FOCYJJAPCTBEHHAS AYMA
®EJIEPAJIBHOIO COBPAHUSA POCCUMCKOW SENEPAIIUKA
- BOCBMOI'O CO3bIBA

BBIIINCKA U3 TIPOTOKOJIA ot 18.04.2022 Ne 36
3ACEJAHUSA COBETA TI'OCYIAPCTBEHHOU JIYMBI

"18" anpens 2022r.

71. O npoekre denepanbHoro 3akona Ne 103500-8 "O BHeceHHH H3MeHEHMSA
B crathio 633 Kogexca Poccuiickodi ®egepanun 00 agMHHHCTPATHBHBIX
npaBoHapywmeHHsax'" (B 4HACTH YTOYHEHMS OCHOBAHHH AJs OCBOOGONKAEHHS OT
aAMHHUCTPATHBHOMR OTBETCTBEHHOCTH B chepe oGpanteHus
danbcuPHUHPOBAHUDBIX, KOHTPa}aKTHBIX, . He00poKavecTBEHHBIX H
He3apPerucTPHPOBAHHBIX JeKaAPCTBEHHBIX CPEACTB HJIH MeNHUHHCKHX M3JcnHii) -
BHocHT IIpaBuTtenncreo Poceniickoit ®enepauuu

IIpuusTo pewmenue:

1. Hanpapute yKasaHHBI IIpoeKT delepanpHoro 3akoHa IlpesmpeHTy
Poccuiickoit @enepatuu, B KOMHUTeTHI, kKOMHCCHH I"ocynapcTaerHoi Jlymbl, Qpakuuu B
Tocynapcteennoit JIyme, Corer ®enepauun Pepepansioro Cobpanus Poccuiickoit
denepaunn, IIpasutensctro Poccuiickol Penepauuu, Cyernyro nanaty Poccuiickoit
Qepepanuu, OOmwecTBeHHY0 Nanaty Poccuiickoii Pepepauuu, Bepxomusbii Cyn
Poccuiickoit  Pepeparup, 3akoHoJaTenbHble opraHsl cyOpekToB Poccuiickoii
depgepaliiy ¥ BBHICHIHM AOMKHOCTHBIM JHLaM CyObekToB Poccuiickoit deaepauuy mns
MONCOTOBKH OT3BIBOB, IpeVIOKEHMII H 3aMedaHHH, a TalKke Ha 3aKNIOYEHHE B
TMpaBoBoe ynpapnenue Annapata ['ocyaapcrsennoif JiyMsl.

Hasnauute OTBeTCTBEHHHIM B pabGoTe Haj MpoekroM (edepalbHOrO 3aKoHa
Komuter [ocynapcTBeHHo#t JIyMBI 10 TIOCYRapCTBEHHOMY CIPOHMTEIBCTBY U
3aKOHOJIATENbCTBY, coucnonuuteneM — Komurer [NocynapcreenHoi JIyMel mo oxpaxe
3TOPOBBA.

OT3bIBE], IpeAIoXKeHHA U 3aMedaHus HanpaBuTh B KoMurer 'ocymapcTBeHHOM
JIyME! TI0 roCyJapCcTBEHHOMY CTPOHTENBCTBY M 3aKOHOHATENLCTBY M0 3 Mas 2022 roga.

2. Komurety I'ocynapcreeHHONH J[yMbl 10 TOCYHZapcTBEHHOMY CTPOHTENBCTBY U
3aKOHOJATENBCTBY C YYETOM ITOCTYNHMBINMX OT3BEIBOB, NpPEAJIOKEHUN U 3aMevaHHit
HOArOTOBUTE  YKa3aHHBIH MpoexT (eAcpalbHOro 3aKOHa K  pacCMOTPEHHUI0
["ocynapcreenHo JyMmoit.

3. BKIIOUYHTE yKa3aHHBIH MPOEKT (efepalibHOO 3aKOHA B INPUMEPHYIO
MporpaMMy 3aKoHOMpoeKTHOH paboTel ['ocymapcrBennol JyMel B MepHoAd, BeCeHHEH
ceccuu 2022 roga (maii).

