTHBHBIX JOOAaBOK B
3aBUCHUMOCTb OT JaHHBIX KpUTepHeB. TakuM 00pa3oM, IOJIOKEHHS, IIPOTHBOpEYalye
tpeboBanusaM TP TC 021/2011 B 3aKkOHOIPOEKTE OTCYTCTBYIOT.

Kpome Toro, 3aKOHOIIPOEKTOM IIpeAjiaraeTcs NOMONHUTh DeldepaibHbli 3aKOH
"O KxadecTBe U 6€30IIaCHOCTH MHUIIEBEIX IIPOXYKTOB" cTaThell 25.7, yCTaHABIMBAIOIIEH
ocobeHHOCTH oOfecrmedeHHs OTHENbHBIX KaTeropuit TrpakgaH OHOJIOrHIECKH
aKTHBHEIMH H00aBKaMH, COIVIACHO KOTOpOH MeIHWIUHCKHE pabOTHHKH BIIpaBe
Ha3Ha4yaTh OTHEJIbHBIM KaTeropHsAM TIpaxAaH OHOJIOTHYECKH aKTHBHBIE NOOABKH B
clydyae HalM4Wsg Yy TaKdX IpaxAaH IOKa3aHHM K IPUMEHEHHIO OHONIOrHIecKH
aKTUBHBIX N0OABOK M B COOTBETCTBHHU CO CX€MaMH IIPHMEHEHUs, YCTaHOBJIEHHBIMHA B
METONNYECKAX  pEeKOMEHIAUMsIX, YTBEPXKICHHbIX  ¢enepalbHBIM  OpPraHoM
HCIIOJHUATENBHOM BJIaCTH, OCYIIECTBILIIOMKM (YHKIMH IO BHIPaOOTKE M pean3aluu
rOCYyIJapCTBEHHON IIONWTUKA M HOPMAaTHBHO-IIPABOBOMY PETYJIHpPOBaHHIO B cdepe
3apaBooxpaHeHHs. lIpm 3ToM mnepedeHh OMOJIOTMYECKH aKTHBHBIX IOOaBOK H
nepedeHp 3aboneBaHuit (cocTOSHHE) M (aKTOpOB pHCKa pa3BHUTHA 3abojeBaHMit
(cocTosHUH), NpPH KOTOPHIX MOrYT OBITh Ha3Ha4eHBl OHOJOrMYECKH AaKTHBHBIE
no0aBKH,  YCTaHaBIMBAIOTCI  YIOJIHOMOYEHHHIM  ¢emepaJbHBIM  OpPraHoM
HCIOJHUTENHHOHR BJIACTH, OCYMECTBISIOMUM (QYHKIHH IO BHIPAOOTKE M pealHn3alliH
rOCyJapCTBEHHOH IONWTHKM M HOPMAaTHBHO-IIPABOBOMY PETYJIHPOBaHHIO B cdepe
3/IpaBOOXPaHEHU

JaHHas1 HOpMa BKJIIOUEHA B 3aKOHONPOEKT 110 aHAJIOTHH C YK€ HMEIOIIAMHCS
HopMaMHu yka3zaHHoro ®denepanbHOro 3akoHa, B TOM YHCJE [I0 aHAJOTHH CO CTaThei
25.4. "OcobeHHOCTH KauyecCTBEHHOro, 6€300acHOr0 U 3A0POBOI0 NMHTAHHSA IIAHEHTOB
MEIWLIUHCKUX OpraHu3anui’”.

CrpyxTypa perynupoBaHUs OHOJOTHYECKH aKTHBHBIX NOOABOK Mpejiaraercs
II0 aHAIOTHH CO CTPYKTYpOH perylHpOBaHHS JI€KapCTBEHHBIX IIperapaToB H
MEIHMUMHCKHX H3EIUH, B OTHOMEHNH KOTOPHIX ¢ 2020 roxa necTByrOT 0COOEHHOCTH
HX pPEruCTpalldd H oOOpalleHHs, a TaKke OCOOEHHOCTH BCTYIUIEHHS B CHIY
HOpPMAaTHBHBIX IIPaBOBHIX aKTOB, IIPUHATHIX B paMKaX HX UCIOJIHEHHS.
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VYkazaHHbIE HOPMBI BKIIIOYEHHI B 3aKOHONPOEKT B LIENAX COXPAHEHHS 3I0POBBS
rpakiial, HelOIyIleHUss 6ECKOHTPOJILHOrO NMPUMEHEHUs I'pakiaHaMi OHOJIOTHYECKH
aKTHBHBIX 100aBOK, TaK Kak O0E€CKOHTPOJIbHOE IPUMEHEHHEe OHONIOrHYeCKH aKTHBHBIX
n00aBOK B OTCYTCTBHH HazHadyeHHi MEAMIUHCKOro pabOOTHHKA, CHOPMHPOBAHHEBIX C
y4eTOM IIOKa3aHWi K [PHMEHEHHIO M YCTAHOBICHHBIX CXE€MaMH IIpHEMa,
YTBEPKACHHBIMHU benepanbHEIM OpraHom HCIIOJTHATENbHON BIIACTH,
OCYIIECTBISIOMIMM (YHKIMH IO BBIpabOTKE M pealH3alldd TI'OCYyAapCTBEHHOMN
IIOJIUTHKH M HOPMaTHBHO-IIPAaBOBOMY DPETryIMpPOBAHHIO B chepe 3ApaBOOXpaHEHHS B
METOIMYECKHX PEKOMEHJAIUAX, MOXXET IPHUBECTH K IIPHYHHEHHUIO Bpeaa 3{0POBBIO
IpaXkaaH.

