[Tpuka3 Munucrepctsa 3apaBooxpanerus PO ot 14 suBapsa 2019 r. N 4u "O0 yTBepKAeHUHU MOPsIKA
Ha3HAYEHU JIEKAPCTBEHHBIX MPENaparToB, (popM perentypHbIX OJaHKOB Ha JEKapCTBEHHbIE MTPENaparhl,
nopsiika 0pOpPMIICHHS YKa3aHHBIX OJIAHKOB, UX y4eTa U XpaHEHUS

B coorBerctBuu ¢ myHkTOM 16 uwactm 2 cratenm 14 ®enepanbHoro 3akoHa oT 21 HosOps
2011 1. N 323-@3 "OO6 ocHoBax oOxpaHbl 310poBbsi rpaxnaH B Poccuiickoit ®Denepamuu” (CoOpanue
3akoHomarenbcTBa Poccmiickoit ®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, cr. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) u noanynkramu 5.2.177, 5.2.179 u
5.2.180 Tlonmoxxenus o MunucrepctBe 3apaBooxpaHeHus Poccuiickoit dexpepanuu, yTBEpKIESHHOTO
noctanosnenueM [IpaButennbctBa Poccuiickoit ®enepaumu or 19 wmions 2012 r. N 608 (CobOpanue
3akoHojaarenbcTBa 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, ct. 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, ct. 5255; N 49, ct. 6922; 2017, N 7, cT. 1066; N 33, ct. 5202; N 37,
ct. 5535; N 40, c1. 5864; N 52, ct. 8131; 2018, N 13, cr. 1805; N 18, ct. 2638; N 36, cT. 5634; N 41,
cT. 6273), npuKa3bIBalo:

1. YTBepauTs:

MOPSI0K Ha3HAYCHHSI JICKAPCTBEHHBIX MPErapaToB coryiacHo npuioxenuto N 1;

(bopMBI perenTypHbIX OJAHKOB Ha JIEKapPCTBEHHBIE MPenaparhl corjaacHo npuioxkeHuo N 2;

NOpsiIOK  O(OPMIIEHUST PELENTYPHBIX OJAaHKOB Ha JIEKAPCTBEHHBIE INpenapaThl, UX y4yeTa |
XpaHEeHHUs coryiacHoO npuiokeHuto N 3.

2. [lpu3HaTh yTpaTUBIIUMU CHUITY:

npuka3  MunuctepcTBa  3apaBooxpaneHus Poccuiickoit  ®enepamuu ot 20 nexalps
2012 r. N 11751 "O06 yTBepAeHUH NOPsIIKa HA3HAYEHUS U BBIIUCHIBAHUS JIEKAPCTBEHHBIX MPENapaTos, a
Takxke (opM perentypHsIX OJaHKOB Ha JIEKAPCTBEHHBIE Mpemnaparhl, Mopsaka opopMIECHHUS yKa3aHHBIX
OJaHKOB, WX ydYeTa W XpaHeHus" (3aperucTpupoBaH MuHUCTEpCTBOM rocTuimu Poccuiickoir denepannmn
25 urons 2013 r., peructpanuonnsiii N 28883);

NYHKT 2 W3MEHEHHH, KOTopble BHOcATCA B I[lopsnok co3maHust M JeATelNbHOCTH BpaueOHOM
KOMHCCUU MEIMLIMHCKOW OpraHM3alliH, YTBEPXKACHHBIM MpHKa3oM MUHHUCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro pasButus Poccuiickoit ®enepauuu ot 5 Mas 2012 r. N 502H, u B Ilopsigok HazHadyeHUs U
BBINHCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHbIN MPUKa30M MUHUCTEPCTBA 3PaBOOXPAHCHHS
Poccuiickoit ®eneparuu ot 20 nexabps 2012 r. N 1175H, yTBep)KIEHHBIX NpHKa3oM MUHHUCTEPCTBA
3apaBooxpaHenusi Poccuiickort  ®enmepanumu ot 2 gekabpst 2013 r. N 886n  (3apeructpupoBan
MunucrepctBom rocturiuu Poccuntickoit denepanun 23 nexadpst 2013 r., peructpauuonnsiit N 30714);

npuka3 MunucrepctBa 31paBooxpanenus Poccuiickoit @eneparu ot 30 utons 2015 r. N 386n "O
BHECEHMHM HU3MEHEHMH B TIPWIOKEHHUS K MpuKazy MuHHUCTepcTBa 3apaBooXpaHeHus Poccuiickoi
®eneparuu ot 20 nexadpst 2012 1. N 11751 "OO6 yTBepKACHUHU MOpAIKAa Ha3HAUEHHUsS U BBINHMCHIBAHUS
JIEKapCTBEHHBIX IPEnaparoB, a Takke (GopM peuenTypHbIX OJaHKOB Ha JIEKApCTBEHHbIE Ipernaparsl,
nopsiaka oopmIleHHs YKa3aHHBIX OJIAHKOB, UX y4deTa W XpaHeHus' (3aperucTpupoBaH MHHHUCTEPCTBOM
toctuin Poccuiickoit @enepanuu 6 aBrycra 2015 r., perucrpaunonnsiii N 38379);

NYHKT 1 nu3MeHeHui, KOTopble BHOCATCS B NMpHKa3 MUHUCTEPCTBA 3/[paBooxpaHeHust Poccuiickoit
®eneparun ot 20 nexabps 2012 r. N 11751 "OO0 yTBep)kIeHMM MOpsiIKa HA3HAUYEHUS M BBINHMCHIBAHUSA
JIEKapCTBEHHBIX IPEnaparoB, a Takke (GopM peuenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipernaparsl,
nopsiaika opopMIIEHUS yKa3aHHbIX OJIaHKOB, MX y4yeTa W XpaHeHus U npuioxenue N 2 k mpukasy
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycta 2012 r. N 54n "O6 yTBepxkaeHNH
¢opMbl OJAHKOB PELIENTOB, COAEPKAIIMX HA3HAUEHUE HAPKOTUYECKHUX CPEJCTB WJIIM ICUXOTPOIHBIX
BEIIECTB, NMOPSAIKA UX U3TOTOBJICHUS, paclpe/le/IeHus, perucTpalyy, y4eTa 1 XpaHeHus, a TaKxkKe MpaBuil
odopmieHus”, yTBep>KICHHBIX MpHUKa3oM MuHHcTepcTBa 31paBooxpaHeHust Poccuiickoit Penepanuu ot



21 anpens 2016 1. N 2541 (3apeructpupoBan MunucTepcTBoM toctuimu Poccuiickoit Deneparyu 18
utosst 2016 r., peructpanuonnsiii N 42887);

MYHKT 5 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPBIE MPUKa3bl MUHHUCTEPCTBA 3IPaBOOXPAHEHUS
u couuanbHoro passutus Poccuiickoit ®enepanuu 1 MuHucrepcTBa 3apaBooxpaHeHus Poccuiickon
@enepan 1O BOIpocaM OOpaIIeHUsl JIEKapCTBEHHBIX MPENapaToB, COJACPKALIMX HAPKOTHUECKUE
CpeACTBA, IICUXOTPOINHBIC BEIIECTBA M HX MPEKYypCOpbl, M JIEKAPCTBEHHBIX CPEICTB, MOJUICKALINX
MPEMETHO-KOJIMYECTBEHHOMY y4YeTy, YTBEp)KICHHBIX TNPUKA30M MHHUCTEPCTBA 3ApPaBOOXpPAHECHUS
Poccuiickoit @eneparu ot 31 oktsadps 2017 r. N 882n (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIINU
Poccwuiickoit ®eneparuu 9 stuBapst 2018 r., peructpaunonnsiii N 49561).

Munuctp B.U. CkBopuosa

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

IIpunoxenne N 1

K npuka3sy MHHHCTEpPCTBA 31PaBOOXPaHEeHHUs
Poccuiickoit @enepannu

ot 14 ssuBaps 2019 r. N 4n

IHopsanok
HA3HAYEHUH JIEKAPCTBEHHbIX NPENapaToB

|. O01ue mooKeHus

1. Hacrosmuuii mopsiiok ycCTaHaBJIMBAET NpaBUila HA3HAUYEHHUs JIEKAPCTBEHHBIX IIPENapaToB s
MEIUIIMHCKOTO TMPUMEHEHHUs (Iajee - JIGKapCTBEHHBIC MpenapaThl) U OQPOPMIICHUS WX HAa3HAYCHUS MpPU
OKa3aHHH MeJIUIMHCKON MOMOILM B MEMIIMHCKUX OPraHu3alusx =,

2. Ha3HayeHue JeKapCTBEHHBIX IMPENapaToB OCYIIECTBIIIETCS JEYallldM BpauoM, (elbAmepom,
aKyIlIEpKOM B Cly4yae BO3JI0OKEHMS Ha HUX IIOJHOMOYMH JIEYallero Bpaya B IMOPSIKE, YCTaHOBJIEHHOM
npuka3oM MuUHHCTEPCTBA 3paBOOXPAHEHHMS U COLMANBHOrO pa3Butus Poccuiickoit @enepaunu ot 23
mapra 20121. N 2520 "O6 yrBepxkaenuu Ilopsaka Bo3jnoxkeHHs Ha (QenpImepa, akymepky
PYKOBOJUTENIEM MEAUIIMHCKOW OpraHU3aly IPY OPraHUu3aluy OKa3aHUs IEPBUYHON MEIUKO-CAaHUTAPHON
MIOMOIIIM ¥ CKOPOH MEIUIMHCKON TTOMOIIY OTAENIbHBIX (DYHKIIHI Jeyalero Bpaya 1o HernocpeaCTBEHHOMY
OKa3aHMIO MEIUIMHCKON IMOMOIIM NallMeHTY B MEpUOJI HAOMIOACHUS 32 HUM U €ro JICYCHHUs, B TOM YHUCIIEe
10 HA3HAYEHMIO U MPUMEHEHMIO JIEKApPCTBEHHBIX IIPENAapaToB, BKIOYAas HAPKOTUYECKUE JIEKAPCTBEHHbIE
TpenapaThl U TICUXOTPOIHbIE JIEKAPCTBEHHbIE TIpenapaThl” %, MHAMBUIYaIbHBIME MPEANPHHAMATENSIMH,
OCYIIECCTBIISIIONIMMHI MEAUIMHCKYIO ACSTEILHOCTD (J1anee - MeAUIUHCKHE PAOOTHUKH).

3. CBeneHus O Ha3HAYEHHOM JIEKapCTBEHHOM Ipenapare (HauMEHOBaHHE JICKAPCTBEHHOTO
npernapara, JO3MpOBKa, CHOCOO0 BBEAECHUS M NPUMEHEHHUS, PEXHUM J03UPOBAHMS, MPOJOJIKHTEIBHOCTD
JeyeHus: 1 000CHOBaHNME Ha3HAYCHUS JIEKAPCTBEHHOT'O MpernapaTa) BHOCATCS MEJUIMHCKIM paOOTHUKOM B
MEUIMHCKYIO JOKyMEHTALIMIO MTALIUEHTA.

B cnywasx, ykazanHeix B myHkTax 9-12 mnactosmero Ilopsaka, MeaunMHCKUNA pabOTHUK
oopmisier Ha3zHau€HHE JIEKAPCTBEHHBIX MpPENapaToB, B TOM YHCIE MOJUICKALIUX H3TOTOBICHUIO U
OTIYCKy anTeYHbIMH OpraHu3alMsMHu (majgee - JIeKapCTBEHHBIE MpenapaThl HHIMBUAYAIBHOTO
M3rOTOBJICHUS), HA PeLENnTypHOM OnaHke, 0QOpMICHHOM Ha OyMa)XKHOM HOCHTENE 32 CBOEH MOJIUCHIO
(manmee - pemenT Ha OyMaXHOM HocuTene), W (WIM) C corjlacHs TalMeHTa WM €ro 3aKOHHOTO
npeicTaBUTeNsA® Ha pelenTypHOM OnaHke B (DOpME SIEKTPOHHOIO JOKYMEHTa C HCIIONb30BaHHEM



YCHJICHHOW KBAJIM(HUIIUPOBAHHON 3JIEKTPOHHOHN TOANUCH MEIUIIMHCKOrO paboTHUKa (nayiee - peuent B
(dbopMe 3IEKTPOHHOTO JOKYMEHTA).

Penienit B (hopMe 37EKTPOHHOTO JOKYMEHTA, COAEPKAIMK HazHaue€HHE HAPKOTHYECKUX CPEICTB
WIM TICUXOTPOIIHBIX BEIIECTB, MOJMHUCHIBACTCS C MCIOJIb30BAaHHEM YCHUJICHHOW KBaJIM(UIIMPOBAHHON
AJIEKTPOHHOHM HOJMMCHU JIeHallero Bpaya Wwin (enpamiepa, akymepkd, Ha KOTOPhIX BO3JIOXKEHbI (DYHKIHUU
Jledaero Bpaya, ¥ COOTBETCTBYIOIIEH MeIUIIMHCKON OpraHu3auu *,

Odopmienne perentoB B (opMe JIEKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISICTCS B ClIydae MPUHATHS
YIOJTHOMOYEHHBIM OPraHOM HCIIOJIHUTEIHHOU BiacTh cyObekTa Poccuiickoii denepaiiiu B COOTBETCTBUU
c myHktrom 4 crateun 6 @enepanbHoro 3akoHa or 12 ampens 2010T. N 61-@3 "OO6 obpamenuu
JIEKAPCTBEHHBIX CPEACTB"® pelieHHs 00 HCIONb30BaHMH Ha TEPPUTOpPUH cyObekTa Poccuiickoit
@enepanu HapsAQy C peUENTaMd Ha JIEKAPCTBEHHBIE IMpernaparhbl, O(GOPMIEHHBIMH Ha OyMa)XHOM
HOCHUTEJIe, pPELENTOB Ha JIEKAPCTBEHHbIE Mpemnaparbl, CPOPMHUPOBAHHBIX B (OpME BIEKTPOHHBIX
JTOKYMEHTOB.

4. Tlpu BBINUCKE MAIMEHTa M3 MEAMLIMHCKOW OpraHu3alyy, B KOTOPOW €My OKa3bIBaJlach
MEIMLMHCKAs TOMOIIb B CTAI[MOHAPHBIX YCIOBHSX, JaHHOMY MAaIlMEHTY [0 PEIICHHIO PYKOBOAUTEIS
MEJIMLMHCKONW OpraHu3aluy Ha3HA4aloTCs ¢ opopMiIeHHEM perienTa B opMe IEKTPOHHOTO TOKYMEHTA U
(unm) Ha OyMakHOM HocuTene (3a UCKIIIOYEeHHEeM O(OPMIICHUS PELIENITOB Ha JIGKaPCTBEHHBIC MPETapaTsl,
MOJUISKAIIME OTIYCKY OECIUIaTHO WJIM CO CKMIKOH) JIMOO BbIAArOTCS (MALMEHTY WM €ro 3aKOHHOMY
NPE/ICTABUTEII0) OJAHOBPEMEHHO C BBINMUCKOW M3 HMCTOPUH OOJIE3HU JICKApCTBEHHBIE IMpenaparbl, B TOM
qucae HAPKOTUYECKHE M TICUXOTPOIHbIE JIEKapCTBEHHBbIE Mpenaparthl, BHeceHHble B coucku |1 u Il
NEepevHs] HAPKOTUUECKUX CPEJICTB, IICUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOAJEKAIINX KOHTPOIIIO B
Poccuiickoit @enepannu, yrBepxkAeHHOro nocrtaHoBiaeHrem [IpaBurenscrBa Poccuiickoit @enepanuu ot
30 urons 1998 r. N 681° (nanee - ITepeuens), CHIbHOAEHCTBYIONINE JIEKAPCTBEHHEIE MPETIAPATHI, HA CPOK
npreMa MalueHToM JI0 5 Heil.

