[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

3apeructpupoBaHo B MuHtocte Poccum 30 Hosi6pst 2021 1. N 66124

MWHUCTEPCTBO 3[JPABOOXPAHEHUA POCCUANCKOW ®EOEPALINA

NMPUKA3
oT 24 Hos6pA 2021 r. N 1094H

OB YTBEPXXOAEHUU NOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX MPEMAPATOB, ®OPM PELIENTYPHbIX
BNNAHKOB HA JIEKAPCTBEHHbIE NPEMAPATbI, MOPAOKA O®OPMITEHUA
YKA3AHHbIX BIIAHKOB, UX YYETA U XPAHEHUA, ®OPM BITAHKOB
PELENTOB, COOEPXALUMX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NN NMNCUXOTPOIMHbIX BELLECTB, MOPAOKA UX U3TOTOBJIEHUA,
PACMPEOENEHUA, PETUCTPALIMU, YHYETA U XPAHEHUA,
A TAKXE NPABUIT OPOPMIJIEHUA BNTAHKOB PELIENTOB,
B TOM YNCIE B ®OPME 3JIEKTPOHHbIX AOKYMEHTOB

B cootBeTcTBMM C nyHKTOM 16 Yactn 2 ctatbun 14 ®egepansbHoro 3akoHa ot 21 Hos6psa 2011 r. N
323-®3 "O6 ocHoBax OxpaHbl 300poBbs rpaxpgaH B Poccunckon ®epepaunn” (CobpaHne
3akoHogartenbcTBa Poccuiickon ®epepaumnn, 2011, N 48, c1. 6724; 2017, N 31, c1. 4791), nyHkTOM 2
ctatbn 26 PepepanbHoro 3akoHa oT 8 saHBapst 1998 r. N 3-®3 "O HapKoTMYeckux cpencteax MU
ncuxoTponHbix Bellectax” (CobpaHune 3akoHogaTensctBa Poccuickon depepaumm, 1998, N 2, cT. 219;
2017, N 31, ct. 4791), nognyHktamu 5.2.177, 5.2.178 n 5.2.179 nyHkta 5 lNonoxeHunss o MuHuctepctee
3gpasooxpaHeHuss  Poccuiickon  ®depepauun, yTBepXAEHHOro nocrtaHosneHvem [lpaButenbcrBa
Poccuiickon ®epgepauumn ot 19 umioHa 2012 r. N 608 (CobpaHue 3sakoHopaTenbctBa Poccuiickon
®depepaumm, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT1. 7258),
npuKasbIBato:

1. YTBEpAUTS:
Mopsgok Ha3HayYeHWs1 NMekapCTBEHHLIX NpenapaToB cornacHo npunoxeHuto N 1;
dhopMbl peLenTypHbIX 61aHKOB Ha flekapCTBEHHbIE NpenapaThbl CornacHo npunoxeHnto N 2;

Mopsaok odhopMneHus peLenTypHbIX 611aHKOB Ha NekapCcTBEHHbIe NpenapaThl, UX yYeTa U XpaHeHus
cornacHo npunoxenuto N 3;

(bOprI ©OnaHkoB peuenTos, cogepXalwunx HasHa4eHne HapKOTUYEeCKNX cpencTB Ui NCUNXOTPONMHbIX
BeLlleCTB, COrmacHoO NpuioXeHuo N 4;

I'Iop;l,qm( M3roToBleHund, pacnpegeneHud, permctpaumu, ydeta n XxpaHeHmusa peuentoB, cogepxalmnx
Ha3Ha4YeHne HapKOTUYECKNX CpencTB U NCUXOTPONHbIX BELWeCTB COrnmacHO NpunoXXeHuo N 5;

I'IpaBVlna Od)OpMJ'IeHI/IFI peuenTtoB, coaepXawunx Ha3Ha4YeHune HapKOTU4YeCKnX cpeacts wnun
NCUXOTPOMNHbIX BELWECTB, B TOM YnCne B (bopme QNTIEKTPOHHbLIX JOKYMEHTOB COI1aCcHO NMPUNOXXeHuto N 6.

2. MNpusHaTb yTpaTUBLLUMK CUIY:

npvka3 MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon ®eagepaunn ot 1 asrycta 2012 r. N 541 "O6
yTBEPXOAEHUN popmbl GNaHKOB peuenToB, COAepXalUMX Ha3Ha4YeHWe HapPKOTUYECKUX CPeAcTB MMM
NCUXOTPOMHbIX BELLECTB, MOPsiAKA UX N3rOTOBIEHWS, pacnpedeneHunsl, permcTpaumm, yyeta u XxpaHeHus, a
Takke npasun ogopmneHns" (3apeructpmpoaH MuHnctepctsom octuuumn Poccuinckon ®epepauum 15
asrycta 2012 r., peructpaumoHHbii N 25190);

npvka3 MuHucTtepcTBa 3gpaBooxpaHeHust Poccuiickon ®egepaumm ot 30 noHa 2015 r. N 385H "O
BHECEHUN N3MeHeHn B npuka3 MuHucTepcTBa 3gpaBooxpaHeHms Poccunckon ®egepaunn ot 1 aBrycta
2012 r. N 541 "O6 yTBepxageHun opmbl Gr1aHKOB peLenToB, cogepXKalux HasHaYeHne HapKoTUYECKNX
CpencTB MIn NCMXOTPOMHbIX BELLECTB, NopsaKka Ux U3roToBMEHWSs, pacnpeaeneHns, peructpaumm, ydeta u
XpaHeHus, a Takke npasun odopmneHuns" (3apeructpuposaH MuHUCTepcTBOM tocTUUMKM Poccuinckom
dPepepaumm 27 HosA6psa 2015 r., pernctpaumoHHbin N 39868);
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npuka3 MuHucTepcTBa 3gpaBooxpaHeHus Poccunckon ®enepaumm ot 21 anpensa 2016 r. N 254H "O
BHeCeHUn nusmeHeHun B npukas MuHmnctepcraa sgpasooxpaHeHusa Poccuiickon ®epepauum ot 20 gekabps
2012 r. N 1175H "O6 yTBEpXAEHMM NOPSAKa HAa3HAYEHUS U BbINMUCbIBAHUSA NEKapCTBEHHbIX NpenapaTtos, a
Tarke hopm peuenTypHbix 6N1aHKOB Ha nekapCcTBEHHbIE MpenapaTbl, nopsaka oopMNeHnss ykasaHHbIX
OnaHkoB, ux ydeta u xpaHeHus" un npunoxeHve N 2 k npukady MuHucTepcTBa 34paBoOOXpaHEHUst
Poccuiickon ®epepaumm ot 1 aerycta 2012 r. N 54H "O6 yTBepxaeHun copmbl 6r1aHKOB peLenToB,
cofepxXalmMx HasHadeHue HapKOTMYEeCKMX CpeacTB WM MCMXOTPOMHbIX BELWeCTB, nopsigka ux
W3roTOBMEHUs, pacrnpefeneHns, peructpaumu, ydeta M XpaHeHus, a Takke npasun odopmreHns”
(3apeructpupoBaH MwuHuctepcteom toctmumm  Poccuickon  depepauumn 18 wmona 2016 T,
perncTpaumoHHbin N 42887);

MYHKT 4 N3MEHEHWI, KOTOPble BHOCATCA B HEKOTOpPbIE Npukadbl MUHUCTEPCTBa 34paBOOXPaAHEHNS U
coumaneHoro passutua Poccuiickon ®epepauun n MuHucTepcTBa 3gpaBooxpaHeHus Poccuinckon
degepaumm no Bonpocam oOOpalleHWs NeKkapCTBEHHbIX MpenapaToB, COoAepXalumMx HapKoTuYecKue
cpencTtBa, MCUMXOTPOMHbIE BeLecTBa WM WX MPEKypCcopbl, WU FEKapCTBEHHbIX CPeacTB, noanexaimx
NPe4METHO-KONMYECTBEHHOMY YYeTy, YTBEPXKOEHHbIX Mpuka3om MuHMCTEpPCTBA 34paBOOXpPaHEHMS
Poccuiickon ®epepauun ot 31 oktsidps 2017 r. N 882H (3apeructpmpoBaH MUHUCTEPCTBOM HOCTULMUK
Poccuiickon ®epepaunn 9 aHeaps 2018 r., pernctpaumoHHbin N 49561);

npuka3 MuHuctepcTBa 3gpaBooxpaHeHus Poccuiickon ®egepaumm ot 11 gekabps 2019 r. N 1021H
"O BHeceHun usmeHeHu B npunoxeHusa N 2 u 4 k npukady MmuHuctepctea 3gpaBooxpaHeHnss Poccumnckonm
®epepaumn ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHum opmbl GraHKOB peuenToB, cogep Kalumx
HasHayeHne HapKOTUYECKMX CPEeACTB WM MCMXOTPOMHbIX BELLECTB, MopsAka WX W3roTOBMEHWs,
pacnpegeneHus, peructpauum, yd4eta n xpaHeHus, a Takke npasBun odopmreHus” (3apermcTpupoBaH
MuHucTepcTBoM tocTuummn Poccuiickon ®eapepaunn 28 ausapsa 2020 r., pernctpaumonHbin N 57293);

npuka3 MuHucTepcTsa 3gpaBooxpaHeHus Poccuickon ®egepaumm ot 8 oktabpsa 2020 r. N 1076H
"O BHeceHun n3MeHeHur B [lopsagok perncrTpauun, ydeta U XpaHeHus cneumanbHbIX peuenTypHbIX
OnaHKOB Ha HapKOTUYEecKMe cpeacTsa WM MCUXOTPOMHbIE BeLEeCTBa, YTBEPXAEHHbIM MPUKa3oMm
MwuHucTepcTBa 3apaBooxpaHeHnss Poccuiickon ®egepaumm ot 1 aBrycta 2012 r. N 54H" (3apernctpupoBaH
MuHuctepcTBoM tocTuumm Poccunckon ®enepaumm 13 Hosbpa 2020 r., pernctpaumoHHbin N 60898);

npuka3 MuHucTepcTea 3gpaBooxpaHeHust Poccuiickonn ®egepaumm ot 14 aHBaps 2019 r. N 41 "O6
YTBEPXKOEHUN NOpsifka Ha3HAYeHUs NEeKapCTBEHHbIX MpenapatoB, (POPM peuenTypHbiXx OnaHKoB Ha
nekapcTBeHHble npenapaTbl, nopsgka ogOopMNeHns ykalaHHbIXx OnaHkoB, MX yyeTa U XpaHeHusa"
(3apeructpupoBaH MwuHuctepctBoMm toctmumm  Poccuickon  depepaumm 26 mapta 2019 r,
pervctpaunoHHbin N 54173);

npuka3 MuHucTepcTBa 3apaBooxpaHeHuns Poccurickon ®egepauum ot 11 gekabps 2019 r. N 1022H
"O BHeceHMM u3MeHeHWn B npuka3d MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon depepaumm oT 14
aHBaps 2019 r. N 4H "O6 yTBepxAeHMM nopsgka HasHayeHus NEeKapCTBEHHbIX MpenapaTtoB, copm
peLenTypHbIX ONaHKOB Ha NeKkapCTBEHHbIE nMpenapartbl, nopsiaka oOpPMIEHUs yKa3aHHbIX GraHKoB, UX
yyeTa u xpaHeHus" (3apeructpuposaH MuHuctepcTBoM ocTuumnm Poccuiickon ®egepaumnm 28 aHsaps 2020
r., permctpaumnoHHbin N 57292);

npuka3 MuHucTepcTBa 3gpaBooxpaHeHust Poccunckon ®egepaumm ot 8 oktabpsa 2020 r. N 1075H
"O BHECEHUN N3MEHEHMWIN B MOPSAAOK Ha3HAYEHNs NIeKapCTBEHHbIX MpenapaToB, YTBEPXKAEHHbIN MPUKa3oM
MwuHucTepcTBa 3gpaBooxpaHeHunsa Poccuinckon ®epepauum ot 14 aHBapsa 2019 r. N 4H" (3apernctpupoBaH
MuHucTepcTBOM tocTuummn Poccuiickon ®eapepaunn 22 nekabps 2020 r., peructpaunoHHein N 61695);

NyHKT 3.8 WHCTpYyKUMM O nopsiike BbINUCLIBAHWUS FeKapCTBEHHbLIX NpenapaTtoB U OgopMNeHusi
peuentoB M TpeboBaHW-HaAKNaOHbIX, YTBEPXAEHHOM npuka3omMm MuHMUCTEpPCTBA 34paBOOXPAHEHUS U
coumaneHoro pa3sutust Poccuinckon ®egepaumm ot 12 dpespansa 2007 r. N 110 "O nopsgke HazHaYeHUs 1
BbINUCbIBAHUS neKkapCcTBEHHbIX npenapaTos, n3genumn MeOMLNHCKOro HasHa4vyeHus "
crneunanManmpoBaHHbIX NPOAYKTOB NevyebHoro nutaHus” (3apermctpypoBaH MUHUCTEPCTBOM HOCTULIMM
Poccuiickon ®epepauun 27 anpensa 2007 r., peructpauunoHHeii N 9364);

npuka3 MuHucTepcTBa 30paBOOXPaHEHUS U coumanbHOro passuTtusa Poccuiickonn depepaumm ot 17
mas 2012 r. N 562H "O6 yTBepxaeHun Mopsgka otnycka prMsnyecknm nuuam riekapCTBeHHbIX NpenapaTos
ANA  MeAULMHCKOro NPUMEHEeHWs, codepXalumx Kpome MarnbiX KONMUYEeCTB HapKOTUYeCKUX CpenacTs,
NMCUXOTPOMHBLIX BELLEeCTB U WX MPeKypcopoB pApyrve apmMakornormyeckme aktuBHble BellecTsa”
(3apeructpupoBaH MuHuctepcTaom toctnumm Poccunckon ®egepaumm 1 nioHsa 2012 r., pernctpauoHHbI
N 24438);
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MYHKT 2 U3MEHEHUI, KOTOPble BHOCATCSA B HEKOTOpPbIE nNpukasbl MUHUCTEpPCTBa 34paBoOOXpPaHEHNS U
coumanbHoro passutus  Poccuiickon  ®depepaumn,  yTBEpXAEHHbIX npukasoMm  MuHucTtepcTBa
3gpaBooxpaHeHus Poccuinickon depepaumm ot 10 wmoHa 2013 r. N 369H (3apeructpupoBaH
MuHuctepcTBoM tocTuumm Poccunckon ®epepaumm 15 niona 2013 r., peructpaumoHHbii N 29064);

npuka3 MuHucTepcTBa 3gpaBooxpaHeHuns Poccuiickon Pepepauum ot 21 aBrycta 2014 r. N 465H "O
BHECEHUN MW3MEHEHUN B MNOPSOOK OTNycka (U3NYECKMM §nvuam JeKapCTBEHHbIX NpenapatoB Ans
MEOULMHCKOTO MNPUMEHEHUsl, CcoOepXalux KpoMe ManblX KONMMYeCTB HapKOTUYECKUX CpPeacTs,
NMCUMXOTPOMHBbIX BELLECTB W WX MPEKYpCoOpoB Apyrue dapmakonornyeckue akTuBHble BeLLeCTBa,
YTBEPXOEHHbIV Npuka3om MuHUCTEepCTBa 34paBOOXpaHEeHUs U coumanbHoro passutus Poccuiickon
®depepaumm ot 17 maa 2012 r. N 562H" (3apeructpupoBaH MuHucTepcTBoM tocTuumm Poccuiickon
®depepaumm 10 ceHTabps 2014 r., peructpaumoHHbii N 34024);

NYHKT 1 U3MEHEHW, KOTOpble BHOCATCSI B HEKOTOPbIE NpuKa3sbl MUHUCTEpPCTBa 34paBOOXpaHEHS U
coumnanbHoro passutua Poccuinickon ®egepauum n MuHucTepcTBa 34paBooxpaHeHnsa Poccumnckon
denepaumm, yTBepXOeHHbIX Npukasom MuHucTepcTBa 3gpaBooxpaHeHnsa Poccuiickon degepaumm ot 10
ceHTa6psa 2015 r. N 634H (3apeructpmpoBaH MuHucTepcTBoM tocTuumm Poccuiickon ®epepauun 30
cenTabps 2015 r., pernctpaumnoHHbii N 39063);

NYHKT 3 U3MEHEHUI, KOTOPblE BHOCATCSI B HEKOTOPbIE NpuKa3sbl MUHUCTEPCTBA 30paBOOXPaHEHS U
coumnanbHoro passutua Poccuinickon depepauum n MuHucTepcTBa 3gpaBooxpaHeHnsa Poccumnckon
dPepepaumm no Bonpocam oOOpalleHUs NEeKapCTBEHHbIX MNPEenapaToB, COAEPXALUMX HapKOTUYECKME
cpencTtBa, MNCUXOTPOMHbIE BELLeCTBA M UX MPEKYPCOPOB, M JEKAPCTBEHHbIX CPEACTB, noanexalimx
NPeAMETHO-KONMYECTBEHHOMY YYeTy, YTBEPXKOEHHbIX Mpuka3om MuHUCTEPCTBA 34paBOOXpPaHEHMS
Poccuiickon ®epepaumm oT 31 oktabps 2017 r. N 882H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULUN
Poccuiickon ®epepaunn 9 aHsapsa 2018 r., pernctpaumoHHbin N 49561).

3. PeuentypHble 6naHkm copmbl N 107/y-HI1, n3roToBneHHble OO0 OHSA BCTYNNEHUS B CUMY
HacTosILLIero npukasa, MoryT ObiTb Ucronb3oBaHbl Ao 1 mapTta 2023 roga.

4. Hactosawmn npukas Bctynaet B cuny ¢ 1 mapta 2022 r. n gencteyet go 1 mapta 2028 r.

MuHucTp
M.A.MYPALLKO

Mpunoxexne N 1

K npukady MuHuCTepcTBa 34paBOOXpaHEHMS
Poccuitckon denepaumm

oT 24 Hos16pst 2021 1. N 1094H

noPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wKre nonoxeHus

1. HasHayeHue nekapcTBEeHHbIX MpenapaToB AN MeAWLUMHCKOro MpuMeHeHus (ganee -
nekapcTBeHHble npenapaTtbl) OCyLLeCTBNAETCH nevallmMm BpayvyoM, denbaliepoM, akyLepkon B crnyyae
BO3JIOXXEHMS HA HUX MOSIHOMOYMIA flevallero Bpada, npu okazaHUn MeauLNHCKON NOMOLLM B MEONLMHCKNX
opraHmsaumsx <1>, B nopsigke, YCTaHOBMEHHOM npukasoM MwuHuUCTepcTBa 34paBOOXpaHEHUs W
coumanbHoro passutusi Poccunckon ®enepauum ot 23 mapta 2012 r. N 252H "O6 ytBepxaeHumn Mopsagka
BO3MOXeHUs1 Ha penbaulepa, akyLlepky pykoBoAMTENeM MeAMLIMHCKOW opraHu3auum npu opraHusaumm
OKa3aHus NepBUYHON MeOUKO-CaHUTapHOW MOMOLLM U CKOPOW MeAULMHCKON MOMOLUY OTAEMNbHbIX DYHKLMIA
nevauwlero Bpada MO HEMOCPEACTBEHHOMY OKa3aHWI0 MEOULMHCKOW MOMOLWM MNauueHTy B nepuog
HabnIOOEHUS 3@ HUM M €ro feyeHusl, B TOM YMCMe MO Ha3HAYeHUIO N MPUMEHEHUNIO NEeKapCTBEHHbIX
npenapaToB, BKIHOYasi HApPKOTMYECKNE JEKapCTBEHHbIE MpenapaTbl U MCUXOTPOMNHbIE FIEKAPCTBEHHbIE
npenapatbl" <2>, wWHAUBMAYANbHbIMW NpPeanpUHUMaTENsMn, OCYLLECTBASIOWMMN  MEOULMHCKYH
AeATenbHOCTb (Aanee - MeaMuUHCKMe paboTHUKN).

<1> MyHkT 11 cTatbn 2 degepanpHoro 3akoHa ot 21 Hosi6psA 2011 1. N 323-93 "O6 ocHoBax oxpaHbl
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300poBba rpaxaaH B Poccunckon ®enepaunn” (CobpaHue 3akoHoaatenscTBa Poccuiickon ®epepauun,
2011, N 48, cT. 6724, 2019, N 52, cT. 7796) (nanee - ®egepanbHbint 3akoH N 323-03).

<2> BapeructpupoBaH MuHuctepctBom toctuumm Poccuickon Pepepaummn 28 anpensa 2012 r.,
permctpaunoHHbin N 23971 ¢ nsMeHeHUAMU, BHECEHHbIMM MPUKa3oM MUHUCTEpPCTBa 34paBOOXPaHEHUs
Poccuiickon ®epepauun ot 31 okts6pa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUM
Poccuiickon ®epepauun 9 aHBapa 2018 r., pernctpaunoHHbin N 49561).

MeguunHcknin  paboTHMK, OMOPMUBLLUI peLenT C HapyLleHMeM HacTosLWero nopsiaka, unu
pyKkoBOAUTEMb  MEOMLMHCKOW opraHu3auum obecneumBaloT CBOEBPEMEHHOEe nepeodopmreHme
Tpebyemoro ang naumeHTa peuenTa.

2. CBegeHuss 0 HasHa4YeHHOM JNIeKapCTBEHHOM TMpenapaTte (HaVIMeHOBaHVIe JNIeKapCTBEHHOro
npenapara, Ao3npoBkKa, crnocob BBeOeHus u NMPUMEHEHNA, PEXNM O03NpoBaHUA, NMPOAOITXUTESIbHOCTb
neyeHuns n obocHoBaHMe Ha3Ha4YeHus JNeKapCTBEHHOIo npenapaTa) BHOCATCA MEOANLNHCKUM paGOTHI/IKOM
B MEANLUUNHCKYO OOKYMEHTauuo naumeHTa.

