POCCUVICKASI ®EIEPAILIMA
(I)EI_[EPAJIBHI)II?'I 3AKOH

O BHeceHHH H3MeHEeHHH B OTAe/IbHbIE 3aKOHOAATEbHbIE AKTHI
Poccuiickoit @egepanun

punsr I'ocynapcrBenHoi# [ymoi 27 mas 2025 rona
Omo6pen CoeToM denepaivu 4 wona 2025 roma
Crarps 1

Buectu B ®enepanbHblii 3akoH oT 2 sHBaps 2000 roma Ne 29-@3
«O kayectBe U Oe30MacHOCTHM MHUIIEBBIX  mpoaykToB»  (CobOpanue
3akoHozarenbcTBa Poccuiickoit ®eneparuu, 2000, Ne 2, ct. 150; 2008, Ne 30,
cT. 3616; 2011, Ne 30, ct. 4596; 2019, Ne 52, ct. 7765; 2020, Ne 9, ct. 1139)
CJIeYIOIHEe U3MEHEHMUS:

1) ab3an BTOpO#t crarbu 1 moOCie CIOB «JIO0ABKU K IHILE» ONOJHHUTH
CJIOBaMH «(J1anee - OMOJIOrHUeCK aKTUBHbIE 100aBKH )»;

1
2) cTaThio 3 HOIMOJIHUTH IIYHKTOM 2 CIHEeAYIOIIEeTO COACPIKaHuU:
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«2'. 3ampemaeTcs  pacupocTpaHeHHe — MH(GOPMAIUM,  COmepKameit
IpeAIoXKEHHE O PO3HUYHON TOProBile OMOIOrMYecKy aKTUBHBIMU 100aBKaMy, B
TOM YHCIIE JUCTAHIIMOHHBIM CHOCOOOM, pO3HUYHAS TOPTOBIs KOTOPBIMU
3alpelneHa B COOTBETCTBIH ¢ HacToAM PeiepanbHBIM 3aKOHOM. »;

3) B myHKTe 3 cTaThu 15 cioBa «B 00;1aCTH 3/1paBOOXPaHEHUS» 3aMEHUTh
CIIOBaMH «, OCYLIECTBISIONUM (YHKIMH 10 BBIpabOTKE U peaiHn3aluu
roCyJIapCTBEHHOW TIOJUTHKH W HOPMaTHUBHO-IIPABOBOMY  PETyJMPOBaHUIO
B cpepe 3paBOOXPAHEHUS,»;

4)myakr 3 crateu 17 mocine cioBa «JeTed» AOMOJHUTH CIOBaMU
«, BKJIFOYasi OMOJIOTHYECKH aKTUBHBIE JOOABKH,»;

5) myHkT 4 craTeM 18 mocne CIIOB «IHIIEBBIX NMPOAYKTOB» JOTOJIHUTH
CIIOBaMH «, BKJIFOYasi OMOIOTM4eCKH aKTUBHBIE 0OOABKU,Y;

6) riiaBy IV 10monHUTE craTheit 257 Cle/yIomero ConepIKaHus:

«Cratbst 25, OcoGeHHOCTH peryJHpoBaHHS NPHMEHEHHsI
0HO0JIOTHYECKH AKTHUBHBIX 100aBOK

1. MeaunuHckiue pabOTHUKU B TOPSAKE, YCTAHOBICHHOM (elepalbHbIM
OpPraHOM MCITOJTHHUTEFHON BIIACTH, OCYLIECTBISIOMUM (YHKIMU 110 BEIpaboTKe
U peajH3allMd TOCYJapCTBEHHOH TOIWTUKM ¥ HOPMATUBHO-IIPABOBOMY
peryJMpoBaHuIo B chepe 31paBOOXpaHEHNUs, TI0 COTTIaCOBAHMIO C (efiepabHbIM
OpPraHOM WCIIONHUTENFHON BJIAacTH, YIOJHOMOYEHHBIM Ha pa3paboTKy
U yTBEPIK/IEHHE TOCYAapCTBEHHBIX CAHUTAPHO-3IUAEMHOJIOTHYECKHX IPaBUI

