NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHHE
oT 16 mag 2020 r. N 697

Ob YVTBEPXXIEHWU ITPABUJI
BbIJIAUY PA3PEIIEHUS HA OCYIIECTBJIEHWE PO3HUYHOK TOPTOBJIM
JIEKAPCTBEHHBIMU ITPEITAPATAMMU 1JII MEJULIMHCKOI'O
[TPUMEHEHNA
JNVMCTAHIIMOHHBIM CITOCOBOM, OCYIIIECTBJIEHUS TAKOM TOPTOBJIU
1 NOCTABKU YKA3AHHBIX JIEKAPCTBEHHBIX ITPEITAPATOB
I'PAXKITAHAM
Y BHECEHVM U3MEHEHWI B HEKOTOPBIE AKTBI TIPABUTEJIbCTBA
POCCHICKOW ®EJEPAILIMU 10 BOTIPOCY PO3HUYHON TOPTOBJIU
JIEKAPCTBEHHBIMU ITPEITAPATAMMU IJII MEJULIMHCKOI'O
I[MTPUMEHEHNSA JUCTAHIVOHHBIM CIIOCOBOM

B cooTBeTcTBUM C yacThio 1.1 crathu 55 demepanbHOro 3akoHa "06
obpaieHn JieKapCTBeHHBIX cpencTB" [IpaBuTebcTBO Poccuiickoii
Qenmepaliyy IMOCTAHOBJIISIET:

1. YTBepauTh npunaraemMmsie:

[TpaBma Bbigauy paspeneHns: Ha OCyIeCTBAeHMe PO3HUYHOI TOPTOB/IN
JIeKapCTBEHHBIMY ITperiapaTaMu AJIsl Me IUIIMHCKOTO ITPUMEeHEeHUsT
JIMUCTAaHLIMOHHBIM CITOCOO0M, OCYIIECTBJIEHMS TaKOJi TOPTOBJIM U JOCTaBKMU
yKa3aHHbIX JIeKapCTBEHHBIX IIpernapaToB rpaskgaHaM;

M3MeHeHMs, KOTOpble BHOCATCS B akThl [IpaBuTtenscTBa Poccuiickon
@epepauyiy 110 BOIIPOCY PO3HUYHOI TOPTOB/IU JIeKapCTBEHHBIMU
rperniapaTamu AJji1 MeIULIMHCKOTO IIPUMeHeHMs AUCTaHMOHHbIM
CII0CO6OM.

2. MuHMCTEpCTBY 34paBooxpaHeHus Poccniickoin ®enepaunum
OpPraHM30BaTh B TEUEHME 6 MeCsLeB CO IHS BCTYIVIEHUS HACTOSILEr0
TOCTAHOBJIEHUSI B CUJTY MOHUTOPUHT puMeHeHus [IpaBu, yTBep>KaeHHbIX
HACTOSIIM IMOCTaHOBJI€HMEM, U TIPeACTaBUTh B [IpaBUTE/NIbCTBO
Poccuiickoit ®enepaiiyiy 1o MCTEUEHUM YKA3aHHOTO CPOKa MOKIIA, O ero
pesyJbTaTax.

3. HacTosiee 1mocTaHOB/IEHME BCTYMAET B CUITY CO THS €er0 OUIIMATbHOTO



OMyOJIMKOBAHMSI.

Ucnionuaiommuit 0613aHHOCTI
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oT 16 masg 2020 r. N 697

TIPABUJIA
BBIZIAUU PA3PEIIEHUS HA OCYIIECTBJIEHUE PO3HUYHOI TOPTOBJIN
JIEKAPCTBEHHBIMU ITPETTAPATAMU [1J1SI MEIULIMHCKOTO
TTPYMEHEHUS
IVCTAHLUVOHHBIM CIIOCOBOM, OCYIIECTBJIEHNS TAKOM TOPTOBJIU
1 IOCTABKU YKA3AHHBIX JIEKAPCTBEHHBIX TTPEITAPATOB
TPAXKIIAHAM

1. Hacrosimume ITpaBuiia yCTaHaBIMBAIOT MOPSIAOK BbIIAUM pa3penieHns Ha
OCYIIECTBJIEHME PO3SHUYHOI TOPTOB/IM JIeKapCTBEHHBIMM ITperapaTaMu Jjist
MeIMIIMHCKOTO MTPUMeHeHMs UCTaHI[MOHHBIM CITI0COO0M, Tpe6oBaHMS K
arTeyHbIM OPraHM3aLMsIM, KOTOpPble MOTYT OCYILECTBJISTh TaKyl0 TOPTOBIIIO,
TIOPSIIOK OCYIIeCTBIEHN S TAKOV TOPTOBJIM, & TAKKE TOCTABKM YKa3aHHBIX
JIeKapCTBEHHBIX IIPerapaToB rpakaaHaM.

2. IMCTaHIIMOHHBIM CITOCOOOM MOSKET OCYIIECTBISITbCS PO3HUYHAS
TOPrOBJIS IeKapCTBEHHbIMM TIperapaTamMu IJisi MeAULMHCKOTO
IIpMMeHeHNMs (fajiee - JIeKapCTBEHHbIE IIperapaThl), 3a UCKIIYeHNEM
JIeKapCTBEHHBIX MpernapaToB, OTIIyCKaeMbIX I10 peleNTy Ha JIeKapCTBEHHbIN
rpenapar, HAQpKOTUYECKUX JIeKapPCTBEHHbIX [IPernapaToB U ICUXOTPOITHbBIX
JIeKapCTBEHHBIX MpernapaToB, a TakKe CIUPTOCOAeP>KAILUX JTeKapCTBEHHbBIX
TpernapaToB ¢ 00beMHOI1 10J1eii 3TUIOBOTO CIIUPTA CBhIlIe 25 TPOIeHTOB.

3. OcylrecTB/IeH e PO3HUYHO TOPTOBJIM JIEKAPCTBEHHBIMY ITperapaTamMmu
JMUCTAaHLIMOHHBIM CITOCOOOM BKJIIOUaeT B cebs mpueM, GopMupoBaHue,
XpaHeHMe U TOCTaBKY 3aKa30B Ha JIeKapCTBEHHbIE TTPeraparhl, a TAKKe
OTIIYCK JIEKAPCTBEHHBIX MTPeIapaToB.

4. PacueTsI IIpM OIUIATE JIeKaPCTBEHHBIX MTPENapaToB M YCIYT IO UX



IOCTaBKe OCYILIECTB/SIOTCS 10 BbIGOPY MOKYIIATe st B HATMYHOM MK
6e3HaIMYHOM (popMe IyTeM IpeaorIaThl 3aKa3a W/ €ro OIUIaThl B MeCTe
TIOTyYeH s 3aKa3a.