B cnyvyasx, ykasaHHbix B nyHktax 8 - 11 Hactoswero [lopsgka, MeOUuUUHCKUMA pabOoTHUK,
Ha3Ha4YMBLLMIN NeKapCTBEHHbIN nNpenapaT, ohopMIISeT Ha3Ha4YeHne NeKapCTBEHHbIX NpenapaToB, B TOM
yucre noanexalimx M3roTOBMEHMIO U OTNYCKY anTeYHbIMU OpraHusauuamun (ganee - nekapcTBEHHbIE
npenapaTbl UHAMBUOYANbHOTO U3rOTOBIEHWS), HA peuenTypHOM GriaHke, 0OPMIIEHHOM Ha ByMaXXHOM
HocuTerne 3a CBOeW NoAanuchbio (danee - peuent Ha BymaKHOM HocuTene), n (Mnu) ¢ cornacus nayueHTa
UK ero 3aKOHHOrO npeacTaBuTenst <3> Ha peuenTypHom GnaHke B hopMe 3MEKTPOHHOrO JOKYMEHTa C
NCMNOMb30BaHNEM YCUINEHHOW KBanMUUUPOBAHHOW 3MEKTPOHHOM MNOAMMCM MELMUMHCKOro paboTHMKa
(nanee - peuenT B )OpMe 3MEKTPOHHOIO JOKYMEHTA).

<3> TlyHkT 2 ctatbm 20 PepepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®eagepaunn, 2011, N 48, cT. 6724; 2021, N 27, cT. 5159).

PeuenT B oopme 3neKTPOHHOIo AOKYMEHTA, COAEPXKALLUN HAa3HAYeHMe HapKOTUYECKUX CPeaCcTB Unm
NCUXOTPONHbIX BewecTB, noanucbiBaeTcA C WUCNOJSIb3OBaHNEM yCI/IJ'IeHHOI7I KBaJ'II/I(i)VILI,VIpOBaHHOVI
3NEeKTPOHHOW MOAMUCKU fevallero Bpaya unn denslepa, akywepku, Ha KOTopbIX BO3MOXeHbl PyHKLUUU
nevatlero Bpava, 1 COOTBETCTBYOLEN MEANLIMHCKON opraHnsaumm <4>,

<4> TyHkT 1 cTaTbn 26 PegepanbHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-®3 "O HapkoTMyeckmx
CcpeacTBax M nNcuxoTponHbiX BellecTBax" (CobpaHune 3akoHopaTenscTtBa Poccunckon depepaumm, 1998,
N 2, cT. 219, 2017, N 31, cT. 4791) (nanee - ®egepanbHblii 3akoH N 3-03).

OdbopmneHme peLenToB B (hOpMe 3MIEKTPOHHbBIX AOKYMEHTOB OCYLLIECTBASIETCA B Cnydae NpuHATUS
YMOSTHOMOYEHHbIM OPraHOM UCMONMHUTENbHOM BnacTun cybbekTa Poccuiickon ®egepaunm B COOTBETCTBUM
c nyHktom 4 cTtatbum 6 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalweHun
nekapcTBeHHbIX cpefcTB" <5> peweHuss o6 ucnonb3oBaHWM Ha Tepputopum cybbekta Poccuinckon
dPepepaummn Hapsigy C peuentaMmyM Ha nekapCTBEHHble npenapatbl, OOPMMEHHBIMU Ha OyMaXHOM
HocuTEene, PeuenToB Ha JleKapCTBEHHble npenapatbl, CHOPMMPOBAHHLIX B (OPME 3NEKTPOHHbIX
OOKYMEHTOB.

<5> CobpaHue 3akoHogaTenbcTtBa Poccunckon ®Pegepauun, 2010, N 16, c1. 1815, 2019, N 52, cT.
7793.

3. lNpun BbINUCKE nNauveHTa U3 MEeOULMHCKOW OpraHu3auuu, B KOTOPOM €My oOKasbliBanach
MeOWLUMHCKas MOMOLLb B CTaLMOHAPHbIX YCMOBUSX, MPU HEOoOXOOMMOCTU NPOJOIHKEHUS npuema
neKkapcTBEHHOro npenaparta B amOynaTOpHbIX YCMOBUSX JAHHOMY MaUUEHTY MO PeLLEHNI0 PYKOBOAUTENS
MEeOWLMHCKOW opraHu3auum HasHavarTcst ¢ opopMrieHeM peLenTta B hOpMe SMEKTPOHHOIO JOKYMEHTa
n (unu) Ha OymaxHOM HocuTene (3a WckmveHnem OdOPMIEHUS pPeLEenTOB Ha NeKapCTBEHHbIE
npenaparbl, noanexaiiue OTNycky 6ecnnatHO WM CO CKUAKOW) Nubo Bbl4alTCA (NauMeHTy unu ero
3aKOHHOMY MpeACTaBMTEN0) OOHOBPEMEHHO C BbINMUCKOW M3 UCTOpuM OO0nesHn nekapcTBeHHble
npenaparbl, B TOM YMCfle HAapKOTUYECKUEe U MCUXOTPONHbIE NeKapCTBEHHbIE NpenapaTbl, BHECEHHbIE B
cnucku Il n 1ll nepeyHs HapKOTUYECKNX CPEACTB, MCUXOTPOMHbIX BELLECTB U MX MPEKYPCOPOB, MOoAMNEXaLLmMX
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koHTponto B Poccuiickon ®epepaumun, yteepxaeHHoro NpasutensctBom Poccuiickon depepaummn <6>
(oanee - MNepeyeHb), cMNbHOAENCTBYOLLME NEKAapPCTBEHHbIE NpenapaThl, Ha CPOK NpuemMa naumeHToM 0
5 gHen.

<6> lyHKT 2 cTtatbn 2 PeagepanbHoro 3akoHa N 3-03 (CobpaHue 3akoHoaaTenbcTBa Poccuiickon
depepaumm, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. HasHayeHne nekapcTBEHHbIX NpenapaToB Npy OkasaHUM MeauLMHCKOM MOMOLLN B CTALMOHAPHbIX
YCrOBUSIX  MOXET  OCYLLEeCTBRATbLCA  NocpeacTBOM  TpeboBaHMW  MEeOMLIMHCKOW  opraHusaumm,
HanpaeBnsieMbIX B anTeYHble OpraHu3aunm, SBnsLWLMECs CTPYKTYPHbIMUM NoApasaeneHnsMm MeanumnHcKom
opraHusaumm. <7>

<7> TyHKT 54 ctaTbn 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-9®3 "O6 obpalueHum
nekapcTBeHHbIX cpeacTts” (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®egepaumm, 2010, N 16, cT. 1815;
2019, N 31, cT. 4456) (nanee - ®egepanbHblvi 3akoH N 61-P3).

5. HasHayeHve nekapCTBEHHbIX MpenapaTtoB OCYLLEeCTBNAETCA MeOUUMHCKUM paboTHUKOM no
MeXOyHapO4HOMY HEeNaTeHTOBAaHHOMY HaVMEHOBaHWUO, a MpPU ero OTCYTCTBUM - TPYMNMMPOBOYHOMY WU
XMMNYECKOMY HaMMEHOBaHMIO. B cnyyae oTcyTCTBMSA MeXayHapOAHOro HENaTeHTOBAHHOIO HAMMEHOBaHKSA
W rpynnUPOBOYHOIO MMM XMMWUYECKOrO HaVMEHOBaHWS feKkapCTBEHHOro npenapaTta NeKkapCTBEHHbIN
npenapaTt HasHavaeTCqd MeAVUUHCKMM paboTHMKOM Mo TOProBoMy HaumeHoBaHuioo. [lpn Hanuuum
MeOULMHCKNX NoKa3aHui (MHAMBUAyanbHas HENePEeHOCMMOCTb, MO XXM3HEHHBIM MOKa3aHUSIM) NO PELLEHUIO
Bpa4yebHoM KOMMCCUM MEeOULUMHCKOW opraHusaummn <8> OCyLLeCTBNSETCA HasHadyeHue u odopmreHue
Has3Ha4YeHWs NeKapCTBEHHbIX MpenapaToB, HE BXOASAWMX B CTaHZapTbl MEOULMHCKOM MOMOLLM,
pa3paboTaHHble B COOTBETCTBUM C NMYHKTOM 14 cTtatbh 37 ®egepanbHoro 3akoHa N 323-903 <9>, unun He
NPeoyCMOTPEHHbIX  COOTBETCTBYIOLLIEN  KIUHWYECKOW  pekoMeHpauuwewn, nunbo no  TOProsbiM
HavMmeHoBaHusIM. PelleHne BpayebHOM KOMUCCMM MELMUMHCKOM opraHu3aumm ¢uKcupyeTca B
MEeOULMHCKON AOKYMEHTaLMM NaumeHTa u B XXypHane BpayebHon Kommccum.

<8> lNpukasz MunHUCTEpCTBa 34paBOOXpPaHEHUs U coLmanbHoro passutua Poccuiickon ®enepaunn
oT 5 mast 2012 r. N 502H "O6 yTBepxaeHumn nopsgka co3gaHns U OesaTenbHOCTU BpadyebHoM KoMuccum
MeauLUMHCKON opraHusauumn” (3apeructpmpoBaH MuHuctepcTBoM toctuuum Poccuiickon depepaunn 9
uioHa 2012 r., peructpauuoHHbln N 24516) ¢ M3MeHeHUAMU, BHECEHHbIMU Mpukasom MuHucTepcTBa
3gpaBooxpaHeHust Poccuiickon Pepepaumm ot 2 pgekabpa 2013 r. N 886H (3apeructpupoBaH
MuHucTepcTBoM tocTuumm Poccunckon ®enepaunn 23 gekabpsa 2013 r., peructpaumoHHbin N 30714).

<9> CobpaHue 3akoHogaTenbcTBa Poccuiickonn Peagepaumm, 2011, N 48, cT. 6724.

Ecnv npu okasaHun naumeHTy MeauLMHCKOW noMOoWM B MEeAWLMHCKOW opraHusaumm B
CTaAUUOHAPHbBIX YCMOBUAX MO peLlleHuio BpayvyebHOM KOMUCCMM  OCYLLECTBMSIOTCA Has3HadYeHue u
npUMeHeHne nekapCTBEHHOro npenapaTta C KOHKPETHbIM TOProBblIM HanMMeHoBaHMEM, TO NMpWU oKaszaHuu
OaHHOMY NauneHTy MeanLMHCKOW MOMOLLM B MHOW MEOULUHCKOW OpraHu3aLm B CTalMOHapHbIX YCIOBUSIX,
a TaKke B aMBOynaTopHbIX YCIOBUAX OCYLLECTBNAETCA Ha3HayeHme eMy ekapCTBEHHOTO npenapara ¢ Tem
e ToprosbiM HauMeHoBaHnem <10>.

<10> lMyHkT 2 noctaHoBneHus lMpaBuTtenbctBa Poccuickon ®epepauum ot 30.06.2020 N 965 "O
BHECEHUN n3MeHeHui B [NpaBuna opMUPOBaHUSA NEPEYHS NTEKAPCTBEHHbIX CPEACTB, 3aKyrnka KOTOPbIX
OCYLLIECTBNSETCA B COOTBETCTBUN C UX TOPrOBbIMA HAaUMEHOBAHUSIMU, U1 O MPUMEHEHNN NEKAPCTBEHHbIX
npenapaToB C KOHKPETHbIMU TOProBbiM1 HanMmeHoBaHuaMn" (CobpaHne 3akoHogatenbcTBa Poccuickon
depepaumm, 2020, N 28, cT. 4422).

6. HasHayeHne nekapcTBeHHOro npenaparta B peuente Ha GymMaXHOM HocuTene unu peuenTe B
dopMe SNEKTPOHHOTO AOKYMEHTa OdOPMIIAETCA Ha WMMSA NauueHTa, OnA KOTOporo npeaHasHayeH
nekapcTBEHHbI Npenapar.

Peuent Ha GymaxHoM HocuTene, 0OpMIIEHHbIN Ha peuenTtypHom ©6naHke cdopm N 107/y-HI, N
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107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBEPXOEHHbIX HAcTOALWMUM MNPUKA30M, MOXET ObiTb Mony4eH
NauMeHTOM, ero 3akKOHHbIM NpeacTaBuTenemM WUnuM NULOM, UMeELUM OOPMIIEHHYIO B COOTBETCTBUM C
rpaxkgaHckum 3akoHopatenbctBoMm Poccuiickon ®epepaumm 0OBEPEHHOCTb OT MauMeHTa Ha npaBo
nony4YeHns Takoro peuenTa (ganee - ynonHOMOYEHHOe nuLo).

lMpencrtaBneHne [oBepPEHHOCTU He TpebyeTcsa B criyvyae nofyvyeHust peuenTta Ha fekapCTBEHHbIN
npenapart 4nsa MHKypabenbHoro 60MbLHOro Ha 3aBepLUaloLLEM 3Tarne ero Xn3Hu NULOoM, OCYLLECTBIISIOLUM
yxo4 3a TakuM WHKypabenbHbIM OomnbHbIM. B Takom criyyae MeguuuHCKMI pabOoTHWK BblgaeT nuvuy,
OCYLLeCTBRAOLWEMY yXoa 3a MHKypabernbHbIM GONbHbIM, AOKYMEHT, NOATBEPXAAKOLWNA UHKypabenbHoe
cocTosiHMe 6OnbHOro, coaepxalluMnm cBedeHuss O nuvue, koTopoe OyaeT nonyyatb nNeKapCTBEHHbIe
npenapaTbl No peuenTy (bamunus, ums, 0TYECTBO (NOCNeaHee - Npy Hanu4um), BUA, cepus n (Mnu) Homep
OOKYMeEHTa, YAOCTOBEPSIOLWEro NIMYHOCTL), 3aBEPEHHBIN MOAMUCHIO N NevYaTbid AAaHHOr0 MEeAMLMHCKOro
paboTHMKa, a TaKkKe nevaTbio MegMLMHCKON opraHm3aLmu.

,D,OKyMEHT, nomaepmarou.mﬂ MHKypa6eanoe cocTosiHMe OONbHOro, OCTaeTcsl B anTe4yHoWn
opraHunsauun.

Peuent B hopme aneKTPOHHOro AOKyMeHTa popMupyeTcs C MCMOMb30BaHWEM rOCyAapCTBEHHON
WHOPMAUMOHHOW cucTembl B cdepe 3apaBooxpaHeHuss cybvekta Poccuiickon ®egepaumn,
MeOULMHCKON NHAOPMAaLIMOHHON CUCTEMbI MEAMLMHCKON opraHnsauumn <11>.

<11> Cratbm 91 u 91.1 depepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®eanepauun, 2011, N 48, c1. 6724; 2021, N 27, cT. 5141).

dakT BblgaYK peuenta Ha ﬂeKapCTBeHHbIVI npenapat 3akKOHHOMY npeactaBuTENio U
YNOJIHOMOYEHHOMY Jnuy chchpyeTc;i B MEANLMHCKOMN AOOKyMeHTauun naumeHTa.

7. MegnumHckum paboTHUkam 3anpellaetcs opopMnaTb peuenTbl NpyM OTCYTCTBUM Y MauueHTa
MEOWLUMHCKUX MNOKa3aHWW; Ha He3aperncTpupoBaHHble JeKapCTBEHHble npenapaTtbl <12>; Ha
neKkapcTBeHHble npenaparbl, KOTOpble B COOTBETCTBUM C MHCTPYKUMEN MO MEAULMHCKOMY MPUMEHEHMIO
npegHasHaveHbl AN NPUMEHEHMWS TOMbKO B MEOULIMHCKMX OPraHu3aumsix; Ha HapkoTU4ecKkMe cpeacTea u
NCUXOTPOMHbIE BellecTBa, BHeCeHHble B cnucok |l TepeyHs, 3aperucTpuMpoBaHHble B KadecTBe
nekapcTBEHHbIX NMpPenapaTos, B LENaAX NPUMEHEHUS ANs1 NIeYeHUs HApKOMaHUK.

<12> PeweHne CoBeTa EBpa3umnckon 3KOHOMUYECKOW kommuccum ot 3 Hosibpsa 2016 r. N 78 "O
MpaBunax perucTpaumMm Wn SKCMEPTU3bl JIEKAPCTBEHHbIX CPEACTB ANs MEOULUHCKOro npuMeHeHus"
(odmumanbHbI canT EBpasuickoro akoHoMuyeckoro cotosa http://www.eaeunion.org/, 21 Hos6psa 2016 T.).
Cratbsa 13 PepepanbHoro 3akoHa N 61-®3 (CobpaHwue 3akoHogaTensctBa Poccuiickon ®epepaumu, 2010,
N 16, cT. 1815; 2020, N 14, cT. 2028).

MHamBuayanbHelM - NpeAnpuHMMaTensM,  OCYLLUECTBASAWUM  MEAULMHCKYI0  OeATENbHOCTb,
AononHuTenbHo K TpeboBaHusIM, ykaszaHHbIM B abs3aue nepBOM HaACTOSALWEro NyHKTa, 3anpeliaeTtcs
0hopMIIATL peLenTbl Ha HAapKOTUYEeCKUe CpeacTBa N NCUXOTPOMNHbIE BELLECTBA, BHECEHHbIE B Cnnckn |l v
Il TlepeyHa (manee - HapKOTUYECKME W MCMXOTPOMHbIE NeKapCTBEHHble npenapaTbl cnvckos |l n I
Mepeyns).

8. lNpu HasHayeHNN HapPKOTUYECKUX W MNCUXOTPOMHBLIX NEeKkapCTBEeHHbIX npenapaTtoB cnuvcka |l
MepeyHs, 3a UCKMOYeHVeM NeKapCTBEHHbIX NpenapaTtoB B BUAe TpaHcAepMasbHbIX TepaneBTUYEeCKuUxX
CUCTEM W neKapCTBEHHbIX MpenapaToB, coAepXalMx HapKOTUYeckoe CPeacTBO B cCoyeTaHun C
aHTaroHNMCTOM OMWOMAHBIX peLenTopoB, peuenTbl Ha OymaxHOM HocuTene odopMnsTCsa Ha
peuenTtypHoMm 6naHke copmbl N 107/y-HIT.

9. PeuenTypHbin 6naHk popmbl N 148-1/y-88 odopmnsaeTcs npu HasHa4YeHNUM:

1) HapkOTUYEeCKMX M MNCUXOTPOMHbIX feKapcTBeHHbIX npenapatoB cnucka |l lNMepeyHs B Buae
TpaHcaepManbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTUYECKUX NeKapCTBEHHbIX npenapaTtoB cnuvcka |l
MepeyHs, cogepKalmx HapKOTUYECKOE CPEACTBO B COMETAHUN C aHTarOHUCTOM OMMOMAHBIX PELLENTOPOB,
NCUXOTPOMHBIX NekapcTBeHHbIX npenapatos crnvcka Il MNepeyHs;

2) KOMBMHMPOBAHHbIX NEKAPCTBEHHBIX NpenapaToB, CoAepXKaLlux:
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a) KOQEWH Unu ero conu (B nepecyeTe Ha YNCTOE BELLECTBO) B konmyecTse A0 20 Mr BKNIOYMUTENbHO
(Ha 1 po3y TBepAo nekapcTBeHHOM hopMbl) nnu B konudectase Ao 200 mr BkntoumTensHo (Ha 100 mn nnu
100 r >xmakon nekapCcTBeHHON hopMbl AMst BHYTPEHHEr0 NPUMEHEHNS);

6) nceepoadbeapuHa rmapoxnopug B Konmyectse, npesbiwatowem 30 Mr, n 4o 60 Mr BKITOYUTENBHO
(Ha 1 o3y TBepaon NekapCcTBEHHOM OpPMbI);

B) NnceBaoadheapuHa ruapoxnopua B konudectee, npesbiwatoiem 30 mr, n 4o 60 Mr BKNOUMTENBHO
B COYEeTaHUN C gekcTpoMeTopdaHoM ruapobpomMmmaom B kKonmn4vectse, npesbiwatowem 10 mr, n go 30 mr
BKMOUMTENBLHO (Ha 1 403y TBEpAOMN NeKapCTBEHHON hOpMbl);

r) aekctpomeTtopdaHa rugpodpomma B konuvectse Ao 200 mr BkntountensHo (Ha 100 mn nnm 100 1
XVOKOW NekapCTBEHHOWN (hopMbl ANst BHYTPEHHETO MPUMEHEHUS);

4) acheapuHa rugpoxnopug B konnyectse, npesbiwatoem 100 mr, n go 300 Mr BKMOYMTENBHO (Ha
100 mn nnn 100 r >xMakon nekapCTBEHHOW (POpMbl AN BHYTPEHHErO NPUMEHEHNS);

e) adegpvHa rugpoxnopua B konudectBe o 50 mr BkmwouutenbHo (Ha 1 [o3y TBepaow
nekapcTBeHHON hopmbl);

X) heHMnnponaHonaMvH B KoONnyecTse A0 75 Mr BKNIOYUTENBHO (Ha 1 403y TBEPAOWN NeKapCTBEHHOW
dopmbl) nnu go 300 mr skmtountensHo (Ha 100 mn mm 100 r Xmnakon nekapcTBeHHOW POPMbl Ans
BHYTPEHHEro NpuMeHeHuns);

3) eHoBapbuTan B konuyecTBe A0 15 Mr BKIMHOYMTENBHO B COMETaHUM C KOGEVUHOM (UK €70 COnsiMM)
He3aBUCMMO OT KonunyecTBa (Ha 1 03y TBepAoW NeKapCTBEHHONW (DOPMbI);

n) deHobapbutan B KonmyectBe A0 20 Mr BK/OYUTENBHO B COYETaHUM C  3dedpuHOM
rMApPOXNOPUAOM HE3aBMCUMO OT KonmyecTBa (Ha 1 Jo3y TBepAomn NnekapCcTBEHHON opMbl);

K) xnopauasenokcug B konmyectse, npesbiwatowem 10 mr, n go 20 Mr BknoumMTensHO (Ha 1 gosy
TBEPAOMN NekapcTBEHHOW hOpMbl);

3) nexkapcTBEHHbIX MpenapaTtoB WHAMBWAOYaNbHOrO M3rOTOBMEHUS, COAEPXallMX HapKoTMYeckoe
CpencTBO UNKM MCUMXOTPONHOe BelecTBO cnucka Il MNepeyHsi, n apyrve capmakonornyeckme akTUBHbIE
BeLLEeCTBA B JO3€e, HE MPEBbLILLAILLEN BbICLLYIO Pa30BY J03Y, U NPY YCITOBWM, YTO 3TOT KOMOUHMPOBAHHbIN
nekapCTBEHHbIV NpenapaT He ABNAeTCA HAPKOTUYECKUM UIM MCUXOTPOMHBIM JIEKAaPCTBEHHBIM MpenapaTom
cnucka Il MepeyHs;

4) neKkapCTBEHHbIX NpenapaToB, BKIYEHHbIX B MepeyeHb feKapCTBEHHbIX CPeacTB Ang
MEeOULMHCKOrO NPUMEHEHWs, MoAnexallmx NpeaMeTHO-KONMYeCTBEHHOMY yYeTy (ganee - neKkapCTBeHHbIe
npenaparbl, BKMOYeHHbIe B nepeyeHb MNMKY) <13>.