WU THTUCHHUYCCKHUX HOPMATHUBOB, BIIPpaBC HasHadaTb 3apC€ruCTpUpOBaHHbLIC



OHMOIOrMYECKH aKTHUBHBIE JTO0ABKH, BKIIIOYCHHBIE B IIepedeHb OHWOJIOTHMYECKH
aKTHBHBIX [100aBOK, 0IpM HAJIAYUM TIOKa3aHWH K WX IPUMEHEHHIO.
buojytornyeckn akTHBHBIE M00aBKHM HA3HAYAIOTCS B COOTBETCTBUM CO CXEMaMU
UX TpPUMEHEHHUs, YCTaHOBJICHHBIMH METOJUYECKUMH pPEKOMEHIAIMSIMHU,
YTBEPKACHHBIMA  (peiepaldbHBIM  OPraHoOM  WCHOJHWTENBHONW  BJIACTH,
OCYILECTBIISIONMM (DYHKIMHU TIO0 BbIpabOTKe W peanu3allid TocylapCTBEHHOU
MOMUTHKA W HOPMATHBHO-NIPAaBOBOMY  PpEeryJHMpOBaHHUIO B  cepe
3IpaBOOXpaHEeHHs, IO  COIJlacoBaHMI0 C  (elepalbHbBIM  OpPraHOM
VCITOJTHATEIIFHOM BJIACTH, YIMOJHOMOYEHHBIM Ha pa3paboTKy W YTBEpXKIeHHE
rOCyTapCTBEHHBIX CAaHHUTAPHO-3MUAEMHUOIOTMUECKUX MIPaBUI U THTHEHUUECKUX
HOpPMATHBOB.

2.B TmepedyeHp OHMONOTMYECKH aKTHUBHBIX J00ABOK  BKJIIOHYAIOTCS
OUOJIOTHYECKH aKTHBHBIE N00aBKHW, B TOM 4YHCJEe OWOJIIOTMYECKH aKTUBHBIE
nobaBku, TmpousBeieHHble B Poccuiickoit ®enmepanuu, OTBeHaroIMe
ycraHoBlieHHBIM [IpaButensctBoM Poccuiickoli @expepanvy  KpUTEPUSM
KayecTBa OMOJIOTHYECKH aKTHUBHBIX J00aBOK W uX 3(h()EKTUBHOCTH
B 3aBHCHMOCTH  OT  CTeNeHM  BIHMSHHSA Ha  37I0pOBbE  HeJIOBEKa,
a TaKkKe TpeOOBaHUAM TEXHUYECKUX periaMeHToB EBpazwuiickoro
HKOHOMUYECKOTO COI03a.

3. IlepeveHp OHMoONOrUYECKH AKTHUBHBIX 00OaBOK U IMepedeHb NOKa3aHWH
K UX TPUMEHEHHUIO yTBepXAaloTcs (efepanbHBIM OpPraHOM HCIOJTHUTEIBHOMN

BJIaCTH, OCYLICCTBIIAKOIIINM (bYHKIII/II/I I10 BBIpa6OTKe H  pealu3annuun
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rOCyJapCTBEHHOM TMOJIMTUKKM M HOPMAaTUBHO-TIPABOBOMY PEryJHPOBAHHIO
B cepe 3ApaBOOXpAHEHMs, II0 COIJIACOBAaHHUIO C (enepalbHBIM OpPraHOM
WCIIOJIHUTEIBHOM BJIACTH, YIMOJHOMOYEHHBIM Ha pa3padOTKy M yTBEpXKICHHE
roCyAapCTBEHHBIX CaHUTAPHO-3MUIEMHOJIOTHYECKUX TPaBUIl U TUTHEHUUYECKHUX
HOPMAaTHBOB.

