Mpuka3 MuHucTepcTBa 3apaBooxpaHeHus PO ot 24 Hos6ps 2021 r. N 1094H "O6 yTBepxaeHuu MNMopsaka

Mpuka3 MuHuctepcTBa 3gpaBooxpaHeHnsa PP oT 24 Hoa6psa 2021 r. N 1094H "O6 yTBepxaeHUn
NMopsaaka Ha3HavyeHUA NeKkapCcTBEHHbIX NpenapaToB, hopM peLenTypHbIX 6MaHKOB Ha
rekapcTBeHHbIe npenapatsbl, Nopsaka ochopmMneHnA yKkazaHHbIX Gf1laHKOB, UX y4YeTa U

XpaHeHusA, opmM BNaHKOB peLenToB, coAepKalmx Ha3HaYeHUe HaAPKOTUYECKUX CPeacTB uUnum

NCUXOTPONHbLIX BelecTs, Mopsaaka nx U3rotToBreHUsA, pacnpeaeneHus, permctpauumn, yyerta u
XpaHeHus, a Takxe lNpaBun ocpopmneHnsa 6naHKOB peLenToB, B TOM Yucne B hopme

3NEKTPOHHbIX AOKYMEHTOB"

B coorBerctBum ¢ nyHkTom 16 yvactu 2 craten 14 denepanpHoro 3akoHa ot 21 HosOpst 2011 r.
N 323-®3 "O0 ocHOBax OxpaHbI 370pOBbs rpaxkaan B Poccuiickoit deneparuun"” (CobpaHue 3aK0OHOIATEILCTBA
Poccuiickoit ®eneparm, 2011, N 48, ct. 6724; 2017, N 31, cr. 4791), nyHKTOM 2 cTaTbk 26 demepaabHOTO
3akoHa oT 8 suBapst 1998 r. N 3-®3 "O HapKOTHUECKUX CPEICTBAX U MCUXOTPOMHBIX BemecTBax" (CoOpaHue
3akoHoaarenbeTBa Poccutickoit deneparuu, 1998, N 2, ct. 219; 2017, N 31, c1. 4791), noanyHktamu 5.2.177
, 9.2.178 m 5.2.179 nyHkTta 5 Ilonoxenuss o MuHHCTEpCTBE 31paBooxpaHeHust Poccuiickoit denepanym,
yTBEp)KIEeHHOTO MOcTaHoBlieHneM IlpaBurensctBa Poccuiickoit ®eneparuu ot 19 wmrons 2012 r. N 608
(Cobpanne 3akoHomarenscTBa Poccmiickoit @eneparnnu, 2012, N 26, cr. 3526; 2015, N 23, cr. 3333; 2017,
N 52, cr. 8131; 2021, N 43, cr. 7258), mpukasbpIBaio:

1. YTBepauTs:

[Mopsinok Ha3HaYCHUS JIEKAPCTBEHHBIX IPENapaToB coriacHo npunoxexHno N 1;

(OpMBI perlenTypHBIX OJaHKOB Ha JICKAPCTBEHHBIE MTPENapaTthl COracHo nNpuroxeHno N 2;

[opsimox odopmiteHus penenTypHBIX OJIAHKOB Ha JIEKAPCTBEHHBIE Npenaparbl, UX y4eTa U XpaHeHHs
coryacuo npunoxeHuo N 3;

(opMBI OIAHKOB PELENTOB, COIEPXKAIIMX Ha3zHAYCHHWE HAPKOTUYECKUX CPEICTB MM IMCHUXOTPOIHBIX
BEIIECTB, coryiacHo NnpunoxeHunio N 4;

[Topsamox M3roTOBIEHUS, pacHpeeNieHus, PerucTpalyy, yuyeTa U XPaHEeHHS PEIeNnTOB, COAepKaIIuX
Ha3HAUCHHE HAPKOTUUECKUX CPEJICTB HIIH MCHXOTPOIHBIX BEIIECTB COrMIacHO MpunoxeHuno N 5;

IIpaBuna odopmieHHs pELEeNnToB, COAEPXKAILMX HAa3HAYEHHWE HAPKOTHYECKUX CPEACTB WM
TICUXOTPOIHBIX BEIIECTB, B TOM YHCIIE B ()OPME IEKTPOHHBIX JTOKYMEHTOB COTJIacHO NMPUnoxexHuto N 6.

2. Ilpy3HaTh yTpaTUBIIMMHU CUTTY:

npukas MuaHcTepcTBa 31paBooxpanenus: Poccuiickoit ®denepanuu ot 1 aBrycra 2012 r. N 541 "O06
yTBEP)KACHUH (OpMBI OJAHKOB DPELENTOB, COAEP)KAIIMX HAa3HAYCHHE HApPKOTHUECKUX CPEICTB WM
NICUXOTPOMHBIX BEIIECTB, MOPAJIKAa MX HM3TOTOBICHMS, PACHpEENICHUs, PETUCTPALlM, ydeTa W XpaHEHUsd, a
TaKke mpaBuin odopmieHus” (3apeructpupoBan MunucTepcTBoM roctuiu Poccuiickoit ®enepauuu 15
asrycta 2012 r., peructpanuonssiii N 25190);

npukas MunucrepcTBa 3apaBooxpaHenust Poccuiickoit @enepaumu ot 30 urons 2015 r. N 3851 "O
BHECEHHM W3MEHEHWH B mpuka3 MuHHCTEpcTBa 3apaBooxpaHeHus Poccuiickoit denepanuu ot 1 aBrycra
2012 r. N 54u "OG6 yrBepxkacHun (HOpMbI OJAHKOB PEIICNITOB, COACPIKAIIMX Ha3HAYCHUE HAPKOTHUYCCKUX
CPEICTB WJIM TICHXOTPOITHBIX BEHIECTB, MOPSJIKAa MX HW3TOTOBJICHHSA, paclpeAesieHHs, pPerucTpainnd, ydera u
XpaHEHMs, a TakkKe TNpaBwiI odopMieHUs" (3aperucTpupoBaH MHUHHCTEPCTBOM FOCTHITMH Poccuiickoi
Oeneparuu 27 Hos10pst 2015 1., peructparnorasiii N 39868);

npukas MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuun ot 21 anpens 2016 r. N 2541 "O
BHECEHHHM W3MEHEeHWi B Tpruka3 MuHmcTepcTBa 3apaBooxpaHenus Poccuiickoit denepamun ot 20 nexadps
2012 r. N 11751 "OO0 yTBepXxIeHHHM NOpPsIKa Ha3HAYCHUS M BBIIHMCHIBAHUS JICKAPCTBEHHBIX IIPENapaToB, a
Takke (opM peuenTypHbIX OJIAHKOB Ha JIEKaPCTBEHHBIE INpemaparhl, MOpsaka O(QOpMIIEHHS YKa3aHHBIX
ONaHKOB, UX y4eTa u XpaHeHusa" U npuiioxkenne N 2 K mpukasy MuHHCTEpCTBa 31paBooXpaHeHus Poccuiickoit
Oenepanmu ot 1 asrycra 2012 1. N 54n "OO ytBepkiaeHurn (opMbl OJNaHKOB PELENTOB, COACPIKAIINX
Ha3HA4YE€HWE HApKOTHUECKHUX CpEACTB WIM TCUXOTPONHBIX BEIIECTB, IMOpAAKAa UX H3TOTOBJICHHUS,
pacrpenieNieHus, PETHCTpaliy, ydeTa W XpaHeHHs, a Takke MnpaBwil odopmieHus” (3aperucTpUpOBaH
MunuctepcTBOM rocTUITNHN Poccniickoit @enepanmu 18 utons 2016 r., peructpanmorasid N 42887);

MYyHKT 4 M3MEHEHHH, KOTOphIe BHOCSTCS B HEKOTOPBIC MPUKa3bl MUHHCTEPCTBA 37PaBOOXPAHEHHS W
conuanbHoro pasputus Poccuiickoit denepanuu 1 MuHucTepcTBa 3/ipaBooxpaneHusi Poccuiickoit denepannu
110 BOIIpOcaM OOpalleHus JIEKAPCTBEHHBIX IPEMNapaToB, COAEPIKAIIMX HAPKOTHYECKHE CPEACTBA, ICUXOTPOIIHbIE
BEIIECTBA M UX MPEKYPCOPHI, U JIEKAPCTBEHHBIX CPEACTB, MOAJIEKAIIUX [IPEIMETHO-KOJIMUECTBEHHOMY YUeTY,
YTBEpXICHHBIX MPUKa3oM MuHucTepcTBa 3apaBooxpanenus: Poccutickoit @enepannn ot 31 oktsadps 2017 T.
N 882n (3apeructpupoBan MunucrepctBoM toctuuun Poccuiickoit ®enpepamuun 9 sBaps 2018 1.,
peructpaunonusiii N 49561);

npvka3 Munucrepctsa 3apaBooxpanenns Poccuiickoit @enepauun ot 11 gexadps 2019 r. N 10211 "O
BHECEHMM M3MEHeHu# B mpmioxkeHus N 2 u 4 x mpukady MuHucrepcTBa 37paBooxpaHeHus Poccuiickoi
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Oeneparmn ot 1 asrycra 2012 1. N 54n "OO ytBepkieHurn (GoOpMbI OJNaHKOB PELENTOB, COICPIKAIINX
Ha3HAYeHWE HAPKOTHYECKHX CpPEACTB WM TICHXOTPONHBIX BEIIECTB, TMOPSIAKa WX H3TOTOBICHHS,
pacmpeneieHus, PETHCTpaIiy, ydeTa W XpaHeHHs, a Talke MpaBwi odopMieHUs" (3aperucTpUpPOBaH
MununctepcTBOM FocTHITNHN Poccniickoit @enepanun 28 ssaBaps 2020 1., peructpartaoHasii N 57293);

npukas MunmctepcTBa 3apaBooxpanenus Poccuiickoit @enepanmn ot 8 okTsiops 2020 r. N 10761 "O
BHECEHUM M3MeHeHHH B llopanok perucrpauuu, ydera W XpaHEHHUS CHELMAIBHBIX PELENTYPHBIX OJIAHKOB Ha
HAapKOTHYECKHE CPEICTBa WJM IICUXOTPOINHBIC BELIECTBA, YTBEPXKIEHHBIM NpUKa3oM MuHHCTEpCTBa
3npaBooxpanenust Poccuiickoit ®@enepaunu ot 1 aBrycra 2012 r. N 54n" (3apeructpupoBan MHUHHCTEPCTBOM
roctuiuu Poccuiickoii @enepanuu 13 Hos0ps 2020 r., peructpanmonnbiii N 60898);

npvka3 MununcTtepcTBa 31paBooxpanenus: Poccuiickoit ®@enepaunn ot 14 suBaps 2019 r. N 41 "O6
YTBEPXKACHUHU TOpsAKA Ha3HAYCHUsI JICKAPCTBEHHBIX TMpenaparoB, (OpPM pelenTypHbIX OJaHKOB Ha
JICKapCTBEHHBIC TMpenapaTel, NOpsiaka oQOpMICHHS YKa3aHHBIX OJaHKOB, WX Yydera W XpaHeHus"
(3apeructpupoBan MunHCTEpCTBOM tocTuimu Poccuiickoit eneparu 26 mapta 2019 1., peructpanmoHHbIH
N 54173);

npukas MunuctepcTBa 3npaBooxpanenus Poccuiickoit deneparum ot 11 mexadps 2019 r. N 10221 "O
BHECEHUM HM3MEHEHUN B INpuka3 MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit denepaiuun oT 14 gHBaps
2019 1. N 41 "OO0 yTBEepXACHWW TOpsAKA HA3HAYCHHS JIEKAPCTBEHHBIX IIPErapaTtoB, (OpPM peIenTypHBIX
OJIaHKOB HA JIGKAPCTBEHHBIE Ipemnaparhl, Mopsaka ohopMICHHS YKa3aHHBIX OJIAHKOB, MX y4eTa W XpaHeHus"
(3apeructpupoBan MuHucTepcTBOM roctuiu Poccuiickoit @enepannu 28 ssaBaps 2020 r., perucTpanoHHbIH
N 57292);

npvka3 MunucrepcTBa 3apaBooxpanenus: Poccuiickoit @enepanuu ot 8 oktsaops 2020 r. N 10751 "O
BHECEHUM W3MEHEHHH B TMOPSJOK HA3HAYEHUS JIEKapCTBEHHBIX IIPENaparoB, YTBEP)KICHHBINM NpUKa30M
MunuctepcTtBa 3apaBooxpanenus Poccuiickont @enepanuu ot 14 suBaps 2019 r. N 4u" (3apeructpupoBan
MunucrepcrBoM roctuimu Poccutickoit deneparuu 22 aexadps 2020 r., peructpainuonssiii N 61695);

NyHKT 3.8 MHCTpYKIMHM O TOpSIKE BBHINHCHIBAHWS JIGKAPCTBEHHBIX MpenaparoB U ohopMIICHHS
penenTtoB u TpeOOBaHWU-HAKIATHBIX, YTBEP)KIEHHOW MPUKA30OM MuUHHCTEPCTBA 3ApAaBOOXPAHEHUS W
commaibHOTO pa3Butus Poccuiickoit ®eneparuu ot 12 deBpans 2007 r. N 110 "O mopsimke Ha3HAUYSHUS U
BBINMCBHIBAHUSI JIEKAPCTBEHHBIX IIPENapaToB, M3AEIMH MEIUIMHCKOTO HAa3HAYCHHS U CIELUAIM3MPOBAHHBIX
MIPOJYKTOB JiedeOHOTO THTaHusA" (3apeructpupoBaH MuHHCTEPCTBOM focTuiu Poccuiickoir @enepamym 27
anpens 2007 r., peructparronHbii N 9364);

npukas MuHUCTEpCTBA 3APAaBOOXPAHEHMSI U coluanbHOro passutusa Poccuiickont denepanuun ot 17
Mmas 2012 . N 5621 "O6 yrBepxknenuu [lopsaka oTmycka GpU3nIecKuM JIMIaM JeKapCTBEHHBIX MpenapaToB JUIs
MEIUIMHCKOTO MMPUMEHEHNUS, COAEPIKALINX KPOME MaJbIX KOJIMYECTB HAPKOTUYECKHUX CPENICTB, ICUXOTPOIHBIX
BEIIECTB M HX MPEKYpCOpoB Jpyrue ¢apMakoJOrHYecKHe aKTHBHBIE BemlecTBa' (3aperHCTpUPOBaH
MunuctepcTBoM rocTuinu Poccuiickoit @enepanuu 1 urons 2012 r., peructparmonnsiit N 24438);

MYyHKT 2 M3MEHEHHH, KOTOphIe BHOCSTCS B HEKOTOPBIC MPUKa3bl MUHHCTEPCTBA 31paBOOXPAHEHHS W
coLMalIbHOTO pa3Buths Poccuiickoilt denepanuu, yTBEpKACHHbBIX MPUKa3OM MUHHUCTEPCTBA 3APaBOOXPAHEHUS
Poccwmiickoit ®eneparuun ot 10 wmions 2013 r. N 3691 (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIHH
Poccutickoit @eneparuu 15 utomns 2013 1., peructparmonssiit N 29064);

npukas MunucTepcTBa 3apaBooxpaneHus Poccniickoit @enepanuu ot 21 asrycra 2014 . N 4651 "O
BHECCHUH M3MEHEHHUH B HOPSIOK OTIyCKa (PU3NIECKUM JIMLAM JIEKapCTBEHHBIX IPENapaToB sl MEAUIIUHCKOTO
MIPUMEHEHUS, CONEPKALINX KPOME MAJIBIX KOJIMYECTB HAPKOTUYECKUX CPEICTB, IICUXOTPOITHBIX BEIIECTB M UX
MIPEKypcopoB Apyrue ¢GapMakoIOrHYecKue aKTUBHBIC BEILECTBA, YTBEP)KACHHBIA NMpHKa3oM MuUHHCTEpCTBa
3paBOOXpaHeHUs M couuanbHoro paszBuTus Poccuiickoir @enepamuum ot 17 mas 2012 r. N 562"
(3apeructpupoBan  MunucrepctBoM  toctuuuu  Poccmiickoit  ®epmepaumn 10 centsaops 2014 .,
peructpaunonssiii N 34024);

MYyHKT 1 M3MEHeHHIi, KOTOpPbIC BHOCATCS B HEKOTOpBIC MPHUKa3bl MUHHCTEPCTBA 3APABOOXPAHCHUS U
colualbHOrO pazeutus Poccuiickoil @eaepannn u Munucrepersa 3apasooxpanenus Pocculickoit denepanuy,
YTBEPXKACHHBIX MPVIKa3oM MuHmcTepcTBa 3apaBooxpanenus Poccuniickoit @enepannu ot 10 centsiops 2015 r.
N 634n (3apeructpupoBan MwunHHCTepcTBOM Ioctuiiuu Poccmiickoit ®enepammm 30 centsiops 2015 r.,
peructparmorsbiit N 39063);

MYHKT 3 M3MEHEHHH, KOTOPbIE BHOCATCS B HEKOTOpBIC MPHKa3bl MUHHCTEPCTBA 3APaBOOXPAHEHUS U
couanbHoro pa3sutusi Poccuiickoit @enepanun 1 MunucrepcTBa 3apaBooxpaneHust Poccuiickoit @enepanuun
110 BOMIpOcaM 0OpalleHus JIEKapCTBEHHBIX IPENapaToB, COAEPIKAINX HAPKOTHYECKHE CPEACTBA, ICUXOTPOIHbIE
BEIIECTBA U MX MPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOIEKAIINX MPEIMETHO-KOJIMYECTBEHHOMY YUeTY,
YTBEP)KACHHBIX MPUKa3oM MuHucTepcTBa 3apaBooxpaneHust Poccuiickoit @enepanun ot 31 oktsi0pst 2017 r.
N 882 (3apeructpupoBan MuHnuctepctBoM toctuuuu Poccuiickoit @enepaunn 9 suBaps 2018 r.,
peructpaunonssiii N 49561).

3. Penentypubie Omanku opmbl N 107/y-HI1, wusrotoBnenHsle 10 IHS BCTYMNIIEHUA B CUITY
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HACTOSIICTO NMPUKa3a, MOI'YT ObITh MCIIOJIB30BaHbI 0 1 Mapra 2023 roaa.
4. Hacrosammii mpuka3 BcTymaeT B cuity ¢ 1 mapra 2022 r. u geiictByer 1o 1 mapra 2028 1.

Munuctp M.A. Mypariko

3apeructpupoano B Munrocte P® 30 nostopst 2021 1.
Perucrpanmonnstit N 66124

MpunoxeHue N 1

K npvkasy MMHUCTepCTBa 34paBOOXpPaHEeHUs!
Poccuiickon ®epgepauum

oT 24 Hos6pA 2021 r. N 1094H

IMopsiiok HAa3HAYEHHUSI JTeKAPCTBEHHBIX MPeNapaToB

I. O0mue moso:KeHHus

1. Hasnauenune ekapCTBEHHBIX MPEapaToB TSI MEAUITMHCKOTO MMPUMEHEHUS (Jlajee - JeKapCTBEHHBIC
MIperaparbl) OCYIIECTBISETCA JIeHallliM BpadoM, (eNpIIiepoM, aKyIIepKoil B CiIydae BO3JIOKEHHS Ha HUX

IIOJTHOMOUYHi{ JIeUallero Bpaya, MPU OKA3aHMM MEIMIMHCKOH MOMOIIM B MEIMIMHCKHX OpraHH3alusX , B

nopsiaKe, ycTaHOBIEHHOM MPUKa3oM MuHuCTepCTBa 34paBOOXPAaHEHNS H COLMANIBHOIO pa3BUTHs Poccuiickoil
Oeneparnuu ot 23 maprta 2012 1. N 2521 "O06 yrBepkmenun Ilopsaka BO3moKeHUS Ha QeNbamepa, akyIepKy
PYKOBOAWTEIEM METUIIMHCKOW OpTaHM3ally TPH OPTraHU3aIllii OKa3aHWA TMEePBUYHON MEIUKO-CaHUTapHOW
IIOMOIIA ¥ CKOPOW METUITMHCKOW ITOMOIIM OTACNBHBIX (YHKIMHA JIEYalero Bpada MO HEIOCPEICTBEHHOMY
OKa3aHUI0 MEIUIMHCKON IMOMOIIM MAIMUEeHTy B IEepHO] HAOIIOACHUS 32 HUM U €ro JICUSHHs], B TOM YHCJE 110
Ha3HAYEHHI0O U NPHUMEHEHMIO JIEKAPCTBEHHBIX IIPENaparoB, BKJIOYas HAPKOTHUYECKUE JIEKAPCTBEHHBIE

mpenapaTbl M TICUXOTPOIHBIC JICKAPCTBCHHBIC HpGl‘IapaTLI"Z, WHUBUAYATBHBIME  TIPEATNPUHAMATEISIMH,
OCYIIECTBISIFOIUMH METUIIMHCKYIO IESITENBHOCTD (faee - MeAUIUHCKHE PAOOTHUKN).

MeaunuHckuid  paOOTHUK, OMOPMHUBIIMI pelenT C HapylOIeHHWeM HACTOSIIEero TOpsAKa, WIH
PYKOBOAMTETh MEIAWIIMHCKON OpraHu3alii 00SCIIeYUBAIOT CBOEBPEMEHHOE TIepeoopMIIEHHE TPeOyeMOoTo s
MaIUeHTa PerenTa.

2. CBeneHuUsl O HA3HAYCHHOM JICKApCTBEHHOM Tpernapare (HaMMEHOBaHUE JICKAPCTBEHHOTO Iperapara,
JIO3UPOBKA, CHOCOO BBEACHUS M TPUMEHCHHS, PEXHM JIO3UPOBaHUS, MPOJODKUTEIILHOCTh JICUCHUS H
000CHOBaHUE HA3HAYCHUS JICKAPCTBEHHOTO Iperapara) BHOCATCS MEIUIIUHCKUM PaOOTHUKOM B MEAMIIMHCKYIO
JIOKYMEHTAIIMIO MAI[UCHTA.

B cnyuasx, ykaszaHHeix B [MyHKTax 8-11 Hactosmero Ilopsiaka, MeAWIIMHCKHE pPaOOTHUK,
Ha3HAYMBINKN JEKApCTBEHHBIN Mpemnapar, oGhopMIIsieT Ha3HaYCHHE JICKAPCTBEHHBIX IIPENapaToB, B TOM YHCIIE
MOJUICKANMX W3TOTOBJICHUIO M OTIYCKY alTEYHbIMH OpraHW3alMsIMHU (Jajiee - JIGKAPCTBEHHBIC Mperaparhl
WHIMBUIYATLHOTO W3TOTOBJICHUS ), HA PEIENTYPHOM OJaHKe, 0OPMICHHOM Ha OYMa)KHOM HOCHTEIE 332 CBOCH
MOJIMKCHI0 (7aliee - perenT Ha OyMaKHOM HocuTele), W (WJIM) C COTJIacHs MAlMeHTa WM €ro 3aKOHHOTO

IIpeJICTABUTENs HA PELENTYPHOM GIaHKe B JopMe HIEKTPOHHOrO JOKYMEHTA C MCIIONb30BAaHHEM YCHICHHOM
KBaTM(DUIIUPOBAHHOW 3JIEKTPOHHOW MOAMNUCU MEAWIMHCKOTO pabOTHHKA (nanmee - penent B (Gopme
ANIEKTPOHHOTO JIOKYMEHTA).