5. PosHMYHas TOPTOBJIS JIeKApCTBEHHBIMM ITperapaTaMy IUCTaHIIMOHHBIM
CII0COO0M OCYIIECTBIISIETCS alITeYHBIMM OPraHM3alMSIMU (32 UCKITIOUeHeM
VHIVBUAYAIbHBIX IIpeaIIpUHUMATEIe), UMeIIIIMY JTUIIeH3UI0 Ha
ocylecTBaeHNe hapMalieBTUUeCKO AessTeTbHOCTHM C yKa3aHeM
BBITIOTHSIEMOJ paboThI (OKa3bIBA€MOI YCIIYTH) 110 PO3SHUYHOI TOPTOBJIE
JIeKapCTBEHHBIMM TTIperiapaTaMy U BIaAeOMMMM TaKOM JIUIeH3el He
MeHee OJTHOTO rojia (ajee - anTeyHast OpraHn3arys), Ipy HATUUUN:

a) He MeHee 10 mMecT ocyiecTBieHMs] hapMalleBTUUeCKOi OesTeIbHOCTU Ha
Tepputopun Poccuiickoit ®emepannu;

6) 060pyAOBaHHBIX TTOMeIeHNMIi (MecT) AJIsl XpaHeHUs cOpMUPOBAHHBIX
3aKa30B B COOTBeTCTBMM C [IpaBuiiaMu Hajjiexkaleil MpakTUKY XpaHeHus U
IlepeBO3KM JIeKapCTBEHHDIX IIpernapaToB IJIs1 Me IULIMHCKOTO IIPUMeHeH s,
yTBEpKIEeHHbIMMU IIPUKa30M MuHMUCTEpCTBA 34, paBooxXxpaHeHus: Poccuiickoi
Qenepaiinu;

B) cajiTa B MH(GOPMAaIMOHHO-TeJIeKOMMYHMUKAIIMOHHO ceTu "VIHTepHeT"
(manee - cetb "MIHTEpHeT"). [lomycKkaeTcsl HAIM4YMe MOOMIbHOTO
TIPUJIOXKEHUS ;

I') COGCTBEHHOJ KypbepCKOii CITy>KObI, MMeIoIeit 060pymoBaHue,
obecrieunBarolee MoaAep>kaHe HeoOX0AMMOT0 TeEMIIEPATYPHOTO peskMMa
IJIST TOCTABKY TePMOJIabMITbHBIX JIEKAPCTBEHHBIX MPEIapaToB, UIu
IIOTOBOPA CO CJTYKO0¥ KypbepCcKOii JOCTaBKY, MUMEIOIIel Takoe
obopymoBaHueE;

1) 37IeKTPOHHO CUCTEMBI IIaTesKel U (M) MOOVIIbHBIX T1JIATEKHBIX
TEePMMHAJIOB, IIpeJHAa3HAUEHHBIX JIJIS IPOBeLeHM S JJIeKTPOHHbIX IIaTeXel,
B TOM UM CJIe C TOMOIbI0 6aHKOBCKUX KapT, HEITOCPEICTBEHHO B MeCTe
OKa3aHUs yCIyIn.

6. [lepeyeHb TOKYMEHTOB, IMOATBEPKAAIOIINX COOTBETCTBIE alITEYHOIA
opraHusanuy Tpe6oBaHMsIM, YCTAHOBAEHHBIM ITyHKTOM 5 HaCTOSIIIMX
[TpaBwu, ¥ IpeACTaBISEMbIX B COOTBETCTBUY C ITYHKTOM 7 HACTOSIINX
[TpaBui, yrBepxkaaetcss ®emepanbHOI CITY>K0074 110 Ha30PY B chepe
3IpaBOOXpaHEHNS.



7. Bbigaua pa3peleHus Ha OCyIeCTBIeHMe PO3HUYHOI TOPTOBIU
JIeKapCTBEHHBIMM ITIperapaTaMy AVMCTAHIMOHHBIM CIIOCOO0M (masiee -
paspelieHue) ocyiecTsiseTcss PemepanbHO CYKO0IT 110 HAI30PY B cepe
3IpaBOOXpaHeHMs TOCPeCTBOM B TOM UicCjie MH(POPMAaIMOHHO-
KOMMYHMKAILIMOHHBIX TEXHOJIOTUIA B OPSIIKE, YCTAHOBJIEHHOM
aJIMUHUCTPATUBHBIM perjiaMeHTOM.

dopmMma paspelieHns Ha OCYlLIeCTBAeHE PO3HUYHO TOPTOBIU
JIeKapCTBeHHbIMU TTperapaTaMy AVCTAHIMOHHBIM CIIOCOO0M YTBEPXKIAETCS
denepaibHOI CTY>KO07 110 HAA30PY B chepe 3ApaBOOXpaHEHMS.

L1 TIosTydeHs paspelieHus afiTeyHasl OpraHm3alys HalpaBJisieT B TOM
yycie MocpeICcTBOM MHGOPMaIMIOHHO-KOMMYHMKALIMOHHBIX TeXHOJOTUI (B
YaCTHOCTM ITOCPeaCTBOM ceTu "VIHTepHeT" U (Mr) MOGUIBHOTO
npwiokeHus) B @efepasbHyI0 CIYyKOY 110 HaI30Py B chepe

30 paBOOXpaHEeH NS 3asiBJIeHMeE O MOJIyYeHUM paspeleHus (gaiee -
3asBJIEHME) C IPUJIOKEHMEM OKYMEHTOB (CBeeHUI), TIOATBEPKAAI0LINX
COOTBETCTBME AIITEYHO OpraHu3aluy TpeboBaHNUSIM, YKa3aHHbIM B ITyHKTE
5 Hactostmux ITpaBut.

3asBiieHMe U IpuiaraeMbie K HeMy OKyYMEHTBI (CBeieHM ) (CBeleHus],
Tpe/icTaBJisieMble B 3JIEKTPOHHO ¢opMe), MOANCaHHbIe Y 3aBepeHHbIe
COOTBETCTBEHHO YCUIeHHOM KBATMOUIMPOBAHHOI 3/1IeKTPOHHOI
MOATIACHIO, PEeACTABISIOTCS B 3JIEKTPOHHOI hopMe B MOpSIAKe,
YCTAHOBJIEHHOM aIMUHUCTPATUBHBIM perjiameHToM. dopma 3asiBeHUs
yTBepkaaeTcs enepasbHOI CJIY;K00i1 10 HaA30py B chepe

34 paBOOXpaHEeHMS.

8. B 3asB/IeHMM YKA3bIBAIOTCS:

a) rnojHoe GupMeHHOe HauMeHOBaHMe I0PUIMUECKOTo JInIia (Ha pycCKOM
SI3bIKE);

6) OCHOBHOJ TOCYIapCTBEHHbIV PErMCTPalMOHHbBII HOMep I0PUAMUECKOTO
muua (OI'PH);

B) MAEeHTUGUKALIMOHHBIN HOMep Hayoromartenbiyka (MHH);

I) aZipec I0pUANYECKOro JMULa U ero CTPYKTYPHBIX NoApasaeneHunin (mpu
HaJIMUUM);



Il) afipeca MeCT OCYIeCTBIEHMSI PO3HUYHOI TOPTOB/IM JIeKapCTBE HHbIMMU
rperapaTamu;

e) CBeJleHMsI O JIMIIeH3UM Ha OCyIlecTBIeHMe hapMaleBTUUYeCKOoii
JeSITeJTbHOCTM C YKa3aHMEM BBITTOJTHSIEMO paboThI (OKa3bIBa€MOI YCITYTH)
10 PO3HUYHO TOPrOBJIe JIEKAPCTBEHHBIMY IIperapaTamu;

3K) ajgpec caiirta (caifToB) B cetu "VIHTepHeT" 1 MHPOpMAaINs 0 MOOMIBHOM
MIPUWIOKEHUU (TIPU HAJTUUNN).

9. Pemrenne o Bbiaue iy 00 OTKa3e B BbiJaue pa3penieHs IPUMHUMAETCS
B TeueHMe 5 pabounx mHelt co gHS noaydeHus demepanbHO CITysKO0i1 110
Ha/i30py B cdepe 31paBOOXpaHeHUs 3asiBJIeHUSI M JOKYMEHTOB (CBelleHMit),
MOATBEPKIAIIIMX COOTBETCTBME AalITEYHO OpraHu3anuy TpeboBaHMUSIM,
yKa3aHHbIM B MyHKTe 5 HacTosmux [IpaBut.