5. Ha3naueHue JeKapCTBEHHBIX IpenapaToB NpU OKAa3aHUUM MEIUIIMHCKOM IOMOIIM B
CTAllMOHAPHBIX YCIOBHUAX B TpeOOBaHMAX-HAKIAIHBIX, HAIMPaBIsEeMbIX B aNTeUHble OpraHU3alMH,
SBJISIOIIMECS CTPYKTYPHBIMU TOApa3ACICHUSAMU MEIUIIMHCKON OpraHu3alu, B KOTOPOH OKa3bIBaeTCs
MEIMLMHCKasT TOMOIb, OCYIIECTBISETCS B COOTBETCTBHHM ¢ MHCTpyKIMEH O TOpsAKE BHIIMCHIBAHUS
JIEKapCTBEHHBIX MpernapatoB W oQGOpPMIIEHHS peLeNnToB U TpeOOBaHUN-HAKIAIHBIX, YTBEP)KICHHOM
npuka3oM MuUHHMCTEPCTBA 3[paBOOXPAHEHMS U COLMANbHOrO pa3BuTus Poccuiickoit ®Penepaunu ot 12
despans 2007 r. N 110 "O nopsiaike Ha3HAYEHUS M BBIMTUCHIBAHUS JIEKAPCTBEHHBIX MPENApaToB, U3AEIUil
MeUIMHCKOTO HAa3HAYEHHS U CHEHaTM3UPOBAHHBIX TIPOLYKTOB Jle4eOHOro mutanus"” ',

6. HasnaueHue Je€KapCTBEHHBIX IPENapaToB OCYIIECTBISETCS MEIUIMHCKUM pPaOOTHUKOM II0
MEXIyHapOJAHOMY HEMAaTeHTOBAHHOMY HAWMEHOBAHUIO, a MPHU €ro OTCYTCTBUU - TPYHNIUPOBOYHOMY HIIH
XMMHUYECKOMY HAaMMEHOBaHMIO. B cilyuae OTCyTCTBHS  MEXIYHApOAHOTO  HENAaTEHTOBAHHOTO
HaUMEHOBaHMUsI M TPYNIMPOBOYHOTO MIM XMMHYECKOTO HAMMEHOBAHUS JIEKApCTBEHHOIO Ipernapara,
JIeKapCTBEHHBIH Mpenapar Ha3HayaeTcss MEAULMHCKIM paOOTHUKOM 10 TOPrOBOMY HAMMEHOBAHUIO.

[lpn HanuYMU MEIUIMHCKUX TOKa3aHWW (MHIMBHIyallbHAas HETEPEHOCHUMOCTh, MO >KU3HCHHBIM
MOKa3aHUAM) MO pEIIeHUI0 BpadeOHOW KOMHCCHM MEIMIMHCKOM opraHmsamuu® ocymiecTsisercs
HazHaueHUe M oQopMieHHe Ha3HAYEHUS JIEKAPCTBEHHBIX MPENaparoB, HE BXOMALIMX B CTaHAAPTHI
MEJIULMHCKON MOMOILH, pa3pabOTaHHBIX B COOTBETCTBUU C IMyHKTOM 4 ctatbu 10 ®PenepanbHOro 3akoHa
or 21.11.2011 N 323-®3 "O6 ocHOBax OXpaHbI 310pOBbs Ipaskian B Poccuiickoit deneparuu”®, mbo no
TOPrOBbIM HaMMEHOBaHUsM. PelieHne BpaueOHON KOMUCCHHM MEIMIIMHCKON OpraHu3anuu GUKCUPYETCs B
MEAULIUHCKON JOKYMEHTAIMH MAIMEeHTa U B XKypHaje BpaueOHOM KOMUCCHH.

7. Ha3HaueHue JEKapCTBEHHOro Ipernapara B pelente Ha OyMa)KHOM HOCHUTENE WU peLente B
dopMe 3IEKTPOHHOrO JIOKYMEHTa OQOpMIIeTCS Ha UM TNAalMeHTa, i1 KOTOPOro INpeaHa3HauYeH
JIeKapCTBEHHBIH Mpemnapar.

Penient Ha OymakHOM HocuTene, opOpMIEHHBIH Ha perentypHom Onanke ¢opm N 107-1ly,
N 148-1/y-88, N 148-1/y-04 (;1), yTBepKACHHBIX HACTOSIIUM TPUKA30M, a TAKXKE PEHenT Ha OyMakHOM
HocuTene, ohopmieHHBIH Ha penentypHoMm Omanke ¢opmbl N 107/y-HII, yTBepkaeHHOW NpUKa3oM



MunucrepcTBa 3apaBooxpanenus Poccuiickoii @eneparuu ot 1 aBrycra 2012 r. N 541 "O06 yrBepxneHun
¢opMBl OAHKOB PELENTOB, COACPXKAIIMX Ha3HAYCHHWE HAPKOTUYECKHX CPEICTB WU TICUXOTPOIHBIX
BEIIECTB, MOPSJIKA UX U3TOTOBJICHHUS, PACIPEICICHNUS, PETUCTPAINH, YUeTa U XPaHEHHUs, a TaKXKe TPaBUII
opopmnenus” ¥ (mamee - ¢opma N 107/y-HII), MoxkeT ObITH HOTy4eH MALMEHTOM, €I0 3aKOHHBIM
NpPEJCTaBUTEIEM WM JIMIOM, UMelomeM# o(QOpMICHHYI0O B COOTBETCTBHM C T'PaKJaHCKUM
3aKoHOaTenbCcTBOM Pocculickor @enepanuy JOBEPEHHOCTh OT MAI[MEHTa HA INPABO IOJYyYEHHs] TaKOro
petienta (nanee - yoJHOMOUEHHOE JIUIIO).

Penienit B opMe 3IIEKTPOHHOTO TOKYMEHTa (POPMHPYETCS C UCIOJIIb30BAHUEM T'OCYJapCTBEHHOM
nH(POPMAIIMOHHOI cucTeMbl B cdepe 3apaBooxpaHeHns cyobekTa Poccuiickoit denepaiiuu, MeTUIIMHCKOM
MH(OPMAIIMOHHON CHCTEMBI MeMIMHCKOI opranusanuy .,

@akT BBIJAUM peLENTa Ha JICKApPCTBEHHBIH NpemapaT 3aKOHHOMY IPEACTABUTENI0 WU
YIOJIHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEAULIMHCKON TOKYMEHTAIIMU MaIeHTA.

8. MemunuHCcKUM pabOTHHKAM 3arpeniaercs oGopMiIsiTh pelenTsl MPU OTCYTCTBUU Y MallMEHTa
MEJULMHCKUX MMOKA3aHHil; HA HEe3aperuCTPHPOBAHHbIE JIEKAPCTBEHHBIE MPENapaThl 2, HA JIeKAPCTBEHHbIE
npenapaTsl, KOTOPbIE B COOTBETCTBHM C MHCTPYKIMEH MO0 MEAMLHUHCKOMY HMPUMEHEHUIO MpeaHa3HauYCHbI
U1 IPUMEHEHHS TOJBKO B MEJUIIMHCKUX OPraHU3alusAX; Ha HAPKOTHYECKUE CPENICTBA U MCUXOTPOIHBIC
BemiecTBa, BHeceHHble B crnucok |l Ilepeuns, 3apeructpupoBaHHBIE B KayeCTBE JICKAPCTBEHHBIX
[penapaToB, B LEAX MPUMEHEHUs U1 JIeYeHUs HAapKOMaHHUU.

WuauBuayanbHBIM — OPEANPUHUMATENSAM, OCYIIECTBIISIONUM — MEIUIUHCKYIO  JIeSTeNIbHOCTB,
JONOJHUTENBHO K TpeOOBaHUSAM, YKa3aHHBIM B a03alle NEpBOM HACTOSAIIETO IyHKTA, 3alperiaeTcs
o(hopMIIATH pelenTsl Ha HAPKOTHYECKUE CPECTBA M MCUXOTPOITHBIE BEIECTBA, BHECEHHBIE B criucku |l u
Il Tepeuns (manee - HAPKOTHYECKHE M IICHUXOTPOIHBIC JIeKapCTBeHHbIe mpemapatsl crckoB I u 111
[Tepeuns).

9. Ilpu Ha3HAYeHWH HAPKOTUYECKHX M TCHXOTPOMHBIX JEKAPCTBEHHBIX INpenaparoB crucka |l
[lepeunsi, 3a MCKIIOUYEHUEM JICKAPCTBEHHBIX NpEnapaToB B BHUJIE TPAHCACPMAIBHBIX TEPANEBTHUECKHX
CHCTEM M JIEKapCTBEHHBIX IIPENaparoB, COAEPKAIIMX HAPKOTUYECKOE CPEICTBO B COUETAHUU C
AQHTarOHUCTOM OINHOMJHBIX PELENTOPOB, pELEenThl Ha OyMakHOM HocHuTede OoQOpMIAIOTCS Ha
peuentypHoM Oxanke Gpopmer N 107/y-HII.

10. Peuentypusiit Omank popmer N 148-1/y-88 odopmisiercs npu Ha3HAYCHUU:

1) HapKOTHYECKUX M TCHXOTPOIHBIX JIEKAPCTBEHHBIX mpemnaparoB cnucka |l Ilepeuns B Buae
TPaHCAEPMATIBHBIX TEPANeBTUYECKUX CHCTEM, HApKOTUYECKHMX JIEKAPCTBEHHBIX MpenapatoB crucka |l
[Tepeuns, comepkaliux HAPKOTHUYECKOE CPEJCTBO B COUETAHUU C AaHTArOHMCTOM OIMHOUIHBIX PELENTOPOB,
MICUXOTPOITHBIX JIEKapCTBEHHBIX Mpernaparos crucka 11 [epeuns;

2) NeKapCTBEHHBIX IPEnapaToB, OOJaJarONIMX aHAOOIMYECKOW aKTHBHOCTBHIO (B COOTBETCTBHUH C
OCHOBHBIM (papMaKOJIOTUUECKHM JICWCTBHEM) U OTHOCSIIIUXCS 110 aHATOMO-TEPANleBTUYECKO-XUMHUYECKOI
KnaccuUKalUY, PeKOMEHI0BaHHONH BcemupHoil opranusanueil 3apaBooxpanenus (mamee - ATX) 5, k
aHabommueckuM crepornam (koq Al4A) (mamee - nekapCTBEHHBbIE Ipemaparbl, 00JaaaroImue
aHa0OJINYECKON aKTUBHOCTHIO B COOTBETCTBUHU C OCHOBHBIM (DapMaKOJIIOTHUECKUM JCHCTBUEM);

3) JleKapCTBEHHBIX NpENaparoB, yKa3aHHbIX B HyHKTe 5 I[lopsimka oTmycka (usnmdeckum amiam
JIEKApCTBEHHBIX MpPEnapaTroB i MEAMLUMHCKOTO NMPUMEHEHUs, COJACpPXKALIMX KPOME MAalbIX KOJHYECTB
HapKOTMYECKUX CPEJCTB, ICUXOTPOINHBIX BEIIECTB M HMX MPEKypcOpoB Ipyrue (apMakoIOrHuyecKue
aKTUBHBIC BEILECTBA, YTBEP)KICHHOIO0 MpHKa3oM MMHUCTEPCTBA 3PABOOXPAHEHHMS U COLHMAIBHOTO
passutus Poccuiickoit ®emeparuu ot 17 mas 2012r.N562u'* (manmee - Ilopsmok oTmycka
JIEKapCTBEHHBIX IPEIapaToB);

4) neKkapCTBEHHBIX MPENapaToB HWHAWBUIYaIbHOTO HM3TOTOBJICHUS, COJACPKALIMX HAPKOTHYECKOE
CPEICTBO WM NcUXOoTpornHoe BemiecTBo crnucka |l Ilepeuns, u npyrue ¢gpapmakoJoruuyeckue aKTHBHBIE
BEIIECTBA B J103¢, HE TMPEBBIIIAIOIIEH BBICIIYIO pa30BYI0 [J03y, U HpU YCIOBUH, YTO 3TOT
KOMOMHHUPOBAHHBII JIEKAPCTBEHHBIM Ipernapar He SBIAETCS HAPKOTUYECKMM WIH TCHUXOTPOIHBIM
JIeKapCTBEHHBIM IpenaparoMm crucka |l [Tepeuns;

5) JexkapCTBEHHBIX TIPEMaparoB, MOJUICKAIIUX IPEAMETHO-KOINYECTBEHHOMY Y4YeTy, He



MEPEUUCIICHHBIX B MOIYHKTaX 1 - 4 HACTOSIIEro MyHKTA (32 HCKIFOUYSHHUEM JIEKAPCTBEHHBIX MPETapaToB,
OTIyCKaeMbIX 0€3 pelernTa).

11. Penentypusriii Onank ¢popmbl N 148-1/y-04 (1) odopmitsieTcs npu Ha3HAYCHUH JIEKAPCTBEHHBIX
IpernapaTroB rpaxaaHaM, UMEIOUIMM NPaBO Ha OECIUIaTHOE MOJYYCHHUE JICKAPCTBEHHBIX MPENapaToB I
NOJTy4eHHE JICKapPCTBEHHBIX MTPENapaToB CO CKUAKOM.

12. Peuentypusiii Omank popmer N 107-1/y opopmitsiercst mpu Ha3HAYCHHH:

1) nexapCTBEHHBIX IpenapaTtoB, yKa3zaHHbIX B myHKTe 4 [lopsimka oTmycka JieKapCTBEHHBIX
Npernaparos.;

2) NeKapCTBEHHBIX NPENapaToB, He yKa3aHHBIX B MyHKTax 9 - 11 Hacrosiuero [lopska.

13. Ilpu Ha3HAYCHMU JICKAPCTBEHHOTO Ipenapara WHIUBHIYILHOTO H3TOTOBJICHUS B pELENTE Ha
OyMa)XHOM HocuTene U (Win) perente B opMe dIEKTPOHHOTO JOKYMEHTa HAMMEHOBAHHS JICKAPCTBEHHBIX
NpernaparoB, BKIIOYCHHBIX B IEPEYCHb JIEKAPCTBEHHBIX CPEACTB Ui MEAMIUHCKOTO NPUMEHEHHS,
TOUIEXAIIMX IPeIMETHO-KOIMYECTBEHHOMY Y4eTy = (Jjaliee - JleKapcTBEHHbIE NPENapaThl, BKIIOUEHHbIE B
nepeuenb [IKVY), yka3piBaloTCs B Hayale peLenTa, 3aTeM - BCe OCTaJIbHbIC HHTPEAUCHTHI.