BMecre ¢ TeM, IpuMeHEHHE OMONOrHYeCKH aKTUBHBIX HOOABOK IO ITOKa3aHUAM
U I0J KOHTPOJEM MEIMIUHCKHX PAabOTHHKOB B IEJIOM IIPUBEAET K YBEIHYEHHIO
pPBIHKA TaKOM IIPOAYKIMH, B IEPBYIO OYepenpb, OTEUYECTBEHHOTO IIPOU3BOACTBA C
y4eTOM IUIAHHPYEMBIX OCOOEHHOCTEH, YIpOINAIoIIUX NpHMEHEHHe OHOJIOrHYECKH
aKTMBHBEIX H00aBOK, 3apeTHCTPHPOBAaHHBEIX B COOTBETCTBHH C TpeOOBaHHUAMH
POCCHIICKOI'O 3aKOHOAATENbCTBA K MUIIEBOH MPOAYKITHH.

3aKOHOIPOEKTOM IpeJIaraeTcs paclpOCTPaHUTh OIpPaHHYEHHs, CBI3aHHBIE C
3alIpeTOM Ha HCIIOJIB30BaHHE IIPOJOBOJILCTBEHHOTO CHIPBS, HM3TOTOBIIEHHOTO C
HCTIOB30BaHHEM KOPMOBEIX 100aBOK, CTUMYJISTOPOB POCTa XHBOTHBIX (B TOM 4YHCIIE
TOPMOHANBHEIX IIpeNapaToB), OTHENBHBIX BHIOB JIEKAPCTBEHHBIX CPEHACTB,
IIECTHIUAOB, arpOXMMHKATOB U APYI'HX ONACHBIX IJIs 340pOBbSI UEIOBEKa BEIIECTB U
COCIOVHEHUH, IIPH H3TOTOBICHHH OHOJOTMYECKH aKTHBHBIX H00aBOK. BBeneHue
JAaHHOH HOPMBI ITO3BOJIUT O0ECIIEUNTh peaiu3antio YacTu 4 cratel 17 @enepansHOro
3akoHa "O KauecTBe M 0€30IaCHOCTH IHINEBHIX MPOAYKTOB" O TOM, YTO IIHIIEBHIE
N06aBKH, UCIOJb3yeMble IPH H3TOTOBJICHUH NHIIEBHIX IIPOXYKTOB, B OHONIOrHYECKH
aKTHBHBIE 1OOABKHU HE JOJDKHBI IPUYUHSATH Bpel XU3HHU U 30POBBIO JeIOBEKA.

Kpome Toro, naHHas HOpMa BKIIOYEHa B 3aKOHOIPOEKT B COOTBETCTBHH C
gacTeio 1 myHkTa 1 crareu 29 JloroBopa o EBpa3suiickoM 3KOHOMHYECKOM COHO3€ OT
29 mag 2014 rogna, cornacHoO KOTOpOH roCyAapcTBa - WIEHHl BO B3aUMHOU TOProBIIE
TOBapaMH BIIpaBe IIPUMEHATb OrpaHHWYEHHUSA (IPH YCIOBHH, YTO TaKWe Mephl He
ABIIAIOTCS CPEICTBOM HEONPAaBIaHHOW NMCKPUMUHAIUNY UIIH CKPBHITHIM OrpaHHYCHUEM
TOPrOBIIM) B CIly4ae, €CIH TaKHe OrpaHHYeHHs HEOOXOIMMEI I OXPaHBI JKH3HH U
30POBBS YeaoBeKa. IIo OCHOBaHUAM, yKa3aHHBIM B IIyHKTe 1 TaHHOM CTaThH, 000pOT
OTZEJIBHBIX KaTETOPUMA TOBApOB MOXKET OBITH OrpaHUYEH.

3aKOHOIIPOEKTOM IIpeAJIaraeTcs JOIOJIHUTE cTaThio 15.1 OenepaabHOro 3aKoHa
"O6 wundopMmanuy, WHGOPMAIMOHHBIX TEXHOJOTHAX H O 3aludTe HHbopMauuu"
IIOJIOXKEHHEM, YCTaHaBIIMBAIOIUM BHeceHHe B "EIMHEBIA peecTp JOMEHHBIX HMEH,
yKasaTelled CTpaHHUIl CaliToB B ceTH "MHTEpHET" U CETEBEIX aJPecOB, MO3BOJIIOIIHX
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UICHTUGHIMpOBaTE callThl B ceTdH "HMHTepHer", coaepxamue HHPOpMALHUIO,
pacmpocTpaneHue kotopoil B Poccuiickoit @enepanun 3anpemeno" (nanee - Peecrp)
uHpOpManuy, comepkamed INpeIIoXKeHHE O PO3HHYHOH TOpProBile, B TOM UHCIE
IUCTaHIMOHHBIM CIIOCOO0M, OHOJIOrHYecKH aKTHBHEIX H0OaBOK, pO3HUYHAS TOPrOBIA
KOTOpBIMH 3allpelllecHa B COOTBETCTBHH C 3aKOHOJATEILCTBOM O KadecTBe H
6e30I1acHOCTH IHIIEBBIX IPOTYKTOB.

