[Tpuka3 Munucrepctsa 3apaBooxpanerus PO ot 14 suBapsa 2019 r. N 4u "O0 yTBepKACHUU MOPsAIKA
Ha3HAYEHUS JIEKAPCTBEHHBIX MPENaparToB, (popM perentypHbIX OJaHKOB Ha JEKapCTBEHHbIE MTPETaparhl,
nopsiika 0pOpPMIICHHS YKa3aHHBIX OJIAHKOB, UX y4eTa U XpaHEHUS

IIpuka3 Munucrepcrsa 3apaBooxpanenusi P® or 14 suBaps 2019 r. N 4n
"O0 yTBepKAeHNH NOPSIAKA HA3HAYECHHSI JIEKAPCTBEeHHBIX Npenaparos, GopM penenTypHbIX
0JIaHKOB Ha JIEKAPCTBEHHBIE NPenaparsl, NOPSAAKa 0(popMIIeHNS YKa3aHHBIX 0JIAaHKOB, UX y4eTa H
XpaHeHus1'

B coorBerctBun ¢ nynktom 16 uwactu 2 crateu 14 ®enpepanmbHoro 3akoHa oT 21 HosOps
2011 r. N 323-@3 "OO6 ocHoBax oOxpaHbl 310poBbs rpaxnaaH B Poccuiickoit ®Denepamuu” (CoOpanue
3akoHoaarenbcTBa Poccmiickoii ®enepammu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014, N 30,
ct. 4257; N 49, cr. 6927; 2015, N 10, cr. 1425; N 29, ct. 4397; 2016, N 1, ct. 9; N 15, ct. 2055; N 18,
ct. 2488; N 27, ct. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) u noanyuxkramu 5.2.177, 5.2.179 u
5.2.180 Tlonmoxenus o MunucrepctBe 3apaBooxpaHeHus Poccuiickoit ®Dexpepauuu, yTBEpKIESHHOTO
nocranosnenuem [IpaButenbctBa Poccuiickoit ®enepaumu or 19 wmions 2012r. N 608 (CobOpanue
3akoHojarenbcTBa Poccuiickoit denepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cr. 2477,
N 22, ct. 2812; N 33, cr. 4386; N 45, cr. 5822; 2014, N 12, ct.1296; N 26, ct. 3577; N 30, ct.4307;
N 37, cr. 4969; 2015, N 2, ct.491; N 12, ct. 1763; N 23, cr. 3333; 2016, N 2, ct. 325; N9, cT. 1268;
N 27, ct. 4497; N 28, ct. 4741; N 34, cr. 5255; N 49, ct. 6922; 2017, N 7, cT. 1066; N 33, ct. 5202; N 37,
cT. 5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, cr. 1805; N 18, cr. 2638; N 36, cr. 5634; N 41,
cT. 6273), mpuKa3bIBalo:

1. YTBepauTs:

MOPSIOK Ha3HAuUEHUs JISKApCTBEHHBIX MPenapaToB coryiacHo npuioxkennto N 1;

(bopMBI perenTypHbIX OJAHKOB Ha JIEKapPCTBEHHBIE MPenapaTthl coriacHo npuiokennio N 2;

HOpsiIOK  O(OPMIIEHUSI PELENTYpPHBIX OJaHKOB Ha JIEKAPCTBEHHBIE INpenapaThl, UX yyeTa H
XpaHEHHUs CoryiacHo npuiomkeHnto N 3.

2. [lpu3HaTh yTpaTUBIIUMU CHUITY:

npuka3  MuHHcTepcTBa  3apaBooxpaHeHus Poccuiickoit  ®enepamuu ot 20 nexalps
2012 r. N 11751 "O6 yTBepAeHUH NOPsIIKa HA3HAYEHUs U BBIITMCHIBAHUS JIEKAPCTBEHHBIX MPENapaTos, a
Takxke (opM perentypHsIX OJaHKOB Ha JIEKAPCTBEHHBIE Mpemnaparhbl, Mopsaka opopMIIeHHUs yKa3aHHBIX
OnaHKOB, UX ydYeTa W XpaHeHus (3aperucTpupoBaH MuHHCTEpCTBOM rocTHinu Poccuiickort denepanuu
25 urons 2013 r., peructpanuonnsiii N 28883);

IIYHKT 2 W3MEHEHWH, KOTopble BHOcATCA B I[lopsnok co3maHust M JeATelNbHOCTH BpaueOHOM
KOMHCCUU MEIMIMHCKOW OpraHM3alliy, YTBEPXKACHHBIM MpHKa3oM MUHHUCTEPCTBA 31paBOOXPAHEHUS U
conuanbHOro pasButus Poccuiickoit ®enepauuu ot 5 Mas 2012 r. N 502H, u B Ilopsigok HazHadyeHUs U
BBIMKCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHbIN MPUKa30M MUHUCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoii ®eneparuu ot 20 nexadbps 2012 r. N 1175H, yTBep)KOEHHBIX NpHKazoM MMHUCTEPCTBA
3apaBooxpaHeHusi Poccuiickort  ®enmeparuu ot 2 gekabps 2013 r. N 886n  (3apeructpupoBan
MunucrepctBom rocturmu Poccuniickoit denepanun 23 nexadpst 2013 r., peructpauuonusiit N 30714);

npuka3 MunucrepcTBa 31paBooxpanenus Poccuiickoit @eneparyu ot 30 utons 2015 r. N 386n "O
BHECEHMHM HU3MEHEHMH B TPWIOKEHHS K Mpukazy MuHuUCTepcTBa 3apaBooXpaHeHus Poccuiickoit
Oeneparun ot 20 nexabps 2012 r. N 11751 "OO0 yTBep)kKIeHMM MOpsIKa Ha3HAUYEHUS M BBINHMCHIBAHUSA
JIEKapCTBEHHBIX IpEnaparoB, a Takke (GopM peuenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipernaparsl,
nopsiaka oopmIleHHs YKa3aHHBIX OJIAHKOB, UX y4deTa W XpaHeHUs' (3aperucTpupoBaH MHHHCTEPCTBOM
toctuin Poccuiickoit @enepanuu 6 asrycra 2015 r., perucrpaunonnsiii N 38379);

nyHKT 1 u3MeHeHui, KOTOpble BHOCATCS B NpHKa3 MUHUCTEPCTBA 3/[paBooxpaHeHust Poccuiickoii
@eneparun ot 20 nexabps 2012 r. N 11751 "OO0 yTBep)kKIeHMM MOpsiKa Ha3HAUYEHUS M BBINHMCHIBAHUSA
JIEKapCTBEHHBIX IPEnaparoB, a Takke (GopM peuenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipernaparsbl,



nopsiika oOpMIIEHUS yKa3aHHBIX OJIAHKOB, MX y4yeTa W XpaHeHHsW u npwioxkenue N 2 k mpukasy
MunucrepcTBa 3apaBooxpanenus Poccuiickoii @eneparuu ot 1 aBrycra 2012 r. N 541 "O06 yrBepxaeHun
¢dopmMBbl OAHKOB PELENTOB, COACPXKALIMX HAa3HAYCHHWE HAPKOTUYECKHX CPEICTB WU TICUXOTPOIHBIX
BEIIECTB, MOPSJIKA UX U3TOTOBJICHHUS, PACIIPEICICHNUS, PETUCTPAINH, YUeTa U XPaHEHHUs, a TaKXKe TPaBUII
odopmiieHus", yTBepkKACHHBIX MprKka3oM MUHHCTEpCTBA 37paBooxpaHeHusi Poccuiickoit denepaiuu oT
21 anpens 2016 r. N 2541 (3apeructpupoBan MunuctepctBoM toctuimu Poccuiickoit Denepanyu 18
utoiist 2016 r., peructpaunonnsii N 42887);

IIYHKT 5 U3MEHEHUH, KOTOpbIE BHOCATCS B HEKOTOpBIE MPUKa3bl MUHHUCTEPCTBA 31PaBOOXPAHEHUS
u couuranbHoro passurtus Poccuiickot ®enepanuu v MuHucrtepcTBa 3apaBooxpaHeHus Poccuiickon
@enepan 1O BOIpocaM OOpaIIeHUsl JIEKApCTBEHHBIX MPENapaToB, COJACPKALIMX HAPKOTHUECKUE
CpeACTBA, IICUXOTPOIHBIE BEIIECTBA M HX MPEKYypCOpbl, M JIEKAPCTBEHHBIX CPEICTB, MOJUICKALINX
IPEMETHO-KOIMYECTBEHHOMY y4YeTy, YTBEP)KICHHBIX IIpuKa3oM MHHHCTEPCTBA 3JIPABOOXPAHEHUS
Poccwuiickoit @eneparu ot 31 oktsaops 2017 r. N 882n (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIINU
Poccwuiickoit @eneparmu 9 stuBapst 2018 r., peructpaunonnsiii N 49561).

Munuctp B.U. CxBopuoBa

3apeructpupoBano B Muntocte PO 26 mapra 2019 r.
Perucrpaunonnsiiit N 54173

IIpunoxenne N 1

K npruka3sy MHHHCTEpPCTBA 31PaBOOXPaHEeHHUs
Poccuiickoit @exepannu

ot 14 ssuBaps 2019 r. N 4n

IHopsaaok
HA3HAYEHUH JIEKAPCTBEHHbIX NPENapaToB

|. O01ue mooKeHus

1. Hacrosmuumii mopsiiok ycCTaHaBIMBAET NpaBUia HA3HAUYEHHUs JIEKAPCTBEHHBIX IIpENapaToB s
MEIUIIMHCKOTO TPUMEHEHHUs (Iajee - JIGKapCTBEHHBIC MpenapaThl) U OQPOPMIICHUS WX HAa3HAYCHUS MpPU
OKa3aHHH MeJUIMHCKON HOMOIM B MEMIIMHCKUX OPraHu3alusx =,

2. Ha3HayeHue JeKapCTBEHHBIX IMPENapaToB OCYIIECTBIIIETCS JICYaIlUM BpauduoM, (elbAmepom,
aKyIlIEpKOM B CIy4yae BO3JI0OXKEHMsS Ha HUX IIOJHOMOYMH JIEUallero Bpaya B IOpPsJKE, YCTaHOBJIEHHOM
npuka3oM MUHHCTEPCTBA 3paBOOXPAHEHHMS U COLMANBHOrO pa3Butus Poccuiickoit @enepaunu ot 23
mapra 201271. N 2520 "O6 yrBepxkaenuun Ilopsaka Bo3noxkeHMs Ha (Qenpamepa, akymepky
PYKOBOJUTENIEM MEAUIIMHCKOW OpraHU3aluy IPY OPraHu3aluy OKa3aHUs NEPBUYHON MEIUKO-CAaHUTAPHON
MIOMOIIIY ¥ CKOPOW MEIUIMHCKON TTOMOIIH OTAENIbHBIX (DYHKIIHMI Jeyalero Bpaya 1o HernocpeACTBEHHOMY
OKa3aHMIO MEIUIIMHCKON IMOMOIIM MallMeHTY B MEpUOJ HAOMIOACHUS 32 HUM U €ro JICYCHHUs, B TOM YHUCIIEe
10 HA3HAYEHMIO U MPUMEHEHMIO JIEKApPCTBEHHBIX IPENapaToB, BKIIOYas HAPKOTUYECKUE JIEKAPCTBEHHBIE
TpenapaTsl U IICUXOTPOIHbIE JIEKAPCTBEHHbIE TIpenapaThl” ’, MHAMBUIYaIbHBIME MPEANPHHAMATENSIMH,
OCYUIIECTBIISIIOIIMMHI MEAUIIMHCKYIO ACSTEIBHOCTD (J1anee - MeAUIUHCKIE PAOOTHUKH).

3. CBeneHus O Ha3HAYEHHOM JIEKapCTBEHHOM Ipenapare (HauMEHOBaHHE JICKAPCTBEHHOTO
npemnapara, JO3MpOBKa, CHOCOO BBEAECHUS U NPUMEHEHHUS, PEXHUM J03UPOBAHUS, MPOJOJIKHUTEIHHOCTD
JeyeHus: 1 000CHOBaHNME Ha3HAYCHUS JIEKAPCTBEHHOT'O MpernapaTa) BHOCATCS MEJUIMHCKIM paOOTHUKOM B
MEUIMHCKYIO JOKyMEHTALMIO MTALUEHTA.

B cnywasx, ykazanHeix B mnyHktax 9-12 mHacrosmero Ilopsaka, MeTuIMHCKMNA pabOTHHUK



oopmisier HazHaueHHE JICKAPCTBEHHBIX MPENapaToB, B TOM YHCIE MOJUICKALNIUX H3TOTOBICHUIO U
OTIYCKy aNTeYHbIMH OpraHu3alMsMHu (Hajgee - JIeKapCTBEHHBIC MpenapaThl HHIMBUAYAIBHOTO
W3rOTOBJICHUS), HA PeLENTypHOM OiaHke, 0QOpMICHHOM Ha OyMa)KHOM HOCHTENE 32 CBOCH MOJIUCHIO
(mayee - perent Ha OyMakHOM HocuTene), W (WIM) C COMJIACHs MAaIlMEHTa WM €ro 3aKOHHOTO
TIpeNCTaBUTENA® HA PElENTypHOM OnaHke B ()OpMe SIEKTPOHHOIO JOKYMEHTa C HCIIONb30BaHHEM
YCHJICHHOW KBaJIM(HUIIMPOBAHHON 3JIEKTPOHHOM TIOANMCH MEIUIIMHCKOrO paboTHUKa (naiee - peuent B
(bopMe IIEKTPOHHOTO JOKYMEHTA).

Penienit B (hopMe 37EKTPOHHOTO JOKYMEHTA, COAEPKAIMK Ha3Haue€HHE HAPKOTHYECKUX CPEICTB
WIA TICUXOTPOIIHBIX BELIECTB, MOJNHUCHIBACTCS C MCIOJIb30BAaHHUEM YCHJICHHOW KBAJIM(UIIMPOBAHHON
9JIEKTPOHHON TIOJIIMCH JIeYalllero Bpaya Wi (enpamiepa, akymepkd, Ha KOTOPhIX BO3JIOXKEHbI (DYHKIHUU
Jledaero Bpaya, ¥ COOTBETCTBYIOIIEH MeIUIIMHCKON OpraHu3aum *,

Odopmienne perentoB B (opMe JIEKTPOHHBIX JTOKYMEHTOB OCYILIECTBIISICTCS B ClIydae MPUHATUS
YHIOJTHOMOYEHHBIM OPraHOM HCTIOJHUTENBHOM BiacTu cyobekTa Poccuiickoit denepannu B COOTBETCTBUU
c nyukrom 4 crateu 6 @enepanbHoro 3akoHa ot 12 ampens 2010r. N 61-@3 "OO6 obpamienun
JIEKApCTBEHHBIX CPEICTB"° pelleHHs 00 WUCIONb30BAHMM HAa TeppUTOpUM cyObekTa Poccumiickoit
@enepanu HapsAQy C peUENTaMd Ha JIEKapCTBEHHBIE IMpernaparhbl, O(OPMIEHHBIMH Ha OyMa)XKHOM
HOCHUTEJNIe, pPELENTOB Ha JIEKApCTBEHHbIE Mpemnaparbl, CPOPMHUPOBAHHBIX B (OpME BIEKTPOHHBIX
JIOKYMEHTOB.

4. Tlpu BBINUCKE MAIMEHTa M3 MEAMIMHCKOW OpraHu3alyy, B KOTOPOH €My OKa3bIBaJlach
MEIMLMHCKasT TOMOIIb B CTAaI[MOHAPHBIX YCIIOBHSIX, JaHHOMY MAIMEHTY [0 PEIICHHIO PYKOBOIUTEIS
MEJIMLMHCKONW OpraHu3aluy Ha3HA4aloTCs ¢ opopMiIeHHEM perienTa B opMe IEKTPOHHOTO TOKYMEHTa U
(unm) Ha OyMakHOM HocuTene (3a UCKITIOYEeHHEeM O(OPMIICHUS PELIENTOB Ha JIGKapPCTBEHHBIE MpEnapaTsl,
NOJUISKAIINE OTIMYCKY OECIIaTHO WJIM CO CKHIKOH) MO0 BbIAaroTcs (MAlMEHTy WM €r0 3aKOHHOMY
NPE/ICTABUTEINI0) OJAHOBPEMEHHO C BBINMUCKOW M3 HMCTOPUH OOJIE3HU JICKAPCTBEHHBIE Ipenaparbl, B TOM
quciae HApKOTUYECKHE M IICUXOTPOIHbIE JIEKapCTBEHHbIE Mpenaparthl, BHeceHHble B criucku |l u Il
NepevHs HAPKOTUYECKUX CPEJICTB, IICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAJIEKAIIUX KOHTPOIIIO B
Poccuiickoit @denepanuu, yrBepkaeHHOro nocranosinenueM llpasurenscrsa Poccuiickoit denepanuu ot
30 urons 1998 r. N 681° (nanee - [Tepeuens), CHIBHOAEHCTBYIONINE JIEKAPCTBEHHEIE PETIAPATHI, HA CPOK
npreMa MalueHToM JI0 5 Heil.

5. Ha3naueHue JeKapCTBEHHBIX IpenapaToB NpU OKAa3aHUU MEIUIIMHCKOM IMOMOIIM B
CTallUOHAPHBIX YCIIOBUSX B TpeOOBaHHUIX-HAKIAAHBIX, HANpaBiseMbIX B alTEYHble OpraHU3aAIUH,
SBJISIOIIMECS CTPYKTYPHBIMU TOApa3ACICHUSAMU MEIUIMHCKON OpraHu3alud, B KOTOPOH OKa3bIBaeTCs
MEIUIUHCKasT TOMOIb, OCYLIECTBISETCS B COOTBETCTBUM C MHCTpyKIMell O HOpsKE BBIIMCHIBAaHHS
JIEKapCTBEHHBIX MpernapatoB W oQGOpPMIIECHHUS peLenToB U TpeOOBaHUN-HAKIAIHBIX, YTBEP)KICHHOM
npuka3oM MUHHCTEPCTBA 37paBOOXpPAHEHMS W COLMAIbHOro pa3BuTus Poccuiickoir ®enepauuu ot 12
despans 2007 r. N 110 "O nopsiake Ha3HAYEHUs M BBITUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, M3EIUi
MeUIMHCKOTO HAa3HAYEHHUS U CHIEUATM3UPOBAHHBIX TIPOLYKTOB Jle4eOHOro mutanus" .