10. OcHOBaHMsSIMM [ OTKa3a B Bblgaue pa3pelleHus sBISIOTC:

a) OTCYTCTBYE B 3asIBJIEHVM CBeJeHUI, YKa3aHHbIX B IIYHKTe 8§ HACTOSALIMUX
[TpaBui;

0) mpeacTaB/ieHMe HEIOCTOBEPHBIX CBEIEHUIA;

B) HEeCOOTBEeTCTBME allTeqHO! opranm3anunmn TDEGOBaHI/IHM, YKa3aHHbIM B
ITYHKTE 5 HaCTOAIINX HpaBI/IJ'I.

11. YBegomeHue o6 OTKase B Bbijjaue pa3pelnieHus ¢ ykazaHuem
OCHOBAHMS OTKa3a HAIPaBJISIETCS alITeUHO OpraHu3aluy rocpeaCcTBOM B
TOM uMcjie MHPOPMalMOHHO-KOMMYHMKAIIMOHHBIX TeXHOOTUI (B
YaCTHOCTM ITOCPeACTBOM ceTy "VIHTepHeT" 1 (M) MOOGUIBHOTO
MIPUI0XKEHMS) B 3-THEeBHbIN CPOK CO IHS IPUHSITUSI TAKOTO pellleHMs.

12. PeecTp BbIAAHHBIX pa3pelleHNl C yKa3aHMEM CaiiTOB allTeUYHbIX
opraHusauuii B cetu "MiHtepHet" BemeTcss PenepanbHOi CIyk0071 110
HaJ30py B cdepe 3ApaBOOXpaHEHMS B JIEKTPOHHOI hopMe B MOpsIiKe,
yctaHoB/ieHHOM DefepasibHOI CITyk00¥ 110 Hag30py B cepe

3 paBOOXpaHeHMs, U pa3MellaeTcs: Ha ee opUIMATBLHOM caiiTe B CeTU
"uTepHert”.

13. Ha caiiTe anTeuHoii opranmsanyu B cetu "MIHTepHeT" 1 B MOOMIbHOM
MIPUIOKEeHUM (TIPU HaIMUNK) pasMelaloTCs:



a) rnojHoe GupMeHHOe HauMeHOBaHMe I0PUIMUECKOTro JnIia (Ha pycCKOM
SI3bIKE);

6) OCHOBHOJ TOCYIapCTBEHHbIV PErMCTPaIMOHHbBIN HOMep I0PUAMUECKOTO
nuua (OI'PH);

B) MAeHTU(GUKALMOHHBIN HOMep Hayoromartenbiyka (MHH);

I) aZipec I0pUANYECKOro JMULa U ero CTPYKTYPHBIX NOApasaeneHunin (mpu
HaIN4YUN);

I) rpauyeckoe M306paskeHNe TUILIEH3UYM Ha OCYIIeCTBIeHME
(dbapMareBTMIeCKO e TeTbHOCTH C YKa3aHMEM BbITIOJTHSIEMOV PabOThI
(OKa3bIBaeMO¥t yCIIyTH) IO PO3HMYHOI TOPrOBJIe TeKapCTBEeHHbIMU
rperapaTamiu;

e) rpadpuueckoe n306paskeHne pa3perieHmns;
K) peXXUM paboThl aliTeYHOI OpraHu3alun;

3) uHbOpMaIus 0 CIykOe 3aKa3a JJeKapCTBeHHBIX ITPerapaToB, CIIPaBOYHOM
cryk6e M MHOM CTPYKTYPHOM TOJipase/ieHUy alrTeuHo OpraHu3ammu,
OCYLLIEeCTBJISIIOILEeM IIPMeM 3aKa30B Ha JleKapCTBEeHHbIE IIperapaThbl
(TenmedoH, aapec 37€KTPOHHOI MTOYTHI), M PAaOOTHMKE, OTBETCTBEHHOM 3a
pasMellleHMe Ha caiiTe B ceTu "MIHTepHeT" MHPOpMAaINM O TIeKapCTBEHHbBIX
npenapartax (Gamuansi, MMs, OTUECTBO (IIpU HAIMUMM), TesedOH, agpec
3/IeKTPOHHOM I1OYTHI);

1) CBeJleHMsI O TIeKapCTBEHHbIX MpernapaTax, UMeIoUMXCcs B HaIUUun 13
cOOGCTBEHHBIX TOBAPHBIX 3aI1aCOB U MOJIEKAIINX POSHUYHOI ITpOAaKe
IVCTAaHIMOHHBIM CITOCOO0M, comepsKaliye MHGOPMAaLMIO O JIeKapCTBEHHBIX
rpenaparax B COOTBETCTBUM C TOCYIaPCTBEHHBIM peecTpoM
JIeKapCTBEHHbIX CPE/ICTB JJIs1 MeIUIIMHCKOTO ITpUMeHeHUsI, AOCTYITHbIX /IS
3aKasa, MPOU3BOAUTEJISIX JJeKapCTBEHHBIX IMPeIapaToB, CPOKax rOJHOCTU
JIeKapCTBEHHBIX IMTPernapaToB, KOJMUYECTBE, PO3SHMUHBIX IleHaX U YCIOBUIX
XpaHeHMsl, a TakyKe MHCTPYKUMHU 110 MeAUIMHCKOMY ITPUMeHEeHUIO
JIeKapCTBEHHbIX IIperapaToB;

K) MHQOpMaLus 06 yCI0BUSIX PO3SHUYHO MTPOAaky TIeKapCTBEeHHbBIX
TperapaToB AV CTAHI[MOHHBIM CITOCOO0M (B TOM YMCJIe C YKa3aHMEM
YCJIOBUIA UX TOCTABKM), OTLJIATHI ITPMOOpPETAEMbBIX JIEKAPCTBEHHBIX



TperapaToB, O CTOMMOCTH, CPOKaX M YCJIOBUSX UX AOCTABKM, O TTOPSIKe
obopMIEHUS U CPOKe IeCTBUS JOrOBOpA PO3SHMUUHON KYTUTM-TIPOHAKM C
yCJIOBMEM JOCTaBKU, O TPOBOAMMBIX aKIIMSIX M CKMUIKAX Ha MPOlaBaeMble
JleKapCTBEeHHbIe MTperaparhl;

JI) CBeleHMSI O HOPMAaTMBHBIX ITPABOBbIX aKTaX, peraaMeHTUPYIOI X
BO3MOXXHOCTb BO3BpaTa IOKyIlaTe/ieM JiIeKapCTBEHHBIX ITperapaToB
HeHaJlJIeXXalllero KauecTBa;

M) CBeJleHMsI 00 YIIOJTHOMOUeHHbIX (peiepaabHbIX OpraHax
VICTIOJIHUTEIbHO BJIaCTU, OCYLIECTBSIONMX KOHTPOJIb 32 PO3HUYUHOM
Ipojiaskeit JiekapCTBEHHBIX MpernapaToB JUCTAHIMOHHBIM CIIOCO60M
(HaMMeHOBaHMe, IOYTOBBIN afpec, TenedoH, Gakc, agpec 3MEKTPOHHON
IIOUTHI);

H) 0b6s13aTeIbCTBA IMTOKYIIaTeJIAd.

