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ITIpoekt

POCCUHCKAS ®EJEPALIUS

®EJIEPAJIbHBINA 3AKOH

O BHeceHMHU M3MEHEHUI B YT0JI0BHbII Koaekc Poccuiickoit @enepanuu
(B 4yacTH pa3rpaHuYeHHs] OTBETCTBEHHOCTH 32 HAPYLIeHUe TPeOOBaAHUM
B cepe MAaPKHUPOBKH TOBAPOB CpeACTBAMM WAeHTH(PUKAINN)

Buectu B VYromoBueii  kojekc  Poccuiickoit  ®Depepamuun (CoOpanue
3akoHojaTenbcTBa Poccuiickoit @eneparuu, 1996, Ne 25, ct. 2954; 1999, No 28, cr.
3491; 2001, Ne 33, ct. 3424; 2003, Ne 50, ct. 4848; 2011, Ne 11, ct. 1495; Ne 19, cr.
2714; Ne 50, ct. 7362; 2012, Ne 31, ct. 4330; Ne 50, ct. 6954; 2013, Ne 26, ct. 3207;
2015, Ne 1, cr. 85; 2017, Ne 31, c1. 4752; 2018, Ne 18, cT. 2569) cnenyroniye U3MEeHEHHUS:

1) yacTh BTOPYIO CTaTbu 46 TOC/C CIIOB «IACHEKHBIX MHCTPYMEHTOBY JIOTIOJHHUTH
CJIOBAMH «HJIA CTOMMOCTH HEMapKHPOBAaHHBIX TOBAPOB M JICKAPCTBEHHBIX IMpENapaToB
U  MEIWIIMHCKOTO  NPUMEHEHHS,  MOJJISKAIUX  MApKUPOBKE  CPEICTBaAMU
UJICHTU(PUKAITUNY;

2) B ctathe 171.1:

a) ab3all TIepBBI YACTH TEPBOM TOCJIE CIOB «3a HUCKIHOUECHUEM TMPOIYKIUH,

yKaSaHHOﬁ B 4acCTiaXx TpCTBCﬁ U MOATOU HaCTO}IHlCﬁ CTaTbH» OOIIOJHHUTL CJIIOBaAMH «, a
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TAKXKE€ 32 HCKJIIOUYECHUEM CIIy4aeB, NPEAYCMOTPEHHBIX YaCTSIMU CEIbMOM M BOCBMOU
HACTOSIIECH CTaThbU,

0) ab3a1; MepBBIM YacCTH TPETheW MOCIe CJIOB «3a HCKIOYEHHEM IIPOaYKIIUH,
YKa3aHHOM B YaCTH MSATOM HACTOSIEW CTaTbW» JIONMOJHHUTH CJIOBAMHU «, a TaKKe
3a UCKJIIOUCHUEM CIIy4aeB, MPEAYCMOTPEHHBIX YACTSIMU CEIbMOM U BOCBMOM HACTOSIIEH
CTaTbn»;

B) JIOTIOJIHUTH YaCTSIMU CEIbMOM ¥ BOCBMOM CJIEIYIOIIEr0 COJEP KaHUS:

«7. BBom B 000poOT, MpUOOpETEHHE B MPEANPUHUMATEILCKUX IEIAX, XpaHEHHUeE,
MepeBo3ka B IedsAX CcObITa WM COBIT TOBapOB M JICKAPCTBEHHBIX IMpENapaToB
JUIS. MEIUIIMHCKOTO IPUMEHEHHUs 0e3 MX MapKUPOBKU CPEJACTBAMH HACHTHU(DUKAIIUH,
NPEeAYCMOTPEHHON 3aKOHOJATENLCTBOM Poccuiickon denepanuu, B ciiyyae, €CJIM Takas
MapKUpPOBKa 00s13aTe/IbHA, COBEPIICHHBIE B KPYITHOM pa3Mepe, —

