F'OCYJAPCTBEHHAS IVMA
OEJEPAJIBHOT'O COBPAHUA POCCUMCKOU OENEPALIUN
BOCBMOI'O CO3bIBA

BBIIINCKA U3 IPOTOKOJIA ot 15.07.2022 Ne 53
3ACEJIAHUST COBETA T'OCYJJIAPCTBEHHOHM J1YMBbI

"15" wona 2022r.

27. O npoexTe degepanbHoro 3akona Ne 140507-8 "O BHeceHHH M3MeHEHMS
B cTaThio 55 Peaepanbnoro 3akoHa '"O0 obpailleHUM JeKapCTBeHHBIX cpeacTB'
(B 4acTH pacIIMpeHHSl ACCOPTHMEHTA aNnTe4YHBLIX OPraHH3aUMil) - BHOCAT
aenytarbl I'ocynapcreennoi Iymsol AJLIleTpoB, O..NBanunckuii, T.A.Kycaiiko

IlpunsaTo peumenue:

1. HanpaBuThk ykasaHHBIH TpoeKkT (eldepansHOro 3akoHa [Ipe3umeHTy
Poccuiickoii @eneparium, B KOMUTETHI, koMuccun ['ocynapcreennoit Jlymel, hppakuuu B
I'ocynapctBennoit [{yme, Coer ®epepanuu ®PegepansHoro Cobpanus Poccuiickoii
Depepanuy, IIpasurenscrto Poccuiickoit ®@eneparuu, CuetHyio manary Poccuiickoit
Depepauun, O6uiecTBeHHy0 mnanary Poccuibickoii ®Pemepanuu, 3aKOHOAATENbHBIE
opranel cyoBekTOoB Poccuiickoit ®epmepauuud ¥ BBICHIUM JO/DKHOCTHBIM JIMLAM
cyopexToB Poccuiickoit ®@efepaiiuv Ans MOATOTOBKH OT3BIBOB, MpEMIOXEHHUH U
3aMeYaHWH, a TaKXke Ha 3akmoueHue B [IpaBoBoe ympasieHde Amnnapata
I"'ocynapcteenHoit JlyMel.

Ha3HayuTb OTBETCTBEHHBIM B paboTe Hal MPOEKTOM (eAepajibHOrO 3aKOHa
Komurer IN'ocyaapctBeHHo# [[yMBl 10 oXpaHe 310pOBbA.

OT3pIBBI, MpeUIOKEHHUS U 3aMeyaHus HanpaBuTh B Komurter ['ocymapcTBeHHOM
JyMbl 110 oxpaHe 300poBbs 10 15 centsiops 2022 roga.

2. Komurery I'ocymapctBennoit J[ymMbl MO OXpaHe 3HOpOBbS C Y4YETOM
MOCTYIUBIINX OT3BIBOB, IpEINIOXKEHHH H 3aMeYaHHil MOArOTOBUThH yKa3aHHBIH MPOEKT
dbenepanbHOro 3aKoHa K paccMoTpeHuro ['ocymapcTBeHHo# JIyMoii.

3. BouuTh yKa3aHHBIH NpPOEKT (hefepalibHOrO 3aKOHA B MPOEKT MPHUMEPHON
porpaMMbl 3aKOHOIIPOEKTHOH pabotel ['ocymapctBenHoi [lyMbl B mepuon OCeHHel
ceccuu 2022 roaa (ceHTAOpS).

[pencenatens [ocynapcTBeHHY
®enepansroro Cobparjid

Poccuiickoit ®enepau B.B.Bonoauu



A FOCYJAPCTBEHHA IYMA
OEJEPAJIBHOI'O COBPAHUSA POCCUUCKON GENEPALIMU

BOCBMOI'O CO3BIBA

AJENDNYTAT
T'OCYJIAPCTBEHHOU TYMBI

9 06 st w7 34

TIpencenarento
IocynapcrBenHoit JJymbl
®enepansHoro CobpaHus
Poccuiickoit ®enepannu

B.B. BOJIOIUHY

YBaxaemblii Badecias BukropoBuu!

B cootBerctBumM co cratheii 104 Koncturymuu Poccuiickoit Penepanun
BHOCHMM Ha paccMoTpeHue LocymapcteenHoit dympl ®@egmepansHoro CobGpaHus
Poccuiickoit ®@epmepauuyu B MOpsAKe 3aKOHONATECIBPHOM MHHUIMATHBH TMPOEKT
(emepanbHOro 3aKkoHa «O BHECEHUHU U3MEHEHHS B CTaThio 55 DefepaabHOro 3akoHa
«O6 obpatieHUH IeKapCTBEHHBIX CPEACTBY.

