I'OCYIJAPCTBEHHAS IVMA
OEJEPAJIBHOI'O COBPAHUSA POCCUUCKOU OENEPALIUU
BOCBMOI'O CO3BIBA

BBIIIUCKA U3 ITPOTOKOJIA or 23.10.2023 Ne 129
3ACEJIAHUST COBETA I'OCYIOAPCTBEHHOM JTYMBI

"23" okta6ps 2023 r.

79. O npoekre deaepabHoro 3akoHa Ne 445425-8 ""O BHeceHMH M3MeHeHHil
B cTaThio 67 PegepasibHoro 3axona "O6 obpalleHHH JeKaPCTBEHHBIX CpeacTB'
(B yacTH yBe/jHUYeHHs WIPHPTA B HHCTPYKLHH NO MEIHLUHHCKOMY NMPHMEHEHHIO
JIEKapCTBEHHOro Mpenapata) - BHocAT AenyTaThl I'ocymapcerBenHoit Jymbl
JL.3.Cayuknii, C.A.Jleonos, SL.E.HunoB, B.A.Yepuoimon, B.A.Kouwees,
C.A.HaymoB, K.M.Ilaneuw, A.H.CBucrynoB, B.C.Cenesnes, B.B.Cunsirun,
HN.K.Cyxapes

IlpunsiTo pewenne:

1. Hasuauute Komurer I'ocymapcTBeHHoif JlyMBI 1O oOXpaHe 3I0pOBbBA
OTBETCTBEHHBIM I10 3aKOHOIPOEKTY.

2. BxmiouuTe yKka3aHHBIM MpoeKT (efepabHOIO 3aKOHA B MPHUMEPHYIO
nporpamMMy 3aKOHONpPOeKTHOH paboTel I'ocymapcrBenHoit JlyMBI B MepHon OCEHHEM
ceccHH (fekabps) 2023 roaa B 4aCTH MPOrpaMMbl 3aKOHOTIPOEKTHOM paGoThl KOMHUTETA.

3. HanpaBuTe 3aKOHONPOEKT M MaTepHajbl K HEMY B KOMHTETHI M KOMHUCCHM
I'ocymapcteenHo#t [lymel, Bo ¢pakuuu B I'ocymapcrBennoit [lyme, Ilpesunenty
Poccuiickoiit ®enepauun, B Coser Penepauuu DPenepansHoro Cobpanusa Poccuiickoii
Denepauun, IIpasurensctBo Poccuiickoit @epepauuu, CueTHyro nanary Poccuiickoii
®epepaunn, OOuwectBeHHyl0 mnanaty Poccuiickoit Pemepaiivu, 3aKOHONATEIBHBIE
opranbl cyOBekToB Poccuiickoit ®emepalidd U BBICHIUM JO/DKHOCTHBIM JIMLAM
cyonektoB Poccuiickoit ®eiepauu 111 TMOATOTOBKH OT3BIBOB, [PeIOXKEHHIH
M 3aMeyaHMi, a Tarke B IIpaBoBoe ympaBnenue Anmaparta ['ocymapctBeHHO# [lyMbrl
JUTSL IOATOTOBKY 3aKITIOYEHU.

4. VcraHoBUTh Cpok mnpenctaBieHuds B Kommurer TocynapcteenHoit JIymbl
[I0 OXpaHe 30pOBbS OT3BIBOB, MPEMJIOKEHUH M 3aMEYaHHi, a TaKkXke 3aKTIOYEHHS

IIpaBoBoro ynpaBneHUus Annap eHHOf/i Hymel 1o 24 Hos6ps 2023 roxa.

IIpencenatens ['ocynapcTBeHk
®enepanbroro Cobpagg

Poccuiickoit ®epepairt B.B.Bonoaux



FOCYJAPCTBEHHAA NYMA
Q®EAEPAJIBHOTO COBPAHUA POCCUMCKOHN ®EAEPALMH

BOCBEMOT'O CO3BIBA

| AJENYTAT
TOCYJAPCTBEHHOM JJYMBI

4R fed f,%%g 2043 r. : Ne

Ilpencexarenio Foéynapcrnenﬂoﬁ
dymb1 ®eaepanbHoTo Coﬁpa}mﬂ
Poccniickoit ®epepanun
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Focynapersenniag Jyva ©C PO

YBaxaemniii Bauecnas Bukroposuny! Hata 22.09.2023 15:27
i Ne445425-8; 1.}

Ha ocxosamuu crateu 104 Komcturymmu Poccuiickoif Pegepauus BHOCHTCA
Ha paccMotpenne I'ocymapcreennoit Jympt Penepambroro CoOpamms Poccuiickoi
demepayi B Ka4€CTBE 3aKOHOAATENHHON MHMUMATHBLL IIPOEKT (heAepajbHOro 3akoHa
«O BHeceHMM H3MEHeHHHM B crarelo 67 (PemepambHoro 3akoHa «O6 obpameHuu
JIEKapCTBEHHEIX CPEACTB», NOATOTOBJEHHBIH HemyTaTaMH TocymapcrBennoit ITymer
PepepansHoro Cobpanma Poccuiickoit Genepatyu.