Penent B (hopme 37EKTPOHHOTO JOKYMEHTa, COIEpXAllUi Ha3HaYeHHE HAPKOTUYECKUX CPEACTB HIIH
MICUXOTPOIHBIX BEIIECTB, MOIMUCHIBAECTCS C MCIOJIb30BAHUEM YCHICHHOW KBaJHU(PHULIUPOBAHHON AJIEKTPOHHOM
MOJIKCH JIeYalllero Bpaya wid Qembaiepa, akKymepKkd, Ha KOTOPBIX BO3JIOXKEHbI (DYHKLWH Jevallero Bpaya, u

COOTBETCTBYIOILEH MEHIMHCKOH OpraHU3aLuy .

Odopmrnenne peuenToB B (opMe 3IIEKTPOHHBIX JOKYMEHTOB OCYIIECTBISIETCS B Cllyyae HpPUHSITHS
YIIOJIHOMOUYEHHBIM OPTaHOM MCIOJHHUTENBHON BiacTu cyObekTa Poccmiickoit ®enepanuyu B COOTBETCTBUH C
NMyHKTOM 4 cTaTbu 6 denepanpHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpaiieHun JIeKapCTBEHHBIX

cpencTB"pemenus 06 HCIONB30BAHME HA TeppuTOpuMH cyObekra Poccumiickoii ®enepamuu Hapsmy c
peuenTaMd Ha JIEKApCTBEHHBIE TIpemaparbl, O(QOpMIIEHHBIMH Ha OyMa)XKHOM HOCHTENE, PpELeNnToB Ha
JIeKapCTBEHHbIE MpenapaThl, cHOPMUPOBAHHBIX B (OPME DIEKTPOHHBIX JJOKYMEHTOB.

3. IIpu BeIMMCKE MalMeHTa U3 MEAUIIMHCKON OpraHn3alui, B KOTOPOH eMy OKa3blBajlaCh MEANLIMHCKAS
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moMonib B CTAHlMOHAPHBIX YCIIOBUAX, IIPU HeOGXOZII/IMOCTI/I IIPOJOJIKCHUS ITPpUeMa JICKapCTBECHHOI'O IIpC€Iiapara B
aM6y,TIaTOpHBIX YCIOBUAX OAaHHOMY MAIUMCHTY II0 PCIICHUIO PYKOBOAUTEIA Me}lHHHHCKOﬁ opraHuszanuu
Ha3HAYarTCsI ¢ 0QOpMIICHHEM perienTa B opMe JIEKTPOHHOTO JOKYMEHTa U (WIIn) Ha OyMa)KHOM HOCUTeNe (3a
UCKITIOUeHHEM 0(OpMIICHHS PELENTOB Ha JICKAPCTBEHHBIC MPENaparhl, MOJUICKAaIIHe OTIYCKY OCCIUIaTHO WM
CO CKHJIKOW) MO0 BBIIAIOTCS (MAMEHTY WM €r0 3aKOHHOMY TPE/ICTABHUTEI0) OJTHOBPEMEHHO C BBIMTUCKON U3
HCTOpUH OOJIE3HU JICKAPCTBEHHBIC MPEMAPAaThl, B TOM YKCJIC HAPKOTHYCCKUE U MCUXOTPOITHBIC JIEKAPCTBEHHBIC
npemnapatbl, BHeceHHbIe B CMUCKM || u |ll mepeunss HAPKOTHUYECKUX CPENCTB, NMCUXOTPOMHBIX BEHIECTB M UX
MIPEKypPCOPOB, TMOJISKANINX KOHTpouo B Poccuiickoit ®denepanuu, yrBepkiaeHHOro IIpaBuTenscTBOM

Poccuiickoit ®enepaunn’ (nanee - Ilepeuens), CHIBHONCHCTBYIONINE JTeKapPCTBEHHBIE TPENApaThl, HA CPOK
rpueMa NarueHToM J0 5 THEeH.

4. HazHaueHne JEKapCTBEHHBIX IPENapaToB MPH OKAa3aHWU MEIUIMHCKON MOMOIIM B CTAllMOHAPHBIX
YCIOBUSAX MOXET OCYLIECTBIATHCS MOCPEACTBOM TPeOOBAaHMH MEIUIMHCKOW OpraHW3aldM, HalpaBsieMbIX B

aNTeuHble OPTaHU3ALMH, ABISIONIMECS CTPYKTYPHBIMH MOJIpa3aeIeHHAMHI MeUITHHCKON OpraHM3aliy.

5. Ha3naueHuwe JneKapCTBEHHBIX NPENapaToB OCYIIECTBISECTCS MEAWIUHCKUM paOOTHUKOM TI0
MEXIYHAPOJHOMY HENATEHTOBAHHOMY HAUMEHOBAHUIO, a IPU €r0 OTCYTCTBUU - IPYNIUPOBOYHOMY WIH
XUMUYECKOMY HAMMEHOBAHMIO. B cilydae OTCyTCTBUS MEXIYHApOIHOI'O HENATEHTOBAHHOIO HAUMEHOBAHUS U
TPYHIIUPOBOYHOIO WIM XMMHMUYECKOIO HAMMEHOBAHMSI JIEKAPCTBEHHOI'O IIperapara JICKapCTBEHHBIN Ipenapar
Ha3zHayaeTcsi MEJUIMHCKUM pabOTHUKOM IO TOPrOBOMY HAWMEHOBaHWIO. [Ipy Hamu4uu MeEIUIMHCKUX
MOKa3aHuil (MHAMBHIyalbHAs HETEPEHOCHMOCTh, IO >KM3HEHHBIM IOKa3aHMSIM) IO PEIIECHHIO BpadeOHOM

N 8
KOMHUCCHM MEJMIIMHCKON OpraHu3allii  OCYIIECTBISICTCA Ha3HAaueHHUe | OQOpPMIICHHE Ha3HAUCHUS
JIEKapCTBEHHBIX MpENapaToB, HE BXOMANMX B CTaHLAPTbl METUIIMHCKON IOMOINM, pa3pa0OTaHHBIE B

cooTBETCTBUH ¢ MYHKTOM 14 ctaTtbn 37 denepanproro 3akoa N 323-®3’, uim He mpemycMOTPEHHBIX
COOTBETCTBYIOIICH KIIMHUYECKON peKOMeHIaIue, 1udo mo TOProBeIM HaMMEHOBaHUSM. PemieHue BpaueOHON
KOMHUCCHU MEIMIIMHCKON OpraHu3aiuu (GUKCUPYETCS B MEIUIIMHCKOW OKYMEHTAIIMK IMAIlMeHTa U B KypHAJIe
BpaueOHON KOMHUCCHH.

Ecam nipu okazaHuy marueHTy MEANIIMHCKON TMTOMOIIH B MEIUITMHCKON OpraHU3alliy B CTAIIMOHAPHBIX
YCIIOBHSIX TI0 PENICHUIO BpaueOHON KOMHUCCHH OCYIIECTBIISIOTCS Ha3HAUCHHE M NMPUMEHEHHE JICKAPCTBEHHOTO
rnpenapara ¢ KOHKPETHbIM TOPrOBbIM HAMMEHOBAHHEM, TO NPU OKA3aHUM JAHHOMY MAalWEHTYy MEIULHUHCKOU
ITOMOIIHM B MHOM MEIWIIMHCKON OpPraHM3allii B CTAIIMOHAPHBIX YCIOBHSX, a TAK)KE B aMOYJIATOPHBIX YCIIOBHUSX

OCYIIIECTBIIAETCS HA3HAYCHHE €My JIEKAPCTBEHHOTO MPETapara ¢ TeM Xe TOProBbIM HAHMEHOBAHHEM .

6. Ha3nadenue nexkapcTBEHHOTO IIperapara B penente Ha OyMa)kHOM HOCHTENE WIN perente B Gopme
JNIEKTPOHHOTO JOKYMEHTa O(opMiIsieTcss Ha WMs TMalWeHTa, ISl KOTOPOro IpeJHa3HadeH JIeKapCTBEHHBIN
npenapar.

Penent Ha OymaxkHoM Hocutene, odopmieHHBII Ha penentypHoMm Omanke dopm N 107/y-HI,
N 107-1/y, N 148-1/y-88, N 148-1/y-04(n), yTBepkICHHBIX HACTOSIIAM MPHKA30M, MOXKET OBITh TMONTyUCH
MAlMEeHTOM, €ro 3aKOHHBIM IPeICTaBUTENIEM WIIM JIUIIOM, HUMEIOLIIMM O(QOpMIIEHHYI0O B COOTBETCTBHH C
rpakgaHcKMM  3akoHoaaTenbCcTBOM  Pocculickoit ®Denepauuu JTOBEPEHHOCTh OT NALUMEHTa Ha MPaBo
MOJIYYECHHSI TAKOTO PelenTa (J1ajee - yIoJTHOMOYEHHOE JIUIIO).

[IpencraBienue MOBEpEeHHOCTH HE TpeOyeTcss B clydae MOJYYEHHUsS pelenTta Ha JIeKapcTBEHHBIH
npenapar Ui HHKypabeIbHOro OOJIEHOTO Ha 3aBEPIIAIOIIEM dTale ero )KU3HU JIMIIOM, OCYIICCTBIISIONIAM YXOJI
32 TakMM WHKYpaOenbHBIM OOJBHBIM. B Takom ciydae MeEJAMIUHCKHNA paOOTHUK BBIJAET JIUILY,
OCYIIECTBIISIIOLIIEMY YXOX 3a HHKYpaOelbHBIM OOJBHBIM, NOKYMEHT, IOJTBEPXKIAIONIMH HHKypaOeabHOe
COCTOSIHHE OOJIEHOTO, COJIEpIKaliid CBEICHUS O JIUIIE, KOTOpOe Oy/eT MoIydaTh JEKapCTBEHHBIE ITPEnaparsl o
peuenty (dhaMuims, UMs, OTYECTBO (TIOCIEAHEE - MPH HAIWYUH), BUMA, cepuss W (WIM) HOMEp ITOKYyMEHTa,
YIOCTOBEPSIIOLIETO JINYHOCTB), 3aBEPCHHBIN IMOIIHCHI0 M TEYAaThIO JAHHOTO MEAWIMHCKOrO paOOTHHKA, a
TaKOKe MeYaThi0 MEAUIIMHCKON OpraHU3aIiy.

JloKkyMeHT, TOATBEpKAAIOUIMKA HMHKypaOedbHOE COCTOSHHME OONBHOTO, OCTaeTcsi B aNTEYHOU
OpraHU3allHy.

Penent B (opMme 31€KTpOHHOTO IOKYMEHTa (OPMHPYETCS C HCIOJIB30BAaHUEM TOCYAAPCTBEHHOM
MHQOPMAIIMOHHON cUCTeMBl B cdepe 3IpaBooxpaHeHus cyObekTa Poccuiickoii ®denepanun, MeIUIMHCKOH

MH(OPMAIMOHHOM CHCTEMBI MEIMIIMHCKO OpraHU3aIiy .

@akT BbJAYM peLenTa Ha JICKAPCTBEHHBIM Ipenapar 3aKOHHOMY IPEACTABUTEII0  WIH
YIIOJIHOMOUYEHHOMY JIUIY UKCUPYETCS B MEJUIMHCKON JTOKYMEHTAI[H MAIlUeHTA.

7. MenuuuHCKUM paOOTHHKAM 3ampenaeTcss OQOpMIISITh PEUEenThl MPU OTCYTCTBHM Yy NalyeHTa

MEIMIMHCKAX TIOKA3aHHil; HA HE3aperMCTPUPOBAHHBIC IEKAPCTBEHHbIE IPENapaThl ; HA JIEKAPCTBEHHbIC
Ipernapartkbl, KOTOpble B COOTBETCTBUHM C MHCTPYKIUEH MO METUIIMHCKOMY NMPUMEHEHHIO IMpeJHa3HaYeHbl A
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MIPUMEHEHUS TOJBKO B MEIUIIMHCKIX OPTaHU3aIMsIX; Ha HAPKOTUYECKHE CPEACTBA M TICUXOTPOITHBIEC BEIIECTBA,
BHeceHHbIe B CMUCOK |l Tlepedns, 3aperucTpupoBaHHbIC B KayecTBE JICKAPCTBEHHBIX IMPENapaToB, B IEINAX
IIPUMEHEHUS JUIs JIeYeHUSI HAPKOMaHHH.

WnpuBupyanbHbIM — NPEANPUHUMATENSIM,  OCYLICCTBISIOUIMM  MEAWLUHCKYIO  JEATENBHOCTD,
JIOTIOJIHUTENIBHO K TpeOOBaHMAM, yKazaHHbIM B ab3alle MNepBOM HACTOSILIEro ITyHKTa, 3alpeliaeTcs
0o(OPMIISITH PELeTITHl Ha HAPKOTHYECKUE CPEICTBA M ICHXOTPOITHBIE BEIIeCTBa, BHeCeHHBbIE B Cncky |l u Il
[lepeuns (nanee - HAPKOTUUECKHUE U IICUXOTPOIHBIE JieKapcTBeHHbIe npenapathl ciiuckos 11 u 111 Iepeuns).

8. [Ipn Ha3HAYCHUH HAPKOTHYECKUX M IICUXOTPOITHBIX JIGKapCTBEHHBIX Mpenaparos crivcka |l [epeuns,
3a MCKIIOYEHHEM JIEKapCTBEHHBIX INPENapaTroB B BUAE TpaHCIEPMAJIbHBIX TEpaeBTUYECKUX CUCTEM H
JIEKapCTBEHHBIX MPENapaToB, COAEPHKAIIUX HAPKOTUIECKOE CPECTBO B COYETAHNHU C aHTAarOHUCTOM OIHOUIHBIX
PEIENTOPOB, PELEHTH Ha OyMaXXHOM HOCHUTENE 0OPMIISIOTCS Ha perentypHoM Oaanke hopmbl N 107/y-HIT.

9. Penenitypubiit 6ank oopmbl N 148-1/y-88 odopmisiercst mpu Ha3HAYCHUH:

1) HapKOTHYECKMX W TICUXOTPOITHBIX JIEKAPCTBEHHBIX IMpenapaToB cnucka |l Ilepeuns B Buje
TpaHCAEPMATbHBIX TEPAIIEBTUIECKUX CHCTEM, HAPKOTHUECKUX JIEKapCTBEHHBIX MpenaparoB criucka 1 [epeuns,
COJepKaIMX HAPKOTHYECKOE CPEICTBO B COYETAaHUU C AHTAaTOHUCTOM OIHOHUIHBIX PELIENITOPOB, IICUXOTPOIIHBIX
JICKapCTBEHHBIX mpemnapaToB cnncka Il [epeuns;

2) KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MIPENapaTOB, COAEPKALIMX:

a) KOIGMH WJIM €ro COJU (B IepecueTe Ha YUCTOE BEUIECTBO) B KoJauuecTBe A0 20 MI' BKIIIOYHUTENIBLHO (Ha
1 no3y TBepao# NekapcTBeHHOW (opmbl) win B konunuectBe 10 200 mr BrumountensHo (Ha 100 mu mam 100 T
KHUJIKOM JIeKapCTBEHHOH (POPMBI AJIs1 BHYyTPEHHETO IPUMEHEHU);

0) nceBnod¢deaprHa THAPOXJIOPUA B KoJudyecTBe, npeBbimatomeM 30 mr, U g0 60 Mr BKIIOUYHUTETHHO
(ua 1 mo3y TBEpAOH JIeKapCTBEHHOW (OPMBI);

B) niceBiod(deIprHA THIPOXIOPU B KoJIM4yecTBe, npeBbimatonieM 30 Mr, u 10 60 Mr BKIIOYMTENBHO B
COUYETaHUU C JACKCTpoMeTop(haHOM THUAPOOPOMHUIOM B KOJHUECTBE, npeBbimatomem 10 mr, u mgo 30 wmr
BKJIIOUMTENBHO (Ha 1 103y TBEpI0ii TIeKapcTBEHHOH (opMBI);

r) nexkcrpomeTropdana ruapoopomusa B komudectse A0 200 mr BxmouutensHo (Ha 100 M wmm 100 T
KHJIKOM JIEKapCTBEHHOH (POPMBI 17151 BHYTPEHHET O IPUMEHEHN);

n) sdenpuHa THAPOXJIOPUA B KommduecTBe, mpeBbimaromeM 100 mr, u 1o 300 Mr BKIIOUHTETRHO (Ha
100 M wmm 100 T KuIKOH TeKapCTBEHHOM (POPMEI JIJIsl BHYTPEHHETO PUMEHEHHS);

e) adeaprHa THAPOXJIOPUA B KomHdecTBe 10 50 MI BKIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHON
dopms);

X) (PSHUIMPONAHONIaMUH B KOJMYECTBE A0 75 MI BKIIOUUTEIBHO (Ha | 103y TBEpIOH JIeKapCTBEHHOM
¢opmer) wim no 300 mr BrmountensHo (Ha 100 mn mnmm 100 © KUIKOHM JekapcTBEHHOH (opMBl Ui
BHYTPEHHETO MTPUMEHEHUS);

3) ¢eHOOAPOUTAT B KOJIMYECTBE 70 15 MI' BKIIFOUUTENILHO B COYCTAHUU C KOJCUHOM (WU €O COJISIMH)
HE3aBHCHUMO OT KoJiruecTBa (Ha 1 103y TBepoii 1ekapcTBEHHOH (opMBI);

u) penobapoOuTan B koaudectse 10 20 MI BKIFOUYUTEIBHO B COYETAHUU C dPESAPHUHOM THAPOXIOPHIOM
HE3aBHCHMO OT KoJrdecTBa (Ha 1 103y TBepAoi IeKapCcTBEHHOH (popMEI);

K) XJIOPAMA3ETOKCHA B KOJMWYECTBE, mpeBbimaromeM 10 mr, u mo 20 Mr BKIOUHMTEnsHO (Ha 1 m03y
TBEPIOH JICKapCTBEHHON (OPMBEI);

3) 7neKapCTBEHHBIX NPENapaToB WHAMBUAYAJbHOTO HW3TOTOBJICHUS, COAEPKAIIMX HAPKOTHYECKOE
CPEICTBO WJIM TICHXOTpOINHOe BemecTBo cCrvcka |l Ilepeuns, m apyrue Qapmakonoruueckue aKTHUBHBIC
BEIIECTBA B /103€, HE MPEBBILIAIONICH BBICIIYIO Pa30BYIO 103y, U MPH YCIOBHH, YTO 3TOT KOMOMHUPOBAHHBIHI
JICKapCTBEHHBIN IperapaT He SIBISETCS HAPKOTUYECKUM WM TICHXOTPONHBIM JIEKAPCTBEHHBIM MpEnapaToM
cnucka II ITepeuns;

4) nexapCTBEHHBIX IIperapaTtoB, BKIIOYEHHBIX B MEPEYEHb JIEKApCTBEHHBIX CPEACTB Ui
MEJMIMHCKOTO MPHUMEHEHUs, MOJUIeXalluX MNPeIMETHO-KOJIMUYECTBEHHOMY YYeTy (Jajee - JeKapCTBEHHbIE

npenaparsl, BKIIOYeHHbIe B repedens [TKY)".

10. Peuentypusbiii 6mank popmbl N 148-1/y-04(n) odpopmiisiercss nmpu Ha3HAYCHHH JICKAPCTBEHHBIX
IpernapaToB TpakJaHaM, HUMEIOIIMM IpaBo Ha OecliaTHOE MOIy4YeHHE JIEKApCTBEHHBIX IpernapaTroB HIN
MOJTyYeHHe JIeKapCTBEHHBIX MPEnapaToB CO CKUIKOI.

11. Peuentypusiii 0:1ank popmbl N 107-1/y odpopmitsiercs mpu Ha3HAYCHUH:

1) lekapCTBEHHBIX MPENaparoB, He yKa3aHHBIX B MyHKTaXx 8, 9 Hactosmero [Topsaka;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MTPENapaToB, COMEPIKAIITIX:

a) JproraMMHa THAPOTApPTpaT B KONHWYECTBE OO0 S5 Mr BKIOuMTenbHO (Ha | 103y TBepaoi
JIeKapCTBEHHOU (hOPMBI);

0) aenpuna runpoxiopus B koimdectBe A0 100 mr BrmrounrtensHo (Ha 100 mu mm 100 T xuakon
JIeKapCTBEHHOM (hOPMBI [T BHYTPEHHETO IPUMEHEHU );

B) miceBAOd(enApUHA THAPOXJIOPU] B KOIWYecTBe, He mpesbimaromeM 30 mr (Ha 1 o3y TBepmoi
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JIeKapCTBEHHOU (hOPMBI);

r) mcepaoddenprHa THAPOXJIOPHA B KOJIWYECTBE, He mpeBblmaiomiemM 30 Mr, B COUYETaHWH C
JeKcTpoMeTophaHOM THAPOOPOMIIOM B KOJIMYecTBe, IpeBbimaromieM 10 mr, 1 1o 30 Mr BKITIOYNTENBHO (Ha 1
JI03y TBEPIOH JIEKapCTBEHHOM (OpPMEI);

1) nekcTpoMeTopdana ruapoOpoMu B KoJIMuecTBe, npesbimatonieM 10 Mr, u 10 30 MI BKIIFOYUTEIBEHO
(Ha 1 mo3y TBepmIOi NeKapCTBEHHOH (HOPMBI);

e) heHobapOuTan B KoauyecTBe, npepbimaiomeM 20 Mr, u 10 50 Mr BkItounTensHO (Ha 1 103y TBepaon
JIeKapCTBEHHON (OPMBI);

K) Qenobapburan B KomuuectBe 10 20 Mr BKIIOYHTENFHO B COYETAaHMH C OSProTaMHHOM
THIPOTAPTPaTOM HE3aBHCHUMO OT KoJimuecTBa (Ha 1 103y TBepAoOil JekapcTBEeHHOH QOpMBI);

3) XJIOpAWA3enoKkcua B KoiuuecTBe 70 10 Mr BkIouuTenbHO (Ha 1 103y TBepAOH JeKapcTBEHHOM
(bopmer).

12. Ilpn Ha3HA4YeHWH JEKAPCTBEHHOTO Iperapara WHANBUAYyaIbHOTO HM3TOTOBJICHHS B pELENTE Ha
OyMa)XKHOM HOCHTeNle W (WId) perente B GopMme DICKTPOHHOTO JOKyMEHTa HAUMEHOBAHHS JICKAPCTBEHHBIX
CpeAcTB (BeIecTB), BKIIOUEHHbIX B NepeyeHb IIKY, yka3piBatoTcsi B Hadane penentTa, 3aTeM - BCE OCTaJIbHbIE
HUHIPEUEHTHI.

13. IIpu Ha3HAaYEHUH JIEKAPCTBEHHOI'O TIpeMnapara B peuenTe Ha OyMa)KHOM HOCHTENE U (WIIK) peLente B
(opMe 3JIEKTPOHHOTO MJOKYMEHTa 3alpellaeTcsl NPeBBIATh KOJMYECTBO HAPKOTHYECKUX CPEACTB WM
MICUXOTPONHBIX BELIECTB, KOTOPOE MOXKET OBITh BBHIIMCAHO B OJHOM PELENTE, YCTAHOBICHHOE MPUITOXEHNEM
N 1 x Hacrosemy [lopsnky, 3a HCKITIOUEHHEM CITydyaeB, yKa3aHHBIX B MyHKTax 15 u 24 nacrosmero [lopsaka.