IIpunoxenue:

1. IIpoexT penepanbHOro 3aKoHa Ha 2 J1.

2. [TosicHuTeNMBHAS 3aMCKa K IPOEKTY (elepasbHOro 3aKkoHa Ha 2 JI.

3. PHHAHCOBO-3KOHOMHYECKOE 060CHOBaHHE K IIPOEKTY (elepabHOro 3aKoHa
Ha 1 L.

4. ITepevens deaepalbHBIX 3aKOHOB, MOMLIEXKAIHUX IIPU3HAHUIO YTPAaTHBIIMMHU
CHITY, IPHOCTAHOBJIEHHIO, H3MEHEHUIO WIIM INPUHATHIO B CBA3H C IPHHATHEM
¢enepaibHOro 3akoHa Ha 1 1.

5. Komum Tekcta mpoexTa (emepaqbHOrO 3aKOHA M MaTepHaloB K HEMy Ha
MarHMTHOM HOCHUTEINE.
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Bnocurca nemyratoM
I'ocynapcreennoit yMsl
A.IL IlerpoBeiM
O.1.VIBanunCcKUM

T.A.Kycaiiko
[Ipoext .
1P sOF —&
®FJEPAJIbHBINA 3AKOH

O BHeceHMM H3MEeHEHHH B cTaThbI0 55 PeaepaibHOro 3aKoHa
«00 oOpamieHnH JiekapCTBEeHHbBIX CPeacTB»

Brectu B crathio 55 ®enepansHoro 3axoHa «O6 oOpamieHUH J1eKapCTBEHHBIX
cpencts» ot 12 ampens 2010 N 61-®3 (Cobpanue 3akoHoxaTenscTBa Poccuiickon
®epepamun, 2010, N 16, ct. 1815; N 31, cr. 4161; 2011, N 50, ct. 7351; 2012, N
26, cr. 3446; 2013, N 27, ct. 3477; N 48, ct. 6165; 2014, N 52, ct. 7540; 2015, N
29, cT. 4367, 4388; 2016, N 27, cT. 4238; 2017, N 31, c1.4791; 2018, N1, c1. 9; N
49, ct. 7521; 2019, N 23, c1. 2917; N 31, ct. 4456; N 52, ct. 7793) usMeHeHuUe,
JOTOJIHAB 4YacTh 7 CIIOBAMHU «, OPTOMENMYECKHE W3JENHi U IPHCIOcOOIeHHud,
OpTOIeAN4ecKyt0 00yBb, TEKCTUNBHBIE M3JENHUS, UyIOUHO-HOCOYHYIO MPOXYKLHIO
H OIEeXIy, BKIIOYad TepMOOeNbe, UCIONb3yeMBIE B CaHUTAPHO-TMIMEHHYECKHX,
OBITOBEIX ¥ MNPOQMIAKTHYECKUX LENsdX, CPEeACTBa HHIMBHIYalbHOM 3aIIUTHI,
pelieJUIeHTHl OT KOMapoB M HHBIX HAaCeKOMBIX, CpelCcTBa OBITOBOM XHMHUH,
obnajaroiie AaHTHUMHKPOOHBIMH  CBOMCTBaMH, YCTpOMCTBa, O4YMINAIOLIVE
(o6e33apa>mgarqmne) BO3IYyX, BOLY, nﬁémymemm ¥ pHOOpEI, HCTIONB3YeMBIE B

- KOCMETHUYeCKHUX HedX, HaMUTKH 6e3aJIKOroJibHbIe, MIUThEBEIE BOILI B 6}’TBUIK3X,
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COKH, HeKTépLI (B TOM yYmcie Ind JETCKOro MHTaHusA), SQHpHBIE Maclna H
MPOAYKUHUIO, CONEPXAINy0 >(UpHBEIE Macia, aKceccyaphl IS apoMaTepamnuH,
annapatbl i1 (GYHKUHOHANBbHBIX AMArHOCTMYECKHX HCCIENOBaHMM WIM IS
KOHTPONA (U3HOJIOTHYECKHX MapaMeTpoB, BHOpPOMAacCaKHbIE, 3JEKTPHUYECKHE
anmapartsl, ¥ (WiH) OpUOOpHI OBITOBOrO Ha3HAYeHWs, HCIIONb3YeMEIE I
NoAJep)KaHUs 3ZOPOBBSA U (WIM) B CaHMTAPHO-TMTMEHMYECKHMX HENIX, a TaKkKe
GaTapeliku H aKKyMyJIATOPHl K HHM, NPOAYKIHMIO, COXEPXKAILYI0 BBICOKYIO
KOHIIEHTpAIHIO MONEe3HBIX BeUIeCTB (OpexXH, ceMeHa, Maciia, JIAKT030COoAepKaias
¥ 6e3rmoTeHOBas NMPOXYKUMS), JKeBaTeNbHbIE PE3UHKH, METHULMHCKYE ITHIBKH,
MHBEHTaph M obOopyloBaHMe s 3aHATHH (QU3KYNBTYpo#l, CIIOpTOM M HOroi,
NPONYKIMIO [ TNHTaHUSA CHOPTCMEHOB, IOJApOYHBle CepTUQHKATBI IS

