POCCUICKAS ®EIEPAIMS
®EJEPAJBHBINA 3AKOH

O BHeceHHMH H3MeHeHHii B cTaThio 15' MeepanbHOro 3aKoHa
«0O06 unpopmanuu, HHGOPMANHOHHBIX TEXHOJIOTHUSNX U 0 3aIIUTE
undopmaunn» n GexepaibHblii 3aK0H «006 o6pameHnu
JIeKaPCTBEHHBIX CPEACTBY

Ipunar I'ocynapcteerHoit Jymoit 1 anpens 2020 rona
Ono6pen CoBeToM denepanuu 2 anpeaa 2020 roma
Cratea 1

Myuxt 1 w=actu 5 crateu 15' ®Denepansioro 3akoHa oT 27 HIONs
2006 roma Ne 149-@3 «O6 wuudopmarmu, HMHOOPMALMOHHBIX TEXHOJIOIMSIX
u o 3amure wuHGopmauuu» (CobpaHme 3akoHOZaTenbCcTBa Poccuiickoi
QDenepauuu, 2006, Ne 31, ct. 3448; 2012, Ne 31, ct. 4328; 2013, No 14, ct. 1658;
Ne 52, cT.6963; 2014, Ne 30, ct.4223; 2016, Ne 52, ct. 7491; 2017, Ne 24,
cT. 3478; Ne 31, cr.4827; 2018, Ne 18, ct.2572; No 49, c1. 7523; Ne 52,
ct. 8101; 2019, Ne 18, cr. 2214) HOMOJHHTE MOAMYHKTOM «3» CIELYIOLIETO

CONEPKaHHUS:

T
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«3) HHGOpPMalIUHY, coaepkamlell IpeasIokeHHEe O PO3HUYHON TOPTrOBIE
JEKapCTBEHHBIMH TperapaTaMd, B TOM YHCJIE€ AWCTAHIMOHHBIM CIOCOOOM,
PO3HHYHAS TOProBIs KOTOPHIMU OIPaHMYEHA WM 3allpenieHa B COOTBETCTBUHU C
3aKOHOIATEILCTBOM 00 OoOpaleHuH JIEKapCTBEHHBIX CpEeACTB, U  (WIH)
uaGoOpMaMK, CoAepKamiell mpemIoKeHWE O  PO3HUYHOH  TOpProBiE
JeKApCTBEHHEIMH IpenapaTaMy, B TOM YHKCJIE ITUCTAHIMOHHBIM CIIOCOOOM,
JHIAMH, HE HMEIOIMMMH JTUIEH3UU U paspellieHus] Ha OCYIIECTBICHUE TaKOi
JEATENBHOCTH, €CHM MOMY4YE€HHE IHUIEH3UH M pa3pelleHHs NpPexyCMOTPEHO
3aKOHOMATEILCTBOM 00 00paIeHu! JIEKapCTBEHHBIX CPEICTB;».

Cratbs 2

Buectu B Penmepanbneiii 3akoH oT 12 ampenss 2010 roma Ne 61-®3
«O06 oOpamenun JiekapcTBeHHBIX cpencTB» (CoOpanme 3aKOHOAATENIHCTBA
Poccuiickoit denepanmu, 2010, Ne 16, ct. 1815; Ne 31, cr. 4161; 2011, Ne 50,
ct. 7351; 2012, Ne 26, ct. 3446; 2013, Ne 27, ct1. 3477; Ne 48, ct. 6165; 2014,
Ne 52, ct. 7540; 2015, Ne 29, c1. 4367, 4388; 2016, Ne 27, ct. 4238; 2017, Ne 31,
cT. 4791; 2018, Ne 1, ct. 9; Ne 49, ct. 7521; 2019, Ne 23, cr. 2917; Ne 31,
cT. 4456; Ne 52, c1. 7793) cnenyromue U3MEHEHUS:

1) B crathe 4:

a) MyHKT 33 1@ocie CIOB «PO3HHYHYIO TOPIOBIIO JEKAPCTBEHHBIMU
npenaparaMm,» JONONHUTH CIOBAMH «B TOM YHCJIE€ JHCTAaHIMOHHBIM

CIIocoboMm,;



6) nyukr 35 mocne CIOB «PO3HHYHYH TOPrOBIIO JIEKAPCTBEHHBIMHU
npemapaTtamMy,» [IOMNOJHHUTH CJIOBaMH «B TOM YHCI€ JIHCTAHIIMOHHBEIM
crocobom,»;