14. Ilpy Ha3HaueHUM JIEKAPCTBEHHBIX MpENapaToB, BKIIOUEHHBIX B MepeyeHb IIKY, no3a xoropsix
MPEBBIIIACT BBICIINN OAHOKPATHBIM MPHUEM, MEAUIMHCKUN paOOTHUK 0003HAYAET 03y ITOTO JIEKAPCTBEHHOTO
mpernapara B perente Ha OyMa)kHOM HOCHTEJIE TMPOMHUCHIO C MPOCTaBIEHHUEM BOCKIMIIATENBHOTO 3HaKa U (MIJIN)
NPOCTABIISET BOCKIUIATEIBHBIN 3HAK TIPH 0POPMIICHUH perienTa B (opMe dIIEKTPOHHOTO JOKYMEHTA.

15. KonmnuecTBO Ha3HA4YeHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B MepedveHb [IKY, npu
OKa3aHWM TMalMeHTaM, HYXJAOUUMCS B JUIUTEIHHOM JIEUCHUH, TIEPBUYHON MEIUKO-CAaHUTAPHOW MOMOIIHA U
NAIMaTUBHON MEIULIMHCKON IOMOILIM MOKET OBITh YBEIMYEHO C Y4ETOM KIMHHUYECKHUX PEKOMEHIAalui He
Oosiee yeM B 2 pasa IO CPaBHEHHUIO C KOJMYECTBOM HAPKOTHYECKHX CPEICTB WM IICUXOTPOIHBIX BEILECTB,
KOTOpPOE MOXeT OBITh BBIMKMCAHO B OJHOM pEIENTe, YCTAaHOBJICHHBIM NpurioxeHnem N 1 k Hacrosmemy
[opsaky.

B cayuasx, mpexycMoTpeHHbIX a03aLleM MepBbiM HACTOSIIETO IMyHKTA, Ha pelenTax Ha OyMaKHOM
HOcHTeNe MpousBoauTcs Haanuck "[lo crenuanbHOMY Ha3Hau€HUIO", OTIENIBHO 3aBEpeHHas IOATMHCHIO
MEAUIMHCKOTO pabOTHUKA M TeYaTblo MEIWIMHCKOW opraHuzauuu "Jlns peunenToB", Ha peuentax B (opme
SJEKTPOHHOTO JOKYMEHTa Npou3BoauTcs oTtMerka "Ilo crmenuamsHOMY HA3HAYEHHUIO" C TMPOCTABICHUEM
YCUJICHHON KBaTU(PUIIMPOBAHHOMN 3IEKTPOHHOW MOAMNUCY MEIUIIMHCKOTO pabOTHHKA.

16. CocrtaB JIeKapCTBEHHOrO IIperapara, JieKapcTBeHHas (opma W oOpallleHue MEIUIIMHCKOTO
paboTHUKa K QapMaleBTHYECKOMY Pa0OTHHKY 00 OTITyCKe JIEKapCTBEHHOTO MpernapaTta Ha OyMa)XHOM HOCHTEIe
0oQOpPMIISIOTCS Ha JIATHHCKOM HJIM PYCCKOM SI3BIKE€ B POIHUTEIHHOM MaJeXKe, 32 MCKIIOUEHHEM O(GOpMIICHHUS
penenToB B (popMe 3IEKTPOHHOI'O JOKYMEHTA, OCYILECTBIISIEMOT0 HA PYCCKOM SI3bIKE.

[Ipu odopmiteHHN pernenTypHBIX OJTaHKOB AOMYCKAETCS HCIIOJIb30BaHWE COKpaImleHUH (MpuroxKeHue
N 2 k Hacrosmiemy [lopsaky).

IIpu Ha3HaueHUM JIEKAPCTBEHHOTO Ipemapara HE [OIyCKAaeTCs COKpalleHWe HauMEHOBaHUH
HHTPEIUCHTOB, COCTAaBIIIOLIMX JIGKAPCTBEHHBIM Mpenapar, He IMO3BOJSIOIINX YCTaHOBHUTH, KaKOW HMEHHO
JIeKapCTBEHHBIH MpenapaT Ha3HAYEH.

17. Crnoco® mpuMeHeHHs JIEKapCTBEHHOTO Mpenapara 00O3HAdaeTcs C yKa3aHWEM ITyTH BBEICHHS,
J03bI, YacTOTHI, BPEMEHH MpHeMa OTHOCHTENBbHO CHa (YTPOM, Ha HOYb) M €ro IJIMTEIbHOCTH, a Ui
JIEKapCTBEHHBIX IIPENapaToB, B3aUMOJEHCTBYIONIMX C MHIIEH, - BPEMEHH UX YNOTpeOJIeHUs] OTHOCUTEIHHO
npreMa IHIIH (0 €bl, BO BpeMs €1Ibl, II0CIIE €/IbI).

18. Ilpu HEOOXOAMMOCTH HEMEUICHHOTO HJIM CPOYHOro (B TeUEHHE ABYX pabouMx AHEH) OTIycCKa
JIEKapCTBEHHOTO TIpenapara MalMeHTy B BEpXHEW YacTu perenrta Ha OyMa)KHOM HOCHUTENE MPOCTAaBISIOTCA
06o3HaugeHus "cito" (cpouHo) wim "statim" (HeMeIIeHHO). AHAJOTHIHBIC 0003HAYCHHSI TIPOCTABIISIOTCS B BHIIC
OTMETOK IpH 0OPMIIEHUH penenTa B (opMe 3IEKTPOHHOTO JOKYMEHTA.

19. Ilpn odopmieHHH Ha3HAYCHHS T'OTOBOIO JICKAPCTBEHHOI'O IpenapaTra B pelenTe Ha OyMa)kHOM
HOCHUTENIe WK peuenTe B hopMe 3IEKTPOHHOIO TOKYMEHTa KOJMYECTBO ACHCTBYIOIIMX BEIIECTB YKa3bIBACTCS B
COOTBETCTBHU C MHCTPYKLIMEH MO MEIULIMHCKOMY NPHUMEHEHMIO JIEKapCTBEHHOro mpemapara. Jlomyctumo
yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MpPENapaToB CHUCTEMHOTO NEHCTBUS (U1 pe30pOTMBHOTO IpHEMa) B
TBEPbIX JIEKAPCTBEHHBIX (opMmax (Hampumep, TaOJIETKH, MOPOIIKH, KalCylibl) KaK COJIEpKaHUE OIHOTO WM
HECKOJBKHMX JCHCTBYIOUIMX BEIIECCTB B CAMHUIAX Macchl (B TpaMMax, MIIDIMrpaMmax). JlomycTUMo yKa3biBaTh
JTIO3MPOBKY JIEKAPCTBEHHBIX NMPENapaToB CUCTEMHOIr0 JEHCTBUS (JUIs pe30pOTUBHOTO MPUMEHEHHS) B JKUIKUX

18.03.2024 Cucrema TAPAHT 6


https://internet.garant.ru/document/redirect/12184522/21

Mpuka3 MuHucTepcTBa 3apaBooxpaHeHus PO ot 24 Hos6ps 2021 r. N 1094H "O6 yTBepxaeHuu MNMopsaka

JIeKapCTBEHHBIX (opMax (HampuMep, PacTBOPHI, CYCIIEH3WHM) KaK COJEPKAHWE OJHOTO HIM HECKOJIBKUX
JIEACTBYIONINX BEIIECTB B EAMHHUIIAX MACChl Ha EAUHUIYy 0O0beMa (HampuMmep, MILTUTPaMM/MIULIIIATP) C
yKa3aHHeM 00IIero o0bema JIeKapCTBEHHOH (hOPMEL.

Ilpn odopmieHnn Ha3HAYCHHS JIEKApPCTBEHHOTO NperapaTa WHIMBHIYaJbHOTO W3TOTOBICHUS B
perenite Ha OyMa)XHOM HOCHTEJE WJIHM perente B (opme 3JIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO TBEPIBIX H
CBIITy4nX (papmareBTHuecKux cyOcTanmmid yka3eiBaercs B rpammax (0,001; 0,5; 1,0), )KuUAKUX - B MIJUTHITUTPAX,
rpaMMmax M Karuisx.

20. PenmenTtsl Ha OymakHOM HocuTene, B (OpMe 3JIEKTPOHHOIO TOKyMEHTa, O(OpMIICHHbIE Ha
peuentypaoM Onanke popmbl N 148-1/y-88 u npenHa3HaueHHBIE Ul OTIYCKa JIEKAPCTBEHHBIX MPENapaToB,
IpeyCMOTPEHHBIX MOANYHKTamu 1-3 nyHkTa 9 Hacrosimero [Topsiaka, neficTBUTENbHBI B TeueHue 15 aHeit co
THST 0OpMIICHUSL.

21. PemnenTtsl Ha OymMaxkHOM HocuTene, B (hopMe OSIEKTPOHHOTO JOKyMEHTa, O(OpMIICHHbIE Ha
peuentypuom Omanke opmbl N 148-1/y-04(n) wm mnpemHasHadeHHBIE JUIS OTIIYCKa JIEKAPCTBEHHBIX
mpenapaToB rpaxaaHamM, ykazanHeM B NMyHKTe 10 macrosimero IMopsinka, neiicTBUTENbHBI B TedeHue 30 mHE
co a1 o(hOpMIICHHMS, 32 UCKIFOUYEHHEM CliydaeB o(opMIIeHHs pelienTa B COOTBETCTBUU ¢ NMyHKTamMn 38 u 39
Hacrosmiero [lopsiaka, mpu KOTOPEIX OH ACHCTBUTENICH B TeUCHHE 15 mHEH co THSA 0popMIICHHUS.

22. PenenTsl Ha OyMaXHOM HOCHUTeNe, B (OpME DIEKTPOHHOTO JOKyMEHTa, O(QOpMIICHHBIE Ha
peuentypuom Omanke @opmbl N 148-1/y-04(r1) wm npemHasHa4yeHHbIC ISl OTIMYCKA JIEKAPCTBEHHBIX
IpenapaToB rpaxaaHaM, JOCTUTIINM [IEHCHOHHOTO BO3pacTa, MHBAJIMIAM MEPBOM TPYIIIbI, ACTIM-UHBAIUAAM,
a TaKkKe TpaKJAaHaM, CTPAJAIOIINM XPOHHUYECKUMH 3a00JEBaHUSIMHM, TPEOYIOIIMMH UIUTENHLHOIO KypCOBOTO
JeyeHus1, NeHCTBUTENbHBI B Tedyenne 90 mHel co qHS opOpMIIeHHS, 32 MCKIIOUEHHEM CIIyyaeB, YKa3aHHBIX B
nyHktax 38 m 39 nacrosimero Ilopsiaka, mpu KOTOPBIX OH JACHCTBUTENEH B TedeHHe 15 mHei co mHs
odopmiteHusl.

Jiist medeHust XpOHUYIECKUX 3a00JIeBaHMi YKa3aHHBIM KaTETOPHSIM TPaXK/IaH JICKapCTBEHHBIE TPEapaThl
¢ oOpMIICHHEM PEIeNTOB Ha OyMa)KHOM HOCHUTEJIC WM PEUENTOB B (popMe 3IEKTPOHHOTO JIOKYMEHTa MOTYT
Ha3HaJaThCs Ha Kypc JedeHus a0 180 muei.

23. PemenTtel Ha OyMaXHOM HOCHTENE, B (opMmMe SIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIE Ha
peuentypaom Omanke popmbl N 107-1/y u npenHasHaueHHbIC sl OTIYCKA JIEKAPCTBEHHBIX MPENapaToB,
mpeaycMOTpeHHbIX MYHKTOM 11 wHacrosmiero I[lopsimka, neiicTBuTenbHbI B TedeHwe 60 mHEl co aHA
odopmIteHusl.

[Ipy Ha3HaueHMM TOTOBBIX JICKAPCTBEHHBIX IPENaparoB M  JIGKAPCTBEHHBIX IPENapaToB
WHAMBUAYAIbHOTO M3TOTOBJICHHS IalMeHTaM ¢ 3a00JieBaHUSAMH, TPEOYIOIIMMH JIUTEIBHOTO KypCOBOTO
aedeHus, ¢ opopmieHueM Ha perentypHoM Oxanke chopmbl N 107-1/y peuenrta Ha OymMaKHOM HOCUTENE WIN
B (hopMe DIIEKTPOHHOTO JOKYMEHTa yCTaHABIMBAETCS CPOK ACHCTBHS PELeNTa B IIpeesiax A0 OJHOTO Toja.

B chywae ycraHoBieHHs cpoka JEHCTBHsI pelenTa B Ipenenax [0 OJHOTO Tofa B pelenTe
npom3BoauTcss Haanuck: "[lo crnenuanpHOMY Ha3zHaueHHWIO", 0003HAYaeTcs CpOK MJCHUCTBHS pelenTta H
MEPUOJIMYHOCTh OTITyCKa JIEKAPCTBEHHBIX IPENapaToB W3 anTeYHON OpraHu3alliyd WM WHIUBUILYaJTbHBIM

IpeNpUHEMATENEM, HMEIOIMM JIMICH3MI0 HA (pAapMAlCBTHUECKYIO EATENHHOCTh — (€XKEHENeNbHO,
€KEeMeCSIYHO M UHbIe Mepruonbl). J(OMOTHUTENHHO 3TO YyKa3aHWE 3aBepsSeTcs MOINHCHI0 MEIUIIMHCKOTO
paboTHHKa, a TaKXKe IMe4YaThlo MeIWIMHCKOW opranm3ammu "Jlis penentoB" (g pementa Ha OyMaKHOM
HOCHUTEJIC) WM YCUIICHHOH KBATM(PHIIMPOBAHHOM 3I1EKTPOHHOW MOAMNNCHI0 MEAUITUHCKOTO paOOTHUKA | JIHIIA,
YIIOJIHOMOUYEHHOI'O 3aBEPATh JOKYMEHThl OT HMMEHM MEIULIMHCKOW opraHum3aumuu (is peuenta B (opme
3JICKTPOHHOTO JOKYMEHTA).

24. PeneniTel Ha JIEKapCTBEHHBIE NIPENAPATHI, BKIIOUEHHBIE B NepeYeHb IIKY, 1 nedenns nanueHToB
C XPOHUYECKUMHU 3a00JI€BaHUSIMHI MOTYT 0(OPMIISThCS Ha Kypc JieueHus 10 60 qHei.

B cnyqae, koraa Kypc nedeHus cocraisieT 6onee 30 qHEH, TOMOJHUTEIBHO B peLienTax Ha OyMaKHOM
HOcHTeNe MpousBoauTcsa Haanuchk "[lo crenuanbHOMY Ha3HaueHUIO", 3aBEpEHHAs MOJMUCHI0 METUIMHCKOIO
paboTHUKA M TEYaThl0 MEIUIMHCKOW opranu3anmu "/{ms peuentoB", Ha penentax B (OpMeE SIEKTPOHHOTO
JOKyMeHTa mpou3BoautTcss oTtMmerka "Ilo cmenuanbHOMYy Ha3HaueHMIO" C TMPOCTABICHUEM YCHIJIEHHOM
KBaTM(UIIMPOBAHHOK 3MEKTPOHHONM MOAMUC MEAUIIUHCKOTO pabOTHUKA | JIMLIA, YIIOJTHOMOYEHHOTO 3aBEPSThH
JOKYMEHTHI OT UMEHH MEAMLIUHCKOM OpraHu3alii.

25. Peuent Ha OyMakHOM HOcHUTEJIE B (hOpME DIIEKTPOHHOTO JOKyMEHTa, 0(OpMIICHHBIH ¢ HapyIIEHUEM
YCTaHOBJIEHHBIX HacTosimuM llopsinkoMm TpeGoBaHuil, CYMTAETCS HEICHCTBUTEIHHBIM.

I1. HazHaveHuUe JIeKAPCTBEHHBIX NMPENapaToB MPU 0KA3AHUU MeIMUMHCKOI MOMOIIM B CTAIIMOHAPHBIX
YCJI0BHUSIX

26. HpI/I OKa3aHUM TMMaUCHTY MCZLHHHHCKOﬁ nomMon B CTAMOHAPHBIX YCJIOBHAX HA3HAUCHHUC
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JICKapCTBEHHBIX IPENapaToB MPOM3BOJAUTCS 0e3 OoQOpMIICHUS pelenTa MEIUIMHCKUM pabOTHUKOM
€/IMHOJIMYHO, 33 UCKIIIOYCHUEM CITy4aeB, YKa3aHHbIX B MYHKTE 27 Hacrosmiero [lopska.

27. CormacoBaHHWE€ Ha3HA4YeHHs JIEKAPCTBEHHBIX TIPENapaToB C 3aBEAYIOIMIMM OTACIEHHEM WIN
OTBETCTBEHHBIM [I€)KYPHBIM BpadoM JHOO APYyTUM JUIIOM, YHOJHOMOYEHHBIM INPHUKA30M TJIABHOTO Bpada
MEIUIIMHCKON OpraHm3alliH, a TaKXkKe, IPH HaJHNYWH, C BPadoM - KIMHHYECKUM (papMakKoJoroM HEOOXOAUMO B
ClIyyasx:

1) omHOBpEeMEHHOT0 Ha3HAYEHUS TIATH U O0Jiee JIEKapCTBEHHBIX MIPETapaToB OJJHOMY MallUeHTY;

2) Ha3HAYCHUS JICKAPCTBEHHBIX IPEMapaToB, HE BXOAANINX B MNEPEYEHb KU3HEHHO HEOOXOJUMBIX H

BaXKHEMIIMX JIGKAPCTBEHHBIX NPENapaToB , IIPH HETUIIMYHOM TEYEHWH 3a00JIeBaHNsA, HATHUIHH OCIIOKHEHHH
OCHOBHOTO 3a00JieBaHUs ¥ (W) COMYTCTBYIOIINX 3200JIeBaHU, TPY HA3HAYCHHUH JICKAPCTBEHHBIX MIPEIapaToB,
0COOEHHOCTH B3aMMOJICHCTBUS U COBMECTHMOCTH KOTOPBIX COTJACHO HMHCTPYKIMSAM IO UX NPUMEHEHHIO
MIPUBOJIAT K CHUKCHUIO d(P(PEKTUBHOCTU M 0E30MAaCHOCTH (hapMaKOTepanuu U (WIK) CO3MAI0T MOTCHIIMATHHYIO
OTIACHOCTD JJIS )KU3HH U 30POBbsI MAIIUCHTA.

B yka3aHHBIX ciydasx Ha3HA4YCHUE JICKAPCTBEHHBIX TNpenaparoB (QUKCUpyeTcss B MEIUIMHCKOU
JOKYMEHTAIUW TAallMeHTa W 3aBepsieTCs MOJIKCHI0 METUIIMHCKOTO PaOOTHHKA M 3aBEAYIOIIErO OTACICHUEM
(OTBETCTBEHHOTO JIGKYPHOTO Bpaya HiIH APYroro YIOTHOMOYEHHOTO JIUIIA).

28. MenumuHCKUIl pabOTHUK MEIWIIMHCKOW OpraHu3anuyd (ee CTPYKTypHOTO TOApa3esieHus),
PAacIION0KEHHON B CEIBCKOM HACEIEHHOM ITYHKTE, OCYIIECTBIIIET HAa3HAYCHHE JIEKAPCTBEHHBIX MPENapaToB B
cllydasix, yKa3aHHbIX B NMyHKTax 27 u 29 nacrosuiero [lopsika, e TMHOIMYHO.

29. Ilo pemeHnro BpadyeOHON KOMHCCHHM TAlMEHTaM INPU OKa3aHWH WM MEAWIWHCKON MOMOIU B
CTAIlMOHAPHBIX YCJIOBHUAX HA3HAUYAIOTCS JICKAPCTBEHHBIE MpEnapaThl, He BKIIOYEHHBIC B MNEPEYEHb KU3HEHHO
HEOOXOJMMBIX M Ba)XKHEHIIMX JICKAPCTBEHHBIX IPENapaToB, B Cllydyae WX 3aMEHBl W3-32 WHIMBHUIYaTbHOW
HETNIEPEeHOCHUMOCTH, MO ’KU3HEHHBIM ITOKa3aHUsIM.

Pemenne BpaucOHOI KOMuUcCCHH (UKCHPYETCS B MEAMIMHCKOM JOKYMEHTAIMU TAIUCHTAa U JKypHAJe
BpauyeOHOH KOMHUCCHH.

30. B cnywasx oOcinenoBaHMd W JIeUEHHs TpaXJaHMHA B CTAallMOHAPHBIX YCIOBUSAX B paMKax
NPEAOCTABICHUSI MEIUIIMHCKUX YCIYT Ha BO3ME3JHOH OCHOBE 3a CYET JHMYHBIX CPEICTB TpaxklaH, CPEICTB
IOPUIIMYECKUX JIMI] M HMHBIX CPEJICTB HAa OCHOBAaHHM JIOTOBOPa, B TOM YHCIIE JIOTOBOpPa JOOPOBOJIHHOTO

MCIUITUHCKOI'O CTanOBaHI/ISIm, €My MOTYyT OBLITh HA3HAYEHBI JICKapCTBCHHLBIC IpCraparbl, HC BXOIAAIIUC B
nepevyeHb XHU3HCHHO HGO6XOI[I/IMI)IX U Ba)KHEUIIIHX JICKApCTBCHHLBIX IIpEIapaToB, €CJIM HMX HA3HAUCHHUC U
NIPUMCHCHUC o6ycnosneHo MCIUIITMHCKUMHU ITIOKa3aHUAMU.

II1. HazHauyeHue JJeKapCTBEHHbBIX MPENAPATOB NIPH OKA3aHUM NEPBUYHON MeIUKO-CAHUTAPHOI MOMOILIH,
CKOPOii MeIUIIUHCKON MOMOIIM U NAJINATUBHON MeJUIMHCKON MOMOLIHU

31. Ilpu oka3zaHUU NEPBUYHON MEIUKO-CAHUTAPHON MOMOIIM Y NAUTMATUBHOM MEIUIMHCKON MOMOIIU
B aMmOyIaTOpHBIX YCJIOBHUAX HA3HAYECHUE JIEKAPCTBEHHBIX IIPENapaToB OCYIIECTBISIETCS MEIUIIMHCKHM
pabOTHUKOM B CiydasiX THUIMYHOTO TEUYEHHUS 3a00NieBaHMs MNalMEHTa WCXOIs M3 TSDKECTH M XapakTepa
3a00J1eBaHUsl.

32. Ha3nayeHue JeKapCTBEHHBIX IPENapaToB IO PELICHUIO BpaueOHOW KOMHCCHU NpPU OKa3zaHWU
NEePBUYHON METUKO-CAHUTAPHON MOMOIIH, MAITHATUBHON MEAWIIMHCKOM MOMOIIY B aMOyJaTOPHBIX YCIOBHUAX
MIPOU3BOANTCS B CIIydasx:

1) onHOBpPEMEHHOT0 Ha3HAYCHHs OJHOMY NAlMEHTy ISATH U OoJyiee JIEKApCTBEHHBIX IpenapaToB B
TEYEeHHE OJJHIX CYTOK WJIU CBBIIIE JECSITH HANMEHOBAHUH B TEUEHUE TPUALIATH THEH;

2) Ha3HAYEHHUS JIEKAPCTBEHHBIX NPENapaTroB MPH HETUINYHOM TEYeHWW 3a00JIeBaHWsA, HATUYUU
OCIIOKHEHW OCHOBHOTO 3a0onieBaHWS ® (WJIM) CONMYTCTBYIOIIMX 3a00NieBaHWM, TpH Ha3HAYCHUHU
JIEKapCTBEHHBIX TIPENapaToB, OCOOEHHOCTH B3aUMOJECHCTBHS M COBMECTHMOCTH KOTOPBIX COTJIACHO
WHCTPYKIUSAM 110 UX IPUMEHEHUIO IPUBOAST K CHIKEHHIO 3(h(DeKTUBHOCTH 1 OE€30TIACHOCTH JICUCHHUS TAI[eHTa
1 (WITK) CO3AAI0T MOTSHIIUAIBHYIO OMACHOCTD JIJIS )KU3HU U 3/I0POBbS NAIIMEHTA;

3) mepBUYHOTO Ha3HAUYCHHS MALMEHTY HAPKOTHYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB
crimckoB |l u Il Tlepeunss (B ciy4ae NpHHATHS PYKOBOAWTEIEM MEAMIIMHCKON OpPraHU3allH DPEIICHUS O
HEOOXOIUMOCTH COTJIAaCOBaHMSI Ha3HAYCHUS TaKUX JIEKAPCTBEHHBIX NPENapaTroB ¢ BpadeOHOH KOMHUCCHEH).