ITpencenarens I'ocynapcTBeH
®enepansHoro Cobpa
B.B.Bonoaun

3AKOHOOATENBHOE COBPAHKE
KPACHOAPCKOTO KPAH
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MOCKBA

O sHeceHHH NpoekTa (efepanbHOro
sakona "O pHeceHHM U3MEHeIns

B craTbio 6.33 Kopekca Poccriickoi
Pepepanny 06 aIMUHHCTPATUBHBIX

NpaBoHApyIUeHHX"

ITpaBUTENBCTBO
I'ocynapcrbennoii  Jymsr ®epepamsnoro Cobpamnst Poccuiickodt @ezepauuu
npoekr QegepaibHoro sakoHa "O BHeceHMM M3MeHeHusA B cTathio 6.33 Konekca
Poccutickoii Penepaniy 06 aMUHUCTPAaTHBHEIX [IPaBOHapyNICHHAX "

B coorBercrBEM co cratheit 104 Koncturyuun Poccuiickodi ®enepaivu
Poccuifckoit ~ ®egepanuMu  BHOCHT  Ha  pacCMOTpeHHe

IMpunoxenue: 1. lTpoekr denepansHoro 3akoHa Ha 1 1.

2. IToacHuTeNbHAN 3aMKCKa K 3aKOHOIIPOEKTY Ha 2 II.

3. dunancoso-3KoHOMHYecKoe obocHOBaHME Ha 1 JI.

4. IlepeycHr QeaepalibHBIX 3aKOHOB, NOMTEKAILMX MPH3HAHUIO
YIDATHBUIMMY CHy, IPHOCTAHOBIEHUIO, H3MEICHMIO HIH
HPHHATHIO B CBA3M C 3aKOHOIIPOEKTOM, Ha 1 JI.

5.1lepeuerir HOpMAaTHBHBIX IIpaBOBBIX akToB [lpesupjenra
Poccutickoft  ®emepanuu, IlpaButenrctBa  Poccuiickoi
Denepauun u  QepcpanpHLIX  OPraHOB  HCIONHUTENLHOM
BIACTH, [IOJIEXAMMX IPU3HAHWIO YTPaTUBIUMMH CHILY,
LPHOCTAHOBICHVIO, M3MCHEHHIO MMM [PHHATHIO B CBA3M
C 3aKOHOIPOCKTOM, Ha 1 J1.
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6. Pacnopsxerue IIpaBurenscrsa Poccuifckoit Pepeparu
O BHeCeHHHM 3akoHompoexTa B [ocymapcTeHHyr0 MHymy
DegepatbHOTO Cobpanus Poccutickoit Denepary
M 0  Ha3HaYeHMHM  OQHUUATBHOrO  IPEACTABUTEINS.
INpasurensctsa Poccuiickoit Pefepauuy NpH pacCMOTPEHHY
sakoHonpoekta  namaramun — Qegepamsmoro  Cobpamms
Poccuiickoit Denepariuu Ha | 1.

I[Tpencenarens IipaBurenscrsa _
Poccuiickoit Penepaiuu M.Muurycrax

5596850 {1.2)

ezt MMMORTAAOAR O TVER RO



Buocurcs ITpaBuTenscTBOM
Poccuiickoii Peaepaiyu

Ipoekrt

~NF500F
®EJIEPAJTBHBIN 3AKOH

O BHecenuH H3MeHenus B cTaThio 6.33 Kogexca Poccuiickoii @exepanun
00 aIMHHMCTPATUBHLIX NPaBOHAPYIICHUAX

Buectu B mpuMedanue K cratee 6.33 Kogekca Poccuiickoit @enepauﬁn
06 aIMUHUCTPATHBHEIX MPABOHAPYLICHAAX (CoOpanne 3aKkoHOJATENBCTBA
Poccuiickoii Penepaumu, 2002, Ne 1, cr. 1; 2015, Ne 1, cr. 85; 2020, Ne 14,
¢T. 2019) H3MeHeHHe, H3I0KKUB eT0 B CHEAYIOICH peJaKIHH:

"Ipumeuanue. He sABIAIOTCA aIMHHUCTPATHBHBEIM INpPaBOHApPYUICHHEM
,ueifxcmﬁa, TPeAYCMOTpPEHHEIE 4YacThi0 2 HIM 3 HACTOMIEeH CTAarbW, eC/d
peanuzamid M (WIH) BBO3  HE3APETHCTPUPOBAHHBIX  JIEKApPCTBEHHBIX
CpeACTB HIIH Menﬁunﬂcxux U3NENUd  JONYCKAlTCA B COOTBETCTBHH
¢  3aKoHOJATensCTBOM 00  ofpallleHHM  JIEKapCTBEHHEIX  CPENCTB

U 3aKOHOJATENBCTBOM B chepe 0XpaHbl 30pOBhA.".