6. HasHaueHue JE€KapCTBEHHBIX IPENapaToB OCYIIECTBISAETCS MEIUIMHCKUM pPaOOTHUKOM II0
MEXIyHapOJAHOMY HEMAaTeHTOBAHHOMY HAWMEHOBAHUIO, a MPHU €ro OTCYTCTBUU - TPYHNIUPOBOYHOMY HIIH
XMMHUYECKOMY HAaMMEHOBaHMIO. B ciiyyae OTCyTCTBHS  MEXJIYHApOAHOTO  HEHNAaTEHTOBAHHOTO
HaUMEHOBaHMUsI M TPYNIMPOBOYHOTO MIM XMMHYECKOTO HAMMEHOBAHHUS JIEKApCTBEHHOrO Ipernapara,
JIeKapCTBEHHBIH Mpenapar Ha3HavyaeTcs MEAULMHCKUM PaOOTHHUKOM 10 TOPrOBOMY HAMMEHOBAHUIO.

[lpn HanMYMU MEIUIMHCKUX TOKa3aHWW (MHIMBHIyallbHAas HETEPEHOCHUMOCTh, MO >KU3HEHHBIM
MOKA3aHUAM) MO pEIICHUI0 BpadeOHOW KOMHCCHM MEIMIMHCKOM opraHmsamuu® ocylmiecTisercs
HazHaueHue M oQopMieHHE Ha3HAYEHUS JIEKAPCTBEHHBIX MPENaparoB, HE BXOMALIMX B CTaHAAPTHI
MEJIULMHCKONW MOMOILM, pa3pabOTaHHBIX B COOTBETCTBUU C MyHKTOM 4 ctathu 10 PenepaabHOro 3aKoHa
or 21.11.2011 N 323-®3 "O6 ocHOBax OXpaHbI 310pOBbs IpaskaaH B Poccuiickoit ®enepanun”’, mubo no
TOPrOBBIM HaMMEHOBaHUsM. PelieHne BpaueOHON KOMUCCHM MEIMIMHCKON OpraHu3aluu GUKCUPYETCs B
MEIUIUHCKON JOKYMEHTAIMH MAlMeHTa U B ’KypHaje BpaueOHOM KOMUCCHH.

7. Ha3HaueHMe JEKapCTBEHHOro Iperapara B pelente Ha OyMa)kHOM HOCHUTENE WU pelenTe B



¢dopmMe BIEKTPOHHOrO JOKYMEHTa OQOpMIIsieTCs Ha UMs TMalWeHTa, s KOTOpOro IpenHa3HaueH
JIEKapCTBEHHBIN IIpernapar.

Penent Ha OymakHOM HocuTesde, opOpMICHHBI Ha peuentypHoMm Onanke (opm N 107-1/y,
N 148-1/y-88, N 148-1/y-04 (x1), yTBepKIECHHBIX HACTOSIIAM NPUKA30M, a TaKKe PELENnT Ha OyMaKHOM
HocuTene, odopmiieHHBIH Ha penentypHoMm Onanke Gopmbl N 107/y-HII, yTBepKIeHHOW TNpuKa3zoMm
MunucrepcTBa 3apaBooxpanenus Poccuiickoii @eneparuu ot 1 aBrycra 2012 r. N 541 "O06 yrBepxneHun
¢dopMbl OAHKOB PELENTOB, COACPXKALIMX HAa3HAYCHHWE HAPKOTUYECKUX CPEICTB WU TICUXOTPOIMHBIX
BEIIECTB, MOPSJIKA UX U3TOTOBJICHHUS, PACIIPEICICHNUS, PETUCTPAINH, YUeTa U XPaHEHHUs, a TaKXKe MPaBUII
opopmnenus”? (nanee - ¢opma N 107/y-HII), MoxkeT ObITH HOTy4eH MALMEHTOM, €r0 3aKOHHBIM
NpPEJCTaBUTEIIEM WM  JIMIOM, HMeEIoImeM O(QOPMICHHYI0O B COOTBETCTBUHM C TPaKIAHCKUM
3aKoHOJaTenbCcTBOM Pocculickon @enepanny JOBEPEHHOCTh OT MALMEHTA HA INPABO IOJYyYEHHs] TaKOIro
petienta (nanee - yoJHOMOUEHHOE JIUIIO).

Penienit B opMe 3IIEKTPOHHOTO JOKYMEHTa (POPMHPYETCS C UCIOJIb30BAHUEM T'OCYIapCTBEHHOM
nH(OPMAIIMOHHOH cucTeMbl B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit denepaiiuy, MeJUIIMHCKOM
UH(OPMAIIMOHHON CUCTEMBI MEAUIIMHCKON OpraHU3aIiu 1,

@akT BBIJAUM peLENTa Ha JICKApPCTBEHHBIH NpenapaT 3aKOHHOMY TPEACTABUTEI0 WIH
YIOJIHOMOYEHHOMY JIMIY (PUKCUPYETCS B MEIUIIMHCKON TOKYMEHTAIIMK MaIMeHTA.

8. MemunuHCKUM pabOTHHKAM 3arpeniaercs oGopMiIsiTh pelenTsl NMPU OTCYTCTBUU Y MallMEHTa
MEJUIMHCKUX MOKA3aHHl; Ha He3aperuCTPUPOBAHHbIE JIEKAPCTBEHHBIE MPENapaThl 2, HA JIeKapCTBEHHbIE
npenapaThl, KOTOpbIe B COOTBETCTBUM C MHCTPYKIMEH MO MEAMLIMHCKOMY HMPUMEHEHHIO MpeaHa3HauYCHbI
JUIS IPUMEHEHHsI TOJIbKO B MEIUIIMHCKUX OpraHU3alMax; Ha HapKOTHYECKUE CPEACTBA M ICUXOTPOIHbIE
BellecTBa, BHeceHHble B crucok || Ilepeuns, 3apeructpupoBaHHBIE B KayecTBE JICKAPCTBEHHBIX
IpenapaTos, B LENAX MPUMEHEHUs Ui JIeYeHUs HAapKOMaHHUU.

WuauBuayanbHBIM — OPEANPUHUMATENSAM, OCYILECTBIISIONIMM  MEIUIUHCKYI0  JIeSTeNbHOCTB,
JIOTIOJTHUTENIbHO K TpeOOBaHMSM, yKa3aHHBIM B a03alle MepBOM HACTOAILIETO IYHKTA, 3alperiaeTcs
o(hopMIIATH pelenTbl Ha HAPKOTHYECKUE CPEJCTBA M MCUXOTPOIHBIE BELIeCTBA, BHECEHHbIE B criucku || u
Il Tlepeunst (maynee - HapKOTHYECKHE W TCHXOTPOIHBIE JEKapCTBEHHbIC mpemnapaTbl crmckoB |l u 111
[Mepeuns).

9. Ilpu Ha3HAYeHWU HAPKOTUYECKHX M TCHUXOTPONHBIX JIEKApPCTBEHHBIX MpemnapaTtoB crvcka |l
[Tepeunsi, 3a UCKIIOYEHUEM JICKAPCTBEHHBIX INpernapaToB B BHUJE TPAHCACPMAIbHBIX TEPAaNEBTHUYECKHX
CHUCTEM U JIEKAPCTBEHHBIX IPEMapaTroB, COACPKALIMX HAPKOTUYECKOE CpPEACTBO B COYETAHHH C
AQHTarOHUCTOM OINHOMJHBIX PELENTOPOB, pELEenThl Ha OyMa)kHOM HocHuTedae OQOpMIAIOTCS Ha
peuentypHoM Oxanke Gopmer N 107/y-HII.

10. Peuentyphsiit Onank Gopmer N 148-1/y-88 opopmusiercs mpu Ha3HAYCHUU:

1) HapKOTHYECKUX M TCHXOTPOIHBIX JIEKapPCTBEHHBIX mpemnaparoB crvcka |l Ilepeuns B Buae
TPAaHCAEPMATIBHBIX TEPANeBTUYECKUX CHCTEM, HApKOTUYECKHMX JIEKAapCTBEHHBIX MpemnapatoB crucka |l
[Tepeuns, comepkaliux HAPKOTHUUYECKOE CPEACTBO B COUETAHUU C AaHTArOHMCTOM OIMHMOUIHBIX PELENTOPOB,
NICUXOTPOIHBIX JIEKapCTBEHHBIX Mpemnaparos crucka |11 [epeuns;

2) NEeKapCTBEHHBIX IPENapaToB, OOJaJaroIIMX aHAOOIMYECKOW aKTHBHOCTBIO (B COOTBETCTBHH C
OCHOBHBIM (hapMaKOJIOTUYECKUM JEHCTBHEM) U OTHOCSIIUXCS 110 aHATOMO-TEPaNeBTUYECKO-XUMHYECKOI
KiIaccu(uKauy, peKOMEHIO0BaHHOW BceMupHoO# opranu3anmeid 3apaBooxpaHenus (manee - ATX) Bk
aHabommueckum crepounam (kon Al4A) (manmee - JeKapCTBEHHBIE Ipemaparhl, oOagarorime
aHa0OJINYeCKOW aKTHBHOCTBIO B COOTBETCTBHU C OCHOBHBIM (hapMaKOJIOTHIYECKUM JICHCTBHEM);

3) JNexkapCTBEHHBIX IpENapaTroB, yKa3aHHBIX B nyHkTe 5 [lopsnka oTmycka (GpHU3MYECKUM JIHLIaM
JIEKapCTBEHHBIX IPEnapaTroB i MEAMLMHCKOTO NMPUMEHEHUs, COJACPXKALIMX KPOME MAalbIX KOJIMYECTB
HapKOTMYECKUX CPEJCTB, ICUXOTPOINHBIX BEIIECTB M HMX IMPEKypCcOpoB Ipyrue (apMakoIOruuecKue
aKTHBHBIE BEIECTBA, YTBEP)KICHHOIO IpHKa3oM MHHHUCTEPCTBA 3/PaBOOXPAHEHHMsS] U COLMAIBLHOIO
pasButus Poccmiickoii ®emepamuu ot 17 wmas 2012r1. N 562’ (manmee - Ilopsmox oTmycka
JIEKapCTBEHHBIX TPETapaToB);

4) neKkapCcTBEHHBIX MPENapaToB WHAWBUIYaTBHOTO M3TOTOBJICHUS, COJACPKALIMX HAPKOTHYECKOE



CPEICTBO WJIM TNCHXOTporHoe BemecTBo crmcka || Tlepeuns, n apyrue dapmakonoruyeckue akTHBHBIC
BEIIECTBA B [103€¢, HE MPEBBIMIAIONICH BBICIIYID pPAa30BYIO 03y, WU TMPH YCIOBHH, YTO OTOT
KOMOMHUPOBAHHBIA JIGKAPCTBCHHBIN Ipenapar He SBISETCS HApPKOTUYECKUM WM TCUXOTPOIHBIM
JIEKapCTBEHHBIM NpenaparoM criucka |l Ilepeuns;

5) JekapCTBEHHBIX TIPEMaparoB, MOJUISKAIIUX IPEAMETHO-KOINYECTBEHHOMY Y4YeTy, He
NEPEUNCICHHBIX B MO/ITYHKTaX 1 - 4 HACTOSIIEro MyHKTa (32 HCKIFOYCHUEM JIEKAPCTBEHHBIX MPENapaToB,
OTIyCKaeMbIX 0€3 perernTa).

11. Penentypusiii 6nank Gpopmer N 148-1/y-04 (1) odopmiisieTcss npu Ha3HAYCHUH JIEKAPCTBEHHBIX
NpernapaTroB rpaxaaHaM, UMEIOLUIMM NPaBO Ha OECIUIATHOE IMOJYYCHHUE JICKAPCTBEHHBIX MPENapaToB WU
NOJTy4eHHE JIGKapPCTBEHHBIX MTPENapaToB CO CKUAKOM.

12. Peuentypnsiii Oank Gopmer N 107-1/y odopmitsiercst mpu Ha3HAYCHUH:

1) nexapCTBEHHBIX IpenapaTroB, yKa3zaHHbIX B rnyHkre 4 [lopsiika oTmycka JIeKapCTBEHHBIX
Npernaparos.;

2) NIeKapCTBEHHBIX NPENaparoB, He yKa3aHHbIX B yHKTax 9 - 11 Hacrosuero [lopsaka.

13. Ilpu Ha3HAYCHMU JICKAPCTBEHHOTO Ipenapara WHIUBHYILHOTO M3TOTOBJICHUS B pELENTE Ha
OyMa)XHOM HocuTene U (Win) pernente B opMe dICKTPOHHOTO JOKYMEHTa HAMMEHOBAHHS JICKAPCTBEHHBIX
NpernaparoB, BKIIOYCHHBIX B II€PEYCHb JIGKAPCTBEHHBIX CPEACTB JUI MEAMIUHCKOTO NPUMEHEHHS,
TOJUIEXANIMX MPeIMETHO-KOIMYECTBEHHOMY YdeTy = (Jjaniee - JleKapCTBEHHbIE NPENapaThl, BKIIOUEHHbIE B
nepeuenb [IKVY), yka3piBaloTCst B Hayase perenTa, 3aTeM - BCe OCTaJbHbIC HHTPEAUCHTHI.

14. Tlpu Ha3HAYCHUU JIEKAPCTBEHHOTrO Mpernapara B peuente Ha OyMa)kHOM HocuTede u (Wiu)
peuente B (opMe SIIEKTPOHHOTO JOKYMEHTa 3alpeliacTcsi MPEBBIATh KOJMYECTBO HAPKOTHYECKHX
CPEJ/ICTB MJIHM MICHXOTPOITHBIX BEIIECTB, KOTOPOE MOXKET OBITh BHIITCAHO B OJHOM PEILEITE, YCTAaHOBICHHOE
npuiokenrem N 1 x Hactosmemy [opsinky, 3a MCKIIIOYEHUEM CITydaeB, YKa3aHHBIX B IyHKTax 16 m 25
Hacrosiiiero [opsxa.

15. Tlpu Ha3HAUSHMH JIEKAPCTBEHHBIX MPENaparoB, BKIOYEHHBIX B riepeucHb [IKY, mo3a KoTophix
NPEBBINIACT BBICIIMA OJHOKPATHBI TpHEM, MEIUIMHCKUA paObOTHUK 00O03Ha4aeT 03y OSTOro
JICKapCTBEHHOTO TIperapara B pelenTe Ha OyMaXHOM HOCHTENE MpPOMHCHI0 C MPOCTaBICHHEM
BOCKJIMIIATENILHOTO 3HaKa M (WMJIM) MPOCTAaBISIET BOCKIMIATEIBHBIH 3HAK NMpH O(OPMIICHUH peLenTa B
(opMe ITEKTPOHHOTO TOKYMEHTA.

16. KonnyecTBO Ha3HaYEHHBIX JIGKAPCTBEHHBIX MpPENaparoB, BKIIOUEHHBIX B nepeucHb [IKY, mpu
OKa3aHUM MAalMEHTaM, HYXJAIOIUMCS B JJIUTEIEHOM JICYCHUH, IEPBUYHON MEINKO-CAaHUTAPHOMN TTOMOIIN
Y TaJUTMATUBHON MEIUIIMHCKON TTOMOIIM MOXET OBITh YBEIHMUSHO HE Oosiee 4eM B 2 pasa [0 CPaBHEHHIO C
KOJIMYECTBOM HAPKOTUYECKUX CPEACTB MM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMMCAHO B
OJTHOM pelente, ycraHoBIeHHbIM npuioxkenrem N 1 k Hacrosiuemy [Topsinky.

B ciyuasx, npeaycMOTpeHHBIX a03alieM MepBbIM HACTOSIIIETO IMyHKTA, Ha pelenTax Ha OyMaKHOM
HOcHUTese Tpou3BoauTcs Haanuch '[lo cmenuanbHOMY Ha3HA4YEHHIO', OTIACIBHO 3aBEPEHHAsI MOJNUCHIO
MEIUIIMHCKOTO Pa0OTHUKA M IEYaThi0 MEAWIMHCKOW opraHm3auuu "Jlns peuentoB”, Ha penenrtax B
dopMe SJIEKTPOHHOTO JOKYMEHTa MPOM3BOAWTCS OTMeTKa '[lo crnenuanpHOMY Ha3HAuCHHIOW C
IPOCTaBJICHHEM YCHJICHHOW KBAINU(DUIIMPOBAHHOM 3JIEKTPOHHOM MO/IITHCH MEIUIIUHCKOTO PaOOTHHKA.

17. CocraB NeKapCTBEHHOrO Ipernapara, JeKapcTBeHHas (opMa M OOpalieHHue MEAUIMHCKOTO
pabOTHHKA K (papMaleBTUYECKOMY PaOOTHHUKY 00 OTITyCKE JIEKApCTBEHHOTO IpernapaTta ohopMIISIOTCS Ha
JATUHCKOM SI3BIKE B POJAUTEIHHOM MaICKe.

[lpu odopmieHMM peUenTypHBIX OJIAHKOB JIONyCKAeTCS  HCIIOJIB30BAHUE  COKPAICHUN
(mpunoxenne N 2 k Hacrosiemy [lopsinky).

[lpy Ha3HaYeHHM JEKAPCTBEHHOIO Nperapara HE JOMYyCKaeTCs COKpalleHUe OJIM3KUX 10
HaMMEHOBAHHUSM HHTPEIUCHTOB, COCTABIIIOIIMX JICKAPCTBEHHBI Mpenapar, HE IO3BOJISIOLINX
YCTaHOBUTb, KaKOW MMEHHO JICKapCTBEHHBII ITpenapar Ha3Ha4yeH.

18. Cnoco6 npuMeHeHHs JIEKapCTBEHHOT'O Ipenapara 0003HayaeTcsl ¢ yKa3aHHeM JI03bl, YaCTOTHI,
BpPEMEHH TpUeMa OTHOCHTEIFHO CHa (yTpOM, Ha HOYb) M €ro JJIUTENBHOCTH, a IS JIEKAPCTBEHHBIX
NpernaparoB, B3aUMOACHCTBYIOIINX C MHIICH, - BpEMEHH UX YIOTPEOICHUS! OTHOCHTEIBFHO MpHeMa MHUIIN



(1o eztpl, BO BpeMs €/Ibl, ITOCIIE €JIbI).