14. TIpuem 3aKa30B Ha PO3HUYHYIO IIPOJAKY JIeKapCTBEHHBIX IIperapaToB
OUCTAaHIMOHHBIM CIIOCOO0M OCYIeCTBSETCS TOCPEACTBOM JIMYHOTO
obpallieHus MTOKyTaTes B allTeYHYI0 OpraHM3aluio py MOMOIIM CeTH
"MIHTepHeT" uepes caiT (MOOWIbHOE IMPUIOKEHVE) alITeUHOM OpraHu3alum,
1o TenedoHaM CIy>XObl 3aKa3a JieKapCTBeHHBIX IIperapaToB, CIPaBOYHOM
CJTyKObI MJIM MHOTO CTPYKTYPHOTO MOApa3ie/ieHus aliTeYHOi opraHm3annm,
OCYILIeCTBIISIONIero IpyeM 3aKa30B Ha JIeKapCTBeHHbIe IIperapaThl.

15. ArireuHast opranmu3sanys obecrneumMBaeT KOHGUAEHIIMATBHOCTh
MepCOHAJIbHBIX TAHHbIX ITOKYIIaTeIsI B COOTBETCTBUM C TPeOOBAHUSIMU
3aKOHOaTe/NbCcTBa Poccuiickoin ®emepaiiun.

16. ITpu npremMe 3aKa30B Ha PO3HUUYHYIO IIPOAKY JIEKapCTBEHHbIX
IIpernapaToB AMCTAHIMOHHBIM CIIOCO60M YIIOJTHOMOYEHHbI pabOTHUK
aIlTevYHoJ opraHu3anuy obsI3aH:

a) mpouH(OPMMUPOBATh IMOKYIIATEISI O TIOKA3aHMUSX K IPYMEHEHUIO
pro6peTaemMoro UM JeKapCTBEHHOTO Mpernapara, ero pO3HMYHOIA 1ieHe,
CpOKe TOJHOCTH, YCJOBUSX OTITyCKa, MpaBuIaxX XpaHeHMsl, B3aMMO/I€/iCTBUM
C IPYTMMM JIeKapCTBEHHBIMY ITperapaTaMiu;

6) 3aKJIFOUUTD C TMIOKYIIATeJIeM B YCTAHOBJIEHHOM IOPSIIKE TOTOBOP
PO3HUYHO KYTIJIU-TIPOAAXKU C YCIOBMEM IOCTaBKM, B KOTOPOM
YKa3bIBAIOTCSI CPOK GOPMMUPOBAHMS U CTOMMOCTD 3aKa3a, CTOMMOCTb YCIYTHU



I10 JOCTaBKe 3aKa3a, BO3MOXXHOCTb €r0 IMOJIy4YeHUS 110 MeCTy HaXOXAeHUSs
arTeyHOol OpraHM3aluy Win JOCTaBKM 110 MeCTY SKUTeIbCTBA (ITpedbIBaHMS,
(daxkTuueckoro HaxoxxAeHUs) MOKyTaTess1, UHOMY afpecy, COTIaCcOBAHHOMY
C MOKyTIiaTeseM, Crocob 1 MeCcTO OIIaThl MPUOOpeTaeMoro um
JIeKapCTBEHHOrO Ipemnapara (gajiee - [OroBop KyILIU-TIPOIaskn);

B) COTJIACOBATb C TIOKYIIaTe/IeM He06X0AVIMOCTh ITPeICTaBIeHNS
IIOKYMEHTOB, ITOATBEPKIaI0IINX KaueCTBO IeKapCTBEeHHbIX MperapaTos,
TIpU UX OCTaBKe BHE MeCTa HaXOXIeHMs allTeUHO opraHu3aiumn.

17. ToroBOp KyIIn-TPOAaKU CYUTAETCS 3aKII0UYEHHBIM C MOMEHTA BbIIaun
arTevyHoit opraHu3aluet MOKynaTe/ 0 KaCCOBOTO WM TOBApHOT'O YeKa amb0
MHOTO JOKYMEHTa, MOATBEPKIA0IIero OIjiaTy ToBapa, Ujau ¢ MOMeHTa
MTOJTyYeHMSI alITeYHO opraHu3saiiei cCoooIeHns 0 HaMepeHun
MOKyTIaTesisl IPUoOpecTy ieKapCTBeHHbIe Tpernaparhl.

[pu oriaTe ieKapCTBEHHOTO Ipernapara MmokyrnarejieM B 6e3HaIMYHO
dbopme (3a UCKITIOUEHMEM OTIAThI C UCIIOJIb30BaHMEeM OAHKOBCKOV KapThl)
npojasel] 06s13aH MOATBEPAUTH Tlepelauy ToBapa IyTeM COCTaBIeHUS
HAKJIaQHOM MJIM aKTa COauu-IIpUeMKU ToBapa.

18. ChopmupoBaHHbI 3aKa3 yIIaKOBbIBAETCS B TePMETUUYHYIO
TPaHCIIOPTHYIO YITIAaKOBKY, 00eCIeunBalollylo 3aluTy JeKapCTBeHHbIX
rperapaToB OT BHENIHETO BO3AeiCTBUS B 3aBUCUMOCTU OT YCIOBUI
XpaHeHMUSI B COOTBETCTBUM C MHCTPYKLUMSIMU 110 MeAUIIMHCKOMY
MpYMEHEHMUIO JIEKaPCTBEHHBIX MPenapaToB ¥ BO3MOKHOCTb
MOATBepKAeHMs PaKkTa BCKPHITUSI.

B ciydae eciiu ieKapCTBEHHbIE ITPernapaThl TPeOYIOT Pa3IMIHbIX YCIOBU
XpaHeHus U (M) IOCTaBKU, 3aKa3 YIIaKOBLIBAETCSI B HECKOIBKO
repMeTUUYHBIX TPAHCIIOPTHBIX YIIaKOBOK.

Ha 3aka3 odopmiisieTcst onuch BJIOXKEHMS C yKa3aHMeM HoMepa 3aKa3sa,
JaThl U BpeMeHM COOPKM, KOTOPasi IOJMMUCHIBAETCS YIIOTHOMOYEHHbIM
paboOTHMKOM alTeuHOI opraHM3auyu. 3akas ¢ MPWIOKeHeM OIUCU
BJIOKEHMSI pa3MellaeTcsl B CIelMaabHO BbIIeJIeHHOM ¥ 0003HaUeHHOM
romenieHuy (MecTe) ¢ y9eTOM TpeOOBaHMii K TeMITEpAaTyPHOMY PEXUMY
XpaHeH M JIeKapCTBeHHBIX IIpeIapaTos.

19. [locTaBka 3aka3a B COOTBETCTBUM C YCIOBUSIMU 3aKIHOUEHHOTO C
MOKyTIaTeieM IOTOBOpa KYIUIU-TTPOIaski OCYIeCTB/SEeTCSI paOOTHMUKOM



anTevyHOo OpraHu3anuu Uin Apyrov (CTOpOHHEN) OpranmMsaluum Ha
OCHOBaHMM OTOBOPA, B KOTOPOM YKa3bIBAIOTCSI 00SI3aHHOCTM KaXKI0¥ 13
CTOPOH JI0TOBOPA, MOPSAA0K AeMCTBUN U OTBETCTBEHHOCTb CTOPOH
JIOroBopa.

