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NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NOCTAHOBIJIEHUE
oT 2 okTA6psa 2021 r. N 1676

O BHECEHWUM W3MEHEHUN
B MONOXXEHWE O ®ENEPAJIbHOU CITYXXBE MO HA3OPY B C®EPE 3ALLIUTDI
NMPAB NOTPEBUTEJIEUN U BJTIATOMNoOJty4yns YEJIOBEKA

IIpaBurenscTBO Pocculickoit @enepanyv NOCTaHOBIISAET:

1. YTBepauTh npunaraeMbie U3MEHEHHUsI, KOTOpble BHOCATCS B [lonoxenne o @eaepanbHOU ciayxoe
Mo Ham3opy B cdepe 3amuthl mpaB noTpeduteneid M OIaromnoiayyusi 4YeloBeKa, YTBEP)KICHHOE
nocranoBienueM [IpaButenbctBa Poccuiickoit @enepanuu ot 30 urons 2004 r. N 322 "OO0 yrBep)IaeHUH
[Tonoxxenust o denepanbHOM CiTy:k0e 10 HAA30py B cepe 3almThl TpaB MOTPEOUTENCH U OIaromoyans
yenoBeka" (CoOpanue 3akoHomarenbcTBa Poccniickoit denepanuu, 2004, N 28, ct. 2899; 2012, N 27, cr.
3729; 2013, N 5, ct. 405; N 22, ct. 2812; 2019, N 29, ct. 4038; 2020, N 19, ct. 3001).

2. Peanuzauusi mOJIHOMOYUM, MPEIYCMOTPEHHBIX HACTOSIIIMM IOCTAHOBJIEHUEM, OCYILECTBIISIETCS
denepabHOM CITy)KOO0W MO HAI30PY B cdepe 3amuThl MpaB MOTpeOuTeNeld U OJaronoydus 4eI0BeKa B
npenenax ycraHoBiaeHHoOW [IpaBurensctBoM Poccuiickorn denepanuu  NpeaeabHOM YUCIECHHOCTH
pabOTHUKOB IIEHTPAIBHOTO armapara U TePPUTOPUATBHBIX OpraHoB CioyxObl, a Takke OIOJKETHBIX
aCCUTHOBaHM, MPeyCMOTPEHHBIX el B defiepaibHOM OI0/KETEe Ha PYKOBOJICTBO U yIpaBJieHHe B chepe
YCTAHOBJICHHBIX (PYHKIIUH.

3. Hacrosiuee nocTaHoBiIEHHE BCTYIIAa€T B CUJIY CO JHSA €TO O(l)PII.IPIEU'ILHOFO OHY6HI/IKOB8.HI/I$I, 3a
HNCKIIIOYCHUCM

a03alleB YeTBEPTOro U MATOrO MyHKTA 4 U3MEHEHUH, YTBEPKAEHHBIX HACTOSIIIUM IOCTAHOBJICHUEM,
BCTynawomux B cuity ¢ 31 oktsa6ps 2021 r.;

IyHKTa | W3MEHEHW, YTBEP)KIEHHBIX HACTOAIIUM ITOCTAHOBJIEHHMEM, B 4YaCTH OCYLIECTBIICHUS
@enepanbHO cay)00i MO HaA30py B cdepe 3alliuThl MpaB MOTpeOuTeNel 1 Oarononyqus 4esloBeKa
GyHKIMH O OpraHM3alMU M OCYIIECTBJICHUIO (heepalbHOr0 TroCyAapCTBEHHOIO JIMIIEH3MOHHOTO
KOHTpOJIS (Haa30pa) 3a NEATENbHOCTHIO B OOJIACTH WCIIONB30BaHUS BO30yauTeneil WH(EKIMOHHBIX
3a00J€BaHUN 4YeJOBEKa M JKUBOTHBIX (32 MCKJIIOUEHHEM Ciydas, €ClIM YyKa3aHHas JesTeIbHOCTh
OCYILIECTBIISETCS B MEAUIIMHCKUX LX) U TEHHO-UHKEHEPHO-MoauuimpoBanHbix opranusmos I u IV
CTeIeHeH MOTeHIMAIbHONW OMaCHOCTH, OCYIIECTBIEMON B 3aMKHYTBIX CUCTEMaX, a TaKkxke (eaepanbHOro
roCy/1IapCTBEHHOI'O JINLIEH3MOHHOTO KOHTpPOJIs (Haza3opa) 3a JeATeNbHOCThI0 B 00JIACTH HCIIOJIb30BAHUS
MCTOYHUKOB HOHU3UPYIOIIETO WU3Iy4YeHUs (TeHepupyromux) (3a HCKIIOYEHHEM Ccllydyasi, €CIH OSTH
HMCTOYHHUKH WCIIOJIB3YIOTCSI B METUIIMHCKOM IeITETHOCTH ), BCTYMaroIero B cumry ¢ 1 mapra 2022 r.;

