MMPABUTEJILCTBO POCCUMCKOHN ®EJIEPAITAN
IIOCTAHOBJIEHHUE

oT 2 okTsa0psi 2021 r. Ne 1676

MOCKBA

O BHecennn usmenenuii B [lonoxenue o MenepabHoii ciayxkde no Hag3opy
B cepe 3aIHTHI NPaB NOTPeOHTE el H 6J1aronoJy4Hs Yej0BeKa

[IpaButensctBo Poccuiickoi Penepaiui nocTaHOBA A €T :

l. VTBepauTs  mpusiaraeMble  HU3MEHEHMSl,  KOTOpble  BHOCATCS
B [lonoxenne o MenepaibHoil cityx0e nmo Haa3opy B cdepe 3allUuThl NpaB
norpeduTeneil W OJaronojyydusi 4eloBeKa, YTBEepXKIeHHOE MOCTAHOBJIEHHEM
[IpaButensctBa Poccuiickoli @enepauun ot 30 urons 2004 r. Ne 322
"O6 yrBepxkaenun Ilonoxenus o PenepaybHoil ciyxbe Mo Haa3opy B cdepe
3aUThl  NpaB noTtpeduteneit u Onaromonyuus venoBeka" (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit ®enepaunu, 2004, Ne 28, ct. 2899; 2012, Ne 27,
ct. 3729; 2013, Ne 5, cr.405; Ne 22, cr.2812; 2019, Ne 29, ct.4038; 2020,
Ne 19, ct. 3001).

2. Peanuzanust MOJIHOMOYHH, npeayCMOTPEHHBIX HACTOS M
NoCTaHOBJIEHHEM, ocymecTBisiercs @denepanpHoil CiIy)00d MO HaA30py
B cdepe 3amUTH IMpaB NOTpeOUTeNell M OJaromosyyus: 4ejoBeKa B Ipejesiax
ycraHoBiieHHOH IlpaButensctBom Poccuiickoir ®enepanuu npenenbHOR
YUCAEHHOCTH paOOTHUKOB HEHTPANbHOrO anmapaTa W TeppHUTOpPHATbHBIX
opranoB Ciyx0bl, a TakKe OO KETHBIX aCCUTHOBAHHM, NMPEAYCMOTPEHHBIX i
B (¢enepaibHOM OlO[KETe Ha pPYyKOBOACTBO M YyIpaBieHUe B cdepe
YCTaHOBJICHHBIX (yHKLIUMA.

3. Hacrosiliee 1NOCTaHOBJICHME BCTyNaeT B CHJIY CO JHS €ro
oQHUIMATBEHOTO ONMyOJIIMKOBAHHUS, 32 HCKITIOUSHHUEM:

ab3aleB 4eTBEPTOro M NATOrO0 NYHKTAa 4 H3MEHEHUH, YTBEP)KIECHHBIX
HACTOSIINM MOCTAaHOBJIEHHEM, BCTYNAOMIMX B ciity ¢ 31 okTabps 2021 r.;
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NyHKTa 1 H3MEHEHHH, YTBEp)KACHHBIX HACTOSUIMM ITOCTAHOBJIEHHEM,
B 4acTH  ocywmectBieHuss  DepepanbHod  cnyxOodk  1mo  Ham3opy
B cdepe 3aumThl mpaB moTpeduTesneld M Osaromnoyiydyus 4YejioBeka (YHKIUHA
0 OpraHu3alMd U OCYILIECTBJIEHHI0 (QelepalbHOr0 roCyAapCTBEHHOIO
JUIIEH3MOHHOTO  KOHTpoJis (Haa3opa) 3a JedTeNbHOCThIO B oOnactu
MCIOJIb30BaHUsL  Bo30OyauTened MHGEKUMOHHBIX 3a00JeBaHMH  dYenmoBeKa
M OKMBOTHBIX (3a HCKIIOYEHHEM Cllydas, €Clld yKa3aHHas JIesiTeJIbHOCThb
OCYWECTBNSAETCA B  MEAUUMHCKUX  LENsiX) U  T'eHHO-UHIKEHEpPHO-
MoauduuupoBanHsix opranuzMoB Il u IV cremeHeit moTeHIuansHOM
OMacHOCTH, OCYIIECTBIISIEMON B 3aMKHYTBIX CUCTEMax, a Takxke ¢enepaibHOro
rOCyJapCTBEHHOr0 JIMIEH3MOHHOTO KOHTposs (Haa3opa) 3a JeATelbHOCTBIO
B 00JlaCTH  HCIOJIb30BaHUS HCTOYHMKOB HOHH3UPYIOLIETO  H3JyYEHHUs
(reHepupytoliux) (3a UCKJIIOUEHHEM  Ciydas, €CAd OTHU HCTOYHHMKH
HCIIOJIb3YIOTCS. B MEIULIMHCKOH JIeSITeNIbHOCTH ), BCTyNAIOILIEro B cuily ¢ 1 mapra
2022 r.;