<13> MopgnyHkT 5.2.171(1) nyHkTa 5 noctaHoBneHus lNpaBuTenbctBa Poccuiickon depepauum ot
19.06.2012 N 608 "O6 yTtBepxgeHun [lonoxeHusa o MwuHucTepcTBe 3apaBooxpaHeHus Poccuinckon
®epepaummn" (pnanee - [lNonoxeHune o MwuHuctepctBe) (CobpaHume 3akoHogaTenbcTBa Poccuickon
®epepaumn, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. PeuenTtypHbii 6naHk dpopmbl N 148-1/y-04(n) ochopMnaeTcsa npy Ha3Ha4YeHUN NEKAapCTBEHHbIX
npenapaToB rpaxgaHam, MMeloLLMM NpaBo Ha becnnaTtHoe nonyyYeHne NekapCTBEHHbLIX NMpenapaToB MIu
nosny4YeHne NekapcTBEHHbIX MpenapaToB CO CKUAKON.

11. PeuentypHbin 6naHk popmbl N 107-1/y odpopmnsieTca npu HasHavYeHWu:
1) NnekapCTBEHHbIX NpenapaToB, He YKka3aHHbIX B NyHKTax 8, 9 HacToswero Nopaaka;
2) KOMBMHMPOBAHHbBIX NTEKapCTBEHHbIX NPenapaToB, CoAePKaLLMX:

a) sprotamuHa rugpoTapTpaT B KOMMYecTBe A0 5 Mr BKAUUTENbHO (HAa 1 [03y TBEpPAOM
nekapcTBeHHOM opMbl);

0) acegpuHa rugpoxnopug B konudectee go 100 mr sknountensHo (Ha 100 mn unu 100 r xngkon
nekapCcTBeHHON (hOpMbl AN BHYTPEHHEro NPUMEHEHMS);
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B) nceBgoadbepuHa ruapoxnopua B Konudectse, He npesbiwatowem 30 mr (Ha 1 go3y TBepaon
nekapcTBeHHoOW opMbl);

r) nceBgoadpedpuHa ruapoxnopug B KonuyecTBe, He npesblwatrowem 30 Mr, B coyeTaHumn ¢
AekctpomeTopcaHom rmgpobpomMmaom B konuyecTtee, npesbiwatowem 10 mr, u go 30 Mr BKNOYUTENBHO
(Ha 1 o3y TBepaon NekapCcTBEHHOM OpPMbI);

O) OekctpomeTtopdaHa rugpobpomua B konmyecTBe, npesbiwatowem 10 mr, u go 30 wmr
BKMOUMTENBLHO (Ha 1 403y TBEpAOM NeKkapCTBEHHON hOpMbl);

e) peHobapbuTan B konmyecTBe, npesbiwatowem 20 mr, 1 go 50 mr BknunTensHo (Ha 1 gosy
TBEPOOWN NeKkapCTBEHHOM hopMbl);

X) peHoGapbutan B konuvectBe A0 20 Mr BKMIOYMTENBHO B COYETAHUU C SProTamuHOM
rmgpoTtapTpaToM He3aBUCUMO OT KonmyecTBa (Ha 1 go3y TBepaom nekapCcTBEHHON hOpMbl);

3) xrnopauasenokcug B konudectse Ao 10 mMr BknountenbHo (Ha 1 403y TBEPAOWN rekapCTBEHHOW
dopmbl).

12. MNpn HasHa4YeHM NEeKapCTBEHHOro npenaparta UHOUBMAOYaNbHOrO U3roTOBMEHWSI B peELIENTE Ha
OymakHoM HocuTene u (unu) peuenTte B popme 3NEKTPOHHOro JOKYMEHTa HaUMEHOBaHMWSA NIEKAPCTBEHHbIX
cpeacTB (BewlecTB), BKMOYEHHbIX B nepedeHb (1KY, ykasbiBaloTcA B Havane peuenta, 3aTeMm - Bce
OoCTanbHbl€ UHIPEOMNEHTHI.

13. lNpy HasHayeHWM NEeKapCTBEHHOro npenaparta B peuente Ha OymaxHoOM HocuTene u (unwu)
peuente B (OpMe IMEKTPOHHOIO [OKYMEHTa 3arnpellaeTcs npeBbillaTb KONMYECTBO HaPKOTUYECKUX
CPEACTB UMK NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObIThb BbINMMCAHO B OAHOM peLenTe, yCTaHOBIIEHHOE
npunoxeHnem N 1 k HacToswemy lMopsiaky, 3a UCKNIOYEHMEM Cry4YaeB, ykasdaHHbIX B NyHkTax 15 un 24
HacToswero Mopsaaka.

14. Tpn Has3HaYeHUN neKapCTBEHHbIX MpenapaToB, BKMOYeHHbIX B nepeveHb MNKY, fo3a KoTopbix
npeBbIlaeT BbICLUMA  OOHOKPaTHbI  MpUeM, MeaWUMHCKUA paboTHUK obo3HavaeT o3y 9TOro
neKkapCcTBEHHOro mnpenapata B peuenTe Ha OymaxHOM HOCuTene MpoMUCbId C MpPOCTaBfieHneM
BOCKMNMLATENbHOrO 3Haka W (Unu) NpocTaBnsieT BOCKNMUATENbHbIA 3HaK Npu odOpMIIeHMn peuenTa B
dropme 3MNeKTPOHHOro AOKYMEHTA.

15. KonnyectBo HasHa4eHHbIX NEKapCTBEHHbIX NpenapaToB, BKAOYEHHbLIX B nepedeHb 1KY, npu
OKasaHuW nauueHTam, HyXaalLWwumcsa B ANUTENBHOM fIeYeHMN, NEPBUYHON MEAMKO-CAHUTaPHON NOMOLLM
1 nananaTtMBHON MeAMLMHCKON MOMOLLN MOXET ObiTb YBENUYEHO C YY4ETOM KIIMHUYECKUX PEKOMEHAaLNi
He Gornee 4Yyem B 2 pas3a MO CPABHEHMIO C KONIMYECTBOM HapKOTUYECKUX CPEeACTB WM MCUXOTPOMHbIX
BELLECTB, KOTOPOE MOXET ObiTb BbIMMCAHO B OOHOM peLenTe, YyCTaHOBMEHHbIM npunoxeHvem N 1 K
HacTosLemy Nopsiaky.

B cnyyasx, npegycMOTpeHHbIX ab3auemM nepBbiM HACTOSALLEro MyHKTa, Ha peuentax Ha ByMaXHOM
HocuTene npoussoauTcs Hagnuck "lNo cneumansHOMY Ha3Ha4YeHWo", OTAENbHO 3aBepeHHasi NoAnuChIo
MeOMLMHCKOro paboTHMKa 1 NnevaTbio MeanLMHCKOM opraHmnsaumm "[na peuenTtos”, Ha peLenTax B opme
3NEKTPOHHOro AOKYMeHTa npoussBoauTcs oTMmeTka "lMo cneuwanbHOMY HasHayeHuo" ¢ nNpocTaBneHneM
YCUINEHHOW KBanMdULMPOBaHHON SMNEKTPOHHOW NOAMMCY MEOULIMHCKOTO paboTHUKa.

16. CocTaB nekapCTBEHHOro npernapaTta, JlekapCTBeHHast hopma u obpallieHne MepuLMHCKOro
paboTHMKa K hapmaueBTUYECKOMY pPabOTHMKY 00 OTMyCKe fekapCTBEHHOro npenaparta Ha OymakHOM
HocuTene oOPMNAIOTCA Ha NaTUHCKOM UMW PYCCKOM S3blKE B pOAUTENbHOM nagexe, 3a WUCKITHYeHneM
odhopMMeHns peLenToB B (hOpMe 3NEKTPOHHOIO AOKYMEHTa, OCYLLECTBIIAEMOro Ha PYCCKOM SA3bIKe.

Mpn opopmneHun peLenTypHbix 6GNaHKOB A0ONYCKaeTCs UCMOMNb30BaHUe COKpaLLeHW (MpunoxeHve
N 2 k HacTosLwemy Nopsaaky).

Mpn HasHayeHMM nekapCTBEHHOrO Mpenapata He [OMyCcKaeTCsl COKpalleHue HavMeHOBaHWUi
WHTPEeAMEHTOB, COCTaBNSIIOLLMX NEKAapPCTBEHHbIN Npenapar, He NO3BOSSIOWMX YCTAHOBUTL, Kako MMEHHO
neKapCcTBEHHbIN NpenapaT Ha3HauveH.

17. Cnocob npuMeHeHUs1 NekapCTBEHHOIo npenaparta 0603Ha4YaeTcsa ¢ yKasaHUeM NyTW BBEAEHUS,
[403bl, 4acTOTbl, BPEMEHU NPUEMa OTHOCUTENBHO CHa (YTPOM, Ha HOYb) WU €ro ANUTENbHOCTU, a Ans
NeKapCTBEHHbIX NpenapaToB, B3anMOLEeNCTBYHOLNX C MULLER, - BDEMEHU UX YyNOTPeBNEeHNss OTHOCUTENBHO
npuema nuwm (4o eapl, BO BPEMs €4bl, Nocrne efpbl).



18. MNpu HeobX0AMMOCTN HEMEONEHHOIO UMM CPOYHOro (B TedeHue AByX paboumx aHen) oTnycka
nekapcTBEHHOro npenaparta naumeHTy B BEpXHEW YacTu peLenTta Ha 6yMaXXHOM HOcUTEene NPoCTaBnsalTCA
obo3HayveHus "cito" (cpovHo) nnm "statim" (HemegneHHO). AHanormyHble 0603HaYeHNs NPOCTaBNATCA B
BMAEe OTMETOK Npu ohopMreHnmn peuenta B hopme 3NEKTPOHHOIro JOKyMEHTa.

19. lMpwn obopMneHUnN HasHa4YeHNsi TOTOBOTO NIEKAPCTBEHHOMO NpenapaTa B peLente Ha ByMaxHOM
HocuTene wnuM peuente B (QOPME IMEKTPOHHOINO [AOKYMEHTa KONMYEeCTBO AENCTBYHOLNX BELLECTB
yKasbiBaeTCcs B COOTBETCTBMM C MWHCTPYKUMEN MO MEOULMHCKOMY MPUMEHEHNIO FeKapCTBEHHOro
npenapaTta. JonycTMMo yka3sbiBaTb JO3UPOBKY NEKapCTBEHHbIX NpenapaTtoB CUCTEMHOro AencTBua (ans
pe3opbTMBHOro nNpvema) B TBEPAbIX NEeKapCTBEHHbIX hopmax (Hanpumep, TabneTkn, NMOPOLLKX, Kancynbl)
KaK coaepXXaHve OAHOro WM HECKONbKUX OENCTBYIOLUUX BeLeCTB B eauHuuax maccbl (B rpammax,
munnurpammax). Jonyctumo ykasbiBaTb JO3UPOBKY NEKapCTBEHHbIX NpenapaToB CUCTEMHOrO AeNCTBUS
(8nsa pe3opbTUBHOIrO NPUMEHEHMWSA) B XXUAKUX NEKapPCTBEHHbIX (hopMax (Hanpumep, pacTBOpbI, CyCneH3nn)
KaK cogep>xaHne OAHOro UM HECKONbKMX AEMNCTBYIOLLUX BELLECTB B eANHMLAX MaccChl Ha eauMHuLy obbema
(HanpuMep, MUNUTPaMM/MUNAKIMTP) C YKkazaHuem obLero oo6bema fekapcTBeHHON OpPMbI.

Mpn odopmneHnn HasHavyeHus feKkapCcTBEHHOro npenapaTta MHAMBUAYanbHOIO M3roTOBMEHWS B
peuenTte Ha ByMaxxHOM HOocuUTene nnu peuente B hopme NEKTPOHHOrO AOKYMEHTA KONMYECTBO TBEPAbIX
N cbinyuynx dapmaueBTmyecknx cybctaHuun ykaseiBaetca B rpammax (0,001; 0,5; 1,0), xungkux - B
MUNAUAUTPAx, rpaMmmax u Kannsix.

20. Peuentbl Ha OyMaxHOM HocuTene, B DOpMeE 3MEKTPOHHOro LOKYMEHTa, OQOPMIIEHHbIE Ha
peuentypHoMm OnaHke dopmbl N 148-1/y-88 u npegHasHadeHHble ANSA OTNycka JeKapCTBEHHbIX
npenapaTtoB, NPeAyCMOTPEHHbIX NognyHkTamu 1 - 3 nyHkTa 9 Hactoswero lMopsgka, 4eNCTBUTENbHBI B
TeyeHune 15 gHen co AHA ohopMneHus.

21. Peuentbl Ha GymaxHOM HocuTene, B popMe SMEKTPOHHOro OOKYMEHTa, OOPMIIEHHbIE Ha
peuentypHom 6GnaHke dopmbl N 148-1/y-04(n) n npegHasHayeHHble AMsi OTNyCKa NEeKapCTBEHHbIX
npenapaToB rpaxgaHam, ykasaHHbIM B nyHkTe 10 HacTosiwero Nopsagka, aencteutenbHol B TedeHme 30
OHEN co aHA 0POpPMIIEHMS, 3@ UCKIIOYEHMEM CITyYaeB 0POPMIIEHMSA peLienTa B COOTBETCTBMM C MyHKTaMM
38 1 39 HacToswero Mopsagka, Npu KOTOPbIX OH OEWCTBUTENEH B TedeHne 15 gHen co gHa odhopMieHus.

22. Peuentbl Ha GymaxHOM HocuTene, B popMe SMEKTPOHHOro OOKyMEHTa, OOPMIIEHHbIE Ha
peuentypHoMm 6GnaHke dopmbl N 148-1/y-04(n) n npegHasHayeHHble AMs1 OTNyCKa NEeKapCTBEHHbIX
npenapaToB rpaxgaHam, OOCTUIUMM MNEHCMOHHOrO BO3pacTa, MHBanNugam MepBOW rpynnbl, AETSAM-
WHBanNMgam, a Takke TrpaxgaHam, CTpagalwwuM XpoHudeckumun 3abonesaHusmu, Tpebyrowmumm
ONIUTENBHOTO KypCOBOTO NeyveHus, OencTButenbHbl B TeveHune 90 gHenm co gHA odopmneHus, 3a
UCKIMIOYEHMEM CRyYaeB, yKasaHHbiX B MyHkTax 38 u 39 HacTtosiwero [opsaka, nNpyv KOTOPbIX OH
AencTemTeneH B TedeHne 15 gHen co aHA ohopmnieHus.

Ons nedeHus XpoHu4Yeckmx 3aborneBaHU yKa3aHHbIM KaTeropusiM rpaxgaH nekapCTBEeHHble
npenapatbl ¢ 0ohopMMeHNeM peLentoB Ha BymaxHOM HocuTene unu peuentoB B hopme 3MeKTPOHHOro
AOKyMEHTa MOryT HasHayaTbCs Ha Kypc neveHuns oo 180 gHew.

23. Peuentbl Ha OyMaxHOM HocuTerne, B (DOpMe 3MEKTPOHHOIO LOKYMEHTa, OhOPMIIEHHbIE Ha
peuenTtypHoM 6naHke popmbl N 107-1/y n npegHasHavyeHHble 4N OTMyCKa JIeKapCTBEHHbIX NpenapaTos,
npeaycMOTpPeHHbIX NyHKTOM 11 HacToswero [Nopsigka, AencTBuTenbHbl B TedyeHue 60 gHen co AHs
odopmMneHus.

Mpyn HasHayeHWM TrOTOBbIX JIEKAPCTBEHHbIX MpenapaTtoB W JEeKapCTBEHHBLIX MNpenapaToB
WHOVBMAOYAINbHOrO N3roTOBMNEHUSI NauMeHTam c 3aboneBaHusiMu, TPeOyLWMMN OUTENBHOIO KYpCOBOro
neyeHus, c opopmreHnem Ha peuentypHom 6narke cdopmbl N 107-1/y peuenta Ha GyMaxkHOM HocuTene
unun B opMe 3reKTPOHHOIo OKYMEHTa yCTaHaBNMBAETCS CPOK AENCTBUS peLienTa B npefenax 4o ogHoro
roga.

B cnyyae ycrtaHoBneHusi cpoka OEeWCTBMsS peuenTta B npegenax AO OOHOro0 roga B peuente
nponsBoauTcs Hagnuck: "o cneumanbHOMY Has3HauyeHu", 0b6o3Ha4vaeTcs CPOK AEWCTBUS peulenTta u
NepMoANYHOCTb OTMYCKA JIEKAPCTBEHHbIX MpenapaTtoB 13 anTe4YHOW opraHM3auun Unn MHAMBUAYyanbHbIM
npeanpvHMMaTtenem, MMeLWMM NULEH3NIO Ha hapMaLEeBTUYECKYHO OeATENbHOCTb <14> (exxeHeaenbHo,
€XEMECHAYHO N MHble nepuodbl). [JONONHUTENBHO 3TO yKa3aHWe 3aBEPSIETCS MOAMUCHI0 MEOULMHCKOro
paboTHUKA, a Takke neyaTbio MeAMLMHCKOM opraHunsauumn "Ona peuentoB” (4nsa peuenta Ha OymakHOM
HOCUTENE) UM YCUNEHHON KBanNMPUUMPOBAHHOW 3MEKTPOHHOW MOAMUCLI0 MEAULMHCKOrO paboTHMKa U
nvua, ynorHOMOYEHHOrO 3aBepsiTb AOKYMEHTbl OT MMEHW MeOULMHCKOW opraHusaumm (ons peuenta B
dopme 3NEKTPOHHOro AOKYMEHTA).



<14> TlyHkT 47 vactm 1 ctatbm 12 PepepanbHoro 3akoHa oT 4 masa 2011 r. N 99-03 "O
NNUEH3MPOBaHNN OTAENbHbLIX BMOOB AeaTenbHocTn" (ganee - ®enepanbHbln 3akoH N 99-03) (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 2011, N 19, c1. 2716; 2021, N 27, cT1. 5177).

24. PeuenTbl Ha nekapCTBEHHble Mpenapartbl, BKAOYeHHble B nepeyeHb [MKY, ana neyeHus
NaUneHTOB C XPOHMYECKMMU 3aB0neBaHMAMM MOTYT 0POPMITATLCA Ha Kypc nedvenns o 60 gHen.

B cnyvae, korga kypc neuveHusi coctasnsiet 6onee 30 AHeW, OONOMHUTENBHO B peLenTax Ha
OymakHOM HocuTene npoussBoauTcs Hagnuck "lMo cneumManbHOMY Ha3HaA4YeHUK", 3aBepeHHas NoAMNUCHI0
MeAMLMHCKOro paboTHMKa 1 nevaTbio MeaNLNHCKOM opraHnsaumm "[na peuenTtos”, Ha peuenTtax B opme
3MNEeKTPOHHOro OOKYMeHTa npou3BoauTcs otmeTka "o cneumnansbHOMYy Ha3HayYeHu" ¢ NpoCTaBfeHUEM
YCUNEHHOW  KBanNMUUMPOBAHHOW 3MEKTPOHHOM MNOAMMCM  MEOMUMHCKOro paboTHMka w  nuua,
YNOMTHOMOYEHHOTO 3aBepPATb JOKYMEHTbI OT UMEHU MEAMLUHCKON OpraHmn3auunm.

25. Peuent Ha OymaxHOM HocuTene B OpMEe 3MEeKTPOHHOro [OKyMeHTa, OOPMIIEHHbIA C
HapyLUeHMEM YCTaHOBMEHHbIX HacTosAwmM NMopagkom TpeboBaHMi, cYMTaeTCca HeAEeNCTBUTENbHBIM.

Il. HazHa4yeHMe nekapCcTBeHHbIX NpenapaToB NPy oKa3aHUKU
MeAVLMHCKOW MOMOLLU B CTaLMOHAPHbIX YCITIOBUAX

26. npl/l OKa3aHun nauneHTy MEeANLMHCKOM MNOMOLLN B CTauMOHapHbIX YCIoBUAX Ha3Ha4YeHue
NNeKapCTBEHHbIX MpenapaTtoB MNpon3BOAUNTCA be3 O(bOpMﬂeHVIFI peuenta MeauUNHCKUM pa60THl/IKOM
€OUNHOJINYHO, 3a UCKITIDYEeHMEM Clly4aeB, YKa3aHHbIX B MYHKTE 27 HacTosLwero I'Iopﬂp,Ka.

27. CornacoBaHue Ha3Ha4eHWsi rnekapCTBEHHbIX MpenapaToB C 3aBedylluM OTAENeHMeM unu
OTBETCTBEHHbIM AEXYPHBIM BpayoM nnubo ApyrvM fUMLOM, YNOMHOMOYEHHbLIM MPUKa30oM FaBHOrO Bpaya
MeLMLMHCKOM OpraHu3aLmu, a Takke, Npu Hanuymum, ¢ BpayoMm - KNMHUYECKUM hapMakoriorom Heo6xoaumMo
B Cnyyasx:

1) o4HOBPEMEHHOro HasHa4YeHus NsaTn 1 Gornee NnekapCTBEHHbIX NpenapaToB OOHOMY NaLUEHTY;

2) Ha3Ha4YeHnA neKkapCTBeHHbIX npenapartoB, He BXOAALWLNX B nepeyvyeHb XN3HEeHHO HeobxoauMbIX U
BaXKHEMNLLNX JNIeKapCTBEHHbIX MpenapaTtoB <15>, npn HETUNMNYHOM TeYeHUn 3aboneBaHnsi, HanMuum
OCMNOXHEHUIA OCHOBHOro 3aboneBaHust U (VIJ'II/I) COoNyTCTBYHOLLMNX 3aboneBaHui, npn Ha3Ha4YeHun
JNNIeKapCTBEHHbIX MpenapaTos, 0cobeHHOCTM B3aMMOAEWCTBMS M COBMECTUMOCTHU KOTOpPbIX cCorfiacHo
MHCTPYKUMAM N0 UX TMNPUMEHEHUIKO TMNpuBOOAT K CHUNXKEHUO Sd)cbeKTl/lBHOCTVI n 6esonacHocTK
cpapmaKOTepanvwl n (I/IJ'IVI) COo34akT noTeHUuMaribHy0 onaCHOCTb 4114 XXNU3HU 1 300P0BbA NauneHTa.