[Ipu mocTaBKe 3aKa30B, COAEPXKAIMX TePMOJIabMIbHbIE JIeKapCTBeHHbIE
npernaparhl, UCII0JIb3YIOTCSI TPAHCIIOPTHBIE Cpe/iCTBa, 0OecrieunBaolye
noaaep>kaHe HeoOX0AMMOr0 TeMITepaTypPHOTO PeXMUMa, UM MHOe
COOTBETCTBYIOIee 000pyaoBaHMe (M30TepMUUeCcKas yIiakoBKa,
TEPMOKOHTENHED U T.IL.).

20. AnfTeyHast opraHu3aius BeJleT perucTpanmio oCcyllecTBIeHHbIX 3aKa30B
M IOCTaBOK JIEKAPCTBEHHBIX ITPerapaToB ¢ yKa3aHMeM JaThbl, BpeMeHU U
HOMepa 3aKa3a, HaMMeHOBaHMIi JIeKapCTBEHHbIX ITpernapaToB U UX
MIPOMU3BOIUTENIEN, TIEKAPCTBEHHBIX (OopM, GOpM BBIITyCKa, MHPOPMAIIUY O
BpeMeHM, laTe U aipece NOCTaBKM 3aKa3a MMOKyIaTeso, a TaKkKe BHOCUT
mHbopMaIio 06 orIaueHHbIX (OTIMYIEHHbIX) U IMTOTYyYeHHBIX ITOKyIIaTeIeM
JleKapCTBEeHHBIX MpernapaTax B CMCTeMY MOHUTOPUHTA IO BUKEeHUS
JIeKapCTBEHHBIX ITpernapaToB 151 MeAUIIMHCKOTO TIpUMeHeH M S.

21. locTaBieHHbI} 3aKa3 repefaeTcs IOKYIaTelo 10 MeCTy ero
KUTENbCTBA (MpebbiBaHMs, PAKTNUECKOTO HAXOXKAEHWS) WIX MHOMY
yKazaHHOMY UM ajipecy, a IIpy OTCYTCTBUM TTOKyTIaTes - JIUILY,
MIpebsIBUBIIEMY OPUTMHAJIBI UM KOTIMM (BO3MOXKHO B 3JIEKTPOHHOM BUJIE)
KBUTAHIIVU WIX MHOTO JOKYMEHTa, MOTBEPKAAIOIIEro 3aK/I0ueHne
IIOrOBOpa KyIUIM-TIPOAAXKH, OIIaTy 3aka3a uau ohopMaeHe ero JOCTaBKN.

22. OTyCK JieKapCTBEHHBIX IIperapaToB, JOCTaBJISIeMbIX [TIOKYIIATeNIo,
OCYILLIECTBIISIETCS B COOTBETCTBUM C [IpaBuaamu OTITyCKa J1eKapCTBEHHbIX
rperiapaTosB [jisd MeOULIMHCKOrO IIpUMeHeHUs, B TOM Uucie
MMMYHOOMOJIOTMYECKMX JIeKaPCTBEHHbBIX MPerapaToB, allTeUHbIMU
OpraHM3auusMu, UHINBUAYAIbHBIMU ITIPeAIIPUHMMATEeISIMU, VM eIOIMU
JMULEH3MI0 Ha (papMalieBTUUECKYIO JesITelbHOCTb, yTBEePKIEHHbBIMU
MuHucTepcTBOM 34paBooxpaHeHus Poccuiickoit @enepaunn.

23. TIpu nmosiyueHuUM 3aKasa MOKyIaTe/ b IIpOBepsieT 11eJI0CTHOCTD
TPAHCIOPTHO YIIaKOBKU, CAMOCTOSITEIbHO BCKPbIBAET TPAHCIIOPTHYIO
YIIaKOBKY, CBepsIeT COAEPKMMOe 3aKa3a C OMMUChIO BIOXKEHMSI, IPOBepsieT
OTCYTCTBME TTOBPEXIEHNI BTOPUYHOM (TOTPEOUTENTHCKOI) U IIEPBUYUHOIM
YIIaKOBOK JIEKapCTBEHHOTO Tpenapara, Hajiexkaliuii B, 1eKapCTBEHHOTO



nperapata (Ipy BO3MOKHOCTH), PaCIIChIBAETCS B ITOJYUEHMM 3aKas3a 1 B
IO TBEP KAEHME OTCYTCTBMS IIPETEH3MIA K allTeUHOM OpTraHM3aI[ 1A 1
CJTy3KO€e TOCTaBKM.

24. TIpu ocylecTBIEHUM TOCTaBKM 3aKa3a, COepKallero TepMoIadMIbHbIi
JIeKapCTBEHHBIN MTpernapar, 1o TpebOoBaHMIO TOKYIIATe ST OCYIIeCTBISTIOII it
JIIOCTaBKy pabOTHUK IEMOHCTPUPYET COOTBETCTBIME TeMIIepaTyPHOIO
pexxuMa, Ipy KOTOPOM XPaHWJICS JIeKapCTBEHHbIN ITpernapar Ipyu JOCTaBKe,
YCJIOBUSIM XpaHeHMsI JIeKapCTBEHHOrO Tperapara, yka3aHHbIM Ha ero
BTOPUYHOI (ITOTPeOUTEIbCKO) YIIaKOBKE. B 3TOM ciTyyae mOKymnaTesb
IOATBEPXKAaeT JaHHOe COOTBeTCTBYME Ha HAaK/IaHO, WM Ha aKTe Coaun-
TIpMEeMKM 3aKa3a, WX Ha MHOM JOKYMeHTe, ITOATBepsKAatoIieM GakT
IIOCTaBKM TepMOIabMIbHOTO JIeKapCTBEHHOTO Iperapara.

25. Tlokymarenb BIIpaBe 0TKa3aThCs OT JOCTABJI€HHOTO JIeKapCTBEHHOTO
npernapara HaJJjexallero kauecTsa Jjo OriaThl 3akasa. B aTom ciyuae
OTIaYMBAETCS TOJIBKO YCJIyTA 110 OCTaBKe.

26. B crydae mocTaBKM 3aKasa HeHajjiekallero kauecTsa (HeHajiesxkaliee
KauyeCcTBO JIeKapCTBEHHOTO Ipelapara, JOCTaBJeHHbIN 3aKa3 He
COOTBETCTBYET 3aKa3aHHOMY 10 KOJMYECTBY UJIM COCTABY) MOKyMaTesb
BIIpaBe BEPHYTh €ro pabOTHUKY, OCYIIECTB/ISIONIEMY JOCTAaBKY, 6€3 OIIaThl
JOCTaBJIEHHOTO JIeKapCTBEHHOTI'0 Iperaparta U (MIn) YCIyTU 10 ero
JocTaBKe U (M) OTpeboBaTh HaJjIeKalllee UCIIOJHEeHe 3aKa3a.

27. B cy4dae eciim 1oCTaBKa 3aKasa IMPoM3BeJleHa B YCTAHOBJIEHHbBIE
JIOTOBOPOM KYTUIM-TIPOAAKM CPOKM, HO 3aKa3 He ObII IepeiaH MOKYIIaTe 0
T10 ero BMHe, ocJ/ieAyolas 4OCTaBKa MPOU3BOAUTCS B HOBbIE CPOKH,
COrJIaCOBaHHbBIE C MOKyIIaTe/leM, Ha YCIOBUSIX, ITPeyCMOTPEHHBIX
JIOTOBOPOM KYTIT-TTPOAaKMA.

28. 3a HapyllIeHe CPOKOB Iepenaun JeKapCTBEHHbIX IIpernapaToB
TOKYTIaTe/II0 aliTeUHble OpraHM3aly HeCyT OTBETCTBEHHOCTD B
COOTBETCTBUM C IPAKTAHCKMM 3aKOHOATEIbCTBOM POCCUITCKOI
Qenepainu.