HaKasbIBAIOTCS MTPagoM B pa3Mepe OT ABYKPATHOM 10 AECATUKPATHON CTOMMOCTH
HE3aKOHHO TPOU3BEJICHHBIX (MIPUOOPETEHHBIX, XPAHUMBIX, IEPEBO3UMBIX) TOBAPOB
U JIEKQpCTBEHHBIX MpenapaToB Jis MEIUIUHCKOTO MPUMEHEHUsS 0e3 MX MapKUPOBKU
CpeACTBaMH WISHTU(PHUKAIIMU C JUIIICHUEM IIpaBa 3aHMMAaTh OINpe/eeHHbIC JOJDKHOCTH
WJTU 3aHUMAThCS ONIPEJICTICHHOMN JIeSITeIbHOCTBHIO HA CPOK JI0 TPEX JIET, ¢ KOHQucKaluen
MIPOM3BOJICTBEHHOTO  OOOpYJOBaHHUS,  MCIOJIB30BABIIETOCS  JJII  IIPOM3BOJICTBA
HEMapKUPOBAaHHBIX TOBAPOB M JICKAPCTBEHHBIX MpemnapaTroB s MEIUIMHCKOTO
MPUMEHEHUS, U (WIM) TPAHCHOPTHBIX CPEJCTB, MCIOJB30BABIIMXCS I MEPEBO3KU
HEMAPKUPOBAHHBIX TOBAPOB M JIEKAPCTBCHHBIX MPENAPATOB JJII MEIUIUHCKOTO
MpUMEHEHUs, WK 0€3 TaKOBOM.

8. JlesHusi, TpPeIyCMOTPEHHBIE YACTbIO CEIbMOW  HACTOSIIEN  CTaThH,
COBEPUICHHBIE:

a) TPYIIIOH JIMII 110 IPEIBApUTETLHOMY CTOBOPY WJIM OPraHU30BaHHOM TPYIION;

0) JIMIIOM C UCIIOJIb30BAHUEM CBOETO CIIY>KEOHOTO MOJIO0KECHHUS,

B) B 0C000 KPYITHOM pa3mepe, —
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Haka3bIBalOTCA MTpadoM B pa3Mepe OT MATUKPATHOW A0 TMATHAAUATUKPATHON
CTOMMOCTH HE3aKOHHO MPOW3BENCHHBIX (MPUOOPETEHHBIX, XPAHUMBIX, MEPEBO3UMBIX)
TOBAapOB M  JIEKAPCTBEHHBIX  MpemaparoB JUIsi  MEIUIMHCKOTO  MPUMEHEHHS
0e3 WX MapKUPOBKHU CpEACTBAMH WACHTU(DUKAIMM C JHIICHHEM I[IpaBa 3aHUMATh
onpe/eieHHbIe JTIOJDKHOCTH WM 3aHUMAThCS ONPENEICHHOW NEeATeNbHOCThI0O HAa CPOK
OO0 [ATH  JIET, C KOHUCKalMell  MPOU3BOJACTBEHHOTO  O0OpYIOBaHMUS,
MCIIOJIb30BABIIETOCS JJIsi MIPOM3BOJCTBA HEMAPKUPOBAHHBIX TOBAPOB M JIEKAPCTBEHHBIX
IpenapaToB
U METUIIUHCKOTO TPUMEHEHUs, U (WJIM) TPaHCIOPTHBIX CPEICTB, UCTIOIB30BABIINXCS
Ul TEepPEeBO3KM HEMapKUPOBAaHHBIX TOBAapOB U  JIGKAPCTBEHHBIX IpEnapaToB
JUI MEIUIIMHCKOTO MMPUMEHEHHUSI, UM 0€3 TaKOBOML.»;

T') TOTIOJTHUTH MTPUMEUYaHUs ITyHKTOM 3 CIIEAYIOIIETO COACPKAHUS:

«3. KpynHbIM pa3mepoM B 4acTAX C€IbMOW M BOCBMOW HACTOSAIIEH CTaThbU
NPU3HACTCSI CTOMMOCTh HEMAapKHPOBAaHHBIX TOBAPOB U JIEKAPCTBEHHBIX IIperapaToB
JUISE MEAMIIMHCKOTO MPUMEHEHUs, MpeBbIIaonias OJWH MWUIMOH pyoOsield, a 0co0o
KPYIHBIM — [ITh MUJJTMOHOB PYOJIEeH.»;

3) ab3am mepBbId yacTH TepBoil ctathk 238.1 mocie CIIOB «COBEpPIICHHBIC B
KPYIIHOM pa3Mepe,» TONOJHUTH CIIOBAaMU «3a UCKIIOYEHHUEM CIIy4aeB, MPeyCMOTPEHHBIX
JacTsMU ceabMOM 1 BocbMoi ctathM 171.1 nacrosmiero Koaekca,»;