ab3alleB CeAbBMOTO M BOCBMOIO HYHKTa 3 U3MEHEHHWH, YTBEP)KIECHHBIX
HACTOSILIMM [TOCTAHOBJIEHUEM, BCTyNaOUIMX B cuily ¢ 1 maprta 2022 r.

[Ipencenarens [lpaBuren

Poccuiickoil ®enepaigy M.Muuryctun
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YTBEPXJIEHDLI

nocranoBieHueM [IpaButenscrea
Poccuiickoit denepaunn
ot 2 okTs10ps 2021 1. Ne 1676

U3IMEHEHMHI,

kotopble BHOcsATcA B [lonoxkenue o PegepaibHOH cayxbe no Haa3opy
B cdepe 3alUTHI MPaB NOTpedHTe 1€l H 0J1aronoJy4ts 4e10BeKa

1. ITyHkT 1 U3710KUTH B ClIEAYIOLIEH peaaKUnu:

"1. ®enepanbHas cayx0a 1Mo Haa3opy B chepe 3alIUTH  IPaB
norpebuteneii u Onaromomyudss uesoBeka (PocnorpebHan3op) sBisercs
(emepaTbHBIM OPraHOM UCIIOJIHUTEIHHON BJIACTH, OCYLIECTBIISIIOIUM (QyHKIKU
Mo BbIPAOOTKE W peaJM3alUH rocydapCTBEHHONW MOJMTHKHM M HOPMAaTUBHO-
[PAaBOBOMY peryJHpOBaHHIO B cdepe 3allUThl MpaB NOTPeOUTENEH,
3[J0pPOBOr0 MUTAHMS, B 0OJACTH OpraHM3al(Mi MUTAaHUsA, 0OECIIEYEHHs KaueCcTBa
H  0e30MmacHOCTH  MHIIEBBIX IPOAYKTOB, MaTepUAJIOB U  U3IEIHH,
KOHTAKTHPYIOIIMX C MHUIIEBBIMH MPOAYKTaMH, pa3pabOTKE M YTBEPXKICHHUIO
roCyIapCTBEHHBIX CAaHHUTAPHO-HIEMUOJIOFMYECKUX IPABHII U TUTHEHUYECKUX
HOPMATHBOB, a TakXe II0 OpPraHW3alliil M OCYLIECTBICHUIO (enepanbHOro
rOCyJapCTBEHHOrO CAHUTAPHO-3IHAEMHONIOTHYECKOro KOHTpOJs (Han3opa),
(emepanbHOro rocyapCTBEHHOr0 KOHTPOUIs (Hax3opa) B 001acTH 3allMThI IPaB
norpeduTeneii U (¢enepanrbHOro TOCYAapCTBEHHOrO KOHTpols (Haa3opa)
3a cobmoneHneM 3akoHonatenbcrBa Poccuiickoit denepaumu o 3amure geTei
OoT HHbOpMalKU, MNPUYMHSIOMEH Bpeld HUX 340pPOBBIO U (MIHM) pa3BUTHIO,
demepanbHOro  rOCYAapCTBEHHOrO  JIMIEH3HOHHOrO KOHTpons  (Hax3opa)
3a JeATENbHOCTRIO B OOJIACTH HCHOJb30BaHHMS BO30yauTened WH(QEKIHOHHBIX
3a00JIeBaHMH YeslOBEKa U XXUBOTHBIX (32 UCKIIIOUEHHEM Clly4dasl, €CIIY yKa3aHHas
JESATENbHOCTh OCYIHECTBIIAETCS B MEAMLIMHCKUX LENIX) M NEHHO-HH)XKEHEPHO-
MoguduippoBandbix  opranusmoB Il u IV crenenedd mnoTeHUManbHOM
ONACHOCTH, OCYIIECTBJIIEMOH B 3aMKHYTBIX CHCTeMaX, (eaepajlbHOro
roCyapCTBEHHOr0 JIMIICH3UOHHOTO KOHTPONs (Haa30pa) 3a OeATelbHOCTBIO
B 00jNacTH HCIOJb30BAHMS HMCTOYHHUKOB HOHHM3HPYIOLIErOo  H3JIy4YeHHs
(reHepupyrOUIMX) (32 HUCKIIOYEHHEM  Cilydas, €CId O3TH HCTOYHHUKH
HCIIOJIB3YIOTCS B MEJUIIMHCKON AeITebHOCTH)." .
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2. ITyHKT 4 U310KUTh B ClieayIolleil peIaKkiyuu:

"4. QenepanbHas ciayxba 1o Hamzopy B cdepe 3amMTEI  [IpaB
norpeburtenell U OJIaronoayvuss 4enoBeKa OCYLIECTBISET CBOK AESTENILHOCTD
HETOCPEACTBEHHO, YEPE3 CBOM TEPPUTOPUANIbHBIE OPTaHbl U MOABEIOMCTBEHHEIE
OpraHu3alid BO B3aUMOJEHUCTBUM C JPYIMMH (QerepalbHbIMU OpraHaMu
HCIOJHUTENBHON BIIACTH, OpPraHaMH MCIIOJIHUTENIBHOH BIACTU CYOBEKTOB
Poccuiickoit ®enepanuu, OopraHaMu MECTHOTO camMoyIpaBJIeHHUS,
OOIIECTBEHHBIMU OObETUHEHUSIMHU H UHBIMH OpraHu3alusIMu.".

3. [ToanyHKT 5.1 U3N0KUTH B CleAyIOLIEH peakuuu:

"5.1. ocylnecTBiseT KOHTPOJb (HAA30p) 3a HCHOIHEHHEM 00s3aTeNbHBIX
TpeOboBaHUH  3akoHomarenbcTBa Poccuiickoit  ®emepaunn B 06nacTH
obecrieueHHs] CaHUTApPHO-3MHUAEMHOJIOIMYECKOro 0J1aromnojyyust HaceleHus,
3allMTBl  NpaB  [OTpebuTened, B 00JacTH MNOTPEOUTENHCKOrO  phIHKA
¥ obecneyeHMs KadecTBa U O€30MacHOCTH MHIIEBBIX MPOAYKTOB, TpeGOBaHM
K OpraHu3aluy MUTaHUsl, B TOM YHUCIIE:

5.1.1. dhenepanbHbIil rOCYyAapCTBEHHBINA CAHUTAPHO-3ITHAEMHOIOIHYECKUI
KOHTpOIb (Haa30p);

5.1.2. ¢enepanpHblif TOCYapCTBEHHBIH KOHTPOJIb (HaZ30p) B 0O0NacTH
3allUThI IpaB NOTpPeOUTENEiH;

5.1.3. canuTapHO-KapaHTUHHBI KOHTPOJb B IYHKTaX MPOIycKa 4Yepes
rocy1apcTBeHHY!0 rpanully Poccuiickoit @enepaunu;

5.1.4. benepanbHblii rocy/1apCTBEHHBIM KOHTPOJIb (Hag3op)
3a coOJIIOACHHMEM 3aKoHonatenbcTBa Poccuiickoit Denepannu o 3amure aetTel
OT MHpOpPMaUUH, NPUUYMHSIOLUICH Bpeld WX 300POBbIO U (WIH) pa3sBUTHIO,
3a COOTBETCTBHEM UH(GOPMALIMOHHOMN MPOLYKIMH, peaTu3yeMoi TOTpeOUTENAM,
oOs3aTeNbHBIM TpeOOBaHUAM B 00IacTH 3alIUTHl JAeTeidl OT MHQOpMaUuH,
OPUYUHAIONENA BpeA KX 340POBbIO M (WJIM) Pa3BUTUIO, B YacTH YyKa3aHWS B
COIPOBOJUTENBHBIX JOKYMEHTAaX Ha MHQOPMAIMOHHYIO MPOAYKIIHIO CBEIECHMIA,
NOJIyYEeHHBIX B pe3ynbTare KIacCHPUKAUMH HHGOPMALHMOHHOW MPOMTYKIIHH,
a TaKkKe B YaCTH pa3MEIICHHWsT Ha TakOH MNPOAYKIHH B COOTBETCTBHH C
YKa3aHHBIMU CBEIEHUSMH 3HaKa HHGOPMALUMOHHOMN POAYKIIHH;