JlaHHOe  TONOXEHHE  HampaBIeHO Ha  OCYIIECTBIEHHE  BBOJUMOIO
3aKOHOIPOEKTOM B IYHKT 2 craTthl 3 @DepepanpHoro 3akoHa "O KadecTBe H
6e30IIaCHOCTH IHIIEBBIX IPONYKTOB" IIOJOXEHHS O 3alpeTe Ha paclpocTpaHEHHE
uHbOpMauuHy, coAepxKalleidl IIpeIoKEHHs O PO3HHUYHOM TOProBile, B TOM YHCIIE
IUCTAHITMOHHBIM CITIOCOO0M, OHOIOrNYeCKH aKTUBHBIMU H00aBKaMH.

BBeneHrne yka3zaHHOro peryJHpOBaHHMs HallpaBIeHO Ha CO3JaHHEe MeXaHH3Ma
OIIEPaTHBHOTO NPHHATHS MEP B OTHOIIEHHHM OHOJOIMYECKH aKTHBHBIX H00aBOK, HE
IPOIIENIIAX MpOUEAYPhl OIECHKH COOTBETCTBHA TpeOOBaHMAM TEXHHUYECKOIO
pernamenta TamoxxerHoro Coroza  "O 0e30macHOCTH ITHIIEBOH IIpoxyKUHH"
(TP TC 021/2011), a Taxxe Ha HcHnoJHEHHE 00s3arenscTB Poccniickoii Penepanny,
YCTaHOBJIEHHBIX 49acThlo 2 cTtaThM 53 JloroBopa 0 EBpa3uiickoM 3KOHOMHYECKOM
coroze oT 29 Mag 2014 r., B 9aCTH HaXOXAECHUS B OOpalIeHHH ITHIIEBOH IIPOIYKIHH,
oTBeJamoIell TpeOOBaHUIM TEXHHYECKHX pernameHToB (Coro3a, HE3aBHCHMO OT
criocoba peaH3aliy TaKod IPOXYKIHH.

Ilpu »>ToM pmaHHOE IIONOXKEHHE HE paclpoCTpaHseTcs Ha aJKOTOJIBHYIO
IPOIYKIIHIO U CIHPTOCOAEPXKAIMYIO IHIIEBYIO IPOAYKIHIO, B OTHOINEHHH KOTOPOii
aHAJIOrMYHOE IIOJIOKEHHEe yxe 3akperieHo @DexepanbHeIM 3akoHOM  "OO6
“HbopManuu, HHOOPMANMOHHEIX TEXHOJIOTHUAX U O 3alquTe HHPopManuu".

BrusiBIeHHe yKa3aHHOM B 3aKOHONpoeKTe HH(pOpMaluy, conepxarei
IpelUIoKeHHe O PO3HHYHOH TOpromie, B TOM YHCIE IUCTAHIMOHHBIM CIIOCOOOM,
OuoJIOrHYecKr aKTUBHBIX N00ABOK, pO3HMYHAS TOPrOBJI KOTOPHIMH OIpaHHYEHa WK
3allpereHa B COOTBETCTBUH C 3aKOHOJATENILCTBOM O KadgecTBe M 0O€30I1aCHOCTH
IUIIEBBIX IPOAYKTOB, C IENBI0O IPUHATHS peEIIeHHs, Ha OCHOBaHUH KOTOPOTO
CBelIeHHUs BKUItodaloTcs B Peectp, Oyner ocymecTBisaTs PocioTpeOHan3op B npenenax
YCTaHOBIEHHOH INTaTHOX YHCIEHHOCTH pabOTHHUKOB, a Takxke OOJKEeTHBIX
aCCUTHOBaHHUH, IpexycMOTpeHHEIX PocrioTpebHan3opy B denepanbHOM OromxeTe Ha
PYKOBOJICTBO H YIIpaBJIeHHE B chepe yCTaHOBICHHBIX (QYHKIUH.

3aKOHOIIPOEKTOM TaKXe YCTaHaBIMBAETCSA, 4TO K IpeaMeTy ¢enepaabHOro
roCyapCTBEHHOro KOHTpoisi (Hax3opa) KadecTBa M 0e30I1aCHOCTH MeTUITHHCKOM
NEATENbHOCTH B YacTH COONIONCHHS MEIUIMHCKAMH M HHBIMH OpraHH3alisaIMu
(B TOM 4HcCle MEIUIUHCKUMH M WHBIMH pabOTHHKaMHu), 00s3aTelbHEIX TpeOOBaHMIA
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B cdepe OxXpaHBl 3I0POBBS, OTHOCHTCH HCIIOJIHEHHEe TpeOOBaHUH, CBA3aHHBIX
C Ha3Ha4eHHEM I'pKIaHUHY OMOIOrHIecKy aKTUBHEIX JTO0OABOK.

Peanuzamus  3akoHONpoeKTa HE IIOBJ€YET HEraTHBHBEIX  COIHAJIBHO-
DKOHOMHYECKHX, (GUHAHCOBBIX M HHBIX IIOCIEICTBHA H HE OKaXeT BIIHSIHHA
Ha JIOCTHOKEHME IIesIed rocyqapCTBEHHBIX IIporpaMM Poccuiickoit denepanuu.