4) ab3a1; TEepBBIH 4YacTH BTOpOH cTarbu 327.2 T1OCNIE€ CJIOB «YHaKOBKH
JICKapCTBEHHOT'O IMperapaTay JOMOJHHUTH CJIOBAaMH «3a MCKIIOUEHHWEM CIIyYaes,
MPENYCMOTPEHHBIX YaCTAMM ceAbMOM U BocbMoM ctatbu 171.1 HacTosimero Konekca,»;

5) nomosHUTE cTaTheld 327.3 Clemyomero CoaepKaHus:

«Cratps 327.3. Mcnionb30BaHue MOICIBHBIX CPEICTB UACHTH(DUKAIINT

1. Ucionp30oBaHWe  3aBEIOMO  MOMAJCNBHBIX  CPEACTB  HWACHTU(DUKAIIH
JUIA  MapKUpPOBKM TOBApOB U JIGKAPCTBEHHBIX IMPEMapaToB [JJs MEAMIHUHCKOTO
NpPUMEHEHUS, MOIEKAIUX MAPKUPOBKE CPEJICTBAMH UACHTU(DUKAIINY, 32 UCKIIIOUEHUEM

ciay4dad, npCaAyCMOTPECHHOI'O 4aCTbIO TpeTbefI HaCTOHHICfI CTaTbU, —
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Haka3pIBaeTCs mMTpagoM B pa3Mepe OT CTa THICAY JO MATHCOT THICAY PyOsei
WM B pa3Mepe 3apaO0THOM IUIAThl WJIM HHOTO JOXOJa OCYXKIEHHOTO 3a TIEPHUOj OT
OJIHOTO TOJIa JI0 TpeX JIeT, MO0 MPUHYAUTEIbHBIMH pabOTaMH Ha CPOK JI0 IATH JIET,
00 TUIICHHEM CBOOOIBI HA TOT YK€ CPOK.

2. [lessHus1, mpeIyCMOTPEHHBIE YaCThIO TIEPBOM HACTOSAIIEH CTaThH:

a) TPUYMHUBIIME KPYNHBIA ymiepO TrocyJapcTBy JHOO CONpPSDKEHHBIE C
M3BJICUCHUEM JIOXOJa B KPYITHOM pa3Mepe;

0) coBepIlICHHBIC TPYIIION JIAIT o peABaAPUTEILHOMY CTOBOPY
WJIM OPTaHU30BAaHHOW TPYIIION, —

HakaspIBaroTCs ImTpadhoM B pa3Mepe OT MSATUCOT THICSY JO BOCBMHCOT TBICSY
pyOIeil wim B pasMepe 3apabOTHOM IUIaThl WJIM MHOTO J0XO0Ja OCYXKJICHHOTO 3a TMEPHO/I
oT Tpex
710 TIATH JIET, TUOO MPUHYIUTEIbHBIMA pad0TaMu Ha CPOK JIO TSTH JIET, JTUOO JTUIIICHUEM
CBOOOJIBI Ha CPOK JI0 JBEHAANATH JIET cO ITpadoM B pasMepe OT CEMHUCOT THICSY O
OJIHOTO MWJUTMOHA pyOJed wiam B pasMepe 3apa0OTHOM IIaThl WM WHOTO J0X0]a
OCYKJICHHOTO
3a Tepuo OT TPeX 0 MSITH JET Tu00 6e3 TaKOBOTO U C OTpaHUYEHHUEM CBOOOBI HA CPOK
JI0 OJTHOTO roja JIn0o 63 TaKOBOTO.

3. Ucnonp3oBanue 3aBE€IOMO MOJIIEIBLHBIX CpEICTB UJeHTUPUKAITTT
JUTSI MApKUPOBKH TaOAYHOM MPOAYKITUH, —

HaKa3bpIBaeTCs MTpadoM B pazMepe OT TPEXCOT THICAY JI0 MATUCOT ThICTY pyOseit
WM B pa3Mepe 3apabO0THOW TUIATHI WM MHOTO JIOXO0Jla OCYXXJICHHOTO 3a TEPHOJ OT
OJIHOTO TOJla JI0 NIBYX JIET, MO0 MPUHYIWUTEIHLHBIMU pa0OoTaMH Ha CPOK JI0 TISITH JIET,
a100 NHIIeHHEM CBOOOJBI HA CPOK JI0 BOCBMH JIET CO IITpadoM B pazMepe OT CEMHCOT
THICSY JI0 OJHOTO MHJUTMOHA pyOJied WM B pa3Mepe 3apaOOTHOHM TUIaTHl WJIM WHOTO
J0X0/1a OCYXKJIEHHOTO 3a MEePUOJI JI0 MSITH JIeT MO0 6€3 TaKOBOTO.