19. Ilpn HEOOXOAUMOCTH HEMEIIICHHOT'O WJIM CPOYHOTO (B TCUCHHUE JBYX pabOuYMX JIHEH) OTITyCKa
JIEKapCTBEHHOTO Ipernapara MalueHTy B BEpXHeH yacTu penenta Ha O0yMa)KHOM HOCHTENE MPOCTABISIIOTCS
obo3nauyenus "Cit0" (cpouno) wiam "statim" (HememsieHHO). AHAJOTHYHBIC 0003HAYCHUS MTPOCTABIISIOTCS B
BUJIE OTMETOK NP 0(OPMIIEHUH pelenTa B (hopMe 3JEKTPOHHOTO JIOKYMEHTA.

20. Ilpu odopmieHnH Ha3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOTO Mpernapara B perente Ha OyMakHOM
HOCUTENIE WM peuente B (opMe HIEKTPOHHOTO JOKYMEHTa KOJHMYECTBO JACWUCTBYIOLIUX BEIIECTB
YKa3bIBaeTCs B COOTBETCTBUM C HMHCTPYKLMEH IO MEIUIMHCKOMY MPUMEHEHHMIO JIEKaPCTBEHHOTO
npemnapara.

ITpu odopmiieHnn Ha3zHAuYEHUS JIEKAPCTBEHHOT'O Mpenapara MHIUBUAYAIBHOIO HM3TOTOBJICHUS B
perenTe Ha OyMa)KHOM HOCHUTEJIE WM pelente B (hopMe 3JIEKTPOHHOTO JOKYMEHTA KOJIUYECTBO TBEPIBIX U
chimyunx (hapMaleBTHUECKUX CcyOcTaHimii ykaseiBaercss B rpammax (0,001; 0,5; 1,0), xuakux - B
MWUIHIIUTPAX, TPaMMax U Karusix.

21. Penentsl Ha OyMa)XxHOM HOCHTeNE, B (OpMe 3JIEKTPOHHOI'O JOKyMEHTa, O(pOpMIICHHbIE Ha
peuentypHoM Omanke Qopmbr N 148-1/y-88 wu mnpenHa3HaueHHbIC JUIS OTIYCKa JICKAPCTBEHHBIX
IpenapaToB, NPeAyCMOTPEHHBIX nojanyHkramu 2 - 5 nynkrta 10 Hactosmero Ilopsiika, nelicTBUTENbHBI B
TeyeHue 15 nHeit co AHS opopMIIeHUS.

22. Penentsl Ha OyMa)XHOM HOCHUTENEe, B (OpMe 3JIEKTPOHHOI'O JOKyMEHTa, O(pOpMIICHHBbIE Ha
peuentypHoMm Onanke ¢opmbel N 148-1/y-04 (1) m mpenHa3Ha4eHHbIE JUIS OTIYCKA JIEKAPCTBEHHBIX
IpenapaToB rpakJaHaM, yka3aHHbIM B nyHkTe 11 Hacrosimero Ilopsiaka, neiictButenbHbl B TeueHue 30
JHEl co aHs 0hopMIIeHUSI.

23. Penentsl Ha OyMa)XHOM HOCHUTENE, B (OpMe 3JIEKTPOHHOIO JOKYMEHTa, O(pOopMIICHHbIE Ha
peuentypHoMm Onanke ¢opmbr N 148-1/y-04 (1) w mpeaHa3Ha4YeHHbIE IS OTIYCKa JIEKAPCTBEHHBIX
IpenapaToB rpaxjaHaM, JOCTUIIIMM TI€HCHMOHHOTO BO3pacTa, WHBAIMIAM MEPBOH  IpyMIbI,
JeTAM-UHBAIUAAaM, a TaKkKe TpakAaHaM, CTPAIalolUM XPOHMUYECKHMMM 3a00JIEBAHUSAMH, TPEOYIOUTUMHU
JUIUTENILHOTO KYPCOBOI'O JICUeHHUs, AeUCTBUTEbHBI B TeueHue 90 qHei co JHS opopMIIeHHUS.

JUis nedeHus: XpOHMYECKMX 3a00JeBaHMN YKa3aHHBIM KaTErOpPUsIM TPaKAaH JIEKapCTBEHHbBIE
npenapaTthsl ¢ 0pOpMIEHHEM PELENTOB Ha OyMaXHOM HOCHTEJE WM PElenToB B (OpMe 3IEKTPOHHOTO
JOKYMEHTa MOT'YT Ha3HauaTbcs Ha Kypc jeueHus 10 90 nueit.

24. Penentsl Ha OyMaXHOM HOCHTeJE, B (OpMe 3JIEKTPOHHOI'O JOKyMEHTa, Oo(pOopMIIeHHbIE Ha
peuentypHoM Onanke Gopmer N 107-1/y u mpenHa3HaYeHHBIE U OTIYCKa JICKAPCTBEHHBIX MPENapaTos,
npeaycMOTpeHHBIX nyHkToM 12 Hactosmero I[lopsaka, neiictBurenbHbl B TeueHue 60 mHeil co nHs
o opMIICHHUS.

[Ipy Ha3Haue€HUMM TOTOBBIX JIEKAPCTBEHHBIX MPENapaToB U JIEKAPCTBEHHBIX IPENapaToB
MH/IMBUYaTbHOTO W3TOTOBJIEHUS MAaIlMEHTaM C 3a00JeBaHUAMHU, TPEOYIOIIUMH JIUTEIBHOIO KYPCOBOTO
aedyenusi, ¢ opopmiieHreM Ha perentypHoM Omanke Gopmbl N 107-1/y penenra Ha OymMa)KHOM HOCHTENE
win B popMe IEKTPOHHOTO JOKYMEHTa YCTaHABIMBAETCS CPOK JICHCTBUA pelenTa B mpeenax 10 OJHOro
KaJIeHJJapHOI'0 TO/Ia.

B cnyuae ycraHOBiIeHMsS CpoKa JEHCTBUS pelenta B IpeAeiax 0 OJHOrO roja B peLente
npocraBisieTcs oTMmerka 'Ilo cmenuanbHOMYy Ha3HaueHHIO", 00O3HA4YaeTCs CPOK JAEHCTBHs peuenta u
NEPUOIMYHOCTD OTITyCKa JICKAPCTBEHHBIX MPENapaToB U3 aNTEYHOW OpPraHU3allMi WIM WHAWBUAYAIbHBIM
peANpUHUMATENeM, UMEIOIMM JIMIEH3MI0 Ha (apMaleBTHUECKYI0 AeATElbHOCTh ° (exeHeIenbHO,
©KEMECSYHO W HHBIC TMEpUoJbl). JIOMONHUTENFHO 3TO yKa3aHWUE 3aBEPSeTCs MOINUCHI0 U IEYaThIO
MEIUIIMHCKOTO pabOTHHKA, a TAKXKE MeYaThlo MEAMIUHCKOM opranmu3zanun "Jlns peuentoB” (s penenra
Ha OyMa)KHOM HOCHTEIIE) WM YCHJICHHOW KBAIM(DHUIMPOBAHHON HIIEKTPOHHOMN MOJIMHUCHI0 MEIHUIIMHCKOTO
pabOTHHKA ¥ JIMIA, YIIOJTHOMOYEHHOI'O 3aBEPSTh JOKYMEHTBl OT UMEHU MEAMLUHCKOW opraHu3auuu (s
peuenTa B popMe AIEKTPOHHOTO IOKYMEHTA).

25. PeuenThl Ha NPOM3BOJHBIE OAPOUTYPOBOI KHMCIIOTHI, KOMOMHHMPOBAHHBIE JIEKAPCTBEHHBIC
npenaparsl, cojep)kamue KojaewH (ero coim), WHble KOMOMHHPOBAHHBIC JIEKAPCTBEHHBIC MpEMapaThl,
HoJuIeXale NpeAMETHO-KOJIMYECTBEHHOMY — ydeTy, JIeKapCTBEHHbIe Mpenapatsl, oOjajaromue



aHa0OJIMUYECKOW AaKTMBHOCTBIO B COOTBETCTBMM C OCHOBHBIM (papMaKoJOTHUECKUM JeHcTBUEM, IS
JIeUEHHS TTAIMEHTOB C XPOHUYECKUMHU 3a00JI€BaHUSAMHI MOTYT O(OPMIISTHCS Ha Kypc JieueHus 10 60 aueit.

B naHHBIX ciydasx B peuentax Ha OyMaXHOM HOCHTENE MNpOU3BOAMTCA Haamuch 'Tlo
CIELUAIIbHOMY Ha3HAueHHWIO", 3aBEpPEeHHas TMOANUCHI0 MEIUIIMHCKOrO pabOTHHKAa U MeyYaThio
MEIMLIMHCKOW opranm3zauuu "Jns  peuenToB”, peuentax B (opMe 3JIEKTPOHHOTO JOKYMEHTa
IIPOMU3BOJAUTCS  OTMETKa '1lo coeuMasbHOMY  HA3HA4eHWIO', €  IPOCTaBICHUEM  YCUJIEHHOMN
KBAJTM(UIIMPOBAHHON BJICKTPOHHON TONKUCH MEIULIUHCKOr0 pabOTHUKAa M JUIA, YIOJHOMOYEHHOTO
3aBepATh JOKYMEHTHI OT UMMEHU MEIUIIMHCKOM OpraHu3aluu.

26. Penent Ha OyMaXHOM HocuTene, B (OpMe SJIEKTPOHHOTO TOKYMEHTa, O(OPMIIEHHBIA C
HapylIeHHEeM yCTaHOBJICHHBIX HacTosmuM [lopsakom TpeOGoBaHUMN, CUUTACTCS HECHCTBUTEIBHBIM.

Il. Haznauenue JICKAPCTBCHHLIX NPeENapaToB IIPU OKa3aHUHU MeIUIMHCKOI MOMOIIHU B
CTAlIMOHAPHBIX YCJIOBUAX

27. Tlpu oxa3aHWM MAIMEHTYy MEIWIMHCKOW IOMOIIY B CTAlMOHAPHBIX YCIIOBUSX Ha3HAYCHUE
JICKapCTBEHHBIX IIPEMapaToB MNpPOU3BOAUTCS 0Oe3 odopmileHHs pelenta MEIHIUHCKAM pabOTHUKOM
eIMHOJIMYHO, 32 HCKIIFOUCHHUEM CITy4aeB, yKa3aHHBIX B yHKTe 28 HacTosmero [Topsinka.

28. CornacoBaHue Ha3HAYCHUS JICKAPCTBEHHBIX IPENApaToB C 3aBEAYIOIIUM OTACICHHEM HIIH
OTBETCTBEHHBIM JEKYPHBIM BPAaduoOM JHOO JAPYTUM JIUIIOM, YIIOJTHOMOYEHHBIM MPHKA30M IJIABHOTO Bpaya
MEIUIIMHCKOW OpraHu3aluK, a TaKKe, NpU HaJIU4YhH, C BPayoM - KIMHUYECKUM (PapMaKoIorom
HEO0XOJIMMO B CITy4YasiX:

1) omHOBpEMEHHOTO HAa3HAUCHUS IIATH U OO0JIee JIEKapCTBEHHBIX MPETapaToB OJHOMY MaIHEHTY,

2) Ha3HAYEHHS JICKAPCTBEHHBIX MPENapaToB, HE BXOAAIIMX B IIEPEYCHb )KU3HEHHO HEOOXOMMBIX H
Ba)KHEHIIMX JleKapCTBEHHBIX MpenapatoB'’/, NpM HETUNMYHOM TedeHMM 3a00IeBaHHs, HATHMYUU
OCJIO)KHEHHH OCHOBHOTO 3a0oiieBaHuMsi M (MJIHM) CONYTCTBYIOIIMX 3a00J€BaHW, TNPH Ha3HAYCHUH
JIEKaPCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aWMOJICUCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIMSM TI0 HMX MPUMEHEHHIO MPUBOIAT K CHIKEHUIO OS(QPEKTUBHOCTH U 0€30MacHOCTH
(dapmakoTepanuu 1 (MIH) CO3AAI0T MOTEHIMAIBHYIO OMTACHOCTH JJIsl )KM3HU M 3JI0OPOBBS MAIIHEHTA.

B yka3aHHBIX Ciy4asx Ha3Hau€HHE JIEKAPCTBEHHBIX MPEMNapaTroB (PUKCUPYETCS B MEIHIUHCKOM
JNOKyMEHTAllMM TAalHueHTa W 3aBepseTcs TOANMUCHI0 MEIUIMHCKOTO pPaOOTHHKA M 3aBEIYIOIIEro
otaeneHueM (OTBETCTBEHHOT'O JIS)KYPHOT'0 Bpaya WK JAPYTOTo YIIOJIHOMOYEHHOTO JIUIIA).

29. MemuuuHCKUH paOOTHUK MEIWIIMHCKOW OpraHM3aluu (€€ CTPYKTYpHOTO IIO/pa3lesiCHHs),
pPacloNIOKEHHONH B CEIBCKOM HACEIEHHOM IIYHKTE, OCYIIECTBISCT Ha3HAYCHUE JICKApCTBEHHBIX
NpernaparoB B CiIydasx, yka3aHHbIX B myHkTax 28 u 30 Hactosmero [lopsiika, eqMHOINYHO.

30. ITo pemeHnto BpayeOHON KOMHUCCHU TALMEHTaM MPH OKa3aHWU UM MEAMIIUHCKOHW MOMOIIY B
CTaI[MOHAPHBIX YCJIOBHMSIX HA3HAUYAIOTCS JIGKAPCTBCHHBIC IIpEmNaparhl, HE BKIIOYCHHBIC B IEPEYCHb
KM3HCHHO HEOOXOAMMBIX W BAKHEHWIIMX JICKAPCTBEHHBIX MpPENapaTroB, B CiIydyae WX 3aMEHbl H3-3a
WHIUBUTy ATBHOW HETIEPEHOCHMOCTH, 1O )KU3HEHHBIM TIOKa3aHHSM.

Pemenne BpaueOHOM KoMHCCUHM (HKCUPYETCS B MEIMUMHCKON JTOKYMEHTAIlMHM IalHeHTa |
KypHase BpaueOHOM KOMUCCHHU.

31. B cmyyasx oOcinefoBaHMs M JICUCHHS TPpaXJaHWHA B CTALMOHAPHBIX YCIOBHSIX B paMKax
NPEeTIOCTaBIICHHUST MEAMIIMHCKUAX YCIIYT Ha BO3ME3IHON OCHOBE 3a CUET JIMUHBIX CPEJCTB IPAXKIaH, CPE/ICTB
IOPUAMYECKUX JIMIl M WHBIX CPEACTB Ha OCHOBAaHHMU JOTOBOPA, B TOM YHUCIIE JIOTOBOpPA J10OPOBOJILHOTO
MEMIMHCKOTO CTPaxOBaHus %, eMy MOryT GbITh Ha3HAYEHbI JEKAPCTBEHHBIE TIPENapaThl, He BXOJANINE B
HepeyeHb JKU3HEHHO HEOOXOMMBIX M BKHEHWIIMX JICKAPCTBEHHBIX MpPENapaTroB, €ClIM MX Ha3HAuUCHHE U
NpUMEHEHNE 00YCIIOBICHO MEUIUHCKUMU MTOKAa3aHUSMH.

I11. Ha3HayeHHe JieKAPpCTBEHHBIX MPENapaToB MPH OKA3aHUU MEPBUYHOI MeTHKO-CAHUTAPHO
MOMOIIH, CKOPOIl MeINIIMHCKOI MOMOIIH W MAJNIMATUBHOM METUIIMHCKOM TMOMOIIHA



32. Ilpu oka3aHWUU TEPBUYHON MEIMKO-CAHUTAPHOW TOMOINM W MAJUTHATHBHON MEIUIIMHCKOU
NOMOIIM B aMOYJNAaTOPHBIX YCJOBUAX HA3HAUEHHE JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISAETCS
MEIULUHCKUM PaOOTHUKOM B CIy4asX THIIMYHOIO T€YECHUs 3a00JI€BaHMs MAIMEHTA UCXOS U3 TSHKECTU U
XapakTepa 3a00JIeBaHUS.

33. Ha3naueHue JIeKapCTBEHHBIX MPEMapaToB 0 PEIICHUIO BpaueOHOM KOMHMCCHUHM NPU OKa3aHUH
NEPBUYHONH MEAMKO-CAHUTAPHONH MOMOINM, NAUIMATUBHOW MEIUIIMHCKOW MOMOIIM B aMOYJIaTOPHBIX
YCIIOBUSX IPOU3BOJUTCS B CIIydasiX:

1) oHOBPEMEHHOTO Ha3HAUCHHS OJHOMY IMAIMEHTY ISATH M OoJiee JIEKaPCTBEHHBIX NPENapaToB B
TE€YEHHE OJHUX CYTOK WJIM CBBIIIE AECATH HAUMEHOBAHUM B TEYEHHE OJHOIO MECSIa,

2) Ha3HAYCHUS JICKAPCTBCHHBIX IPENapaToB NpPU HETUIMYHOM TEYCHUH 3a00JICBaHMS, HAINYUU
OCJIO)KHEHHH OCHOBHOTO 3a0oiieBaHusi W (WJHM) CONYTCTBYHOIIMX 3a00JE€BaHWA, NPH Ha3HAYCHUH
JICKapCTBEHHBIX MpEenapaToB, OCOOEHHOCTH B3aMMOJEHCTBHS W COBMECTHUMOCTH KOTOPBIX COTJIACHO
MHCTPYKIMAM IO MX MPUMEHEHHIO MPUBOIAT K CHIDKEHHIO 3(PQPEKTHUBHOCTH U O€30MaCHOCTH JICUCHUS
nanueHTa v (WIM) CO3Jal0T MOTEHIUAIBHYIO OIIACHOCTD JJIsl )KU3HU M 3JJ0POBBS MAIIMCHTA;

3) TEpBUYHOrO HA3HAYCHUs MAIMEHTY HAPKOTHYECKMX M IICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenaparos crckoB || u Il Ilepeuns (B caydae npuHATHS PyKOBOAUTENEM MEIUIIMHCKON OpraHU3aliu
peleHust 0 HeOOXOJUMOCTH COTJIACOBaHMS Ha3HAUEHHs TaKUX JIGKAPCTBEHHBIX IMPENapaToB ¢ BpaueOHOM
KOMHCCHUEH).