3aKOHONPOEKT He NpOoTHBOpednT monoxeHusMm Jlorosopa o EppasuiickoM
SKOHOMHYECKOM cor3e oT 29 mas 2014 roma, a TakKe IIOJNOXEHHIM HHBIX
MEeXAyHapOAHEBIX 10roBopoB Poccuiickoit @enepanuu.

0546161-V4-2023 (16.0)

WL




O®HUHAHCOBO-9KOHOMHUYECKOE OBOCHOBAHHE

K IpPOoeKTy ¢eaepaabrHOro 3axkona '"'O BHeCeHHH H3MeHEHHH B OTIeJbHbIE
3aKOHoJaTeJbHbIe aKThI Poccmiickoii Penepanun"

Peanusanysa MONOXEHMH, IpeoyCMOTPEHHBIX IIPOEKTOM (hemepabHOro
3akoHa "O BHeCeHMH H3MEHEHHH B OTHEIbHBIE 3aKOHOIATENIbHBIE AaKThI
Poccuiickoit ®epepanuu”, He moTpeOyeT IONOMHHUTENBHBEIX pPAacXOAOB M3
COOTBETCTBYIOIIUX OI0/KEeTOB OromxeTHOU cucteMEl Poccuiickoit ®eneparuy.



HEPEYEHD

(l)enepa.rxbﬂux 3aKOHOB, MOAJIeKANNX IPHAZHAHNIO YTPATHBUIMMH CHJTY,
IIPHOCTAHOBJIEHHIO, H3MCHCHHIO HJIH IPHHATHIO B CBHA3H C IPDHHATHEM
PepepananHoro 3akona "OQ BHeCeHHH H3MeHEeHHIi B OTeJbHbIE
3aKoHoJaTeJbHbIe aKkThl Poccniickoil ®exepanun"

Ilpunsatue DepepanbHoro 3akoHa "O BHECEHHMH H3MEHEHHH B OTAENBHBIE
3akoHOJaTenbHble akThl Poccuiickoit Peneparmuu" He mnoTpedyer NpH3HAHHA
YIPAaTHBIIAMH CHJIy, HpPHOCTAaHOBIEHHS, H3MEHEHHS WM IPHHATHS IPYTHX
¢emepalbHBIX 3aKOHOB.



OHDEPEYEHD

HOPMAaTHBHBIX NPaBoBLIX aKToB Ilpe3nnenta Poccuiickoii Pegepannn, llpaBurenncrBa Poccniickoit ®enepanun u pexepaibHbIX
OpraHOB HCIOJTHHTEJIbLHOH BJIACTH, MOMJIEKAIMMUX NPH3IHAHHIO YTPATHBIIHMH CHJIy, HIPHOCTAHOBJICHHIO, H3MEHEHHIO

Poccniickoii Penepanun"

H/IH IPHHATHIO B CBH3H C IIPHHATHEM d)enepanbﬂoro 3axona " BHeceHHMH H3MEHEHHIl B OTACJHBHBIC 3AKOHOAATC/IbHBIE AKTHI

Caenenus o gpenepanbHBIX

O6ocHoBaune -
Cpox nogroroBku | Kparkoe onmucanue (ueib, OpraHax UCIOJIHUTEIBHOM
Ne HaumenoBaHue mpoekra HEO0XOMMMOCTH IIPOEKTa MPEIMET, COlEpPKaHuE) BJIaCTH HUCHOJHUTENIX H
n/n HOPMATHUBHOI'O IPAaBOBOTO aKTa TIOATOTOBKH NPOCKTa HOPMAaTHBHOTO IIPOEKTa HOPMATHBHOTO COMCITOJIHUTEIIIX pa3paboTKu
HOPMATHBHOTO IIPaBOBOTO aKTa MIPaBOBOT'O aKTa MPOEKTa HOPMATHBHOTO
IIpaBOBOTO aKTa
IIPAaBOBOTO aKTa
HopmartusHsie npaBoBrie akTsl [IpaBuTenscrBa Poccuiickoit ®eneparmm
1. | IIpoext  nocranoBneHus  IIpaBuTenscTBa |cTarhs 1 mMpoekTa 4 Mecsma ¢ JIONOJIHEHHE Pocnorpebranzop
Poccuiickoit  @epeparmu "O  BHeceHHH |(denepanbHOIO 3aKoHa MOMEHTa YCTaHOBJICHHOTO B Mumnzgapas Poccun,
HU3MEHeHHH B mocTtaHoBjcHUE IIpaBUTENBCTBa MPAHATHS COOTBETCTBHH C I[yHKTOM 2 |Munskonompazsutus Poccun,
Poccuiickoit ®epepanun ot 7 okrabps 2020 r. IIpaBurenscTBoM |cTaThd 24 @enepalbHOTO Poccensxo3Hanzop
Ne 1612 "O6 yrBepxaenun Ilomoxxenus o Poccuiickoit  |3axoHa "O kavyecTBe u
HOPSJIKE H3BATHA U3 OOpalicHHUs, IPOBENCHUS ®enepanuu 6€3011acCHOCTH MUINEBBIX
9KCIIEPTH3EI, BPEMEHHOTO XpaHCHHS, peueHus o IPOJYKTOB"
YTHIIA3alHA 1300 YHUYTOXKEHHUS BHECCHHH IIPOEKTA | [TOPAIKA UIBITHA U3
HEKAYECTBEHHBIX U (MJIM) ONACHBIX ITHINEBBIX dbenepanpHOro  |0OpalleHus, IPOBEICHUS
IPOJYKTOB,  MaTepHaloOB H  H3JCIUH, 3aKOHAB  |9KCIIEPTH3EI, BPEMEHHOTO
KOHTAKTHUPYIOIUX C IUIIEBBIMH IPOTyKTaMH" T'ocynapcTBeHHyIO | XpaHEHHUS, YTHIN3AMY WIH
Hymy YHUYTOXEHHUS