<15> Yactm 1 cratem 60 PepepanbHoro 3akoHa N 61-®3 (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®epepauuu, 2010, N 16, cT. 1815; 2020, N 29, cT. 4516).

B ykasaHHbIX Cryyasx Ha3HayeHWe eKapCTBEHHbIX MpernapaToB (OUKCUMPYETCsl B MEAMLMHCKOWM
AOKYMEHTaLuuM nauueHTa W 3aBepsieTcs MNOAMNUCbI0  MeAMUMHCKOro paboTHMKa U 3aBedyloLlero
oTaeneHvem (OTBETCTBEHHOrO AEXYPHOro Bpaya MUnuv Apyroro yronHOMOYEHHOro nmua).

28. MeguumHckuii pabOTHWK MEAMLMHCKOM opraHu3aunm (ee CTPYKTYPHOro noapasgeneHus),
pacnonoXXeHHONW B CENbCKOM HAaCENeHHOM MyHKTEe, OCYLUECTBISET Ha3HAYeHUE NeKapCTBEHHbIX
npenapaToB B Crydasx, ykaszaHHbIX B MyHkTax 27 n 29 HacToswero MNopsagka, eQUHONMYHO.

29. Mo pelweHnto BpayebHOM KOMUCCUN MAUMEHTaM MpU OKasaHMU UM MEOMLMHCKOM MOMOLLU B
CTaUWOHapPHbIX YCMOBUAX Ha3HavyalTCsA feKkapCTBEeHHble npenapaTbl, He BKIHOYEHHble B nepedeHb
XW3HEHHO HEeOoBXOOMMBIX W BaXKHEWWMX JIEKAPCTBEHHbIX MNPenapaToB, B Cllyyae WX 3aMeHbl U3-3a
WHAMBUAYANbHOW HENEPEHOCUMOCTH, MO XKU3HEHHBLIM MOKa3aHUAM.

PelueHne BpayeGHOM KoMUCCUM UKCUPYETCH B MEAMLMHCKOM JOKYMEHTALMN NauueHTa 1 xxypHane
BpayeGHON KoMUCCUMN.

30. B cnyyasax oGcrnegoBaHUA WM NeYeHUs rpaXdaHuHa B CTaUMOHAPHBIX YCIOBUSX B pamKax
npegocTaBneHns MegULMHCKNX YCIyr Ha BO3ME34HOM OCHOBE 3a CHET MNNYHBIX CPEACTB rpaxkaaH, CPeacTB
IOpPMONYECKMX MWL, U MHBIX CPEACTB Ha OCHOBaHUW [OroBopa, B TOM uYucne gorosopa 40OpOBOMbLHOMO
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MeaAULIMHCKOro CTpaxoBaHUA <16>, eMy MoryTt ObITb Ha3HauYeHbI NeKkapCTBeHHble npenapartbl, He
BXogduwune B nepeyvyeHb XM3HEHHO HEeoBXoaUMbIX U BaXKHEMLINX NEKapCTBEHHbIX NnpenapaTtoB, €Clin UxX
Ha3Ha4yeHne n npumeHeHune 06ycnoaneHo MeaNLUNHCKMMN NOoKa3aHNAMMN.

<16> lNoctaHoBneHune lNpaButensctea Poccurckon depepaumm ot 4 oktabpsa 2012 r. N 1006 "O6
yTBEPXAeHUN MMpaBun NpeaocTaBneHns MegUUUHCKMMMK OpraHM3aumsaMmn nnaTHbIX MEegULMHCKMX ycryr”
(CobpaHue 3akoHogaTenbcTBa Poccuickon depepaumm, 2012, N 41, cT. 5628).

lll. HazHayeHune nekapCcTBEHHbIX NpenapaToB NpPU OKa3aHuu
nepBUYHON MeAUKO-CaHUTapPHOM NOMOLLU, CKOPOM MeAULIMHCKOMN
MOMOLLM M NaniMaTMBHON MeaAULMHCKOW NOMOLLMU

31. lMpn okasaHMM NEPBUYHOW MEAUKO-CaHUTaApPHOM MOMOLWM W nananaTUBHON MeLULMHCKON
nomow B amMOynaTOpHbIX YCIOBUSIX Ha3HA4YeHWEe JNEeKapCTBEHHbIX MpenapaToB OCYLLECTBASETCS
MeANLMHCKMM paboTHMKOM B CIlyydasix TUMUYHOIO TeYeHUs1 3aboneBaHnsl NaumMeHTa ucxoas u3 TSHKecTu 1
xapakrepa 3abonesaHusi.

32. HasHauyeHWe nekapCTBEHHbIX MpenapaToB Mo pelleHnto BpayeBGHoM KOMUCCHUM NPpU OKasaHuu
NepBUYHOW MeOWKO-CaHUTapHOW MOMOLLKM, NanIMaTUBHON MeOWUMHCKOM MOMOLUM B ambynaTopHbIX
YCMOBUAX NPON3BOAUTCS B CryYasix:

1) OAHOBPEMEHHOro Has3Ha4YeHWsi OQHOMY MaUMeHTy NATU 1 Gonee NekapcTBEHHbIX NpenapaToB B
TEeYEeHWe OHUX CYTOK MMM CBbille A4eCATU HaUMMEHOBaHWI B TEYEHWE TpuaLaTh OHeN;

2) Ha3Ha4YeHuaA JneKapCTBEHHbIX npenapatoB Npu HETUNMNYHOM TEeYeHUn 3aboneBaHns, Hanuuum
OCNOXHEHWIA OCHOBHOro 3aboneBaHust U (VIJ'II/I) conyTCcTBYyHOLLNX 3aboneBaHui, npn Ha3Ha4YeHun
NNeKapCTBEHHbIX MpenapaTos, 0cobeHHOCTM B3aMMOAEWCTBMS M COBMECTUMOCTM KOTOpbIX cCorfiacHo
WHCTPYKUMAM NO NUX NPUMEHEHUID NpuBOOAT K CHUXEHUIO Sd.)q}eKTVIBHOCTVI n 6e30nacHOCTU neveHus
naumeHTa n (I/IJ'IVI) CcOo34akT noTeHUManbHYH ONMacHOCTb A4 XXU3HU U 300p0BbA NauneHTa,

3) NepBMYHOro Ha3HayYeHNs NAUMEHTY HAPKOTUYECKMX U MCUXOTPOMHBIX fleKapCTBEHHbIX NpenapaTos
cnuckoB Il u Il TlepeyHs (B cnyyae NpUHATMA pykoBOAMTENEeM MeOUUMHCKOW OpraHusauuu pelueHus o
HeobX0AMMOCTHM CorfacoBaHmMs Ha3Ha4YeHNa TakMx NekapCTBEHHbIX MpenapaToB ¢ BpayebHom komuccren).

33. NoBTOPHOE Ha3Ha4YeHNe HapPKOTUYECKNX N NCMXOTPOMHbIX NEeKapCTBEHHbIX NpenapaToB CMMCKOB
Il v 11l TlepeyHs nponsBoaANTCS MEAULMHCKMM PabOTHUKOM CaMOCTOATENBHO UMW €AMHONNYHO 6e3 yyacTus
BpayebHoOn KoMUCCUW MaumeHTaM C BblpaXKeHHbIM GoneBbIM CMHAPOMOM fBOro reHesa, HapyLleHnem
CHa, CYOOPOXHbIMW COCTOSIHASIMM, TPEBOXHbIMW  paccTponcTBamn, pobusamn, MNCUXOMOTOPHBLIM
BO30YXXAEeHMNEM.

34. TMpu okasaHWM CKOPOW MeOWLIMHCKOM MOMOLUM neKapcTBeHHble npenapaTthl HasHavalTcs
MEOULUMHCKUM  paBGOTHUMKOM Bble3gHOW Gpuragbl CKOPOM MNOMOLLM, MEOULMHCKUM PaBoTHUKOM
MEOULMHCKOW OpraHmMsauuyM npu okasaHuM MeOMLIMHCKOM MOoMOLUM rpaxaaHam npu 3aboneBaHusaXx,
Hec4yacTHbIX Crydasx, TpaBmax, OTPaBNEHUAX U APYIMX COCTOSHUSIX, TPEOYIOLLMX CPOYHOIO MeaULLMHCKOTO
BMeLLaTenbLCTBa.

IV. HazHayeHuMe nekapcTBEHHbIX NpenapaToB rpaxaaHam,
MMeLWMM NpaBo Ha 6ecnyiaTHoe NonyvyeHne fieKapCTBEHHbIX
npenapaTtoB UK NOJlyYeHUe fieKapCTBEHHbIX NpenapaTtoB
CO CKMAKOM, NPU OKazaHMU NepBUYHOMN
MeOUuKO-CaHUTapHOW NoMoLLU

35. Mpu okasaHUM NEPBUYHON MEONKO-CAHUTAPHON NOMOLLUN Ha3HaYeHNE MEANLMHCKM PabOTHUKOM
Ha OCHOBE KIIMHWYECKMX PEKOMEHZAUMA M C Y4eTOM CTaHOapTOB MeOMUMHCKOW nomowm <17>
nekapCTBEHHbIX MpenapaToB, OTNyckaeMblx 6ecnnaTHoO Uy Co CKUAKOW, rpaxaaHam, MMeLMM NpaBo Ha
obecrneyeHne fekapCTBEHHbIMW Npenapatamu 3a cyeT cpeactB  OHOKETHbIX  acCUrHOBaHWMA
denepanbHoro Owmketa m GropkeToB cybbektoB Poccurickon depepauumn, OCYLWIECTBSETCS Ha
peuentypHom 6naHke N 148-1/y-04(n).

<17> Cratba 37 ®epepanbHoro 3akoHa N 323-d3 (CobpaHue 3akoHoaatenbcTBa Poccumnckon
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®depnepaumm, 2011, N 48, cT. 6724; 2021, N 27, cT1. 5186).

Mpn odopmnennn peuenta Ha 6naHke dopmbl N 148-1/y-04(n) Ha OymaxHOM HocuTene
ohopMMAITCA ABa 3K3emnnspa, OAMH M3 KOTOPbIX OCTaeTCs B anTe4YHOW opraHvsauun, BTOPOA - B
MeOULMHCKON AOKYMEHTaUMM naumeHTa.

36. l'lpaBo Ha3Ha4aTtb JieKapCTBEHHbIE Mpenapartbl rpaxgaHam, MMerLwnMm npaBo Ha becnnartHoe
nony4yeHne nekapCTBeHHbIX npenapartoB UJTK NMoJtydeHne nekapCTBeHHbIX npenapaTtoB CO CKMOKon, Takke
NMEIOT:

1) MeauuuHckue paboTHUKKM, paboTalolumMe B MeQULIMHCKON opraHu3aLmMm no CoOBMecTUTENbLCTBY (B
npenenax cBoen KoMNeTeHLUum);

2) MeanumHCKme paboTHUKM CTauUOHapHbIX OpraHu3aLunin coLmManbHOro 06CnyXnBaHus Npy HanMyuu
NMLEH3MM Ha OCYLLECTBMEHNE MEeOULMHCKOW AeaTenbHOCTU <18>, npegycmaTpuBalollen BbINOSHEHNE
paboT (okasaHuWe ycnyr) MO OKas3aHWK MEPBUYHON MEAUKO-CaHUTapHOW MOMOLLUM B amMbynaTopHbIX
yCNnoBusiX (HE3aBUCUMO OT BEAOMCTBEHHOW NPUHAANEXHOCTH);

<18> lNyHKT 46 yactn 1 ctaTemn 12 degepancHoro 3akoHa N 99-93 (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®egepaunn, 2011, N 19, cT. 2716; 2021, N 27, cT. 5159).

3) mMeguuMHckme pabOTHUKM MEeOULMHCKUX OpraHu3auun, OKasblBaloWMX MEepBUYHYI0 MEOUKO-
CaHWUTapPHYK MNOMOLLb, NOABEOOMCTBEHHbIX (befeparnbHbiM OpraHamM MCMOMHUTENbHOW Bractu Wnu
opraHam UCNoNHUTENbHOM BNnacTu cybbektoB Poccuiickon Peaepaumm;

4) wvHpguBMayanbHble npeanpuHUMaTeny, OCYLLECTBRSIOWME MEeANUMHCKYIO OesTeNbHOCTb U
BKITIOYEHHbIE B pPEECTp MeOULUMHCKUX OpraHM3auui, OCYLLECTBSOWMX AenaTenbHoCTb B cdepe
065s13aTENBHOM0 MEAMLMHCKOIO CTPaxoBaHus.

37. npl/l Ha3Ha4YeHn JNneKapCTBEHHbIX NpenapaTtoB rpaxgaHam, MMerLwnmv npaBo Ha becnnaTtHoe
nonyyeHne JneKapCTBEHHbIX MpenapatoB Ui nonyyveHume JneKapCTBEHHbIX MpenapaTtoB CO CKngkomn, B
peuenTte YyKa3blBaeTCA HOMep Teﬂe(bOHa, no KOTOpOMY pa6OTHl/IK anTeyHon opraHunsaunm npu
HeobXxo4MMOCTM MOXET cornlacoBatb C MEANLMHCKUM pa6OTHl/IKOM 3aMeHy JleKkapCTBEeHHOro npenapara.

38. HasHayeHne HapKoTUYEeCKMX 1 NCUXOTPOMHBLIX NIeKapCTBEHHbIX NpenapaTtoB cnucka |l MNepeyHs
(3a ucknoyeHneM fnekapCTBEHHbIX NpenapaToB B BMAe TpaHCAepMarbHbIX TepaneBTUYECKUX CUCTEM, a
Takke NnekapcTBEHHbIX NpenapaToB, cogepX)allnx HapKOTUYEeCKoe CPeacTBO B COMETAHMUN C aHTAarOHNCTOM
ONMOMAHBIX PeLenTopoB) rpaxgaHaMm, MMeWMM npaBo Ha 6GecnnaTHOe nonyyeHue neKapCTBEHHbIX
npenapaToB UMNn NOMyYeHUs NekapCTBEHHbIX NpenapaToB CO CKUAKOW, OCYLLIECTBIISAETCA Ha peLenTypHOM
onaHke dopmbl N 107/y-HI1, K KOTOPOMY [OMONMHUTENBLHO OPOPMIIAETCH PeLEenT Ha peLenTypHOM OnaHke
dopmbl N 148-1/y-04(n) (B OBYX 3K3eMnnisipax npu oopmiieHMn Ha ByMaxxHOM HocuTene).

39. HasHayeHune HapKkoTUYECKMX M MCUXOTPOMHbIX NeKkapCTBEHHbIX NpenapaTos cnucka Il MNepeyHs B
BUAE TpaHcAepMarnbHbIX TepaneBTUYECKUX CUCTEM, HAPKOTMYECKMX NEKapCTBEHHbIX npenapaToB crnucka
Il TlepeyHsn, cogepxawmx HapKOTMYECKoe CPEeACTBO B COYETaHWM C aHTaroHWCTOM  OMWOMAHBIX
peuenTopoB, MCUMXOTPOMHbLIX JleKapCTBEHHbIX npenapatoB cnucka Il lMepeyHs, nekapcTBeHHbIX
npenapaToB, BKMOYEHHbIX B nepedeHb [MKY, cogepxawmxca B noanyHkre 2 nyHkrta 11 Hactoswero
Mopsaka, npegHasHayeHHble ANS feYeHWs rpaxgaH, Mmelowmx npaBo Ha OecnnatHoe nonyyeHuve
nekapcTBEHHbIX NpenapaToB UK NonyvyeHne nekapcTBEHHbIX NpenapaToB CO CKUAKON, OCYLLECTBIIAETCS
Ha peLenTypHbIx 6rnaHkax coopm N 107-1/y nu N 148-1/y-88, Kk KOTOpPbIM OOMNOMHUTENBHO OdOpPMIIAETCA
peuenT Ha peuenTypHom 6naHke copmbl N 148-1/y-04(n) (B ABYX 3k3emnnsipax npu o@opmMIIEHMN Ha
BymaxxHoM HocuTene).

Mpunoxexue N 1

Kk MNopsagky HasHaveHus
nekapcTBeHHbIX NpenapaTos,
YTBEPXAEHHOMY MPUKa3oM
MwuHucTepcTBa 30paBoOXpaHeHus
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Poccuickon ®enepauun
oT 24 Hos16pst 2021 r. N 1094H

KOJNMMYECTBO
HAPKOTUYECKUX CPEACTB UNU NCUXOTPOIMNHbIX BELLECTB, KOTOPOE
MOXET BbITb BbIMUCAHO B OOHOM PELIENTE

N MexayHapoaHoe HenaTeHTOBaHHOE dopma Bbinycka u KonuyecTtBo
n/n HavMeHOBaHWe HapKOTUYECKOro U A03MpoBKa
NMCUXOTPOMHOTO FIeKapCTBEHHOTO
npenaparta
1. BynpeHopduH + HanokcoH Tabnetku 60 TabneTtok
cybnuHreanbHble 0,2 Mr + | (ynakoBka, kpatHasa N
0,2 mr 20)
2. bynpeHopdmH PactBop A4ns uHbekuun, 30 amnyn (wnpuy-
0,3 mr/mn 1 mn TOOMKOB)

3. BynpeHopduH TpaHcoepmarnbHbIf
nnacTblpb
35 mkr/vac 20 nnacTblpen

52,5 mkr/yac 10 nnactbipen

70 mkr/yac 5 nnactbipen

4, MopduH PactBop A4ns uHbekuun,

20 amnyn (wnpwu-

acTBOP Ans NOAKOXHOIo
P PA A THOOUKOB)

BBegeHunsa 10 mr/mn 1 mn

5. KogewH + MopdwuH + HockanuH + PacteBop Anst nogkoxHoro

ManaBepuH + TebanH BBEAEHUNA

0,72+5,75+2,7+0,36 +
0,05 mr/mn 1 mn

1,44+115+54+0,72 +
0,1 mr/mn 1 mn

20 amnyn

6. TpumenepnauH TabneTkn 25 mr 50 TabneTtok

7. TpumenepnaunH PactBop ans HbEeKLUN

10 mr/mn 1 mMn 20 amnyn (wnpuu-

20 mr/mn 1 mn Tio61KOB)
8. MopduH Tabnetku (kancynbl) 180 TabneTok
NPOSIOHIMPOBAHHOIO (kancyn)
aencreus 60 TabneTok (kancyn)
10 mr 40 TabneTok (kancyn)
30 mr 20 TabneTok (kancyn)
60 mr 20 TabneTok (kancyn)
100 mr
200 mr
9. MopduH TabneTkn
5wmr 100 TabneTok
10 mr 100 TabneTok
10. MopduH Kannu ana npuema 4 pnakowa

BHYTpb 20 mr/mn 20 mn

11. MopduH PacTtBop anga npuema
BHYTPb (MOHOZ03bl)




2 mr/mn 5 mn
6 mr/mn 5 mn
20 mr/mn 5 mn

100 amnyn n/a
80 amnyn n/a
30 amnyn n/a

12. OkcunkoaoH + HanokcoH Tabnetku
MPOTIOHIMPOBaHHOIO
aencreus
5wmr+2,5mr 100 TabneTok
10 mr+ 5 wmr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTtok
13. | MponnoHundeHnnaTokcuaTUNNMnepuauH | TabneTtku 3alleyHblie 20 50 TabneTtok
Mr
14. deHTaHun Mnactbipb
12,5 mKr/uac 20 nnacTblpen
25 mkr/vac 20 nnacTbipen
50 mkr/vac 10 nnactbipen
75 MKr/4ac 10 nnactbipen
100 mkr/yac 10 nnactbipen
15. deHTaHun Cnpei HasanbHbIN
®nakoH 50 mkr/gosa
2,0 mn (10 po3) 24 cnakoHa
3,2 mn (20 po3) 12 donakoHoB
5,0 mn (40 po3) 6 dnakoHoB
dnakoH 100 mkr/gosa
2,0 mn (10 po3) 12 cpnakoHoB
3,2 mn (20 po3) 6 donakoHoB
5,0 mn (40 pgos) 3 dhnakoHa
dnakoH 200 mkr/gosa
2,0 mn (10 pgos) 12 conakoHoB
3,2 mn (20 pos) 6 dnakoHoB
5,0 mn (40 pgos) 3 chnakoHa
Mpunoxexne N 2
K MNopsaky HasHayeHus
NeKapCTBEHHbIX Mpenaparos,
YTBEPXKAEHHOMY MPUKA30M
MwuHMCcTepCcTBa 34paBOOXpPaHEHNS
Poccuiickon ®epepauun
oT 24 Hos16pst 2021 1. N 1094H
CnpaBo4HO
PEKOMEHOOBAHHbIE K UICMOJIb3OBAHUIO COKPALLEHUA
NMPU OPOPMITIEHUU PELIENTOB
N CokpalieHune MonHoe HanucaHune

MepeBog




n/n

1. aa ana no, NOPOBHY

2. ac., acid. acidum KMcnota

3. aer. aerozolum aspo30sb

4, amp. ampulla amMmnyna

5. ag. agua BoAda

6. ag. purif. aqua purificata BOJA O4ULLEHHAS

7. but. butyrum macno (TBepaoe)

8. caps. capsula Karnicyna

9. comp., cps compositus (a, um) CINOXHbIV

10, D. Da (Detur, Dentur) Buinalt (Tlyere suinaro, Mot Gyaer

11. D.S. Da, Signa Detur, Signetur Bbmii;ﬂ‘ﬁ?Hg;zsril};iTengyﬂeT

12. D.t.d. Da (Dentur) tales doses Beinait (Mycre Gggsy; BbilaHbI) Takne

13. dil. dilutus pasBedeHHbIN

14. Div. in p. aeq. Divide in partes aequales Pasgenu Ha paBHble YacTu

15. emuls. emulsio amynbcus

16. extr. extractum 3KCTPAKT, BbITSXKKA

17. in enem. in enemas B MMKPOKIIM3Max

18. F. Fiat (fiant) MycTb obpasyeTtca (obpasytoTcs)

19. gran. granulum rpaHynbl

20. gt., gtt gutta, guttae Kanns, kannm

21. gtt. peror. guttae peroralis Kannu aAng npuema BHyTpb

22. inf. infusum HacToun

23. in amp. in ampullis B amnyrnax

24. in tab. in tab(u)lettis B TabneTkax

25. | intab. prolong. in tab(u)lettis prolongatis B Ta6neLKS§B%gg;gc;:?gﬁBaHHb'M
in tab. prolong, _ _ . _ B TabneTkax C NPONIOHIMPOBAHHBIM

26. obd. in tab(u)lettis prolongatis obductis BbICBOOOXAEHMEM, NOKPLITHIX

0o6onoukom
27. in tubul. in tubulis B TroOUKax
28. lin. linimentum NMHUMEHT




29. lig. liquor XWNOKOCTb

30. lot. lotion NOCbLOH

31. m. pil. massa pilularum nuntonbHas Macca
32. membr. bucc. membranulae buccales NNEeHKN 3aLleyHble
33. M. Misce, Misceatur (MycTs g/ﬁifiﬂemam)
34. mixt. mixtura MUKCTYypa

35. N. numero YMCIIOM

36. ol. oleum mMacno (>kugkoe)

37. past. pasta nacra

38. pil. pilula, pilulae NUNIONS, NUNIX
39. p. aeq. partes aequales paBHble YacTu

40. ppt., praec. praecipitatus OCaXOEHHbIN

41. pulv. pulvis NOPOLLIOK

42. g.s. guantum satis CKOIbKO NOTpebyeTcs, CKONbKO Haao
43. r., rad. radix KOp€eHb

44, Rp. Recipe Bosbmu

45, Rep. Repete, Repetatur MosTopu (MycTe GyaeT NOBTOPEHO)
46. rhiz. rhizoma KOpHeBMWLLEe

47. S. Signa, Signetur 0603:%225232:2;3 yAet
48. sem. semen cems

49, simpl. simplex npocTtomn

50. Sir. sirupus cupon

51. sol. solutio pacTBop

52. spr. spray cnpen

53. Spr. nas. spray nasale cnpewn HasanbHbIN
54. supp. suppositorium cBeya, Cynno3nTopun
55. susp. suspensio CyCreHsus, B3BeCb
56. tab. tab(u)letta Tabnetka

57. t-ra, tinct. tinctura HacTouka

58. tubulis tubulis THOOWKM

59. STT Systema Therapeutica Transcutanea TparcaepmansHas

TepaneBTuyeckas Cncrema




60. ung. unguentum

Ma3b

61. vitr. vitrurn

CKIAHKa

Mpunoxexue N 2

K Nnpukasy MuHMCTepcTBa 34paBOOXpaHeHs!