ab3aleB CceIbMOTO M BOCBMOIO TYHKTa 3  HW3MEHEHMH, YTBEPXAEHHBIX HACTOSLIMM
ITOCTaHOBJICHUEM, BCTYIAOIIMX B clity ¢ 1 mapta 2022 r.

[Ipencenarens [IpaBuTenscTBa
Poccuiickoit denepanuu
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M.MUITYCTHUH

YTBepKACHBI

nocranoBienueM [IpaBurenscTBa
Poccniickoit enepanuu

ot 2 okTsa6ps 2021 r. N 1676

M3MEHEHUA, 5
KOTOPbIE BHOCATCA B MNOJIOXEHUE O ®EAEPAJIbHOU CITYXBE NO HAO3OPY
B C®EPE 3ALLUTDLI NMPAB NOTPEBUTEJIEU U BITATOnony4yuns YENOBEKA

1. ITynkT | U3M0XKUTH B CIASAYIOIICH PEAaKIINH:

"1. denepanbHas ciyx0ba Mo Haa30py B cdepe 3auuThl MpaB MoTpeduTeneit u OJaromnoaydus
yenoBeka (PocnorpeOnan3zop) siBisercs — QenepalbHBIM — OPraHOM — HCIIOJIHUTENBHOW — BIACTH,
OCYILECTBISIOUMM (QYHKIMM IO BbIPAaOOTKE U peaJu3alud TOCYAapCTBEHHOM IOJWTUKU U
HOPMAaTUBHO-TIPAaBOBOMY PETYIUPOBAaHUIO B cepe 3aluThl MpaB MOTpedUTese, 310pOBOro MUTaHUs, B
o0JIacTH OpraHu3aliil THUTaHUs, OOECIeYeHHs KadyecTBa W OE€30MaCHOCTH MHUIIEBBIX IPOIYKTOB,
MaTepUajIoB W M3JEIUNA, KOHTAKTHPYIOIIUX C MUIIEBBIMA NPOAYKTAMHU, pa3pabOTKE U YTBEPKICHUIO
roCy/1apCTBEHHBIX CAaHUTAPHO-3IUJEMHOJIOTHYECKUX MPABUI U TUTHEHUYECKUX HOPMATUBOB, a TAKXKe I10
OpraHM3ali ¥ OCYILECTBICHHUIO (henepaabHOr0 rocyJapCTBEHHOTO CaHUTAPHO-3MHIEMUOIOTUYECKOTO
KOHTpoJIst (Haa3opa), geaepaabHOTO TOCYAApPCTBEHHOTO KOHTPOJs (Haa30pa) B 00JACTH 3alUTHI MPaB
notpeduteneil u  ¢enepaabHOro TOCYAapCTBEHHOTO  KOHTpoJs  (Haa3opa) 3a  COOJIIOJCHHEM
3akoHoAarenscTBa Poccuiickoit denepanuu o 3amure Aeted oT MHGOpPMaLKY, MPUUYMHSAIOMENH Bpea UX
3JI0POBBIO M (MJIM) pa3BUTHIO, (eIepaIbHOrO roCyJapCTBEHHOTO JIMIIEH3MOHHOTO KOHTPOJIS (Haa30pa) 3a
NeSITENIbHOCThIO B 00JIACTH MCHOJIb30BAaHUS BO30yAMTENEH HHPEKIMOHHBIX 3a00JIeBaHUN 4YeIoOBEeKa U
KHMBOTHBIX (32 MCKIIIOYEHUEM Cllyyasi, €ClIM yKa3aHHas JesTeIbHOCTh OCYIIECTBISETCS B MEIUIIMHCKHUX
LesIX) M TEeHHO-MHXKeHEpHO-MoAuduuupoBaHHeix opranusmoB III u IV creneneil noTeHuManbHOM
OMACHOCTH,  OCYILECTBJIIEMOW B  3aMKHYTBIX CHCTeMaX, (eAepabHOIO0  TOCYIapCTBEHHOTO
JUIEH3MOHHOTO KOHTPOJISl (Haa30pa) 3a JeATeIbHOCThIO B 00JAacTH HCIOJI30BAHHUS HMCTOYHHUKOB
MOHU3UPYIOUIETO M3JIy4eHus (IeHepUpyoUMX) (3a MCKIIOYEHHEM Cilydas, €ClIM 3TH HMCTOYHUKH
WCIIONB3YIOTCS B MEIUIIMHCKOM JESITEIIBHOCTH).".