HEKa4EeCTBEHHBIX U (HJIH)
OIACHBIX ITMINEBBIX
IIPOAYKTOB, MaTEpUAJIOB U
H3JCNUHA, KOHTAaKTUPYIOIIUX
C IHIIEBBIMU NIPOJYKTaMH,
ITOJIOXXEHHAMM O




Caeznenus o penepaibHBIX

O6ocnoBanune .
6 X0 MMOCTH Cpox nogroroBku | Kpatkoe omucanue (ueis, OpraHax HCIIOJIHHUTEILHOM
Ne HaumenoBanme npoekTa HEO MIpOEKTa IpeIMET, COJIEP)KAHHE) BJIACTH HCIIOJIHUTEISX U
/o HOPMaTHBHOTO TIpaBOBOTO aKTa TOATOTOBKHA LIPOCKTa HOPMaTHBHOTO IpoeKTa HOPMaTHBHOTO COMCIIOJIHMTENIX pa3paboTKu
HOPMATHBHOTO MIPaBOBOTO aKTa IIpaBOBOTO aKTa IPOEKTa HOPMATHBHOI'O
[IpaBOBOTO aKTa
IIpaBOBOTO aKTa
O6HMOIOrMYECKH aKTHBHEBIX
no6aBxax
2. |IIpoekt nocranoBnenus [IpaBurenscrea craTes 1 mpoekra 4 Mecs1a ¢ YCTaHOBJICHHE PocnoTpebnanzop
Poccuiickoit ®enepauuu "OO6 ycTaHOBIEHUH ¢benepanbHOTO 3aKOHA MOMEHTa KpUTEpHEB Ka4ecTBa Munsapas Poccun,
KPHUTEPHEB KaueCTBa OHOJIOrHYIECKH aKTHBHBIX TIPUHSTHS 6HOIIOTYECKH aKTUBHBIX MunskoHoMpassuTusa Poccun,
06aBOK M CHIPbS JJI HX U3TOTOBJICHHS B IIpaBuTENBECTBOM |Z100ABOK H CHIPBS AJIA HX Mpunnudpsr Poccun
3aBHCHMOCTH OT CTEIICHH WX BJIHUIHHUS Ha Poccuiickolt  |M3rOTOBJIEHHUA B
3/I0POBbE YETIOBEKA, a TAIOKE YCIOBHH I denepanun 3aBUCHMOCTH OT CTEIICHH HX
obecrnieueHus cOOMIOAEHNS TAKUX KPUTEPHEB, B peLIeHus o BIIUSIHUA Ha 300POBHE
TOM YHCJIE€ B OTHOIIEHHH OHOJIOrHYECKH BHECEHHUH IIPOEKTa |4eJI0OBEKA, a TAKXKE YCIOBHI
aKTUBHBIX J0OABOK, MPOU3BEICHHEIX HA ¢enepanpHOro | Wi obecreyeHUsA
teppuToprr Poccuiickoit Peneparun” 3aKOHa B cOOMIOIEHNS TaKUX
I"ocynapcTBEHHYIO | KpHTEPHEB, B TOM YHCIIEC B
Hdymy OTHOIICHHHU OHOIOTHIECKA

aKTHBHBIX 00aBOK,

IPOU3BEJCHHBIX Ha

TeppuTopun Poccuiickoit

Depepanyu

3. |IIpoext TIOCTAHOBJICHHUS [IpaBuTenscTBa|CTaThs 2 IpOEKTA 4 mecsma ¢ HE006X0UMOCTH PocnoTpebramzop

Poccmitckoit  ®Demepauun "O  BHeceHHH |(eneparbHOTO 3aKOHA MOMEHTa OIIpEJICJIEHUS Munnudps! Poccun
n3Menennit B IlocraHosnenue IIpaBurenscTBa TIPUHATHS YIIOJIHOMOYEHHOTO PockoMHam30p
Poccuiickoit @eneparmu ot 26 oxTsa6ps 2012 r. IIpaButensctBoM |IIpaBUTENECTBOM
Ne 1101 "O emuno#t aBTOMAaTH3HPOBAaHHOM Poccuiickoit  |Poccuiickoit denepanuu
uHpopManHonHoi cucreMe "EmuHEBIN peecTp ®depepauun ¢enepasbHOTO OpraHa
JOMEHHBIX MM€EH, yKa3artelei CTpaHHI] CaiTOB B pemeHus o HCIIONIHUTEIRHOM BJIACTH,