Poccuickon denepaumm
oT 24 Hos10pst 2021 1. N 1094H

®OPMA PELIEMTYPHOI'O BNAHKA N 107-1/Y

MwuHUCTEepCTBO 3apaBooxpaHeHnst Poccuinckon Kog dhopmbl no OKY[
denepaumm Kopg yupexaenusa no OKIO

MeamuunHckasn JoKyMeHTaums

HaumeHoBaHue (wtamn) dopma N 107-1/y

MeAVLMHCKON opraHmM3aLmm YTBepXaeHa npmkasom
MuHucTepcTBa 3apaBoOXpaHeHns
Poccuiickon ®egepauun
OT 24 Hos16psa 2021 1. N 1094H

HaumeHoBaHuWe (uTamn) MHAMBMAYaANbHOro
npeanpvHumaTens (ykasatb agpec, Homep 1
AaTy NMUeH3nn, HaMMeHOoBaHne opraHa
rocyaapCcTBeHHOW BNacTu, BblAaBLLEro
NNLEH3NIO)

PELUENT
(B3pOCHbIN, OETCKUIA - HY>XHOE NOAYEPKHYTD)
" 20 .

damunus, nHMUManbl UMeHn 1 oT4ecTBa (NocnegHee - Npu Hanu4mn)
naumeHTa

[aTa poxaeHuns

damunus, nHMUManbl UMeHn 1 oT4ecTBa (NocnegHee - Npu Hanu4mn)
neyvaulero Bpaya (dpenballepa, akyLepku)

py6.|kon.| Rp.
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MNognuckb M.IM.
W neyaTb fevallero Bpava
(noanuck henballepa, akyLepkn)

PeuenT mencTBuUTeJieH B TeueHme 60 muHel, mo 1 roma ( )
(HyXHOEe INOOUEPKHYTH) (yxkazarThb
KOJIMUECTBO IHEel)

O6opoTHasa cTopoHa

OTmeTKa 0 HazHa4YeHWUU NeKapCTBEHHOIO
npenapara no peLleHnio BpayebHoli koMmmuccum

MpurotoBun Mposepun Otnyctun

®OPMA PELENTYPHOI'O BJTAHKA N 148-1/Y-88

MuHucTepcTBO 3apaBooxpaHeHus Poccuiickon Koa cdopmbl no OKY[] 3108805
depepaumu MeouumHckasa AOKyMeHTauus
dopma N 148-1/y-88
HanmeHoBaHwue (wtamn) YTBepx/aeHa NpuKkasom
MEeAULIMHCKON opraHu3aumm MuHucTepcTBa 30paBoOXpaHeHus

Poccunckon degepaumm
oT 24 Hos16pst 2021 r. N 1094H

HaumeHoBaHue (wWTtamn) MHAMBMAYaNbHOrO
npegnpuHumartens

(ykasaTb agpec, HoOMep u aaTy NUUeH3nn,
HaMMeHOBaHWe opraHa rocyaapcTBeHHOMN
BMacTW, BblAABLLErO NIULLEH3NIO)

e [ | L] L) LInL) L) L) L L

PELUENT " 20 T
(baTa obopmneHusa-peuenTa)

(B3pOCnbIN, OETCKUN - HY>KHOE NOAYEPKHYTb)

damunus, nHMUManbl UMeHn 1 oT4ecTBa (NocnegHee - Npu HanuM4mn)
nauveHTa

[aTa poxaeHus

Agpec mecta xuTtenbctBa unv N mMeguuUMHCKOM KapTbl aMOynaToOpHOro nauueHTa, nony4atoliero
MeaULMHCKYHO nomMoLlb B aM6ynaTopr|x ycnoBuax

damunus, nHMUManbl UMeHn 1 oT4ecTBa (NocnegHee - Npu Hanu4mn)
nevaulero Bpaya (penballepa, akywepku)
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Moanuck 1 nevaTthb fedvallero Bpaya
(noanuck enballepa, akyLepkn)

M.TT.

PeuenT nencreButenex B TeveHne 15 gHen

O6opoTHasg cTopoHa

OTmMeTKa 0 Ha3Ha4YeHUn JNleKapCTBEHHOIo

npenapara no peLieHnio BpayeGHoli KoMuccum

MpurotoBun

Mposepun

Otnyctun

SOPMA PELENTYPHOIO BITAHKA N 148-1/Y-04(I1)

MuWHUCTEPCTBO 3a4paBOOXpPaHEHUS
Poccuiickon ®epepauun

LWramn
Kog

MeOULMHCKOW opraHu3aLmm

YTBEPXOEHA
MECTO npukasom MuHucTepcTsea
anA 37 paBoOXpaHeHus
LWTPUXKO Poccunckon ®egepaummn
OA <*> OT 24 Hos16psi 2021 1. N
1094H

Lramn
Kopn

nHanBmnayanbHOro npegnpuHumMaTens

Kog cdopmbl no OKY[] 3108805

®opma N 148-1/y-04(n)
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Kon Kop Ho3onornyeckon MICTOYHUK (hrHaHCKMpOBaHUS:

KaTeropuu dopmbl (no MKB) (mogYepKHYTb)
rpaxkgaH % onnatbl:
1. ®egepanbHbin BlogxeT (noo4epkHyTb)
2. bropxeT cybbekTa Poccuiickon
denepaumm

3. MyHuumnanbHbIn GlooxeT
1. becnnatHo

2.50%
3. nHon %
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PELENT Cepus N [aTa odhopmneHus: 20 T.

damunus, uHUMUManbl MMEeHUM U oT4vecTBa (rlocnep,Hee - npun
HaJ'IVI‘-IVIVI) nauneHTa [aTta poxaeHusa

CHUNC

N nonuca
obszaTenbHOro
MeOULIMHCKOro
CTpaxoBaHus:

Homep MeOuLMHCKOM KapTbl nauneHTa, nosiydawuwiero MmeamumnHCKyro nomMolLlb B aM6ynaTopr|x
ycnoBuax

damunus, nHMLMansL UMeHU 1 oT4ecTBa (MocneagHee - Npy Hanuyun)
neyvallero Bpaya (denbaluepa, akyLiepku)

Py6. Kon. R D ettt e e e




Moanuck 1 neyaTb fevallero Bpaya
(noanuck henballepa, akyLepkn)

M.TT.

PeuenTt genictBuTeneH B TedeHne 15 gHen, 30 gHen, 90 aHewn (Hy>KHOe NoAYEpPKHYTb)

OTnyLeHo no peuenTy:

TOpI’OBOG HanmMmeHoBaHne n o3npoBKa:

[ata otnycka: " " 20

KonnyecTtBo:

MpuroTtoBun:

Mposepun:

OtnycTtun:

(nnHKs oTpbIBA)

Kopeluok peuentypHoro 6naHka

HanmeHoBaHue
nekapcTBEHHOro npenapara:

[o3npoeka:

Cnocob npMMeHeHus:;

MpogomknTeneHOCTb OHen
KonuyecTtBo NnpuemoB B A€Hb: pas
Ha 1 npnewm: en.

<*> B cny4ae W3roToBneHus
TEXHOMOrnn.

O6opoTHasi CTopoHa

peuentypHoro 6naHka C WCMOMb30BaHWEM KOMIMbHOTEPHBLIX

OTMeTKa 0 Ha3HauYeHUU NekapCcTBEHHOro
npenapara no peLieHnio BpayeGHoli kKoMmuccum

MpurotoBun Mposepun Otnyctnn
MpunoxeHue N 3
K npukady MuHncTepcTBa 34paBoOXpaHeHNs
Poccuiickon ®epepauuu
oT 24 Hosi6pst 2021 r. N 1094H
NOoPAOOK

OPOPMIIEHUA PELIENTYPHbIX BJTAHKOB HA JIEKAPCTBEHHbDIE MNMPEMAPATDI,
MX YYETA U XPAHEHUA



l. OdbopmneHune peuenta Ha 6ymakHOM HocuTene

1. Ha peuenTtypHbix 6nankax doopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B NeBOM BEpXHEM
yrny npocTaBnsgeTcs wramn MeAULUHCKOW OpraHuv3aumm C ykasaHuem ee HauvMeHOBaHWs, agpeca U
TenedoHa ¢ AaTou BbIMMCKM (AaTon ohopMIIeHns) peLienTta Ha NiekapCcTBEHHbIV npenapar.

JdononHutenbHo Ha peuenTypHom 6naHvke opmbl N 148-1/y-04(n) npocTaBnaeTcsa koA
MeAMLIMHCKON OpraHm3auumn B cOOTBETCTBMM ¢ OCHOBHbIM rOCY4apCTBEHHLIM PErMCTPALNOHHBIM HOMEPOM
(oanee - OI'PH).

Cepus peuentypHoro 6naHka dopmbl N 148-1/y-04(n) BkntodaeT kog cybbekta Poccuiickon
denepaummn, COOTBETCTBYIOLWMIA ABYM MepBbiM Lndpam OB6Liepoccuinckoro knaccudukatopa obbeKToB
aAMWHUCTPAaTMBHO-TeppUTopmansHoro aenexus (ganee - OKATO).

PaspeluaeTcsa nsrotasnueatb peuentypHble 6narkm doopmbl N 107-1/y n popmbl N 148-1/y-04(n) ¢
NMOMOLLIbKO KOMMBIOTEPHBIX TEXHOMOMMIA.

PeuentypHble ©naHkn dopmbl  opmbl N 148-1/y-88 u3rotaBnmMBatoTCA  UCKIHOYUTENBHO
TMnorpadpckmm cnocobom.

2. Ha peuenTtypHbix 6naHkax, odopMnsemMbix WHAMBUAYANbHLIMA MNPEeAnpUHMMAaTENSMMU,
UMELLMMUN NNLIEH3NI0 HA MEAMLMHCKYIO AeATENbHOCTb, B BEPXHEM JIEBOM Yriy TMNOrpadyCckum cnocobom
unu nyTem nNpocTaBneHus Wwtamna OOmKeH ObITb ykadaH agpec MHAMBWMAYanbHOro npeanpuHumartens,
HOMep 1 gaTa NMUEH3Mn, HaMMeHOBaHNe opraHa rocy4apCTBEHHOWN BracTy, BbIAABLUETO NNLIEH3NIO.

3. PeuentypHble 6naHkm dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) 3anonHstoTCA
MEeOULMHCKUM PabOTHUKOM YEPHUNAMU UITN LLIAPWKOBOMN PYYKOW.

4. JonyckaeTtcs odopmMneHme BCcex PekBM3UTOB (3a UCKIoYeHnem peksusuTa "lMognuck nevawero
Bpaya (nognucb cpenbawepa, akywepku") peuenTypHbix 6naHkoB dopmbl hopmbl N 107-1/y, dopmbl N
148-1/y-88 n popmbl N 148-1/y-04(n) ¢ ncnonb3oBaHMEM NevaTaroLmMx YCTPONCTB.

5. OdopmneHne peuenTypHbix 6naHkoB dopmbl N 148-1/y-04(n) BkmoYaeT umdposoe
KOAMpOBaHue.

LincdbpoBoe kogmpoBaHue ykasaHHbIX peLenTypHbIX 6riaHKoB BKIOYaEeT:

1) ko meguuuHckon opraHusauuu (OMPH) wunu kog wHAnBMAyanbHOro npeanpuHMmarens B
cootBeTcTBMM C OCHOBHbIM TOCYAapCTBEHHBIM PErMCTPALMOHHBIM  HOMEPOM  WMHOMBWAYaNbHOrO
npeanpuHumaTtens (ganee - OF'PHWIT), npocTtaBnsiemMbIn Npyu U3roTOBNEHWUN peLienTypHbIX BraHKoB;

2) ko KaTeropuu rpaxkgaH, MMeKLIMX MpaBO Ha MOMy4YeHWe IeKapCTBEHHbIX MpenapaTtoB B
COOTBETCTBUU CO cTaTbel 6.1 depepanbHoOro 3akoHa ot 17 uona 1999 r. N 178-®3 "O rocyaapCcTBeHHOM
coumanbHon nomowmn" <1>, n Ko Hosomnormyeckorn dopmbl no MexayHapoaHOW CTaTUCTUYECKOM
knaccudukaumm 6onesHen n npobnem, cBsA3aHHbIX co 3gopoBbem (10-n nepecmoTp) (oanee - MKB),
3anorHsieMble fevalum BpadoM MyTEM 3aHECEHUs KaxAow UMdpbl B NyCTble SYEVKKU, NPU 3TOM TOYKa
NpocCTaBrsieTcsl B OTAENbHOM siUelike;

<1> CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepauun, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

3) otmeTky 06 wucTouHuke UuHaHCUpoBaHuA (depepanbHbii Owmket [1], GogxeT cybbekTa
Poccuiickon ®epepaumu [2], myHuumunansHbein 6ogxeT [3]) n npoueHTe onnaTtel peuenta (6ecnnaTtHo [1],
50% [2], nHown % [3]);

4) WTpUX-Koa - OOMOSNIHUTENbHLIA PEKBU3UT (B Cry4yae W3roTOBIEHWUS HA TeppuTopuu cybbekTa
Poccuiickon ®eagepaunn peuenTypHOro 6naHka ¢ UCnofb30BaHMEM KOMIMbIOTEPHBLIX TEXHOMOTUNR).

6. B peuenTtypHbix 6naHkax copm N 107-1/y, N 148-1/y-88 n N 148-1/y-04(n) B rpace "®amunus,
WHMLManbl MIMEHM 1 oT4yecTBa (mocrnegHee - Npu HanNuyYum) nauueHTa" ykasbiBatoTCcs aMmunms, nHuymnansl
WUMEHU 1 OTYECTBa (nocrnegHee - Npu HanMynm) NayueHTa.
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7. B peuenTypHbix 6naHkax dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) B rpace "[arta
poxaeHusa" ykasblBaeTcsa gata poxaeHus naumeHTa (YMcno, Mecsu, rog).

[ononHntensbHO B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 1 dopmbl N 107-1/y ans geten B
Bo3pacTe Ao 1 roga B rpadpe "[Jata poxgeHusa" ykasbiBaeTCs KOSIMYECTBO NOSTHbIX MECSLIEB.

8. B peuenTypHbIx 6naHkax oopmbl N 148-1/y-04(n) B rpachax "CHUINC" n "N nonunca obasatensHoro
MEeOULMHCKOrO CTpaxoBaHMsA" YKasblBalOTCA CTPaxoBOW HOMEp WHAMBMAOyanbHOrO MMLEBOro c4yeta
rpaxgaHuHa B NeHcnoHHom cdoHae Poccuiickon Pepepaumm (CHUNC) (npy Hannyun) n Homep nonuca
065a3aTEeNbHOr0 MEAMLMHCKOIO CTPaxoBaHus.

9. B peuenTypHbIx 6naHkax dopmbl N 148-1/y-88 B rpadche "Agpec MecTa XuTenbcTBa UM Homep
MEOULMHCKON KapTbl MauueHTa, Mofyyalowero MeguuMHCKYH MoMoLb B amMOynaTtopHbIX ycroBusx”,
yKasbiBaeTCs MOYTOBbIA agpec MecTa XWTenbCTBa (MecTa npebbiBaHWs unu mecta (aKTM4ecKoro
NPOXMBaHUA) NaumeHTa nnm Homep MegULNHCKOWN KapThl NaumMeHTa, nonyyaroLero MeanLmnHCKyo NoMOLLb
B aMBynaTopHbIX YCNOBUSX <2>.

<2> [puka3 MuHucTepcTBa 3gpaBooxpaHeHus Poccuiickon ®epgepauun ot 15 gekabpsa 2014 r. N
834H "O6 yTBEpPXOEHUN YHUDPUUMPOBAHHBIX (POPM MEOULMHCKOW [OOKYMEHTauuW, WCMNONb3yembiX B
MEOULMHCKUX OpraHnsaumsax, OKasblBaKLMX MEAULUMHCKYIO MOMOLWb B amMOynaTopHbIX YCMOBUSX, U
nopsigkoB No mx 3anonHeHmi" (aanee - MNpukad N 834H) (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMK
Poccuiickon ®epepaunn 20 despans 2015 r., pernctpaumorHbin N 36160) ¢ nsmeHeHnsaMmn, BHECEHHBLIMU
npukazamm MwuHucTepcTBa 3gpasBooxpaHeHuss Poccumnckon Pepepaumm oT 9 aHBapsa 2018 r. N 2
(3apervctpupoBaH MwuHuctepcTBom toctuumm  Poccuiickon  ®epepauumn 4 anpens 2018 r.,
pervctpaunoHHbin N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apernctpnpoBaH MUHUCTEPCTBOM OCTULMK
Poccuiickon ®eanepaunn 27 Hoabps 2020 r., permctpaumoHHsin N 61121).

YkasaHue un agpeca MmecTta XutenbCcTtBa U HOMepa MEANLNHCKOMN KapTbl nauueHTa, nony4arLuero
MeANLUMHCKYH0 NOMOLLb B aM6ynaTopr|x YCnoBUuaAX, HE ABNAETCA OLUNOKOW.

B peuentypHbix 6naHkax dopmbl N 148-1/y-04(n) B rpade "Homep MeaMLMHCKON KapTbl NauueHTa,
nofyyapLero MeauLUMHCKy0 MOMOLLb B amBynaTopHbIX yCrnoBuaX" yKasbiBaeTCsd HOMep MeAMLUHCKON
KapTbl MauneHTa, Nony4vanLwero MeaMuUHCKy0 NOMOLLb B amBynaTopHbIX YCNoBUAX <3>.

<3> lNpukas N 834H.

10. B rpade "d®amunus, nHuumnansl MMeHu u otyecTBa (nocnegHee - Npy HanNU4MK) nevatlero Bpaya
(dbenbawepa, akywepkn)" peuenTypHbix G6naHkoB dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3blBaOTCA MOMHOCTbIO haMunusl, MHUUMaNbl WMMeHW, OTYecTBa (nocrnegHee - MpU  HanmMymm)
MeauuUMHCKoro paboTHMKa, Ha3HauYMBLLETO NEKapCTBEHHbIe NpenapaTbl 1 0dOpMUBLLETO peuenT.

11. B rpade "Rp" peuentypHbix GnaHkoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
yKasblBaeTCs:

1) HaMMeHOBaHWe nekapcTBEHHOTO NpenapaTta (MexayHapoAHOe HenaTeHTOBaHHOE HaMMEHOBaHWe,
rpynnUpoBOYHOE UMN XUMUYECKOE HaMEeHOBaHWE, TOProBOe HAMMEHOBaHWUE) Ha NAaTUHCKOM A3bIKE UMW Ha
pycckoM f3blke, hopMa BbIMycka, 4O3UPOBKA, KONMWYECTBO (yKasbiBaeTCs MPOMUCLI0 Ha peLenTypHOM
6naHke dopmbl N 107/y-HIT);

2) cnocob NpuMMEHeHMs FeKapCTBEHHOro MpenapaTta Ha rocyaapCcTBEHHOM A3blke Poccuickon
dPepepaumm unu Ha rocygapcTBeHHOM si3blke Poccuiickon ®Pepepauum M rocyAapCTBEHHOM SI3bIKe
pecnybnuk n nHbIx a3blkax Hapogos Poccuiickon depgepaunm <4>.