29. OCHOBaHMSIMM AJ151 IPEKpalleHus TeCTBUS Pa3pelleHNs SIBIASIIOTCS :

a) TpekpaileHne AeiCcTBUS JUIEH3UM HA OCYIIeCTBIeHN e
dbapmalleBTHUECKOI AesSTeIbHOCTM Y alfTeUHOl OpraHmu3alum;



6) HeCOOTBETCTBME alITedHO OopraHm3alnnmn Tpe6OBaHI/IHM, YKa3aHHbIM B
ITYHKTE 5 HaCTOAIINX HpaBI/IJ'I;

B) IBYKpaTHOeE 1 6oJiee B TeUeHMe OJHOIO KaJeHIapHOro rofa co JHSI

BbIZ a4yl paspelieHus IIpuBaedeHN e allTeuHOi OpraHu3auum K
aIMUHUCTPATUBHONM OTBETCTBEHHOCTU B COOTBETCTBUM CO CTAThsIMMU 6.33 U
14.4.2 Kopekca Poccuiickoit ®@egepaliny 06 afiMUHUCTPATUBHBIX
IMpaBOHAPYIIEHUSIX;

I) pelieHye arTevHoi OpraHn3alym o IpeKpalieHu OCyIeCTBIeHNUS
PO3HUYHOI TOPrOBJIM JIEKAaPCTBEHHBIMM ITpeIapaTaMy IMCTAHI[MOHHBIM
CrIocobom.

30. B TeueHue 3 pabouux AHel CO JHS YCTAHOBIeHMUS (PaKTa, yKa3aHHOTO B
nyHkTe 29 Hacrosiuux [IpaBwi, ®enepanbHasi ciyxkba 1o Ha30py B chepe
31paBOOXpPaHEHMSI:

MIpMHMMaeT pelileHKe O ITpeKpalieHny AeiiCTBUS pa3pelieHusi, 0 uem
3asIBUTEJIb YBeOOMJISIETCSI B hopMe 3JIeKTPOHHOT'O JOKYMEHTa,
MTOATIMCAHHOTO YCUIEHHOM KBIMDUIIMPOBAHHO 3JIEKTPOHHOI MTOINICHIO;

BHOCUT COOTBETCTBYIOIIME CBEOEHM B PEECTP BbIJaHHbIX pa3DEIHEHI/II7L

dopma penieHs O IpeKpalleHU LeiiCTBUS pa3pelleHns YTBepKIaeTcs
depnepanbHOIL CTY3KO0¥ 110 HaA30pY B cdepe 3apaBooxpaHeHus. [Topsgok
BbIJIauM pelleHNs O IIpeKpalleHnu AeiiCTBUS pa3pelleHus oCpeCTBOM B
TOM 4MCjie MH(POPMalMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTUIA
YCTaHaBJIMBAETCS aJMUHUCTPATUBHBIM perjiaMeHTOM.

YTBepKaeHbl

MOCTaHOoBJ/ieHMeM [IpaBuTebCTBA
Poccuiickoit @enepayn

ot 16 masg 2020 r. N 697

M3MEHEHUS,
KOTOPBIE BHOCSTCS B AKTEI [TIPABUTEJIBCTBA POCCUMCKOM
OEEPAILINU
10 BOTIPOCY PO3HMYHOM TOPT'OBJIU JEKAPCTBEHHBIMU
[IPETTAPATAMU
IIJISI MEIVILIMHCKOT'O ITPMMEHEHM S TVICTAHIIMOHHBIM CIIOCOBOM



1. B [IpaBunax nmpoaaxu OTAeabHbIX BUA 0B TOBAPOB, YTBE PXKIEHHBIX
rnocraHoBieHueM IIpaBurtenbcTBa Poccuiickoit ®enepatinu oT 19 ssHBaps
1998 r. N 55 "06 yrBepskmennu [TpaBut Mpoaaskut OTAEeTbHbBIX BUTOB
TOBApOB, IIepeUHs TOBAPOB IJIMTEbHOIO MM0JIb30BaHMSI, HA KOTOPbIE He
pacripocTpaHsieTcs TpeboBaHMe MMOKyIaTessi 0 6e3B03Me3HOM
MpefoCTaB/JeHY eMy Ha MepuoJ peMOHTA UM 3aMeHbl aHaJIOTMUHOTO
TOBapa, " MepevHs HempOJOBOJIbCTBEHHBIX TOBAPOB HaJlJIeXXalllero
KauvecTBa, He Mo IeKkallX BO3BPaTy WX OOMEHY Ha aHaJIOTMYHBII TOBap
Ipyrux pasmepa, popmsl, rabapura, ¢hacoHa, paclBETKU WU
komIuiekTauuu” (Cobpanue 3akoHomaTenbcTBa Poccuiickoii ®emeparum,
1998, N 4, cT. 482; N 43, cT. 5357; 1999, N 41, cT. 4923; 2002, N 6, cT. 584;
2003, N 29, cT. 2998; 2005, N 7, cT. 560; 2006, N 7, cT. 790; N 52, cT. 5588;
2007, N 14, cT. 1697; 2009, N 5, cT. 622; 2012, N 35, cT. 4831; N 41, cT. 5629;
2015, N 2, ct. 519; N 39, cT. 5409; N 52, cT1. 7628; 2017, N 1, cT. 195; 2018, N
23, cT. 3301; 2019, N 5, cT. 395; N 50, cT. 7390):

a) ab3a1; BTOpOil MyHKTa 4 Iocjie JIOB "JIeKapCTBEHHBIX IIpernapaToB”
JOMOJTHUTD CJIOBAaMM (32 UCKIIOYEHMEM CTydasi, YKa3aHHOIO B ITYHKTE
76(1) nacrosiux [IpaBuin)";

0) IOTOJHUTL MYHKTOM 76(1) c/ieyIomiero cogepskaHmsi:

"76(1). JomyckaeTcs npoaxa JieKapCTBEHHBIX IIperapaToB IJ1s
MeIULMHCKOTO NPUMeHeHNs (32 UCK/II0YEeHMEM JIEKapCTBEHHBIX
TperapaToB, OTITyCKaeMbIX 110 PelenTy Ha JeKapCTBEeHHbIN Ipernapar,
HApKOTUYECKMX JIeKapCTBEHHbIX MPerapaToB U MCUXOTPOITHBIX
JIeKapCTBEHHbIX MTpernapaToB, a TakKKe CIMPTOCOAepsKalllMX JIeKapCTBEHHbIX
IpernapaToB ¢ 00beMHO A0JIelt STWJIIOBOTO CIIMPTA CBhIIIEe 25 IMIPOIEHTOB)
IUCTAaHLIMOHHBIM CITOCOO0M, BKIIOUAIOIIMM UX JOCTaBKY IMOKYIIaTeIo, B
rnopsiaKe, ycraHoOBJIeHHOM [IpaBuTenbcTBOM Poccuiickoin @engepaiinm.”.