ITpesunenT
Poccuiickoii @enepaumn
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NOACHUTEJBHAS 3AITUCKA

K PoeKTy (peAepaibHOro 3aKoHa
"O BHeCeHHH M3MeHeHHA B cTaTkIo 6.33 Koaexca Poccuiickoit @enepauun
00 aAMUHHCTPATHBHBIX NPABOHApPYIICHHAX"

Ilpoext ¢denepanpHoro 3akona " BHeCEHHM H3MEHEHHAZ B CTaThio 6.33
Kogekca Poccuiickoi ®Pemepann o6 agMHMHHCTPATHBHBIX NpaBOHAPYIIEHHAX"
(manee - 3aKOHONPOEKT) ITOATOTOBJNEH B LENSIX YTOYHEHWS YCIOBHH IPHMEHEHHA
ctath 633 Komexca Poccumitckoii  ®epeparmm o6  aIMEHMCTPATHBHEIX
npaBoHapyleHusx (manee - KoAIl), ycraHapnuBalomie# OTBETCTBEHHOCTH
3a obpamenne GansCHOUIUPOBAHHBIX, KOHTpa(haKTHEIX, HeI0OPOKavYeCTREHHEIX
M He3aperdcTPUPORAaHHBIX NEKAPCTBEHHBIX CPEACTB U METHIIMHCKHX H3NCHIE.

B cooTBeTCTBHM ¢ JCHCTBYMOUIeH pefakuMel NpHMedaHHd K crathe 6.33
KoAIl He sABIAIOTCA  aAMHHHCTPaTHBHBIM  HpABOHAPYHIGHHEM  AEHMCTBMI,
IpeNyCMOTPEHHBIE YacTBIO 2 MWIM 3 HacTOAIEH CTaThM, €CHH peanu3alus
¥ (WIH) BBO3 HE3aperuCTPHPOBAHHBIX JIEKAPCTBEHHEBIX CPEACTB MM MEIUIMHCKUX
u3JeNii JOIMyCKalOTCA B COOTBETCTBHM C 32KOHOZATENHCTBOM 06 oOpamieHun
JIeKapCTBEHHBIX CPEACTB M 3aKOHOAATENbCTBOM B Cepe OXpaHbl 370POBbs, H (HITH)
yKa3aHHBIE JIeKapCTBEHHBIe CpeACTBa HIH MeIHUHMHCKHe H3felHsa B Poccuifckoit
‘Denepauu He NPOM3BOAATCA, X (MAM) YKa3aHHbIE JI€KapCTBEHHBIE CpPEACTBA
I MeJMIMHCKME M3[eNud pEeKOMEHIOBaHBl K IpUMeHeHMI0 BceMmupHoi
opraHusalyel sipaBooxpaHeHus (nanee - BO3).

HauHad ¢opMynuMpoBka (aKkTH4Yeckd JOIycKaeT BBo3 B Poccwuiickyio
Qenepanidio, a Taloke peaTM3alHi0 HE3aperdCTPUPOBAHHBIX HHOCTPAHHEBIX
JIEKapCTBEHHBIX CPENCTB M MEJUUMHCKUX H3feNHuil, Oe30macHOCTs KOTODHIX
He NogIBepxneHa, nockonbky BO3 He Bener nepedned,, KoTopble OBl HMeNnH
HOCHTHYHOE Ha3BaHWe: "pexkoMeHJoBaHHRle BO3 nekapcTBeHHEIE CcpeAcTBa
H MeauuuHckue m3menus". Cymecteyer Ilpumepnbii nepeyens BO3
OCHOBHEIX IICKApPCTBEHHBIX CPEACTB, B KOTOPOM COMEPXATCI MEXAYHAPOAHEIE
HelaTeHTOBAHHBIE HAMMEHOBAaHHA 6€3 MPUBA3KH K KOHKPETHOMY JIeKapCTBEHHOMY
TIpernapaty H ero NpoH3BGAHTEIO.

IIpuBegesHble NpaBoBbIE HeonpenenreHHOCTH He NO3BONAIOT
Y[IOJHOMOYEHHEIM OpraHaM HpHHATE OOOCHOBaHHOE IIPOLECCYaNbHOE pelIeHHe
B Cly4ae BBIABIEHHS (QaKTOB 000poTa HE3aperMCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CPeACTB WJIH MEOULMHCKMX M3lenuit  (TaMOXXEHHBle OpraHbl, OpTaHEl,
ocyluecTBIfoMHe QYHKIUN M0 KOHTpoIo (Ham3opy) B cdepe 3ApaRoOXpaHeHHH,
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artake B cdepe O0OpaHIeHUA JIGKAPCTBEHHBIX CPeJCTB MU BETEPHHAPHOTO
rpuMeHeHHus, cornaceo cratke 28.3 KoAll). |