4. TIlpaBurenbctBo Poccuiickoii @enepanun BIpaBe YCTaHaBIHBATh
OCOOEGHHOCTH PEryJIMPOBaHUS MPUMEHEHUS OMOJIOTHYECKH aKTHBHBIX JTOOABOK,
a TaKxkKe 0COOCHHOCTH PEeTUCTpallii OWOJIOTMUEeCKH aKTHBHBIX 100aBOK B LIETAX
YCTAHOBJIEHHUs! YIIPOIIEHHOTO MOpsAJKa Nepeaadu (B TOM YHUCIEe B DJICKTPOHHOU
¢dopme) B (QenepalibHbll OpraH HCHOJHMTEIBHOM BIIACTH, OCYIIECTBIISIOIINM
TrOCyJJapCTBEHHYIO  pPETUCTpalldio  OHMOJOTHYECKH  aKTHUBHBIX  J00aBOK,
pe3yJIbTaTOB MCCIIEAOBAHMHI (HUCIIBITaHUI) 00pa3IioB OMOJOTMYECKH aKTHBHBIX
n00aBOK, IMPOBEJIEHHBIX B PAacIONOXEHHBIX Ha TeppUTOPHU Poccuiickoi
Qenepauv aKKpEAUTOBAHHBIX HCIBITATENBHBIX Jabopartopusax (LEeHTpax),
¥ MHBIX  JIOKyMEHTOB, TIOATBEP)KIAIOIIMX COOTBETCTBUE  OHOJOTHYECKH
AKTUBHBIX J100aBOK MpPeAbSBIIEMBIM K HHUM TpeOOBaHHUSAM TEXHHUECKHX
periaMeHToB EBpa3uiickoro 5KOHOMHYECKOTO COr03a.

5. Ha memunuHckux paOOTHUKOB MpU HazHAYECHHUH WMHU OMOIOTHYECKH
aKTUBHBIX J00aBOK PACIpPOCTPAHSAIOTCS OTpaHUYEHHS, YCTAHOBJICHHBIE YaCTHIO
1 crarem 74 ®enepanpHoro 3akoHa or 21 Hoabps 2011 roga Ne 323-®3

«O0 ocHOBax oXpaHbI 37J0pOBbs I'paxaaH B Poccuiickoit @enepamumn.».



Cratbs 2

[lyakr 1 wactm 5 cratem 15! @epmepansHOro  3aKoHa
or 27 wurons 2006 roma Ne 149-03 «O6 wnHpopmauuu, HHGOPMALMOHHBIX
TEXHOJOTUSAX W o 3ammre wuHpopmanun» (CoOpaHue 3aKOHOIATENbCTBA
Poccwuiickoit ®enepanuu, 2006, Ne 31, ct. 3448; 2012, Ne 31, ct. 4328; 2013,
Ne 14, ct. 1658; Ne 52, ct. 6963; 2014, Ne 30, ct. 4223; 2016, Ne 52, cr. 7491,

2017, Ne 24, ct. 3478; Ne 31, cr. 4827; 2018, Ne 18, cr. 2572; Ne 49, ct1. 7523;

z

52, ct. 8101; 2019, Ne 18, cr. 2214; 2020, Ne 14, cr. 2035; 2021, Ne 27,
ct. 5059, 5116, 5183; 2022, Ne 50, ct. 8772; 2023, Ne 1, cr. 32; Ne 32,
cT. 6138; 2024, Ne 33, ct. 4920; Ne 48, ct. 7218) JOMOTHUTH MOAITYHKTOM «HY»
CJIEIYIOIIETO COAepKaHMS:

«H) nHGOpMaH, cojepiKallel TNpeNIoKeHre O PO3HUYHON TOProBie
OMOJIOTMYECKH AaKTUBHBIMH J100aBKamMH, BTOM YHCIE JAUCTAaHIIMOHHBIM
crioco00M, pO3HHYHAs TOPTOBJIS KOTOPHIMM 3alpelieHa B COOTBETCTBHH
¢ 3aKOHOZaTelbcTBOM Poccuiickolt @enepauuu o0 KadecTBe W 0e30TaCHOCTH
ITUIIEBBIX TIPOAYKTOB;Y.