2. B TTonoskennu o deepanbHOI CiTyskOe 1Mo Ha30py B cdhepe

3 paBOOXpaHeHMs], yTBeP>XKIeHHOM I10CTaHOB/IeHeM [IpaBuTenbCTBa
Poccuiickoit ®emepanyu ot 30 mwoHst 2004 1. N 323 "O6 yTBepskAeHUN
[Monoxkenus o demepanbHOI CiTy>kOe 110 HaA30pPY B chepe
3gpaBooxpaHenus” (CobpaHue 3aKOHOAATENbCTBA Poccuiickoir ®emeparinn,
2004, N 28, cT. 2900; 2007, N 35, cT. 4310; 2012, N 20, cT. 2528; N 26, CT.
3531; 2014, N 37, cT. 4969; 2015, N 23, cT. 3333; 2017, N 6, cT. 958; 2018, N
46, cT. 7057; 2019, N 48, cT. 6852):



a) JOTIOJIHUTD MOAMYHKTOM 5.4(1).8 ciemyioliero cogepkaHusi:

"5.4(1).8. pa3pelieHe Ha OCYIIECTBIEHNE PO3SHUIHOM TOPTOBJIU
JIeKapCTBEHHBIMMU IIpernapaTramu AJjs Me IUIIMHCKOTO MpUMeHeHUS
IVCTaHIMOHHBIM CIIOCOO0M;";

0) TOTOTHNUTD MOANMYHKTOM 5.8(10) ceayIomiero cogepskaHms:

"5.8(10). BeeT peecTp BbIJAHHBIX paspelleHnit Ha OCYIeCTBIeH e
PO3HMYHOI TOPTOB/IM JIeKapPCTBEHHBIMMU IIpenapaTamm AJsi MeIUIMHCKOTO
MIpMMeHeHMs IMCTAaHIIMOHHBIM CIIOCOO0OM C yKa3aHMeM CaiiTOB B
MHGOpPMaIMOHHO-TeJIeKOMMYHUKAILIMOHHO ceTy "VIHTepHeT" alTeuHbIX
OpraHm3aluii, OCyIeCTBISIOIIMX PO3SHUUYHYIO TOPTOBIIIO JIEKapCTBEHHBIMU
rnpenapaTtamu AJisl MeAUIIMHCKOTO MPUMEeHEeHMS IVCTaHIMOHHbBIM
criocobom;".

3. B [IpaBw1ax mpoaaky TOBApOB AMCTAHIMOHHBIM CIIOCOOOM,
YTBEeP)XKIEHHBIX ITOCTaHOB/IeHMeM IIpaBuTtenbcTBa Poccuiickoit ®emepanum
oT 27 centsiopst 2007 r. N 612 "O6 yrBepxkaeHnuu [IpaBu pogasky TOBapoB
IUCTAaHIIMOHHBIM crtocobom" (CobpaHme 3aKOHOIaTeIbCTBA Poccuiickoit
®enepanunu, 2007, N 41, ct. 4894; 2012, N 41, cT. 5629; 2019, N 49, cT.
7120):

a) JONOMHUTb NYHKTOM 1(1) ciieyroIiero comepskaHnms:

"1(1). IIpogaxka 1eKapCTBEeHHbBIX MpeIapaToB A/ MeIUILMHCKOTO
MpUMeEHEeHMS (3a UCKIII0UEHMEM JIEKAPCTBEHHbIX ITPenapaToB, OTITYCKAeMbIX
T10 pelenTy Ha JIEKapCTBEHHBIN Mpernapar, HapKOTUYECKUX JIEKaPCTBEHHbIX
IperapaToB U MCUXOTPOITHBIX JIeKaPCTBEHHbIX MPerapaTos, a Takxke
CIIMPTOCOAEPKAIINX JIEKAPCTBEHHBIX IMPEIapaToB ¢ 00'beMHOI Joeit
STUJIOBOTO CIIMPTA CBbIIIE 25 MPOIEHTOB) AMCTAHIIMOHHBIM CITOCOO0M
OCYIIECTBIISIETCS B COOTBETCTBUM C HacTOSIMMM [IpaBuiamMu ¢ yueTom
0COOEeHHOCTel, yCTaHOBJIEHHBIX [IpaBuiaMy Bblauy pa3penieHus Ha
OCYILIeCTBJIEHM e PO3HUYHON TOPTOBJIN JIEKAPCTBEHHBIMM IIpernapaTaMu JIJist
MeIUIIMHCKOTO MPUMeHEeHUST AU CTAaHI[MOHHBIM CITOCOO0M, OCYIIECTBIEHMS
TaKOM TOPTOBJIU U AOCTABKU YKA3aHHBIX JIEKAPCTBEHHBIX MTPENapaToB
rpakiaHaM, YTBEPXKIEeHHbIMU ITOCTAaHOBJIeHMEeM [IpaBuTenbCTBa
Poccuiickoit @emepauym ot 16 mast 2020 r. N 697 "O6 yTBe p>KIeHUM
[TpaBmi1 BbIgaum paspenieHns Ha OCyleCTBIEHME PO3SHUYHOI TOPrOBJIU
JIeKapCTBEHHBIMU TIpernaparamu AJjsi Me JUIIMHCKOTO TPUMeHeH U



IMUCTAaHLIMOHHBIM CITOCOO0M, OCYIIeCTBIEeHMS TAKOV TOPTOBJIM U AOCTAaBKU
YKa3aHHbLIX JIEKapPCTBEHHBIX TTPernapaToB rpakgaHaM U BHECEHUU
M3MEHEeHU B HeKOTOpbIe akThl [IpaBuTenbcTBa Poccuiickoit @emepaiium 1o
BOIIPOCY PO3HUYHO TOPTOBJ/IM JIEKAPCTBEHHBIMMU TIpernapaTamm JJjist

"o,

MeIULMHCKOTO IIpYMMEeHEeHNI AU CTaHIMOHHbIM criocobom”. ’

0) ab3arl TpeTuii myHKTa 21 1mocJjie cJIoB "HajjIexkaliero Kauecrna”"
IOTIOTHUTD CJIOBaMM ', 3@ MCKJIIOUeHMEeM JIeKapCTBEHHbIX IperapaToB /s
MeOULIMHCKOTO IpUMEHEeHUS," ;

B) MMyHKT 37 OOTMOJHUTH CJI0BaMu ", a Takke deepaabHO CIYy:K0071 10
HaJ30py B cdepe 31paBoOXpaHeHNs (B YaCTU PO3HUYHOI TOPTOBJIN
JIeKapCTBEHHbIMY IIperapaTaMy IJ1s1 MeJULIMHCKOTrO IIPUMeHeH s
JIUCTAHIIMIOHHBIM CITOCOO0M)".

4. B noctanosneHnuu [IpaBurenbcTBa Poccuiickoit ®emepauyn oT 26
okTs16pst 2012 1. N 1101 "O egmHOI aBTOMaTU3MPOBAHHO
MHpOpMaIMOHHOI cucTeMe "EqUHBIN peecTp JOMeHHbIX MMeH, yKa3aTesneii
CTpPaHMII CAaliTOB B MH(GOPMAILMOHHO-TEJIEKOMMYHUKAIMOHHOM! CeTU
"VIHTepHeT" U ceTeBbIX afApecoB, MO3BOISIOMNX UAEHTUPUIMPOBATH CAAThI
B MH(MOpPMaIMOHHO-TeJIeKOMMYHMKAILIMOHHO ceTn "VIHTepHeT",
cozepxkarniye nHGOPMaIHIO, paclpocTpaHeHe KOTopoii B Poccuiickoit
denepanyuu 3anpemnteHo” (CobpaHme 3akoHOmaTeIbCTBA Poccuiickoit
denmepanunm, 2012, N 44, ct. 6044; 2015, N 42, cTt. 5803; 2016, N 47, cT.
6677; 2017, N 14, cT. 2061; 2018, N 24, cT. 3535; 2019, N 13, cT. 1409; N 42,
cT. 5906; 2020, N 8, cT. 1036):