[MpasutenscTBoM  Poccuiickodf  @enepanuu OPUHHMAIOTCA — PelIeHHS,
NpeAyCMaTpHBarollHe BBO3 M . ofpalleHHe  KOHKPETHBIX  HaUMEHOBAHUi
He3aperuCTPHPOBAHHBIX JeKAPCTBEHHBIX MPENaparoB, KOTOPBIE HE NMPOU3BOMNATCS
B Poccuiickoii Pepmepaliiii, B LENAX OKa3aHHA MEAMLMHCKOM IOMOIIM AETIM
¢ ocobo TOKeNOH maronorueit, a Tarke A JEYEHHA MAUHEHTOB C HOBOH
KOPOHABUDPYCHOH MHQEKLHEH. :

3aKOHOMpPOEKTOM MpeAnaraeTcs M3NOXKHTh MprMedanye K crathe 6.33 KoAll
B HOBOM pemakKiyiM, COIVIaCHO KOTOpOH He SBISIOTCS aAMHHHCTPAaTHBHEIM
TpaBOHApyLICHHeM OefCTBUA, NPEAyCMOTPEHHEIE YACThIO 2 MK 3 NaHHOW CTATHH,
ecd peanusanud M (UAM) BBO3 HE3aperMCTPHPOBAHHBIX JICKAPCTBEHHBIX CPEACTE
WIH MEAUUMHCKHMX H3ZENHH JOIMyCKAIOTCA B COOTBETCTBHH ¢ 3aKOHOLATENBCTBOM
06 OBpAlIeHHH JeKAPCTBEHHBIX CPEACTB M 3aKOHONATENBCTBOM B cdiepe OXpaHEl
3JOpOBBA. _ ' _

KoppexTupyemMoe 3aKOHOMpOeKTOM mpuMevanne X crathe 633 KoAll
He 3aTparMBacT BO3MOXXHOCTH BB03a2 HE3APErHCTPHPOBAHHBIX JIEKAPCTBEHHEBIX
TIpenapaToB H METHLMHCKUX H3AeNuit, IpeyCMOTPEHHBIX (enepabHEIMH 3aKOHAMK
"O6 obpamieHUH JeKapcTBeHHBIX cpefAcTB" (crates 50) M "OO OCHOBAaX OXpaHbl
310poBbA rpaxaaH B Poccuiickoii Genepaunn” (4acts 5 crarbh 38).

B 3aKoHONpOEKTe OTCYTCIBYIOT oOsf3arensHsle TpeGoBaHHA, OLEHKa
COOMOAEHHS KOTOPBIX OCYILECTBISETCA B paMKaX TroCyJapcTBEHHOTO KOHTPOJA
(Hamzopa), MYHHLHMOANEHOIO  KOHTPOJA, NPy paccMOTpeHHH  Jell
06 aAMMHUCTPATHBHBIX [NpaBOHApyMIEHUAX, H ofd3arenpubie TpeGoBaHusA,
COOTBETCTBME KOTODBIM MpOBEpsAeTcAd IIPH BBIJa4e paspellcHHH, THICH3HI,
ATTECTATOB AKKPENUTALMH, HHEIX JOKYMEHTOB, HMECIOIMX pa3spelInTeNbHBIHN
Xapaxrep.

PeanuzanMsa 3aXOHOMPOEKTA He IOBJIEYET HETATMBHEIX  COIMANBHO-
SKOHOMHYECKHX, (HMHAHCOBEIX H HHBEIX TOCHENCTBHH H He OKaXeT BRUAHUA
Ha JOCTIDKEeHHe HeNe rocyHapCTBeHHbIX mporpaMM Poccuiickoit Penepatiy.

AHATOMHYHEIE [0  COAEPKAaHHMIO TPOEKTH  (ieflepalbHbIX  3aKOHORE
B HacTosmee BpeMs B manaTax Pexepansroro Cobpanus Poccuiickoit ®epepaun
HA pacCMOTPEHHH HE HaXOAATCA.