npno6peTeHm TOBApPOB AIITEHHOI'O aCCOPTHUMCHTA».

IIpesunest
Poccuiickoit Penepauuu




IIOSICHUTEJIbHASE 3AITUCKA

K NpoeKTy dexepapHOro 3akona «OQ BHeceHHM M3IMEHEHHS B CTAThIO 55

DenepanbHoro 3akona «00 o0pamreHHH JIEKAPCTBEHHBIX CPEICTB»

Ilpoext denepansHoro 3akoHa «0O BHECEHHM H3MEHEHHA B CTaThlO 55
PenepansHoro 3akoHa «O0 ofpaleHMM JleKapCTBEHHBIX CpeACTB» (manee -
3aKOHONPOEKT) pa3paboTaH B ULeNIX pacUIMpeHHs acCOPTHMEHTa AaNTedHBIX
OpraHHM3alui [Uif MOBBILIEHH HX (PUHAHCOBOR YCTOHYMBOCTH, a TaKKe paCIlIUpEeHUs]
BO3MOXHOCTEH JUIS MALMEHTOB 110 IIPHOOpETEHHIO TOBapOB IIOBCEJHEBHOIO CIIpOca ¢
y4eToM YHOOCTBA TPaHCHOPTHOM U MHEIUEXOZHOM OOCTYIIHOCTH, OCOGEHHO B
He6ONBIIMX HaceleHHBIX MYHKTaX.

AnTeyHple OpPraHM3allMM OTIMYAIOTCA OT MHBIX PO3HHYHBIX TOPrOBBIX
OpraHu3aliii OrpaHH4YeHHBIM aCCOPTUMEHTOM, KOTOpHIH YCTaHOBIEH 4YacThio 7
ctathi 55 PenepanbHoro 3akoHa «O6 obpallleHIH JTeKapCTBEHHEIX CPEACTBY.

BMecte ¢ TeM CI0KHBIIAsACS SKOHOMHYECKAsK CHTYaLHs C BO3POCILHM KypcoM
MHOCTPaHHBIX BANIOT, [OBBILIEHHEIM M HEYIOBIETBOPEHHBIM CIPOCOM Ha
JIeKapCTBeHHEBIE Mpenaparkl B IIEpHOJ C ¢eBpalsd O HacTosllee BpeMs H3-3a
QKUOTAXHBIX IIOKYNOK HaceJleHWs, IMOBBIMICHHEM CTaBOK KpeIHTOBaHMUA,
U3MEHHMBIIMMHUCA  YCNOBHAMH  IIOCTaBOK  JIEKapCTBEHHBIX  IIperiapaTos,
coxpaHsromasica JAedekrypa B Omkalimipe MecsAlBl IPHUBELYT aIITeqHbIe
OpraHU3alMM K CHHXKEHHMIO pa3Mepa 0OOpOTHBIX cpeicTB. CHUXeHHE OOOPOTHBIX
CPECTB HEraTHBHO OTPa3sHTCA Ha HEOOXOXMMOM JIeKapCTBEHHOM acCOpPTHMEHTe
anTeYHBIX OpraHM3aluil, UMeeTCs pPHCK B CTOPOHY ero coxpaiueHus. Ilpu 3tom
anTevHble OpraHu3alMH, SBIAIONIHECS HE TOJNIBKO TOProBHIMU OpraHU3aLIMsIMHU, HO B
BBILIOJHAIOIIME COLMANBHYIO (QYHKIMIO, NOJDKHBI YUHTHIBATH peaNbHBIA YpOBEHb
ILTATEXXECIIOCOOHOCTH HaceNeHUs, obecriequBas Kak HEOOXOMHUMEIH acCOPTHMEHT
JIEKapCTBEHHBIX MpernaparoB, TaK M LEHOBYIO JOCTYIHOCTh JIeKApCTBEHHBIX