33. [ToBTOpHOE Ha3HAUYEHHE HAPKOTHYECKHUX M TICHXOTPOITHBIX JICKAPCTBEHHBIX MpernapaTtos CrUCKOB ||
u |l Tlepeunss mpou3BoANTCS MEAWIMHCKAM pPAOOTHUKOM CaMOCTOSITEIBHO WM €IUHOIUYHO O€3 y4acTHs
BpaueOHON KOMHCCHM TallME€HTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM JIIO0OOTO TeHe3a, HapyIIeHHWEM CHa,
CYJIOPOKHBIMU COCTOSTHUSIMHU, TPEBOKHBIMU pPaccTpoiicTBaMu, (GOOUSIMHU, ICHXOMOTOPHBIM BO30YKICHHEM.

34, Ilpm oOKazaHWH CKOPOH MEIUITMHCKON TIOMOIMM JIEKapCTBEHHBIC IIpenapaTrhl Ha3HAYaIOTCS
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MEIUITMHCKAM PabOTHUKOM BBIC3THON OpHUTaIbl CKOPOW MOMOIIH, MEIUITMHCKAM PabOTHUKOM MEIUIIMHCKOU
OpraHW3alid TIPH OKa3aHWW MEIUIIMHCKOW TOMOIIM TpaKJaHaMm IpH 3a00JIeBaHUSIX, HECUYACTHBIX CIIyJasX,
TpaBMax, OTPABJIICHUSX U JIPYTUX COCTOSHUAX, TPEOYIOMNX CPOTHOTO MEAUITTHCKOTO BMEIIATEIbCTBA.

IV. HaznayeHnue JICKAPCTBCHHLIX IIPENapaToB rpaxkianamM, MMEKOIIUM IIPaBoO Ha OecmiaTHoOe moJry4eHue
JICKAPCTBEHHLIX IIPENapaToB UJIH MOJYIECHUE JEKAPCTBCHHBIX MpenapaToB Co CKH}IKOﬁ, npu OKa3aHuu
l'[epBI/l‘lHOi/i MeIlHKO-CaHHTapHOﬁ nmoMOI 1

35. HpI/I OKa3aHHuH HCpBH‘IHOﬁ Me,[[HKO—CaHHTapHOfI IIOMOIIM Ha3HA4YCHUEC MCIAUIITMHCKHUM pa6OTHI/IKOM

Ha OCHOBE KIMHHYECKMX PEKOMEHIAIH U C y4eToM CTaHAapTOB MeIMIMHCKOM TIOMOIIH ~ J1eKapCTBEHHBIX
NpernapaToB, OTIIYCKaeMbIX OECIUIaTHO WJIM CO CKHJKOW, TpakIaHaM, MMCIOLUIMM MNpaBO Ha oOOecredeHHe
JIeKapCTBEHHBIMU IpenapataMy 3a CYeT CPEICTB OFOJUKETHBIX ACCUTHOBAaHMN (elepalbHOrO OKJpKeTa U
Or0/pKeTOB cyOBekTOB Poccuiickoii denepanuu, ocymiecTsisiercs Ha perentypHom onanke N 148-1/y-04(n).

IIpu odopmiennn perenta Ha Omganke opmbl N 148-1/y-04(n1) ma OyMa)kHOM HOCHTENE
oOpPMJIISIFOTCST [IBa DK3EMIUISApa, OJUH W3 KOTOPBIX OCTAeTCS B anTeYHOW OpraHu3allid, BTOPOH - B
MEIUIMHCKOM JOKYMECHTALUH AlUCHTA.

36. TlpaBo Ha3HauaTh JICKAPCTBCHHBIC MpEMapaThl IpaKJaHaM, HMEIOIIUM TPaBO Ha OeCIUIaTHOE
HOJTydeHHe JICKapPCTBEHHBIX IMPEMapaToB MM IIOJYYCHHE JICKAPCTBEHHBIX MPENapaTtoB O CKHUAKOM, TaKkKe
UMEIOT:

1) mMemuuuHCKHE PaOOTHUKH, pabOTaloIIfe B MEAMIMHCKONW OpraHM3alldh MO COBMECTHTEIHCTBY (B
npenenaax cBoel KOMICTCHIIHN);

2) MeAMIMHCKHE Pa0OTHUKM CTAIlMOHAPHBIX OPraHU3aLUi COLMAIBEHOTO OOCIYKUBAHHUS NPH HATUYAU

JIMIEH3HH HA OCYIIECTBICHHE MEIMIMHCKON IesTeNbHOCTH ', MpelyCMaTpHBAIONIeii BHITONHEHHE paGoT
(oxa3aHWe YCIYr) IO OKa3aHWIO NEPBHYHOW MEIMKO-CAHMUTAPHOH MOMOINM B aMOYJIAaTOPHBIX YCIIOBHUSX
(He3aBHCUMO OT BEIOMCTBEHHOW IPHHA/IICKHOCTH);

3) MemuuuHCKME ~ Pa0OTHUKM  MEIUUIMHCKUX  OpPraHW3allfi,  OKa3bIBAIOUIMX  IEPBUYHYIO
MEIIMKO-CAaHUTAPHYIO TIOMOIIb, IOJBEJOMCTBEHHBIX (DeaepanibHbIM OpraHaM HCIIOJHHUTEIBHOW BIACTH WIN
OpraHaM UCIOJIHUTENIBHOM BlIacTH cyObekToB Poccuiickort denepanuy;

4) UWHIUBHIyalbHbIC MPEANPUHUMATENHN, OCYIICCTBIAIONINE MEIMIUHCKYI0 JCSTeIBHOCTD U
BKJIFOYCHHBIC B PEECTP MEIUIMHCKUAX OPraHU3alUi, OCYIIECTBISIONINX IeSITEIbHOCTh B chepe 00s3aTeTbHOrO
MEIUIIMHCKOTO CTPAXOBAHUSI.

37. Tlpu Ha3HAYEHHWH JIEKAPCTBEHHBIX MPEMapaToB TpaKIaHaM, MMCIONIMM MpaBO Ha OecruiaTHOe
MOJTyYeHNE JIEKAPCTBEHHBIX IPENapaToB WIN IOJydEeHHE JIEKApPCTBEHHBIX MPENapaToB CO CKHUIKOH, B perente
yKa3bIBaeTcs HOMep TenedoHa, M0 KOTOPOMY PaOOTHHUK alTeYHOH OpraHU3aliH MPU HEOOXOIMMOCTH MOJKET
COTJIacOBaTh C METUIIMHCKUM pabOTHUKOM 3aMeHY JICKapCTBEHHOTO TIperapara.

38. Ha3HaueHHne HAPKOTHYECKUX M IICHXOTPOITHBIX JIEKApCTBEHHBIX npenaparoB crivicka |l Iepeuns (3a
WCKITIOYCHHUEM JIEKapCTBEHHBIX IPENapaTroB B BUAE TPAHCICPMAIBHBIX TEPANCBTUYECKHX CHCTEM, a TaKkKe
JIEKapCTBEHHBIX MPENapaToB, COIEPKAIINX HAPKOTUIECKOE CPEACTBO B COYCTAHUH C AHTATOHUCTOM OITMOHUTHBIX
peLenTopoB) rpakAaHaM, MMEIOIIUM IPaBO Ha OECIUIaTHOE MOJyYeHHE JICKAPCTBEHHBIX IPENapaToB HIIH
MOJIYYCHHUS JICKAPCTBEHHBIX IPENapaToB CO CKUIKOW, OCYIIECTBISACTCS Ha PELENnTypHOM OjaHke (HOpMbl
N 107/y-HIN, x xoTopoMmy IOMOJHUTENBHO O(GOPMISETCS pelenT Ha peuenTypHoM OnaHke (DOPMbI
N 148-1/y-04(n) (B nBYX 3K3eMIUIApax Mpu 0POpMIICHUH HAa OYMaKHOM HOCHTEIIE).

39. Ha3zHaueHne HapKOTUYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX mperaparos crnivcka |l Tepeuns B
BUJIC TPaHCIACPMAIbHBIX TEPANEBTHYECKUX CHUCTEM, HAPKOTHYECKHX JIEKAPCTBEHHBIX MpermapaToB crmcka 11
ITepeuns, conmep)kalux HApPKOTHYECKOE CPEACTBO B COYETAHHMHM C AHTArOHHCTOM OIMOWIHBIX PEENTOPOB,
MICHXOTPOIHBIX JIEKapCTBEHHBIX IperapaToB Crivicka |l [lepeuns, nekapcTBEHHBIX peTapaToB, BKIIOYCHHBIX B
nepeveHb KV, coxepxamuxcs B NOAMNYHKTE 2 nyHKkTa 11 Hacrosmiero [Topsaka, nmpenHa3HAYCHHBIC IS
Je4eHHs TpaklaH, UMEIOINX IPaBo Ha OECIIaTHOE MOJyYeHHE JICKAPCTBEHHBIX MPENapaToB WU MOJIy4YeHHE
JIEKapCTBEHHBIX IIPENapaToB CO CKHIKOH, OCYHIECTBIsETCS Ha perenTypHbix Onankax popm N 107-1/y u
N 148-1/y-88, k KOTOpBHIM MIOMOJHHUTEIBLHO O(QOPMIIETCS pElenT Ha peHenTypHOM OnaHke (DOPMbI
N 148-1/y-04(n) (B nBYX 3K3eMIUIApax Npu 0POPMIICHUU Ha OYMaKHOM HOCHTEIIE).

"MynkT 11 cTathy 2 dexepansHoro 3akona ot 21 HosGps 2011 r. N 323-®3 "O6 ocHOBaX OXpaHsI
310poBbs rpaknal B Poccuiickoit enepanmu" (Cobpanue 3akoHomarenscTBa Poccuiickoit denepammm, 2011,
N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - ®enepanbHsiii 3akoH N 323-D3).
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T'APAHT: [lo-BuguMoMy, B TEKCTE MPEABLAYIIEro ad3ama jgomyiieHa onedatka. Bmecto "[lynkr 11
ctateu 2" umeercs B Buay "[MyHKT 11 yactn 1 ctatbm 2"

3apeructpupoBan MuHucTepcTBOM toctuiu  Poccuiickoit ®epepanum 28 ampens 2012 r.,
peructpaunonssii N 23971 ¢ M3MEHEHUAMW, BHECEHHBIMH MPUKA30M MuHHUCTEpCTBa 3ApaBOOXpPaHEHHS
Poccuiickoit ®eneparmu ot 31 okrsaops 2017 r. N 882H (3apeructpupoBaH MHHUCTEPCTBOM IOCTULIUH
Poccuiickoit ®eneparuu 9 saBapsa 2018 ., perucrpannonssiii N 49561).

3 MyHkT 2 cTtatbn 20 dexepanbroro 3akona N 323-03 (Cobpanue 3aKOHOAATEILCTBA Poccuiickoil
Oenepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

* MyukT 1 cTaTey 26 denepanbHoro 3akoHa ot 8 smupaps 1998 r. N 3-®3 "O HapKOTHUECKHX
CPEICTBaX M MCUXOTPOMHEIX BemecTBax" (CoOpaHue 3akoHOAaTenbcTBa Poccuiickoit denepanuu, 1998, N 2,
cT. 219, 2017, N 31, c1. 4791) (nanee - ®enepanbbiii 3akoH N 3-D3).

> Cobpanmne 3akoHonatenberBa Poccuiickoit @eneparuum, 2010, N 16, cr. 1815, 2019, N 52, c1. 7793.

6 [MyHKT 2 cTtatbn 2 denepanbHoro 3akoHa N 3-d3 (CoOpaHue 3aKOHOIATENHCTBA POCCHUCKOM
Oenepanuu, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

7 MyHkT 54 crath 4 denepambHoro 3akona or 12 ampens 2010 r. N 61-®3 "O6 obpameHuu
nexapcTBeHHBIX cpenctB" (CoOpanue 3akoHOAaTenscTBa Poccuiickoit deneparun, 2010, N 16, ct. 1815; 2019,
N 31, ct. 4456) (nanee - ®enepanbHblii 3akoH N 61-D3).

¥ Mpukas MunncTepcTBa 3ApaBOOXPAHEHNs H COIMAIBHOrO pasBUTHs Poccuiickoit denepamnuu oT 5
masgs 2012 r. N 5028 "OO yTBepXIEHHWH TOpSAAKA CO3JAHHUS ¥ JEATEIBHOCTH Bpa4eOHOW KOMHUCCHH
MEAMIMHCKON opranuzauuu” (3apeructpupoBadn MuHucTepcTBOM roctuiu Poccuiickoit @enepanun 9 mroHs
2012 1., perucrpaumonneiidi N 24516) ¢ W3MEHEHVWSMW, BHECCHHBIMH [PUKA3OM MuHHCTEpCTBa
3npaBooxpanenus Poccuiickoit @enepanuu ot 2 nexadpst 2013 r. N 886H (3apeructpupoBan MUHHCTEPCTBOM
roctuiuu Poccuiickoit @enepanuu 23 nexadps 2013 r., perucrpanuonnsiii N 30714).

’ Cobpanue 3akoHonarenbcTBa Poccuiickoit @eneparm, 2011, N 48, ct. 6724,

10 [MyHKT 2 moctanosnenus IlpaBurenbctBa Poccuiickoit ®@enepamun ot 30.06.2020 N 965 "O
BHeceHMM u3MeHeHmid B IlpaBmna (opMupoBaHus TepeyHs JEKapCTBEHHBIX CPEACTB, 3aKyNKa KOTOPBIX
OCYIIECTBJISIETCS B COOTBETCTBUM C HMX TOPrOBHIMH HAMMEHOBAHHUSIMH, U O NPUMEHEHHH JIEKAPCTBECHHBIX
MpernapaToB C KOHKPETHBIMH TOProBbiMH HanMmeHoBaHusAMu" (CoOpaHue 3akoHOAaTeNbcTBa Poccuiickoit
®denepanuu, 2020, N 28, ct. 4422).

" Cratby 91 u 91.1 denepansroro 3axona N 323-®3 (Cobpanue 3aKoHOIATENbCTBA Poccuiickoit
Oenepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

"> Pelwwenne Cosera EBpa3smiickoil SKOHOMHMYECKOH KOMHCCHH OT 3 Hosbps 2016 r. N 78 "O
[IpaBunax perucTpauMm ¥ O3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB Ui MEAWIUHCKOTO NpUMEHEeHHs"
(opunmaneHeli caiit EBpasuiickoro skoHomuueckoro corosa http://www.eaeunion.org/, 21 Hosops 2016 r.).
Cratbs 13 ®denepanbhoro 3akoHa N 61-03 (Cobpanue 3akonomarensctBa Poccuiickoin denepanuu, 2010,
N 16, ct. 1815; 2020, N 14, ct. 2028).

B MopnyHkt 5.2.171(1) nyHkTa 5 mocranoBinenns IlpaButemsctBa Poccmiickoit Memepariun oT
19.06.2012 N 608 "OO6 yrBepxaenun Ilomoxkennss o MuHHUCTEpPCTBE 3ApaBOOXpaHeHUs Poccuiickoit
Oenepanun” (nanee - [onoxkenne o Munucrepctse) (Codpanue 3akoHogaTeNnbCTBa Poccuiickoit deneparnyu,
2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

" MyHkt 47 vactm 1 crateu 12 degepambHoro 3axkoma or 4 mas 2011 r. N 99-d3 "O
JUIICH3UPOBAHUU OTMACIBHBIX BHUJOB jedreiabHOCTH" (manee - dDepepanbhbiii 3akoH N 99-03) (Cobpanue
3aKoHomaTenbcTBa Poccuiickoit @enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

" Yactn 1 cratem 60 denepansHoro 3axona N 61-®3 (Cobpanue 3aKoHOAaTeNbCTBA Poccuiickoit
®enepanyn, 2010, N 16, cr. 1815; 2020, N 29, ct. 4516).

'® MocTaHoeneHne Ipasutenscra Poccuiickoit Menepamun ot 4 okrsabps 2012 r. N 1006 "O6
yTBepkAeHUH [lpaBun mpemocTaBiIeHUS METUIMHCKAMH OpPraHM3alisIMHA IUIaTHBIX MEAMLIUHCKHX yCiyr"
(CoOpanue 3akoHOaTENBCTBA Poccuiickoit denepanuu, 2012, N 41, ct. 5628).

" Cratbss 37 ®enmepansHoro 3akoma N 323-®3 (CobpaHme 3aKoHOmATeNbCTBA Poccmiickoit

Oenepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

" MyHkT 46 yactn 1 ctatbm 12 denepansHoro 3akoHa N 99-®3 (CobpaHue 3aKOHOJATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).
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Mpuka3 MuHucTepcTBa 3apaBooxpaHeHus PO ot 24 Hos6ps 2021 r. N 1094H "O6 yTBepxaeHuu MNMopsaka

MpunoxeHue N 1
K [Nopaaky HasHavyeHus

neKkapcTBeHHbIX NpenapaToB,

yTBepPXXAeHHOMY Mp1Ka3oM

Mun HUCTepCcTBa 34paBOOXpaHeHUsA

Poccuickon ®egepaumnu

oT 24 HoA6pA 2021 r. N 1094H

KoauuecTBo HAPKOTHYIECCKUX CPEACTB UJIH MCUXOTPONHBLIX BEIIECTB, KOTOPOE MOKET ObITH BBINHCAHO B

O/THOM penenrTe

N o/n MexayHapoaHoe dopma BbITyCKa U IO3UPOBKA KonuuectBo
HEMAaTeHTOBAaHHOE HAMMEHOBAaHHE
HapKOTHYECKOTO U
MCUXOTPOITHOTO JIEKAPCTBEHHOTO
npemnapara
1. Bynpenopdunt+Hanokcon TabneTkn cyOIUHTBaIbHBIE 60 TabneTok (yImakoBKa,
0,2 mr+0,2 mr kpatHast N 20)
2. Bynpenopdun PactBOp nist uabeKLUi, 30 ammyn (IUNMPUI-TIOOUKOB)
0,3 mr/mut 1 mu
3. Bynpenopdun TpaHcnepMalbHBIN TUIACTHIPD
35 Mkr/4ac
52,5 MKr/4ac 20 rutacTeIpeit
70 MKr/4ac 10 mnacteipeit
5 mnacTelpen
4, Mopdua PactBOp my1s1 MHBEKITNT, 20 ammyn (IIIpUI-TIOOUKOB)
pacTBOp AJIsI MOJKOKHOTO
BBeneHusa 10 mr/mi 1 M
5. Kopeun+Mopoun+Hockanun+Ila | PacTBOp 1151 mMOAKOXKHOTO 20 ammyn
naBepuH +Tebaun BBE/ICHUS
0,72+5,75+2,7+0,36+0,05
Mr/Mt 1 Mot
1,44+11,5+5,4+0,72+0,1 Mr/m
ol ma
6. Tpumenepunux TabGmetkn 25 mMr 50 TabreTok
7. Tpumenepuux PactBop mi1s nHBEKIIMIA 20 amiTyn (IIPHI-TIOOUKOB)
10 mr/ma 1 vt 20 mr/ma 1 v
8. Mopdun TabneTku (kancymbl) 180 Tabnerok
ITPOJIOHTMPOBAHHOTO (xarcyn) 60 TabneTok
AICHCTBIA (xarcyn) 40 TabneTok
10 mMr
(xamcyn) 20 TabneTok
30 r (xancyn) 20 Tabaerok
60 mr
(xarcyn)
100 mr
200 mr
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9. Mopdun Tabnetkun
5wMr 100 TabmeTox
10 mr 100 tabmerok
10. Mopdun Kamnmu st mpuema BHYTpb
20 mr/ma 20 M 4 ¢makona
11. Mopdun PactBOp niist nprema BHYTpb
(MOHO103BI)
2 Mr/mit 5 M 100 amyn /3
6 Mr/MI1 5 Mt 80 ammmyn /3
20 mr/Mi 5 M 30 amrmry /3
12. Oxkcukonon+Hamokcon Tabnerkn
MIPOJIOHTUPOBAHHOTO
JEeUCTBHA
5 Mr+2,5 mMr 100 TabneTox
10 Mr+5 mr 60 Tabnerox
20 mr+10 mMr 40 TabneTok
40 Mr+20 mr 20 TabneTok
13. [ponuonundennmTokcudTUNU- | Tabnerku 3ameunsie 20 Mr 50 Tabnerox
NEePUANH
14. ®eHTaHWI ILnacteipp
12,5 mxr/gac 20 mnacTeipeit
25 MKr/gac 20 TutacThIpeit
50 MKr/4ac 10 rutacTeIpeit
75 MKr/4ac 10 macteipeit
100 Mxr/9ac 10 mnacTeipeit
15. DeHTaHuI Cripeit HazaabHBIN
®iakoH 50 MKT/m03a
2,0 mit (10 mo3) 24 ¢makoHa
3,2 mu (20 103) 12 ¢makoHOB
5,0 mut (40 103) 6 bmakoHOB
®nakon 100 Mxr/no3a
2,0 M1 (10 mo3) 12 bmakoHOB
3,2 ma (20 no3) 6 pmakoHOB
5,0 mut (40 103) 3 ¢urakona
®nakon 200 Mkr/mo3a
2,0 M (10 m03) 12 ¢makoHOB
3,2 mi (20 103) 6 bmakoHOB
5,0 ma (40 no3) 3 dnakona
MpunoxeHne N 2
K [Mopsaaky Ha3HavYeHus
JieKapCTBEeHHbIX npenapaToB,
YTBEpPXAEHHOMY MPUKa3om
18.03.2024
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MuHucTepcTBa 34paBOOXpPaHeHUsA

Poccuickon ®egepaumnu
oT 24 HoA6pA 2021 r. N 1094H

CnpaBo4HO

PeKOMeHZ[OBaHHI)Ie K UCITOJIB30BAHUIO COKpAIlCHUSA IPU O(l)OpMJ'leHI/IH peuenTton