14. Tlpu Ha3HAYCHUU JIEKAPCTBEHHOIrO Mpernapara B peuente Ha OyMakHOM HocuTede u (Wiiu)
peuente B (opMe SIIEKTPOHHOTO JOKYMEHTa 3alpelacTcsi MPEBHILATh KOJMYECTBO HAPKOTHYSCKHX
CPE/ICTB MJIHM MICHUXOTPOITHBIX BEUIECTB, KOTOPOE MOXKET OBITh BHIIICAHO B OJHOM PELEITE, YCTAHOBICHHOE
npunoxernneM N 1 k Hacrosmemy Ilopsiaky, 3a UCKIIOUEHHEM Cy4aeB, YKa3aHHBIX B MyHKTax 16 u 25
Hacrosiniero [Topsxa.

15. Tlpu Ha3HAUEHMH JICKAPCTBEHHBIX MPENaparoB, BKIOYEHHBIX B iepedeHs [IKY, mo3a koTopeix
NPEBBIIIAET BBICIIMA OJHOKPATHBI TpUEM, MEIUIMHCKUA paObOTHUK 00O03Ha4aeT /03y OSTOro
JICKapCTBEHHOTO TIperapara B pelenTe Ha OyMaXXHOM HOCHTENE MpPOMHCHI0 C MPOCTaBICHHEM
BOCKJIMIIATENIFHOTO 3HaKa W (MJIM) MPOCTaBISET BOCKIMIATEIBHBIH 3HAK NMpH O(OPMICHUH pelLenTta B
(opMe IEKTPOHHOTO TOKYMEHTA.

16. KonnyecTBO Ha3HaYEHHBIX JIGKAPCTBEHHBIX MPENaparoB, BKIIOUEHHBIX B nepedeHb [1IKY, npu
OKa3aHWH MallMeHTaM, HYIAIOIUMCS B JUTTEILHOM JICYEHUH, IEPBUYHON MEIUKO-CAaHUTAPHOM TOMOIIN
Y NAJUTMATHBHOW MEIUIMHCKOW MOMOIIM MOXKET OBITh YBEIUUEHO C YYETOM KIMHUYECKUX PEKOMEHIAIUH
He Ooyiee 4yeM B 2 pa3a 1O CPaBHEHHUIO C KOJMYECTBOM HAPKOTUYECKUX CPEICTB WM TCUXOTPOIHBIX
BEILIECTB, KOTOPOE MOXKET OBITh BBINHMCAHO B OJHOM pELENTe, YCTaHOBJIEHHBbIM mnpuiokeHneM N 1 k
Hacrosiiemy [lopsnky.

B ciyuasx, npeaycMOTpeHHBIX a03alieM MEepBhIM HACTOSAMIECTO IMyHKTA, HAa pelenTax Ha OyMaKHOM
HOcHUTese Tpou3BoauTcs Haanuch '[lo cnenuanbHOMY Ha3HA4YEHHIO', OTACIBHO 3aBEPEHHAsI MOJIHCHIO
MEIUIIMHCKOTO Pa0OTHUKA ¥ IEYaThbi0 MEAWIMHCKOW opraHm3auuu "Jlis peuentoB”, Ha pernenrtax B
dopMe DJIEKTPOHHOTO JOKYMEHTa MPOM3BOAWTCS OTMeTKa '[lo crmenuanpHOMY Ha3HAueHHIOW C
NPOCTABJICHHEM YCHJICHHOW KBAIU(UIIMPOBAHHOW 3JIEKTPOHHOM MOIHCH MEAUIIMHCKOTO PaOOTHHKA.

17. CocraB neKapCTBEHHOTO Ipernapara, JeKapcTBeHHas (opMa M 0oOpalieHUue MEAUIIMHCKOTO
paboTHHKA K (papMaleBTHIECKOMY PaOOTHHUKY 00 OTITyCKE JIEKApCTBEHHOTO IpernapaTa ohopMIISIOTCs Ha
JATUHCKOM SI3BIKE B POJAUTEIBHOM MaICKe.

[lpu odopmueHMM peUenTypHBIX OJIAHKOB JIONyCKAeTCS  HUCIIOJIL30BAHUE  COKPAICHUN
(mpunoxenue N 2 k Hactosimemy [lopsaky).

[lpn Ha3HayYeHWM JEKAPCTBEHHOIO TNpernapara He JOMyCKaeTCs COKpalleHUe OJIM3KUX 10
HaMMEHOBAaHHMSM HHTPEIUCHTOB, COCTABIIIOIIMX JICKAPCTBEHHBI Mpenapar, HE IO3BOJSIOLINX
YCTaHOBHTH, KAKOH UIMEHHO JICKAPCTBEHHBIH Mpenapar Ha3HAueH.

18. Cnoco6 npuMeHeHHs JIEKapCTBEHHOTO Ipenapara 0003HayaeTcsl ¢ yKa3aHHeM JI03bl, YaCTOTHI,
BpPEMEHH NpUeMa OTHOCHTEIIFHO CHa (YyTpOM, Ha HOYb) W €ro JJIMTENLHOCTH, a IS JIEKapCTBEHHBIX
IpernaparoB, B3aUMOACHCTBYIOIIMX C MHIICH, - BPEMEHH UX YIMOTPEOJICHUS! OTHOCHTEIIFHO MpHeMa MUIIU
(1o ef1p1, BO BpEeMs €J1bl, TIOCTIC €Ibl).

19. Ilpn HEOOXOAMMOCTH HEMEUIEHHOT'O WIIM CPOYHOTO (B TEYCHHUE JABYX pabOuYMX JHEH) OTIycKa
JIEKapCTBEHHOTO TIperapaTa MalueHTy B BepXHEi yacT perenTa Ha OyMaXHOM HOCHUTENE TPOCTABIISIFOTCS
o0o3HaueHus "'Cito" (cpouno) wmm “"statim™ (HememsieHHO). AHAJIOTrUYHBIE 0003HAYCHUS IIPOCTABJISIOTCS B



BUJIE OTMETOK NP 0(OPMIIEHUH pelienTa B (hopMe 3JEKTPOHHOTO IOKYMEHTA.

20. Ilpu oopmieHNH HA3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOTO Mpernapara B perente Ha OyMakHOM
HOCUTENIE WM peuente B (opMe HIEKTPOHHOTO JOKYMEHTa KOJHMYECTBO JACHUCTBYIOLIUX BEIIECTB
YKa3bIBA€TCSI B COOTBETCTBUM C MHCTPYKIMEH MO METUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOI'O
npemnapara.

ITpu odopmiieHnn Ha3HAuYEHUS JIEKAPCTBEHHOrO Mpenapara MHIUBUAYAIBHOIO HM3TOTOBJICHUS B
perenTe Ha OyMa)KHOM HOCHUTEJNE WK perente B (hopMe 3JIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO TBEPIBIX
chimyunx (hapMaleBTHUECKUX cyOcTaHimii ykaseiBaetcss B rpammax (0,001; 0,5; 1,0), xuakux - B
MUUTHIATPAX, FpaMMax M Karisix.

21. Penentsl Ha OyMaXHOM HOCHUTeENE, B (OpMEe 3JIEKTPOHHOI'O JOKYMEHTa, O(pOpMIICHHbIE Ha
peuentypHoM Onanke ¢opmbl N 148-1/y-88 wu mnpenHazHaueHHbIC JUIsI OTIYCKa JICKAPCTBEHHBIX
IpenapaToB, NPeAyCMOTPEHHBIX MOANyHKTaMu 2 - 5 myHkTa 10 Hactosmero [lopsiika, nelicTBUTENbHBI B
TedyeHue 15 nHeit co AHA opopmIIeHUS.

22. Penentel Ha OyMa)XHOM HOCHTENE, B (OpMe 3JIEKTPOHHOI'O JOKYMEHTa, O(pOpMIICHHBIE Ha
peuentypHoM Onanke ¢opmbl N 148-1/y-04 (1) u npeaHasHAaYCHHBIC Ui OTIYCKAa JIEKAPCTBEHHBIX
IpenapaToB rpakJaHaM, yka3aHHbIM B myHKTe 11 Hacrosimero Ilopsaka, neiictButenbHbl B Teuenue 30
JHEH co JTHS odopMIIeHUs], 32 UCKIIOUEHUEM CIIydaeB o(OpPMIICHHs pelenTa B COOTBETCTBUU C MyHKTaMU
39 u 40 nacrosimiero [lopska, mpu KOTOPBIX OH JEHCTBUTENEH B TeueHue 15 nueit co aust ohopmiieHws .

23. Penentsl Ha OyMa)XHOM HOcCHUTeNEe, B (OpMe 3JIEKTPOHHOI'O JOKYMEHTa, O(pOpMIICHHbIE Ha
peuentypHoM Onanke ¢opmbl N 148-1/y-04 (1) w npeaHa3sHaYeHHBIC IS OTIYCKAa JIEKAPCTBEHHBIX
npenapaToB rpaxjaaHaM, JOCTHIIIMM TI€HCMOHHOTO BO3pacTa, WHBAIMIAM TMEPBOH  IpPyMIbI,
JeTAM-UHBAIUAAaM, a TaKKe TpakAaHaM, CTPAIalolUM XPOHMUYECKHMMM 3a00JIEBAHUSAMH, TPEOYIOUTUMHU
JUIUTENILHOTO KYPCOBOI'O JICUeHHUS, AeUCTBUTEIbHBI B TeueHue 90 qHel co JHS opopMIIeHHS.

JUis nedeHus XpOHMYECKHX 3a00JeBaHMN YKa3aHHBIM KaTErOpUsIM TPaKAaH JIEKapCTBEHHbBIE
npenapatsl ¢ 0pOpMICHHEM PELENTOB Ha OyMaXHOM HOCHTEJE WIM PELeNnToB B (hopME 3JIEKTPOHHOTO
JIOKYMEHTa MOT'YT Ha3HauaThCsl Ha Kypc JeueHus 1o 180 nueit.

24. Penentsl Ha OyMaXHOM HOCHUTENE, B (OpMe 3JIEKTPOHHOI'O JOKYMEHTa, O(pOopMIIEHHbIE Ha
peuentypHom Onanke gopmbl N 107-1/y u nmpenHa3HadeHHBIE U OTIYCKa JICKAPCTBEHHBIX IPENapaTos,
peIyCMOTPEHHbIX MyHKTOM 12 Hacrtosmero I[lopsinka, neiictBurensHbl B TeueHue 60 mHeil co nHs
o opMIICHHUS.

[Ipy Ha3Haue€HUM TOTOBBIX JIEKAPCTBEHHBIX NPENapaTOB U JIEKAPCTBEHHBIX IPENapaToB
MH/IMBUIYaTbHOTO W3TOTOBJICHUS MAallMEHTaM C 3a00JeBaHUAMHU, TPEOYIOIUMH JIUTEIBHOIO KYPCOBOTO
ae4yenusi, ¢ opopmiieHreM Ha perentypHoM Omanke ¢popmbl N 107-1/y perenta Ha OyMa)KHOM HOCHTEINE
wid B popMe IEKTPOHHOTO JOKYMEHTa YCTaHABIMBAETCS CPOK JICHCTBUS pelenTa B Impeenax 10 OJHOTo
KaJIeHJJapHOI'0 TO/Ia.

B cnyuae ycraHOBieHMs Cpoka JeHCTBHS pelenta B IpeAeiax 0 OJHOIO rojJa B peLente
npocraBisieTcs oTMmerka 'Tlo cmenuanbHOMY Ha3HaueHHIO", 00O3HA4YaeTCss CPOK JAEHCTBHs peuenta u
NEPUOIMYHOCTD OTITyCKa JICKAPCTBEHHBIX MPENapaToOB U3 aNTEYHOW OPraHU3allMi WIM WHAWBUAYAIbHBIM
peANpUHUMATENeM, UMEIOIMM JIMIEH3MI0 Ha (apMaleBTHUECKYI0 AeATElbHOCTh 0 (exeHeenbHO,
©KEMECSYHO W HHBIC TNEpuojbl). JIOMONHUTENEHO 3TO yKa3aHUE 3aBEpSeTCs MOINUCHI0 U IE€YaThIO
MEIUIIMHCKOTO pabOTHHKA, a TAKXKE MeYaThio MEAMIUHCKOM opranmu3zanuu "Jlns peuentos” (s penenra
Ha OyMa)KHOM HOCHTEJIE) WM YCHJICHHOW KBAIU(HUIMPOBAHHOW HJIEKTPOHHOHN MOJIHCHI0 MEIUIIMHCKOTO
pabOTHHKA ¥ JIMIA, YIIOTHOMOYEHHOI'O 3aBEPSTh JOKYMEHTHl OT MMEHU MEAMLUHCKOW opraHu3auuu (s
peuenTa B popMe IEKTPOHHOTO IOKYMEHTA).

25. PeuenThl Ha NpPOM3BOJHBIE OAPOUTYPOBOI KHCIIOTHI, KOMOMHHMPOBAHHBIE JIEKAPCTBEHHBIC
npenaparsl, cojep)kamue KojaewH (ero cojim), WHble KOMOMHUPOBAHHBIC JIEKAPCTBEHHBIC NpEMaparThl,
HoJyIeXKAale  NPeAMETHO-KOJIMYECTBEHHOMY  y4YeTy, JIeKapCTBEHHbIE Mpenapatsl, oOjajaromue
aHa0OJMYECKOW AaKTMBHOCTbIO B COOTBETCTBHHM C OCHOBHBIM (papMakoJOIMUECKUM JeicTBUEM, Ui
JIe4yeHHs MAIMEHTOB ¢ XPOHUYECKUMH 3a00JI€BaHUSAMHI MOTYT OQOPMIISTHCS Ha Kypc JieueHus 10 60 nHeil.

B cayuae, korga kypc sedeHus: cocraBiseT Oosnee 30 IHEH MOMOJHUTENBHO B peLENTax Ha



OyMa)KHOM HOCHTEJE MPOU3BOAUTCS Haanmuch "Ilo crenuanbHOMYy Ha3HAYEHHIO", 3aBEPEHHAs MMOAIUCHIO
MEIULMHCKOTO pabOTHHMKA U TMEYaThI0 MEAMLIMHCKON opranm3anuu "Jlns peuentos”, pernenrtax B popme
AJIEKTPOHHOI'0 JOKYMEHTa MPOU3BOAUTCA oTMeTKa "llo crenunanbHOMYy Ha3HA4eHHIO', C MPOCTABICHUEM
YCUJICHHON KBaJIM(UIIMPOBAHHOM AJIGKTPOHHOM MOANMKUCH MEAMIMHCKOrO paOOTHUKA U JIKIA,
YIOJHOMOYEHHOI'O 3aBEPATh JOKYMEHTBI OT UMEHU MEIULIMHCKON OpraHU3aLMH.