<4>Yactb 1 ctatbk 15 3akoHa Poccuiickon ®enepaunn ot 25 oktabpa 1991 r. N 1807-1 "O asblkax
HapogoB Poccunckon ®enepaunn” (nanee - 3akoH N 1807-1). (BegomocTy cbesfa HapoaHbIX AenyTaToB
PC®CP 1 BepxosHoro Coseta PCPCP, 1991, N 50, c1. 1740; CobpaHue 3akoHoaaTenbcTBa Poccuiickon
®depnepaumm, 1998, N 31, ct. 3804).
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KoHcynbTaHTlm0C: npumeyaHue.
Hymepauus nyHKTOB AaHa B COOTBETCTBMM C OpMLMANbHBIM TEKCTOM JOKYMEHTA.

13. Mpwn opopmneHun peLenTypHbIX BNaHKOB 3anpeLlaeTcs orpaHNYMBaThCs OBLLNMMK yKazaHMaMM,
Hanpumep, "BHyTpeHHee", "N3BeCcTHO".

14. PeuenT, ohopMIeHHbI Ha pelenTypHom 6naHke dopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(n), nognucbIBaeTca MEAULMHCKMM PabOTHMKOM U 3aBEPSIETCS Er0 NeYaThbio.

PeuenT, opopmneHHbIn Ha peuenTypHoM 6naHke dopmbl N 148-1/y-88 1 cbopmbl N 148-1/y-04(n),
OOMNOMHUTENBHO 3aBepaAeTCH nevyaTbio MeAULIMHCKON opraHm3aumm "Ona peuentos".

[nsa peuenta, ocopMneHHoOro Ha peuenTypHom 6naHke cdopmbl N 107-1/y, Hannyme neyatn "Ons
peuenToB" He ABMSeTCSH 06A3aTeNbHbIM.

15. Ha ogHom peuentypHom 6naHke copmbl N 148-1/y-88 n popmbl N 148-1/y-04(n) paspeluaetcs
OCYLLECTBNATb Ha3Ha4YeHMe TONbKO O4HOIro HAMMEHOBaHUS NEeKapCTBEHHOrO nNpenapara.

Ha ogHom peuentypHoM 6naHke dopmbl N 107-1/y paspellaeTcs OCyLEeCTBNATb Ha3Ha4YeHue
TONbKO OHOTO HAMMEHOBAaHUS NEKAapPCTBEHHOIO Npenapara, oTHocsALlerocs no ATX K aHTUNCUXOTUYECKUM
cpencteam (kog NO5A), aHkcmonutmkam (kog NO5B), CHOTBOPHbBIM U cegaTuBHbIM cpeacTBam (kog NO5C),
aHTugenpeccaHtam (kog NOGA) m He nognexawiero npegMeTHO-KONMMYECTBEHHOMY Y4YeTy, U OO0 Tpex
HaVMEHOBaHWUI NEKapCTBEHHbBIX NPenapaToB - A1 MHbIX JIEKAPCTBEHHbIX NPenapaToB, HE OTHECEHHbIX K
BbllLeyKa3aHHbIM ATX.

16. VcnpaBneHns B peLenTte He JONyCKaloTCS.

17. MNpun odpopmneHumn peLenTypHblx 6naHkoB dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) Ha
nekapcTBeHHbIe NpenapaThbl, HA3Ha4YeHHbIE MO peLLeHnto BpadyebHo KoMnccun, Ha 06opoTe peLenTypHOro
BnaHka cTaBuTCA cneumanbHasg oTMeTka (Wwtamn).

18. Ha peuentypHoM 6naHke dopmbl N 148-1/y-04(n) BHU3Y uMeeTCs NMMHUS OTpbIBa, pasgenstoLlas
peLenTypHbIN BNaHK 1 KOPELLOK.

Kopelwok oT peuenta, ohOPMIIEHHOrO Ha yKka3aHHOM peuenTypHOM GnaHke, BblAAeTCs MauMEHTy
(ero 3akoHHOMY npeacTaBUTENK) B anTe4YHOM OpraHuM3auuu, Ha KOpellke [fenaetca OoTMeTka O
HanMeHOBaHUM NnekapCTBeHHOro npenaparta, 403MpoBKe, KoJ1n4yecTBe, cnocobe NPpUMEeHeHNA.

Il. ObopmneHune peuenta B hopmMme 3JIEKTPOHHOIO AOKYMEHTa

19. PeuenT B hopMe 3NEKTPOHHOrO AOKYMEHTa, MOANMCAHHOIO YCUINEHHON KBanuuumpoBaHHON
SMNEeKTPOHHOW MOANuCbIo, hOpMUpYyEeTCA MEeOULMHCKUM pabOTHUKOM, CBEOEHWUSI O KOTOPOM BHECEHbI B
denepanbHbIA perncTp MeguUMHCKMX paboTHUKOB <5>, a Takke Npu YCroBUW pernctpaunm MegMLUHCKON
opraHusaumu, B KOTOPOW ohopMnaeTcs peLenT, B defepansHOM peecTpe MeaULMHCKUX OpraHu3auni <6>
€[IMHON rocyaapCTBEHHOW MHAOPMaLMOHHOW CUCTEMbI B cdhepe 34paBoOXpaHeHUs U NoaKMIoYEHNS Takon
MeAWLMHCKON opraHmM3auuun K rocyaapCTBeHHON MHAOPMaLMOHHOW cucTeme B cdepe 34paBooXpaHeHus
cybbekTa Poccuiickon ®enepauun <7>.

<5> Yactb 4 crtateum 91.1 depepanvHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbCTBa
Poccuiickon ®epepauuu, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 crtatbum 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHoAgaTenbCTBa
Poccuiickon ®epepauun, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<7> Ctatbu 91 n 91.1 ®epnepansHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTensctBa Poccuiickon
®depnepaumm, 2011, N 48, cT. 6724).

20. MNpwn ohopmrieHnn peuienTta B popMe SNEKTPOHHOIO AOKYMEHTa Ha fleKapCTBEHHbIE npenaparsl,
yKkasaHHble B nyHktax 9 n 11 lMopsgka HasHayeHWs nekapCTBEHHbLIX NpenapaToB, YTBEPXAEHHOro
HaCTOALLMM MPUKa30M, N OTMYyCKaeMble 3a NOMHYH CTOMMOCTb, 3arOfHATCA cneayoLmne pekBn3nThbI:

1) kop cybbekta Poccunckon depepaumm no OKATO, onpegensiowmin rocyaapCTBEHHYHO
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WH(OPMaLIMOHHYIO cucTeMy B cpepe 34paBooxpaHeHus cybbekta Poccunckon depepauumn, B KOTOPOU
cchopmMumpoBaH peuenT B (popMe 3NEKTPOHHOIO AOKYMEHTA;

2) HanMeHOBaHWE MegULMHCKOWN OopraHusauunmn, agpec, TeJ'IGQ)OH nnn c*)ammnvm, nHUuumnanbl UMEeHN n
oT4yecTBa (rlocnep,Hee - npu HaJ'IVI‘-IVII/I) nHamBnagyanbHOro npeanpuHunmartend, nMmerwiero JiMueH3n Ha
MEeONUMHCKYH OeATeNIbHOCTb, ero agpec;

3) OI'PH wopuguyeckoro nuua (MeauumHckon opraHmsaumm) mnu OFPHUIM vHamBuayanbHOro
npegnpuHMmaTtens;

4) nata ocopMneHus peuenTa (ykasblBaeTcs YNCNOo, Mecsl, roa);

5) paTta okoHuaHus JencTBua peuenta (PopMUMpyeTCcs rocynapCTBEHHOW WMHAOPMAaLMOHHOW
cuctemon B chepe 3apaBooxpaHeHuss cybbekta Poccuiickon denepaunmm B COOTBETCTBMM CO CPOKaMMm
Adevicteua peuentos: 15 gHen, 30 gHewn, 60 gHen, 90 aHen, o 1 roga);

6) yHMKanbHbI HOMep peuenTa (popmupyeTcs rocygapCTBEHHON MHGOPMALMOHHOW CUCTEMOW B
cepe 3apaBooxpaHeHus cybbekta Poccunckon depepaumm n obecneumBaeT  OOHO3HAYHYHO
noeHTurkauuio peuenta B opMe 3MEeKTPOHHOro AokymeHTa B couveTaHum ¢ OKATO, OIPH wnm
OIrPHUIM);

7) otmeTkm "cito" (cpoyHo) wmnm "statim" (HemeaneHHO) nMpu HEOBXOAMMOCTM CPOYHOrO WUIK
HeMeaneHHOro oTMnycka fiekapCTBEHHOro npenapara nauneHTy;

8) agpec naumeHTa (ykasblBaeTCs MOYTOBbIA agpec MecTa Xutenbctea (Mecta npebbiBaHua wnu
MecTa paKTM4eCKOro NpoXMBaHWs) C ykasaHWeM WHAEeKca, HaumeHoBaHusA Kpasi, obnacTtu, pecnybnuku,
aBTOHOMHOrO OKpyra u umHoro cybwvekta Poccuinckon depgepaumm, HaMmMeHOBaHMSA HAaCeNeHHOro MyHKTa,
HavMeHOBaHus ynuubl (NpocnekTa, mepeyrnka, npoesga), Homepa goma (C yka3aHuem Kopnyca, npu
Hanu4yun), Homepa KBapTUphbl);

9) HOMep 3NEKTPOHHON MEeAMUMHCKOWM KapTbl MauueHTa B roCyAapCTBEHHOW MHMOPMaLMOHHON
cucteme B chepe 3gpaBooxpaHeHus cybbekTa Poccuiickon ®epepauuu;

10) cbamnnug, nms, oT4ecTBO (NOCNeaHee - NPU HaNU4MM) NaumMeHTa NOMHOCTbIO;

11) pata poxaeHus nauumeHTa (ykasblBaeTca u4ucno, Mecsu, rog), Ansa getem o 1 roga
AOMOJSTHUTENBHO YKa3blBaeTCHA KONMMYECTBO MOMHbIX MECSILIEB;

12) hamunus, nHmumansl UMeHU 1 oTYecTBa (NocnegHee - NPy Hanu4yMn) MeguULUMHCKOro paboTHuKa
NOMHOCTbIO;

13) HanmeHoBaHune JIeKapCTBEHHOIO npenaparta (Me)KD,yHapOD,HOG HenaTeHToBaHHOEe
HanMeHOoBaHue, rpynnnupoBoYHOE NN XnMmn4eckoe HanMmeHoBaHue, Toproesoe HaVIMeHOBaHVIe), Ao3npoBKa,
cbopma BbIMyCKa, KonmM4ecTeo (BCG Nno3nunn yKa3biBakoTCA Ha pyCCKOM Fl3bll(e);

14) cnocob npvMeHeHWs NekapCTBEHHOro npenapata Ha rocygapCTBEHHOM HA3blke Poccuickon
degepaumm unn Ha rocygapcTBeHHoM s3blike Poccuinckon ®degepauum 1 rocyaapCTBEHHOM SA3bIKe
pecnybnuk n nHbIx a3bikax Hapogos Poccuiickon ®egepaunm <8>;

<8> Yactb 1 ctatbm 15 3akoHa N 1807-1 (Begomoctn cbesga HapogHbix genytatoB PCOCP u
BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740; CobpaHne 3akoHopaTenbcTBa Poccunckon
®epepaumm, 1998, N 31, c1. 3804).

15) OKYMeHT, NoATBepXKaatoLWuii HasHauyeHWe NekapCcTBEHHOro Npenapara fno peLleHuo BpadeGHom
KOMWUCCUN MeOULMHCKOWN opraHn3aumu;

16) oTMeTKka O Ha3Ha4YeHUU IeKapCTBEHHOro npenapaTta Mo peLleHuto BpaydebHom koMmccum
MEeOVLMHCKON opraHusaumm B Chnydasix, ykasaHHbIX B ab3aue BTOpom nyHkTa 6 lMopsgka HasHaveHus
NeKapCTBEHHbIX MpenapaToB, YTBEPXKAEHHOrO HAaCTOSLLMM MPUKA30M;

17) oTMeTKa 0 cneuuanbHOM HasHauyeHUK JiekapCTBEHHOro rnpenaparta (3anorHsaeTcs B cnydasx,
yKasaHHbIX B MyHkTax 15 n 24 [lMopsgka HasHauyeHWUs feKapCTBEHHbIX MpenapaToB, YTBEPXKAEeHHOro
HacTOALWMM NPUKa30oM);
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18) OTMEeTKa O cneunaribHOM Ha3Ha4YeHUN NeKapCTBEHHOIo npenapara nauneHTy C 3aboneBaHuem,
Tpe6y|ou.|,|/|M ONNTENbHOIro KypCoBOro rneyvyeHuna (3aI'IOJ'IHF|eTCF| B CllyYae, YKa3aHHOM B MYHKTE 23 I'Iopﬂ,u,l(a
Ha3Ha4YeHna nekapCTBEeHHbIX MnpenapaTtoB, YTBEPXOEeHHOro HacToALUM I'IpVIKaSOM) C npocTtaBneHnem
nepnoan4yHOCTK OTNyCKa NekapCTBEHHOro npenapara,

19) npu ohopmrieHUn peLienTa B hopMe 3NEKTPOHHOIO AOKYMEHTA Ha fleKapCTBEHHbIe npenaparThbl,
yKasaHHble B noanyHkTax 2 - 5 nyHkta 9 n nyHkTe 11 Mopsaka HasHayYeHWs1 NekapCTBEHHbIX NpenapaTtos,
YTBEPXAEHHOTO HACTOSILLMM MpUKa3oM, rpaxkgaHam, WMelolwMM MnpaBo Ha OecnnaTHoe nonyvyeHve
neKkapcTBEHHbIX MpenapaTtoB MM MorMyyeHne NeKkapcTBEHHbLIX MpenapatoB CO CKWOKOW, 3amnofHsHTCA
PEKBU3UTBLI, NPeyCMOTPEHHbIe NoANyHKTaMu 1 - 18 HacToSALLEro NyHKTa, a TakkKe CreayoLlne PeKBU3nTbI:

a) Karteropusi rpaxgaH, VMeEWLWMX NpaBO Ha MOJMydeHMe MeKapCTBEHHbIX MNpenapaTtoB B
COOTBETCTBMM CO cTaTbel 6.1 PeaepanbHoro 3akoHa ot 17 uronsa 1999 r. N 178-d3 "O rocyaapCcTBeHHOM
couunanbHom nomoLn" <9>;

<9> CobpaHue 3akoHogaTenbcTBa Poccunckon ®egepauunn, 1999, N 29, c1. 3699; 2020, N 52, cT.
8577.

6) kog Ho3sonormnyeckon popmol no MKE;

B) UCTOYHMK bmHaHcupoBaHusa (1 - depepanbHeii BlogxeT, 2 - BiogxeT cybbekta Poccunckon
depepaumm, 3 - MyHUUUNANBHBIN GOOKET);

r) paamep onnatbl (1 - 6ecnnatHo, 2 - 50%, 3 - nHon %);

A4) CTpaxoBOW HOMEp MHAMBMAYanbHOro nuUEeBOro cyeta rpaxgaHuHa B [leHcuoHHom doHae
Poccuiickon ®eaepaunn (npu Hannyaunm) (CHUJIC);

e) HOMEpP nosmca 0bs13aTENbHOr0 MeANLIMHCKOTO CTpaxoBaHu4.

21. lNMpwn npoctaBneHMn OTMETKW, yka3aHHOW B nmoanyHkte 16 nyHkta 20 HacToswero [Nopsagka,
peuent B OpPMe OfeKTPOHHOro [JOKyMeHTa MOANMUCLIBAETCH YCUNEHHOW KBanuduumpoBaHHON
3MNeKTPOHHOW NOANUCHI0 NpeAceaaTens unm cekpetaps BpadyebHoM KOMUCCMM MEAMLMHCKOM OpraHm3auny,
npu nNpocTaBneHNn OTMETOK, YKasaHHbIX B nognyHkrax 17 u 18 nyHkta 20 HacTtoswero [lopsaka, -
YCUMNEHHbIMU  KBaNMMUUNPOBAHHBIMW  3FIEKTPOHHBLIMU  MOAMUCAMU  COOTBETCTBYHOLUMX  MEOULMHCKNX
pabOTHUKOB.

22. TMo TpeboBaHWMO MauMeHTa MMM ero 3akOHHOro npeacTaBuTens odopMnsSeTcs 3K3eMnnsap

peuenta B OpMe IMEKTPOHHOro [OKyMeHTa Ha OymaxHOM Hocutene ¢ otmeTkon "[ybnukat
3NEKTPOHHOro AOKYMeHTa".

lll. YyeT peuenTypHbIX 61aHKOB (3a UCKJTHOYEHUEM peLenTypHbIX
6nankoB no copme N 107/y-HIM "CneunanbHbIn peuenTypHbIn 6naHk")

23. Yyer peuenTtypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
N3roTaBnmMBaeMbIX Tunorpadckum crnocobom (manee - peuenTypHble 6GnaHku, nognexawue yyety),
OCYLLeCTBMAETCA B XypHanax yyeTta, MpOHYMepOBaHHbIX, NPOLLUHYPOBAHHbLIX WU CKpenmneHHbIX Nogmnncbio
pykoBoauTeNss W nedvatbld MeAWUMHCKOW  opraHu3auun  unv  noanucbld  UHAMBUAYANbHOro
npeanpuHMMaTensi, UMetoLero NMUeH3nio Ha MeANLIMHCKY0 AeATeNbHOCTb.

24 XKypHan y4eTa peuentypHbix 6naHkoB dopmbl N 107-1/y cogepxuT cnegytowme rpadbi:

1) HOMep Mo NopPSaKY;

2) B pasgene "lMpuxoa™:

a) Aarta peructpauumn JoKyMeHTa, NoATBepXKaatoLero NocTynneHue;

6) HoOMep ¥ gaTa AOKYMeHTa, NoATBepXXAatoLwero NocTynneHne, HaMMeHoBaHMe NOCTaBLLMKa;

B) obLlee Konn4ecTBo NOCTYNMBLUMX peLenTypHbIX OnaHKoB;

I') d’)aMI/IﬂVIﬂ, nHUynanbol UMeHN N OoT4EeCTBa (nocnep,Hee - npun HaJ'II/I‘-II/IM) M noanncb OTBETCTBEHHOIO
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MeauLUMHCKOro paboTHMKa, NonyYmBLLIEro peLenTypHble 6naHku OT MOCTaBLUMKE;
3) B pasgene "Pacxoa™
a) Aarta Bblgayum peuenTypHbIX 6raHKoB;
0) KONMMYEeCTBO BbIAAHHbLIX peLenTypHbIX GraHKoB;

B) (*)aMVIJ'IVIFI, nHMgnanbl MMeHM Wn oT4ecTBa (nocnep,Hee - npun HaJ'Il/I‘~IVIVI) OTBETCTBEHHOIO
MeanUnMHCKOro pa6OTHVIKa, nony4vymBLlero peuenTtypHble GnaHku;

F) noanmncb oTBETCTBEHHOIO MeAULIMHCKOIo pa60TH|/||<a, nonyymeLlero peuenTtypHblie OnaHku;

4) CbaMVIJ'II/IFI, nHUUynasnbl UMeHn n oT4yecTBa (rlocnep,Hee - npu HaJ'IVI‘-IVIVI) n noanncb OTBETCTBEHHOIO
MeanUMHCKOro pa6OTHVIKa, BblAaBLUEro peuenTtypHblie 6naHku;

5) octatok peuenTypHbix 6naHKOB.

25. XKypHan ydeTa peuenTypHbix 6naHkoB cdopm N 148-1/y-88 u N 148-1/y-04(n) copepxut
cnegywowue rpadbi:

1) HOMep No NopsaaKy;

2) B pasgene "MMpuxoa™:

a) gara permcrpauumn JoOKyMeHTa, NoATBEepXKAatoLWero NoCTynneHne;

6) HoMep 1 gaTa JOKYMeHTa, NoATBEPXKAAOLEro NocTynneHne, HaMMeHoBaHMe NOCTaBLUMKA;
B) obLiee KONMYeCTBO NOCTYNMBLUNX PeLIENTYPHbIX BNaHKOB;

r) cepuMm n Homepa peLenTypHbIX 6NaHKoOB;

[) KONMYecTBO peLenTypHbIx 61aHKoB No cepusm;

e) hamunusa, MHMLMansl UMeHN 1 oT4ecTBa (NocrnegHee - Npu Hanuyuum) U NOAMNUCbL OTBETCTBEHHOIO
MeOULMHCKOro paboTHUKA, MONYYMBLLErO peLenTypHble BnaHku OT NOCTaBLLUMKa;

3) B pasgene "Pacxoa™

a) Aarta Bblgaum peuenTypHbIX G1aHKOB;

6) cepumn 1 HoMepa BblAaHHbIX pPeLenTypHbIX OMnaHKoB;
B) KONMYECTBO BblAaHHbIX peLenTypHbIX OMaHKoB;

r) dhamunusa, vHUUManNbl UMEHUM U OT4YecTBa (mocregHee - NPy HanMyuMu) OTBETCTBEHHOMO
MeAULMHCKOro paboTHUKA, MOMY4MBLLErO peLenTypHble BnaHkuy;

ﬂ,) noanncb oTBETCTBEHHOIO MEANLIMHCKOIO pa60THVIKa, nony4yumeLlero peuentypHblie OGnaHku;

4) dhamunusi, MHuUManbl UMEHU 1 OTYeCTBa (NOCrneaHee - NPU HanM4uMKn) 1 NOANUCH OTBETCTBEHHOMO
MeANLMHCKOro paboTHUKA, BbIAABLLErO peLenTypHble BnaHkuy;

5) ocTaTok peLenTypHbIX GraHKoB.