N n/m Coxpamienue ITonnoe Hanucanue IIepeBon
1. aa ana 10, TIOPOBHY
2. ac, acid. acidum KHCJIOTa
3. aer. aerozolum a’3po30Jib
4. amp. ampulla aMmIyJna
5. aq. aqua BOJIa
6. aq. purif. aqua purificata BOJIa OUMIIICHHAS
7. but. butyrum MacJio (TBEpIoe)
8. caps. capsula Karcysia
9. comp., cps compositus (a, um) CJIOKHBIH
10. D. Da (Detur, Dentur) Brinaii (Ilycts BEImano, Ilycts
OyZeT BbIIaHO)
11. D.S. Da, Signa Brimaii, 0603Ha4b
Detur, Signetur [lycte Oynet BbIaHO,
O06o03HaueHO
12. D.t.d. Da (Dentur) tales doses Brinaii (Ilycts OyayT BbLIaHBI)
TaKue J03bI
13. dil. dilutus pa3BeIeHHBII
14. Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHEIE YacTH
15. emuls. emulsio IMYIBCHUS
16. extr. extractum SKCTPAKT, BBITSDKKA
17. in enem. in enemas B MHUKPOKJIM3Max
18. F. Fiat (fiant) ITycTs oOpa3syeTcs (00pa3yroTcsi)
19. gran. granulum TpaHyJIbl
20. gt.,gtt gutta, guttae Karuis, Karia
21. gtt. peror. guttae peroralis Kamy 4y IIpueMa BHyTpb
22. inf. infusum HacToi
23. in amp. in ampullis B aMITyJIax
24. in tab. in tab(u)lettis B TabJIeTKaX
25. in tab. prolong. in tab(u)lettis prolongatis B TabJIETKaX C MPOJIOHTHPOBAHHBIM
BBICBOOOKICHUEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis B Ta0JeTKaX C MPOJIOHTUPOBAHHBIM
obductis BBICBOOOKICHUEM, TOKPBITBIX
000JI04KOH
27. in tubul. in tubulis B TIOOMKaX
28. lin. linimentum JUHUMEHT
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29. lig. liquor JKUAKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum MUIIOJIBHAS Macca

32. membr. bucc. membranulae buccales TUICHKH 3aIleuyHble

33. M. Misce, Misceatur Cwmemaii (Ilycts Oyzmer cmemano)

34. mixt. mixtura MHUKCTypa

35. N. numero YHCIIOM

36. ol. oleum Macao (KUIKOE)

37. past. pasta rmacra

38. pil. pilula, pilulae TIVUITFOTIS, TTHITIONH

39. p. aeq. partes aequales paBHBIEC YaCTH

40. ppt, praec. praecipitatus OCaKICHHBIH

41. pulv. pulvis MOPOIIOK

42. g.s. quantum satis CKOJIBKO TIOTPEOYETCsI, CKOJIBKO

Hazo

43. r., rad. radix KOPEHb

44. Rp. Recipe Bo3pmu

45. Rep. Repete, Repetatur [HosTopu (ITycts Oyaer
MIOBTOPEHO)

46. rhiz. rhizoma KOPHEBHIIIE

47. S. Signa, Signetur O603Ha9s (ITycte Oymer
0003HAYCHO)

48. sem. semen cems

49. simpl. simplex MIPOCTOM

50. Sir. sirupus cHUpoI

51. sol. solutio pacTBop

52. Spr. spray cpeit

53. Spr. nas. spray nasale CIIpel Ha3aJbHBII

54. supp. suppositorium CBeya, CyINIo3uTOpui

55. susp. suspensio CYCIIEH3Us1, B3BECh

56. tab. tab(u)letta TadJIeTKa

57. t-ra, tinct. tinctura HacToMKa

58. tubulis tubulis TIOOMKH

59. STT Systema TpaHncnepmanbHast

Therapeutica Transcutanea Tepanesruueckas Cucrema
60. ung. unguentum Mazb
61. vitr. vitrum CKJISTHKA

18.03.2024

MpunoxeHne N 2

K npuvkady MuHucTepcTBa
34paBOOXpaHeHusi
Poccuickon ®epepauum

oT 24 Hos6pA 2021 r. N 1094H
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T'APAHT:  Cwm. nannyo (oopMy B pemaktope MS-Word

dopma peuentypHoro 6jaanka N 107-1/y

MMHMCTEPCTBO 3OPaBOOXPaHEHUA Kon dopwmer no OKY]
Poccurickom demepaluumn Kon yupexneHmua no OKIIO

MemnumHCKada OOKYMeHTalud

HavMeHOBaHMe (LTaMIl) MeOULIMHCKOM dopma N 107-1/y

opraHM3aluum YTBepXOeHa IIprKas3oM MMHMCTepCcTBa
30paBOOXpaHeHusa Poccumckom

HamMeHOBaHMe (WTaMIl) MHIMBUIOYAJBHOI'O denepauum

npennpuHuMaTessa (ykasaTb alpec, HoMep oOT 24 Hog6ps 2021 r. N 1094H
M OaTy JMLEeH3MM, HaXMMeHOBAaHME opTraHa
TOCYyIapCTBEHHOM BJIACTV, BHIOABIIETO

JIMLIEH3UIO)
PELEIT
(B3pOCIEI, IOEeTCKMUM — HYXHOE MNOOUEPKHYTH)
n n 2 O I‘

damMmnma, MHMUMAJE MMEHM M OTUeCTBa (IocjielHee — IIPU HaJIWU4UMM)
nauueHTa
aTa poxmeHusa
damMmImsa, MHMLUMAJE MMEHM M OTUeCTBa (IIocjielHee - IIPU HaJU4dMM)
Jlevamero Bpada (bernpOmepa, akKyllepkHu)
py6.|xon.| Rp.
py6.|xom.| Rp
pyO. |xom.| Rp
[Toonuce
1 rnedvaTs Jedalero Bpaua M.II.

(moonmuce oGernpamepa, aKyllepKHM)

Peuenrt gpmemcrBuTeJeH B TeueHue 60 mHem, mo 1 roma ( )
(HyXHOE MNOIYEPKHYTH) (yxkazaTb KOJIMUYECTBO
OHe)

O6GopoTHasA cTopoHa

OTmeTKa 0 Ha3HaYEHHUH JIEKapCTBEHHOTO Iperapara mo
pelIeHUI0 BpaueOHON KOMUCCHH

[TpurotoBun [IpoBepun OTtmycTun

®opma peuentypHoro 6;1anka N 148-1/y-88

MUHMCTEPCTBO 3OpaBOOXPaHEeHUS
Poccurickoy Odenepauum

18.03.2024 Cucrema TAPAHT 15


https://internet.garant.ru/document/redirect/179139/0

Mpuka3 MuHucTepcTBa 3apaBooxpaHeHus PO ot 24 Hos6ps 2021 r. N 1094H "O6 yTBepxaeHuu MNMopsaka

HamMeHOBaHMEe (WITaMII) MeIMLMHCKOM
opraHu3aluuu

HamMeHOBaHMe (TamMmil)
VHOVBUOYAJBHOTO MNPellpUHUMAaTEIS
(yxkazaTep ampec, HOMEp UM HOaTy
JMLEeH3VM, HaVMMeHOBAaHMe opIraHa
TOCYHOapCTBEHHOM BJIACTHM, BBIABIETO
JINLLEH3UIO)

Kon dopmer mo OKYI 3108805
MemmumHckaa OOokKyMeHTauma dopwma

N 148-1/y-88

YTBepXIeHa [IpMKasoM MMHUCTEpCTRBAa
3O0pPaBOOXPaHeHusa Poccumckom
denmepaunnm

or 24 HOoa6psa 2021 r. N 1094=H

Cepusa N
PELENT mooo 20 r.
(maTa odopmIieHUS pelenTa)
(B3pOCUEIM, IOEeTCKMUM — HYXHOE MNOOUEPKHYTH)

damMmiivda, MHMLUMAJE MMEHM M OTUeCTBa
ITalilMeHTa

(mocryenHee - OpM HaJMUUU)

JaTa poxOeHusa

Anpec MecTa XMTeJbLCTBa MIM N MEeOMIMHCKOM KapTh aMOyJIaTOPHOTO MNaLMEeHTa,
[oJIydyammero MEeOUIMHCKYKD IOMOIL B aMOyJIAaTOPHEIX YCIIOBUSX

CDaM]/[J'H/[FI, VHMLIMAJIEL MMEHM M OTUeCTBa

(mocyenmHee - IOpM HaJIMUUU)

Jlevamero Bpada (bernbpamepa, aKyllepKHU)

[loonuche M IedaTh Jedallero Bpauda
(momnmce Gernpmmepa, aKyllepKu)

PellenT OeMCcTBUTEJIEH B TeueHMe 15 mHel

OBopoTHass CTOPOHA

OTMeTKa 0 Ha3HaYEeHUH JIEKapCTBEHHOT'O Ipenapara 1o
peLIeHNI0 BpaueOHOH KOMUCCUU

ITpurorosun ITposepun Otnyctun

TAPAHT:  Cwm. mannyo (oopMy B pemaktope MS-Word
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MeIOMUVHCKOM OpPraHM3alunmn L1 1 1 1 |

ITamn
Kon
VHOVBUAOYAJbHOTO NPEeIpMHMMATENS

Konx dopmer mo OKY[] 3108805
®opma N 148-1/y-04()

Kog xareropun | Kon HO3070THUECKO# (pOpMBI HcTodnuk puHAHCHPOBAHMS:
Ipaxaan (mo MKB) (mogUepKHyTH)

1. ®enepanbHbIi OOKET

% OILIATHI:

(mogUepKkHyTh)

1. Bectuiatao

2. bropket cybnekra Poccuiickoit 2.50%
®enepannn 3. uHoM %
3. MyHUITMIIATBHBIN OFOIKET

PEIEIT Cepus N ODaTa obopMIIeHMS : 20 .

damMmunmda, MHMLUMAJE MMEHM UM OoTdecTBa (IocjemHee -

npM HaJUuuM) MalueHTa DaTa poxmeHus

CHUMIJIC

N nonuca

00s13aTeb-

HOTO

MEIAIHC-

KOT'0

cTpaxoBa-

HHA:

HoMmep MeIMLUMHCKOM KapTH IalLyeHTa, noJiyyamiero MEIULMHCKYD IIOMOIb B

aMOyJIaTOPHEX YCJIOBUSX

daMuIIMsg, UHULMAJE VMMEeHM ¥ OTuecTBa ([ocjiedHee — IIPU HAJIUUUN)

Jlevamero Bpada (bernpOmepa, akKyllepkKHu)

PyO. Korm. R T i it it e ettt e et et ettt ettt e e eeeeeeneeeeeneeenns
5 A @ R
S e =

llognmuce M HedaTh Jeudallero Bpauda
(moonmuce oGernpamepa, aKyllepKHM) M.

PenenT pmemcTBuUTesJeH B TeueHue 15 guem, 30 naem, 90 nHen

(HyXHOEe MNOOUEepPKHYTH)
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OTnymieHo no penenTy: ToproBoe HanMeHOBaHUE U JO3HPOBKA!
Hara otmycka: " " 20 T Konuuecto:
ITpurotoBu: [Iposepun: OTmycTw:

Kopemok penentypnoro 6iaHka Crnioco0 nmprUMeHEeHHS:
HaumenoBanue [IponomKuTenbHOCTD JHEH
JIEKapCTBEHHOTO TIpenapara:

JosupoBka: KonnuectBo npremMoB B 1eHb: pa3z Ha 1
TIpHEM: el.

(*) B cmydae M3roToBIeHUS PEUENITYPHOTO OJIaHKA C HCIIOIH30BAHUEM KOMITBIOTEPHBIX TEXHOIOTHI

O6opoTHas CTOpoOHa

OTMeTKa 0 Ha3HAYeHUH JICKAPCTBEHHOTO Mpernapara 1o
peIIeHUI0 BpaueOHOH KOMUCCHH

[Ipurorosun IIpoBepun Otnyctun

MpunoxeHue N 3

K npukasy MuHucTepcTBa 34paBoOOXpaHeHUsA
Poccunckon ®egepaummn

oT 24 Hos6pA 2021 r. N 1094H

ITopsinok odopmiieHHs pelleNTYPHbIX 0JIAHKOB HA JIeKAPCTBEHHbIE Npenapartbl, X, y4eTa U XpaHeHus

I. Odopmitenne penenta Ha OyMasKHOM HOCHTesIe

1. Ha penentypubix 6mankax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B 1eBoM BepxHEM
YTy MPOCTABIISCTCS IITAMIT MEIUIIMHCKOI OpraHM3alliy ¢ yKa3aHHeM e HaMMEHOBaHMs, aapeca u TenedoHa ¢
JATOM BBITTMCKY (maToi 0OopMIICHHS) pelieliTa Ha JISKapCTBEHHBIH Ipermapar.

JononHuTensHO Ha petentypHoM Omanke opmbl N 148-1/y-04(n) mpocraBusieTcss KoA
MEMIUHCKOW OpraHU3alii B COOTBETCTBUM ¢ OCHOBHBIM T'OCYJapCTBEHHBIM PErMCTPALIMOHHBIM HOMEPOM
(mamee - OI'PH).

Cepust peuentyproro Omanka opmbl N 148-1/y-04(n) Brmowaer kon cyOwekra Poccuiickoit
denepanyy, COOTBETCTBYIONHKA ABYM TepBeiM mmdpam OB6LLEPOCCUACKOrO KrnaccudukaTopa oO0beKTOB
aJMUHHCTPAaTUBHO-TeppUTOpHanbHoro AeneHus (gamee - OKATO).

Paspemaercst u3roraBnuBath perentypubie onanku opmbl N 107-1/y u popmbl N 148-1/y-04(n) ¢
MTOMOIIBI0 KOMITBIOTEPHBIX TEXHOJIOTHIA.

Penenirypubie  Omanku  dopmer - oopmbl N 148-1/y-88  W3rotaBnMBaIOTCS  UCKITIOYMTEIHHO
TUATIOTPA(CKIM CTIOCOO0OM.

2. Ha penentypHbix OnaHKax, 0OPMIISEMbIX HHIMBHIYATbHBIMH MPEANPHHUMATEISIMUA, UMCIOIIIUMHU
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JIMICH3UI0 HAa MEIUIMHCKYIO JICSTEIbHOCTh, B BEPXHEM JICBOM YIUIy TUHOIPad)CKUM CHOCOOOM WM MyTeM
MPOCTABJICHUS IITAMIIa JOJDKEH OBbITh yKa3aH aJpec HMHAWBUIYaIbHOTO MpPEANPUHUMATEINS, HOMEp W JaTa
JIMIEH31H, HANMEHOBAaHHUE OpTraHa rOCyIapCTBEHHOM BIIaCTH, BBIJABIIETO JIMLIECH3HIO.

3. Penentypusie Omanku opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) samomHstoTCS
MEIUIMHCKAM PaOOTHUKOM YepHHUIAMH WU IIAPUKOBOI PYYKOM.

4. JlomyckaeTcs odopMIICHHE BCEX PEKBH3HMTOB (32 WCKIIOUeHHWeM pekBu3uTa "lloamuck jedariero
Bpaya (moanuck (enpamepa, akymepku'") pernentypHsix 6mankoB popmel N 107-1/y, dopmel N 148-1/y-88
u popmbl N 148-1/y-04(11) ¢ ucmoap30BaHUEM TIEUATAIONINX YCTPOUCTB.

5. Odopmienue peuentypsbix 6nankoB popmbl N 148-1/y-04(n) BrmovaeT nudpoBoe KOAUPOBAHKE.

LudpoBoe KoanpoBaHUE YKa3aHHBIX PELENTYPHBIX OJAHKOB BKJIFOYACT:

1) xom wmemunuuckou opranmzaruu (OI'PH) wnu kol WHAUBUAYaTbHOTO MPEANPUHUMATENS B
cooTBeTcTBUM ¢  OCHOBHBIM  TOCYJapCTBEHHBIM  PErUCTPALMOHHBIM  HOMEPOM  HHJMBUIYaJbHOT'O
npennpuanMatens (naiee - OI'PHUII), npocraBnsiemMblii ipy N3rOTOBIEHUH PEIEITYPHBIX OJAaHKOB;

2) KOJ KaTeropuy TpaXkJaH, HMEIOIIMX MpPaBO HA MOJyYCHHE JIEKApPCTBEHHBIX TpErnapaToB B
COOTBETCTBHH O CTaTbeln 6.1 demepanbHoro 3akoHa ot 17 uroias 1999 r. N 178-®3 "O rocynapcTBeHHON

COIIMAJILHON HOMOHJI/I"I, U KoOI Ho3oyiorndeckord ¢opmel mo MexayHapoaHOM CcTaTUCTUYECKON
Knaccuukaumm OGose3neld W mpobiieM, cBs3aHHBIX co 31mopoBbeM (10-if mepecmotp) (manmee - MKB),
3aloNHAEMbIE JIEHAllUM BpAadoOM IIyTeM 3aHECEHHsS KaXJ0H HU(PBH B IyCTble SYEWKH, TPHU 3TOM TOYKa
MPOCTABIIAETCS B OTACIBHOM sUeiike;

3) ormerky 00 wucrtounumke GuHaHCHpoBaHHS ((enepanpHbi Oromker [1], OlmKkeT cyObekTa
Poccwiickoit @enepannu [2], MyHUIIUIATBHBINA OtokeT [3]) 1 mporieHTe orutathl perenta (6ecruiatao [1], 50%
[2], uHOH % [3]);

4) WTpUX-KOI - OOMOJHHUTENBHBIA PEKBU3UT (B Cllyyae HM3TOTOBJICHHsS Ha TEPPUTOpPUU CyOBEKTa
Poccuiickoit depepanun peuenTypHOro 6JaHKa ¢ HCIOIb30BAHMEM KOMITBIOTEPHBIX TEXHOIOTHUH).

6. B peuentypubix 6mankax doopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade "Ddamunus,
WHHLMAIB UMEHH M OT4YecTBa (TOCIeAHee - MPH HAIWYMK) TalueHTa" yKa3bIBalOTCS (aMHIHS, WHUIHAIBI
MMEHH H 0TYeCTBA (NIOCIEHEE - IPU HATHYHH) MaHEeHTA.

7. B peuentypubix 6mankax popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "darta
POKIEHUA" YKa3bIBAETCS AaTa POXKIACHUS NaIueHTa (YUCII0, MECSIL, TO).

JlonoHUTENBHO B penenTypHbIx Omankax dpopmMbl N 148-1/y-88 u doopmbl N 107-1/y mns mereit B
Bospacte A0 1 roga B rpade "/lata poxaeHus" yKazblBaeTCA KOJIMYECTBO TOJTHBIX MECSIIEB.

8. B penenrtypusix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHWIIC" u "N nonuca
06a3aTenbHOr0  MeaMUMHCKOro CTpaxoBaHUA" yKas3bIBAlOTCS CTPaxOBOW HOMEP HWHIMBUIYaIbHOTO
nuneBoro cyera rpaxaannHa B [lencuonnom ¢onae Poccuiickoit @eneparmun (CHUJIC) (npu Hanuuum) u
HOMED MOJHCca 00s3aTENBHOTO MEIUIIMHCKOTO CTPaXOBaHUSI.

9. B peuentypHbix Omankax ¢opmbsl N 148-1/y-88 B rpade "Anmpec mecra KUTEIbCTBA HIH HOMEP
MEJMIUHCKON KapThl NalWeHTa, MOJYYaloUIer0 MEIUIWHCKYI0 TIOMOIIb B aMOYJNaTOPHBIX YCIOBHsX',
yKa3bIBaeTCs MOYTOBBIN aJpec MecTa JKUTeIbCcTBa (MecTa MpeObIBaHUs MK MecTa (PaKTHYECKOTO TPOKUBAHNS)
NanyeHTa Wik HOMEp MEINIMHCKON KapThl MAlMEeHTa, IOJIyYarollero MeJUINHCKYIO MTOMOIL B aMOyIaTOPHBIX

YCIOBHSX .

VYkazaHue U ajpeca MecTa >XUTEIbCTBA M HOMEpa MEIUITMHCKON KapThl MAallMEHTa, MOIyYarolIero
MEIMIIMHCKYIO TIOMOIIb B aMOyJIATOPHBIX YCIIOBHUSX, HE SBIISETCS OIIMOKOM.

B penentyphubix Omankax ¢gopmber N 148-1/y-04(;1) B rpache "HoMep MeIUIIMHCKON KapThl MMallMEHTA,
TTOJTYYAIOIIET0 MEIUIIMHCKYIO ITOMOINb B aMOYJIaTOPHBIX YCIOBHUSIX" YKa3bIBAETCS HOMEP MEIUIIMHCKONW KapThI

TAIKMEHTa, TI0TyYAI0MEro MEIMIMHCKYO ITIOMOIIb B aMOY/IaTOPHBIX YCIOBHSAX .

10. B rpade "damunms, HHALIUAIBI HMEHA U OTYECTBA (IOCIEIHEE - PH HAIWYHH) JIeUalllero Bpava
(benpamiepa, akymepku)" perentypusix OmankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n)
YKa3bIBAIOTCSI TOJIHOCTHIO (paMmInsl, MHUIMAIBl UIMEHH OTYECTBA (IIOCJIEAHEE - IIPU HAJIUYUHU) MEAUIUHCKOTO
paboTHHKA, HA3HAYMBILETO JIEKAPCTBEHHBIE NIPENAPaThl 1 O(OPMUBILIETO PELIEIIT.

11. B rpade "Rp" penentypusix OmankoB popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n)
YKa3bIBaeTCA:

1) HamMeHOBaHME JIEKAPCTBEHHOTO Ipemnapara (MEXIyHapoJHOE HEMAaTEHTOBAHHOE HaMMEHOBaHHE,
TPYNIMPOBOYHOE WIM XMMHYECKOE HAaMMEHOBAaHUE, TOProBOE HAMMEHOBAHME) Ha JIATUHCKOM f3bIKE WM Ha
PYCCKOM si3bIKe, JOpMa BBIMTYCKa, TO3MPOBKA, KOJIMYECTBO (YKa3bIBA€TCS MPONKCHIO Ha PeLenTypHOM OJaHKe
dopmbl N 107/y-HI);

2) cmoco® TpUMEHEHHs JIEKApCTBEHHOI'O TMpemnapara Ha TOCYAapcTBEHHOM si3bike Poccuiickoit
®denepanuy WK Ha TOCYJapCTBEHHOM si3bike Poccuiickoit denepanuy U rocy1apcTBEHHOM SI3bIKE PECITyOIIHK 1

MHBIX 13bIKaX HApoaoB Poccuiickoit deneparmn’.
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13. Tlpu odopmiieHHH peHenTypHBIX OJAHKOB 3alpelaeTcs OrPAaHUYHUBATHCS OOMIMMH yKa3aHHSIMHU,
Hanpumep, "BuyTtpennee", "M3BecTHO".

14. Pement, odopmieHHBIH Ha pernentypHoM Omanke c¢opm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(n), moamuceBacTCA METUIIMHCKAM PaOOTHIUKOM M 3aBEPSIETCS €0 IEeYaThIO.

Pertent, opopmiteHnblit Ha perentypaoM Omanke opmbl N 148-1/y-88 u bopmbl N 148-1/y-04(n),
JOTIOJTHUTENBHO 3aBEPAETCA MeYaThlo MEAUIMHCKOM opranuzanuu "ns peuentos".

Jnst penenta, opopmieHHOro Ha peuentypHom Omanke popmbl N 107-1/y, nanmuune newarn "ns
peuenTtoB" He SBISETCS 003aTCIBHBIM.

15. Ha omHom penentyprom Omanke oopmbl N 148-1/y-88 u chopmbl N 148-1/y-04(n) paspemaercs
OCYUIECTBJISITh HA3HAYCHUE TOJILKO OJTHOr0 HAMMEHOBAHHMS JICKAPCTBEHHOTO Tperapara.