26. Penent Ha OyMaXHOM HocuTene, B (opMe 3JIEKTPOHHOTO TOKYMEHTa, O(OPMIIEHHBIA C
HapylIeHHEeM yCTaHOBJICHHBIX HacTosmuM [lopsakom TpeOGoBaHUMN, CUUTACTCS HECHCTBUTEIBHBIM.

1. Ha3nauyeHue JJeKapCTBEHHBIX NPENapaToB NPH 0KA3aHUM MeANIMHCKONH NOMOIIU B
CTAIMOHAPHBIX YCIOBHAX

27. Ilpu oka3aHWM MAIMEHTYy MEAWIMHCKOW IOMOIIY B CTAlMOHAPHBIX YCIIOBUSIX Ha3HAYCHUE
JICKapCTBEHHBIX IIPEMapaToB MNpPOU3BOAUTCS 0Oe3 odopmileHHs pelenta MEIHIUHCKUM pabOTHUKOM
SIMHOJINYHO, 32 HCKIIFOUCHHUEM CITy4aeB, yKa3aHHBIX B MyHKTe 28 Hactosmero [Topska.

28. CornacoBaHWe Ha3HAYCHUS JICKAPCTBEHHBIX IPEMapaToB C 3aBEAYIOIIUM OTACICHHEM HIIH
OTBETCTBEHHBIM JCKYPHBIM BPAa4yoOM JHOO JAPYTUM JIUIIOM, YIIOJTHOMOYEHHBIM IPHKA30M IJIABHOTO Bpaya
MEIUIIMHCKOW OpraHW3aluK, a TaKkKe, NP HaJIU4YUH, C BPayoM - KIMHUYECKUM (HapMaKoIorom
HEO0XOJIMMO B CITy4asiX:

1) oHOBpEMEHHOTO HAa3HAUCHUS IIATH U OO0JIee JIEKaPCTBEHHBIX MPEIapaToB OJHOMY MAIlHEHTY,

2) Ha3HAYEHHS JICKAPCTBEHHBIX MPENapaToB, HE BXOAAIIUX B MIEPEYCHb )KU3HEHHO HEOOXOJMMBIX
Ba)KHEMIIMX JleKapCTBEHHBIX MpenapatoBl’, Npu HETUNMUHOM TedyeHMM 3a00NeBaHHs, HATHMYUHU
OCJIO)KHEHHH OCHOBHOTO 3a0oiieBaHusi W (MJIHM) CONYTCTBYIOIIMX 3a00JE€BaHWA, TNpH Ha3HAYCHUH
JICKaPCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aUMOJICUCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIMSIM TI0 HMX MPUMEHEHHIO MPUBOIAT K CHIKECHUIO OS(QPEKTUBHOCTH U 0€30MacHOCTH
(dapmakoTepanuu U (MIIH) CO3AAI0T MOTEHIMAIBHYIO OMTACHOCTD /ISl )KM3HU M 3JJ0OPOBBS MAIIHEHTA.

B yka3aHHBIX Ciy4asx Ha3Hau€HHE JIEKAPCTBEHHBIX NPENapaTroB (PUKCUPYETCS B MEIHIUHCKOM
JNOKyMEHTAallMM TalHueHTa W 3aBepseTcs TOANUCHI0 MEIUIMHCKOTO paOOTHHKA M 3aBEIYIOIIEro
oteneHueM (OTBETCTBEHHOT'O JIS)KYPHOT'0 Bpaya WK IPYToTo YIIOJHOMOYEHHOTO JIUIIA).

29. MemuuuHCKUH paOOTHUK MEIWIIMHCKOW OpraHM3aluM (€€ CTPYKTYpHOTO IIO/pa3lesiCHHs),
pacloNOKEHHONH B CEIbCKOM HACEJIEHHOM IIYHKTE, OCYIIECTBISICT Ha3HAYCHUE JICKApCTBEHHBIX
IpernaparoB B Cllydasx, yka3aHHbIX B myHKTax 28 u 30 Hactosmero [lopsnka, eqMHOINYHO.

30. Io pemeHnto BpayeOHON KOMHUCCUU TAlMEHTaM MPH OKa3aHWU MM MEIMIIUHCKOHW MOMOIIY B
CTaI[MOHAPHBIX YCJIOBHMSIX HA3HAYAIOTCS JIGKAPCTBEHHBIC IIpENaparhl, HE BKIIOYCHHBIE B IEpEYCHb
KM3HCHHO HEOOXOAMMBIX W BAKHEHWIIMX JICKAPCTBEHHBIX MpENapaTtoB, B CiIydyae WX 3aMEHbl H3-3a
WHIUBULy ATBHOW HETIEPEHOCHMOCTH, 10 )KU3HEHHBIM TIOKa3aHHSM.

Pemenne BpaueOHOM KOMHCCHUHM (HKCUPYETCS B MEIMLUWHCKON JTOKYMEHTAIlMHM IalleHTa |
JKypHase BpaueOHOW KOMUCCHHU.

31. B cmyyasx oOcinefoBaHMs M JICUCHHS TPpaXJaHWHA B CTALMOHAPHBIX YCIOBHSIX B paMKax
NPEeIOCTaBIICHHUS] MEAMIIMHCKUX YCIIYT Ha BO3ME3/IHON OCHOBE 32 CUET JIMUHBIX CPEJCTB IPAXKIaH, CPE/ICTB
IOPUAMYECKUX JIMIl ¥ WHBIX CPEACTB Ha OCHOBAaHHMU JOTOBOPA, B TOM YHCIIE JIOTOBOpPA JT0OPOBOJILHOTO
MEMIMHCKOTO CTPaxOBaHus '8, eMy MOryT ObITh Ha3HAYEHbI JEKAPCTBEHHBIE TIPENapaThl, He BXOJANINE B
NepeYeHb JKU3HEHHO HEOOXOJMMBIX M BKHEWIIMX JICKAPCTBEHHBIX MpPENapaTroB, €CIM MX Ha3HAuCHHE U
NpUMEHEHUE 00YCIIOBICHO MEUIIUHCKUMU MTOKAa3aHUSMH.

I11. HazHaueHue JiekapCcTBEHHBIX NPENapaToB MPH OKA3AHUM NEPBUYHOI MeMKO-CAHNTAPHOI
MOMOIIH, CKOPOH MeIMIUHCKON MOMOIIU U NAJUVIMATHBHON MeAUIMHCKOM TOMOLIH

32. Ilpu okxa3aHMM NEPBUYHOW MEAMKO-CAHUTAPHON MOMOIIM W NAJUIMATUBHOW MEIMLIMHCKOU



MOMOIIM B aMOYJNAaTOPHBIX YCJOBUAX Ha3HAUEHHE JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISAETCS
MEIULIUHCKUM PaOOTHUKOM B CIy4asX THIIMYHOIO T€YECHHUs 3a00JI€BaHMs MAlMEHTA UCXOS U3 TSHKECTU U
XapakTepa 3a00JIeBaHUS.

33. Ha3HaueHue JieKapCTBEHHBIX MPEMapaToB 0 PEIICHUIO BpaueOHOM KOMHMCCUH NPU OKa3aHUH
NEPBUYHONH MEAMKO-CAHUTAPHONH MOMOINM, NAJUIMATUBHOW MEIUIIMHCKOW MOMOIIM B aMOYJIaTOPHBIX
YCIIOBUSAX MPOU3BOJUTCS B CIyUasix:

1) oHOBPEMEHHOTO Ha3HAUCHHS OJHOMY MAIMEHTY ISATH M OoJiee JEeKapCTBEHHBIX NPENapaTtoB B
TEYEHHUE OJHUX CYTOK WJIM CBBIIIE ACCATH HAUMEHOBAHUH B TEUEHUE OHOTO MECSALa,

2) Ha3HAYCHUS JICKAPCTBCHHBIX IPENapaToB NpPU HETUIMYHOM TEYCHUH 3a00JICBaHMS, HAIUYUU
OCJIO)KHEHHH OCHOBHOTO 3a0oiieBaHusi W (MJIHM) CONYTCTBYHOIIMX 3a00JE€BaHWiA, NPH Ha3HAYCHUH
JICKapCTBEHHBIX NpEnapaToB, OCOOEHHOCTH B3aMMOJEHCTBHS W COBMECTHMOCTH KOTOPBIX COTJIACHO
MHCTPYKIMAM I10 MX NPUMEHEHHIO MPUBOIAT K CHIDKEHHIO (PPEKTHUBHOCTH U O€30MaCHOCTH JICUCHUS
nanueHTa v (WIM) CO3Jal0T MOTSHIUAIBHYIO OIIACHOCTD JJIsl )KU3HU M 3[J0POBBS MAIIMCHTA;

3) NEpBUYHOrO HA3HAYCHUs MAIMEHTY HAPKOTHYECKMX M IICUXOTPOIMHBIX JIEKAPCTBEHHBIX
npenaparoB crnuckoB |l u Il Ilepeuns (B ciaydae npuHATHS PyKOBOAUTENIEM MEIUIIMHCKON OpraHU3alliu
peleHust 0 HeOOXOJUMOCTH COTJIACOBAHMS Ha3HAUYEHHs TaKUX JIGKAPCTBEHHBIX IMPENapaToB ¢ BpaueOHOM
KOMHCCHUEH).

34. TloBTOpHOE Ha3HAYEHHWE HAPKOTHYECKUX M TCHXOTPOIMHBIX JIEKAPCTBEHHBIX IpenapaToB
cckoB |l u Il Tlepeunst mpom3BOAUTCS MEIUIIMHCKAM pPAaOOTHUKOM CaMOCTOSTENIbHO MAIlMeHTaM ¢
BBIPQ)KCHHBIM OOJIEBBIM CHHIPOMOM JIFO0OTO TI'eHe3a, HapYIIEHHWEM CHA, CYJOPOXXHBIMH COCTOSIHUSIMH,
TPEBOXKHBIMH paccTpoicTBaMu, GOOUSIMHU, IICHXOMOTOPHBIM BO30YKJICHHEM.

35. Ilpu okazaHUM CKOpOW METUIIMHCKON MOMOIIM JIEKapCTBEHHbIE NpernapaThl Ha3HAYaIOTCS
MEIMLUHCKUM pabOTHUKOM BBIE3AHON Opuragsl CKOpOW MEIUIUHCKONW TMOMOIIM, MEIULIUHCKHM
pabOTHUKOM MEAMLMHCKOW OpraHM3allid NpU OKa3aHUM MEIUIIMHCKOH IOMOLIM TpakJaHaM IpH
3a00JIeBaHUAX, HECYACTHBIX CIyyasX, TpaBMaX, OTPABIEHHUSAX M JAPYTUX COCTOSIHUAX, TPeOyromuX
CPOYHOT'0 MEAMIIMHCKOTO BMEIIATENIbCTBA.

IV. Ha3HayeHue JJeKapCTBEeHHBbIX NMPEeNapaToB IPa)kiaHaM, HMEIIIMM NPaBo Ha 0ecliaTHoOe
MoJIy4YeHHe JIEKAPCTBEHHbIX NPENapaToB WIH MOJY4YeHHEe JIEKAPCTBEHHBIX NMPENapaToB €O CKUAKOM,
NPHU 0KA3aHUH NEPBUYHON MEIMKO-CAHUTAPHOH NOMOIIH

36. Ilpum oOka3aHMM TEPBUYHOH MEAMKO-CAHUTAPHOH TIOMOIIM HA3HAUYCHHE MEIUIIMHCKUM
PabOTHUKOM C y4eTOM CTAHAapTOB MEIUIMHCKON MOMOIIHM ' lekapcTBEHHBIX MPENapaToB, OTIYCKAEMbIX
OecrmiaTHO WJIM CO CKHIKOM, TpaJaHaM, HMCIOUIMM TpaBO Ha OOECHEYCHHE JIEKapCTBEHHBIMH
npernaparaMu 3a CYeT CpEJACTB OFOJUKETHBIX AaCCHTHOBaHHMU (elepaabHOro OmjpKeTa u  OIIKETOB
cyowrekToB Poccuiickoii denepannu, ocymecTisercs Ha peuentypHoM Onanke gopmbl N 148-1/y-04 (o).

[lpu odopmienun penenta Ha Omanke ¢opmbl N 148-1/y-04 (1) Ha OymMaXHOM HOCHTEINE
o(OopMIISIOTCS ZIBa SK3EMIUISPA, OJMH M3 KOTOPBIX OCTAeTCs B alTeYHOH OpraHu3allid, BTOPOU - B
MEIUIIMHCKOW JTOKYMEHTAIMHU TTallUCHTA.

37. IlpaBo Ha3HayaTh JIEKAPCTBEHHBIC MpenapaThl 'pakJaHaM, UMEIOIIUM TpaBo Ha OeCIUIaTHOE
NOJTy4eHHE JICKApPCTBEHHBIX MPENapaToB WM MOJTyYEHHE JICKAPCTBEHHBIX MPENapaToB CO CKHIKOU, TAKKe
UMEIOT:

1) mequuuHCKHE paOOTHUKY, paboTaroIe B MEAUIIMHCKOW OpraHU3aIyK 110 COBMECTHTEILCTBY (B
npejienax CBOeH KOMIECTEHIINN);

2) MEOWIMHCKHE DPa0OTHUKM CTallMOHAPHBIX OpraHU3alMii COLMAIBLHOTO OOCITY)KMBAaHUS IIPH
HAIMYUM  JIMIEH3MM Ha  OCYIIECTBJCHME MEIMIMHCKON JeATelbHOCTH 2,  mpeaycMaTpuBaromeit
BBIIIOJTHEHUE paboT (OKa3zaHME YCIIYyr) MO OKAa3aHUI0 MEPBUYHON MEJMKO-CAHHTApHOW TOMOINU B
aMOyJIaTOPHBIX YCIOBHSX (HE3aBUCUMO OT BEJJOMCTBEHHOM MPUHAJIICKHOCTH);

3) MeaunMHCKUME PAOOTHUKM MEAWIMHCKUAX OpraHM3al|id, OKAa3bIBAIOIIMX IEPBUYHYIO



MEIMKO-CaHUTApHYIO IMOMOIIIb, ITOIBEJOMCTBEHHBIX (hefepalbHbIM OpraHaM UCHOJIHUTEIBHOM BIACTH WUIIH
OpraHaM HCIIOJIHUTEIbHOM Bi1acTh cyOnekToB Poccuiickoit denepanuu;

4) wHAWBUIYyalTbHbIC NPEANPUHUMATENH, OCYIIECTBISIONMEC MEAUIUHCKYIO JESITEIbHOCTh |
BKJIIOYEHHBIE B pEeCTp MEAUWIMHCKUX OpraHu3aluid, OCYIIECTBIISIOIUX JAEATEIILHOCTE B cdepe
00513aTeTbHOT0 MEAULIUHCKOTO CTPAXOBaHMUA.