26. YdyeT peuentoB, OOPMIEHHbIX B (QOpMe 3NEKTPOHHOro0 AOKYMEHTa, OCYLLeCTBNAeTcs B
rocyaapCTBEHHON MHGOPMALUNOHHOM cucTemMe B cdepe 3apaBooxpaHeHusi cybbekta Poccuiickon
depepaumm NnocpeacTBOM BeAEHUS €QUHOMO peecTpa peLenToB, 0OPMIIEHHbIX B POPME 3MEKTPOHHbIX
OOKYMEHTOB.

IV. XpaHeHue peLenTypHbIX 6MaHKOB (32 UCKITIOYEeHUEM peLenTypPHbIX
6naHkoB no dopme N 107/y-HIM "CneunanbHbIW peuenTypHbIi 6naHk")

27. MeOuumHcKMe opraHu3auun nony4yatoT HeobxoduMble pelenTypHble GrnaHku, ogOpMIeHHble
TUnorpad)CkUM CcrnocoboM, Yepes TeppuTopuarnbHble OpraHbl YNpaBneHus 34paBOOXpPaHEeHWEM WK



opraHusaumm, YNoSIHOMOYEHHbIE Ha 3TO OpraHamym WCMOMHUTENbHOW BnacTn cybGbekToB Poccuickon
denepaumu.

28. PeuenTypHble GraHku, nognexaiine yvyety, XpaHsATCH OTBETCTBEHHbIM JIMLIOM, Ha3HaYeHHbIM
pYKOBOAMTENEM MEAMUMHCKOW OpraHu3auuM, B 3anvMpaeMoM MeTannuyeckoM Lwkady (ceiide) unu
MeTarnIMYeckoM siLLUKe.

29. NnamBuayanbHbli NpeanpuHUMaTeNb, UMEHOLLNA NMLEH3UI0 HA MEAULMHCKYI0 OeATeNbHOCTb,
XpaHWUT peLenTypHble GnaHku, nognexallune yyety, B 3annpaemMom Metannnyeckom wkady (cende) nnum
METanIM4eckoM SLLUKE.

30. MNpoBepka COCTOSIHUA XpaHeHusl, yyeTa, (DaKTMYEeCKOro HanMuMsl U pacxofa peuenTypHbIX
GnaHkoB, noAnexawmx Yy4yeTy, OOWH pa3 B KBapTasél OCYLLECTBNAETCH KOMWUCCMEW, CO34aHHOW B
MELMLMHCKOW OpraHu3auuu.

31. PeuentypHble 6naHku, odopmngembie Ha OyMaXHOM HocuTene u nognexaliue yyery,
BblAAOTCA MeAWLMHCKUM paboTHMKaM, MMEKLWMM NpaBo OOpPMIEHNS peuenToB, MO PaCMOPSHKEHUIO
rMaBHOro Bpaya WUnuv ero 3aMmecTuTens.

I'IonyquHble peuenTypHble OnaHkn Ha 6yMa)KHbIX HOCUTENAX XpaHATCA MeOULUNHCKUMU
pa6OTHI/IKaMI/I B MOMeLLeHUusX, obecneunBaoLLnx nx COXPaHHOCTb.

32. MporpaMMHO-TEXHUYECKME CpeacTBa rocyAapCTBEHHbIX MHOPMAaUMOHHLIX cucTeM B cdepe
30paBoOXpPaHEHMS], MEOULMHCKUX MHPOPMAaLMOHHBLIX CUCTEM MEAULIMHCKMX opraHm3auunin obecneumnsatoT
XPaHEHWNE 3NEKTPOHHbIX PELLENTOB, OPOPMIIEHHBIX B (HOPME SMEKTPOHHBLIX JOKYMEHTOB B TEYEHNE CPOKOB,
YCTaHOBMEHHbIX ON1S1 XpPaHEHWUs peLenToB, OPOPMIIEHHBLIX HA COOTBETCTBYIOLUMX hopMax peLenTypHbIX
©OnaHkoB Ha BymakHOM HocuTene <10>.

<10> MognyHkT 5.2.169 lMonoxeHnnst o MuHnctepctee (CobpaHue 3akoHopatenbcTBa Poccuiickon
®epepaumm, 2012, N 26, c1. 3526; 2021, N 43, cT. 7258).

MpunoxeHue N 4

K npukady MuHucTepcTBa 3apaBoOXpaHeHus
Poccuickon ®egepauun

oT 24 Hosiopst 2021 1. N 1094H

®OPMA CIMELUNANBHOIO PELUEMNTYPHOI O BNAHKA N 107/Y-HTI1

MwuHucTepcTBO 3apaBooxpaHeHnst Poccuinckon Koa cdopmbl no OKY[]
Pepepaumm MeaumuuHckas JoKyMeHTaums
®dopma N 107/y-HI1,
YyTBEPXAEHHAsA NpUKa3oM
MuHUCTepCTBa 34paBOOXPaAHEHMS
LTaMnN MeANLMHCKOW OpraHn3aLmm Poccuiickor degepaumm
oT 24.11.2021 N 1094H

PELIENT

Cepusi N

" 20 .
(maTa BbiNMCKkK peuenTa)

(B3poOCnbIN, OETCKUI - HYXXHOE NOAYEPKHYTH)
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damunus, umsi, 0TY4ECTBO (NocneaHee - Npu HanMuum)
nauueHTa

BoapacTt

Cepuia 1 Homep nonuca 0653aTenbLHOro MeAMLMHCKOro CTpaxoBaHus

Homep meguumHcKom KapTbl

damnnus, umsi, 0THECTBO (NocneaHee - Npu HanU4Mm)
neyvaulero Bpaya (penballepa, akyLepku)

o PP PPRURTPPPN

Moanuck 1 NnyHas neyatb Bpada
(noanuck penballepa, akyLepkn)

M.TT.

damunus, nms, oT4ecTBO (NocnegHee - NpU Hanu4mMm) U NOANMUCb YNOMHOMOYEHHOIo Nuua
MeOULMHCKOWM opraHusauum

M.TT.

OTmeTKka anTeyHom opraHusauum ob oTnycke

damunus, nms, 0T4eCTBO (NOCneaHee - NPy Hanu4MKn) 1 NOANUCL paboTHMKA anTeYHOW opraHu3aumm

M.TT.

Cpok gencteusa peuenta 15 gHen

Mpunoxexne N 5

K npukady MmnHucTepcTBa 34paBoOXpaHeHs
Poccunckon ®egepaumm

oT 24 Hosi6pst 2021 1. N 1094H

NoPAOOK
N3roTOBNEHUSA, PACMPEOENEHUS, PETUCTPALIMA, YYETA U XPAHEHUS
PELENTOB, COOEPXALLMX HA3HAYEHUE HAPKOTUYECKUX CPEACTB
WNN NCUXOTPOMHbIX BELLECTB

I. Mopsaaok U3roToBneHusA, pacnpeaeneHus cneumanbHbIX
peuenTypHbIX 6naHkoB no cpopme N 107/y-HIM

1. OpraHu3aumnio M3roToBMNeHUs N pacnpegeneHus peuenTtypHbix 6naHkoB no dopme N 107/y-HI
"CneumanbHbll peuenTypHbIl BGnaHk" (ganee - cneumanbHbI peuenTypHbIn 6GnaHk) ocylwecTBnseT
MwuHucTepcTBO 3apaBooxpaHeHus Poccuiickon ®epepaumu (aanee - MMHUCTEPCTBO).

2. CneumanbHble peuenTypHble BnaHkM SBNSITCA 3alMWEHHON nonurpaduyeckon npogykumen
ypoBHs "B", nsrotaenveaemon Ha Oymare po3oBoro Lueta pa3mepom 10 cM x 15 cM, BOIMKHBI UMETb CEPUIO
U HOMep, a Takke COOTBeTCTBOBaTb TpeboBaHMSAM, yKaszaHHbIM B npukase MuHucTepctBa UHAHCOB
Poccuiickon ®epepaunm ot 29 ceHTs6psa 2020 r. N 217H "O6 ytBepxaeHun TexHuyecknx TpebosaHuii n
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YCrOBUA U3rOTOBMEHUS 3alUMLLEHHON OT noaaerniok nonurpaduyeckon npoaykuuun" (3apermctpyupoBaH
MuHuctepcTBoM tocTuumm Poccunckon ®enepaunm 16 Hosbpa 2020 r., pernctpaumoHHsin N 60930).

3. B uensix opraHnsauun M3roToBMNEHMS W pacnpegeneHns cneumanbHblX peuenTypHbIX OnaHKoB
MeOUUMHCKME OpraHu3auuv, MMerolme npaBo OCYLLECTBMAATb Bblgady peLenToB Ha HapKoTMYeckue
cpeacTtBa wmnu ncuxoTponHble BewectBa cnucka |l MepeyHs n 3apeructpupoBaHHble B Poccuiickom
dPepepaumm B KayecTBe JI€KApCTBEHHbIX MpenapatoB Ans MeAWLUMHCKOro MpuMeHeHus (ganee
COOTBETCTBEHHO - MeOUUMHCKas OpraHu3auusi, HapKOTMYECKUA (NMCUXOTPOMHBIA) JeKapCTBEHHbIN
npenaparT), COCTaBMSAOT 3a8BKU Ha peLenTypHble 6naHku.

4. B cpok 0o 1 oKTAOpA Tekyllero roga 3asiBKM MeOVMUMHCKUX OpraHuM3auuii Ha cneuuvanbHble
peLenTypHble GrnaHku NpeacTaBnsAlTCs:

1) MeOMUMHCKUMW  OpraHm3auusimMy, Haxogswumucss B BedeHuu dedepasnbHbiX  OpraHoB
WCMNOSNHMTENBHOW BRacTy, - B COOTBETCTBYOLWMNE heeparbHble opraHbl UCMOMHUTENBHOW BNacTu;

2) MeQMUUHCKMMM OpraHn3auusMu, Haxoasawmmncs B BeaeHnn cyobektoB Poccuinckon degepaunm,
MEOULMHCKUMU OpraHvM3aumsiMM MyHUUMNANbHOM M YacTHOW CUCTEM 34paBOOXPAHEHUSA - B OpraHbl
MCnonHUTENbHOM Bract cybbekToB Poccunckon depepauumn B cdepe oxpaHbl 300pPOBbs rpaxkaaH, Ha
TEPPUTOPUN KOTOPBLIX OHW pacrofnioXeHbl (Jaree - opraHbl WUCMOMHUTENBbHOW BRAacTu CyObekToB
Poccuiickon ®epepauun).

5. B 3asBke MeAMLMHCKOW OpraHusauum Ha creumarnbHble peuenTypHble GnaHku ykasblBatoTcs
crnegyowmne ceeaeHns:

1) CBEAEHUs O MeaULMHCKON opraHusauuu, nogasLuen 3aABKY Ha chneuwnalnbHble peuenTtypHble
OnaHkn (I'IOJ'IHOG HanmeHoBaHue, agpec MecTta HaXO)K,CI,eHMFI);

2) KONMMYEeCTBO CheumnanbHbIX peuenTypHbiX OGraHKkoB, W3PacXO4OBaHHbIX  MEAMLMHCKON
opraHusaumen Ha 1 aHBaps NpeaLlecTBYOLEro roaa;

3) KONMYecTBO cneumarnbHbIX PeLenTypHbIX BNaHKoB, HEOOXOANMBIX MEOULIMHCKON OpraHn3auum Ha
crnegyloLwmn roa.

3asiBka MeOMUMHCKOM opraHvM3auMu Ha creuuanbHble peuenTypHble ©6naHkM noanucbiBaeTcs
pykoBoauTenemM MeLMUUHCKON OpraHu3aumu, KOTOpbId HeceT NepcoHanbHytd OTBETCTBEHHOCTb 3a
060CHOBAHHOCTb M [OCTOBEPHOCTb YKa3aHHbIX CBEAEHWUNA.

6. ®PepepanbHble opraHbl UCNONHUTENBHOW BNacTu, B BEAEHUM KOTOPbIX HAXoOAaTcs MeguuuHCKue
opraHusaumu (ganee - cdefepanbHble opraHbl UCMONHUTENbHOW BRacTu), U OpraHbl UCMOSTHUTENLHOMN
Bnactu cybwektoB Poccunckon depepauum Ha OCHOBaHMM 3aSBOK MEOWMLMHCKUX OpraHu3auum Ha
cneumanbHble peLenTypHble GriaHkn opMUpYIOT CBOAHbIE 3asiBKM Ha cneyunanbHble peuenTypHble 6naHkm
1 B Cpok A0 1 gekabpsa TekyLero roga NpeacTaBnstoT ux B MMHUCTEPCTRO.

7. B cBOOHOW 3as1BKe Ha cneumarnbHble peuenTypHble 6naHkm YKa3bIlBakOTCA crnefytouime ceeaeHus:

1) cBegeHns o degepanbHOM OpraHe UCMONHUTENbHOM BNacTu (opraHe MCNOMHUTENbHOW BAacTu
cybbekta Poccuiickon ®enepauuu), npegctaBmMBlieM CBOAHYIO 3asiBKYy Ha cneuuarnbHble peuenTypHble
OnaHku (NofHoe HanmeHoBaHue, agpec MecTa HaxXOXaeHWs);

2) KOnM4YecTBO cneumanbHbiX peuenTypHbIX 6raHkoB, pacnpedeneHHbIx deaepanbHbiM OpraHoM
WCMONHMTENBHOW BnacTu (opraHoM MCNONHUTENBHOW BriacTu cybbekta Poccunckon ®enepauun) Ha 1
SIHBaps NpeALIecTBYOLEro roga Mexay MeaMuMHCKUMU opraHnm3aumnsamu;

3) KomMyecTBO cheuuanbHbIX peuenTypHbiX OraHkoB, HeobxoauMMmbiX hegepanbHOMYy OpraHy
WCMNOMHMTENBbHOW BriacTM (OpraHy MCnonHuWTensHom Bnactu cybbekta Poccuiickon Pepepauun) Ha
cnegyowumn rog Ana pacnpegeneHns Mexay MeavuMHCKMMU opraHn3aumnsamu;

4) cBefeHus O MNOABEOOMCTBEHHOM OpraHu3auumu, YMNOSTHOMOYEeHHON deaeparbHbiM OpraHom
WCMONHMTENBHOW BMNacTM (OpraHoM WCMONMHUTENbHOM Bractu cybbekta Poccuiickon depepaunn)
OCyLLEeCTBMATb MONyYeHUe cneumanbHbIX peuenTypHbix 6naHkoB OT MuHMCTEpCTBa, UX XpaHeHue K
Bbldavyy MeAWUMHCKMM OpraHu3auusam (rMosiHoe HaMMmeHoBaHue, agpec mecta Haxoxaenus, MHH/KIIM,
OKTMO opraHusaumm, haktnyeckmin agpec noctasku).

8. Ha ocHoBaHuu Nnony4yeHHblX CBOAHbLIX 3adABOK Ha cneunarnbHble peuenTypHble 6naHku
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MuHUCTEPCTBO exerogHo B cpok Ao 15 sHBapsa cnegywowero roga gopmupyeT u yTBepxaaeT nnaH
pacnpefgeneHus cneumnanbHbIX peuenTypHbIX 6naHkoB, B KOTOPOM OTpaxaeTcs rogosasd noTpebHOCTb
Poccuiickon ®epepauumn B cheumanbHbiX peuenTypHbiX OnaHkax (manee - nnaH pacnpegenenHust
MuHucTepcTBa).

9. B nnaHe pacnpeaeneHnsi MMHUCTEpPCTBA YKa3blBaOTCA Criegyowme CBeAeHUS:
1) nopaaKoBbIN HOMEP 3anucu;

2) HavMeHoBaHWe dedepanbHOro opraHa WCMOSHUTENbHOW BriacTu (opraHa MCMOSTHUTENbHOM
Bractu cybbekta Poccuiickori degepauun), NpeacTaBMBLUErOo CBOAHYHO 3asiBKy Ha creuuasnbHble
peuenTypHble GraHKu;

3) Heobxoanmoe KONMYecTBO cneumnanbHbIX peuenTypHbiX 6naHkoB.

10. HanpaBneHue cneumanbHbix peLenTypHbIX 6r1aHKkoB defeparnbHbIM opraHam UCMOSNTHUTENbHO
BMaCTW, OpraHam WCMOSHUTENbHOW BracTu cyGbekToB Poccuiickoin degepauum ocyLecTBrsieTcs
MWHUCTEPCTBOM B KONMYECTBE, MPEAYCMOTPEHHOM NJiaHOM pacrnpeeneHns MuHucTepcTea.

11. MwuHUCTEPCTBOM AOMOMHUTENBHO K KONMWYECTBY CneumanbHbIX peuenTypHbiXx GnaHkos,
npeaycMOTpEHHOMY MnaHoMm pacnpegeneHna MuHucTepcTBa, ¢OpMUMPYeTCs pes3epBHbIM  3anac
cneumanbHblX peuenTypHbix 6naHkoB B kommdecTBe, He npesbiwatowem 150 000 cneumanbHbIX
peuenTypHbIX 6naHKoB.

12. B cnyyae yBenuueHunsi noTpebHOCTM B cneumanbHbiX peuenTypHbix OnaHkax denepanbHble
OpraHbl UCMONHUTENbBHOW BriacTu (OpraHbl MCNONMHUTENbHOM BriacTn cybbekToB Poccuickon degepaunm)
HanpaenslT B MUHWCTEPCTBO CBOAHblE 3asBKM HA AOMOMHUTENbHOE KOMNMWYECTBO CheuuManbHbIX
peuenTypHbiX GnaHkoB (C oboCHOBaHMEM yBenMYeHUs MOTPeBHOCTM B crneuuanbHbIX peLenTypHbIX
bnaHkax), koTopble npegocTaBnsloTCd MUWHMCTEPCTBOM M3 pPEe3epBHOro0 3anaca cneumarnbHbIX
peuenTypHbIX OnaHKoB.

13. ®epnepanbHble opraHbl UCMONMHUTENBHOW BNacTu (opraHbl UCMONHUTENBHOW BRACcTU CyGbeKToB
Poccuiickoin ®enepaunn) pacnpedensiioT MNosfyyeHHble creunanbHble pelenTypHble GrnaHku Mexay
MEAMUMHCKMMM  OpraHu3auusiMM Ha OCHOBaHUM MIaHOB pacnpedeneHusi, CHOpMUPOBaHHbLIX B
COOTBETCTBUU C 3asiBKAMV MEAMLIMHCKUX OpraHu3aumin Ha cneuunanbHble peLenTypHble GraHKu.

Il. Mopsigok perucrpauum, yyeta n XxpaHeHUs cneumanbHbIX
peuenTypHbIX 6n1aHkoB no ¢popme N 107/y-HI

14. MwuHNCTEPCTBO, WHble deaepanbHble OpraHbl  WCMOMHUTENbHOW BMAAcTM U OpraHbl
UCMoNHUTENbHOM BrnacTu cybbektoB Poccuiickon Pepepauum OpraHuWsyroT XpaHeHue crneumanbHbIX
peuenTypHbix ©OnaHkOB B MNOABEAOMCTBEHHbIX OpraHusauusx, YMONHOMOYEHHbIX OCYLUEeCTBAATb
nony4eHue cneumanbHbiX peuenTypHbIX 6n1aHkoB oT MUHMCTEPCTBA, UX XpaHeHre 1 Bblgadvy MeauUmMHCKUM
opraHusauuam (Janee - ynonHoMoYeHHas opraHMsauns).

15. B ynonHOMOYEHHOW OpraHM3aumm u MeauLMHCKOM OopraHu3auun, nonyyvmslUen crneuunanbHble
peuenTypHble OGrnaHKM, OpraHu3yeTcs perucTpaums, y4yeT W XpaHeHue cneumanbHbIX peuenTypHbIX
BnaHkoB.

Pernctpauns, y4eT U XpaHeHWe pe3epBHOro 3anaca creumanbHbiX peuenTypHbiX GnaHkoB
MwuHucTepcTBa ocyullecTBnsieTca  dedepanbHbiM  TOCYAAPCTBEHHbIM  BIOMKETHBIM  YUpPEXAeHUEM,
HaxooAwMMcA B  BedeHMM MuHucTepcTBa (ganee  COOTBETCTBEHHO -  pe3epBHbI  3anac,
MoaBeAOMCTBEHHOE yUpexaeHue).

16. PaboOTHWMK, Ha3HaYeHHbIN MPUKA3oM  PYKOBOAWUTENS  YNOMTHOMOYEHHOW  OpraHu3aumm
(YyNOrMHOMOYEHHOW OpraHu3auuu, NOoABEAOMCTBEHHOIO YYPEXOAEHWUs!) OTBETCTBEHHbLIM 3a pPErncTpauuio,
XpaHeHWe 1 y4eT cneumarnbHbIX peuenTypHbiX 611aHKoB (ganee - OTBETCTBEHHbIV pabOTHMK), Ha OCHOBaHUK
OOBEpPEeHHOCTN, 0POpMIEHHOM B NOPsAKe, yCTaHOBNEHHOM 3akoHo4aTensCcTBOM Poccunckon denepaunm
(c nognucblo pykoBOAUTENst  YMONIHOMOYEHHOW oOpraHusauuMu (ynorTHOMOYEHHOW OpraHu3auumu,
NoABEeJOMCTBEHHOIO yYpexaeHus), rmaBHOro Oyxrantepa, 3aBEepPeHHbIX KPYrNon nedvaTblo), nonyyaet
cneuuanbHble peuenTypHble OnaHkM W OCYLLEeCTBRSET BeAeHWe XypHana peructpaumm u ydeta
crneumanbHblX peuenTypHbix 6GnaHkoB, K KOTOpomy npuobwaet ¢oTto- u (Mnu) BugeomaTepuansl,
noateepxaatome akt opopMneHns peLenTypHbIX 6naHkoB Ha AoOMY (Npy Hanu4uu).



17. >KypHan peructpaumm un ydeTa creuunanbHbiX pelenTypHbiX 6naHkoB [JofmkeH ObiTb
NPOHyMepoBaH, MNPOLLUHYPOBaH, UMEeTb Ha MnocrneaHer CTpaHuLe 3anucb, COAEPXKallyl KONU4ecTBO
CTpaHuy, norHoe HauMeHOBaHWe YMNOMHOMOYEHHOW opraHusaumMm (MeauLMHCKOM — OpraHusauum,
noaBEeAOMCTBEHHOIO YyYpexaeHusd), a Takke CKpenreH MOAMUCbID PYKoBOAWUTENS U MevaTtbio
YNOMHOMOYEHHOW opraHusauum (MeanumMHCKON opraHn3aumm, NoaBeJOMCTBEHHOIO yUpeXaeHus).