[pumoxenue: 1. TekcT 3aKOHONPOEKTA HA 2 1. B 1 3K3.
2. TloscuutenwHasd 3amucka Ha 2 1. B 1 2K3.
3. HHAHCOBO-3KOHOMMUECKOE 060ocHOBanue Ha 1 1. B 1 3K3.
4. YlepeueHb aKTOB (eNepaNbHOrO 3aKOHOAATENLCTBA Ha 1 1.
B 1 3K3.
Komust TeKCTa 3aKOHONPOEKT2 M MAaTepHalloB K HeMy Ha
MATHHUTHOM HOCHTele B 1 3K3.

e

y ﬂf —2215. Cayuru#

vt

Bt td- 26T
73 CEH 200

Hen. Xenestos C.B.
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BHocurcs fenyTaTaMi
Tocynapersernoit Qyme
JL.O.Cryugum,
C.J{.JIeoHOBEIM,
SLE.HunoBrIM,
B.A.YepHbIIIOBEIM,
B.A Xomeneseim,

C.A HaymoBEIM,
K.M.Ilanem,
A.H.CBUCTYHOBEIM,
B.C.CenesneBrIM,
B.B.CunsarusemM,
H.K.CyxapeBEIM

IIpoext
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PEJNEPAJBHBIM 3AKOH

" «O BHeCeHHH U3IMEeHeHHIl B cTaThio 67 PexepaibHOro 3aKOHA
. «O0 oGpameHuHn JIeKAPCTBEHHBIX CPEICTB»

Crarps 1

Hononsute crareto 67 exepansuoro 3akoHa ot 12 ampens 2010 r. Ne 61-P3
«06 ofpameHud nexkapcTBEHHHX cpencTs» (CobpaHue 3aKOHOAATENBCTBA
Poccniickoit ®enepamuu, 2010, Ne 16, cr. 1815; 2018, Ne 1, ct. 9; 2019, Ne 52, cT.
7780; 2020, Ne 29, ct. 4516; 2023, Ne 32, c1. 6160, cT. 6206) yacTsio 2! CNEAYIOHIETO
CONEPMaHMS: -

«2'. Vndopmaums O JIEKapCTBEHHBIX IpENapaTax, COJepXamasics B
MHCTPYKUMAX N0 NPUMEHEHHMIO JIeKApCTBEHHBIX TIPENAapaToB, YKA3HBACTCH JETKO

YUTacMBIM WIpUPTOM pasMepoM (KerieMm) He MeHee 12 MYHKTOB.».



Cratba 2

Hacroammuit @esiepanbHeIif 3aK0H BCTYIAeT B cHiry ¢ 1 suBaps 2024 roxa.

IIpesunent

Poccuiickoit Peaepariumu




NOSICHUTEJDBHAS 3ATIMCKA

K npoeKTy denepaibHOro 3akona «O BHeceHMH H3MEHEHHH B CTaTbIO 67
Depepabnoro 3akona «O0 oOpaieHyH JieKapCTBEHHBIX CPEACTRY

IIpoexroM ¢epgepansHoro 3akoHa «O BHECCHMH H3MEHEHMH B CTaThio 67
QepepansHOro 3akoHa «O6 obpamieHHM JIEKapCTBEHHBIX CPEACTB» NperjiaraceTcs
NMPEAYCMOTpeTh YCTaHOBICHME TpeGOBaHUE K MHCTPYKHMSM 110 NPHUMEHESHMIO
JIEKapCTBEHHBIX [IPETIAPATOB B BUAE YKa3aHWs COepxameicsa B HUX UHQOpMauuu
0O JICKapCTBEHHEIX MIpenaparax JIETKO YHTAEMEIM IIPHHTOM pasmepom (xernem) He
MeHee 12 mMyHKTOB.

B Hacrosmumit MOMEHT TAKOe ‘Tpe603aﬁm Ha YpOBHe (enepalbHoro
3aKOHOJATENbCTBA HE YCTAHOBIIEHO.

IIpu aTOM pexOMeHHOBaHHEIM fABJAETCA IWIPUPT He MeHpule 8 Kerus, NpU
KOTOPOM CTPOYHEIH CHMBOJ (Ha NIpUMEpE «X») HMEET BHICOTY BCE JIMINL HE MEeHEee
1,4 MM. '

Ilpy TakoM peKOMEHHOBaHHOM pasMepe IlpudpTa BHHMATENBHOE
O3HAKOMJTEHHE C WHCTPYKIMAMH [0 NPUMEHEHHIO ICKapCTBEHHEIX NpenapaToB He
IOPeACTABNACTCS BO3MOXKHEIM. OcCO6YrO CNOXHOCTbL HAHHEIR MNOAXOA MOXKET
CO3JaBaTh IJIS JHMI[ TIOXKHUJIOrOo BO3pacTa, a Taloke AN, JMI C OociabNeHHBEIM
3pEHHEM, KOTOPHIM I O3HAKOMIICHMS C MNOAOOHBIMH MHCTPYKUUSAMH MOIYT
TPeboBaThCs CHCHUANBHEIE TEXHHYECKUE CPENCTRA.