4. [lesiHus, IpeaAyCMOTPEHHbBIEC YACThIO TPETHEH HACTOSIIIEH CTAThU:
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a) NPUYMHUBIIME KPYNHBIA ymiepO TrocyIapcTBy JHOO CONPSDKEHHBIE C
W3BJICYCHUEM JJ0X0/1a B KPYITHOM pa3Mepe;

0) coBepLICHHbIE Ipynmou JIALL o IIPEIBAPUTEIILHOMY CrOBOPY
WJIM OPTaHU30BAaHHOW IPYIIION, —

HaKa3blBalOTCA WTpaoM B pazMepe OT CEMHUCOT ThICAY J0 OJHOTO MMJUIMOHA
pyOuielt uiu B pa3Mepe 3apabOoTHOM MJIAaThl WJIM MHOT'O J10X0/1a OCY>KJIEHHOI'O 3a IEepuo]
OT TpeX [0 MATH JIeT, JUOO NPUHYIUTEIbHBIMH padOTaMH Ha CpPOK A0 ISATH JIET,
a0 JIMIIEHHWEM CBOOOJBI HAa CPOK JO JABEHAALATH JIET co mTpadoM B pasMepe OT
CEMHCOT THICAY IO OJAHOIO MWIJIMOHA PyOJIell WIH B pasMepe 3apaObOTHOW IUIaThl MIIU
MHOTO JI0X0J/la OCY>KJIEHHOT'O 3a INEpPHOJ OT TpeX N0 MATU JIeT Jubo 6e3 TaKoBOro H ¢
OrpaHUYEHUEM CBOOOJIBI HA CPOK JI0 OJIHOTO roja jaudo 0e3 TakoBOTo.

[Tpumeuanus. 1. [lognenbHbIM MPU3HAETCS CPEACTBO MACHTH(PUKALNH, UMEIOLIEE
BHEUIHEE CXOJICTBO CO CpPEJACTBOM WJCHTHU(PHUKAIMK, HAHOCUMBIM Ha TOBaphbl
M JIEKapCTBEHHbIE Npemnaparbl [Js MEIULHMHCKOTO TPUMEHEHHUS B COOTBETCTBUU
C TpeOOBaHMSIMM  3aKOHOJATENbCTBA, HO IPU 3TOM HE  COOTBETCTBYIOIIEE
0 CTPYKTYype U COACPKAHUIO YCTAaHOBJIEHHBIM TpPEOOBAHUAM, JUOO TOJTHOCTHIO
BOCIIPOM3BOJSAIIEE CPEICTBO  WJCHTU(MUKAIMU, KOTOpPOE paHee, IO JIaHHbIM
rocy/1apCTBEHHOW HH(OPMALMOHHON CHUCTEMbl MOHHMTOPHHra 3a O0OOpPOTOM TOBapoOB,
MO/JIeXKAIIMX 00A3aTENIbHOW MapKUPOBKE CPEICTBAMHM MAEHTU(UKAIMHU, JIMOO 110
JAHHBIM CHCTEMbl MOHMTOPMHIA JBWXKEHUS JIEKapCTBEHHBIX IMpEnapaTroB IS
MEIUIMHCKOTO MPUMEHEHUS, B YCTAaHOBJIEHHOM MOpsAAKe ObUIO HAaHECEHO Ha TOBap U
JIEKapCTBEHHBIN MpernapaT Il MEAMIIMHCKOTO MPUMEHEHUs (32 HCKIIOYEHUEM CIIy4acB
JOKYMEHTAJIbHO TOJTBEPKICHHOIO IOBTOPHOTO BBOJAa B OOOpOT TOBapa H
JIEKapCTBEHHOIO npenapara
JUTSL METULIMHCKOTO TIPUMEHEHUS, MApKUPOBAHHBIX CPEJICTBOM UAEHTU(DUKAIIIN).

2. KpynHbeiM ymiepbom nu60 10X0A0M B KPYITHOM pa3Mepe B HACTOSILEH CTaThe

npu3HaTCs yuiep0 a1ubo J0X01 B CyMMe, IPEBBIIIAONIEH OAUH MUJIJTUOH PYyOJIeH.».



[Ipe3nnent
Poccuiickon denepanuun