34. TloBTOpHOE Ha3HAYEHHWE HAPKOTHYECKUX M TCHXOTPOIMHBIX JIEKAPCTBEHHBIX IpenapaToB
ciickoB |1 u Il TlepeuHst mpoM3BOAMUTCS MEIMIMHCKAM pPAaOOTHUKOM CaMOCTOSITENIbHO MallMEeHTaM ¢
BBIPQ)KEHHBIM OOJIEBBIM CHHIPOMOM JIFOOOTO TI'eHe3a, HapYIIEHHWEM CHA, CYJOPOXXHBIMH COCTOSIHUSIMH,
TPEBOXKHBIMH paccTpoiicTBaMu, GOOUIMHU, IICUXOMOTOPHBIM BO30YKJICHHEM.

35. Ilpu okazaHUM CKOpOW METUIIMHCKON MOMOIIM JIEKapCTBEHHbIE NpernapaThl Ha3HAYaIOTCS
MEIMLMHCKUM pabOTHUKOM BBIE3AHON Opuragpl CKOpOW MEIUIUHCKONW TMOMOIIM, MEIULIUHCKUM
pabOTHUKOM MEAMLMHCKOW OpraHM3allid NpU OKa3aHUM MEIUIIMHCKOH IOMOLIM TpakJaHaM IpH
3a00JI€BaHUAX, HECYACTHBIX CIIyyasX, TpaBMaX, OTPABIEHHUSAX M JAPYTUX COCTOSIHUAX, TPeOyromux
CPOYHOT'O MEAUIIMHCKOIO BMEIIATENbCTBA.

1V. Ha3HaveHHe JIeKAPCTBEHHBIX NpenapaToB rpaskIaHaM, HMEOIIMM NPaBo Ha 0ecIJIaTHOe
MOJIy4eHHe JIEKAPCTBEHHBIX MPenapaToB WM MOJy4YeHHe JeKapCTBEeHHBIX IPENapaToB €O CKUIKOM,
NPU OKA3aHUM MEPBUYHOM MEIMKO-CAHUTAPHOMN MOMOLIHU

36. Ilpu oka3aHWHM TEPBUYHON MEIUKO-CAHUTAPHONW TOMOIIM Ha3HAYCHHE MEAULUHCKUM
paGOTHHKOM B COOTBETCTBHH CO CTAHJAPTAMH MEIUIIMHCKON MOMOITHM *° JeKapCTBEHHBIX IIperapaTos,
OTITyCKAaEMBIX OECIUIATHO WJIM CO CKHUJAKOW, OCYIIECTBJISETCS Ha peHentypHoM OnaHke (HopMbl
N 148-1/y-04 (1) ¢ ydyerom pa3BUTHS 3a00JIeBaHUS, OCOOCHHOCTEH TEYECHUS OCHOBHOTO WU
COIYyTCTBYIOIIET0 3a00JIEBaHUH CIEIYIOIIMM KaTerOpUsM TPakIaH:

1) rpaxaaHaM, UMEIONIMM IMPABO HA IMOJyYCHHE FOCYAapCTBEHHOW COIMAIBLHON MOMOIIU B BHJIC
Habopa CoLMaNbHBIX YCIYT, B COOTBETCTBUH C MIEPEYHEM JICKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO
MPUMEHEHHs], B TOM YHUCJIE JIEKAPCTBEHHBIX MPENaparoB Uil MEAULUHCKOTO MPUMEHEHHS, Ha3HAUYAEMBbIX
110 PEIIeHUIO BPaueOHbIX KOMUCCHH MEIUIIMHCKUX OpraHu3anuii 2

2) nuuam, 00JIbHBIM reMO(HITNeH, MYKOBUCITUI030M, TUIIO(QHU3apHBIM HAHU3MOM, OoJie3HbI0 [ ore,
37I0KAY€CTBEHHBIMU HOBOOOpa30BaHUSAMHU ITUMQOHIHON, KPOBETBOPHOW U POJICTBEHHBIX WM TKaHEH,
pacCestHHBIM CKJIEPO30M, T€MOJIUTUKO-YPEMUYECKHM CHHAPOMOM, IOHOIIECKUM apTPUTOM C CHCTEMHBIM
HayvajoM, mykononucaxapuao3oM |, |1 u VI tunos, juil nocsie TpaHCIUIAaHTAMK OPTaHOB U (MJIM) TKaHEH B
COOTBETCTBUM C TMEPEYHEM JIEKAPCTBEHHBIX MpenapaToB, yTBep:kaaembiM [IpaButensctBoM Poccuiickoii
denepanuu .

3) rpaxkaaHaM, MMCKOIIMM IPABO Ha TOJYYCHHE JICKAPCTBEHHBIX IPEMapaToB OECIUIATHO WIIU



MOJIy4YeHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOW 3a CUET CPeACTB O10/HKeTOB cyOBekTOB Poccuiickoi
denepanv, B COOTBETCTBMM ¢ [lepeuHeM Trpynn HaceleHHMs W KaTeropuil 3a0oieBaHMi, NpuU
amMOyJIaTOPHOM JICYEHUH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA M H3JCIUS MEIUIMHCKOTO Ha3HA4YEeHUS
OTIYCKAIOTCS MO perenrtam Bpauel OecriatHo, u IlepeuneM rpynm HaceneHHs, MpU aMOyIaTOPHOM
JICUEHUHM KOTOPBIX JICKApPCTBEHHBIE CPEACTBA OTIYCKAIOTCS IO peuentam Bpadeid ¢ SO-mporeHTHOi
CKHUJIKOHM CO CBOOOMHBIX II€H, YTBEPKIECHHBIMH 11ocTaHoBnenreM [IpaBurenscrBa Poccuiickoit @enepanuu
ot 30 urosst 1994 r. N 890 %%;

4) rpaxIaHaM, CTpaJalOIIUM >KU3HEYIPOXKAIOIMIMMU WM XPOHHYECKHMMHU IPOTPECCHPYIOIINMHU
penkumu (opdaHHBIME) 3a00JICBAaHUSMH, NPUBOASIIMMU K COKPALICHUIO MPOJODKHTEIBHOCTH KH3HU
IpaXIaH M UX MHBAITMIHOCTH =,

[lpu odopmnenun penenta Ha Omanke ¢Gopmbr N 148-1/y-04 (1) HAa OyMaXHOM HOCHTEIE
oopMIIsIIOTCA 1Ba AK3EMIUIApPA, OAMH M3 KOTOPBIX OCTAeTCsl B alTEYHON OpraHu3aluM, BTOPOH - B
MEJIULIUHCKON JOKYMEHTAIH MAI[UCHTA.

37. IlpaBo Ha3HAYaTh JEKAPCTBEHHbIE MpemnapaThl IpakJaHaM, UMEIOLIMM IpaBo Ha OecruiaTHOe
MOJIy4YeHHE JIEKAPCTBEHHBIX MPENapaToB UM MOIy4YE€HUE JEKAPCTBEHHBIX MPENapaToB CO CKUIKOH, TaKkke
UMEIOT:

1) mequumMHCKHE paOOTHUKH, pabOTarOIIUe B MEAUIIMHCKOW OpraHU3alyy 110 COBMECTHTEILCTBY (B
npezesiax CBoel KOMIIETEHIINN);

2) MEOWIMHCKHE DPa0OTHUKM CTallMOHAPHBIX OpraHU3alii COLMAIBLHOTO OOCITY)KHUBAHUS TIPH
HAIMYUM  JIMIEH3MH Ha  OCYIIECTBJEHME MEIMIMHCKON JeATelbHOCTH >,  mpeaycMaTpuBaromeii
BBIIIOJTHEHUE paboT (OKa3zaHWe YCIIyr) MO OKa3aHWI0 TEPBUYHON MEIUKO-CAHHTApHOW TOMOIIM B
aMOyJIaTOPHBIX YCIOBHSX (HE3aBHCUMO OT BEJJOMCTBEHHOM MPUHAIICKHOCTH);

3) MeauIMHCKHE PAOOTHUKM MEAWIMHCKAX OpraHu3al|id, OKa3bIBAIOIIMX IEPBUYHYIO
MEIMKO-CaHUTApHYIO MTOMOIIIb, IT0/IBEJOMCTBEHHBIX (hefepaTbHbIM OpraHaM HCHOJIHUTEIbHOM BIACTH WUIIH
OpraHaM HCIIOJIHUTEIBHOM BIacTu cyOnekToB Poccuiickoit denepanuu;

4) wWHAWBUIYyalbHbIC NUPEANPUHUMATENH, OCYIIECTBISIONME MEAUIUHCKYIO JESITEIbHOCTh |
BKJIIOYEHHBIE B pEecTp MEIUIMHCKUX OpraHu3alui, OCYIIECTBIISIONUX JAEATENILHOCTE B cdepe
00513aTeIbHOT0 MEAULIUHCKOT'O CTPAXOBaHMUA.

38. Ilpu Ha3HAUYEHUM JIEKAPCTBEHHBIX MpENapaToB IpaxkjaHaM, UMEIOLIMM MpaBo Ha OecIuiaTHOE
NOJIy4eHHE JIEKAPCTBEHHBIX MpEenapaToB WM MOJIYYEHHE JIEKapCTBEHHBIX IPENapaTroB CO CKUJIKOH, B
peuenTe yka3bplBaeTcs HoMep TenedoHa, MO KOTOPOMY pAOOTHUK aNTeYHOW OpraHu3aluu IpH
HEOOXOJIMMOCTH MOXKET COIJIaCOBATh C MEAULIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOIO Ipenapara.

39. Ha3naueHue HApKOTMUYECKUMX W TMCHXOTPOMNHBIX JIEKApCTBEHHBIX mpernaparoB crucka |l
[Tepeunst (3a MCKIIOYEHHEM JICKAPCTBEHHBIX IPEMApaToOB B BHJIE TPAHCACPMAIBHBIX TEPAleBTHUECKUX
CHCTEM, a TaKXK€ JIEKApCTBEHHBIX MPENaparoB, COAEPKAIMX HAPKOTUYECKOE CPEJCTBO B COUETAHUU C
AHTarOHMCTOM ONHOMIHBIX PELENTOpPOB) TpaXKJaHaM, HMMEIOIIMM IpaBO Ha OecIUIaTHOE IONy4YCHHUE
JIEKapCTBEHHBIX IPENapaToB WIN MOJYYEHHUs JICKAPCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIECTBIISETCA
Ha peuentypHoM Omanke ¢Gopmbl N 107/y-HII, k xkoTOpoMy NONMOJHHUTENBHO O(OpPMIIETCS peuentT Ha
peuentypHoM Oianke dopmbl N 148-1/y-04 (1) (B nByx sk3eMIuisipax mpu oGOpMIICHUH Ha OyMaKHOM
HOCHUTEIIE).

40. HasHaueHMe HApKOTHYECKUMX M TMCHUXOTPONHBIX JICKAPCTBEHHBIX IpenaparoB crucka |l
Ilepeuns B BuAE TpaHCAEPMAIbHBIX TEPANEBTUYECKHX CHCTEM, HApPKOTHYECKUX JICKApCTBEHHBIX
npenapatoB cnucka Il Ilepeuns, conepikamux HapKOTUYECKOE CPEJICTBO B COYETAaHMHM C AHTarOHUCTOM
ONMMOUJHBIX PELENTOPOB, ICHUXOTPONHBIX JIeKapCTBeHHbIX mnpemapatoB crucka |l Ilepeuns,
JIeKapCTBEHHBIX MpenapaToB, BKIOYEHHbIX B niepedeHb [IKY, nekapcTBeHHBIX MpenapaToB, 001aJaromux
aHa0OJMYECKOW aKTHUBHOCTHIO B COOTBETCTBMM C OCHOBHBIM (DapMaKOJIOTHYECKUM JEHCTBHEM,
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IpEMNapaTroB, yKa3aHHBIX B mnojanyHkre 3 myHkra 10 Hacrtosmiero
[Topsinka, mpenHa3HaueHHbIE JUIS JIEUEHUS TPaXJaH, HUMEIOIIUX MpaBO Ha OeCIUIaTHOE IOJy4yeHHE
JIEKapCTBEHHBIX IpernapaToB WIN MOJyYeHHE JEKapCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIECTBIISACTCS
Ha peuentypHoMm Omanke (opmbr N 148-1/y-88, kK KOTOpOMY IOMOJHHUTENHFHO O(GOPMIISETCS pEelenT Ha



peuentypHoM Onanke dopmbl N 148-1/y-04 (;1) (B nByX 3K3eMIUIIpax Mpu opOpMIICHHH Ha OyMaKHOM
HOCHUTEIIE).

! Tynxr 11 crateu 2 ®epepanbroro 3akona ot 21 Hosops 2011 . N 323-®3 "O6 ocHOBaxX OXpaHbl 3710POBbs FPakIaH
B Poccuiickoit denmeparn” (Cobpanne 3akonoqaTenbcTBa Poccuiickoit ®eneparmn, 2011, N 48, ct. 6724; 2016, N 1, ct. 9, 28;
2017, N 31, cr. 4791).

2 3apeructpupoBan MunucTepcTBoM rocTvimu Poccuiickoit ®enepamuu 28 anpens 2012 T., pervcTpalMOHHBIH
N 23971, ¢ n3menenusiMu, BHECEHHBIMHU ITprKa3oM MuHHcTepcTBa 3apaBooxpanenus Poccniickoit @enepannu ot 31 okTsaOps
2017 r. N 882u (3apeructpupoBan MunucrepcTBoM foctummu Poccuiickoit @eneparu 9 siBapst 2018 r., perucTparnoHHbIH
N 49561).

3 B OTHOLICHWH JIHIIA, yka3zanHoro B dacTtu 2 ctateu 20 @enepanpHOTo 3akoHa OT 21 HOstOps 2011 r. N 323-®@3 "O6
OCHOBAax OXpaHbI 37I0pOBbs rpaxkaan B Poccuiickoit ®enepanun’ (Cobpanue 3akonoaaTenscTBa Poceuiickoit Meneparmn, 2011,
N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31, cr. 4791).

4 Yacrte 1 craten 26 ®@enepanbHoro 3akona or 8 smeaps 1998 T. N 3-®3 "O HAapKOTHYECKHX CpPEJCTBAX H
ncuXoTporHeIX BemecTBax" (CoOpanue 3akoHomaTenbeTBa Pocemiickoit demepanuu, 1998, N 2, cr. 219; 2003, N 27, cr. 2700;
2011, N 49, cr. 7019; 2013, N 48, ct. 6165; 2016, N 27, cr. 4238; 2017, N 31, ct. 4791).

5 Cobpanne 3axkoHOmaTenbcTBa Poccuiickoit @enepanmu, 2010, N 16, cr. 1815; 2012, N 26, ct. 3446; 2017, N 31,
ct. 4791.

6 Cobpanne 3akoHOmatenscTBa Poccmiickoit @emepammu, 1998, N 27, cr. 3198; 2004, N 8, ct. 663; N 47, ct. 4666;
2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, ct. 6572; 2010, N 3, ct. 314; N 17, ct. 2100; N 24,
c1. 3035; N 28, cr. 3703; N 31, c1. 4271; N 45, ct. 5864; N 50, ct. 6696, ct. 6720; 2011, N 10, ct. 1390; N 12, cT. 1635; N 29,
cT. 4466, c1. 4473; N 42, ct. 5921; N 51, ct. 7534; 2012, N 10, ct. 1232; N 11, ct. 1295; N 19, ct. 2400; N 22, cT. 2864; N 37,
ct. 5002; N 41, cr. 5625; N 48, ct. 6686; N 49, cr. 6861; 2013, N 6, ct. 558; N 19, cr. 953; N 25, cr. 3159; N 29, ct. 3962;
N 37, cr. 4706; N 46, ct. 5943; N 51, cr. 6869; 2014, N 14, cr. 1626; N 23, ct. 2987; N 27, ct. 3763; N 44, cr. 6068; N 51,
ct. 7430; 2015, N 11, cr. 1593; N 16, ct. 2368; N 20, ct. 2914; N 28, ct. 4232; N 42, ct. 5805; 2016, N 15, ct. 2088; 2017, N 4,
ct. 671; N 10, ct. 1481; N 23, ct. 3330; N 30, c1. 4664; N 33, ct. 5182; 2018, N 27, c1. 4071.

" 3apeructpuposan MunucTepcTBOM focTviMu Poccwmiickoii ®enepamuu 27 anpens 2007 T., perucTpamMOHHBINA
N 9364, ¢ u3MEHEHUsIMH, BHECCHHBIMH MpUKa3aMH MHUHHUCTEPCTBA 3IPAaBOOXPAHEHHUS M COLHMAIBHOrO pa3BUTUs Poccuiickoit
®epepanuu ot 27 asrycra 2007 r. N 560 (3apeructpuposan MunucrepctBoM foctuimn Poccuiickoit @enepannn 14 ceHTsIOpst
2007 1., perucrpammonnsii N 10133), or 25 centsOps 2009 r. N 794u (3apeructpupoBan MHHHCTEPCTBOM FOCTHLAH
Poccuiickoit ®epeparmu 25 Hos6ps 2009 r., peructpammonnbiii N 15317), ot 20 smeaps 2011 r. N 13u (3apeructpupoBan
MunucTepcTBOM focTUMH  Poccmiickoit ®emeparmn 15 mapra 2011 1., peructparmmonnsiii N 20103), mpukaszamu
MumnwucTepcTBa 3apaBooxpanenust Poceuiickoit @enepanmu or 1 asrycra 2012 r. N 54n (3apeructpupoBan MUHHCTEPCTBOM
foctuiimi  Poccmiickoit @emepanmu 15 aprycra 2012 r., perumctpammonnsit N 25190), or 26 despans 2013 r. N 94n
(3apeructpupoBan MunucTepcTBoM tocTrimn Poccuiickoit denepanuu 25 mronst 2013 1., peructparmonnsiii N 28881).