KpoMe Toro, B ycloOBHAX, KOTHa pHCK HEMPaBHIBHOIO MpPUMEHEHHI
JIEKapCTBEHHEIX MpenapaToB MOXET [OBNeYh HeOIaronpusaTHEIE MOCHESACTBHA Ul
XU3HM ¥ 300POBBS TPaVKAaH, MOCTYNMHOCTH COAEpXauIeiics B HMHCTPYKIMSX
urpopMaliK nprobperaeT ocoGoe HaueHue.

HeobxoquMo OTMETUTH, YTO 3aKOHOMAATENb YXE YCTAaHAaBIMBAJI CXOXHE
TpeGoBanus B cdepax, rae noTpeGHOCTE rpaxkiaH B MHPOPMUPOBAHNH HYXKIAETCS

B I[OHOJIHI»‘ITCJ'IBHOM PETYIIMPDOBaHNM 1 3all{UTE.
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Tak, Hanpumep, TpeGOBaHMA O Jerk0 YMTaeMOM IpudTe pasMepoM
(kersiem) He MeHee 12 MyHKTOB YCTaHOBJICHEI MPHMEHHTENLHO K MH(OpPMAIMK Ha
STMKETKE BHHOACHbYECKOH NpoAykiuH (crarhs 26 ®epepanbHoro 3axkoHa «O
BHHOrpafapcTBe X BHHOZesmH B Poccuiickoit ®enmepanum»). X0opomo YHTAEMbIM
WprpHTOM MAKCHMAILHOIO pasMepa H3 HCIOJNE3yeMBIX Ha CTpaHHIEe pasMepoB
mpudTa JOIDKHA YKA3HIBATHCS IOJHAS CTOMMOCTh NOTPEGHTENBCKOrO KpemuTa
(cTaTes 6 @enepansHoro 3akona «O moTpebuTeNBECKOM KpeauTe (3aiiMe)»).

IpennaraeMele 3aKOHONMPOEKTOM H3MEHEHHs B BUAE YBeNM4eHUS mpupta
MHCTPYKITHI CHEAl0T HHDOPMAIIHIO o OPHMEHEHHIO JIEKapCTBEHHEIX IIPEIIapaToR
Gonee MOCTYNMHOH, yNydIlaT ee BOCIPUATHE IPAXIAHAMH M MO3BOJAT M30€XaTh

60K IPY IPHUMEHEHUY JIEKAPCTBEHHBIX [IpeNaparos.




PUHAHCOBO-3KOHOMUYECKOE OBOCHOBAHUE

K npoeKTy denepanbHOro 3axoHa «O BHeceHUH H3MEHEHHUI! B CTATBIO 67
®enepanbHoro 3axona «O6 obpalneHHy JIEKAPCTBEHHBIX CPEACTB»

[Mpunstue mpoekTa depepansHOro 3akoHa «O BHECEHMH H3MEHEHHE B
ctatelo 67 PenepansHoro 3akoHa «O6 obpamenny JEKAPCTBEHHEIX CPEACTB» He

noTpebyeT BEIIENCHUS NONONHUTENBHEIX CPEACTB 13 defepanbHoro GropKeTa.

~ ™




INIEPEYEHD

saxoHoB Poccniickoii Penepauun u saxonos PCOCP, dexepanbubix
xox-wmryunonumi 3aKOHOB, (pefepabHbIX 3AKOHOB U HHBIX HOPMATHUBHBIX
npaBoBbIX akToB PCOCP u Poccuiickoii @eaepaiuu, nNoajJexauiux
NPH3HAHHUIO YTPATHBILIMMM CHY, DPHOCTAHOBICHMIO, H3MEHEHHIO HITH
MPUHATHIO B CBA3H ¢ NIPHHSATHEM NpoekTa ¢degepabHore 3axkona «O
BHECeHMM H3MeHeHuIt B cTaThio 67 DenepansHoro 3akoHa «06 oGpameHuu

JeKapCTBCHHbBIX CPEACTBY

ITpunaTHe npoekTa qiep;epa.nmoro 3akoHa «O BHECEHMHM H3MEHEHUH B
crateio 67 QepepanbHoro 3akoHa «O6 ofpalleHUM NEKapCTBEHHBIX CPEJCTEY
noTpeSyer BHeceHus usmeHenuit B Ilpmxas MumHuHcTepcTBa 3XpaBOOXpaHEHUs
Poccuiickolt @enepaunu ot 21 ceHTabpsa 2016 rona Ne 724u «O6 yTBep:KACHUU
TpeOOBaHUM K HHCTPYKLAM [0 MENUIMHCKOMY INPUMEHEHHIO JIeKapCTBEHHBIX

IIpenaparoB».