Ha oxrom penentypaom 6manke popmbl N 107-1/y paspermaetcss OCyIIeCTBIATh Ha3HAYCHHUE TOJIBKO
OJIHOTO HAMMEHOBAHHUSI JICKAPCTBEHHOT'O Mpernapara, oTHocsmerocs mo ATX K aHTHIICHXOTHYECKUM CPEACTBaM
(xon NO5A), ankcmommtukam (kox NOS5B), cHOTBOpHBIM © cemaTuBHBIM cpenctBam (koxg NOSC),
aatugenpeccantaM (kox NO6A) m He TOMISKAIIEro MPEAMETHO-KOIHMYECTBEHHOMY YYeTy, W JO Tpex
HAMMEHOBAaHUI JIEKAPCTBEHHBIX TPEMapaToB - U WHBIX JICKAPCTBEHHBIX MPENaparoB, HE OTHECEHHBIX K
BbIlIeyKa3aHHbIM ATX.

16. UcnipaBneHust B peLENTe HE TOMYCKAIOTCA.

17. TIpu opopmnenun penentypHbix 6manko popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(r1) na
JICKapCTBEHHbBIC MpenapaThl, Ha3HAYCHHBIC MO PEIICHHI0 BpavyeOHOM KOMHCCHH, HAa 00OPOTE PEIENTYPHOrO
OJlaHKa CTaBHUTCS CHEIHMaIbHAst OTMETKA (IIITamI).

18. Ha peuentypuom 6nanke dpopmbl N 148-1/y-04(n) BHU3Y UMeeTcs TMHUS OTPBIBA, pa3Ielistomas
PEUEeNnTYpHBIH OJaHK U KOPEIIOK.

Kopemiok ot perenta, 0pOpMICHHOTO Ha YKa3aHHOM PEIENTYPHOM OJIaHKe, BBIIACTCS MAIUCHTY (ero
3aKOHHOMY TPEJCTABHUTEINI0) B aNTEYHOW OpraHM3allid, Ha KOPCIIKE JeTaeTcs OTMETKa O HaWMMEHOBaHHU
JIEKapCTBEHHOTO Mpernapara, 103UPOBKe, KOJIUIECTBE, CIOCO0E MPUMEHEHHSI.

I1. O¢opmitenne penenta B popMe 31eKTPOHHOTO0 JOKYMEHTA

19. Pemnent B Qopme SIEKTPOHHOTO JOKYMEHTa, MOJNHCAHHOTO YCHJIEHHOW KBaNMH(DUIIMPOBAHHOU
SMNEKTPOHHOW MOAMNUCHIO, (GopMHpYeTCs METUIMHCKMM paOOTHUKOM, CBEICHHS O KOTOPDOM BHECEHBI B

o 5 o
(hemepanbHBIA pEerucTp MEAWIWHCKUX PAaOOTHUKOB , a TaKXKe NPU YCIOBHH DPETHUCTPAIMH METUIMHCKON

OpraHM3aIMH, B KOTOPOil 0OPMIISIETCS PEIIeNT, B hefepalIbHOM PeecTpe MEAHIIMHCKIX OPraHM3aliil’ earHON
TrOCy/IapCTBEHHOW HH(M)OPMAIMOHHOW CHUCTEMBI B cdepe 3ApaBOOXpAaHEHHWS W MOAKIIOYCHHS TaKOW
MEIUIIMHCKON OpraHM3alid K TOCYIapCTBEHHOH WH(OPMAIIMOHHOW cucTeMe B cdepe 3ApaBOOXpaHEHHS

cy6nekta Poccniickoii deneparuy .

20. Ilpu odopmienun pernenta B (Hopme dIEKTPOHHOTO MTOKYMEHTa Ha JICKapCTBEHHBIC IPENapartl,
ykazaHHble B NMyHKTax 9 u 11 [Nopsaka HazHaueHUS JICKAPCTBEHHBIX MPEMapaToB, YTBEPKIACHHOTO HACTOSIIHM
MIPUKA30M, U OTITyCKaeMbIe 3a MOIHYI0 CTOMMOCTb, 3aIIOJTHSIOTCS CIECAYIONNE PEKBU3HTHI:

1) xom cyowekta Poccuiickoit @eneparmu no OKATO, ompenenstonuii rocyaapcTBEHHYIO
rH()OPMAITMOHHYIO CUCTeMY B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit ®denepanuu, B KOTOpOW
chopMupOBaH perent B (hopMe MEKTPOHHOTO JOKYMEHTA;

2) HauMEHOBaHUE MEIUIIMHCKOW OpraHM3aluu, aapec, TenehoH Wiu (paMuiaus, UHUIHAILI UMEHU H
oryecTBa (MOCICAHEE - NPU HAIWUYHMU) WHAUBHIYATHHOTO MPEANPUHUMATEIIS, UMEIONICr0 JIMIEH3UIO0 Ha
MEIMIIMHCKYO ICATEIILHOCTD, €T0 aJIpec;

3) OI'PH ropunuyeckoro nmna (mMemunuHckou opranusanuu) win OI'PHUIl wHmuBHmyanbHOTO
MIPEAITPUHAMATEIIS;

4) mata oopmiieHH perenTa (YKa3pBaeTCs YHUCII0, MECSII, TON);

5) naTa OKOHYAHUS ACHCTBUSA perenTa ((HOPMHUPYETCS TOCYIapCTBEHHON MHGOPMAIIMOHHOW CHCTEMOH B
cdepe 3apaBooxpaneHms cyOrekTa Poccuiickoit denepaiii B COOTBETCTBUN CO CPOKAMH JICUCTBUS PEIETITOB:
15 nueit, 30 mueit, 60 guei, 90 gHei, mo 1 roga);

6) yHUKaldbHBIH HOMep perenta ((popMHpyeTcs TOCyIapCTBEHHOW WHGOPMAIMOHHOW CHCTEMOW B
cdepe 3npaBooxpanenus cyorekta Poccuiickoit Denepanuu u odecriednBaeT OJHO3HAYHYIO WICHTU(DUKAIIUIO
perenta B popme dnekTpoHHOro AoKyMeHTa B couetannn ¢ OKATO, OI'PH umu OT' PHUIT);

7) ormerkm "cito" (cpounHo) wim "statim" (HEMEIUICHHO) MPU HEOOXOIUMOCTH CPOYHOTO WIIU
HEMEJICHHOTO OTITyCKa JIEKAPCTBEHHOTO Mperapara MaueHTy;

8) anmpec nanmeHTa (yKa3bIBaeTCs MOYTOBBIA aJpec MECTa KUTEIhCTBA (MecTa MpeObIBAHUS WM MECTa
(haKTHYECKOTO MPOKUBAHKS) C YKa3aHUEM MHJCKCA, HANMEHOBAHUS Kpasi, 00JaCcTH, PeCIyOIuKH, aBTOHOMHOT'O
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OKpyra u mHOTOo cyOnekTa Poccuiickoit denmepariny, HaUMEHOBAHHUS HACCICHHOTO ITyYHKTA, HAUMEHOBAHUS
ymumbel (TPOCTIEKTa, Tepeysika, Mpoe3da), HoMmepa jJoMa (C yKa3zaHHEM KOpITyca, NMPH HAIWYUHN), HOMEpa
KBapTHPHI);

9) HOMEp OJJEKTPOHHON METUIIMHCKOW KapThl MalMeHTa B TOCYJapCTBEHHOW WH(POPMAIMOHHON
cucremMe B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deneparum;

10) pamumms, uMs1, 0TIECTBO (MTOCIIETHEE - TPH HATMYNH ) TTAIIEHTa TIOJTHOCTHIO;

11) nata poxneHus manuenta (yKa3blBaeTCs YUCIO0, MECSIL, TOX), AT AeTel 10 1 roaa JONOIHUTENEHO
YKa3bIBA€TCS KOJIMUYECTBO MOJTHBIX MECSLIEB;

12) daMunus, HHULMATB UMEHH M OTYeCTBa (IOCIEAHEE - TPU HAJMUUHM) MEAULIUHCKOTO PaOOTHHKA
IOJIHOCTHIO;

13) HanMeHOBaHME JIEKapCTBEHHOIO Mpernapara (MeXIyHapoJHOE HEMaTeHTOBAaHHOE HaMMEHOBaHME,
IPYNITUPOBOYHOE WM XMMHUYECKOEe HAaMMEHOBaHWE, TOPrOBOe HaMMEHOBAHHWE), AO3UPOBKA, popMa BBIMYCKa,
KOJIMYECTBO (BCE MO3UIINH YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco0® mnpuMeHeHHs JEeKapCTBEHHOTO Nperapara Ha TOCYyAapCTBEHHOM si3bike Poccuifckoit
depepanuy WK Ha TOCYIapCTBEHHOM s3bIke Poccuiickoit Denepanuu 1 rocyIapcTBEHHOM SI3BIKE PECITYOIHK U

MHBIX 13bIKaX HapoaoB Poccuiickoit deneparmn’.

15) mokyMeHT, MOATBEPKIAIONINH Ha3HAUCHHE JICKAPCTBEHHOTO Iperapara Mo PEricHHI0 BpadeOHOM
KOMHCCHH MEIUIIMHCKOI OpraHu3allim;

16) oTMeTka O Ha3HAYCHHWW JICKAPCTBEHHOTO TIperapaTa IO PEIICHUIO BpadeOHOW KOMHCCHH
MEIUIMHCKOW OpraHu3alMd B CIydYasX, yKasaHHbIX B absale BTOpoM nyHkTa 6 ITlopsaka HasHadeHHS
JIEKapCTBEHHBIX MPENapaToB, YTBEPKASHHOTO HACTOSIINM PUKA30M;

17) oTMeTka O crHenHaIbHOM Ha3HAUYEHUM JIEKAPCTBEHHOTO IMperapara (3aloiHsAeTCsl B ClOydasX,
ykaszaHHbIX B NyHKTax 15 wu 24 Tlopsaka Ha3HAYCHHs JICKAPCTBEHHBIX MPEMApaToB, YTBEPKIACHHOTO
HACTOSIINM MTPUKA30M);

18) oTMeTka O CIEIUAIILHOM HA3HAYCHHWU JICKAPCTBCHHOI'O Ipernapara IMalueHTy ¢ 3a00JicBaHUEM,
TpeOyOLIMM JUTUTEIBHOTO KYypCOBOTO JICUCHUs! (3allONIHSETCS B Cilydyae, yka3aHHOM B MNyHKTe 23 Ilopsaka
HA3HAYEHHUS JICKAPCTBEHHBIX IMIPEMapaToB, YTBEPKICHHOTO HACTOANIUM IMPHUKA30M) C MPOCTaBICHUEM
MIEPUOANYHOCTH OTITyCKa JIEKapCTBEHHOTO Mpernapara;

19) mpu odopmieHun pernenta B (HopMe IEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHEIC IPETapaThl,
yKa3zaHHbIe B MOAMYHKTax 2-5 nyHkta 9 u nyHkte 11 Iopsaka HazHaueHUs JEKAPCTBEHHBIX MPENapaToB,
YTBEPXKJICHHOTO HACTOSIIMM TPUKa30M, TpaKAaHaM, HMEIONIMM TpaBO Ha OeCIUIaTHOE TOMy4YeHHe
JIEKapCTBEHHBIX TPENapaToB WM TMONydeHHE JIEKAPCTBEHHBIX TIPENapaToB CO CKHUJIKOH, 3allOIHSIOTCS
PEKBU3UTHI, IPEAYCMOTPEHHBIC MOAMYHKTaMN 1-18 HacTosIIero MyHKTa, a TAKXKE CIEAYIOIIUE PEKBU3UTHI:

a) KaTeropus TpakJaH, UMEIONINX PaBO Ha IOJIyYEeHUE JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU
co ctatben 6.1 deaepanbHoro 3akona ot 17 utonsg 1999 r. N 178-®3 "O rocyaapcTBEHHON COIMATBHOM

n9,

nomormmu'";

0) xox Ho3onoruueckoit hopmer no MKB;

B) ucTouHMK ¢QuHaHcupoBanus (1 - ¢enepanbHblii OomkeT, 2 - OlomKeT cyOwbekTa Poccuiickoit
denepanuu, 3 - MyHUIUTIATIBHBINA OIOKET);

r) pa3mep ormiatsl (1 - 6ecriatho, 2 - 50%, 3 - uHoM %);

I) CTPaxoBOW HOMEp WHAMBHIYAILHOTO JIMIIEBOTO cYeTa TpakAaaHuHa B [leHCHOHHOM (QoHzae
Poccuiickoit ®eneparuu (mpu Hamuun) (CHUJIC);

€) HoMep TOoJIIca 00s3aTeTFHOTO MEAUIIMHCKOTO CTPAaXOBAHWSL.

21. Ilpu mpocTaBiIeHWH OTMETKH, yKazaHHOH B MoAnyHkte 16 nyHkta 20 Hacrosmiero [lopsiika,
perient B (opMe PIEKTPOHHOTO JOKYMEHTa ITOANHCHIBACTCS YCHICHHOH KBaTH(DUIIMPOBAHHON 3I1EKTPOHHOM
MOAMUCLIO TIpeacenaTeNsl WM CEKpeTaps BpadyeOHOM KOMHCCHM MEJUIMHCKOW OpraHHM3alid, IIpH
MPOCTABJICHUH OTMETOK, YKa3aHHbIX B NoAnyHKTax 17 u 18 nyHkTta 20 nacrosmero ITopsaka, - yCHICHHBIMU
KBaJIN(UIUPOBAHHBIMH JIEKTPOHHBIMH TTOIIHCIMH COOTBETCTBYFOLIMX MEIUIIMHCKAX PAOOTHUKOB.

22. Tlo TpeOoBaHUIO MAIMEHTa WM €r0 3aKOHHOTO MPEACTaBUTEIS O(OPMIIIETCS IK3EMIUIpP peLenTa B
(hopMe 3IIEKTPOHHOTO JOKyMEHTa Ha OyMa)>KHOM HOCHUTEJE ¢ OTMETKOM "JlyOmuKaT 31eKTpOHHOTO JOKyMeHTa" .

II1. Yyer penentypHbIX OJIAHKOB (32 MCKJIIOYEHHEM pelenTypHbIX 6j1aHkoB 1o popme N 107/y-HII
"CneumnajabHblii peuenTypHbii 0J1aHK')

23. VYuer peuenrtypusix OmankoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3TOTAaBIMBAEMBIX THIIOTPACKUM CIIOCOOOM (fajiee - peHenTypHble OJaHKH, MOAJIeKalIne Y4erTy),
OCYILLIECTBISIETCS] B JKypHajJaX ydyeTa, IPOHYMEPOBaHHBIX, NPOLIHYPOBAHHBIX M CKPEIUIEHHBIX IOJIIMCHIO
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PYKOBOJUTENS U MEYaThi0 MEAMIIMHCKON OpraHM3alliyil MM MOJIMCHI0 WHAWBUAYAIBHOTO MpeIpUHIMATEIS,
HMMEIONIETO JTUICH3UIO Ha MEAUIINHCKYIO I€ATEIbHOCTD.

24. XKypuai yuera perentypusix 6mankoB popMbl N 107-1/y comepxur ciemyromniie rpads:

1) HOMEp 10 TOPSIKY;

2) B paznene "lIpuxon":

a) aTa perucTpaury JOKyMEHTa, IOATBEP)KJAIOIIET0 MOCTYIUICHHE;

0) HOMep | JaTta JOKYMEHTA, [TOITBEP KIAIOIIETO TOCTYIICHUE, HANMEHOBAHHE IOCTABILHKA,

B) 00111ee KOJIMYECTBO MOCTYHUBIINX PEIENITYPHBIX OJIaHKOB,;

r) ¢aMuins, MTHUOUATB UMEHH U OTYecTBa (MOCIEAHEE - TIPU HAJTMYMHM) U MOANUCH OTBETCTBEHHOTO
MEAUIUHCKOTO pabOTHHUKA, NOTYYHBLIETO pEEeNTypHBIE OJIAHKH OT MOCTAaBIIUKA;

3) B paznene "Pacxon':

a) J1aTa BbIIaYH PELENTYPHBIX OJIAHKOB;

0) KONMMYEeCTBO BRIJAHHBIX PELETITYPHBIX OJAHKOB;

B) (amunmsa, WHUOMAIBl WMEHM M OT4decTBa (TOCIEqHEee - TPH HAIWYHH) OTBETCTBEHHOTO
MEAUIMHCKOTO paOOTHHUKA, OIY4YHMBIIETO PEUENTYPHbIE OJIaHKY;

I') HOANHKCH OTBETCTBEHHOI0 MEIUIIMHCKOr0 Pa0OTHHKA, IIOIYYUBIIErO PELENTYPHbIE OJIaHKHY;

4) ¢amumnus, MHUIMATIBI UMEHU M OTYECTBa (TIOCeIHee - MPU HAIWYMU) U MOANUCH OTBETCTBEHHOT'O
MEAUIMHCKOTO pa0OTHHUKA, BBIJABILETO PELENTYPHBIEC OJIaHKH;

5) ocTaToK peLenTypHBIX OJIAHKOB.

25. Kypnan ydera peuentypueix OmankoB popm N 148-1/y-88 m N 148-1/y-04(n1) conmepxut
creayomue rpagul:

1) HoMep 1O MOPSIIKY;

2) B paznene "[Ipuxon':

a) aTa perucTpaIuy TOKyMEHTa, TOATBEPKIAIOIIEr0 OCTYTIICHHE;

0) HOMep | JaTa JOKYMEHTa, IOATBEPKAAOIIETO MOCTYIUICHNE, HANMEHOBAaHKE TIOCTABIINKA,

B) 00IIIee KOJMIECTBO MOCTYMUBIINX PEIENTYPHBIX OJaHKOB;

T') CeprUH U HOMEpa PELeNTYPHBIX OJaHKOB;

1) KOJTMYECTBO PELENTYPHBIX OJIAHKOB TIO CEPHUSIM;

e) GaMunns, MTHULIUAIBl HMEHH U OT4YecTBa (IOCIIEAHEE - MPH HAJMYUH) U MOIANHCH OTBETCTBEHHOI'O
MEAUIMHCKOTO pabOTHHUKA, NOTY4YHBLIETO PELENTypHbIE OJIAHKH OT MOCTAaBILUKA,;

3) B pazumene "Pacxon":

a) 7aTa BBIAAYM PELENTYPHBIX OJIAaHKOB;

0) cepun U HOMepa BBIJAHHBIX PELENTYPHBIX OJIaHKOB,;

B) KOJIMYECTBO BBIJAHHBIX PELETITYPHBIX OJIaHKOB;

r) ¢aMwins, WHUOAANEI WMEHM W OoTdecTBa (TMOCIEJHEEe - TPH HaJUYUH) OTBETCTBEHHOTO
MEIUIIMHCKOT0 Pa0OTHHKA, TIOYYUBIIETO PEIENITYPHbBIC OJIaHKH;

1) IOAIMCH OTBETCTBEHHOTO MEIUIIMHCKOTO PA0OTHUKA, TIOIYUHBILIErO pelenTypHbIe OJIaHKH;

4) damunus, UTHUNHUAIB UMEHU M OTYECTBA (TIOCIIEAHEE - MPH HAIWYHMH) W MOANUCH OTBETCTBEHHOTO
MEAUIMHCKOTO pa0OTHHUKA, BBIJABILETO PELENTYPHbIE OJIaHKH;

5) OCTaTOK PEIEenTYPHBIX OJIAHKOB.

26. Yuer peuentoB, oQopMiIeHHBIX B (OPME IUIEKTPOHHOTO JOKYMEHTa, OCYILECTBISIETCS B
roCy/IapCTBEHHOW MH(pOpPMAIMOHHON cucTeMe B cdepe 3ApaBooxpaHeHus cyOnekTa Poccuiickoit Deneparin
MIOCPEICTBOM BEJCHUS €IUHOTO PEECTpa pelenToB, 0hOPMIICHHBIX B pOpME 3JIEKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue peuentypHbIX 0JIAHKOB (32 HCKJIIOYEHHEM pelenTypHbIX 0J1aHkoB o ¢gopme N 107/y-HII
"CneumnajabHblii peuenTypHbii 0J1aHK')

27. MeOWUMHCKHE OpraHW3alH IONy4YarT HEoOXOIUMBbIE pelenTypHble OnaHku, O(OpMIICHHBIE
tunorpapckuM  crocoboM, Uepe3 TEpPPUTOPUANBHBIE OpraHbl  YIpPABICHHUS —3paBOOXpPAHEHHEM  HIIH
OpraHW3allid, YIOJHOMOYEHHBIE HA OTO OpraHaMH HCIHOJHUTEIHHOW BIacTH CyOBeKTOB Poccuiickoit
®denepanumu.

28. PenenTypHble ONaHKH, TOJUIeKAIIHWE YYETy, XPAHATCS OTBETCTBEHHBIM IUIIOM, Ha3HAUYE€HHBIM
pyKOBOAWTEIEM MEAWIMHCKOW OpraHM3alyd, B 3allUpaeMOM MeTaulmdeckoM Tmkady (ceide) wmm
METaJUIMYECKOM SIITUKE.

29. NuauBuAyanbHBIM MpeANpUHUMATENb, UMEIOIUN JHULUEH3UI0 HA MEIUIUHCKYIO AESITEIbHOCTD,
XpaHUT peLEenTypHble ONaHKH, MOJUIeKAIINe y4yeTy, B 3alHpaeMoM MeTajulnueckoM mkady (cerde) wumm
METAIITNYECKOM SIIIHUKE.

30. IIpoBepka cocTosiHUSI XpaHEHUs], yueTa, (PaKTHUECKOT0 HATMYMS U pacxXojia pelenTypHbIX OJIaHKOB,
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MoJyIeXKaluX YYeTy, OJMH pa3 B KBapTal OCYUIECTBIAETCS KOMHUCCHEH, CO3JaHHOM B MEIUIIMHCKON
OpTraHM3alNN.

31. Penentypuble OnaHKd, odopMisieMble Ha OYMa)KHOM HOCHTENIE W IOJICHKAIIHE YUETY, BBIIAIOTCS
MEIUIIMHCKAM pabOoTHHKAM, HMEIOIINM MPaBo 0(OPMIICHHS PEIIETITOB, IO PACIIOPSHKEHHIO TIIABHOTO Bpada WITH
€ro 3aMECTHTEISL.

[Tomrydennsie perientypHbie OJaHKH Ha OYMa)KHBIX HOCHTENSAX XPAHATCS MEAWIIMHCKUMHU PaOOTHHKAMH
B ITOMEIIEHUSIX, 00ECTICYMBAIOIINX HX COXPAHHOCTb.

32. TIporpaMMHO-TEXHHYECKHE CPEICTBAa TOCYJapCTBEHHBIX WH(M)OPMAIMOHHBIX CHCTEM B cdepe
3IpAaBOOXPAHCHUS, MEIUIIMHCKUX WH(POPMAIMOHHBIX CUCTEM MEAMIMHCKUAX OpraHu3aluii 00ecneunBaroT
XpaHEHHUE 3JICKTPOHHBIX PELENTOB, OOPMIICHHBIX B (POPME 3JIEKTPOHHBIX JOKYMEHTOB B TCUCHHE CPOKOB,
YCTAaHOBJICHHBIX JUUISI XPAaHEHUS pPEIEeNnTOB, O(OPMIICHHBIX HAa COOTBETCTBYIOIIMX (opMax pelenTypHBIX

10
OJIaHKOB Ha OyMaXHOM HOCHUTEJE .

: CoOpanue 3akoHoaarenbersa Poccuiickoit ®eneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr. 8577.