8 Tlpukas Munsnpascoupaseutus Poccun or 5 mas 2012 1. N502u "OG6 yTBepKIEHMH MOPAAKA CO3JAHHS W
JeATETBHOCTA BpayeOHONM KOMHCCHHM MEIUIIMHCKOM opraHusanmu’ (3apeructpupoBan MuntoctoM Poccun 9 wmioms 2012 r.,
peructparmonusii N 24516), ¢ usMeHeHWsMH, BHECEHHBIMH TprHKa3zoM Munsapasa Poccum ot 2 mexabps 2013 r. N 886n
(3apeructpupoBan Muntoctom Poccuu 23 nexabpst 2013 r., perucrpannonnsii N 30714).

® Cobpanue 3akoHomaTensctBa Poccuiickoit ®enepanuu, 2011, N 48, cr. 6724; 2014, N 49, cr. 6928; 2017, N 31,
cr. 4791; 2018, N 53, ct. 8415.

10 3apeructpupoan MunucTepcTBOM rocTviMH Poccuiickoit ®enepamun 15 asrycra 2012 ., perucTpammOHHBIA
N 25190, ¢ u3MeHeHHsIMH, BHECCHHBIMH MpHKa3amMu MUHHCTEpPCTBa 3apaBooxpaneHus Poccuiickoit @enepanmu ot 30 nioHs
2015 . N 385u (3apeructpupoBan MunucTepcTBOM rocTuImu Poccuiickoit ®enepannu 27 Hosopst 2015 1., perricTpatioHHBIH
N 39868), ot 21 ampesst 2016 1. N 254u (3aperucTpupoBan MunHCTEpCTBOM TocTHImK Poccniickoit denepartim 18 wroms 2016
r., peructparonnsii N 42887), ot 31 oktssopst 2017 . N 882n (3apeructpupoBad MHUHHCTEPCTBOM FOCTHITNH POCCHICKOM
®enepannn 9 suBaps 2018 r., perucrpannonnsii N 49561).

1 Crareu 91 u 91.1 denepanbHoro 3akoHa ot 21 Hoa6ps 2011 roga N 323-@3 "O6 ocHOBax OXpaHbI 3710POBbS
rpaxman B Poccuiickoit @eneparmn’ (Cobpanne 3akoHomaTenbcTBa Poccmiickoit @eneparmn, 2011, N 48, cr. 6724; 2012,
N 26, cr. 3446; 2013, N 27, cr. 3477; N 39, cr. 4883; N 48, cr. 6165; 2014, N 30, ct. 4257; N 43, cr. 5798; N 49, cr. 6927,
6928; 2015, N 1, cr. 85; N 10, cr. 1425; N 27, ct. 3951; N 29, cr. 4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18, cT. 2488;
N 27, ct. 4219; 2017, N 18, ct. 2663; N 31, ct. 4794).

12 Perenne Cosera EBpasuiickoii s3koHOMUYECKOH Komuccuu oT 3 Hos6ps 2016 r. N 78 "O IIpaBusiax perucTpaunuy u
9KCHEPTHU3bI JICKAPCTBEHHBIX CPEICTB IS MEIUIMHCKOro npuMenenus” (oduuuansheii caiit EBpasHiicKoro SKOHOMUYECKOTO
coroza http://www.eaeunion.org/, 21 wosiopst 2016 r1.). Crates 13 ®enepansHoro 3akona ot 12 ampenst 2010 r. N 61-03 "0O6
oOpalllecHNH JIEKAPCTBEHHBIX CPEACTB Ui MeauImHckoro mnpuMeHnerns (CoOpaHue 3aKOHOMATENBCTBA POCCHICKO#
®eneparmn, 2010, N 16, cr. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

13 Crarps 18 ®enepansHoro 3axkoHa ot 12 ampens 2010 r. N 61-®3 "O6 o6paiieHuu JeKapCTBEHHBIX CPEICTB s



meauiuHackoro npumeHenus” (CoOpanue 3akoHoiatenscTBa Poccuiickoit ®@enepanuu, 2010, N 16, ct. 1815; 2014, N 52,
cr. 7540).

14 3aperucTpuposan MunucTepcTBOM ocTHLMK Poccuiickoii @enepanuu 1 mons 2012 r., peructpauuonssiii N 24438,
C W3MEHEHHUSIMHM, BHECEHHBIMH TIIpHKa3aMu MuHHUCTepcTBa 3apaBooxpaHeHHus Poccuiickoit @enepammm ot 10 wrons
2013 r. N 3691 (3apeructpupoBan MunuctepctBoM foctuimu Poccniickoit ®epepanmu 15 uromst 2013 1., perucTparuoHHBbIi
N 29064), ot 21 asrycra 2014 r. N 4651 (3apeructpupoBan MunuctepctBoM foctuimn Poccuiickoit enepannu 10 ceHTsIOpst
2014 1., perucrparmonnsii N 34024), or 10 centsiops 2015r1. N 634u (3apeructpupoBan MHHHCTEPCTBOM FOCTHIHH
Poccwmiickoit ®eneparmu 30 centsiopst 2015 r., perucrparmonnsiii N 39063), ot 31 oxrsiops 2017 . N 882u (3apeructpupoBan
MunncrepctBom roctuiui Poccuiickoii @eneparmu 9 siaBapst 2018 r., peructpanmonssiii N 49561).

15 TTpukas MunuctepcTBa 3apaBooxpanenns Poccuiickoit @enepamun ot 22 anpens 2014 . N 183n "OG6 yTBep) e
MepeyHs] JIEKAapCTBEHHBIX CPEACTB [UIi MEAMIIMHCKOTO MPUMEHEHHS, ITOUIS)KAIUX IPEeIMETHO-KOINYECTBEHHOMY YUeTy'
(3apeructpupoBan MunucrepctBoMm foctunmu Poccmiickoit ®@eneparmun 22 utons 2014 r., peructparmonnsii N 33210), ¢
W3MEHEHWSIMM, BHECCHHBIMH TIpHKa3aMd MuHHCTepcTBa 31apaBooxpaHenHust Poccuiickoit @Penepammu ot 10 centsOps
2015r1. N 634n  (3apeructpupoBan MunucrepcTBoM foctuimu  Poccuiickoit  ®enepammu 30  centsiops 2015 r.,
peructparonsbii N 39063), or 31 oxrabps 2017 r. N 882n (3apermctpupoBaH MUHHCTEPCTBOM FOCTHIMH POCCHHCKOM
Depepanuu 9 sBaps 2018 r., perucrpanmonnsii N 49561), ot 5 anpesns 2018 r. N 149u (3apeructpupoBan MUHHCTEPCTBOM
foctuiu Poccuiickoit @enepanmu 3 mast 2018 r., perucrparuonssii N 50961), ot 27 uronst 2018 r. N 471u (3aperucTpupoBan
MumnucteperBom roctuiu Poceniickoit @enepamrn 14 asrycra 2018 r., peructpauuonssiii N 51885).

16 [Tyakt 47 wactu 1 crateu 12 denepansHoro 3akoHa OoT 4 mas 2011 r. N 99-®3 "O mmreH3upoBaHUU OTICTBHBIX
BuioB jesrensHocTr” (Cobpanne 3akoHomarensctBa Poccmiickoit @eneparmn, 2011, N 19, cr. 2716; 2012, N 31, cr. 4322;
2013, N9, cr. 874; N 27, cr. 3477; 2014, N 30, ct. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, ct. 4342; N 44, cr. 6047,
2016, N 1, ct. 51; 2018, N 31, ct. 4838; N 32, ct. 5116; N 45, ct. 6841; N 53, ct. 8424).

7 Tlynkr 1 craten 60 @enepansHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6 oOpamieHnH JIeKapCTBEHHBIX
cpencts” (Cobpanne 3akoHomarensctBa Poccmiickoit @eneparmu, 2010, N 16, cr. 1815; 2012, N 26, cr. 3446; 2014, N 52,
ct. 7540).

18 TMocranosnenue Ipasurenscta Poccuiickoit ®eneparmu ot 4 oktsi6ps 2012 r. N 1006 "O6 yteepxaenuu [Tpasun
[PEIOCTABICHHS MEAMIMHCKAMU OPraHM3alysAMH IIATHBIX MeaunuHckux yeuayr” (Cobparue 3akoHOZaTeNnbCTBa Poccuiickoit
®denepammn, 2012, N 41, cr. 5628).

1 MMynkr 4 wactu 1 craten 37 @enepanbHoro 3akona ot 21 HosOps 2011 r. N 323-03 "O6 ocHOBax OXpaHbI 310pOBbS
rpaxnan B Poccuiickoit @eneparmun’” (Cobpanne 3akoHozaTenbcTBa Poccmiickoit ®eneparmu, 2011, N 48, cr. 6724; 2018,
N 53, ct. 8415).

20 Yacr, 2 crathu 6.2 ®depepansHoro 3akoHa ot 17 mroms 1999 r. N 178-®3 "O rocynapcTBeHHON COLMAIBLHOIM
momortn” (Cobpanne 3akoHomarenscTBa Poccumiickoit ®Pemeparmu, 1999, N 29, cr. 3699; 2009, N 30, cr. 3739; 2010, N 50,
cr. 6603; 2013, N 48, ct. 6165).

2L Yacre 7 crateu 44 ®enepanbHoro 3akona ot 21 Hosops 2011 r. N 323-®3 "06 0cHOBaX OXpaHbI 370POBbs FPaXKIaH
B Poccuiickoit ®@enepanmu” (Cobpanne 3akoHomarenbctBa Poccumiickoit demepammu, 2011, N 48, cr. 6724; 2013, N 48,
cr. 6165; 2016, N 18, ct. 2488; 2018, N 32, ct. 5092).

22 Cobpanue 3akoHomaTenscTsa Poccuiickoit ®enmepanuu, 1994, N 15, cr. 1791; 1995, N 29, cr. 2806; 1998, N 1,
cr. 133, N 32, ct. 3917; 1999, N 14, cr. 1724, N 15, ct. 1824; 2000, N 39, ct. 3880; 2002, N 7, ct. 699.

2 Tlocranosnenue IlpasuTensctBa Poccuiickoii ®enpepauuu ot 26 ampens 2012 r. N 403 "O nopsgke BeaeHus
dexepabHOIO  perucTpa JHL, CTPaJalOlMX JKA3HEYIPOXKAIONIMMH ¥ XPOHHYECKUMH IIPOTPECCHPYIOIIMMHI  PEIKUMH
(opdannbME) 3a00ICBaHUSIME, TPUBOIIIMMA K COKPAIICHUIO MPOJODKATEIPHOCTH JKU3HH TPKAAH M UX WHBAIUIHOCTH, U
ero peruonansHOTO cermenta’ (Cobpanne 3akoHoMaTeNbCTBA Poccuiickoit deneparnu, 2012, N 19, cr. 2428; N 37, ct. 5002).

24 Tlynkr 46 yactu 1 cratbu 12 ®epepanbHoro 3akona oT 4 mas 2011 r. N 99-®3 "O nuIeH3MPOBAHUU OTEIbLHBIX
BunoB gesrensHocT (Cobpanne 3akoHomarenscTBa Poccmiickoit @emeparmu, 2011, N 19, cr. 2716; 2012, N 31, cr. 4322;
2013, N9, cr. 874; N 27, cr. 3477; 2014, N 30, cr. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, ct. 4342; N 44, cr. 6047,
2016, N 1, ct. 51; 2018, N 31, cr. 4838; N 32, ct. 5116; N 45, ct. 6841; N 53, ct. 8424).

Mpuaoxenne N 1

K [lopsi/iky Ha3HAYeHU s
JIEKAPCTBEHHBIX NPENapaTos,
YTBEPAKIAEHHOMY IIPUKA30M
MuHucTepcTBa 3APABOOXPAHEHUSA
Poccuiickoit ®enepanun

ot 14 sinBaps 2019 . N 4n



KoaudecTBo HAPKOTUYECKUX CPECACTB UJIN MCUXOTPOIMHBIX BEHIECTB, KOTOPO€ MOZKET OBITH
BBINMUCAHO B OTHOM penenrte

N /it MesxayHapoIHOE HEMaTeHTOBAHHOE dopma BeIITyCKa U KonuuectBo
HalMEHOBaHHE HAPKOTHUYECKOTO U J03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
1 Bbynpenopdun+Hanokcon TaGnerku 60 Tabnerok
cyonuursansHsie 0,2 (ymakoBka, KpaTHas
mr+0,2 mr N 20)
2 Bynpenopdun PactBop 11 MHBEKLINHA, 30 ammyn
0,3 mr/mn 1 mn (ImpuUI-TIOOMKOB)
3 Bynpenopdun TpancnepManbHbIi
TUIACTHIPh
35 MKr/4ac 20 mnacteipeit
52,5 mKkr/yac 10 mnacteipeit
70 MKr/4ac S IIacThIpen
4 JIMruapokoaenH TaGnerku
MIPOJIOHTHPOBAHHOT O
JNEUCTBHUS
60 mr 40 Tabnerox
90 mr 30 Tabnerok
120 mr 20 TabneTok
S) Mopdun PactBOp 111 MHBEKLINHA, 20 ammmyn
pacTBOp Ul MOAKOXKHOTO | (IIMPHI-TIOOMKOB)
BBEJICHUS
10 mr/ma 1 Mo
6 Konenn+Mopdun+Hockanuna+IlanaBepu | PacTBop 1uist MOAKOKHOTO 20 ammmyn
H +Tebaun BBEIEHUSI
0,72+5,75+2,7+0,36+0,05
mr/mi 1 mi
1,44+11,5+5,4+0,72+0,1
mr/mi 1 mn
7 Tpumenepuaux Tabnerku 25 mr 50 Tabnerok
8 Tpumenepuaun PactBop 111 nHBEKLINI 20 ammmyn
10 mr/mn 1 Mo (UIpHUI-TFOOMKOB)
20 mr/mit 1 mn
9 Mopdun Tabnerku (karcyiisi)
MIPOJIOHTUPOBAHHOTO
JNEUCTBHUS
10 mr 180 Tabmn. (kamc.)
30 mr 60 Tab6u. (karc.)
60 mr 40 Tabmn. (kamc.)
100 mr 20 ta6u. (karc.)
200 mr 20 Tabu. (karc.)
10 Mopdun TaGnerku
S Mr 100 Tabnerox
10 mr 100 Tabnerok
11 Mopdun Kannmu nns npuema




BHYTpb

20 mr/mn 20 M 4 ¢pnaxona
12 Mopdun PactBop st nmpuema
BHYTpPb (MOHO/103b1)
2 Mr/mMi 5 M 100 ammyn /3
6 Mr/mi 5 M 80 ammy /3
20 mr/mn 5 M 30 ammyn /3
13 Oxcukonont+Hanokcon TaGnerku
MIPOJIOHTUPOBAHHOTO
JNEUCTBHUS
S Mr+2,5 mr 100 Tabnerox
10 mMr+5 mr 60 Tabnerox
20 mr+10 mr 40 Tabnerox
40 mr+20 mr 20 TabneTok
14 [TponmonundenmnsTokcnyTHANUIEepUaAnH | Tabnerku 3amieunsie 20 50 Tabnerok
MT
15 deHTaHun TpancnepmanbHas
TepaneBTHUYECKasi CUCTEMA
12,5 mxr/gac 20 mnacteipeit
25 MKr/4ac 20 mnacteipeit
50 MKr/4ac 10 mnacteipeit
75 MKr/4ac 10 mnacteipeit
100 mxr/gac 10 mnacteipeit
16 denranun TabneTkn MoabA3LIYHBIE
0,1 mr
0,2 mr
0,3 mr 50 Tabnerox
0,4 mr
0,6 mr
0,8 mr
17 denTaHun Crpeil Ha3aJIbHBII
®nakon 50 MKr/m03a
2,0 mi (10 no3) 24 pnakoHa
3,2 ma (20 no3) 12 ¢pmakonoB
5,0 mu (40 o3) 6 dakoHOB
®nakon 100 Mkr/no3a
2,0 mi (10 no3) 12 ¢pmakonoB
3,2 mi (20 no3) 6 makoHOB
5,0 mu (40 1o3) 3 (bnakona
®nakon 200 Mkr/no3a
2,0 mu (10 no3) 12 ¢pmakonoB
3,2 ma (20 no3) 6 prmakoHOB
5,0 mu (40 no3) 3 (akoHa
18 Bytopdanon PactBop 111 nHBEKLNI 20 ammmyn
2 mr/mn 1 mn
19 Hanbydpun PactBop mist unbekuit
10 mr/mn 1 mn 50 amnyn
20 mr/mi 1 M 25 ammyn
20 denobapbuTan Tabnetkn

5wmr




50 mr 50 tabierok
100 mr

Ipuioxenne N 2

K [Topsiiky Ha3HAYeHHs
JIEKAPCTBEHHBIX MPeNnapaTos,
YTBepP:KIEHHOMY TPHKA30M
MuHucTepcTBa 3APaBOOXPaHEHHA
Poccuiickoit @exepannu

ot 14 ssuBaps 2019 r. N 4n

CnpaBo4Ho

PexoMeHI0BaHHBIE K HCII0JIb30BAHUIO COKpalcHUd npu Oq)OpM.J'IeHI/II/I peuenTon

CoxkpaiueHue [TonHoe HanMcaHue IlepeBon
aa ana 110, MOPOBHY
ac, acid. acidum KHCJIOTa
aer. aerozolum a’p030J1b
amp. ampulla amIryna
aq. aqua BOJA
ag. purif. aqua purifikata BOJIa OYHUIIICHHAS
but. butyrum MacJio (TBepaoe)
caps. capsula KarcyJsa
comp., CpsS compositus (a, um) CJIOKHBIH
D. Da (Detur, Dentur) Beinaii (mycth BbIIAHO, MTYCTh
OyJIeT BBIIAHO)
D.S. Da, Signa Detur, Signetur Brimaii, 0603Haub
[Tycth Oyner BbIIAHO,
0003HAYCHO
D.t.d. Da (Dentur) tales doses Beinaii (ITycts OyayT BbIIaHbI)
TaKue J103bl
dil. dilutus pa3BeACHHBIN
Div. in p. aeq. Divide in partes aequales Pasnenu Ha paBHBIC YacTH
emuls. emulsio IMYJIBCUS
extr. extractum OKCTPAKT, BBITSIKKA
F. Fiat (fiant) [Tycts 0Opazyercs
(oOpasyroTcs)
gran. granulum TpaHyJIbl
gt., gtt qutta, guttae Karuis, Kariuy
gtt. peror. guttae peroralis KaIUT| JJIsl IpUeMa BHYTPb
inf. infusum HAaCTOM
in amp. in ampullis B aMITyJIax
in tab. in tab(u)lettis B Ta0JIeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0JIETKaX C
MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHUEM

in tab. prolong., obd.