38. Ilpu Ha3HAUYEHUM JIEKAPCTBEHHBIX MPENapaToB rpaxkjaHaM, UMEIOLIMM MPpaBo Ha OecIuiaTHOE
MOJIyYeHHE JIEKAPCTBEHHBIX NpPEnapaToB WM MOJIYYEHHE JIEKaPCTBEHHBIX IPENapaTroB CO CKUJIKOH, B
pelenTe yka3plBaeTcs HoOMep TenedoHa, MO KOTOPOMY paOOTHUK anTeyHOW OpraHu3aluu IpH
HEOOXOIMMOCTH MOXKET COTJIACOBATh C MEAULIMHCKUM PaOOTHUKOM 3aMEHY JIEKapCTBEHHOI'O Tpernapara.

39. Ha3naueHue HApKOTMYECKHMX W IICHXOTPOMHBIX JIEKApCTBEHHBIX mpemnapaToB crucka |l
[Tepeunst (3a MCKIIOYEHHEM JICKAPCTBEHHBIX IPENApaTOB B BHJIE TPAHCACPMAIBHBIX TEPAIIeBTHUECKUX
CHCTEM, a TAaKXKE€ JICKApPCTBEHHBIX IPENaparoB, COAEPKAIIUX HAPKOTUYECKOE CPEJCTBO B COUETAHUU C
AHTarOHWCTOM ONHOMIHBIX PELENTOPOB) TpaXKJAaHaM, HMMEIONIMM IpaBO Ha OeCIUIaTHOE IOJy4YeHHUE
JICKapCTBEHHBIX IPENapaToB WIN MOJYYEHHUs JICKAPCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIECTBIISETCA
Ha penentypHoMm Omanke ¢opmbl N 107/y-HII, k xoTopoMy NOMOJIHUTENBHO O(OPMIISIETCS pELenT Ha
peuentypHom Onanke ¢opmbl N 148-1/y-04 (;1) (B nByX 3K3eMIUBIpax Mpu opOpMIICHHH Ha OyMaKHOM
HOCHUTEIIE).

40. Ha3HaueHMe HapKOTHYECKUX M TMCHUXOTPOIHBIX JICKAPCTBEHHBIX IpenaparoB cnucka |l
Ilepeuns B BuAE TpPaHCAECPMAIBHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTHYECKHUX JICKApCTBEHHBIX
npenapatoB cnucka Il Ilepeuns, conepikamux HapKOTUYECKOE CPEJICTBO B COYETAHHHM C AHTar OHUCTOM
OMMMOMIHBIX PELENTOPOB, TCUXOTPONHBIX JIEKApCTBEHHbIX mpemnaparoB cmucka |l Tlepeuns,
JIEKapCTBEHHBIX MpenapaToB, BKIIOYEHHbIX B nepedeHb [IKY, nexapcTBeHHBIX MpenapatoB, 001a aromux
aHa0OJMYECKOW aKTHUBHOCTHIO B COOTBETCTBHM C OCHOBHBIM (DapMakKOJIOTUYECKUM JIEHCTBHEM,
KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IpENapaToB, yKa3aHHBIX B MoJAmyHkTe 3 myHkra 10 Hactosmiero
[Topsinka, mpenHa3HaueHHbIE JUIS JIEUEHUS TpPaXJaH, HUMEIOIUX IMpaBO Ha OECIUIaTHOE IMOJydyeHHE
JIEKapCTBEHHBIX IPenapaToB WIN MOJy4YeHHE JEKapCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIECTBIISETCS
Ha peuentypHoM Onanke ¢gopmbr N 148-1/y-88, k KOTOpOMY NOMOTHHUTENHEHO O(OPMIISETCS pelenT Ha
peuentypHom Onanke ¢opmbl N 148-1/y-04 (;1) (B aByX 3K3eMIUIipax mpu opOpMIEHHH Ha OyMakHOM
HOCHUTEIIE).

! ynkr 11 crateu 2 ®epepanbroro 3akona ot 21 Hos6ps 2011 1. N 323-®3 "O6 0cHOBaX OXpaHbl 3710POBbs FPaXkIaH
B Poccuiickoit deneparn” (Cobpanne 3akonoaaTenbcTBa 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., perdcTpanMOHHBIH
N 23971, ¢ u3MeHeHHsIMH, BHECEHHBIMHU MPHUKa30M MUHHCTEPCTBA 3ApaBooxpanenus Poccuiickoit denepaiuu ot 31 okrsa0ps
2017 r. N 882u (3apeructprpoBan MunucTepcTBOM focTuimu Poccuiickoit ®@enepanuu 9 smeapst 2018 r., perrcTpatioHHBI#H
N 49561).

% B orHOlIeHHH MIA, yKa3aHHOTO B yacTu 2 ctathu 20 MenepanbHoro 3akona ot 21 nos6pa 2011 r. N 323-®3 "06
OCHOBax OXpaHbl 37I0pOBhs rpaxkaan B Poccuiickoit Oenepanuu’ (Cobpanue 3akonoaaTenbcTBa Poceuiickoit ®eneparmn, 2011,
N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31, cr. 4791).

* Yacte 1 cratenm 26 ®enepanbHoro 3akona oT 8 smeaps 1998 . N 3-®3 "O HAapKOTHYECKHX CpPEJCTBaX H
ncuxoTponHeIxX BemiecTBax” (CoOpanue 3akoHOomaTeNnbeTBa Pocemiickoit demeparmum, 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 Cob6panue 3akoHomaTenscTBa Poccuiickoit @enepamuu, 2010, N 16, cr. 1815; 2012, N 26, cr. 3446; 2017, N 31,
cT. 4791.

¢ Cobpanue 3akoHOmaTenbcTBa Poccuiickoit @epepanuu, 1998, N 27, cr. 3198; 2004, N 8, ct. 663; N 47, cr. 4666;
2006, N 29, ct. 3253; 2007, N 28, cr. 3439; 2009, N 26, cr. 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, crt. 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, cr. 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, c1. 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,
cr. 7430; 2015, N 11, cr. 1593; N 16, c1. 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, cT. 4664; N 33, ct. 5182; 2018, N 27, c1. 4071.



" 3apeructpuposan MunuctepctBoM rocTuimu Poccuiickoit ®enepamuu 27 anpens 2007 T., pervMcTpalMOHHBIH
N 9364, ¢ n3MeHeHUsIMH, BHECEHHBIMH IpUKa3aMd MHHHCTEPCTBA 37PaBOOXPAHEHHS M COLMAILHOTO pa3BuUTHs Poccuiickoit
®eneparuu ot 27 arycra 2007 r. N 560 (3apeructpupoBan MunucrepcTBoM roctunmn Poccuiickoit @eneparuu 14 ceHTsaOpst
2007 1., perucrparmonnsii N 10133), or 25 centsops 2009 r. N 794 (3apeructpupoBan MHHHCTEPCTBOM FOCTHIMH
Poccwmiickoit @enepamn 25 nosb6ps 2009 r., perucrpaumonnsii N 15317), or 20 smBaps 2011 r. N 13u (3aperucrpupoBan
MunncrepctBoM  toctunun  Poccuiickoit ®enepammu 15 wmapra 2011 r., peructpanmonnsiii N 20103), mpukazamu
MunucrepctBa 3apaBooxpanenusi Poccuiickoit ®enepauuu ot 1 asrycra 2012 . N 54u (3apeructpupoBan MuHHCTEPCTBOM
foctuiui  Poccuiickoit ®enepammu 15 asrycra 2012 1., perucrpammonnsii N 25190), or 26 d¢espans 2013 1. N 94u
(3apeructpupoBan MuHHCTEPCTBOM FocTUIMH Poccuiickoit @emeparnu 25 utonst 2013 1., peructparionnsiii N 28881).

8 Tlpuka3z Mumnsapascoupassutus Poccuu or 5 mas 2012 1. N5028 "OG yTBEepKIEHMM TOpSIAKA CO3JAHHS W
JESTENPHOCTH BpaueOHON KOMHCCHHM MEIHMIIMHCKON opranm3anmu” (3apermctpupoBad Muntoctom Poccun 9 wmromst 2012 .,
perucrparonbii N 24516), ¢ u3MeHeHHsMH, BHECCHHBIMH Mpuka3oM MunsmpaBa Poccun ot 2 mexabpst 2013 r. N 886n
(3apeructpupoBan Muntocrom Poccun 23 nexabps 2013 r., perucrpanuonssii N 30714).

9 Cobpanune 3akoHOmatenbeTBa Poccuiickoit @enepanmu, 2011, N 48, cr. 6724; 2014, N 49, ct. 6928; 2017, N 31,
cT. 4791; 2018, N 53, ct. 8415.

10 3apeructpuposan MunucTepcTBOM focTHIMK Poccuiickoil @eneparuu 15 arycra 2012 ., perMcTparoHHBII
N 25190, ¢ u3meHeHUsIMI, BHECEHHBIMH TIpHKa3aMi MuHHCTEpCcTBa 31apaBooxpaneHust Poccmiickoit @exeparmn ot 30 nioHs
2015 r. N 385H (3apeructpupoBan MunmncrepcTBoM foctuimu Poccuiickoit @enepanun 27 nosiops 2015 r., perucTpanroHHbIit
N 39868), ot 21 ampesnst 2016 r. N 254 (3apeructpupoBan MunuCTEpCTBOM focTHIMH Poccuiickoit @enepammu 18 wmromnst 2016
r., perucrparonnbii N 42887), or 31 okrsiopst 2017 r. N 882u (3apeructprpoBan MUHHCTEPCTBOM FOCTHIMH POCCHICKOM
Denepanuu 9 sirBaps 2018 r., peructpanmonnsit N 49561).

11 Craten 91 u 91.1 ®enepansroro 3akona ot 21 HosOps 2011 roma N 323-®3 "O6 ocHOBax OXpPaHbI 310pPOBbS
rpaxaan B Poccmiickoit @eneparmn” (Cobpanne 3akoHomaTenbcTBa Poccmiickoit ®@eneparmu, 2011, N 48, cr. 6724; 2012,
N 26, cr. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, cr. 6165; 2014, N 30, cr. 4257; N 43, ct. 5798; N 49, ct. 6927,
6928; 2015, N 1, ct. 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, c1. 2488;
N 27, ct. 4219; 2017, N 18, ct. 2663; N 31, ct. 4794).

12 pemnenne Coseta EBpasuiickoil 5KoHOMHYECKO# Komuccnu ot 3 Hosiopst 2016 1. N 78 "O IlpaBuiax perucTpaiuu u
9KCIIEPTH3bI JICKAPCTBEHHBIX CPEICTB ISl MEIUUHUHCKOro npuMenenust” (opuuuanbHbi caift EBpa3uiicKoro SKOHOMHYIECKOTO
coro3a http://www.eaeunion.org/, 21 uosiopst 2016 r.). Cratest 13 Penepanproro 3akona ot 12 anpens 2010 r. N 61-®3 06
OOpallleHNH JICKapCTBCHHBIX CpeAcTB il Memuiueckoro mnpuMmeHenus” (Cobpanue 3akOHOmATENbCTBA Pocchiickoit
@enepanuy, 2010, N 16, cr. 1815; 2015, N 29, cr. 4367; 2018, N 24, cr. 3407).

13 Crarps 18 ®enepanbioro 3akona ot 12 anpens 2010 r. N 61-®3 "O6 obpalueHun JE€KapCTBEHHBIX CPENCTB IS
meaunuackoro npuMenenus’ (Cobpanne 3akoHomarensctBa Poccumiickoit ®@emeparmu, 2010, N 16, cr. 1815; 2014, N 52,
cr. 7540).

14 3apeructpuposan MunrctepcTBoM rocTuiu Poccuiickoit ®enepannn 1 nrons 2012 r., peructparmonnsiii N 24438,
C W3MCHCHHSIMM, BHECEHHBIMH MpHKa3aMu MuHHCTEpCTBAa 3/paBooxpaHeHus Poccuiickoit @Denepauuu ot 10 wuroHs
2013 1. N 3691 (3apeructpupoBan MununcrepctBoM foctuin Poccuiickoit ®emepannu 15 wmrosst 2013 ., perrcTpamoHHBINR
N 29064), ot 21 aBrycra 2014 r. N 4651 (3apeructprpoBan MunmcTepcTBOM focThin Poccuiickoit ®eneparnnu 10 ceHTSOps
2014 r., perucrpammonnbii N 34024), or 10 cenrsOops 2015r1. N 634u (3apermcTprpoBad MUHHCTEPCTBOM FOCTHITHH
Poccuiickoit @eneparmn 30 centsiops 2015 r., peructparmonnsii N 39063), ot 31 okrsiops 2017 r. N 8821 (3aperucTprpoBan
MumnwucTepcTBoM foctuitnn Poccuiickoit ®enepannu 9 suBaps 2018 ., peructpanmonnsiii N 49561).

1% TIpukas MunuctepctBa 31paBooxpanenns Poccuiickoit @enepamuu ot 22 anpens 2014 r. N 183n "O6 yTBepkaeHun
NepeyHsl JIEKapCTBEHHBIX CPEICTB IS MEAMIUHCKOTO IPHMEHEHHS, IIOUICKALNIUX IPEIMETHO-KOJMYECTBEHHOMY Yy4eTy"
(3apeructpupoBan MunucTepcTBOM TocTHitin Poccuiickoit ®@eneparmu 22 wrons 2014 1., perucrparmonnsii N 33210), ¢
W3MEHEHHSIMH, BHECCHHBIMH TpHKa3aMd MuHHUCTEpCTBa 3apaBooxpaHenus Poccuiickoit @Denepampin ot 10 ceHTsOps
20151. N 634 (3apeructpupoBan MmuHHCTEPCTBOM tfocTunmu  Poccmiickoit  ®emeparmu 30  cenrsops 2015 r,
peructparmonasii N 39063), or 31 okrsiops 2017 r. N 882 (3apermctpupoBan MHHHCTEPCTBOM IOCTHIMH Poccuiickoi
®enepannn 9 suBaps 2018 r., perucrpannonnsii N 49561), or 5 anpesnst 2018 r. N 1491 (3apeructpupoBan MUHHCTEPCTBOM
foctunmu Poccuiickoit @eneparmu 3 mast 2018 1., peructpannonusii N 50961), ot 27 uross 2018 1. N 471u (3apeructprpoBan
MunwucTepcTBoM roctuitnn Poccuiickoit ®eneparnu 14 asrycra 2018 r., pernctpannonnsiii N 51885).

16 TTynxr 47 wactu 1 crateu 12 ®enepanbHoro 3akoHa oT 4 mas 2011 1. N 99-®3 "O nuuEH3UPOBAHUH OTAEIbHBIX
BuoB gestensHocT” (Cobpanne 3akoHomarenscTBa Poccuiickoit @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, cr. 5116; N 45, ct. 6841; N 53, ct. 8424).