2 [Mpunka3s MunuctepcTBa 3apaBooxpaHenus Poccuiickoii deneparuu ot 15 nexadbps 2014 r. N 834u
"OO0 yTBepkACHUH YHUGDHUITUPOBAHHBIX (DOPM METUITMHCKON NTOKYMEHTAITUHU, WCIIONB3YEMBIX B METUITHHCKHX
OpraHu3alysaX, OKa3bIBAIOIIMX MEAUIHMHCKYIO MOMOIIb B aMOyJIaTOpHBIX YCIOBHSAX, W IOPSIOKOB IO HUX
3anonueHuto" (nanee - [Ipukas N 834n) (3apeructpupoan MuHucTepcTBOM HOCTUIINHN Poccuiickoii denepanuu
20 despans 2015 1., peructpannonnsii N 36160) ¢ n3MeHEHUSIMH, BHECEHHBIMH TTpHKa3aMu MUHHUCTEPCTBA
3npaBooxpanenusi Poccuiickoit ®enepanuu oT 9 aHBaps 2018 r. N 2 (3apeructpupoBaH MUHHCTEPCTBOM
toctuiu Poccuiickoit @enepanyu 4 anpens 2018 1, perucrpammonnsiii N 50614), o1 2 Hos6pa 2020 r.
N 1186H (3aperucrpupoBan MmuHuctepcTBoM toctuimu Poccuiickoit ®enepanmu 27 nHosops 2020 T,
peructpanuoHHsid N 61121).

3 Mpukas N 834H.

*Yactb 1 ctathu 15 3akona Poccuiickoii Oeneparuu ot 25 okTsa6ps 1991 r. N 1807-1 "O s3bikax
HapoaoB Poccuiickoit ®@enepanuu” (namee - 3akon N 1807-1). (BegomocTu cbhe3lia HApOIHBIX JEIYyTaTOB
PC®CP u Bepxonoro Cosera PCDCP, 1991, N 50, cr. 1740; CobOpanue 3akoHOAaTenbcTBa Poccuiickoii
Oeneparnu, 1998, N 31, cr. 3804).

> YacTb 4 cratby 91.1 denepanproro 3akona N 323-03 (CobpaHue 3aKoHOIATEIbCTBA PoccHiickoit
Oenepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

S Yactb 4 ctatbn 91.1 denepansHoro 3axona N 323-03 (CobpaHue 3aKk0HOAATENLCTBA Poccuiickoit
Oepepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

7 Crateu 91 u 91.1 denepansroro 3akona N 323-®3 (Cobpanne 3aKoHOAATEIbCTBA PoccHitckoit
Oeneparnu, 2011, N 48, cr. 6724).

¥ Yacte 1 crtathy 15 3akona N 1807-1 (BemoMocTi che3na HapoaHeix jermytatos PCOCP u
BepxoBrnoro Coera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHonmatensctBa Poccuiickoii deneparyn,
1998, N 31, c1. 3804).

? CoOpanue 3akononatenberBa Poccutickoit ®enepanuu, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577

' MognyHkr 5.2.169 Tonoxenns o Munncrepcre (CobpaHue 3akoHOIAaTeNIbCTBA PoccmiicKoii
®enepanyn, 2012, N 26, cr. 3526; 2021, N 43, ct. 7258).

FAPAHT:  Peunentypabie Gianku ¢opmbl N 107/y-HII, usroronenusie 1o 1 mapra 2022 ., MOTyT OBITH
nucnosnb3oBaHbl 1o 1 mapta 2023 r.

MpunoxeHune N 4

K npukasy MuHucTepcTBa 34paBoOOXpaHeHUA
Poccunckon ®egepaumu

oT 24 Hos6pA 2021 r. N 1094H

@opma ciennaJabHOro penentypHoro 6aanka N 107/y-HIT
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MMHMCTEPCTBO 3IOPaBOOXPaHEHUA Kon ¢opmer nmo OKVY]I

Poccurickoy Odenmepauumn MenmnmMumMHCKas IOOKyMeHTAalLMsa
®opma N 107/y-HII, yTBepxXIeHHAH
nprmkasom MMHMCTEepCTBa
3O0paBooxpaHeHusa Poccumckom demepaumm

mTamMrl MeOVLIMHCKOM OpIaHM3alumn or 24.11.2021 N 1094=n

PEIEIT

Cepua N N
\AJ " 2 O I‘
(DaTa BHIMUCKM pelenTa)
(B3pOCIEI, OEeTCKMM — HYXHOE NONUEPKHYTH)

damMmnmsa, MMS, OTUECTRBO (IIoCJieHee - IPU HaJIM4dMM)
nmauueHTa
BospacTt
Cepusa M HOMep HOJIMCa 0043aTeJIbHOTO MEeOMIUMHCKOI'O CTpaxOoBaHMS
HoMep MeOMLUMHCKOM KapThbl
daMuamsa, MM, OTUECTBO ([IocjieHee - [PU HaJW4dMu)
Jleyamero Bpauda (bespOmepa, aKyllepKHu)
R
[loonMce M JIMUYHaA4 IedaThb Bpada
(mommmchk Gesbamepa, aKylepKM)

M.II.
damMmunus, M, OTUEeCTBO (IocyiemHee - IIpM HaJIU4UM) u MIOOINNCH
YIIOJIHOMOYEHHOT'O JIMlla MEeINUMLMHCKOM OpIlaHM3aluMn

M.II.

OTMeTKa alTedHOM opraHuM3alum o0 OTIyCckKe
damMmnmsa, MMsS, OTUECTBO (IocjJiefHee — IIPM HaJIMUUM) UM HOIANMCH paboTHMUKA
aIlTEeyYHOM OopIraHMu3alum

M.II.
Cpok mencTBuA pelLenta 15 OHeHn

MpunoxeHune N 5

K Nnpvkady MMHUCTepCTBa 34paBOOXpPaHEHUs
Poccuiickon ®epepauum

oT 24 HoA6pA 2021 r. N 1094H

IHopsaox M3roToBJICHUSI, paclpele/ieHUsl, perucTPALMHU, Y4eTa U XPaHEHHUS pelenToB, COAePKALMX
HAa3HA4YeHHE HAPKOTHYECKHUX CPEICTB WIHN IICHXOTPOIHBIX BElleCTB

I. Ilopsiok U3roTOBJIEHHS, PacipeaeIeHUs CTIeNMAIBHBIX pelleNnTYPHBIX 0.1aHKOB 1o popme N 107/y-HIT

1. OpraHuzaiuio HU3rOTOBJIEHHS M paclpeneieHnst perenTypHeix 0i1ankoB mo popme N 107/y-HI
"CriequaibpHbIi  pelenTypHbli OnaHk" (majee - CHEHUANbHBIA peUenTypHBIH OJaHK) OCYLIECTBISIET
MunncrepcTBo 37paBooxpanenus Poccuiickoit @enepannu (anee - MUHHUCTEPCTBO).

2. CnenuanpHble pelenTypHble OJaHKH SBISIOTCS 3allUIEHHOW mMmonurpaduyeckoil mpoayKuue
ypoBHs "B", n3roraBnmmuBaeMoii Ha Oymare po3zoBoro IBeTa pazmepoM 10 cM x 15 cM, ZOIDKHBI UIMETH CEpUI0 H
HOMEp, a TakkKe COOTBETCTBOBaTh TPEOOBaHMAM, ykazaHHBIM B [MPUKase MuHHCTEpCTBa (HHAHCOB
Poccuiickoit denepanuu ot 29 centsops 2020 r. N 2171 "OO6 yrBepxaeHnn TexHHuecKux TpeOOBaHWU H
YCIIOBHM HW3TOTOBIICHUS 3alUAIICHHOW OT TOAMETOK TWOoduTrpaduueckol NpoAyKIuu" (3aperucTpupoBaH
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MunuctepcTBOM ocTuIn Poccniickoit @enepanuu 16 HosOps 2020 r., peructparnnorasii N 60930).

3. B mensx opraHM3alndy HM3TOTOBJICHHS W PACIpENeNeHHUs CHEeNHaJbHBIX PEUeNTYpPHBIX OJIaHKOB
MEIULUHCKHE OpPraHU3aluy, UMEIOIIKE MPAaBO OCYLIECTBIATh BbIAAUy PELENTOB HA HAPKOTHYECKUE CPENCTBA
Wik TcuxoTpomHsie BemectBa crivcka |l Ilepeuns um 3apermcrpupoBanHbie B Poccuiickoii demepanuu B
KadecTBe JIEKAPCTBEHHBIX MPENapaToB ISl MEIUIIMHCKOTO TIPUMEHEHHS (Jajiee COOTBETCTBEHHO - MEIUIIMHCKAS
OpraHM3anyvs, HAPKOTHYECKUH (TICHXOTPOITHBIA) JIEKapCTBEHHBIM TIpenapar), COCTaBJSIOT 3asBKH Ha
pelenTypHbIe OJIaHKH.

4. B cpok g0 1 okTa0ps Tekymiero rojna 3asBKH MEAWIUHCKAX OpTraHU3alMii Ha CIeLHajIbHbIC
peuenTypHble OJaHKH MPEACTaBISIOTCS:

1) MeAWIMHCKMMHU  OpraHU3alusSMH, HaxXOAALIMMHUCS B BEACHUH  (eIepalbHBIX  OpraHoB
UCTIOJIHUTEIBHOM BJIACTH, - B COOTBETCTBYIOIINE (efiepalibHble OpraHbl HCTIONMHUTEILHOHN BIacTH;

2) METUITMHCKUMH OpPTaHU3AIMSIME, HAXOAIIUMUCS B BeAeHHH CyObekToB Poccuiickoit deneparmm,
MEIUIMHCKUMY OpPTaHM3alMsIMH MYHHUIWIAIbHOH W YaCTHOW CHCTEM 3ApPaBOOXPAaHEHHS - B OPraHbI
HCTIOTHUTENIFHON BIACTH CyOBeKkTOB Poccmiickoit ®Demeparmu B chepe OXpaHbl 3M0pOBbS TpaXkaaH, HA
TEPPUTOPHH KOTOPHIX OHH PACIIOJIOXKEHHI (Jajiee - OpraHbl MCIOTHUTEIBHON BIIaCTH CYOBEKTOB Poccmiickoii
Odeneparun).

5. B 3asBKke MEAMIIMHCKON OpraHW3allMd Ha CIIEIUAbHBIE PElEeNTypHble ONAaHKH YKa3bIBAIOTCS
CJEeYIOLIUE CBEACHUS:

1) cBeeHust 0 METUITMHCKOW OpTraHU3alluy, TOJIABIIe 3asBKY Ha CIeIHaIbHbIE PEIeNTypHbIE ONaHKH
(mostHOE HAMEHOBAHME, aJPEC MECTa HAXOXKICHHS);

2) KOJIMYECTBO CIICIUANILHBIX PEIENTYPHBIX OJaHKOB, H3PAaCX0J0BAHHBIX MEIUIIMHCKON OpraHu3aIiei
Ha | sHBaps NMpealIecTBYIONIETo ro/a;

3) KOJIMYECTBO CHEIHAIBHBIX PEHENTYPHBIX OMAHKOB, HEOOXOIMMBIX METUITMHCKON OpraHu3aIlid Ha
CIEAYIOUIUH TO/I.

3asBKa MEIWIMHCKOW OpraHW3allid Ha CIHENHANbHbIE pElEeNnTypHble ONaHKH TOANUCHIBACTCS
pyKOBOAWTEIEM MEAMIMHCKOM OpraHM3alW{, KOTOPBIH HECeT TIePCOHAJIBHYI0 OTBETCTBEHHOCTh 3a
000CHOBaHHOCTH M IOCTOBEPHOCTH YKa3aHHBIX CBEJICHHM.

6. ®denepanbHble OpPraHbl HCIOJIHUTEIBHOM BJIACTH, B BEICHUHM KOTOPBIX HAXOIATCA MEIULUHCKHE
opraHmzanuu (nanee - ¢eaepalbHbIe OPraHbl WCIOTHUTEIHHON BIIACTH), M OpTaHbl MCIIONHUTEIHFHOW BIACTH
cyonrekToB Poccuiickoit denepaiini Ha OCHOBAaHWHM 3agBOK MEIWIIMHCKUX OpraHU3alii Ha CrelunaabHbIe
peuentypHble OnaHku (HOPMUPYIOT CBOJHBIC 3asSBKH Ha CIIEIUANBHBIC PEIEeNTypHbIe OJAaHKA U B CPOK 10 1
nexaOps TEeKyIIero rojia MpeCTaBIsIOT UX B MUHUCTEPCTBO.

7. B cBO#HOI 3asiBKe Ha CHIeLMANIbHBIE peeNTYPHbIe OJJaHKH YKa3bIBAIOTCS CIIEAYIOIINE CBEACHUS:

1) cBexgeHust o ¢enepa’lbHOM OpraHe HCIOJHHUTENLHOW BIAcTH (OpraHe HCIOJHHUTENBHOW BIIACTH
cyobekra Poccuiickoit @enepanyn), npecTaBUBIIEM CBOAHYIO 3asSBKY Ha CIIEUANbHBIE PELENTypHbIC OIaHKH
(moHOE HaMMEHOBaHUE, aJipec MeCTa HaX0XKICHU);

2) KONMYECTBO CHEIHANBHBIX PELENTYPHBIX OJIAHKOB, paclpelelieHHbIX (eaepalbHbIM OpraHOM
WCTIOTHUTENFHON BJIACTH (OpraHOM HCIIONHUTENBbHOM BiacTu cyObekTa Poccuiickoit deneparnu) Ha 1 sHBapA
NPEALIECTBYIOLIErO oA MEXAY MEAULIMHCKUMU OpraHU3alusIMU;

3) KONHMYECTBO CHEINHUAFHBIX PEHENTYPHBIX OJaHKOB, HEOOXOAWMBIX (hefepanbHOMY OpraHy
WCTIOTHUTENFHON BIacTH (OpraHy HCIIONHUTENBFHON BIacTh cyOnpekTa Poccuiickoit denepanyn) Ha cle Ay OIHA
roJl Ui pacipeleaeHus] MeXTy MEIULIMHCKUMHU OPraHU3aLUsIMU;

4) cBemeHUS O TIOJIBEIOMCTBEHHOW OpraHHW3alvii, YIOJHOMOYEHHOW (heJepalbHBIM OpraHoM
HCTIONHUTENbHON BIacTh (OpraHOM HCHONHUTENBHOM BiacTu cyObekta Poccuiickoit ®Denepanmn)
OCYIICCTBJIATh MOJYYCHHE CHCIHMATbHBIX PEHENTYPHBIX O0JIAHKOB OT MUHUCTEPCTBA, UX XPAHCHHUE M BhIIAYy
MEIUIIMHCKAM OpraHu3anusaM (MOoJHOe HaWMEHOBaHWE, ajapec MecTa Haxoxaenus, MHH/KIIII, OKTMO
opraHuzanuy, GakTHYECKuil aapec MOCTaBKH).

8. Ha ocHOBaHWMM TOJYYEHHBIX CBOJHBIX 3asBOK HAa CIHCHUAIbHBIE pPELENTypHbIE OJIAHKU
MUHHCTEPCTBO €XKETOJHO B CPOK Jo 15 sHBaps cuemyromero rojaa (GopMUpYeT W YTBEpXKIAeT IUIaH
pacmpeneneHusl CIEMUANBHBIX pPELUENTYpPHBIX OJIaHKOB, B KOTOPOM OTpa)kaeTcs ToJo0Bas MOTPEOHOCTH
Poccuiickoii ®@enepanmmu B CHEIUANBHBIX PEIENTYPHBIX ONaHkax (mamee - IUIaH  paclpeAciieHUs
MuHHCTEpCTBA).

9. B nnane pacnpenenennss MUHACTEPCTBA YKA3bIBAIOTCA CIAEAYIOLIUE CBEACHUS:

1) mopsAKOBBIN HOMED 3aIHCH;

2) HauMeHOBaHUe (helepabHOTO OpraHa WCIOJHUTEIbHOW BJIACTH (OpraHa MCIIOJHUTENBHON BIACTH
cyobekra Poccuiickoit ®enepanun), NpeACTaBUBILETO CBOJAHYIO 3asBKY Ha CIICIHMalbHBIE PELENTYpHbIC
OaHKH;

3) HeoOX0ANMOE KOJIMUYECTBO CIIEIHATBHBIX PEIENTYPHBIX OIaHKOB.

10. HampaBnenne cHenMalbHBIX PEHENTYPHBIX OJIAHKOB (eaepalbHBIM OpraHaM HCIIONHHTEIbHON
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BJACTH, OpraHaM HCIIOJIHUTENbHON BiacTh cyObekToB Poccmiickoit ®exepanum  OCyIIECTBIISETCS
MuHHCTEPCTBOM B KOJIMYECTBE, MPEAYCMOTPEHHOM IIJIAHOM pachpeaesieHuss MUHHUCTepCTRa.

11. MuHHCTEpCTBOM [IONIOJHUTENBHO K KOJMYECTBY CIELHAIBHBIX PELENTYPHBIX OJIAHKOB,
IIPEOYCMOTPEHHOMY IUIAaHOM pacrpeneneHus MuHucTepcTBa, GOpMupyeTcsl pe3epBHBIA 3amac CHeLUalIbHBIX
pelenTypHbIX OJIJAHKOB B KOJMYECTBE, He TpeBbimatorieM 150 000 ciennaipbHBIX penenTypHBIX OJTaHKOB.

12. B cnyuae yBenu4eHus: NOTPeOHOCTH B CIIELHUATIBbHBIX PELENTYPHBIX OJaHKax (enepanbHble OpraHbl
HCTIOJIHUTENILHOM BiIacTH (OpraHbl UCIIOJHUTEIBHON BiIacTH cyObekToB Poccuiickoii denepannn) HapaBisitoT
B MUHHCTEPCTBO CBOJHBIC 3asBKU Ha JOTOJHUTEIBHOE KOJMYECTBO CIIEHUANBHBIX PELENTYPHBIX OJAaHKOB (C
000CHOBaHUEM yBEJMUCHHS MOTPEOHOCTH B CIIEUUATBHBIX PELENTYPHBIX OaHKaX), KOTOPBIE MPEAOCTaBISIOTCS
MUHHCTEPCTBOM U3 PE3EPBHOTO 3araca CelrualbHBIX PEHENTYPHBIX OJIaHKOB.

13. denepanbpHble OpraHbl HUCIOJHUTENBHOW BIACTH (OpraHbl HCIIOJHUTENBHOM BIIACTH CYOBEKTOB
Poccuiickoii ®denepanuu) pacnpenesissioT MOJyYEHHBbIC CIHEIHHMaIbHbIE pPELUENTYpPHbIE OJAHKU MEXIY
MEIMIIUHCKUMHU OPTaHM3allUsIMH HAa OCHOBAHHU TUIAHOB pacrpeieneHus, chOpMUPOBaHHBIX B COOTBETCTBHU C
3asiBKAaMHU MEIUIIMHCKIX OPTaHU3alliil Ha CIIEIaIbHbIE PeLenTypHbIE OJaHKH.

I1. Iopsaok perucTpanuy, yuera U XpaHeHHUsl CHEUAIBHBIX PelenTyPHBIX 0JIAaHKOB 10 Gopme
N 107/y-HII

14. MunucrepctBo, HHBIE (enepaibHbIe OpraHbl HCIIOTHUTEIFHON BJIACTH U OPTaHbl HCIIOJHUTEIBHON
Biactu cyowsexToB Poccuiickoit dexepaunu OopraHu3yloT XpaHEHHE CIIEHUATbHBIX PELENTYpHBIX ONaHKOB B
[I0/IBEJOMCTBEHHBIX OpraHM3alMX, YIIOTHOMOUYEHHBIX OCYIIECTBIISATH MOIYUYEHHE CIENHaNbHBIX PEUENnTYpPHBIX
05aHKOB OT MUHHCTEPCTBA, X XPaHEHHE W BbIAAYY MEIUIMHCKUM OpraHU3alMsM (Jajiee - YIOJIHOMOYCHHAs
OpraHu3aIus).

15. B ynmomHOMOYEHHOW OpraHW3allid W MEIUIIMHCKON OpraHW3alud, MOJYYUBIIEH CIIelHaIbHbIC
pelenTypHbIe OJIAHKH, OPTaHU3YETCsl PETHCTPAIHS, YIET ¥ XpaHCHUE CIICIIHATBHBIX PEENTYPHBIX OJaHKOB.

Peructpanms, ydeT ® XpaHEHHE pE3EpBHOTO 3amaca CHEeNHaJIbHBIX PEleNnTypHBIX OJaHKOB
MuHucTepcTBa ocyuiecTBiseTcs (enepatbHbIM IOCy1apCTBEHHBIM OIO/DKETHBIM YUPEXKICHUEM, HaXOISIIUMCS
B BeieHNM MUHHCTEPCTBA (Jjajiee COOTBETCTBEHHO, - PE3EPBHBIIL 3a11ac, 0JBEIOMCTBCHHOE YUPEXKICHHE).

16. PaboTHWK, Ha3HAYEHHBIH TPUKA30M  PYKOBOAWTENS  YIOJHOMOUYEHHOHW  OpraHM3alvd
(YNOJIHOMOYEHHON OpraHu3aliy, MOABEIOMCTBEHHOTO YUYDPEXKICHHS) OTBETCTBEHHBIM 33 DErHCTPALHMIO,
XpaHEHUE U YYeT CIEIMANbHBIX PELENTYPHBIX OJIAHKOB (Jlajiee - OTBETCTBEHHBIH PabOTHHUK), HA OCHOBAaHUH
JOBEPEHHOCTH, O(QOPMIICHHOW B TOpSAAKE, YCTAaHOBJICHHOM 3aKoHoAaTenbcTBOM Poccuiickoit @enepanmu (c
MIOAIUCHIO PYKOBOAMTEIS YHOJTHOMOUYEHHOU OpraHH3allun (ynoaHoMo4eHHOH OpraHH3allH,
MOJIBEIOMCTBEHHOTO  YUPEKACHUS), TJaBHOTO Oyxranrepa, 3aBEpEeHHBIX KPYIJIOW MedYaThio), IOIydaeT
crieMalbHbIe pelenTypHble OJaHKA W OCYIIECTBISIET BEACHUE JKypHalla PEerMCTpallii U y4yeTa CHelHabHBIX
peLenTypHBIX OJaHKOB, K KOTOpoMYy NpuoOmaer ¢oto- ¥ (WIK) BHICOMATEPUANbI, TIOATBEpPKAAONIE (aKT
o(opMIIeHHS peleNTYPHBIX OJaHKOB HA JOMY (TP HATUYHH).

17. XKypHan perucTpanuy 1 ydeTa ClelualbHBIX PEIEeNTyPHBIX OJAHKOB JOJDKEH ObITh MPOHYMEPOBaH,
NPOUIHYPOBAaH, HMMETh Ha IIOCIEIHEH CTpPAaHHLE 3alKiCh, COJAECPXKAILYK KOJIUYECTBO CTPAHUL, IOJIHOE
HaNMEHOBAaHHE  YIOJHOMOYCHHOM oOpraHusauuu (MEAULMHCKOM  OpraHu3alld, I10JBEJIOMCTBEHHOTO
YUPEXKIEHHs), a TaKKe CKpPEIUIEH IMOANMCHI0O PYKOBOAMTENS M IEYaThl0 YHNOJIHOMOYEHHOH OpraHu3alliy
(MEOUUMHCKON OpraHrn3aluy, TOABEJOMCTBEHHOIO YUPEKICHU).