B) MyHKT 36 mOCiE CIOB «PO3HUYHYI0 TOPTOBIIO JIEKAPCTBEHHBIMHU
IpenapaTamu,» JONMOJHUTH CIOBaMH «B TOM YHCHE JUCTAHIMOHHBIM
CIIOCOOOM,»;

2) myHKT 24 CTaThH 5 U30XKHUTH B CICAYIOMEH pelaKIUu:

«24) IpUHATHE PELICHUH, SBIIOMUXCS OCHOBAaHUAMHU IS BKJIIOYCHHS
JOMEHHBIX MMEH M (WiM) yKas3aTelleil CTpaHuI] caiitToB B MH(OpPMAIMOHHO-
TEIEKOMMYHHKAITMOHHON ceTn «VIHTEpHET», a TaKkKe CETEBHIX aapecoB B
eIMHYI0 aBTOMAaTH3MPOBaHHYI0 HMH(POpManMOHHYIO cucteMy «EmuHBINA peectp
JOMEHHBIX FKMEH, YyKasarenedl crpaHun, caliToB B  MH(GOPMAIMOHHO-
TENEKOMMYHUKAUMOHHOH ceTH «VIHTEpHET» U CETEBBIX aJIPECOB, IO3BOJIAIONINX
UACHTUGUIUPOBATh CAMTHl B MH()OPMAIMOHHO-TEIEKOMMYHHUKAIIMOHHON CETH
«HTEpHET», Ccozepxkamue HHQOPMAIMIO, pPAaCHpOCTpPaHEHHWE KOTOpOi B
Poccuiickoii ®enepanyy  3ampemieHo», B OTHOIIEHHMHM  HH(POpPMAIUH,
coIepxalieil IpeINoKEHHE O PO3HWYHOM TOpropie JIeKapCTBEHHBIMH
mpenaparaMy, B TOM 4YHCJIe AUCTAHIMOHHBIM CIOCOOOM, PO3HHMYHAS TOPIOBJLA
KOTOPEIMM OrpaHHYEHa WM 3alpelieHa B COOTBETCTBHH C HACTOSIIHM
denepanbHBIM 3aKOHOM, U (WiM) HHOOpMAINM, COAepKalieid NpemIoKeHne O

pOBHH‘-IHOﬁ TOProBJIC JICKaApCTBCHHBIMM  IIpfliaparaMy, B TOM  YHCIC
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JUCTaHIIMOHHEIM CIIOCO00M, JIUIIAMH, HE UMEIOIIUMHY JHIICH3HH U pa3pelIeHus
Ha OCYIIECTBICHHE TAaKOH JEATENbHOCTH, €CIH TOJIY4YEeHHE JHUICH3HH |
paspemieHuss ~ MPEXYCMOTPEHO  3aKOHOJATeNsCTBOM 00  oOpamieHun
JIEKAPCTBEHHBIX CPEZICTB;Y;

3) B craThe 55:

a) ZOIIOJIHATP 9acThio 1' CIeAYIOmero coxep KaHus:

«1'. Po3HHYHAS  TOPrOBIA  JEKAPCTBEHHHIMM  NpEmapaTaMH Il
MEIUIOMHCKOTO MPUMEHEHMS (32 HCKIIOUEHHEM JIEKapCTBEHHBIX IIPENapartoB,
OTIIYCKa€MBIX [0 PpEUENTy Ha JIEKApCTBEHHBIX MpenapaTr, HApKOTHYECKHX
JIEKapPCTBEHHBIX IPENapaToB M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX MPENaparoB, a
TaKKe CIMPTOCOICPKAIMMX JIEKAPCTBEHHBIX IPENapaToB ¢ OOBeMHOMN moei
STHJIOBOTO CIIMPTA CBHIIIE 25 MPOMEHTOB) MOXKET OCYHIECTBIIATHCH alITEUHBIMHU
OpraHM3alMsIMi  JUCTAHIHOHHBIM  crmocoboM.  Po3HWYHYI0O  TOpProBio
JCKapCTBEHHEIMH  [pelapaTaMu  JUIf  MEIUIMHCKOrO  IpHUMEHEHHs
OUCTAHITHOHHBIM CITOCOOOM MOTYT OCYMIECTBIATH alTeUHBIE OPraHH3allMH,
HMEIOIMe  JHIEH3UI0  Ha  ¢apManeBTHUYECKYI0  AEATENIbHOCTE U
COOTBETCTBYIOIIEE pa3pelieHHe (eIepaTbHOr0 OpraHa  HCIOJHHTEILHON
BJIACTH, OCYIIECTBIIAIOMIET0O (QYHKIMKM II0 KOHTPOJIO W HaA30py B cdepe
3apaBooxpaHeHus. IlopAmox BeIauM paspemieHHss Ha OCYLIECTBICHHE
PO3HUYHOM TOProBAM JIEKapCTBEHHBIMH IIpeniapaTaMyd JUCTAHIIHOHHBIM