HH(OPMAaIMOHHO-TETEKOMMYHHKALIHOHHOH

BHCCCHHH IIPOCKTA

NPHHUMAOLICTO B




Ceenenns o deneparbHbIX

O6ocHoBanune .
HEOBXOIIMOCTIH Cpoxk moarotoBku | Kparkoe onucanue (11eb, opra’ax HCIOJHUTEIBHOM
Ne Haumenopanue npoexra HO,I[I‘OTOBKI/I’; DOEKTA IIpoeKTa IPEIMET, COAEPIKAHUE) BJIaCTH MCIIOJIHUTEIAX U
hi)i HOPMaTHBHOTO IIPaBOBOTO aKTa Ho MaTI/IBHI:)ro HOPMAaTHUBHOT'O IIPOEKTa HOPMAaTHBHOTO COMCIIOJIHUTENSAX pa3paboTKu
P IIpaBOBOTO aKTa IIPaBOBOTO aKTa IIPOEKTa HOPMATHBHOI'O
MIPaBOBOI'O aKTa
IIPaBOBOTO aKTa
ceth "HHTepHeT" M  CETEBBIX  aIpecos, (enepasbHOTO  |COOTBETCTBHH C
[O3BOJLIOIMX HMACHTHQHIMPOBATh CalTHl B 3aKOHa B KOMIICTEHIIHEH pelLIeHHs O
HH(POPMAIMOHHO-TEIEKOMMYHHUKAIMOHHOH I'ocymapcTBeHHYIO |BKIIOYECHHH B EquHBIH
cetn "HHTepHET", comepxamue HHGOpMAIHIO, Hymy peecTp JOMEHHBIX UMEH,

pacmpocTpaHeHue Kotopo B Poccmiickoit
@eneparyu 3ampereHo”

yKa3aTenei cTpaHul] caiToB
B HH(OpMAHOHHO-
TEJIIEKOMMYHHKAIITMOHHOM
ceTd "MHTepHET" U CEeTEBBIX
aJpecoB, IMO3BOJISIOIIHX
HACHTH(PHIMPOBATH CalTHI B
rH(pO pMaIHOHHO-
TEJICKOMMYHHUKaHOHHOH
cetu "UHTepHeT",
coJepkaiue HHGOpMaIHIO,
pacIpoCTpaHeHHEe KOTOPOi B
Poccuiickoit Genepannn
3anpemeHo,

rHopMaImH, coaepxKaei
IIPEUTIOKEHHE O PO3HUYHOM
TOProBJI€, B TOM YHCJIE
JHACTAHITHOHHBIM CIIOCOOOM,
OHOJIOTHYECKH aKTHBHEIX
n006aBOK, pO3HHYHAS
TOPTOBJISI KOTOPBIMH
3anpelneHa B COOTBETCTBHH €
3aKOHOIaTEJILCTBOM O
Ka4yecTBe B 0€30IIaCHOCTH
MUIIEBBIX IPOIYKTOB




CeezneHus o denepabHBIX

O6ocHoBaHnE .
Cpoxk noarotoBku | Kpartkoe onucanue (uens, OpraHax UCIIOJIHUTENIbHOM
Ne HamMmenoaune npoexra Heo6X0/ImMOCTH IIpoeKTa HpeaMET, CoJIepKaHuE) BJIACTH HCIIOJIHUTEIIX U
/1 HOPMaTHBHOTO IIPaBOBOTO aKTa TOATOTORKH HpOCKTa HOPMAaTHBHOI'O IIpoeKTa HOPMATHBHOTO COMCIIOJIHUTEILIX pa3paboTKu
Hop MamBHOFO‘ IpaBOBOTO aKTa IIPaBOBOTO aKTa IIPOEKTa HOPMATHBHOTO
MIPaBOBOTO aKTa
IIPaBOBOTO aKTa
4, | Ilpoext  nocraHoBieHus  I[IpaBuTenscTBa |cTaThA 3 MpoEKTa 4 mMecsma ¢ HeoOX0MMOCTh BHeceHHU B |Mun3zapas Poccun
Poccuiickoit @eneparuu "O  BHECEHHH |delepaIbHOIO 3aKOHA MOMEHTa IpeaMeT rocyzapctseHHoro |PocsmpaBHanzop
u3MmeHennii B [locranosnenne IlpaBurenscTBa MPUHATHSA KOHTPOJIA (Ham3opa) | MunakonoMpassutus Poccuu
Poccuiickoit ®enepamyuu ot 29 mions 2021 r. IIpaBuTeILCTBOM | KadecTBa M 0€30IaCHOCTH
Ne 1048 "O6 yrBepxaenuu IlosnoxeHus o Poccuiickoit MEIUIHHCKOMH
deneparsHOM TOCYapCTBEHHOM  KOHTPOJIE Denepanun JeATENbHOCTH JONOJHEHHS,
(Ham3ope) kauectBa M O€30IACHOCTH peumeHus o Kacalomerocss HCIOJHEHHS
MEIUIUAHCKOH AeATEIbHOCTH" BHECEHHUH NpOEKTa | TpeOOBaHU#, CBA3aHHBEIX C
denepanbHOro | Ha3HaYCHHEM
3aKoHa B OHOJIOrMYECKH  AKTHBHBIX
['ocymapcTBeHHYIO | 10O6aBOK (B YacTH
Hymy coOmoneHus
MEUIIMHCKUMHU
opranumzaumsiMa = (B TOM
Yucie MEUMITUTHCKHMH
pabOTHHKaMH),
(dapManeBTHYECKUMHU
opranM3ansiMHE = (B TOM
yyucne (papMaleBTHIECKHMH
paboTHHKaMH),
roCyAapCTBEHHBIMH
BHEOIOMKETHEIMA HOHIaMH,
HHIUBHY &b HBIMH
IpeANpPHHAMATEIIMH,
OCYILIECTBIISIOIMUMH
MEIHITHCKYIO