TIperapaToB.
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CnemyeT Tarxke y4ecThb, UTO 3HAUMTEJBHAs YacTh ACCOPTHMEHTA BXOAUT B
Ilepeuens %u3HEHHO HEOOXOMMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX MpENapaToB, Ha
KOTOpBIE FOCYAApCTBOM YCTaHOBJICHBI NpeleNbHBIe LEHBl U IpefeNbHble YPOBHH
TOPrOBBIX Hal0aBOK, He MOMNEeXalliHe NEePeCMOTPY B CTOPOHY yBENHYEHHMS, He
CMOTpsI Ha TEKYLIYIO CIOXHYIO (HHAHCOBYIO CHTYALIHIO.

3aKynKH HOBBEIX MApTHH JIeKapCTBEHHBIX MpPeIapaToB alTeKaMH BeMyTcd IO
YXe BO3poCcIIMM IieHaM. JUId coxpaHeHHMs acCCOPTMMEHTHOIO MpeIOKEHMs
amnTe4YHbIM OpraHU3alUAM HEOOXOIUMBI JOMONHUTENIbHEIE 000OPOTHEIE CPeICTBA.

Iomnepxath 060POTHBIMU CpeICTBaMH anTeYHBE OPraHU3alUd MpeIaraeM
pacuIpeHHeM acCOpTUMEHTa HeJleKapCTBEeHHBIMHU TOBapaMH, HO
TpefHa3sHa4YeHHbIMK VI MOJNEePIKaHUs 300POBOro o6pasa XH3HM, NIPOQUIAKTUKH K
ruruessl. Hanpumep, macka 3a£unTHax He BCeraa sSBIISeTCS MEOUILIMHCKUM H3AEIHEM
M He paspellleHa K pealu3alMy anTeKaMH. Molomue U YHCTAIME CPelCTBa C
IIPOTHBOMHUKPOOHEIM 3G (deKTOM He BCe paspellleHB! K peajiM3alliy B alTeKax u Ap.
IIpodunakTudeckue cpecTBa, anmnapaThl I (YHKIMOHANBHBIX, THArHOCTHYECKMX
HCCIIENOBAaHUI U 1 KOHTPOJA (H3MONOIMYECKUX IapaMeTpoB, A MOANEpPKAHHUS
3/I0pOBOr0 M CIIOPTHBHOIO o0pa3a XU3HH JOCTAaBAT W YXOOCTBO I IMOCETHUTENEH

aIlT€K, U 3TH I'PYHIIBI TOBAPOB obecmeyar JOCTYITHOCTS JIEKAPCTBEHHBIX IIperiapaToB.




OPNHAHCOBO-35KOHOMHUYECKOE OBOCHOBAHHE

K NpoeKTy ¢edepaibHOro 3axona «O BHeceHHH H3MeHeHMs B CTaThIo 55
Penepannnoro 3akona «06 obpalieHuH JIEKAPCTBEHHBIX CPENCTB»»

Ilpunatue ®epepanpHoro 3axkoHa «(O BHECEHMH H3MEHEHHMS B CTaThiO 55
®epepanpHoro 3akoHa «O0 obpalleHHM JIEKapCTBEHHBIX CPEICTB» He NOTpedyeT
TONOJIHHUTENBHBIX OI0KETHBIX ACCUTHOBaHUM U3 denepaIbHOro GromKera.




HEPEYEHD
degepaabHbIX 3aKOHOB, NOAJIEKALMX MPU3HAHKIO yTPATHBIIHMH CHLY,
NPHOCTAHOB/ICHHIO, H3MECHEHHIO MJIH IPHHSATHIO B CBS3H C IPHHATHEM
DenepaabHOro 3akona «0 BHeceHHH H3IMeHeHMs B cTaThio 55 DefepaibHOro
3akoHa «00 oOpaleHun JiekapCcTBEHHBIX CpeXcTB»

[Tpunartue ®epepanbHoro 3akoHa «O BHeCEeHUM HM3MEHEHHA B CTaThlo 55
®enepanpHoro 3akoHa «O6 obpallleHHM NeKapCTBEHHBIX CPEACTB»» HE IMoTpedyer
[IpU3HAHKS YTPAaTUBIIUMH CHITY, IPUOCTAHOBICHUS, U3MEHEHHUS WIH MPHHATHA APYTHX
¢enepabHBIX 3aKOHOB. ‘