2. ITyHKT 4 U370KUTH B CIEAYIOLIEH peaaKuu:

"4, denepanpHas ciyx0a MO HaA30py B cdepe 3ammThl MpaB MOTpeOUTENeH W OJaromnoxydus
YEJI0BEKAa OCYIIECTBIISIET CBOIO JIEATEIbHOCTh HEMOCPECTBEHHO, YePE3 CBOU TEPPUTOPUATILHBIE OPraHbl U
MOJABEOMCTBEHHBIC OpTraHW3allid BO B3aUMOJICHCTBUU C JPyruMu (QeaepaabHbBIMH  OpraHaMUu
WCTIOJIHUTENIHON BJIACTH, OpPraHaMU HCIOJIHUTENBbHON BiacTu cyOwnekToB Poccuiickoit Deneparuw,
opraHaMy MECTHOTO CaMOYTIPaBIICHUS, 0OIIECTBEHHBIMU O0BEAMHEHUSIMU U WHBIMU OpraHU3alusIMH.".

3. [MoamyHKT 5.1 U3NOXKUTH B CIASAYIOMICH PeIaKIINH:

"5.1. ocymiecTBIsS€T KOHTPOJh (HAI30p) 3a HCIOJHEHHWEM OO0s3aTeNbHBIX TpeOOBaHUU
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3akoHoJaTenbcTBa Poccuiickoit @enepannu B 0b6mactu oOecnedeHusi CAaHUTAPHO-3THIEMHOIOTHIECKOTO
Ojaromnosydusi HaceJIeHUs, 3allUThl IpaB MOTpeduTenel, B 00JIACTH NOTPEOMTEIbCKOIO PBIHKA U
oOecrieyeHrs: KayecTBa U OE30MaCHOCTH MUILIEBBIX MPOJYKTOB, TPeOOBAHUN K OpraHM3allUd MHUTAHUS, B
TOM YHCJIE:

5.1.1. penepanbHbIi rOCY1apCTBEHHBIN CAHUTAPHO-IIHIEMUOJIOTHYECKUN KOHTPOJIb (HAA30D);
5.1.2. dbenepanbHbIii rOCYJapCTBEHHBIN KOHTPOJIb (Ha130p) B 00JACTH 3alIUTHI IPaB IMOTPEOUTENEH;

5.1.3. caHUTapHO-KapaHTUHHBIM KOHTPOJIb B MYHKTaX MPOMYyCKa Yepe3 rocyJapCTBEHHYIO IPAHUILY
Poccuiickoit denepaiuu;

5.1.4. denepanbHbIi TOCYIApCTBEHHBIH KOHTPOJIbL (HAA30p) 3a COONIOJACHHEM 3aKOHOAATEIIbCTBA
Poccuiickoit @epepanuu o 3amuTe JIeTeid oT HHOOPMAIMK, TPUYHHSIOMICH Bpe MX 310POBbI0 U (WJIN)
pa3BUTHIO, 32 COOTBETCTBUEM HH(POPMALMOHHOW MPOAYKLUHUHU, peaTu3yeMOd MOTpeOUTeNsIM,
00s13aTeNIbHBIM TPEOOBaHHUSAM B OOJACTH 3aIUTHI JIETeH OT WH(OpMANuu, NPUYHHSIONCH Bpel WX
3I0pOBbI0O W (WJM) pa3BUTHUIO, B YaCTH YyKa3aHUS B CONPOBOAMUTEIBHBIX JOKYMEHTaxX Ha
WHOOPMAIIMOHHYIO ~ MPOAYKIMIO  CBEIACHHWW, IMOJYYCHHBIX B  pe3yibraTte  Kiaccu(UKaluu
MHGOPMAIMOHHON MPOIYKIIMU, & TAaKXKE B YaCTH Pa3MEUICHHUS Ha TAKOH MPOIYKIMH B COOTBETCTBHUU C
yKa3aHHBIMH CBEJCHUSMH 3HaKa HH()OPMAIMOHHOW TIPOIYKIIHH;