ZIeATENBHOCTD, H




Ceenenus o peneparbHBIX

O6ocHoBaHue .
Cpoxk noaroroskd | Kparkoe onucanue (1eib, opraHax HCIIOJIHUTEIBHOM
Ne HauMmeHOBaHHuE NMpoEKTa HEO0X0MMMOCTH MpoeKTa NIpeZIMET, COJIEpHKAHHUE) BJIACTH MCIOJHUTEILIX H
/i HOPMaTHBHOTO IIPaBOBOTO aKTa TOATOTOBI HPOCKTa HOPMaTHBHOTIO IPOEKTa HOPMaTHBHOTO COMCIOJTHHTENAX pa3paboTKu
HOPMATHBHOTO TIPaBOBOTO aKTa IIPaBOBOTO aKTa TIPOEKTa HOPMATHBHOTO
IIPaBOBOTO aKTa
IIPAaBOBOTI'0 aKTa
HHIUBUIYIbHEIMH
IpeATpUHAMATENSIMH,
OCYIIECTBIISIOIIMU
(bapManeBTHIECKYIO
JIeSITENbHOCTB,
obs3aTenbHEIX TpeOOBaHMIA
B cdepe oxpaHBl 3TOpOBbS,
TpeboBanuii K OOBEKTaM,
HCIONB3yEMBIM TpH
OCYIIECTBIIEHHH
JIedaTenbHOCTH B cdepe
OXpaHH! 3HOPOBLS).
HopMaTuBHbIe paBoBEIe akThI (eepabHEIX OPraHoOB MCIIOIHUTEILHOM BIIACTH
5. {IIpoext mpuxa3a Munzapasa Poccun craTtha 1 nmpoexta 4 Mecsma ¢ HEOOXOAUMOCTD Munzapas Poccun,
"O6 yTBEpKACHUH MEPETHS (bemepaJibHOro 3aKOHA MOMEHTa YTBEPXKICHHUS NepedHs Pocnorpebuanzop
OHOOrAYecKy aKTHBHBIX J00aBOK M IEpeYHs IPUHATHA OMOJIOTHYECKH aKTHBHBIX Poc3apasHamzop
3aboneBanmii (cocTosHmN) 1 GakTOPOB pHCKa IIpaButenncTBoM |n06aBOK M HEpeYHS
pa3BuTHs 3a007€BaBuit (COCTOSHMIT), NpU Poccuiickoit  |3aboneBanmii (CocTOSHUI) B
KOTOPBIX MOT'YT OBITh HA3HAYCHBI Denepauun (aKTOpOB pHCKa Pa3BUTHS
610JIOrMYeCKH aKTHBHBIEC N00aBKH" pelIeHus o 3aboneBanmii (COCTOSAHUIR),
BHECEHHH IIPOEKTA |IPH KOTOPBIX MOT'YT OBITH
benepanbHOro |Ha3sHaYEHBI OHOJIOTHYECKH
3aKOHa B aKTHBHBIE 10OaBKH
l'ocynapcTBennyro

Hymy




Caenenus o dpenepanbHBIX

O6ocHoBanue -
Cpoxk moarotosku | Kparkoe onucanue (1ems, opraHax HCIIOJIHHTEIHHOM
Ne HaumeHnoBaHHE npoekTa HEO0X0paMOCTH IIpoeKTa IIPEOMET, COAEPIKAHHE) BJIACTH MCIIOJHUTENAX H
/n HOPMaTHBHOTO IIPaBOBOTO aKTa TOATOTOBKH HpOeKTa HOPMAaTHBHOTO IIpOeKTa HOPMAaTHBHOTO COMCIIOJTHHUTEIAX pa3paboTKu
HOPMATHBHOTO IIPaBOBOTO aKTa IIPaBOBOTO aKTa MIPOEKTa HOPMATHBHOI'O
[IPaBOBOIO aKTa
IIPaBOBOTO aKTa
6. |IIpoext mpuka3a Munzpasa Poccun ctaths | mpoexra 4 Mecsma ¢ HEOOX0IUMOCTD Munsnpas Poccun,
"O6 yTBEpXXACHHH NOPAKA Ha3HAYCHH S ¢enepanbHOro 3aKoHa MOMEHTa YTBEpXAEHUS NOpsAaKa Poc3npaBnamsop
MEMIHMHCKAMHU pabOoTHHKaMH GHOJIOTHYECKH IPUHATHA Ha3HA4YECHUI MEIUIIMHCKUMHU
aKTUBHBIX 10OaBOK" [IpaBuTENBECTBOM |pabOTHHKAMH IPH OKa3aHHH
Poccuiickoit rpaxJjaHaM MeOUIMHCKOR
Oenepanun IIOMOIIH
PpELIEeHHS O 3aperHCTPHPOBAHHBIX
BHECEHHH IIPOEKTA |H OTBEYAIOMMUX KAaUYECTBY H
benepansHOro |6ezomacHOCTH B
3aKOHa B COOTBETCTBHH C
I"'ocymapcTBEHHYIO |3aKOHOATENHCTBOM
Hymy Poccuiickoit Oenepanu
6HOJIOrHYeCcKH aKTHBHBIX
no6aBox
7. |lIpoext npukaza Munsgpasa Poccun CTaThs 3 MpoeKTa 4 Mecsma c HeoOX0IMMOCTb Munzapae Poccun,
"O6 ycraHOBIEHUH TpeOOBaHMM, CBI3aHHBIX C | (enepalbHOro 3aKoHa MOMEHTa ycTraHOBNIEHHA TpeboBanmid, |Poc3apaBHan3op
Ha3Ha4YeHUEM IpaKAaHUHY OMOIOTHYECKH TIPUHATHS CBS3aHHBIX C Ha3HaYeHHEM
aKTUBHBIX 106aBOK" [IpaBuTENBECTBOM |rpaXkIaHUHY OHOJOIHYECKH
Poccuiickoit aKTHBHBIX 100aBOK
Oenepanun
peleHus o
BHECEHHUH IIPOEKTa
benepansHOrO
3aKOHa B
I'ocynapcTBeHHyIO