Cratbsa 3

Braectu B ®PenepanbHblii 3akoH OT 21 HosiOps 2011 roma Ne 323-@3
«O6 ocHOBax oOxpaHbl 3J0pOBb TpaxzaH B Pocculickoii ®eneparum»
(Cobpanue 3akoHogatenbcTBa Poccuiickont @enepaunu, 2011, Ne 48, cT. 6724;

2013, Ne 48, ct. 6165; 2017, Ne 31, ct. 4791; 2018, Ne 1, ct. 49; Ne 53,



cT. 8415; 2021, No 24, ct. 4188; Ne 27, ct. 5143, 5159; 2022, Ne 1, ct. 51; 2024,
Ne 1, c1. 6; Ne 33, ct1. 4928) cieyroliiie N3MEHEHUs:

1) B yactu 2 craThu 29' ci10Ba «CO3AAETCS MCIIOMHUTENBHBIMY» 3aMEHHUT
CIIOBOM «CO3/Ia€TCsD?;

2) ctarhio 37 AOMOIHUTH YacThIO 17 CIENyIOMEro coaepKaHus:

«17.Tlpu oxazaHuM rpaxaaHaM MEAMLUHCKON MOMOINM JOIyCKaeTcs
HasHaYeHHUe UM METUIMHCKUMH pPaOOTHUKAMH B TIOPSAKE, YCTaHOBIECHHOM
YIOJIHOMOUYEHHbIM  ()eficpajIbHBIM ~ OPraHOM  KCIOJHMUTENIBHOW  BJIACTH
10 COIJIAaCOBaHWID C (QeAepalbHbIM OpPraHOM MCIOJHUTENBHONW BJIAcCTH,
yIIOJIHOMOYEHHBIM Ha pa3padoTKy M  yTBEpXKIEHHE TI'OCyAapCTBEHHBIX
CaAaHUTAPHO-3MUJIEMUOJIOTUYECKUX MpPaBWI M TIUIMEHUYECKMX HOPMAaTHUBOB,
3aperuCTPUPOBAaHHBIX  OMOJIOTMYECKM aKTUBHBIX J00aBOK, BKIIOUEHHBIX
B IlepeueHb OMOIOTUUECKH aKTUBHBIX J00OaBOK M OTBEYAIOIIUX yCTaHOBJIEHHBIM
IpaButenbcTBOM Poccuiickoil Menepaniiy KpUTEpUsSIM KadecTBa OMOJIOrHUYECKH
aKTHUBHBIX 00aBOK M MX 3(M(EKTUBHOCTH B 3aBUCHUMOCTH OT CTENEHU BIUSHUS
Ha 37I0pPOBbE YEIIOBEKa, a TaKXke TpeOOBaHUAM TEXHUYECKHX perjaMeHTOB
EBpa3uiicKoro 3KOHOMHUYECKOTO COI03a.»;

3) Buactu 1 crateu 74:

a) TyHKT | mocie CIoB «peann3alieil JEKapCTBEHHBIX IIpenapaToB,»
ZOIIOJTHUTE CJIOBaMHU «OMOJIOTHIECKH aKTUBHBIX T0OABOK,»;

0) TyHKT 2 MOCJe CJIOB «IallMeHTaM JIEKApCTBEHHBIX IIPENapaToB,»

JOIIOJIHHUTB CJIOBaMHU «OHONIOTHYECKH aKTUBHBIX I[O63BOK,>>;
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B) MyHKT 3 TIOCJIE CJIOB «OOpa3Ibl JIeKapCTBEHHBIX IIPEapaToB,»
JIOTIOJIHUTE CIIOBAMHU «OHOJIOTHYECKH aKTUBHBIX JOOABOK,);

I) B MyHKTe 4 CJIOBa «O MEOUIMHCKUX HU3JEIUAX» 3aMEHUTh CJIOBaMH
«0 OMOOrHYeCKH aKTUBHBIX J00aBKax, MeIUIIMHCKUX HM3JIEIIHIX», IOCIEe CII0OBa
«IPENapaToB,» MTOMOTHUTH CIOBAMH «OMOJIOTHYECKH aKTUBHEIX H00OABOK,);

4) nyHkT 1 yacTu 2 cratby 87 AOMOJHUTH NOAMYHKTOM «K» CIEIYIOLIEro
COZICpIKaHUS:

«K) TpeOOBaHWIii, CBSA3aHHBIX C Ha3HAYEHHEM OWOJIOTMYECKHA AKTUBHBIX
100aBOK;».

Crartba 4

Hacrogmmuii ®enepanbHbLi 3aK0H BCTYyIIaeT B CUITy

¢ 1 cents6ps 2025 rona.

B.Ilytun

Mocksa, Kpemib
7 nrons 2025 roxa
Ne 150-®3