in tab(u)lettis prolongatis

B Ta0JIETKaX C




obductis IPOJIOHTHPOBAHHBIM
BBICB060)KII6HI/IGM, IMMOKPBITBIX
0001109KOM
lin. linimentum KUJKasi Ma3b
lig. liquor KUJIKOCTh
lot. lotion JIOChOH
m. pil. massa pilularum MUJTIOJIBHAS Macca
membr. bucc. membranulae buccales TUICHKY 3alCYHbIC
M. Misce, Misceatur Cwmeraii (ITycts Oynet
CMEIIIaHO)
mixt. mixtura MHUKCTYpa
N. numero YHUCIIOM
ol. oleum Macsio (KHIKOE)
past. pasta rnacra
pil. pilula, pilulae TTUJTEOJTSI, TTMJTEOJTH
p. aeq. partes aequales paBHBIC YaCTH
ppt., praec. praecipitatus OCaKJICHHBIH
pulv. pulvis MIOPOLIOK
g.s. quantum satis CKOJIBKO MOTpedyeTcs, CKOIBKO
Haao
r., rad. radix KOpEHb
Rp. Recipe Bozpmu
Rep. Repete, Repetatur [MosTopu (Ilycts Oynmer
MIOBTOPEHO)
rhiz. rhizoma KOPHEBHUIIIE
S. Signa, Signetur O6o3nausb (I[Tycts Oyner
0003HAYCHO)
sem. semen cemst
simpl. simplex IPOCTOM
Sir. sirupus CHpOII
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp AJIsl MpUeMa BHYTPb
Spr. spray crpen
spr. nas. spray nasale cupel Ha3aJIbHBIN
supp. suppositorium cBeYa
susp. suspensio CYCICH3HS, B3BECh
tabl. tab(u)letta TabreTka
t-ra, tinct. tinctura HACTOMKa
STT Systemata TpaHcAepMaIbHas
Therapeutica TepaneBTHUUECKasi CUCTEMA
Transcutanea
ung. unguentum Ma3b
Vitr. vitrum CKJISTHKA

Ipuioxenne N 2

K npruka3sy MHHUCTEpPCTBA 31PaBOOXPaHeHHUs
Poccuiickoit @exepannu

ot 14 ssuBaps 2019 r. N 4n



®opma penentypnoro 61anka N 107-1/y

MUHMCTEPCTBO 3IOPaBOOXPAaHEHNUI Kon ¢opmel no OKV]

Poccurickon denepauun Kon yupexnenmua no OKIIO
MenmMumrHCKasa OOKYMEHTAalLMA

Hammenosauue (wrammn) dopma N 107-1/y

MeIMLUVMHCKOM OpTraHM3alun YTBepXOeHa [IPUKa30M
MuHnmucrTepcTBa 30PaBOOXPaHEHUA

Hammvenosauue (mTamr) Poccurickon denepauun

VMHIUBUIYAJBLHOTO MNPeNlprHuMaTesIs or 14 gumaps 2019 r. N 4u

(yxazaTs ampec, HOMEp M JAaTy JIULEH3UMU,
HaVMeHOBaHME opraHa T'OCYyIapCTBEHHOM
BJIACTU, BHIABIETO JIMUIIEHSIUD)

PEOEIT
(BBpocimni, OEeTCKMI — HYXHOE MNONUEPKHYTE)
1A LA 20_ I|-

damuniva, MHULUATE uMeHu u oTuecTBa (MocjenHee - OpY HAIUUMK)
nauveHTa
JaTa poOXIeHuAa
damuniua, MHULUATE uMeHu u oTuecTBa (MocienHee — OpY HAIWUUMK)
neuamero epaua (denbaumepa, axylmepkn)
py6.|xon.| Rp-
py6.|xon.| Rp-
py6.|xon.| Rp-
[loonmucso M.II.
U reuvaTh Jedamero Bpaua
(nonnvics dembmuepa, aKyllepKn)
Peuent gpelcrBuresieH B TedeHme 60 mueit, mo 1 roma ( )]

(HyxHOE MONUEPKHYTH) (yxaszaTh KOJIMUECTBO MECHAIEB)

O6opoTHast CTOPOHAa

OTMeTKa O Ha3HAUEHUU
JIEKaPCTBEHHOT'O IpelnapaTra [0
PEUeHNI BpadebHOM KOMMUCCUMU



IIpurorosui IIposepui Otnycrun

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

MMHMCTepCTBO S30PaBOOXPaHEeHMA

Poccwuiickoit denmepaumu Kon dopmer mo OKYI 3108805
MeIMUMHCKAaa OOKYMEeHTAalMS
Hammenosanue (wrammn) dopma N 148-1/y-88
MEIMIMHCKOM OpTaHMU3alun YTBEepXIeHa MNpUKa30M
MMHUCTEPCTBA 3IPaBOOXPAaHEHUI
HamMmeHOBaHME (mTaMH) Poccurickon denmepaumnm
VMHIUBUIYAJBbHOTO MNPeNlnprHMMaTeJIS or 14 gumaps 2019 r. N 4u

(yxazaTs ampec, HOMEp M JAaTy JIULEH3UMU,
HaVMeHOBaHME opraHa T'OCYyIapCTBEHHOM
BJIACTU, BHIABIETO JMUIIEHSIUD)

Mrrirl o rrrrr
Cepmma | I I 1L INT LTI T
N Y O A

PEIENT o 20 .
(mara odopmnieHus peuenra)

(B3poOCHLlt, OETCKUM — HYXHOE MMOJUEPKHYTH)

daMmIIMga, MHULIMAJEL MMEHM UM OTUeCTBa (nocnenHee - Ipu HaHMqMM)
IIalureHTa

JaTa poxXIoeHmda
Anpec MecTa xuTesibcTBa wiau N MEIMUMHCKOM KapTH aMOyJlaTOPHOTO MalueHTa,
nojlydammero MeIUIVHCKYK [OMOIb B aMBOyJIATOPHHX YCJIOBUAX
daMunma, MHMLOMAJE MMeHu u ordecTsBa ([IocienHee - IpY  HAJAMUMMK)  JIEUYalEeTo
Bpaua (benbmumepa, axkylepKn)

[Toonmce M HnedaThk Jiedallero Bpaua M.II.
(nonnvics demnbmuepa, aKyllepKn)



O6opoTHass CTOPOHA

PellenT nemcTBUTEeJIeH B TedeHre 15 muem

OTMeTKa O Ha3HAUYEHUU

JIEKaPCTBEHHOT'O IpelnapaTra o0
PEelLeHM BpadebHOM KOMMCCUMU

[Ipurorosui

[Iposepui

Otnycrun




®opma penentypnoro 6aanka N 148-1/y-04 (i)

MMHMCTEPCTBO 3IPaBOOXPaHEHUH
Poccurickonm denepauun

ITamra
Kon
MEeOUUIVMHCKOM OpIraHM3alumn

ITamrt
Kon
MHIOMBUIOYAJBEHOTO NPpenlpUHMMATEIHA

YTBEPXIEHA
npruKas3oM MMHMCTEepCTBa 3APaBOOXPaHEeHUS
Poccurnickon denepauun

or 14 gumapsa 2019 r. N 4u

Kox ¢popmsr mo OKY /[ 3108805
®opma N 148-1/y-04 ()

Kop xareropun Kon Hozonoruyeckoii popmsl (mo MKE) HcToynuk puHaHCHPOBAHUS:
rpaxJaH (IO TYEepKHYTD) % omnatsl:
(TOT4epKHYTh)
1. denepanbHbIil OrOKET
2. bromker cyobekra Poccuiickoit @denepanuu 1. becninatHo
3. MyHUIMTIaTBHBINA OFOKET
2. 50%
PELEIT Cepus N JaTa odopMIIeHUs 20 .




daMmIIMda, MHMUIMAJEL MMEHM UM OTUeCTBa (HOCﬂeﬂHee - Ipu HaﬂMQMM)
IIallMeHTa HaTa POXIOEHMA

CHMJIC

N monuca
00s13aTeNb
HOTO
MEIULIMHC
KOTO
CTpaxoBaH
usl.

HoMep MEeIMIMHCKOM KAapTH MMallMeHTa, IOJydanlero MEeIULMHCKYK MOMOIL B aMOyJaTOPHBIX
YCIIOBUAX

damunvia, uHULUATE uMeHu u oTuecTBa (ocjenmHee — OpPY HaAIUUWK)

neuamero epaua (denbpaumepa, axylmepkn)

Py6. Kom. Rp:

I e o
e 11 .=
l[Tognmce M HedaThk Jiedallero Bpaua M.II.

(nonnvics denbmuepa, aKyllepKn)

Peuent gpericrBuresied B TeueHue 15 muert, 30 puent, 90 puen
(HyXHOE NONUEpPKHYTH)
—————————————————————— (BamnosHgeTca CneuManMCTOM ANTEeUHOM OPTAaHUBAIUM) ————————————————————————

OTnyumeHo IO peuenty: TOpPOBoe HaMMeHOBaHMEe U IOO3MPOBKaA-




IDara ornycka: " " 20 .

KosmmuecTBO:

[IpnuroTOBMII:

[lpoBepmii:

OrnnycTumi:

Kopewoxk peuenTypHOI'O OJjlaHKA
HaumeHoBaHMe

JIEKapCTBEHHOTO IIpernapara-:
JosmpoBKa -

Cnoco® NpMMeHEeHUS:
[TPOOOJIXUTEJIEHOCTD

Ha 1 npuewm:

oHeM

KommuecTBO IprueMOoB B HOE€Hb:

pas

[SPgs

O0opoTtHas cropona

OTMeTKa 0 Ha3HAYEeHUH JICKApCTBCHHOI'O IIpCIiapara o pCuICHUIo

BpaueOHOI KOMUCCHH

IIpurorosui

[Iposepui

Otnycrun




Ipuioxenne N 3

K npruka3sy MHHUCTEPCTBA 31PaBOOXPaHEeHHUS
Poccuiickoit @exepannu

ot 14 ssuBaps 2019 r. N 4n

IHopsaaok
oopMIIeHHs pelleNNTYPHBIX 0JIAHKOB HA JIEKAPCTBEHHbIE NPenaparbl, HX y4eTa H XpaHeHHs

. Odpopmienue penenta Ha OyMaKHOM HOCHTeJIe

1. Ha penentypusix 6mankax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBoM BepXHEM
yIIy NPOCTAaBIISETCS IITAaMI MEIUIIMHCKONW OpraHM3alui C yKa3aHMEeM €€ HAauMEHOBaHMs, ajapeca M
TenedoHa.

JononuutenbHo Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04(n) mpocTaBnsieTcss Kox
MEIMLMHCKOW OpraHu3aluy B COOTBETCTBUM C OCHOBHBIM T'OCYAApPCTBEHHBIM PETHCTPALMOHHBIM
HoMepom (nasiee - OI'PH).

Cepust peuentypuoro Osanka (opmbr N 148-1/y-04(;1) Brimouaer kon cyOwbekTa Poccuiickoii
denepanuu, COOTBETCTBYIONINI ABYM MepBbIM Huppam OOiiepoccuiickoro kmaccuduratropa 00BEKTOB
aJIMHHUCTPATUBHO-TEPPUTOpUAIILHOTO AeieHus (nanee - OKATO).

Paspemraercs m3roraBnuBath peuentypublid 01aHk Gopmbl 107-1/y ¢ mOMOIIBIO KOMITBIOTEPHBIX
TEXHOJIOTUH.

2. Ha peuentypHeix OnaHkax, oOQOpMIIIEMbIX WHAWBUAYAIbHBIMU TPEIIPUHUMATEISIMH,
UMEIOIIMMHU JIMIEH3UI0 Ha MEIUIMHCKYIO JEATEIIbHOCTh, B BEPXHEM JIEBOM YIJIy THIOTpadCcKuM
CocOOOM HJIM IyTeM TMPOCTABICHUS IITaMIla JOJDKEH OBbITh YKa3aH aJpec HWHIUBUAYaTIbHOTO
OpeanpuHUMaTeNs, HOMEp MW Jara JMIEeH3UM, HaMMEHOBAaHME OpraHa TIoOCyJapCTBEHHOH BJIACTH,
BBIJIABIIETO JIMIIEH3UIO.

3. Penentypusie Omanku (opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) 3amomHsIOTCA
MEJIULMHCKUM paOOTHUKOM paz0opunBO, YETKO, YSPHUIIAMH MJTU LIAPUKOBOU PYyUKOH.

4. Jlonyckaercsi opopmIleHHE BCeX PEKBH3HMTOB (3a UCKITIOUYeHHeM pekBu3uTa "'Tloamuce nevamiero
Bpaya (moamuck (Qenpamiepa, akymepku') perentypHeix OmankoB Gopmbr N 107-1/y,  dopmbr
N 148-1/y-88 u popmsr N 148-1/y-04(:1) ¢ ucnonp30BaHUEM MEYATAIONIMX YCTPOHCTB.

5. Odopmienne penentypubix OmankoB Gopmbr N 148-1/y-04(:1) Brimrowaer umgppoBoe
KOJMPOBaHUE.

[TudpoBoe KoaMpOBaHHE YKA3aHHBIX PELENITYPHBIX OJAHKOB BKJIIOYAET:

1) xox menmuimHckod opranuzanuu (OI'PH) mnmm xon vHAMBUAYadbHOTO NpPEANPUHUMATEINS B
cooTBeTCTBUM C OCHOBHBIM TOCYJapPCTBEHHBIM PErMCTPALIMOHHBIM HOMEPOM HHIWBUAYAJIBHOTO
npeanpunumarens (nanee - O'PHUII), npocraBiisieMblil Ipy U3rOTOBICHUN PELIENITYPHBIX OJIAHKOB;

2) KOI KaTeropHH TpaXkJaH, MMCIOUIMX MPaBO Ha TOJyYCHHE JIEKAPCTBEHHBIX NPENapaTroB B
COOTBETCTBUU co cTaTheil 6.1 denepanpHoro 3akona ot 17 urons 1999 r. N 178-03 "O rocynapcTBeHHOM
conpanbHoi momomu"', M Ko HO30J0rHYecKoil (opMbl MO MesIyHAPOAHON CTaTUCTHYECKOI
kiaccuukau Oonesnei (mamnee - MKB), 3amomHseMbie je4amyM BpadoM IMyTEM 3aHECEHHs KaXIOH
UQPHI B TyCThIE SYSUKH, TIPU 3TOM TOUYKA IPOCTABIISIETCS B OT/AEIBHON siueiike;

3) ormeTrka 00 ucrouHumke QuHaHcupoBaHus ((penepanbHblii Oroker [1], OmKer cyObekra
Poccuiickoii @enepanuu [2], myHunmnansubiid 61 ket [3]) u nporenre ortarer perenra (Oecruiatao [1],
50% [2]);

6. B peuenTypubix 0mankax Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "damuus,
WHHIIMAJIBI UMEHU U O0TYeCcTBa (TIOCIeHEe - IPU HAJMYKMK) NalueHTa" yKa3bIBAIOTCS (DaMIIIHs, WHUIITAIIBI
MUMCEHU U 0TYeCTBa (IPH HAJTMYMH) TTAI[UCHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "JlaTa



pPOXKICHHUS'" yKa3bIBACTCS JIaTa POXKACHUS MAIMEHTa (YKCII0, MECSII, TO).

JlononHuTENbHO B penentypHbix O0mankax ¢Gopmbel N 148-1/y-88 u ¢popmer N 107-1/y anst nereii B
Bo3pacTte 10 1 roxa B rpade "JlaTa poxxneHus" yka3pIBaeTCsi KOJIMYECTBO MOJIHBIX MECSIICB.

8. B peuenrypubix Onankax ¢opmbl N 148-1/y-04(n) B rpadax "CHMIIC" u "N momnmca
00s13aTeILHOTO  MEJMIIMHCKOTO ~CTPaxoBaHMs' YKa3bIBAIOTCS CTPaxOBOM HOMEP HHIMBHIYAILHOTO
JMIIEBOTO cueTa rpaxkaanuHa B [lencnonnom ¢oupae Poccuiickont @enepanun (CHUJIC) (npu Hanmuuu) u
HOMEp IoJinca 0053aTeIbHOT0 METUIIMHCKOTO CTPaXOBaHUS.

9. B penenrypubix 6inankax ¢opmbel N 148-1/y-88 B rpade "Anpec MecTta )KUTEIBCTBA HIH HOMEP
MEIUIUHCKONW KapThl MAIMEeHTa, MOJIyYaIOIero MEIUIMHCKYI0 MOMOIb B aMOyJaTOPHBIX YCIOBHUSX',
YKa3bIBACTCsl aIpec MeCTa JKUTENbCTBA (MecTa NMpeObIBaHHMsA WIM MecTa (PaKTHUECKOTO IPOKHBAHHS)
NalyeHTa WIM HOMEp MEIMLMHCKOM KapThl MAalMEeHTa, IOJIyYalollero MEJUIMHCKYI0 IOMOIIb B
aMOyIaTOPHBIX YCIOBUSX 2.

B penentypubix Omankax ¢opmber N 148-1/y-04(m) B rpade "Homep MeAMIIMHCKOH KapThl
NalMEHTa, MOJYYaloIlero MEIUIMHCKYI0 MOMOLIb B aMOYyJIATOPHBIX YCIOBUAX' YKa3bIBaeTCs HOMEp
MeJUIMHCKOM KapThl HAllHeHTa, HOJTYYaroIlero MeAMIMHCKYIO TOMOIIIb B aMOYJ/IaTOPHBIX YCIOBUX .