3aKOHONpPOEKT He MPOTHBOpeuHT monoxeHuaM [lorosopa o EspasmiickoM
9KOHOMHUYECKOM COl03€, & TaKke MONOKCHMAM HHBIX MEXIYHapOOHEIX AOTOBOPOB
Poccuiickoii Oenepanuu.
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DOHUHAHCOBO-9d KOHOMHMMECKOE OBOCHOBAHHUE

K IpoeKkT¥y deaepabHOro 3aKoHA
"O pHeceHHH u3MeHeHMs B cTaTh0 6.33 Kogexca Poccuiickoit ®enepanun
00 aAMAHHCTPATHBHBIX IPABOHAPYIIeHHAX "

Ipunarue u nocnexyromas peanusauus OexepansHoro 3akoHa "O BHeceHHH
H3MeHeHHA B c1aThio 6.33 Kopnexca Poccuiickoit Qenepanun 06 aIMEHECTPaTHBHEIX
NpaBoOHapyIUeHHAX" He TNoTpebyeT IOMONHMTENBHLIX pacXoloB M3 CpENCTB
desepanbHOro 6roXKeTA.
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HEPEYEHD

¢deaepanbHbIX 3aKOHOB, MOAJEKALTHX NPUIHAKHIO YTPATHBILHMH CHIY,
MPHOCTAHOBJICHHIO, H3MEHeHH IO HJIH NPHHATHIO B CBA3H ¢ NPOEKTOM

deaepanbroro 3axona 'O BHeceHHH H3IMEHEHHR B cTaThio 6.33 Kogexca
Poccuiickoii Pegepanmu 06 agfMHHACTPATHBHBIX IPaBOHAPYIIeHHAX "

IMpuustie PefepansHoro 3axoHa "O BHECEHHHM H3MEHEHHMA B cTaThio 6.33
Komexca Poccuiickoit ®enepaiuu 06 agMUHHCTPATUBHBIX MMpaBOHAPYIUCHHIX"
He noTpebyeT NpH3HAHUA YTPaTHBIIMMHK CHNY, NPHOCTAHOBICHHS, H3MEHEHMI,
ZJOTIONHEHWS KK IPUHATHA UHBIX (heflepalbHbIX 32KOHOB.
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IIEPEYEHD

HOPMATHBHBIX NpaBoBhiX akToB [Ipesuaenta Poccuiickoii ®egepanuu,
IIpasutenscrsa Poccutickoii @egepanuu u depepaibHbIX OPraHoB
HCIIOHHTE/IbHOH BJIACTH, NOAJEKAMIHX PH3IHAHHIO YTPATHBIIHMHE CHIY,
NPHOCTAHOBJICHHIO, H3MEHEHHI0 HJTH IPHHSATHIO B CBS3H ¢ NPOEKTOM
tenepannroro 3axona 'O BHeceHHH H3MeHeHHus B cTaThio 6.33 Kopexea
Poccuiickoli ®epepauuu 06 afMHHHCTPATHBHBIX NPABOHAPYIIEHHAX "

[Tpunstue @enepansHoro 3akoHa "O BHeCEHHM H3MEHEHMA B CTAaThi0 6.33
Kogmexca Poccuiickoit Penmepanyy 00 agMHHHCTPaTUBHBIX IIpaBOHapYyIIEHUsIX"
He NoTpebyeT MPU3HAHWA YTPATUBIUKMM CHIY, OPHOCTAHOBIEHHS, H3MEHEHHS,
JONONMHEHHA HNM NpHMHATHS HHBIX HOPMATHBHEIX IIPaBOBBIX akToB IlpesmageHTta
Poccutiickoit ®enepanuu, IIpapurenscrsa Poccutickolt Penepauvu 1 GenepansHex
OpraHOB UCTIONHHUTENLHOMN BIIACTH.
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IPABUTEJBCTBO POCCHICKOI ®EAEPAIIA
PACIIOPAXEHHME

ot 8 anpens 2022 .- Ne 804-p
MOCKBA

1.Buectt B TocymapctBenHyio [Hymy @epepansHoro Cofpanus
Poccuiickoit  Qemepauuy npoexT QefepanbHoro 3akoHa "O  BHECEHHH
usMenenuss B crareto 633  Kopmekca  Poccuiicko  Pepepanun
06 aMUHUCTPATUBHE!IX IPABOHAPYIIEHMAX ", _

2. HaszHauuts cTarc-ceKpeTaps - 3aMecTuTeNd MuHucTpa
31paBooxpaHenus Poccutickoit ®enepanun JpoHosy Anexcanapy BHkTopoBHY
opunmaneHeM npenctaBurenem IlpasutesnsctBa Poccubickodt Pepepanuu
npu paccMoTperMu manatamu  Pepepansroro  Cobpaunus Poccuiickoit
denepauuu mpoekTa (hegepatbHOro 3akoHa "O BHECCHMH H3MEHEHHA B CTATBIO
6.33 Kopmekca  Poccuitckoift  @epmepanuu 06  aAMUHHACTPATHBHBIX
IpaBOHApyILEHUAX" .

Ilpencenatens ITpaButens

Poccuiicxoit Qepepanu M.Muuiyctus
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