crrocoboM, TpeOOBaHHMS K AaNTEYHBIM OpraHU3alUsIM, KOTOPEIE MOTYT



OCYIIECTBIIATh TAKYH) TOPrOBII0, M MOPANOK €€ OCYIIECTBICHHS, a TakKe
IpaBWa JOCTaBKU JIEKAPCTBEHHBIX IIPENapaToB IpaKIaHaM yCTaHABIMBAIOTCS
ITpaButensctBoM Poccuiickoit Pepepanuu. HMudopmanus 06 omIadeHHBIX
(OTHymIEHHBIX) W MOJYYEHHHIX JIEKApPCTBEHHBIX IIpenaparax BHOCHICA B
CHCTEMy MOHHTOpDUHIA [JBIDKCHHMS JIEKAPCTBEHHBIX IpEHNapaToB  AJs
MEIUIMHCKOTO MPUMEHECHHUS B HOPSAIKE, IPEXYCMOTPEHHOM JacThi0 7 CTaThu 67
HacTodAero deepansHOro 3aK0Ha. »;

0) B 4acTH 5 cloBa «(3a UCKIIOYECHUEM HApKOTHYECKHX JEKapCTBEHHBIX
IpernaparoB ¥ ICUXOTPONHEIX JIEKAPCTBEHHEBIX IIPENapaToB)» UCKIIOUUT;

B) 4YacCTh 7 IIOC/IE€ CIIOB «M TPOAaBaTh» JONOJHHUTH CIOBAMH «, B TOM
qKCIIe TUCTAHIUOHHBIM CIIOCOO0M,»;

I') JOTIONAHUTH YacThIO 9 Cleqyromero coaepKaHus:

«9. B ycroBusix 4pe3BEYAHON CHTyaruy ¥ (WIM) NPH BO3HUKHOBEHHH
yIpo3sl paclpoCTpaHeHus 3a00ieBaHMs, IPEACTABIIONIEr0 OMNACHOCTH I
okpyxaromux, IlpaButensctBo Poccuiickoit ®enepanyy mpu HeEOOXOAMMOCTH
BIIpaB€  YCTAHOBUTh  BPEMEHHBIM  IOPANOK  DPO3HUYHOM  TOProOBIH
JIEKapCTBEHHBIMH  @IpenapaTaMd A1 MEIUIMHCKOTO  MPHMEHECHHA
(32 HCKIIOYEHHWEM  HApKOTMYECKHX  JIEKAPCTBEHHBIX  IIPENapaToB U
IICHXOTPOIHBIX JICKAPCTBEHHBIX IIPENApaToB, a TaKXkKe CHMPTOCOAEpKAIIUX
JIEKApPCTBEHHBIX INPENapaToB ¢ 0OBEMHON JONIEH 3TUIOBOTO CIHPTA CBHIIIE 25

IPOIIEHTOB) IUCTAHIMOHHBIM CIOCOOOM, TMOPSIIOK BBIJAYM pa3pelieHus
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Ha OCYINECTBJIIEHHE TOPTOBIH, TNPEeZYCMOTPEHHOW  HACTOSIIEH  4acThlo,
TpeGOBAHMA K alTEYHEIM OpraHM3aUMAM, KOTOPEIE MOTYT OCYILECTBIIATh TaKyI0
TOPTOBIIIO, & TAKCKE BPEMEHHBIE IpaBUia JOCTaBKM JICKAPCTBEHHBIX MPENapaToB
rpaxoaHam.».

Crarpa 3

1. Hacroamuit PenepanbHeli 3aKOH BCTYIAeT B CHAY CO JHA €ro
OQHLHATBHOTO OITyOIUKOBAHHUS.

2. Tlomoxenne dgactw 9 cratem S5  DenepanpHOro  3aKoHa
or 12 anpens 2010 roza Ne 61-03 «O06 obpalieHUM JIEKaPCTBEHHBIX CPEICTBY

npumensercsa 10 31 nexabpsa 2020 rona BKIIOYUTENBHO.
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Mocksa, Kpemib
3 ampens 2020 rona
Ne 105-®3