10. B rpade "damuius, uHULKAIB UMEHU M OTYeCTBa (MOCIENHEE - NMPHU HAJIMYUH) JICYAIEro
Bpaya (Qenpamepa, akymepku)' penentypHeix OmankoB  dopm N 148-1/y-88, N 107-1/y wm
N 148-1/y-04(;1) py4HBIM CITIOCOOOM MIJIM C MMOMOIIBIO IITAMIIA YKa3bIBAIOTCS (DaMUITUS, HHUIMATIbI UIMECHH
U ordecTBa (MOCNEIHEE - MPH HAIWYMU) MEIUIUHCKOTO paOOTHWKA, HAa3HAYMBIIETO JICKAPCTBEHHBIC
npenapaTsl 1 0()OPMUBILETO PELET.

11. B rpade "Rp" peuentypubix OmankoB ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x)
YKa3bIBaeTCs:

1) HauMeHOBaHHWE  JIGKAPCTBEHHOro  mpemapata  (MEXAyHapoJHOE  HEMaTeHTOBAHHOE
HaMMEHOBaHHE, TPYNIUPOBOYHOE WIM XHMHUYECKOE HAMMEHOBaHHE, TOProBO€ HAaWMCHOBAaHHWE) Ha
JATUHCKOM f3bIKE, (JOpMa BBIITYCKA, JO3UPOBKA, KOJIMYECTBO;

2) crnocod TpPUMEHEHHs JIEKapCTBEHHOIO Mperapara Ha TOCYNapCTBEHHOM si3bike Poccuiickoit
denepanu UIM Ha TOCYAApCTBEHHOM si3blke Poccuiickoit dexepanuu M rocynapcTBEHHOM  SI3bIKE
pecnyONIMK U WHBIX s3bIKax Hapo10B Poccuiickoit denepammu 4,

12. Tlpm oc¢opmiIeHUH peUEenTypHBIX ONAaHKOB 3alpellaeTcs OrpaHUYUBaTbCA — OOLIUMHU
yKa3zaHUsMH, Hanpumep, "'Buytpennee”, "U3BecTHO".

13. Penent, odopmieHHblii Ha pernentypHom Omanke dopm N 148-1/y-88, N 107-1/y wu
N 148-1/y-04(;1), moanuceiBaeTCss METUIIMHCKAM PaOOTHUKOM U 3aBEPSAETCS €ro MeYaThio.

Penenit, ohopmitennsliii Ha perientypHoM Oianke dopmbl N 148-1/y-88 u popmer N 148-1/y-04 (i)
JIOTIOJTHUTEIILHO 3aBEPSETCs MeYaThio MEAUIIMHCKONW opranu3anuu "l perentos”.

14. Ha ogHom peuentypaom Oianke Gopmver N 148-1/y-88 u dhopmer N 148-1/y-04 (1) paszpemaercs
OCYILECTBIIATh Ha3HAUEHHE TOJIBKO OJTHOT0 HAMMEHOBAHMS JIEKAPCTBEHHOTO MTpernapara.

Ha omnom peunentypHom Omanke dopmbl N 107-1/y paspemiaercs OCyIIeCTBISATh Ha3HAuCHHE
TOJBKO  OJHOTO  HAMMEHOBAHMs  JIEKAPCTBEHHOro Ipemapara, otHocsamierocs mno ATX k
antuncuxotuueckum cpenctBam (kox NOSA), ankcuonmutrkam (koa NOSB), cHOTBOPHBIM U ce€aTUBHBIM
CpeacTBam (ko NO5C), aHTHJICTIPECCAHTaM (ko NOGA) U HE  MOAJEXKAIIETro
PEMETHO-KOJINYECTBEHHOMY YUeTy, U JI0 TPeX HAaUMEHOBAHUH JICKApPCTBEHHBIX MPENapaToB - ISl HHBIX
JIeKapCTBEHHBIX IIPENapaToB, HE OTHECEHHBIX K BbIlIeyKa3aHHbIM ATX.

15. VcnpaBieHus B periente He JOIyCKatoTCs.

16. IIpu odopmienun peuentypubix OmankoB hopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1)
Ha JICKQpCTBEHHbIE IIpernaparbl, Ha3HAUYEHHbIE [0 pEIIEHUI0 BpaueOHOM KOMHCCUM, Ha 00opoTe
peLenTypHOro OJiaHKa CTaBHUTCS CIielManbHas OTMEeTKa (Tam).

17. Ha peuentypHom Onanke Qopmver N 148-1/y-04(;1) BHM3Y WMeeTCs IJIMHHS OTpPBHIBA,
paszessonas peuenTypHbli OJIaHK U KOPELIOK.

Kopemok ot penenrta, opopMIEHHOr0 Ha yKa3aHHOM PELENTYpHOM OJaHKe, BBIIAETCS MalUeHTy
(ero 3aKOHHOMY TPEACTABUTENIO) B aNTEYHOH OpraHM3alliy, Ha KOPEIIKE [eJaeTcsi OTMETKa O



HaMMEHOBAHHH JIEKAPCTBEHHOTO IMpenapara, 103MPOBKE, KOJIMYECTBE, CIIOCOOE MPUMEHEHHUS.

18. Odopmienue crenuagbHOrO PpEUENnTypHOro OJlaHKa Ha HApKOTUYECKOE CpEACTBO U
NICUXOTPOITHOE BEUIECTBO OCYIIECTBIISICTCS B COOTBETCTBHH C NPHKa30M MUHHUCTEPCTBA 3IPAaBOOXPAHCHHS
Poccuiickoii @eneparu ot 1 aBrycra 2012 r. N 54 "OO ytBepxkaeHHH (GOpMbI OJAHKOB PEIETITOB,
COZIep)KAlMX HA3HAUYEHHE HAPKOTHYECKUX CPEJICTB MM TICUXOTPONHBIX BEIIECTB, TMOPSIKAa UX
M3TOTOBJICHMS, PACIIpeie/ieHUs, PErHCTPAIliH, yueTa i XpaHEeHHs, a TakKe IpaBi ohopmiIeHus " >,

1. Opopmienne penenra B (popme 3J1eKTPOHHOI0 TOKYMEHTa

19. Peuent B hopMe 3MEKTPOHHOTO JTOKYMEHTA, MOANMCAHHOTO YCHJICHHOM KBaNIU(DUIIMPOBAaHHOM
HJIEKTPOHHON TOAINUCHIO, (OPMUPYETCS MEAULIMHCKUM PaOOTHUKOM, CBEICHHMS O KOTOPOM BHECEHBI B
(enepanbHblii pErucTp MEAUMIMHCKUX PAOOTHUKOB®, a Takke MPU yCIOBMH PErHCTPAIUMU MeIUIIMHCKOM
OpraHM3aluK, B KOTOPOil odopmisercss pelent, B (enepalbHOM PeecTpe MeIMIHHCKUX OpraHu3amuii ’
€IMHOW TrOoCyAapCTBEHHONW MH(OPMAIIMOHHON CUCTEMBI B c(epe 31paBOOXPAHEHUS U MOJKIIOUCHHS TaKOU
MEIMLMHCKONW OpraHu3alMy K TOCYJIapCTBEHHOM MH(OPMAIMOHHON cHUCTeMEe B cdepe 3apaBOOXPAHCHHS
cy6nekta Poccuiickoii deneparmu ®.

20. IIpu oopmiienuu perenta B (popme 3JIEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE MPEMaparsl,
yKazaHHble B mnojanyHkrax 2 - 5 nynkta 10 m nynxrte 12 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX
[IPENapaToB, YTBEP:KACHHOIO HACTOSINMM IPUKA30M, M OTIIyCKaeMbl€ 3a IOJHYK) CTOUMOCTD,
3aI0JIHAIOTCS CIIENYIOIUE PEKBU3UTHI:

1) xon cyObekra Poccmiickoit ®emepammn no OKATO, ompenensiomuil rocyaapCTBEHHYIO
MHPOPMALIMOHHYIO CHUCTeMYy B cdepe 3apaBooxpaHeHus cyowbekta Poccuiickoit denepanyuu B KOTOpOH
copMHUpOBaH peLent B (hopMe IEKTPOHHOTO JOKYMEHTA,

2) HAMMEHOBAaHUE MEANIIMHCKOM OpraHu3aluy, apec, TeneoH Win GpaMuins, HHULIUATBI IMEHH U
otdecTBa (mocienHee - MPH HAJMYUM) WHAWBUAYAJIHHOTO NPEANPUHUMATENS, UMEIOUIETO JIMIICH3UI0 Ha
MEJULUHCKYIO JAEATEIBHOCTD, €ro aJIpec;

3) OI'PH ropuanueckoro ymia (Meauiuackoi opranusanuu) win OT'PHUIT waauBuayaibHOTO
IIpeIpUHUMATENS;

4) nata oopmiteHus perenra (yKa3pIBaeTCs YUCIO, MECSIL, TON);

5) nmara okoHwyaHus neiictBus peuenrta (popmupyeTcs TocymapcTBEHHOW HH()OPMALMOHHON
cucteMoil B cepe 3apaBooxpaneHust cyobekra Poccuiickoit dexepanuu B COOTBETCTBUM CO CPOKaMHU
neiictus peuentos: 15 nueit, 30 aueit, 60 aueit, 90 aueit, 1o 1 roxa);

6) yHuKambHBIN HOMep peuenta (GpopMupyercst rocyAapCTBEHHOW MH(POPMAIIMOHHOW CUCTEMOH B
chepe 3apaBooxpaHeHuss cyOwbekTa Poccuiickoii ®enepanuu M oOecneuynBaeT  OJHO3HAYHYIO
uAeHTHPUKAIMIO perenta B (opMe 3IeKTpoHHOro aokymeHta B coueTannu ¢ OKATO, OI'PH wmm
OI'PHMUIT);

7) ormetku "Cito" (cpouno) wim "statim" (HememeHHO) MmpH HEOOXOAUMOCTH CPOYHOTO HIIH
HEME/UICHHOTI'O OTIIYCKa JIEKApCTBEHHOIO Ipelapara MalueHTy,

8) agpec mamuenTa (ykasbIBaeTCs IOYTOBBIH aIpec MecTa JKHTENbCTBa (MecTa HpeObIBaHUS WU
MecTa (PaKTHYECKOro MPOXKHMBAHUSA) C YKa3aHHEM HHJIEKCAa, HAMMEHOBAaHUS Kpas, 00IacTu, peciyOIHKH,
AaBTOHOMHOTI'0 OKpyTa, HANMEHOBAHHUS HACEIICHHOTO IIYHKTa, HAMMEHOBAHUS YIUIIBI (ITPOCIIEKTa, TIEpeyJIIKa,
npoesna), Homepa aoma (C ykazaHueM KopItyca, Ipy HaJIu4uu), HOMepa KBapTUPBbI);

9) HOMEp SJIEKTPOHHOW MEIUIIMHCKOW KapThl MAalMEHTa B TOCYAAPCTBEHHOH HH(pOPMALMOHHOM
cucreme B cepe 31paBooxpaneHus cyorekta Poccuiickoit denepanuu;

10) pamunus, ums, oT4ecTBO (MIPHU HAJTMYUK) MMAIIMEHTA NOJTHOCTBHIO,

11) nmata poxnaeHus naunueHta (yKaspIBaeTCsl YHCIO, Mecsl, roxa), aus neredl no 1 roxa
JIOTIOJIHUTEIILHO YKA3bIBAE€TCs KOJIUYECTBO IOJHBIX MECALICB,;

12) ¢amunust, WHUNMANBI UMEHHM M OT4ecTBa (MOCIeqHee - NpPU HAIWYUHM) MEIUIUHCKOTO
pabOTHUKA TOJTHOCTHIO;



13) HauMeHOBaHME  JIGKAPCTBEHHOro  mpenapara  (MEKIyHapOAHOE  HEMATCHTOBAaHHOE
HaMMEHOBaHKME, TPYMNIUPOBOYHOEC WM XHMHUYECKOE HAMMEHOBAaHHE, TOProBOC HAaWMCHOBAaHHE) Ha
JATUHCKOM S3bIKE, T03UPOBKA, (pOpMa BBITYyCKa, KOJIMYECTBO;

14) cnoco0 mpUMEHEeHHs JEKapCTBEHHOrO IpernapaTa Ha TOCyAapCTBEHHOM s3bike Poccuiickoit
@enepaunuy WIM Ha TOCYNapCTBEHHOM s3blke Poccuiickonn denepanuu U TOCYyIApCTBEHHOM  SI3BIKE
pecnyOIIMK U UHBIX s3bIKaX Hapoa0B Poccuiickoit denepanmu °

15) npu3HaK yTBEp)KICHHs HAa3HAYCHUS JICKQPCTBEHHOT'O Iperapara M0 PEHICHUI0 BpadeOHOI
KOMHCCHUU MEIUIIUHCKON OpTraHu3aliy;

16) oTMeTka O Ha3HAYEHHM JICKAPCTBEHHOTO Npernapara MO PEIICHHI0 BpauyeOHOH KOMHCCHH
MEIUIUHCKOW OpraHM3alliu B CIIydasX, YKa3aHHBIX B aO3aiie Bropom myHkta 6 [lopsaka HazHaueHHS
JIEKapCTBEHHBIX MIPENapaToB, YTBEPKACHHOTO HACTOSIINM IPUKA30M;

17) oTMeTKka O CreUUaIbHOM Ha3HAYCHUW JIGKAPCTBEHHOTO Npernapara (3aloJHAeTCs B CIIydasx,
yKazaHHbIX B nyHktax 16 m 25 ITlopsnaka Ha3sHaueHHs JICKApCTBEHHBIX IPENapaTtoB, YTBEP)KIACHHOTO
HACTOSIIUM TPUKA30M);

18) oTMeTKa O crienMaNTbHOM Ha3HAUYEHHHU JICKAPCTBEHHOT'O Nperapara MalueHTy ¢ 3a00JieBaHueEM,
TPeOYIOIUM JTUTEILHOTO KYPCOBOTO JieueHHs1 (3aloyIHsAeTCs B CIydae, yKazaHHOM B nyHkTe 24 [lopsiaka
Ha3HAYCHUsS JICKAPCTBEHHBIX MPENapaToB, YTBEPKJCHHOIO HACTOSIIUM IPUKA30M) C MPOCTaBJICHHEM
NEPUOJIMYHOCTH OTITyCKa JIEKApCTBEHHOTO Mperapara,

19) npu odopmiieHnu perenta B popMe IIEKTPOHHOTO JOKYMEHTA Ha JICKApCTBEHHBIE MPEeTapaThl,
yKazaHHble B mojnyHkrax 2 - 5 nyHkra 10 m nynxrte 12 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX
IPenaparoB, YTBEP)KACHHOIO HACTOSIIMM IPHKAa30M, TpaKAaHaM, HMMEIOLUMM IpaBo Ha OecrjiaTHoe
MOJyYeHHE JICKApCTBEHHBIX MpErnapaToB WIM IOJyYeHHE JICKapCTBEHHBIX IPENapaToB €O CKHJIKOIM,
3aIONTHAIOTCS PEKBU3HUTHI, NMPEeIyCMOTpeHHbIe MojnyHkrtamu 1 - 18 HacTosmiero MmyHKTa, a Takxke
CIIEIYIOIINE PEKBU3HTHI:

a) KaTeropus TpaKAaH, HMEIOIMX TNpaBO Ha TOJyYCHHE JICKApPCTBEHHBIX IpernapaToB B
COOTBETCTBHUH co craTheil 6.1 denepanpHoro 3akona ot 17 urons 1999 r. N 178-03 "O rocynapcTBeHHO
cormansHo# momoru” *%;

0) ko Ho3omoruueckoit popmer no MKE;

B) uctouHuk (uuancuposanus (1 - ¢denepanpHblil Oromxer, 2 - OmKeT cyObekTa Poccuiickoi
denepanuy, 3 - MyHUIUIATEHBIN OIOJKET);

r) pa3mep oruiathl (1 - 6ecratho, 2 - 50%);

J) CTpaxoBOM HOMEp HMHAMBUAYaIbHOTO JIMIIEBOTO cYeTa rpaxkaaHuHa B [leHcnoHHOM (oHzE
Poccuiickoii ®enepanuu (npu Hanmunu) (CHUIIC);

€) HoMep IoJyiuca 00513aTeIbHOr0 MEJUIIMHCKOTO CTPaXOBaHUSI.

21. Ilpu mpocTaBieHUH OTMETKH, YKa3aHHOH B mnojmnyHkre 16 mynkra 20 Hacrosimero Ilopsiaka,
peuent B (GOpME INEKTPOHHOIO JOKYMEHTa IOANUCHIBACTCS YCHJICHHOW KBaIM(PULIMPOBAHHOM
HJIEKTPOHHON TIOMKCHIO MPEACcEeaaTeNs UM CeKpeTaps BpaueOHOM KOMHCCUU MEMIIMHCKOM OpraHu3aluy,
IpU MPOCTABICHUH OTMETOK, yKa3zaHHbIX B nojnyHkrax 17 u 18 nynkra 20 nacrtosmero Ilopsnxa, -
YCUJICHHBIMH KBaJTU(HULUHUPOBAHHBIMU 3JEKTPOHHBIMU IMOJAMUCSIMH COOTBETCTBYIOIIMX MEIULMHCKUX
pabOTHUKOB.

22. Ilo TpeOOBaHMIO MalMEHTAa WM €ro 3aKOHHOTO MpPEJCTaBUTEN OGOPMIIETCS 3K3EMILLp
peuenta B (opMe 3NIEKTPOHHOI'O JOKyMEHTa Ha OyMaXHOM HOCHUTENle, B TOM YHUCIIE IIyTeM ero
odopmienuss Ha peuentypHbix Omankax ¢Gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n1) ¢ oTMeTKOi#
" JlyOIIMKaT 3J€KTPOHHOIO JJOKyMeHTa' .