a) B IyHKTe 2 cjioBa "u @emepasbHOI CITyskOe 1Mo Hai30py B cdepe 3alUThI
TIpaB MMOTpebuTesei 1 6J1aronoayunst yejioBeka" 3aMeHUTD CJIOBaMM ",
denepanbHOI CIy>KOe 110 Ha30pY B cdhepe 3alMThl PaB MOTPeOUTeNel U
6s1aroriosryuns yejoBeka u ®emepaabHOI CITyskOe TT0 Hai30py B chepe
3[IpaBOOXpaHeHNs";

no_n

6) moAIyHKT "a" rmyHkTa 5 [IpaBui cosmanus, popMupoBaHMsI U BedeHUS
eIMHOJ aBTOMAaTU3MPOBAHHOM MH(POPMAIIMOHHO cucTeMbl "EguHBI
peecTp JOMEHHBIX MMEH, YKa3aTeJleil CTpaHuI CaiiTOB B MH(MOpMaLMOHHO-
TeJIeKOMMYHUKAIIMOHHO ceTu "IHTepHeT" U ceTeBbIX aipecoB,
MTO3BOJISTIONINX UIEHTUULMPOBATD CaiiThl B MHOOPMAILMOHHO-
TeJIEKOMMYHMKAIIMOHHO ceTu "VIHTepHeT", comepskamue MHGOpMaIuio,
pacIpocTpaHeHye KOTopoii B Poccuiickoi ®@emepalivy 3ampenieHo”,



YTBepKAEHHbBIX YKa3aHHbIM ITOCTAaHOBJI€HMEM, TTOcse ab3aria BOCbMOTO
IOTIOTHUTH a63a1eM CIeayIoNIero CoaepsKaHms:

"®enepanbHas CITyk0a 1Mo Hai30py B cdepe 34paBOOXpaHEHMS -B
OTHOIIIEHMM PaCIIPOCTPAHSIEMOI TOCpeaCcTBOM ceTu "IHTepHeT"
MHbopMalMu, cofiepskalieii mpeajgoskeHnue 0 PO3HUUHOI TOProBJie
JIEKapCTBEHHBIMMU IIpernaparamu JJjisi Me IUIMHCKOTO MPUMEeHEeH S, B TOM
Yyycie JUCTAaHIIMOHHBIM CIIOCOO0M, PO3HMYHASI TOPTOBJISI KOTOPBIMMU
OoTrpaHMYeHa MUY 3alpelieHa B COOTBETCTBUM C 3aKOHOAATEIbCTBOM 00
obpaleHnM JIeKapCTBEHHBIX CPEICTB, U (M/IM) B OTHOIIEHMM MHDOPMAI UM,
copepskaleil npenjaokeHye 0 pO3HMYHOM TOProBJie JIeKapCTBeHHbIMU
rpenapaTamu AJisi MeIUIIMHCKOTO MPUMEHEeHMs, B TOM 4lucie
IMUCTAaHLIMOHHBIM CITOCOO0M, TUIIAMM, He MMEIOIIMMM JINIeH3UM Ha
ocylecTBaeHNe hapMalleBTUUECKON AesITeIbHOCTY U pa3pelieHust Ha
OCYILIeCTB/IEHYe TaKOW TOPIOBJ/IY, eC/IM IIOJyYeHye INLEH3UN U
paspeleHust IpeayCMOTPEHO 3aKOHOIATENbCTBOM 06 06 paleHnmn
JIeKapCTBEHHbIX CPeLCTB;";

B) B [IpaBumiax mpuHATHUS YIIOTHOMOYEHHbIMU [IpaBUTENLCTBOM
Poccuiickoit ®enepaunmu dbenepasbHbIMU OpraHaMy UCITOJTHUTEIbHOM
BJIACTY pellleHMi B OTHOIIeHUY OTAeIbHbIX BUI0B MHDOpMaL U
MaTepuaoB, paclpoCTpaHsIeMbIX TOCPEeACTBOM MHGOPMAILMOHHO-
TeJIeKOMMYHMKALMOHHO ceTu "MIHTepHeT", paclipocTpaHeHue KOTOPLIX B
Poccuiickoit ®enepaniyiy 3a1peineHo, yTBepKIeHHbIX YKa3aHHbIM
IIOCTaHOBJIEHMEM:

IOTIOJIHUTB ITYHKTOM 4(1) cieayrolinero cogep>kaHusi:

"4(1). denmepanbHas CIyK0a 110 HaA30pY B cepe 34paBOOXpaHEHUS
MIPUHMMAaeT pelleHusl, IBJSIONMeCs] OCHOBAaHMSIMMU [IJ1S1 BKIIFOUEHU ST
JOMEHHBIX MMeH U (WIM) yKa3aTesei CTpaHull, CaiiToB B ceTu "VIHTepHeT", a
TaKKe CeTEBbIX aJipeCcoB B eIVHbII peecTp, B OTHOIIEHUY MHGOPMAaLH,
comepxkailei ImpeajoxkeHe 0 PO3HUMYHOM TOPTroBJie JieKapCTBEHHbIMMU
rperiapaTamu IJjisi MEJAULIMHCKOTO MPMMEHEeHMs, B TOM UMcie
JUCTAHIIMOHHBIM CITOCOO0OM, PO3HUYHASI TOPTOBJISI KOTOPBIMM OTpaHMYeHa
MU 3aIpelieHa B COOTBETCTBMM C 3aKOHOIaTeIbCTBOM 00 oOpaleHnmn
JIEKapCTBEHHBIX CPEICTB, U (MIM) B OTHOIIEHMUM MHGOPMaLMH,
coepskaleil mpeajoxkeHue 0 pO3HMUYHOV TOPTOBJIe JIeKapCTBEHHbIMU
rperiapaTamu IJjisi MeAUILIMHCKOTO MPMMEeHEeHMs, B TOM UMcie
IVCTAHIMOHHBIM CITOCOOOM, IMIIAMM, HE MMEIOII MMM JIUIIeH3UM Ha



ocylecTBIeHMe ¢hapMalieBTUUECKO IesITeTbHOCTY U pa3pelieHust Ha
OCYIIeCTBJIEHME TAKOV TOPTOBJIU, €C/IU TTOJyYeHM e JINLEH3UN U
paspeleHust IpeaycCMOTPEHO 3aKOHOHATENbCTBOM 06 06 palieHnn
JIEKapCTBEHHBIX CPE/ICTB.";

ITYHKT 5 JTOIOJHUTH a63alieM CIeyIOIIero ComepskaHms:

"Kpurtepuu onieHKM MHGOpMAI UM, HEOOXOAMMOIA 1T IPUHSITUS
denepasibHOI CITY>KO0¥ 110 HAA30PY B chepe 3ApaBOOXPaHEHMS PEIIEHNIA,
YKa3aHHbBIX B IyHKTe 4(1) HacTosmux [IpaBuii, ycTaHaBAUBAKOTCS
denmepanbHOI CIIYK0074 110 HAA30PY B chepe 3ApaBOOXPAHEHMS 10
corynacoBanuio ¢ demepasibHOI CITykO0¥ 110 HAA30pY B cepe CBA3M,
MHGOPMAaIMOHHBIX TEXHOJIOTUII M MaCCOBbIX KOMMYHUKAIIUIA.";

B ITOATTYHKTaX "6" 1 "B" MyHKTa 7 CI0Ba "B MyHKTax 2 - 4" 3aMeHUTH
coBaMM "B MyHKTax 2 - 4(1)".