5.1.5. denepanbHblii TOCYJApPCTBEHHBIN JIMLEH3UOHHBIA KOHTPOJIb (HAA30p) 3a JESATEIbHOCTHIO B
o0jacTd MCHONB30BaHUS BO30yauTenell MHMEKIMOHHBIX 3a00JeBaHUI 4YelloOBEeKa M JKUBOTHBIX (32
UCKJIIIOUYEHUEM Cily4yasl, €CJIM YKa3aHHas JESATEIbHOCTb OCYILECTBISIETCS B MEAMLMHCKHUX LENIX) U
TeHHO-UH)KeHepHO-MoaudunrpoBanubix opranu3dmMoB III u IV cremeneii moTeHuMaIbHOW OMACHOCTH,
OCYLIECTBJISIEMOM B 3AMKHYTBIX CUCTEMAX;

5.1.6. denepaybHBIi rOCYAapCTBEHHBIN JUIIEH3MOHHBIN KOHTPOJIb (HAI30p) 3a JAEATENbHOCTHIO B
00J1acTH KCIIOJIb30BAHUS HCTOUYHHMKOB MOHU3UPYIOLIET0 U3y4eHUs (T€eHEpHUPYIOINX) (3a UCKIIOUEHUEM
clly4asi, €CJIM 3TH UCTOYHUKH UCTIOJIb3YIOTCS B MEUIIMHCKOM IeATeTbHOCTH);" .

4. Tonomuutsk noanynktamu 5.2.10 - 5.2.13 cnenyroiero cogep>kanus:

"5.2.10. ocymiecTBiseT NpPOBEACHHE HOTU(UKAIMM HOBBIX XHUMHUYECKHX BEIIECTB, a TaKxkKe
MPOBEJICHUE TPOLEAYPHl Pa3pEIIUTEIBHON TOCYJAPCTBEHHOW PETHCTPAUMHA XUMHUYECKOW MPOTYKIIMHI
(XMMHYECKUX BEUIECTB U CMECEH) MpH HAIMYHUU B €€ COCTAaBE€ HOBBIX XMMHUYECKHX BEIIECTB B YacCTH
OIICHKH MX OMACHOCTH IS 3/I0POBbsI YEJIOBEKA U OKPYKAIOIIEH CPellbl ¢ yUeTOM (PU3UKO-XMMHYECKUX,
TOKCHKOJIOTUYECKUX W  SKOTOKCHKOJIOTMUYECKMX CBOMCTB M HampaBieHuss B MUHHUCTEPCTBO
MIPOMBILIUIEHHOCTH W TOproeiau Poccuiickoii @enepany  COOTBETCTBYIOIIETO — 3aKJIIOYECHHS O
BO3MOXXHOCTH TPOBEICHUST HOTU(UKAIMKA HOBBIX XMMHUYECKHUX BEIIECTB JIMOO MPOBEICHUS MPOLEAYPHI
pa3penuTeIbHOM TOCY/IApCTBEHHONW PETHCTPAllMM XUMHYECKOW MPOAYKIIUU (XMMHUYECKHX BEIIECTB H
cMeceil) IpH HaJM4UU B €€ COCTaBE HOBBIX XUMHUYECKHUX BEIIIECTB;

5.2.11. yrBepxmaer (opmMy B3aKIIOUEHHUS O BO3MOXKHOCTH TPOBEIEHUS HOTH(PHUKAIMK HOBBIX
XUMHUYECKHUX BEIIECTB JTUOO MPOBENEHUsS MPOIEIyphl Pa3peUINTeIbHON TOCYIapCTBEHHON pPErucTpaiiu
XUMUYECKON TPONYKIHUUA (XUMHUYECKUX BEIIECTB W CMeced) NpH HAJIWYUKU B €€ COCTaBe HOBBIX
XUMHUYECKUX BEUIECTB;
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5.2.12. ocymiecTBIsieT CO3JaHHE, Pa3BUTHE W OKCIUIyaTaluio (eaepalbHO TrocynapCTBEHHON
UH()OPMAIIMOHHOW CHCTEMBI CBEJICHUH CAaHUTAPHO-3IHIEMHOJIOTHYECKOTO XapaKTepa;

5.2.13. ocymectBisier (yHKIMU omeparopa (eneparbHOW TOCYJapCTBEHHON WH(OPMAIMOHHON
CHCTEMBI CBEJICHUI CaHUTAPHO-ITHIEMHOIOTNIECKOTO XapakTepa;'".

5. [MonmyHKT 5.9 mpu3HaTh YTPAaTUBIIUM CHITY.
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