17 Tymukr 1 crateu 60 DenepanbHoro 3akona or 12 anpens 2010 . N 61-@3 "O6 obpaliueHMH IE€KAPCTBEHHBIX
cpenctB” (Cobpanne 3akoHomatenscTBa Poccmiickoit @eneparmm, 2010, N 16, cr. 1815; 2012, N 26, cr. 3446; 2014, N 52,
cr. 7540).

18 Tlocranosnenue IpaBurenscrsa Poccuiickoit @epepanuu ot 4 okta6ps 2012 r. N 1006 "O6 yrsepsaenuu [Ipapui
[PEIOCTABIICHISI MEIMIUHCKAMA OPraHM3alisIMH TUIATHBIX Meanunuackux yeayr (CobpaHue 3akoHOOAaTenbCTBa PoccHiicKoit
®deneparmn, 2012, N 41, cr. 5628).



19 Crares 37 ®enepanbhoro 3akona ot 21 mos6ps 2011 r. N 323-®3 "O6 ocHOBaxX OXpaHbI 30POBbS FPAKIAH B
Poccuiickoit ®enepanun” (Cobpanne 3akoHomaTenbeTa Poccniickoit ®eneparmn, 2011, N 48, ct. 6724; 2018, N 53, ct. 8415).

20 [Tyt 46 wactu 1 crateu 12 denepansHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O nuieH3MpoBaHUU OTICITHEHBIX
BuoB gesrensHocTr” (Cobpanne 3akoHomarensctBa Poccuiickoit @eneparmum, 2011, N 19, cr. 2716; 2012, N 31, cr. 4322;
2013, N9, cr. 874; N 27, ct. 3477; 2014, N 30, ct. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, cr. 4342; N 44, ct. 6047;
2016, N 1, cr. 51; 2018, N 31, ct. 4838; N 32, ct. 5116; N 45, ct. 6841; N 53, c1. 8424).

IIpunoxenne N 1

k [lopsaky Ha3HaYeHUs
JIEKAPCTBEHHBIX NPenaparTos,
YTBEpP:KICHHOMY [IPUKa30M
MuHucTEpCTBA 31PaBOOXPAHEHHSA
Poccuiickoit @enepannu

ot 14 ssuBaps 2019 r. N 4n

KoanuecTBO HAPKOTHYECCKHUX CPEACTB UJIH NCUXOTPOMHBIX BEIIECTB, KOTOPO€ MOXKET OBITH
BbINMMCAaHO B O/THOM peuenTe

N /i MexayHapoIHOE HEMaTeHTOBAHHOE dopma BeIITyCKa U KonunuectBo
HalMEHOBaHHE HAPKOTUYECKOTO U J03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npemnapara
1 bynpenopdun+Hanokcon TaGnerku 60 Tabnerox
cyonuursansHbie 0,2 (ymakoBka, KpaTHas
mr+0,2 mr N 20)
2 Bynpenopdpun PactBop 111 MHBEKLINHA, 30 ammyn
0,3 mr/min 1 ma (mpuUI-TIOOMKOB)
3 Bynpenopdun TpancnepManbHbIiA
TUIACTHIPh
35 MKr/4ac 20 mnacteipeit
52,5 mKkr/yac 10 mnacteipeit
70 MKr/4ac S IIacThIpen
4 JMruapokoaenH TaGnerku
MIPOJIOHTUPOBAHHOTO
JNEUCTBHUS
60 mr 40 Tabnerox
90 mr 30 Tabnerok
120 mr 20 TabneTok
S) Mopdun PactBop 111 MHBEKLINH, 20 ammmyn
pacTBOp Ui MOAKOXKHOTO | (IIMPHL-TIOOMKOB)
BBEJICHUS
10 mr/mn 1 Mo
6 Konenn+Mopdun+Hockanuna+IlanaBepu | PacTBop 1uist MOAKOKHOTO 20 ammmyn
H +Tebaunn BBEJICHUS
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/m 1 min
7 Tpumenepuaux Tabnerku 25 mr 50 Tabnerok




8 Tpumenepuaux PactBop 111 nHBEKLINI 20 ammmyn
10 mr/mn 1 Mo (UIpHUI-TIOOMKOB)
20 mr/mit 1 mn
9 Mopdun Tabnerku (karcyJibi)
MIPOJIOHTHPOBAHHOT'O
JNEUCTBHUS
10 mr 180 Tabmn. (kamc.)
30 mr 60 Tab6u. (karc.)
60 mr 40 Tabmn. (kamc.)
100 mr 20 tabun. (karc.)
200 mr 20 Tabu. (karc.)
10 Mopdun Tabnetkn
S Mr 100 Tabnerox
10 mr 100 Tabnerok
11 Mopdun Kammm nns npuema
BHYTpb
20 mr/mn 20 M 4 ¢pnakona
12 Mopdun PactBop st npuema
BHYTpPb (MOHO/103b1)
2 Mr/mMI1 5 Mt 100 ammyn /3
6 Mr/mi 5 M 80 ammy /3
20 mr/mi 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 Tabnerok
40 mr+20 mr 20 TabneTok
14 [TponmonundenmnsTokcnyTHANNIEepUaAnH | Tabnerku 3amieunsie 20 50 Tabnerok
MT
15 deHTaHun TpancnepmanbpHas
TepaneBTHUUECKasi CUCTEMA
12,5 mxr/gac 20 mnacteipeit
25 MKr/4ac 20 mnacteipeit
50 MKr/4ac 10 mnacteipeit
75 MKr/4ac 10 mnacteipeit
100 mxr/yac 10 mnacteipeit
16 denranun Tabnerkn moabA3LIYHBIE
0,1 mr
0,2 mr
0,3 mr 50 Tabnerok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHun Cripeil Ha3aJIbHBII

®dmakon 50 mkr/mo3a
2,0 mu (10 no3)
3,2 mui (20 1o3)
5,0 mu (40 o3)

24 ¢nakona
12 ¢pnakonoB
6 prmakoHOB




®nakon 100 Mkr/mo3a
2,0 mu (10 o3) 12 ¢pmakonoB
3,2 mui (20 1o3) 6 prmakoHOB
5,0 mu (40 1o3) 3 (makoHa
®nakon 200 Mkr/m03a
2,0 mu (10 mo3) 12 ¢pmakonoB
3,2 mu (20 1o3) 6 prmakoHOB
5,0 mu (40 o3) 3 (akoHa
18 Bytopdanon PactBop 111 nHBEKLINI 20 ammmyn
2 mr/mut 1 m
19 Hanbydpun PactBop muist uHbeKIIUI
10 mr/mn 1 mn 50 amnyn
20 mr/mi 1 M 25 ammyn
20 denobapobuTan Tabnetkn
S Mr
50 mr 50 TabneTok
100 mr
Ipuioxenne N 2
K [lopsaky Ha3HaYeHUdA
JIEKAaPCTBEHHBIX MPENapaTos,
YTBEPKIEHHOMY IIPUKAa30M
MuHHCcTEepCcTBA 31PABOOXPAHEHHS
Poccuiickoit @exepannu
ot 14 ssuBaps 2019 r. N 4n
CnpaBo4Ho
PexoMeH10BaHHbIE K UCNIOJIb30BAHUIO COKPANIeHUsI MTPH 0()OPMJIEHHH PelenTOB
N /it Cokpaienue ITonnoe HanMcaHnue IlepeBon
1. aa ana 110, IOPOBHY
2. ac, acid. acidum KHCJIOTa
3. aer. aerozolum a’p03011b
4. amp. ampulla ammyJsa
d. ag. agua BOJIA
6. aq. purif. aqua purificata BOJIA OUHUIIICHHAS
7. but. butyrum Maciio (TBepoe)
8. caps. capsula KarcyJsna
9. comp., CpS compositus (a, um) CIIOXKHBIN
10. D. Da (Detur, Dentur) Beinaii (ITycts Beinano, [ycTsb
OyJIeT BBIIAHO)
11. D.S. Da, Signa Detur, Signetur Brimaii, 0603HauB
[Tycth Oyner BbIIAHO,
O603Ha4eHO
12. D.t.d. Da (Dentur) tales doses Beinaii (ITycts OyayT BbLIaHBI)
TaKUe JI03bI
13. dil. dilutus pa3BeACHHBIN




14, Div. in p. aeq. Divide in partes aequales Pasnenu Ha paBHBIC YacTH
15. emuls. emulsio OMYJIbCHS
16. extr. extractum AKCTPAKT, BBITSIKKA
17. F. Fiat (fiant) [TycTp 0Opasyercs (oOpasyroTcs)
18. gran. granulum IpaHyJIbl
19. gt., gtt gutta, guttae Karuisi, Kariu
20. gtt. peror. guttae peroralis KaIUIM I IpUeMa BHYTPb
21. inf. infusum HACTOM
22. in amp. in ampullis B aMITyJIax
23. in tab. in tab(u)lettis B Ta0JIeTKax
24. in tab. prolong. in tab(u)lettis prolongatis B Ta0JIETKAX C
MIPOJIOHTUPOBAHHBIM
BBICBOOOJKICHHEM
25. in tab. prolong. in tab(u)lettis prolongatis obductis B Ta0JIeTKaX C
obd. IPOJIOHTMPOBAHHBIM
BBICBO60)KII€HI/IGM, MOKPBITBIX
000J109KOH
26. lin. linimentum KUJKasi Ma3b
27. lig. liquor KHUJKOCTh
28. lot. lotion JIOChOH
29. m. pil. massa pilularum MWTIONBHASI Macca
30. membr. bucc. membranulae buccales TUICHKH 3alleYHbIC
31. M. Misce, Misceatur Cwmemraii (ITycts Oyzier cmeniaHo)
32, mixt. mixtura MHUKCTYpa
33. N. numero YUCJIOM
34. ol. oleum Macyio (GKHIKoe)
35. past. pasta rnacra
36. pil. pilula, pilulae TTVUJTEOJTSI, TIVUTEOJTH
37. p. aeq. partes aequales paBHbIC YaCTH
38. ppt., praec. praecipitatus OCaKJICHHBIN
39. pulv. pulvis MOPOUIOK
40. g.s. quantum satis CKOJIBKO MOTpedyeTcs, CKOIBKO
Haao
41. r., rad. radix KOPCHb
42. Rp. Recipe Bozpmu
43. Rep. Repete, Repetatur [MosTopu (Ilycts Oynmet
MTOBTOPEHO)
44. rhiz. rhizoma KOPHEBHIIIE
45. S. Signa, Signetur O6o3nausb (ITycts Oyner
0003HaueHO)
46. sem. semen cemst
47. simpl. simplex MIPOCTOM
48. Sir. sirupus cHpoI
49. sol. solutio pacTBop
50. sol. peror. solutio peroralis pacTBOp Ui IpUeMa BHYTPb
ol. spr. spray cripen
52. Spr. nas. spray nasale CIIpel Ha3aJIbHbBIN
53. supp. suppositorium CBeYa, CYNIO3UTOPHI




54, susp. suspensio CYCIICH3US, B3BECh

55. tabl. tab(u)letta TabJaeTKa

56. t-ra, tinct. tinctura HACTOWKa

o7. STT Systemata TpancaepmanbHas
Therapeutica TepaneBTuueckas
Transcutanea Cucrema

58. ung. unguentum Ma3b

59. Vitr. vitrum CKJITHKA

MMHMCTEPCTBO 3IPaBOOXPaHEHUH
Poccurickon denepauun

Hammenosauue (urammn)
MEIMLUMHCKOM OpTaHU3aLnn

Haumenosauue (wrammn)
VHIOMBUOYAJBHOTO IPEeNNpYHYMA TeJIs

Ipuioxenne N 2

K npuka3sy MHHHCTEPCTBA 31PaABOOXPaHEHHUS
Poccuiickoit @enepannu

ot 14 ssuBaps 2019 r. N 4n

®opma penentypnoro 61anka N 107-1/y

Kon dopmer mo OKY[I

Kon yupexneHmua no OKIIO
MenmMumrHCKasa OOKYMEHTAalMA

dopma N 107-1/y

YTBer,ILeHa IIPprKa30oM

MyHMCTEpPCTBa 3IPaBOOXPaHEHUH
Poccurickon denepauun

(yxazaTs ampec, HOMEp M JAaTy JIULEH3UMU,
HaVMEHOBAaHME OpraHa I'OCYIapCTBEHHOM’
BJIACTU, BHIABIETO JIMWIIEHSIUD)

or 14 gusapa 2019 r. N 4u

PELEIT
(BBpocinmnt, OEeTCKMII — HYXHOE MHNONUEPKHYTE)
" " 20 T.
damuniva, MHULUATE uMeHu u oTuecTBa (MocjenHee - OpY HAIWUUMK)
naluveHTa
JaTa poxXOeHmda
damunua, MHULUATE uMeHu u oTuecTBa (ocjenHee - OpY HAIWUYMK)

neuamero epaua (denbaumepa, axylmepKn)

py6.|xon.| Rp-



I[Tognmce M.II.
U IedaThb Jievamero Bpaua
(nonnvces denbmuepa, aKyllepKn)

Peuent gpeMcreuresieH B TedeHume 60 muelt, mo 1 roma ( )]
(HyxHOE MONUEPKHYTH) (yxazaTh KOJIMUECTBO MECHAIEB)

O6opoTHast CTOpPOHAa

OTMeTKa O Ha3HAUYEHUU
JIEKaPCTBEHHOT'O IpelnapaTra o0
PEUeHMI0 BpadebHOM KOMMCCUMU

IIpurorosui IIposepu Otnycrun

®opma penentypnoro 61anka N 148-1/y-88

MMHMCTepCTBO S30PaBOOXPaHEeHMA

Poccwuiickoit denmepaumu Kon dopmu mo OKyI 3108805
MeOMUMHCKAS OOKYMEHTAalMs
Hammvenosauue (uTamr) dopma N 148-1/y-88
MEOULMHCKONU OpTaHu3alun YTBEepXIeHa MNpUKa30M
MUMHUCTEPCTBA 3IPaBOOXPAaHEHUI
Hammvenosauue (mTammn) Poccuiickom denmepalumn
VMHIUBUIYAJBLHOTO MNPeNlprHMMaTesIs or 14 gumaps 2019 r. N 4u

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

il rrrrr
Cepmma | I I 1L INT LTI T
N Y I A

PELENT o 20 .