Hymy




Caenenus o depepabHBIX

O6ocHoBanue »
Cpox mogrotoBku | Kpatkoe onucanue (nens, opraHax HCIOJHHTEIbHOMH
Ne HaumenoBanue npoekra HEOOX0mAMOCTH MpoeKTa IIpeIMET, CoepaKaHHUE) BJIACTH UCHOJIHATEIAX 1
n/n HOPMaTHBHOT'O PaBOBOTO aKTa TOATOTOBIH IPOCKTa HOpPMAaTHBHOTO IIpOEKTa HOPMaTHBHOTO COMCIOJTHUTENAX pa3paboTKu
HOPMATHBHOTO IPaBOBOTO aKTa IIPaBOBOTO aKTa IPOEKTa HOPMATHBHOTO
IIPaBOBOTO aKTa
IIPaBOBOI'O aKTa
8. | llpoext mnpmkasa PocagpaBmamszopa "O |crarThs 3 npoekta 4 mMecsma ¢ Heo0x0MMOCTh BHeceHHs B | MuH3apaB Poccun,
BHECEHHH H3MEHEeHMH B npuka3 |denepaabHOro 3aKoHa MOMEHTa IpeaMET rocyrapcTBeHHoro |Poc3apaBHamsop
Poc3gpasramzopa ot 10 uronsa 2020 r. Ne 5974 NPUHATHS KOHTpoJIA (Haj3opa)
"O6  yTBepXIOEeHHMH  AIMHHHCTPATHBHOTO IIpaBuTenbCcTBOM |KadecTBa M 6€30macHOCTH
pernaMenTta @DenepanpHo#l  cIyxOH IO Poccuiickoit MEIHUIUHMHCKON AEITEIILHOCTH
Ham3opy B cdepe 3IpaBOOXpaHEHHA IO Qenepanun JOIIOJIHEHHS, Kacalomerocs
OCYILECTBIICHHIO TOCYAaPCTBEHHOIO KOHTPOJIA pelIeHus o HCIIOMHEHMS TpeOoBaHMiA,
KayecTBa M 0e30IIaCHOCTH  MEAUIMHCKOH BHECEHHH IIPOEKTA |CBA3AHHAIX C HA3HAYCHHUEM
JeSTeNbHOCTH" benepanpHOro |rpaxxgaHHHyY GHOJIOTHYECKH
3aKOHa B aKTMBHEIX H1006aBOK
I'ocynapctBenHyIO

Hymy




IMPABUTEJILCTBO POCCHMCKOM ®EJEPAIINH
PACIIOPAXEHHUE
ot 31 maa 2024 r. Ne 1351-p

MOCKBA

1.Buecru B TocymapcrBennyio J[ymy @epepansHoro Cobpanus
Poccuiickoit Pepeparuu TnpoekT ¢enepansHoro 3akoHa "O BHECEHHH
H3MEHEHMH B OTACIBHBIC 3aKOHOaTebHEIe akTrl Poccuiickont ®enepanuu’.

2. HaszHauuth pykoBoauteirsi OenepanpbHoi ciry>x05l Io Hax3opy B cdepe
3amMTEl NpaB noTpedurened u Omaromomydus denoBexka IlomoBy AHHY
IOpreBHY odmmanmeHeEIM npenctasuTeneM IlpaBmtenscTtBa Poccuiickoit
Qenepaii  npH  paccMOoTpeHMM nanatamu  DepepanpHoro CobOpaHus
Poccuiickoit Pepepaiu npoekra ¢enepanbHOro 3akoHa "O  BHECEHHH
HM3MEHEHHMH B OTJEIILHBIC 3aKOHOAATENBHEIE akThl Poccuiickoi denepanun”.

l ACKYMEHT NOATHCAH
SAEKTPOHHOMR NOAMMCHIO
Hpencena"renb HpaBI/ITeJIBCTBa 00£363200C02197EACB0921C0000D2844C
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