5.1.5. benepanbHbli  rOCyAapCTBEHHBIH  JIMUEH3MOHHBIH  KOHTPOJIb
(Hag3op) 3a JAeATeNbHOCTBIO B 00JAacTH  HCIOJB30BaHUS BO3OyauTeNei
MH(EKLNOHHBIX 3a00JIeBaHUil YeoBeKa M JXUBOTHBIX (32 HCKIIFOUEHHEM CiIy4Yas,
€ClId yKa3aHHas JEATENbHOCTh OCYINECTBJSETCS B MEIUIUHCKUAX UEJIAX)
U TEeHHO-UHXXeHepHO-MoAu(UIUpoBaHHbIX opraHu3moB III u IV cremeneit
HOTEHIMANIBHOM OMacHOCTH, OCYyIECTBISEMON B 3aMKHYTBIX CHCTEMAX
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5.1.6. denepanbHpli  TrOCYOapCTBEHHBIH  JUUECH3HOHHBIA  KOHTPOJIb
(Hag3op) 3a  HEATENbHOCTBIO B OOJACTH  HCHOJIb30BAHHS HMCTOYHUKOB
HOHM3HMPYIOIIETO U3JIy4YeHHs (TeHEepUPYIOIIUX) (38 HCKIIOYEHHEM Clydas,
€CJIM 3TH UCTOYHHMKH MCIIONb3YOTCS B MEAHIIMHCKON ESTEIILHOCTH);".

4. TononHute noamyHkTamu 5.2.10 - 5.2.13 cnemyrowiero coaepxaHus:

"5.2.10. ocymiecTBisieT MpoBeAeHHe HOTH()HMKALMH HOBHIX XHMHYECKUX
BELIECTB, a TAKXKE MPOBEAECHHE MPOUENYPBI pa3pelIUTEIbHON rocy1apCTBEHHON
perucTpauuy XMMHYECKOH MPOAYKIHMH (XMMHYECKHX BELIECTB U CMecel) mpu
HaJM4YHUM B €€ COCTaBe HOBBIX XHMUYECKHX BEINECTB B YAaCTH OLEHKH HX
OMaCHOCTH JUI 3[0pOBbS YEJIOBEKa M OKPYXAloIIed Ccpeibl C Y4ETOM
(HU3NKO-XUMHYECKUX, TOKCHKOJOTHYECKMX M IKOTOKCHKOJIOIHYECKHX CBOMCTB 1
HanpasieHuss B MHHUCTEPCTBO MPOMBILUIEHHOCTH M TOProBium Poccuiickoii
@enepalud COOTBETCTBYIOILErO 3aK/IIOYEHHS O BO3MOXHOCTH IPOBENEHUS
HOTH(GHKAIMHM HOBBIX XHMHUYECKHX BeIIECTB JHOO IMPOBENEHUS MPOLELYPHI
pa3pelIuTeNbHOM roCyJapCTBEHHON pPErHCTpPAllMl XUMUYECKOH MNpOIyKIHH
(XMMHYECKHUX BEIIeCTB W cMeceil) NpH HaAJIMYHM B €€ COCTaBe€ HOBBIX
XUMUYECKHUX BEIECTB;

5.2.11. ytBepxaaeT (GopMy 3aKIIOYEHHS O BO3MOXHOCTH MPOBEIECHHUS
HOTH(QHKALUK HOBBIX XUMHYECKHUX BEIIECTB JINOO MpOBeAEHHS MPOLELYPH
pa3pelIuTENbHON TOCYHapCTBEHHOH pPEruCcTpallMi XUMHYECKOH MpPOAYKIIHH
(XMMHYECKHMX BEILECTB W CMeceil) NpH HaJM4Yud B €€ COCTaBe HOBBIX
XUMHUYECKUX BEIECTB;

5.2.12. ocyuiecTBiasieT  co3laHde,  pa3BUTHE M OIKCILIyaTaluio
denepanipbHOil  rocynapCTBeHHONH HMHGOPMALMOHHONM CHCTEMbLI  CBEJEHUMH
CaHUTapHO-3MUAEMHUOJIOTMUECKOT 0 XapaKTepa;

5.2.13. ocyuiecTBaser GbyHKIUH omneparopa benepabHOM
rocy/1apCTBeHHOH  HMH(OpPMALMOHHOH  CHUCTEMBI  CBEICHHH  CaHHTapHO-
3MUAEMHUOJIOTMUECKOr0 Xapakrepa;".

5. IloanyHKT 5.9 npu3HaTh YTPaTUBLIUM CHUITY.
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