(mara odopmnieHus peuenra)

(B3poOCHLIt, OETCKUM — HYXHOE MMOJUEPKHYTH)

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

JaTa poxXOeHmda
Anpec MecTa xuTesibCcTBa uian N MEeOMIUMHCKOM KapTh aMOyJIaTOPHOTO [alMeHTa,




noJjlydamolero MeOMUMHCKY [IOMOMNbL B aMOyJIaTOPHHEIX YCJIOBMAX
daMunmsa, UHMLMAJE uMeHy u ordecTsBa ([IocrienHee - IpY  HAJAMUMM)  JIEUYaleTo
Bpaua (benbrmepa, axkylepKy)

[Tognmce M HedaThk Jiedallero Bpaua M.II.
(nonnvice denbmuepa, aKyllepKn)

PellenT neMcTBUTEeJIeH B TedeHre 15 mguenm

O6opoTHass CTOpPOHAa

OTMeTKa O Ha3HAUYEHUU
JIEKaPCTBEHHOT'O IpelnapaTra o0
PEULeHMI BpadebHOM KOMMUCCUMU

IIpurorosui IIposepui Otnycrun




®opma penentypnoro 61anka N 148-1/y-04 (o)

MUHMCTEPCTBO 3IOPaBOOXPAaHEHNUA MECTO IJId WTPUXKOLOA™ YTBEPXIEHA
Poccurickonm denepauun IPpMKAa30M MMHUCTEPCTBa 3IOPaBOOXPAaHEHMUA
Poccurickonm denepauun
or "__ " 2019 r. N
MlTamm
Kogm

MeIOUIMHCKOM OpraHM3alumn

Tamr
Kon
MHIOMBUIOYAJIEHOT'O MPenlIpMHUMAaTEIS

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

Kox kaTeropuu rpaxxjias Konx Hozonoruyeckoii hopmsl (mo MKB) | McTounuk ¢puHaHcupoBaHus: (MOT4EPKHYTH) % orutaThl: (TOAYEPKHYTh)
1 ®enpepanbHbIil OOKET 1. BecnutatHo
2. bromker cyobekra Poccuiickoit deneparuu | 2. 50%
3. MyHuImnaibHbli OI0KET 3. u"oit %

PELEINT Cepus N IaTa obopmiieHMma: | | | | | | 20 r.



daMmIIMa, MHULMAJE MMEeHM M OTdUeCcTBa (HOCﬂeﬂHee - IIpunu HaﬂMQMM)
IIallMMeHTa HaTa POXIOEHMA

CHMJIC

N MoJnuca
00513aTEILHOTO
MEIHUIIUHCKOTO
CTpaxOBaHMS:

Homep MeIMLMHCKOM KapTe IIalVMeHTa, I[IoJIydaKumel'O MeIMIIMHCKYIO IIOMOULB B aM6YHaTOpHHX YCIJIOBUAX

damMmima, MHMLMAJIEL MMEHM M OTUueCcTBa (HOCﬂeﬂHee - Ipunu HaﬂMqMM)

nedamero Bpada (Qesnbnmepa, akylLepKin)

PyG. Kor. 0
3
1S e ] -

[loonmuchk M HedaTh Jiedalero Bpada
(mnomnnmuce OGenbnuepa, aKymepKM) M.II.

Peuent mercreurenied B Teuenve 15 muerr, 30 nueir, 90 nueit (HyxHOE NOOUEPKHYTH)

OTnymeHo IO peuentTty.: TOpPOBoe HaMMeHOBaHMEe U IOO3MPOBKaA -

IaTra ornycka: " ' 20 . KommuecTBO:

[IpuroTOBMII:- [TpoBepmi: OrnycTni:




Kopewok peuenTypHOI'O OJjlaHKa
HauMmeHoOBaHME

JIEKapCTBEHHOTO IIpernapara:
JosmpoBKa -

Crnocob npMMeHeHM:
[MpOoOOIIXNUTEJNILHOCTD

oHeM

KoMuecTBO NPUMEMOB B IEHL -
Ha 1 npuewm:

pas

(SPIge

*B CJIy4dac M3roToBJICHUS PECUCITYPHOTO 0J1aHKa C UCIIOJIL30BAHUEM KOMIIBIOTCPHBIX TEXHOJIOTUH

O0opoTHas cTopoHa

OTmeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOIO
npernapara 1o pereHuio BpaueOHOW KOMUCCUHU

IIpurorosui [Iposepui Otnycrun
Ipunioxenne N 3
K [IpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHECHHUS
Poccuiickoit @egepannu
ot 14 ssuBaps 2019 r. N 4n
IHopsaaok

o¢opmiIeHHs peleNTYPHBIX 0JIaHKOB Ha JIeKAPCTBEHHbIE MPenapaThl, X y4yeTa U XpaHeHHs

. Odpopmienne penenta Ha OyMaKHOM HOCHTeJIe



1. Ha penenrtypubix Omankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B yleBOM BepxXHEM YIJIy MpPOCTABISETCS ITaMI MEIUIMHCKON
OpraHu3aIiy ¢ yKa3aHWeM ee HaMEHOBaHMS, ajipeca u Tenedona.

JlononHuTeapbHO Ha penentypHoMm Osianke Gopmbl N 148-1/y-04(;1) mpoctaBisieTcss KO MEIUIIMHCKON OpraHu3alnud B cOOTBETCTBHU ¢ OCHOBHBIM
rOCYJapCTBEHHBIM PETUCTpaIlMOHHBIM HOMepoM (masee - OI'PH).

Cepus peuenrtypHoro 6manka gopmsl N 148-1/y-04(;1) Bkimtodaet koj cyobekTa Poccuiickoit @enepanuu, COOTBETCTBYIOLIMIA IBYM MEPBBIM HU(ppamM
Oomiepoccuiickoro kiaccupukaTopa 00bEKTOB aIMHHUCTPATUBHO-TeppUTOpHaibHOTO AeicHus (naiee - OKATO).

Pasperaercs usroranupath peuentypusie onanku Gopmsl N 107-1/y u popmsr N 148-1/y-04(:1) ¢ moMOLIBI0 KOMITBIOTEPHBIX TEXHOJIOTHIA.

2. Ha penentypHbix OiaHkax, 0OpMIISIEeMbIX HHAMBUAYAIbHBIMH TPEANPUHUMATEISIME, UMCIOIIMMH JIMLIECH3UIO HA MEAMIUHCKYIO JIESTEIbHOCTD, B
BEPXHEM JIEBOM YTy THIIOTPAa(CKUM COCOOOM MJIH IIyTEM MPOCTABIICHHS IITAMIIA JIOJKEH ObITh YKa3aH aJpec WHIUBUIYaTbHOTO NPEAPHHUMATEIIS, HOMEP
U J1aTa JIMICH3UY, HANMEHOBAaHKHE OpPraHa roCcy1apCTBEHHOW BJIACTH, BBIIABIIETO JIUIICH3HIO.

3. Peuentypusie Onanku gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) 3an0aHsAIOTCS MEAUIIMHCKUM PaOOTHUKOM pa300p4nBO, YETKO, YUSPHUIAMHU
WJIU IIAPUKOBOU PYUYKOIL.

4. Jlomyckaercsi oopMiieHHE BCEX PEKBU3UTOB (3a HCKItOueHHEeM pekBu3uTa "Tloamuch sevamiero Bpada (moanuch (Qesbaiiepa, akyliepku')
peuentypHbix 6mankoB Gpopmer N 107-1/y, dopmbr N 148-1/y-88 u popmbr N 148-1/y-04(:1) ¢ ncnonb30BaHUEM ME€YATAIONIMX YCTPOHCTB.

5. Odopmienne perentypHbix OankoB hopmbl N 148-1/y-04(1) BriIrouaeT mudpoBoe KOAUPOBAHHUE.

LlndpoBoe kKoIUPOBaHUE yKA3aHHBIX PELENTYPHBIX OJAHKOB BKIIIOYACT:

1) xon memmuuHckoit opranuzammu (OI'PH) wnm kox WHAMBUAYanbHOTO MpEANPHHUMATENS B COOTBETCTBUU C OCHOBHBIM TOCYJIapCTBEHHBIM
pEerHCTPaMOHHBIM HOMEPOM MHIMBHIyaIbHOTO npeanpuanmares (nanee - OI'PHUIT), npocTapisieMblii IpH U3rOTOBJICHUH PELENTYPHBIX OJaHKOB;

2) KOJ KaTerOpuu IpakiaH, UMEIOIIHX MPaBO Ha MOJyYeHHE JICKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU CO craThell 6.1 denepanbHOro 3akoHa ot
17 wmrons 1999 r. N 178-®3 "O rocymapcTBeHHO# conuanbHoit momomu™ !, M Kox Hozomormueckoil (opmbl Mo MekKIyHApOJHOH CTaTUCTHYECKOH
knaccudukanum Oonesneit (manee - MKB), 3amonmHseMble jedamyM BpadyoM ITyTeM 3aHECEHHS KaXI0W HU(PHl B MyCThle SYCHKH, NMPH ITOM TOUYKA
IPOCTaBIISIETCS B OTACIBHON sSTUEHKe;

3) orMmeTka 00 uctouHuke GpuHaHcupoBaHus (penepanbHbiil OromkeT [1], Oromker cyonekTa Poccuiickoit deneparuu [2], MyHUITUTIATBHBINA OIOIKET
[3]) u mporente orutarter penenta (6ecrutatho [1], 50% [2], unoit % [3]);

4) mMTPUXKOJ - JOMOJTHUTENbHBI PEKBU3UT (B CIy4ae M3TOTOBJICHHUS Ha TeppuTopuu cyObekta Poccuiickoit depepanun peuentypHoro OjaHKa c
UCIIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHIA).

6. B penentypubix Onankax ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "damuinms, HUIKAIB IMEHH B OTYECTBA (MIOCIEIHEE - IPU
HaJIMYUH) TTalMeHTa" YKa3bIBatOTCS (haMIITUs, MHUAIIMATIBl HIMEHH ¥ OTYecTBa (IPY HAIMYKH) MAIIMEHTA.

7. B peuentypubix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "JlaTa poxaeHus" yka3bIBaeTCs Aara pOXKICHUS MalUCHTa
(4mcno, Mecsl, ro).

JononautenbHO B perentypHbix Omankax ¢opmbl N 148-1/y-88 u ¢opmer N 107-1/y mns nereit B Bo3pacte n0 1 roxa B rpade "Jlata poxaenus”
YKa3bIBAETCS] KOJIMUECTBO MOJHBIX MECSIIEB.



8. B peuenrtypubix Oxankax ¢opmber N 148-1/y-04(i1) B rpadax "CHUJIC" u "N nosnmca 00s3aTenbHOr0 MEIUIIMHCKOTO CTPAXOBaHHA" yKa3bIBAIOTCS
CTPaxOBOW HOMEpP MHIMBHIYAJILHOTO JIMIIEBOro cuera rpaxaaHuHa B [lencunonHom ¢oupe Poccuiickoin @enepanun (CHUIC) (npu Hanuumu) ¥ HOMEp
noJrca 00s3aTeIbHOr0 MEUIIMHCKOTO CTPAXOBaHHUS .

9. B peuentypubix Omankax ¢opmbl N 148-1/y-88 B rpade "Anpec mMecta KHUTEIbCTBA MM HOMEP MEAMIIMHCKOW KapThl MALMCHTA, MOJYYarolero
MEIUIIMHCKYIO0 TIOMOIIb B aMOYJIaTOPHBIX YCJIOBHUSX', YKa3bIBACTCS apec MECTa JKUTEIbCTBA (MecTa MpeObIBaHUS MM MecTa (PaKTUYECKOTO MPOKUBAHUS)
TNalMeHTa UM HOMEP MEIUIMHCKON KapThl MALMEHTa, TTOMyYaioNIero MeIUIMHCKYIO HOMOIb B aMOYIaTOPHBIX YCIOBHSAX 2.

B penentypubix Omankax ¢opmbl N 148-1/y-04(;1) B rpade "Homep MeAMIMHCKOW KapThl MAIMEHTa, MOJYYAIOLIEr0 MEAMIMHCKYIO MOMOIIb B
aMOYIIaTOPHBIX YCIOBUSAX" yKa3bIBAETCSA HOMEP MEIMIMHCKON KapThl NALMEHTA, IOy Yal0NIero MeUIMHCKYIO HOMOIb B aMOYIaTOPHBIX YCIOBHSX >,

10. B rpade "dammnus, MHHIMATBI UMCHU M OTYecTBa (IOCIENHEE - MPH HAIMYMMU) Jiedallero Bpada (¢enbamiepa, akylmiepku)" perenTypHbIX
onankoB (popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) py4HbIM CIOCOOOM HIIM C MOMOIIBIO IITAMIIA YKa3bIBAIOTCS (haMUIvsl, WHUIIMATIBI UMCHH |
ortdecTBa (MocienHee - NPy HAIMYMK) MEAUIMHCKOT0 Pa0OTHHUKA, HA3HAYUBILIETO JICKAPCTBEHHBIC IIPEapaThl ¥ OPOPMUBILETO PELIEIT.

11. B rpage "Rp" peuentypubix 6mankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04 (1) yxa3piBaercs:

1) HauMeHOBaHME JIEKAPCTBEHHOrO mpenapara (MEXIyHApOIHOE HEMaTCHTOBAHHOE HAWMEHOBAHUE, TIPYNIUPOBOYHOE WM XHMHUYECKOE
HaMMEHOBaHKE, TOPrOBOE HAMMEHOBAHKE) Ha JIATHHCKOM si3bIKe, (hopMa BBIITyCKa, TO3UPOBKA, KOJIMYECTBO;

2) cnoco0 MpUMEHEHHs JIEKapCTBEHHOrO IperapaTa Ha TOCYAapCTBEHHOM s3bike Poccuiickoit ®Denepanuy Wiu Ha TOCYAAPCTBEHHOM SI3BIKE
Poccuiickoii deiepaliiu 1 rocyJapCTBEHHOM S3bIKe PecIyOlIMK H MHBIX S3bIKaX HapoaoB Poccuiickoii Menepanuu 4.

12. TIpu opopmieHnH pelenTypHBIX OJAHKOB 3aIllPelIaeTcsl OrpaHUUMBATHCA OOLIMMHU yKa3aHUAMH, HaripuMep, "BayTtpennee", "HM3BecTHO".

13. Penenr, odopmiieHHsiii Ha peuentypaom Onanke ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1), moamuceBaeTCs MEUIMHCKHM paOOTHHUKOM
U 3aBEPSETCs €ro MeYaThlo.

Penent, odopmiennsiii Ha penentypHom Onanke ¢opmbr N 148-1/y-88 u dopmbr N 148-1/y-04(n1) nOMOTHUTENBHO 3aBEpsETCS I€YATHIO
MeJUIUMHCKON opranu3anuu "J{is perentos”.

14. Ha ognom penentypHoM Onanke ¢opmbl N 148-1/y-88 u dopmer N 148-1/y-04(n) paspermaercs OCyIIECTBISATH HAa3HAUYCHHWE TOJIBKO OHOTO
HalMEHOBaHMS JIEKAPCTBEHHOTO Ipernapara.

Ha omnom peuentypHom Omanke ¢opmber N 107-1/y paspemraercs OCyIIECTBISATH Ha3HAYCHUE TOJBKO OJHOTO HAWMEHOBAHUS JIEKAPCTBEHHOTO
npenapara, oTHocsmierocs mo ATX k anruncuxorudeckuMm cpenctBaMm (kox NOSA), ankcuonutikam (ko NO5B), CHOTBOPHBIM M CE€IaTHBHBIM CPEICTBAM
(xox NO5C), antunmenpeccantam (kogq NO6A) u He moyIekaIiero MpeaMEeTHO-KOIMYECTBEHHOMY Y4YeTy, W J0 TpeX HAMMEHOBAaHWH JIeKapCTBEHHBIX
IpenapaToB - 7Sl UHBIX JIEKAPCTBEHHBIX MTPENAapaToB, HE OTHECEHHBIX K BhIIeyKa3aHHbIM ATX.