XKypHan peructpaurm ¥ ydera CHELUAJbHBIX PELENTYpHBIX OJIAHKOB pE3epBHOIO  3amaca
MHuHHCTEpPCTBA CKPEIUIETCS TaKKe MOANUCHIO TUpEKTopa (B ciiydae ero OTCyTCTBHS - 3aMECTHTENS JUPEKTOPA)
JenapramMeHTa peryaupoBaHus OOpalleHHsl JIeKapCTBEHHBIX CPEACTB M MEAWIMHCKUX U3AeInid MuHHCTepCTBa
U 1evaTtbto MUHHUCTEPCTBA.

18. B >xypHaze perucTpalyy 1 y4yeTa ClelHalbHbIX peleNTypHbIX OJaHKOB YKa3bIBAIOTCS CIeNyIoIIne
CBEIICHUS:

1) mopsAKOBBIN HOMED 3aINCH;

2) MpHUX0/Jl CIIENHAIBHBIX PEIETITYPHBIX OJTaHKOB:

a) PEeKBU3UTHI U J1aTa PETUCTPALMH IPUXOAHOTO JOKYMEHTA;

0) oO1iee KOMMYECTBO OCTYNHBITUX CHEIHATBHBIX PEIENITYPHBIX OJaHKOB;

B) CepHs U HOMEP CIEIHAIBHOTO PELENTYpHOTo OJIaHKa;

I') KOJIMYECTBO CIIELHATIbHBIX PELENITYPHbIX OJTaHKOB IO KaXXIOH CEpuH;

1) hamMuIKs, ©Ms, OTYECTBO (IIOCIEeIHEE - IPY HATMYUK) U MOJIHUCH OTBETCTBEHHOTO Pa0OTHHKA;

3) pacxof crieHuaIbHbIX PElenTyPHbIX OJTaHKOB:

a) JlaTa BBAAYM CIIELUABHBIX PELENTYPHBIX OJIaHKOB;

0) cepuu U HOMepa BBIJAHHBIX CIICIHATBHBIX PELENTYPHBIX OJaHKOB,
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B) KOJMYECTBO BBIJIAHHBIX CIICHHUAJIBHBIX PCLCIITYPHBIX 6J'IaHKOB C YKa3aHUuEM B CKO6KaX KOJIMYECTBA
CIICIUAJIBHBIX PCUCTITYPHBIX 6HaHKOB, BBIAAHHBIX JJIA O(bOpMHeHI/Iﬂ Ha T10MY,

) dhaMuIus, UM, 0TIECTBO (TIOCTIEAHEE - TIPYU HAJTMYINH) B TIOITUCH JTUIA, TIOJYYHUBIIETO CIICITHATBLHEIE
penentypHble OJIaHKH;

1) KOJTMYECTBO CHEIHATBHBIX PEIENITYPHBIX OJAaHKOB, O()OPMIICHHBIX Ha JIOMY;

e) aMumust, Ms1, OTYeCTBO (ITOCIIEAHEE - IPU HATTMYWH) U MOIIMUCH JTNIA, 0(OPMUBIIETO CIIEIHAbHbIC
pelentypHble OJIaHKH Ha IOMY;

4) dbamunus, UM, OTIECTBO (MTOCIEeTHEE - MPU HAJTMYUH) U MOAIHUCH OTBETCTBEHHOTO Pa0OTHHKA;

5) ocTaToOK CHEeUUabHBIX PELENTYPHBIX OJIAHKOB.

19. ChneuuanbHBIi peuUenTypHbId ONaHK SIBISETCS TOKYMEHTOM CTPOrOil OTYETHOCTH. 3armac
CIICHUAJIBHBIX PCHETTYPHBIX 6J'IaHKOB B MCZ[HHHHCKOﬁ Oopranuvs3anu OJOJDKCH XPaHUTHBCA B CICHUAJIbHBIX
IIOMCHUICHUAX, ceﬁ(bax Win B CIEOUAJIBHO HU3TOTOBJICHHBIX mKa(bax, OGI/ITBIX OOMHKOBAHHBIM KCJIC30M, C
HaAC)KHBIM BHYTPECHHUM HJIM HABECCHBIM 3aMKOM.

[Homemenus, ceiidpl, mKadpl, B KOTOPHIX XPaHATCS CIIEIHATbHBIE PeENTypHbIEe OJTaHKH, TOJKHBI ObITH
3aKpBITHl HAa 3aMKH W TI0CJIE€ OKOHYaHWS pabOTHl OMNedaTaHbl IE€YaThi0 YIOJTHOMOYEHHOW OpraHU3alliH
(MeIMIIMHCKOW OpraHMU3aIyy) WiIH OIJIOMOUPOBAHEI.

20. B MemuIIMHCKUX OpraHU3aIHAX 3amac CIeHalbHBIX PEIENTYPHBIX OIaHKOB HE OJKEH MPEBHIIIATh
TOJI0BOM OTPEOHOCTH.

21. Pa3pemaercs BbIIaBaTh MEIUIIMHCKOMY PaOOTHHKY, HMEIOIIEMY IIPaBO Ha3HAYaTh HAPKOTUYECKHE
(ICUXOTpOITHBIE) JIEKaPCTBEHHBIE MPETapaThl, €AMHOBPEMEHHO He OoJiee qBalaTi CleHUaTbHBIX PEUENTypPHBIX
OJIaHKOB.

MeaunuHckue paOOTHHKH, BBINMCHIBAIOINIME PEIENThl Ha HAPKOTHYECKHE (IICUXOTPOITHBIC)
JICKaPCTBCHHLIC MpPCHapaTbl, HAa OCHOBAHUU IIPUKa3a PyKOBOJIUTECIIA MCHHHHHCKOﬁ Oopranvsanuu HECYT JIMYHYIO
OTBETCTBCHHOCTL 3a COXPAHHOCTH TIOJYYCHHBIX CIHCHUAJIBHBIX PEUCIITYPHBIX 6HaHKOB. Cneunaanme
pelenTypHble OJIaHKH, IOJyYECHHBIC MEIUIIMHCKMM pPaOOTHUKOM, XpaHATCS IMOJ 3aMKOM B ceidax,
METAIINYCCKUX HIKa(I)aX NN METAJUIMYCCKUX AIMUKaX.

22. B MemuIMHCKON OpTaHU3aIlii CO3AeTCs IMTOCTOSTHHO NEeHCTBYIOMAs KOMUCCHS, KOTopas He pexe 1
pa3za kBapran (10 PEmICHHI0 PYKOBOIWTENS METUIIMHCKOW OpraHH3allii BO3MOXHO dYallle) OCYIIECTBIISET
MIPOBEPKY COCTOSIHHSI PETUCTPAIMH U y4eTa CIICIUAITBHBIX PEIeNTYPHBIX OJaHKOB, B TOM YHCIE ITyTeM CBEPKH
3amucedl KypHalla PeTHCTpallii W ydeTa CIEIUalbHBIX PEleNTypHBIX OJIaHKOB, ¢ (DAaKTHYECKUM HaINYHEM
CHEIMATBHBIX PEIENTYyPHBIX OJaHKOB, a TaKXKe MPOBEPKY COCTOSHHS XPaHEHUs CIEIHATbHBIX PEIEeNTYPHBIX
OJIaHKOB.

[lo pe3ynpraTaM HpOBEpPKH B KypHaje PETHCTPALUM U y4yeTa CIeUUalbHBIX PEUEeNTypHBIX OJIaHKOB
ACIACTCd 3alliuCh O Ppe3ysibTaTax IMPOBCACHHA CBCPKU MOAaHHBIX, 3aKPCIUICHHAsA IMOAIMNCAMHU BCEX UYICHOB
KOMHCCHH WJI CO3aeTCsl CIIEUANBHBIN aKT MPOBEPKH.

23. depepanbHble OpraHbl HCIOJHUTENHFHON BIACTH W OpPTaHbl UCIIOJHUTEIBHOW BIACTH CYOBEKTOB
Poccuiickoii @enepanuu OCYyLIECTBIIOT KOHTPOJIb 3a OpraHu3alMed perucrpauuy, y4era U XpaHEHUs
CIICIUAJIBHBIX PEUCTITYPHBIX OJIaHKOB B YIOJIHOMOYCHHBIX OpraHU3aluiax U MCIUIUMHCKUX OpraHUu3auax.

24. Brlgada criennaabHBIX PEIeNTYPHBIX OJIAHKOB M3 PEe3epPBHOTO 3amaca MuHUCTEpCTBA (eaepatbHbIM
OpraHaM HCIIOJTHUTEIBHON BIIACTH W OpraHaM HCIIOJIHHUTENBHOHN BIIACTH cyOBekTOB Poccuiickoit denepannn
OCYIIECTBIISIETCS OTBETCTBEHHBIM Pa0OTHUKOM TOJBEIOMCTBEHHOTO YUPEKICHHUS Ha OCHOBAaHWHU PEIIeHHS 00
OTITyCKE CHEIMAIFHBIX PEUENTYPHBIX OJaHKOB, 0(pOPMIIEHHOTO B BUJE MHCHMAa, MTOAMMCAHHOTO TUPEKTOPOM (B
cly4ae ero OTCYTCTBHA - 3aMecTHTeleM Jupekropa) JlemapramMeHTa perylupoBaHUs OOpalieHus
JIEKapCTBEHHBIX CPEACTB M MEAUIMHCKUX M3enuii MUHHCTEpCTBA.

[IpoBepka nesATEIBHOCTH MOABEAOMCTBEHHOTO YUYPEXKICHHS IO PETHCTPAlllM, YYeTy M XPaHEHHIO
pE3epBHOTO 3amaca ocylecTBisieTcs: JlenapTaMeHTOM peryiupoBaHus OOpalIeHHUs JIEKapCTBEHHBIX CPEACTB U
MEIUIMHCKUX u3enuii MuHucTepeTBa 2 pasza B Tol He no3aHee 20 duciia Mecsia, CIeAYIOero 3a HCTEKITNM
MIOJTYTOJTUEM.

MpunoxeHue N 6
K npukasy MuHucTepcTBa 34paBoOXpaHeHUsA

Poccuiickon ®epgepaumnm
oT 24 HoA6pA 2021 r. N 1094H

IIpaBuia oopmieHNs PelieNTOB, COAEP:KAMMX HA3HAYEHHE HAPKOTUYECKUX CPEACTB MU
MCUXOTPOMHBIX BENIECTB, B TOM YHcJie B GopMe 3JIeKTPOHHBIX JOKYMEHTOB

I. Odopmiienue penenta Ha OyMaKHOM HOCHUTeJIe
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1. Ha peuentypusix 6mankax popmbl N 107/y-HI B seBoM BepxHEM yrily MPOCTABISETCS MITAMIT
MEAMIMHCKON OpraHM3aliy C yKa3aHHEM €€ IIOJHOTO HauMEHOBaHHWS, azpeca U TeiaedoHa ¢ NaToil BBIIMCKH
(martoit opopMIIeHHS) perenTa Ha JISKapCTBEHHBIN Mpemnapar.

Penenrypubie Omanku popmbl N 107/y-HI wu3roraBiuBaroTCsl HCKIFOYUTENBHO THIOTPAPCKAM
crocobom.

2. Ha penentypHbix OnaHkax, oOpMIISIEMbIX MHAMBUIYAIbHBIMU MPEANPUHUMATEISIMUA, UMEIOIIUMHU
JMLEH3UI0 HAa MEOULIMHCKYIO NESTEeIbHOCTh, B BEPXHEM JIEBOM YIIIy THIIOTPAa(CKUM CIIOCOOOM MU IyTeM
MPOCTaBJICHUS IITaMIla JOJDKEH OBITh YKa3zaH aJpec WHAWBUAYAIBHOTO NpeNNpUHHMATeNs, HOMEp U JaaTa
JMLIEH3UH, HAMMEHOBaHHE OpraHa rocyAapCTBEHHOH BJIACTH, BBIIABIICTO JIUIICH3HUIO.

3. Penentypusie 6manku popmbl N 107/y-HI 3amonHsoTCss MEIUIIMHCKAM PaOOTHUKOM YepHUIIAMH
WJIM IIapUKOBOW PYUKOA.

4. Jlonyckaercss ohOpMIICHHE BCEX PEKBU3UTOB (3a MCKIOYeHHEeM pekBu3uta "lloamuch jedariero
Bpava (moamuch Qerpamepa, akymepku'") perentypabix OnankoB popmbl N 107/y-HIM ¢ ucnonb3oBanuem
MeyaTarnux yCTpONUCTB.

5. B peuenrtypuaom 6aanke Gpopmbl N 107/y-HIT B crpokax "®amunus, nvs, 0OT4eCTBO (NocnegHee -
npv Hanu4mm) nauveHTa" u "Bo3pacT” ykas3bIBalOTCS MOJHOCTHIO (haMUITHsI, HMsI, OTYECTBO (IIOCICIHEE - TIPH
HAJINYMHN) NAIMEHTa, ero BO3pacT (KOJMYECTBO MOJIHBIX JIET).

JonycTuMo yka3zaHue AaThl pOKACHU MalHeHTA.

6. B peuenrtyprom Omanke dpopmbl N 107/y-HI:

1) B cTpoke "Cepust u HOMep MoOJUcCa 00S3aTETBHOTO MEAWIIMHCKOTO CTpaxoBaHUA" yKa3bIBaeTCs
HOMEP TOJKca 00s13aTEeIBHOT0 MEIUIIMHCKOTO CTPAaXOBaHUs MallueHTa (Y HaJTHYHH);

2) B cTpoke "Homep MeaMIMHCKON KapThl" yKa3bpIBaeTCs HOMEP MEIUIIMHCKON KapThbl IMallMeHTa,
MOJYYalONIero MEIUIIMHCKYI0 TIOMOINb B aMOYJIATOPHBIX YCIIOBHSAX, WJIM HCTOPHH OOJIE3HU TalMEeHTa,
BBIITUCBHIBAEMOTO U3 MEIUIIMHCKOW OpTaHN3aIINY;

3) B cTpoke "damunudA, UMs, OT4eCTBO (ITOCIEAHEE - MPHU HAIWYHMH) JIeHamero Bpava (Qenpamepa,

aKyIepku)" yKa3bIBae€TCS TONHOCTHIO (aMUiIMsa, HMsI, OT4ecTBO (TOCIeAHEee - TpH HAIWYWAN) Bpada
(benpamepa, axkymiepkd), BBIIHCABINETO PEHENT HA HAPKOTHYSCKUN (TICHXOTPOITHBIN) JIEKapCTBEHHBIN
mpemnapar.

7. B rpade "Rp" peuentyproro 6manka ¢popmbel N 107/y-HII, yka3biaercs:

1) HamMeHOBaHME JIEKAPCTBEHHOTO Ipemnapara (MEXIyHapoAHOE HEMAaTEHTOBAHHOE HAaMMEHOBaHHE,
TPYNIUPOBOYHOE WM XMMHYECKOE HAaMMEHOBAaHUE, TOProBOE HAaMMEHOBAHME) Ha JIATUHCKOM fA3bIKE WJIM Ha
PYCCKOM si3bIKe, JOpMa BBIMTYCKa, TO3MPOBKA, KOJIMYECTBO (YKa3bIBA€TCs MPONKCHIO Ha PEeLENTypHOM OJaHKe
dopmbl N 107/y-HI);

2) crmoco® TpUMEHEHHs JIEKApCTBEHHOI'O TMpernapara Ha TOCYAapcTBEHHOM si3bike Poccuiickoit
®denepanmy WK Ha rOCYJapCTBEHHOM si3bike Poccuiickoit denepanuy U rocy1apcTBEHHOM SI3bIKE PECITyOIIHK 1

MHBIX 13bIKaX HApoaoB Poccuiickoit deneparmn’.

8. Ilpu odopmieHUN peUenTypHBIX OJAHKOB 3alpeIlacTcs OrPaHHMYMBATHCS OONIMMHU YKa3aHHUSIMH,
Hanpumep, "Bryrpennee", "U3BecTHo".

9. Ilpu odopmiennn marmenTy pernentypHoro o6manka oopmbl N 107/y-HIN Ha mHapkoTHueckwmii
(TICUXOTPOIHBIN) JIEKAPCTBEHHBIH Tpenapar B paMKax OKa3aHUS METUIIMHCKOW ITOMOIIU MPH ONpeAeeHHOM
3a005IeBaHUM TAKOH PEIEeNT 3aBepseTCs:

1) moanmMChIO M TMYHOM MEeYaThI0 Bpada JIN00 MOANICHIO Qenpamepa (aKymepKn);

2) medaTpl0 MEAWIWHCKOM OpraHu3aluu, JHOO0 CTPYKTYpHOTO IIOApa3feNieHHs] METUITMHCKON
opranmzanuu  "Ins penenToB", KOTOpas IPOCTAaBISIETCA JIMIOM, YIIOJIHOMOYEHHBIM PYKOBOIUTEIIEM
MEAMIMHCKON OpraHu3alui C yKa3aHueM (QaMuiInM, MUMEHH, OTYecTBa (IOCIEAHEE - NPU HAIMYUH) H
MIPOCTABJIEHUEM €TO JTUYHON MOJITUCH.

B cayuasx HeoOxomumocTH oO(OpMIIEHHMsS ~pelenTa Ha HApPKOTHYECKHH  (TICUXOTPOIHBIN)
JIEKapCTBEHHBIN IMpernapaT Ha JOMY B paMKax OKa3aHUs MaJUIMATUBHOW METUIMHCKOW MOMOIIM JOITyCKaeTcs
IIpeIBapUTEIbHOE 3aBEpPEHHE pelenTa IITaMIOM MEAMIMHCKON OpraHu3aluy, Ie4aTbl0 METUIMHCKON
OpraHM3aluy JTUOO CTPYKTYPHOTO TOApAa3JeeHUs MEIUIMHCKONH opranm3ammu "Jljis perentoB”, KoTopas
MIPOCTABISECTCS JIMIOM, YIOJHOMOYEHHBIM pPYKOBOJUTENEM MEAMIMHCKON OpTraHu3allid, C YyKa3aHHEeM
(hamunny, MeHH, oT4ecTBa (TTOCIIEAHEE - TIPU HAJIMYWHU) U MPOCTABICHNEM €ro JTU4HOM moamucu. [lpu sTom B
JKypHaJIe PETUCTPAllMK W y4eTa PEIeNTYPHBIX OJIAHKOB B COOTBETCTBUH ¢ [1OPSOKOM peructpanuu, ydera u
XpaHEHUs CHEIHNaTbHBIX PEHeNTYPHBIX OJIAHKOB HAa HAPKOTUYECKHE CPEICTBA WIIM TCUXOTPOIHBIE BEIIECTBA,
YTBEPXICHHBIM HACTOSIINM MPHUKA30M, JIENAeTCs OTMETKA O €ro Bbinade Uit oOPMIICHHS Ha JIOMY, a TaKxke
OTMETKa, YJIOCTOBEpEHHasl MMOANKCKHI0 Bpada 0o (enbamepa (akymepkn), oGOpMHUBIIETO peIenT, o (pakTe ero
oopmiteHus, KOTOPBIN MOXKET OBITH IOMOJIHUTEIBHO MOATBEPKICH (HOTO- U (MIIM) BUACOMATEPUAIAMH.

B cTpoke "OtmeTka anTeyHOH opraHu3anuu 00 OTIycke" CTaBUTCS OTMETKA aNTeYHOH OpraHu3aliu
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00 OTIyCKe HapKOTHYECKOro (TICHXOTPOIHOTO) JIEKApCTBEHHOTO IpernapaTta (C yKa3aHHeM HaMMEHOBaHWUS,
KOJIMYECTBA OTITYIIEHHOTO HAapKOTHYECKOTO (TICHXOTPOITHOTO) JIEKAPCTBEHHOI'O Mpenapara W JaThl €ro
OTIIyCKa), KOTOpas 3aBepsieTCs MOANUCHI0 PA0OTHHKA alTEYHOH OpraHU3alyy, OTIIyCTUBIIEI0 HAPKOTHUECKHUM
(TICMXOTpPOITHBIN) JIEKapCTBEHHBIN Tpermapat (C yka3aHueM ero ¢GhaMWINH, HMEHH, OTdecTBa (TIOCIEAHEE - MPH
HUINYMK), a TakXKe KpYIJoH Ie’aThl0 anTeyHOW OpraHu3alud, B OTTHCKE KOTOPOH MOJKHO OBITH
HUACHTH(QHULIUPOBAHO [TOJTHOE HAUMEHOBAHUE alITEYHON OpraHn3aliH.

10. Ha ogrom penentyprHoMm Omanke dpopmbl N 107/y-HIT paspemaercs ocymiecTBisiTh Ha3HAYCHUE
TOJILKO OJJHOI'O HAUMEHOBAHUS JICKAPCTBEHHOTO Tpernapara.

11. VcnipaBneHus B pelenTe He T0MyCKatoTCs.

II. Odpopmienue peuenta B gopme 3JIEKTPOHHOTO JTOKYMEHTA

12. Penient B QopMe 3JICKTPOHHOI'O JAOKYMEHTA, IOJIHCAHHOTO YCHJICHHOW KBaIU()UIIMPOBAHHOU
3IIEKTPOHHOWN MOAMUCHI0, (GOPMHUPYETCSs MEAMIHUHCKAM DPAaOOTHHUKOM, CBEICHHS O KOTOPOM BHECCHBI B

eiepanbHEI PErMCTp MEIMIMHCKHX DPAaGOTHHKOB’, a TAaKkKe NP YCIOBMM DPETMCTPALMH MEIMIMHCKOM

OpTaHHu3alry, B KOTOPOil oopMIIsieTcsl pelienT, B heaepalbHOM peecTpe METUIIMHCKUX OpTaHu3alui” eaAnHON
roCyJapcTBeHHOH HH(GOPMAalMOHHONW cHUCTeMbl B cdepe 3ApaBOOXpaHEHHMS | HOJKIIOYCHUS TaKOU
MEIUIIMHCKOW OpTraHW3allil K TOCYNapCTBEHHOW WH(POPMAIMOHHON cucTteMe B cdepe 3apaBOOXpaHEHUS

. ., 4
cyobekra Poccuiickoii denepannn .
13. ITo TpeOoOBaHHIO MAIMEHTA MM €r0 3aKOHHOTO MPEICTABUTENS 0POPMIISETCS IK3EMILISP PEIerTa B
(hopMe 3JIeKTPOHHOIO JOKYMEHTa Ha OyMa)KHOM HOCUTENE ¢ OTMETKOM "J[yOuKaT 3JIeKTPOHHOTO IOKyMeHTa".

"YacTb 1 ctatbm 15 3akona Poccuiickoit ®enepaumu ot 25 okrsiopst 1991 r. N 1807-1 "O si3pikax
HaponoB Poccuiickoit @enepanmn” (mamee - 3akoH N 1807-1). (BemomocTu cbhe3na HApOTHBIX JEMyTaTOB
PC®CP u Bepxosroro Cosera PCOCP, 1991, N 50, ct. 1740).

>YacTb 4 ctatby 91.1 denepansroro 3akona N 323-03 (Cobpanue 3akoHOnaTeIbCTBA Poccuiickoit
Oenepannu, 2011, N 48, cr. 6724; 2020, N 29, ct. 4516).

> UacTb 4 cratby 91.1 denepanbroro 3akona N 323-®3 (Cobpanue 3akoHOIATEIbCTBA PoccHitckoi
®enepanuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

4 Ctatey 91 u 91.1 ®denepanbHoro 3akona N 323-@3 (Cobpanue 3akoHOAaTeNbcTBa Poccuiickoi
Oenepanuu, 2011, N 48, ct. 6724).
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