I11. YdeT penienTypHbIX GJIAHKOB

23. VYuer penentypubix OnankoB ¢opm N 107-1/y, N 148-1/y-88 wu N 148-1/y-04(xn),
U3rOTaBIMBAEMbIX THIOrPaCKUM CIocoOoM (nanee - peuenTypHble OJaHKH, TMOMJICKAIINE YYETy),



OCYIIECTBIISICTCS B XKYypHajaxX ydera, MPOHYMEPOBAHHBIX, MPOLUTHYPOBAHHBIX M CKPEIUIEHHBIX MOIMHUCHIO
PYKOBOIUTENSE M  TeYaTbl0 MEIMUIMHCKOW  OpraHu3alMd MM HOJNHCHIO  HMHAWBUAYAIBHOTO
NpeaIpUHUMATENS], UMEIOILET0 JUICH3UIO Ha METUIIMHCKYIO 1A TEIbHOCTb.

24. Kypnan ydera peuentypHbix 6mankoB Gopmel N 107-1/y conepxut cienyromue rpadsi:

1) HOMep 1O MOPSIKY;

2) B pasnene "Tpuxon'™

a) Jarta perucTpaniy JOKyMEHTa, MOATBEPKIAIOUICTO MTOCTYIICHHUE;

0) HOMep U J1aTa JOKyMEHTa, MOITBEPIKIAFOIIEr0 MOCTYIUICHNE, HAMMEHOBAaHHE TTIOCTABIIINKA,

B) 0011ee KOJTMYECTBO MOCTYIHBLIMX PELIENTYPHBIX OJIAHKOB,;

r) damunus, uWHUNMANBI MMEHM M oTdecTBa (MOcienHee - TpPU HAJIWMYMU) M IOJIIHCH
OTBETCTBEHHOT'0 MEAMLIMHCKOTO pabOTHHKA, MOIYYHUBLIETO PELENITYpHbIE OJaHKHU OT MOCTAaBILUKA;

3) B paznene "Pacxox™:

a) JaTta BbIA4U PEIENTYPHBIX OJIAHKOB;

0) KOJIMYECTBO BBIAAHHBIX PELENTYPHBIX OJIaHKOB;

B) (damunus, MHUOMAIBI MMEHH M OTYeCTBa (NOCIIEAHEE - TPU HAIMYUH) OTBETCTBEHHOI'O
MEIUIUHCKOTO PA0OTHUKA, ITOJyYUBIIETO PELENTYpHbIC OJIAHKH,

I') MOANKUCH OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHUKA, MOJYYHBIIETO PEIENTYPHbIC OJaHKH,

4) ¢damunus, WHUOUMAIBL MMEHM W oOT4ecTBa (MOCJIEIHEE - MPH HAIWYMU) M IOJIHCH
OTBETCTBEHHOT'0 MEAMLIMHCKOTO pabOTHUKA, BBIJABILIETO PEleNTypHbIE OJaHKH;

5) ocTaTok penenTypHbIX OJTaHKOB.

25. XKypnan ydera peuentypHbix OmankoB (opm N 148-1/y-88 m N 148-1/y-04(n) comepxwut
clieayromue rpagsi:

1) HOMep 10 TTOPSKY;

2) B pasnene "Tlpuxon™

a) JaTta perucTpaniy JOKYMEHTa, MOATBEPKIAIONIETO MMOCTYIJICHHUE;

0) HOMep U J1aTa JOKyMEHTa, IMOITBEP KJAFOIIEero MOCTYIJICHNE, HAMMEHOBAaHHE TTOCTABIIINKA,

B) 00IIee KOJMYECTBO MOCTYIHBIIMX PELIENTYPHBIX OJIAHKOB,;

I) CeprH M HOMEpa PEeleNTYPHBIX OJIAHKOB;

1) KOJTMYECTBO PELIENTYPHBIX OJIAHKOB 110 CEPUSIM;

e) damunus, WHUNMANIBEI WMEHH M oT4yecTBa (mMocieqHee - TPH  HAJMYUHM) W TOAIUCH
OTBETCTBEHHOT'0 MEAMLIMHCKOTO pabOTHHKA, MOIYYHBLIETO PeLENTYpHbIE OJaHKH OT MOCTAaBILUKA,

3) B paznene "Pacxox™:

a) JaTta BbIIA4M PEIENTYPHBIX OJIAHKOB;

0) cepun ¥ HOMeEpa BBIIAHHBIX PEIETITYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIIAHHBIX PELENTYPHBIX OJIaHKOB;

r) QaMwims, WHALOMAIBl UMEHM M OTYecTBa (HOCNEAHEe - TPU HAIWYUU) OTBETCTBEHHOTO
MEIUIUHCKOTO PA0OOTHUKA, ITOJYYUBIIETO PELENTypHbIE OJIaHKH,

1) HOJIKCH OTBETCTBEHHOI'0 MEAMIIMHCKOTO Pa0OTHHKA, MOJyYUBIIETO PELENTYPHbIC OJaHKH;

4) ¢damunus, WHUOMAIBI WMEHM W OT4ecTBa (MOCIEIHEE - MPH HAIWYMU) M IOIIHCH
OTBETCTBEHHOT'O MEJMIIMHCKOT0 paOOTHHKA, BBIABILIErO pELENTypHbIEe OJIaHKH,

5) ocTraTok peuenTtypHbIX OJIaHKOB.

26. YueTr cnenMajgbHbIX PELEeNTypHBIX OJIAHKOB Ha HApKOTHUYECKOE CPEACTBO U ICHUXOTPOIHOE
BEIIIECTBO OCYILECTBIIACTCS B COOTBETCTBHM C ITpHKa30M MUHHUCTEpCTBa 3apaBooxpaHeHus: Poccuiickoii
@eneparuu ot 1 aBrycta 2012 r. N 54n "O6 yrtBepkaeHUH (GOpMbI OJAHKOB PELENTOB, COJEpPXKALIUX
Ha3HAuYE€HUE HAPKOTUYECKUX CPEACTB WM ICUXOTPOMHBIX BEIIECTB, MOPSJKA HX H3rOTOBJICHUS,
pacrpejieNieHus, PErCTpalliy, yueTa i XpaHeHus, a Takxke npaBui opopmienus™ M.

27. Ydyer peuentoB, O(OPMIIEHHBIX B (OpMe 3JIEKTPOHHOIO JOKYMEHTa, OCYIIECTBIISETCS B
roCyJJapCTBEHHON HMH(POpPMALMOHHON cucTteMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoii
denepalv MOCPEICTBOM BEJCHUS €AMHOTO PeecTpa pelenToB, o(GpOpMIEHHBIX B (GOpMe 3IIEKTPOHHBIX
JIOKYMEHTOB.



IV. XpaHeHnne penentypHbIX 0J1aHKOB

28. MemunuHCKHE OpraHU3allii MOJMy4YaloT HEOOXOIUMBIE pelenTypHbIe OJIaHKH, 0QOpPMIICHHbIC
TUNOrpa)cCKuM  crocoboM, depe3 TEppPUTOPUANIbHBIC OpraHbl YIPaBJICHUS 3IPABOOXPAHECHHEM WU
OpraHu3alliy, YHNOJHOMOYEHHbIE HAa 3TO OpraHaMH MCIOJHHUTEIbHON BiacTu cyObekToB Poccuiickoii
depnepanun.

29. PenenitypHble OJaHKH, MOAJSKAIIUE yUETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYCHHBIM
PYKOBOAMTENIEM MEIUIIMHCKOW OpraHu3allid, B 3amMpacMoM MeTaumnueckoMm Imkady (ceiide) wumm
METAJUINYECKOM SIIIUKE.

30. MnauBuya bHbIN IpeIpUHUMATENb, UMEIOIINNA JIULIEH3UI0 Ha METUIIMHCKYIO e TeNbHOCTb,
XPaHUT pelenTypHbIC OJaHKH, MOUIeKALINE YUETy, B 3alMpacMoOM MeTajuindeckoM mmkady (ceiide) mim
METAJUINYECKOM SIILIUKE.

31. IIpoBepka COCTOSIHMSI XpaHEHHMs, ydeTa, (PaKTHMYECKOro HaIUYMsi M pacxojla pelenTypHBIX
OJaHKOB, MOAJEKAIIMX Yy4YeTy, OJMH pPa3 B KBapTal OCYIIECTBISETCS KOMHUCCHEH, CO3JaHHOH B
MEIUIMHCKON OpraHu3alui.

32. Penentypusle Onankd, odopmisieMble Ha OyMa)XHOM HOCHTENE M THOJJICKAIIUe YYeTy,
BBIJIAIOTCSI MEIUIIMHCKUM pPa0OTHHKAM, MUMEIOIIUM IpaBO O(GOPMIICHHS PELENTOB, MO PAaCIOPSHKCHUIO
IJIABHOI'O Bpaya MJIM €ro 3aMECTUTEIIS.

[TonyueHHble peuenTypHble OJIaHKM Ha OyMaXHBIX HOCUTENSX XPAaHATCS MEIUIIMHCKUMHU
pabOTHUKAaMU B MOMEIIEHHSX, 00ECIIEUNBAIOIINX UX COXPAHHOCTb.

33. XpaHeHue CrenualIbHBIX PEeHEeNTYyPHBIX OJAHKOB HAa HAPKOTUYECKOE CPEACTBO M IICUXOTPOITHOE
BEIIECTBO U BbIJauya YKa3aHHBIX PEIENTYpPHBIX ONAHKOB MEIUIIMHCKOMY PaOOTHHKY OCYLIECTBIISETCS B
COOTBETCTBUHM C Npuka3zoM MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickoit deneparmu ot 1 aBrycra
2012 r. N 541 "O6 yTtBepxxaeHun (GopMbl OIaHKOB PELENTOB, COJIEPXKAIIMX HAa3HAYeHHE HAPKOTHUECKHX
CpPEeACTB WM MCUXOTPONHBIX BEIIECTB, MOPSI/IKA UX U3TOTOBJICHUS, PacIpeeNICHNs, peTUCTPAINH, yueTa U
XpaHEeHMs, a TaKKe MpaBui opopmueHus’” 2,

34. TIporpaMMHO-TEXHHUYECKHE CPE/ICTBA TOCYAApPCTBEHHBIX MH(OPMAIIMOHHBIX CHUCTEM B cepe
3PaBOOXPAHEHUS], MEAUIMHCKUX UHPOPMALMOHHBIX CHCTEM MEIUIIMHCKUX OpraHu3aluil 00ecrednBaoT
XpaHEeHUE HIEKTPOHHBIX PELENTOB, OPOPMIICHHBIX B (pOpME AJIEKTPOHHBIX JOKYMEHTOB B TEUEHHE CPOKOB,
YCTAHOBJICHHBIX JUISl XpaHEHUs PELENnToB, 0(OPMIIEHHBIX HAa COOTBETCTBYIOLIMX (opMax peLenTypHBIX
6IaHKOB Ha GyMasKHOM HOcHUTele =,

1 Cobpanne 3akoHomatenbeTBa Poccmiickoit @emepammu, 1999, N 29, cr. 3699; 2009, N 30, cr. 3739; 2010, N 50,
cT. 6603; 2013, N 48, ct. 6165.

2 Tlpuka3 MuHHCTEpCTBa 3apaBoOXpaHeHus Poccuiickoit ®enepamuu ot 15 nexabps 2014 r. N 834n "O6
YTBEPXKICHUN YHHDULIUPOBAHHBIX (OPM MEIMIUHCKON IOKyMCHTALMH, HCIOJNB3YyeMbIX B MEIUIMHCKHX OpraHU3alusiX,
OKa3BIBAOIIMX MEIUIMHCKYI0 MOMOLIb B aMOYJIATOPHBIX YCIOBHSX, M IOPSIKOB [0 HX 3alONHEHHIO" (3aperiucTpupoBaH
MunwuctepctBoM toctuimn Poccuiickoit ®emepanuu 20 ¢espans 2015 r., perucrpannonnsii N 36160), ¢ usmeHeHwsmMy,
BHECEHHBIMH TIPHKa30M MHUHHCTEPCTBA 31paBooxpanenus Poccniickoit deneparnm ot 9 staBaps 2018 1. N 2 (3apeructpupoBan
MunwucTepcTBoM focTritin Poccutickoit ®eneparin 4 ampenst 2018 1., peructpanmonnsii N 50614) (nanee - mpukas N 834m).

3 [Tpukas N 834n.

4 Yacre 1 crateu 15 3akona Poccuiickoit ®@enepamuu ot 25 oktsabps 1991 r. N 1807-1 "O s3bIkax HapojoB
Poccutiickoit ®enepamnu” (Bemomoctr chesna Hapomubix mermytaroB PCOCP u Bepxosroro Cosera PCOCP, 1991, N 50,
c1. 1740; CobGpanwue 3akoHomarenbcTBa Pocemiickoit @emepannn, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

% 3apernctpupoBan MuHHMCTEpCTBOM rocThimM Poccwmiickoit @enepamn 15 asrycra 2012 r., pervcTpanvOHHBIH
N 25190, ¢ u3MeHeHHsIMH, BHECEHHBIMHU TIpUKa3aMu MuHHCTEpCTBA 3/ipaBooxpaHenusi Poccuiickoit deneparuu ot 30 wroHs
2015 r. N 385w (3apeructpupoBan MuHHCcTepCcTBOM FocTUIMH Poccuiickoit ®enepannu 27 Hostops 2015 ., perrucTpartioHHEBI#
N 39868), ot 21 ampenst 2016 . N 2541 (3apeructprpoBai MuHHCTEpPCTBOM focTUINK Poccuiickoit Menepanvu 18 uromst 2016
r., peructparmronnsit N 42887), or 31 oxtsiopst 2017 r. N 8821 (3apeructpupoBa MUHHCTEPCTBOM FOCTHIMH Poccuiickoi
Denepamnmu 9 suBaps 2018 r., perucrpannonnsii N 49561).

® IMynxrel 6, 7 TMonoxeHus o eIUMHON rocyaapcTBeHHOU HH(OpMaUMOHHON cucTeMe B cepe 3ApaBOOXPaHEHHS,



YTBEpXKICHHOro rocTaHoBieHueM [IpaBurenbcTBa Poccuiickoit ®enmepamwm ot 5 wmas 2018 1. N555 (CoGpanue
3akoHozaTenpcTBa Pocemiickoit demepartin, 2018, N 20, ct. 2849; N 49, ct. 7600; N 50, cr. 7755; 2019, N 6, ct. 533) (nasnee -
IMostoKeHue O eAUHOM CUCTEME).

" Tynxkrer 9, 10 TTonoxkeHus 0 €IMHOM CHCTEME.

8 Craten 91 m 91.1 ®enepansuoro 3akona ot 21 nos6ps 2011 roma N 323-®3 "O6 ocHOBaX OXpaHbl 310POBbs
rpaxman B Poccuiickoit @eneparmn’ (Cobpanne 3akoHomaTenberBa Poccmiickoit @eneparmu, 2011, N 48, cr. 6724; 2012,
N 26, cr. 3446; 2013, N 27, cr. 3477; N 39, cr. 4883; N 48, cr. 6165; 2014, N 30, cr. 4257; N 43, cr. 5798; N 49, ct. 6927,
6928; 2015, N 1, cr. 85; N 10, cr. 1425; N 27, ct. 3951; N 29, cr. 4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18, ct. 2488;
N 27, ct. 4219; 2017, N 18, ct. 2663; N 31, ct. 4794).

®Yacre 1 crateu 15 3akona N 1807-1

10 Cobpanne 3axoHomatenbeTBa Poccuiickort @eneparmu, 1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50,
cT. 6603; 2013, N 48, ct. 6165.

11 3apeructpupoBan MuHMCTEpCTBOM FocTIMM Poccumiickoii ®enepannu 15 asrycra 2012 r., pervcTpanvOHHBIH
N 25190, ¢ m3MeHeHNAMH, BHECEHHBIME TpHKazaMi MUHHCTEpCTBa 31paBooxpaneHus Poccuiickoit ®enepanmm ot 30 mioHs
2015 r. N 385H (3apeructpupoBan MunuctepctBoM octunmn Poceniickoit @eneparu 27 wosiopst 2015 r., peructpanuoHHbIi
N 39868), ot 21 ampenst 2016 r. N 2541 (3apeructpupoBan MunucTepcTBoM roctuimu Poccuiickoit @enepanun 18 uromst 2016
r., perucrparonnsii N 42887), or 31 oxrsiopst 2017 r. N 882u (3apeructpupoBad MHHHCTEPCTBOM FOCTHIMH POCCHITCKOM
Denepanuu 9 sirBaps 2018 r., peructpanmonnsit N 49561).

12 3apernctpupoBan MunucTepctBOM tocTuiu Poccmiickoii ®Denepannn 15 asrycra 2012 r., pervcTpandOHHBIH
N 25190, ¢ m3MeHeHNAMH, BHECEHHBIME TIpHKazaMi MUHHCTEpCTBa 31paBooxpaneHuss Poccuiickoit @enepanmu ot 30 mioHs
2015 r. N 385n (3apeructpupoBan MunuctepctBoM foctunnn Poccuiickoit @eneparuun 27 wosiopst 2015 r., peructpanuoHHbIit
N 39868), ot 21 ampenst 2016 r. N 2541 (3apeructpupoBan MunucTepcTBOM focTuimu Poccuiickoit Meneparnun 18 uromst 2016
r., peructparmonnbii N 42887), or 31 oxrsiopst 2017 r. N 882u (3apeructpupoBad MHHHCTEPCTBOM FOCTHIMH POCCHICKOM
Denepanuu 9 siBapst 2018 r., peructpanmonnsit N 49561).

13 Tlyukr 14 npaBun OTIycka JIEKapCTBEHHBIX MPENApaToB JUls MEIUIMHCKOTO TPMMEHEHHs, B TOM HYHCIIE
MMMYHOOHOJIOTHYECKIX JIEKAPCTBEHHBIX MPEMapaToB, alTeYHBIMA OPTaHU3ANMsIMH, HHANBHUIYaJIbHBIMHU MPEATPUHIMATEISIMH,
MMCIOLIMMH JIMIIEH3UIO Ha (hapMaleBTUYECKYIO JESTEIbHOCTh, YTBEP)KACHHBIX NMpPHKa3oM MHHHCTEpCTBa 3paBOOXpPaHEHUS
Poccuiickoit @epeparmu ot 11 mromst 2017 r. N 403u (3apeructpupoBan MunucrepctBoM octunun Poccuiickoit enepaunu 8
centsiopst 2017 r., peructpanuonnsii N 48125).