JKypHan peructpaumm un ydyeTa crneuumanbHbiX peuenTypHbiX 6naHKOB pe3epBHOro 3anaca
MuHucTEpCTBa CKpENSsieTCs Takke Noanucbio AMpekTopa (B clyyae ero OoTCYTCTBMSI - 3aMeCcTUTensi
anpektopa) [enapTameHTa perynupoBaHus obpalleHus NeKapCTBEHHbIX CPEACTB UM MEeAULMHCKUX
n3genun MuHuctepcTea u nevatbto MnHucTepcTBa.

18. B ypHane peructpauuvm M ydeTa creuuasnbHbIX pPeLenTypHbiX 6raHKoB YKasbiBalTCS
crieayloLime cBeaeHNs:

1) NnopsAaKoBbIN HOMEP 3anncu;

2) npuxop crneumnarnbHbIX peuenTypHbix 6naHKoB:

a) peKBM3NTbI U AaTa perucTpaLmmn NpUxXoaHOro AOKYMEHTa;

6) obLlee KoNMYeCcTBO NOCTYMMBLLKNX CrieumanbHbIX peuenTypHbIX 6naHKoB;

B) cepusi U HOMep crneumnanbHOro peuenTypHoro 6naHka;

) KOMMYECTBO CcreLmnanbHbIX peLenTypHbIX 6naHKoB Mo Kaxaon cepuu;

A) hamunus, nms, oT4eCTBO (MOcneaHee - MPU Hann4nM) U NOANNCb OTBETCTBEHHOrO PaboTHUKA;
3) pacxopg cneumarnbHbIX peLenTypHbIX GriaHKOB:

a) naTta BblAauum crneumanbHbIX peuenTypHbIX 6raHKoB;

6) cepvn 1 HoMepa BblAaHHbIX CrieumanbHbIX peLenTypHbIX 6aHKoB;

B) KONMMYECTBO BblAaHHbIX CneLmnanbHbIX peLenTypHbix 611aHKOB C yka3aHMeM B CkoOKax konnyectsa
cneumanbHbIX peLenTypHbIX 6naHKoB, BbiAaHHbIX 1151 0POPMIEHNS Ha OOMY;

I') (*)aMVIJ'II/IFI, nMA, OTYEeCTBO (nocnep,Hee - npun Haﬂl/l‘-ll/ll/l) n nognucb nuua, nonyvmBLllero
cneuynarbHble peuenTtypHblie OnaHku;

[) KONN4YecTBO cneumarnbHblX peLenTypHbIX 6naHkoB, 0DOPMMEHHbIX Ha AOMY;

e) hamunug, nmsa, oTyecTBo (MocrnegHee - MpWM HanmMuuW) M NOANUCL Nvua, OOPMUBLLENO
crneunanbHble peLenTypHble BnaHkn Ha JoMmy;

4) bamunus, umsl, 0TYECTBO (NOcrnegHee - NP HannM4MKn) U NOANUCbL OTBETCTBEHHOTO paboTHUKA;
5) octaTok cneumanbHbIX peuenTypHbIX 6r1aHKoB.

19. CneumanbHbIi peuenTypHbI BnaHK ABMASeTCH OOKYMEHTOM CTPOron oT4yeTHOCTM. 3anac
crneumnanbHbIX peLenTypHbIX OMaHKOB B MEOMUMHCKOW OpraHmM3aumm OOJPKEH XPaHUTbCS B cneumarnbHbIX
nomeLleHusax, cendax nunm B cneumnanbHO M3roTOBIEHHbIX LWKadax, 0BUTbIX OLMHKOBAHHbLIM XernesoMm, ¢
HadEeXHbIM BHYTPEHHUM UNN HABECHbLIM 3aMKOM.

MoMeLlleHus, cendbl, WKadgbl, B KOTOPbLIX XpaHATCA crneunarnbHble pelenTypHble GraHkn, JOMKHbI
ObITb 3aKPbITbI HA 3aMKW 1 MOCIE OKOHYaHWs paboThbl onevyaTaHbl NeYaTbio YNOJIHOMOYEHHOM OpraHn3aumm
(MeanLMHCKOM opraHn3aumm) unm onfnoMoMpoBaHsl.

20. B MeauUMHCKMX OpraHu3auusix 3amnac chneuuanbHbiX peuenTypHblXx OnaHkoB He [OOfKeH
npeBbilaTh rogoBON NOTPEGHOCTY.

21. Pa3peLuaeTCH BblJaBaTb MeOUUNHCKOMY pa6OTHI/IKy, nveruemMmy npaso Ha3HayaTb
HapKoTn4yeckune (ﬂCMXOTpOHHbIe) NleKapCTBeHHble npenapatbl, €aNHOBpPEMEHHO He bonee pgBaguaTu
cneunarnbHbIX peuenTypHbIX OnaHkKoB.

MeguunHckue pa6OTHI/IKM, BblilMCbIBawLWMWe peuentbl Ha HapKOTUYEeCKue (ncmx0Tpong|e)



nekapcTBeHHble MnpenapaTbl, HA OCHOBaHWM NpuUKasa pykoBOAUTENs MEAWMLMHCKOW OpraHusauum HecyT
NNYHYK0 OTBETCTBEHHOCTb 3@ COXPaHHOCTb MOMYYEeHHbIX ChneumanbHbIX pelenTypHbIX 6naHKoB.
CneumnanbHble peuenTypHble BGnaHku, NonyYeHHble MeAULMHCKMM PabOTHUKOM, XPaHSTCS Noj 3aMKOM B
cendax, MeTannnyeckux Lwkadgax unm MetTannmyeckux siLmkax.

22. B megnumnHcKom opraHnsaumm co3gaeTcsi MOCTOSIHHO AENCTBYHOLWAs KOMUCCUS, KOTOpasi He pexe
1 pa3a kBapTan (No peLeHno pyKOBOAMTENS MEOULMHCKOW OpraHn3aLMm BO3MOXHO Yalle) OCyLLeCcTBseT
NPOBEPKY COCTOSIHUSI perncTpaumm 1M ydeta crieyuarnbHbiX peuenTypHbiX 0naHKoB, B TOM 4ucie NyTeM
CBEpKM 3anucewn XypHarna perucrpauum 1 ydeta cneumnanbHbiX peuenTypHbiX 6naHkoB, ¢ hakTu4eckum
HanuuMeMm cneumanbHbIX peLenTypHbIX 6NaHKOB, a Takke NPOBEPKY COCTOSHUSA XpaHEHUs crneumanbHbIX
peuenTypHbIX 6NaHKoB.

Mo pe3ynbTaTtam NPOBEPKU B JKypHane pernctpaumm 1 yyeta cneumarnbHbiX peLenTypHbIX GraHKkoB
AenaeTcs 3anucb 0 pesynbTaTax NpoBeAeHNUst CBEPKM AaHHbIX, 3aKpernsieHHasi MoAnucsamMmn BCeX YSIeHOB
KOMWUCCUW, UM CO30aeTcs crieumanbHbIi akT MPOBEPKM.

23. degepanbHble OpraHbl UCNONHUTENBHOW BNACTU U OpraHbl UCMONTHUTENBHOW BNacTu CyOBHEKTOB
Poccuiickon ®egepaumy OCyLLECTBRAIOT KOHTPOSb 3a OpraHu3auven permcrpauuu, yyeTta u XpaHeHus
cneumanbHbIX peLenTypHbIX 6aHKoB B YNONTHOMOYEHHbIX OpraHM3aumsax U MeanLIMHCKUX OpraHu3aumsx.

24. Bblgaya cneumanbHbIX peuenTypHbix OnaHkoB M3 pe3epBHOro 3anaca MwHucTepcTBa
denepanbHbIM OpraHaMm MCNOMHUTENbHOW BNAacTU WM OpraHaMm MWCMOMHUTENbHOW BMactTu CybbekToB
Poccunckon ®egepaumm  OCyLLeCTBNSETCS  OTBETCTBEHHbIM  PabOTHUMKOM  MOABEOOMCTBEHHOrO
yyYpexaeHus Ha OCHOBaHUK pelueHns ob oTnycke cneyunanbHbiX peuenTypHbIX 6r1iaHKoB, 0POPMIEHHOro B
BMAE MWCbMa, MOAMUCAHHOrO AMPEKTOpoM (B Crydae ero OTCYTCTBUS - 3amecTuTenem Aupekropa)
JdenaptameHTa perynupoBaHusa oOOpalleHnss JeKapCTBEHHbIX CPeACTB WM MEeOULMHCKUX  U3aenvn
MuHucTepcTBa.

MpoBepka OeATenbHOCTU NOABEOOMCTBEHHOIO YUYpeXxaeHUs Mo perucTpauun, y4eTy U XpaHeHuto
pe3epBHOro 3arnaca ocyllecTensetcsa [denapTameHTOM perynvpoBaHus obOpallleHns NeKapCTBEHHbIX
CpencTB U MeauLMHCKUX n3aenuin MuHucTepcTsa 2 pasa B rof He nosaHee 20 Yncna mecsaua, cneayioLlero
3a UCTEKLLIMM MOMYyroamem.

Mpunoxexne N 6

K npukady MmnHucTepcTBa 34paBoOXpaHeHs
Poccunckon ®egepaummn

oT 24 Hosi6pst 2021 1. N 1094H

NMPABUNA
OPOPMIIEHUA PELIENTOB, COOAEPXALLMX HASHAYEHUE HAPKOTUYECKUX
CPEOCTB UIMU NCUXOTPOIHbIX BELWWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbIX JOKYMEHTOB

l. OchopmneHue peuenta Ha GymaxkHOM HocuTene

1. Ha peuenTypHbix 6naHkax c¢opmbl N 107/y-HIN B neBom BepXHEM yrny npocTaBnseTcs wramn
MEeOULMHCKON OpraHu3auMm C ykasaHMem ee MOSIHOr0 HauMEeHOBaHWs, agpeca M TenedoHa C JaTtomn
BbINUCKU (AaTon ohopMIieHus) peLenTa Ha nekapcTBEHHbIN npenapart.

PeuentypHble 6naHkn ¢opmbl N 107/y-HIT n3rotaBnmnBalOTCA MCKNIOYUTENBHO TuRorpadgckum
cnocobom.

2. Ha peuenTypHbIX GnaHkax, O(bOpMﬂﬂeMbIX nHaneungyanbHbiM - nNpeanpuHnMmaTensamMu,
nverwmnmMmn NMMUEeH3Nno Ha MeaANUMHCKYH0 0eATeNIbHOCTb, B BEPXHEM J1EBOM yrny TI/IFIOI'paCbCKI/IM cnocobom
nnn nytem npocrtaBlieHna wWTtamMna OOJKeH ObITb YKa3aH agpec nHamsungyanbHOro npegnpuHumMartens,
HOMEP 1 gata nmueH3nn, HammeHoBaHne opraHa rocy,u,apCTBeHHon BnacTw, BblgaBLUero JfIiMueH3unto.

3. PeuenTtypHbie 6naHku doopmbl N 107/y-HIN 3anonHawTca MegULUHCKMM paboTHUKOM YepHUnamm
UIN LLAPUKOBOW PYYKOW.



4. fonyckaetca ohbopmIieHne BCeX PEKBM3UTOB (3a UCKNoYeHneM peksuauTa "lNognnck nevatlero
Bpaya (nognuce penballepa, akywepku)") peuentypHolix 6naHkos dopmbl N 107/y-HIT ¢ ncnonesosaHvem
nevyartaroLLmx yCTPONCTB.

5. B peuentypHom 6naHke dopmbl N 107/y-HI B cTpokax "®amunus, nmsi, oT4ecTBo (nocrnegHee -
npu Hanuunm) naumeHTa" n "Bo3pacTt” ykasbiBaloTCA MOMHOCTLI0O daMunnst, UMsl, OTYECTBO (rMocneaHee -
Npv HaNV4YuWM) NauMeHTa, ero Bo3pacT (KONMYECTBO MOMHbIX NET).

[onycTMmMo ykasaHue gatbl poXaeHuUs naumeHTa.
6. B peuentypHom 6nanke doopmbl N 107/y-HIT:

1) B cTpoke "Cepusi u Homep nonuca obs3aTtenbHOro MeauLMHCKOro CTpaxoBaHusa" ykasbiBaeTcs
Homep nonunca 06a3aTenbHOro MeQULMHCKOrO CTpaxoBaHMs naumeHTa (npy Hanuumn);

2) B cTpoke "Homep mMeguUMHCKOM KapTbl" yKasbiBaeTCA HOMEpP MEOULMHCKOW KapTbl MauMeHTa,
nomnyyaroLero MeguULUHCKY0 NMOMOLLb B amMOynaTopHbIX YCMOBWUSX, WM UCTOpUM OOnesHu nauueHTa,
BbINMCbIBAEMOrO N3 MEeQMLUHCKON OopraHu3auuu;

3) B cTpoke "®amunus, ums, 0TYECTBO (NocrnegHee - Npy HanM4Mm) nevailero spada (enbawepa,
aKyLwwepkmn)" ykasblBaeTCs MOMHOCTbI hamMunns, Ums, OTYECTBO (NocnegHee - Mpu Hanuuuu) Bpada
(cbenbawepa, akywepku), BbiMMCaBLUErO peuenT Ha HapKOTMYECKUA (MCUXOTPOMHLIN) NEeKapCTBEHHbIN
npenapar.

7. B rpadhe "Rp" peuentypHoro 6naHka gopmbl N 107/y-HIT ykasbiBaeTcs:

1) HaMMeHoBaHWe NekapCTBEHHOMO NpenapaTa (MexayHapoaHoe HenaTeHTOBaHHOE HaMMeHOBaHNeE,
rpynnUMpOBOYHOE UIN XMMUYECKOE HaMeEHOBaHMe, TOPrOBOE HauMeHOBaHME) Ha NaTUHCKOM si3blke MK Ha
pycckoMm si3blke, chopma Bbinycka, AO3MPOBKA, KOMMYECTBO (YKasblBAeTCs MPOMUCHI0 Ha PeLenTypHOM
©6naHke dpopmbl N 107/y-HIM);

2) cnocob npumeHeHWst NekapCTBEHHOro npenapaTta Ha rocygapcTBEeHHOM s3blke Poccuiickon
degepaumm unn Ha rocygapctBeHHoM s3blke Poccuinckon ®degepaumm M rocyaapCTBEHHOM SA3blKe
pecnybnuvk u uHbIX si3blikax HapoaoB Poccuiickon degepaumm <1>.

<1>Yactb 1 ctaTtbmn 15 3akoHa Poccuiickon ®egepaumm ot 25 oktsa6psa 1991 r. N 1807-1 "O A3bikax
HapopoBs Poccuiickon ®egepaummn” (aanee - 3akoH N 1807-1). (BeaoMocTtu cbesfga HapoAHbIX AenyTaToB
PC®CP n BepxosHoro Coseta PC®CP, 1991, N 50, c1. 1740).

8. MNpwn ocopmneHnn peLenTypHbIX 6NaHKOB 3anpeLuaeTcs orpaHMYMBaTbC OBLMMM yKasaHNsaMM,
Hanpumep, "BHyTpeHHee", "N3BecTHO".

9. lMNpwn odopmneHnn naumeHTy peuenTypHoro 6naHka dopmbl N 107/y-HI1 Ha HapkoTuuyeckui
(MCMXOTPONHBIA)  NEKAPCTBEHHBLIN MNpenapaT B paMKkax OKa3aHus MEeOULMHCKOM MOMOLM  Mpu
onpegeneHHoM 3abonesaHny Takon peLenT 3aBepsAeTCs:

1) nognncko 1 NMYHOM NeYaThbio Bpaya Nubo nognuckio denballepa (akyLepku);

2) nevyaTbld MeAMLMHCKOW oOpraHu3aumu, nuMbo CTPYKTYpHOro noapasperneHnss MepvuUHCKON
opraHmsaumv "[na peuenTtoB", KOTOpas NPOCTaBMASETCS MULOM, YMNOMHOMOYEHHbIM pyKoBOAMTENEM
MEOVLMHCKON OpraHnsaumm C ykasaHuem damunuu, MMeHW, OT4yecTBa (nocregHee - Mpu Hanmmyuuun) um
npocTasfeHnem ero NMM4YHOM NoANnCHU.

B cnyyasx Heob6xoguMmMocTu odopMIieHWst peuenta Ha HapKOTUYECKUMIA  (MCUXOTPONMHbIN)
nekapCTBEHHbI Mnpenapar Ha [[OMy B paMkax oOKasaHus naninaTUBHOM MELUUUVHCKOW MOMOLLM
JonyckaeTcsi npegBapuTenbHOE 3aBEPEHUE peLenTa LUTaMnoM MeLMUUHCKOW opraHv3auuu, nedarbio
MEeOULMHCKON opraHvMsaumm nmbo CTPYKTYpPHOro noapasfeneHns MefuUUHCKOM opraHmsauumn "Ons
peuenToB”, KoTopasi MNPOCTABMASIETCA JIMUOM, YMONTHOMOYEHHbIM PYKOBOAMTENEM  MELULUVHCKON
opraHusaumu, ¢ ykasaHuem amurnmm, UMeHU, oT4ecTBa (nocrneaHee - Npu HamMyumn) U NPocTaBriEHNEM
€ro nmyHou noanucu. Npu 3ToOM B XXypHarne permctpauumn u yyeta peLenTypHbIX 611aHKoB B COOTBETCTBUM
¢ lMopsigkom pervcTpaumu, ydeta n XpaHeHust cneumanbHbIX peLenTypHbIX OnaHKoB Ha HapKOTMYECKMNe
CpeACTBa UIM NCUXOTPOMHbIE BELLECTBA, YTBEPXKAEHHBIM HACTOSILLMM NPUKA3oM, AeNaeTcsi OTMETKa O ero
Bbldaye Ans odopMieHuss Ha OOMy, a Takke OTMeTKa, yOOCTOBEpeHHas noanucbid Bpada nmbo
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denbawepa (akywepkn), oopmmBLLero peuent, o dakTe ero opopMneHusi, KOTopbln MOXET ObiTb
OOMOMHUTENbHO NOATBEPXAEH hOTO- U (MNK) BUaeomaTepmanamu.

B cTpoke "OTmeTka anTe4yHon opraHnsaumm o oTnycke" cTaBUTCA OTMETKa anTe4yHoW opraHnsaumm
06 OTMycKe HapKOTU4YeCKOoro (MCUXOTPOMHOrO) fiekapCTBEHHOMO nNpenapaTa (C yKkazaHneM HavMeHOBaHWUs,
KonmMyecTBa OTMYLLIEHHOr0 HapKOTU4eCKOro (MCUMXOTPOMHOro) NeKapCTBEHHOro mnpenapaTta M gdaTbl ero
oTnycka), KoTopasi 3aBepsieTcsa MOoANMUCbID paboTHMKA anTeYHOW opraHu3auun, OTNyCTUBLIEro
HapPKOTMYECKMI (MCUXOTPOMHbIN) NeKapCTBEHHbIV Npenapart (C ykasaHneM ero oaMunumn, UMeHu, oT4ecTBa
(nocnegHee - Npu Hanuuuu), a TakkKe KPYrrnoW nevyaTtbid anTe4yHOM OpraHu3auuun, B OTTUCKE KOTOPOW
OOIMKHO BbITb NAEHTUMLMPOBAHO NONTHOE HAMMEHOBaHUE anTeYHOW OpraHu3auumn.

10. Ha ogHom peuenTtypHom 6naHke gopmbl N 107/y-HIT paspeluaeTcsi ocyLLeCcTBNAATbL Ha3Ha4YeHne
TONbKO OAHOrO0 HaMMEeHOBaHWS NIeKapCTBEHHOro npenapara.

11. VicnpaBneHus B peLenTe He AOMYyCKaloTCA.
Il. OcbopmneHune peuenta B hopMe 3INEKTPOHHOrO JOKYMEHTa

12. PeuenT B popMe 3NEKTPOHHOrO AOKYMEHTa, MOANNCAHHOIO YCUINEHHOW KBanuuumpoBaHHON
SMNEeKTPOHHOW MOANUCHI0, hOopMUpPYyETCA MeAUUMHCKUM PabOTHUMKOM, CBeOEeHUS O KOTOPOM BHECEHbl B
denepanbHbI perncTp MegULMHCKMX paboTHUKOB <2>, a Takke Npw YCNoBUN perncTpauum Meamu MHCKon
opraHusaumm, B KOTOpOW odpopMisieTcs peLenT, B doefeparnbHOM peecTpe MeNLMHCKNX OpraHu3aumn <3>
€ANHOW rocyaapcTBEHHOM MHGOPMALMOHHOW CUCTEMBI B cdhepe 3a4paBOOXpPaHEHUS N NOOKIHOYEHNSA Takon
MEeOULMHCKON opraHm3aumm K rocygapCTBeHHON MHOPMaLMOHHON CUCTEME B cdhepe 30paBoOXpaHEHNs
cybbekTa Poccuiickonn Peagepaumm <4>,

<2> Yactb 4 crtatbum 91.1 ®depepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®eagepaunn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<3> Yactb 4 crtatbm 91.1 ®depepanbHoro 3akoHa N 323-9®3 (CobpaHue 3akoHogaTenbCcTBa
Poccuiickon ®epgepaunn, 2011, N 48, cT. 6724; 2020, N 29, cT. 4516).

<4> Ctatbu 91 n 91.1 ®depnepansHoro 3akoHa N 323-03 (CobpaHuve 3akoHogaTensctea Poccuiickon
®depnepaummn, 2011, N 48, cT. 6724).

13. Mo TpeboBaHWO MauMeHTa MMM ero 3akOHHOro npeacTaBuTens odopMnseTcs 3K3eMnnap
peuenta B OpMe IMEKTPOHHOro [OKyMeHTa Ha OymaxHOM Hocutene ¢ otmeTkon "[ybnukar
3NEKTPOHHOro AOKYMeHTa".
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