15. UcnpaBieHus B periente He JOIMyCKaloTCs.

16. IIpu odopmiennn peuentypubix OmankoB gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) Ha nexapcTBeHHBIE TpemNapaThl, HA3HAYCHHBIE 110
peLIeHUI0 BpaueOHOM KOMUCCHH, HAa 000pOTE pelenTypHOT0 OTaHKa CTaBUTCS CIIEIMaIbHAs OTMETKA (IITaMIT).

17. Ha peuentyprom 6manke ¢popmbl N 148-1/y-04(;1) BHH3Y HMeeTCs TMHUS OTPBIBA, pa3Aeisonias PeHenTyPHbIH OJaHK U KOPEUIOK.

Kopemok ot perenta, opOpMIEHHOTO Ha yKa3aHHOM PEIENTYPHOM OJIaHKE, BBIJACTCS MALMEHTY (ero 3aKOHHOMY IIPEICTaBUTEINI0) B aNTEYHOM



OpraHu3alliy, Ha KOPEIIKe JeIaeTcsl OTMETKa O HAMMEHOBAHHHM JIEKAPCTBEHHOTO MPeTnapara, T03UPOBKE, KOJIMYECTBE, CIIOCOOE MPUMEHEHHS.

18. OdopmieHre ciennanbHOrO PEUENTYPHOro OjJaHKa Ha HApKOTHUECKOE CPEACTBO U MCUXOTPOIHOE BEIIECTBO OCYIIECTBIISICTCS B COOTBETCTBUU C
npuka3oM MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickoit @enepanmu ot 1 aBrycra 2012 r. N 54 "OO yrtBepxkaeHuu (opmbl OIAHKOB pELENTOB,
coZiep KalIX Ha3zHaueHHE HAPKOTHYECKUX CPEICTB WIM TMCHUXOTPOIHBIX BELIECTB, MOPSIKAa WX HW3TOTOBICHMSA, PACIpPENENCHHs, PErHCTpalud, ydera H
XpaHEeHMs, a TAKKe MpaBui opopmueHus™ >,

1. Opopmiienne penenta B popme 371eKTPOHHOI0 JOKYMEHTAa

19. Peuent B ¢dopme >3IEKTPOHHOrO [OKYMEHTA, MOIMMCAHHOIO YCHUJICHHOW KBAaTU(HUIMPOBAHHON OSIEKTPOHHON MOAMUCHIO, (QOopMUpYETCS
MEJUIMHCKUM PaOOTHUKOM, CBEJEHHS O KOTOPOM BHECEHBI B (peliepalbHbIi PErHCTP MEIMIMHCKUX pabOTHHKOB®, a Takke HPU YCIOBHM PETHCTPALMH
MEJUIMHCKOM OpraHu3aluu, B KOTOpOoil odopmisercs perent, B (enepalbHOM peecTpe MEIUIMHCKMX OpraHM3alldii ' eJMHOH TroCyJapcTBEHHOM
MHGOPMAIIMOHHON CHUCTEMBI B cdhepe 3ApaBOOXpaHEHHS M MOJKIIOUCHHS TAKOH MEAUIMHCKOM OpraHu3aliy K TOCyJapCTBEHHON MH(POPMAIMOHHON cucTemMe
B chepe 3mpaBooxpanenns cyonexra Poccuiickoit deneparm &,

20. Ilpu odopminenun peuenta B (popMe 31EKTPOHHOTO JTOKYMEHTa Ha JIGKAPCTBEHHBIE Iperaparthl, YKa3aHHbIE B MOJANYHKTax 2 - 5 myHkra 10 u
nyHkre 12 [Topsiaka Ha3HaYeHHUs JIEKAPCTBEHHBIX PENapaToB, YTBEPKIECHHOIO HACTOSIIUM IPUKA30M, U OTITyCKaeMbI€ 3a MOJHYI0 CTOMMOCTb, 3aIIOJHSIOTCS
CIICIYIOIINE PEKBU3HTHI:

1) xox cyobekra Poccuiickoii ®enepanun mo OKATO, onpeaenstonuii rocy1apcTBEHHY HHPOPMAIOHHYIO CUCTEMY B cepe 3paBOOXpaHEHHSI
cyobekra Poccuiickoit deneparuu B KOTOPOH COPMUPOBAH pelienT B (hopMe JIEKTPOHHOTO JJOKYMEHTa,

2) HAaMMEHOBaHHE MEJULMHCKON OpraHM3auud, ajpec, TeneoH Wik (aMWwins, WHALIUAIBl UMEHM M OTdecTBa (HOCIEAHEEe - TPU HATUYHH)
WH/IMBHTyaJbHOTO MPEANPUHAMATENS], UMEIOIIET0 JIMIEH3UIO Ha MEIUIIUHCKYIO JeATeIbHOCTD, €T0 aJpec;

3) OI'PH ropuguyeckoro iuna (MeaunuHckor opranuzaimn) win OI'PHUIT unauBryansHOro npeanpuHaMaTes;

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

5) nmata okoHuaHus AeWcTBHs perenta (pOpMUpPYeTCs TOCYIapCTBEHHON HH(POPMALMOHHON cHCTeMONl B cdepe 31paBOOXpaHEHHs CyObeKTa
Poccuiickoit @enepannu B COOTBETCTBUH CO CpOKamH JeiicTBus perientoB: 15 nueit, 30 nueit, 60 aueit, 90 aueit, no 1 roga);

6) yHukanpHBIH HOMep penenta (popMupyercs rocynapcTBeHHOW HMH(OPMALMOHHON CHCTEMOH B cepe 3apaBooXpaHeHHs cyObekTa Poccuiickoi
denepanun n obecrieynBaeT OHO3HAYHYIO HACHTH(UKAIMIO perenTa B popme 1eKTpoHHOTo TokyMeHTa B codetannu ¢ OKATO, OI'PH wmu OI'PHUII);

7) ormetku "Cito" (cpouno) mim “statim" (HememieHHO) MpU HEOOXOJMMOCTH CPOYHOIrO WIIM HEMEJICHHOTO OTIYCKa JIEKapCTBEHHOTO ITperapara
HaIHeHTy;

8) agpec mamueHTa (yKka3bplBaeTCsl MMOYTOBBIM a/IpeC MECTa KUTENbCcTBA (MecTa MpeObIBaHHS MM MeCTa (PaKTUYECKOTO NMPOXKHBAHUS) C YKa3aHHEM
WHJIEKCa, HAaUMEHOBAaHUS Kpas, 00JacTH, pecrnyONMKH, aBTOHOMHOI'O OKpyra, HaMMEHOBAaHHWS HACEICHHOTO ITyHKTa, HAWUMEHOBAaHWS YIHIBI (IIPOCIIEKTa,
nepeyIika, mpoes3zia), HoMepa JoMa (¢ ykazaHHeM KOopITyca, IPH HaJMYUH), HOMEpa KBapTHPHI);



9) HOMeEp IJIEKTPOHHOW MEIUIMHCKOW KapThl MAallMEeHTa B TOCYIApCTBEHHONM HH(OPMALMOHHON cucteMe B cdepe 31paBOOXpaHEHHs CyObekTa
Poccuiickoit denepanuu;

10) dbamutust, uMmst, oT4ecTBO (IPU HAJTMYKH) MAI[MEHTA TOJIHOCTHIO;

11) nara poxxaeHus namuenTa (yka3blBaeTcsl YUCIIO, MECSI], TOJ), VISl IeTel 10 1 roa JOMOIHUTENBHO YKa3bIBACTCSl KOJIMYECTBO TOJIHBIX MECSIICB,;

12) ¢pamunms, MHUIMAIBI UMEHHU U 0TYeCTBa (TOCIeIHEE - IPU HATHYHH) MEAUIIMHCKOTO Pa0OTHHKA ITOJIHOCTBIO;

13) HauMEHOBaHHE JIEKAPCTBEHHOrO Tpemapara (MEXIyHapoIHOE HENaTeHTOBAaHHOEC HAaMMEHOBAaHHWE, TIPYINIUPOBOYHOE WM XUMHUYECKOE
HaMMEHOBaHKE, TOPrOBOE HAMMEHOBAHKE) Ha JIATHHCKOM SI3bIKE, TO3UPOBKA, (hOpMa BBITYCKa, KOJIMYECTBO;

14) cnoco0 mpuMEHEHHUs JIGKapCTBEHHOIO Mpenapara Ha TrocynapcTBeHHOM si3bike Poccuiickoit depepanuy WM Ha TOCYAapCTBEHHOM SI3BIKE
Poccuiickoii deepaliiu 1 rocyJapcTBEHHOM A3bIKE PEcIyOIMK U MHBIX S3bIKaX HapoaoB Poccuiickoit deneparnun °.

15) npu3HaK yTBepXKICHHS Ha3HAYCHUS JICKAPCTBEHHOTO IperapaTa o peleHHI0 BpayeOHO KOMUCCHH METUIIMHCKON OpraHu3allyy,

16) oTMeTKa O Ha3HAYCHUH JICKAPCTBEHHOI'O Mperapara M0 PEeUICHUI0 BpayeOHOW KOMHCCHUHM MEIMIIMHCKON OpraHu3allii B CIy4YasX, yKa3aHHBIX B
a03ane BTopoM myHKTa 6 [lopsiika Ha3HAUEHUS JISKApCTBEHHBIX MIPENapaToB, yTBEP)KACHHOTO HACTOSAIINM IPUKA30M;

17) oTMeTKa O crienMaabHOM Ha3HAYEHHHU JICKAPCTBEHHOTO MpemnapaTa (3amnoiqHseTcs B Clydasx, yKa3aHHbIX B MyHKTax 16 u 25 [opsnka HasHaueHUs
JICKaPCTBEHHBIX TPEMapaToB, YTBEP)KICHHOTO HACTOSIIIUM IIPUKA30M);

18) oTMeTKa O crenMaIbHOM Ha3HAYEHHH JICKAPCTBEHHOTO Ipernapara MalueHTy ¢ 3a00JieBaHHEM, TPEOYIOIIUM UTUTEIBHOTO KYPCOBOTO JICYCHHUSI
(3amonHsieTcss B ciydae, ykazaHHOM B mnyHkre 24 Ilopsiaka HasHaueHHs JICKQpPCTBEHHBIX IPENApaToB, YTBEP)KACHHOTO HACTOSLIMM IPUKA30M) C
MPOCTaBJICHUEM IEPUOTUYHOCTH OTIYCKa JIGKAPCTBEHHOTO Mperapara,

19) npu odpopmieHun peuenrta B GopMe dIEKTPOHHOTO JOKYMEHTa Ha JICKAPCTBEHHBIC Mpenaparhl, yKa3aHHbIE B MOANMYHKTax 2 - 5 mynkra 10 u
nyHkre 12 [lopsiaka Ha3HA4yeHHs JIEKAPCTBEHHBIX IMPENaparoB, YTBEP)KJICHHOIO HACTOALIMM MPUKA30M, IpakJaHaM, MMEIOIIMM IpaBo Ha OecrjiaTHoe
MOJyYeHHE JICKApCTBEHHBIX MPENapaToB WM MOJy4YeHHE JICKApCTBEHHBIX IPENapaToB CO CKHUJKOM, 3aloJHAIOTCA PEKBU3HUTHI, IPEIyCMOTPEHHbIC
noanyHkramu 1 - 18 Hacrosiero myHKTa, a TakKe CIeIYIOLIe PeKBU3UTHI:

a) KaTeropus rpakJaH, MMEIOIIUX IpaBO Ha MOJYYEHUE JICKAPCTBEHHBIX IPEIapaToB B COOTBETCTBUU co craTthedl 6.1 denepanbHoro 3akona ot 17
utonst 1999 r. N 178-®3 "O rocynapcTBeHHO# coluanbHO# moMomu" 10.

0) ko Ho3omoruueckoi Gpopmer no MKB;

B) HCTOYHUK PrHaHCcupoBaHus (1 - GpenepanbHblil Or0KET, 2 - OromKeT cyobekTa Poccuiickoit @enepannu, 3 - MyHUIIUNATIBHBINA OIOKET);

r) pa3mep orutathl (1 - 6ecriarho, 2 - 50%, 3 - unoit %);

) CTPaxoBOi HOMEpP WHIMBHIYaTBHOTO JIMIIEBOTO cueTa rpaxxaanuna B [lencnonnom ponzae Poccuiickort denepanun (npu vHammunu) (CHUIIC);

€) HoMep IoJiuca 0053aTeIbHOr0 MEJUIIMHCKOTO CTPaXOBaHUSI.

21. Tlpu mpocTaBlieHMM OTMETKHM, yKa3aHHOW B moAmyHkre 16 mynkrta 20 Hacrosiero Ilopsiaka, penent B (opMe 3JIEKTPOHHOIO JOKYMEHTa
MOJIHUCHIBAETCS YCUJICHHOM KBaJIM(UIIMPOBAHHOM JIEKTPOHHON MOJMHUCHIO MpeiceiaTelNlsl WK CeKpeTapsi BpaueOHON KOMUCCHH MEIULIMHCKONW OpraHu3aIim,
IpU MPOCTABJIEHMH OTMETOK, YKa3aHHBIX B moanyHkTax 17 u 18 mynkra 20 Hacrosimero Ilopska, - yCUIEHHBIMA KBaJU(HUIIMPOBAHHBIMU 3JIEKTPOHHBIMU
MOJIHUCSIMUA COOTBETCTBYIOIIMX MEIUIIUHCKIX PaOOTHHUKOB.



22. Tlo TpeOoBaHMIO MAIMEHTAa MJIM €r0 3aKOHHOTO IpeICTaBHTENs O(OPMIIAETCS SK3EMIULIp peuenta B (opMe 3JIeKTPOHHOTO JOKYMEHTa Ha
OyMa)XHOM HOCHTENe, B TOM YHUCIEe MyTeM ero opopmiecHus Ha peuentypHbix Onankax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(x1) ¢ oTmeTko#
" JlyOIIuKaT 3JIEKTPOHHOTO JOKyMeHTa' .

I11. Yder penenTypHbIX 0JIaHKOB

23. Yuer peuentypHeix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1), m3roraBimBaeMbIX THIOTPAPCKUM Ccriocobom (mamee -
peuenTypHbie ONaHKH, MOJUIeKAIIUEe YYeTy), OCYLIECTBISCTCS B KypHaJaX ydera, MPOHYMEPOBAaHHBIX, NMPOIIHYPOBAHHBIX M CKPEIUICHHBIX MOAMKMCHIO
PYKOBOJIUTEINS U IEYaThi0 MEIUIIMHCKON OpraHu3alliil WIM MOJMUCHI0 MHIWBUAYAIBHOTO MPEANPUHUMATENS, UMEIOIIEro JHMIEH3UI0 Ha METUIMHCKYIO
JeATeIbHOCTb.

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

1) HOMep 10 TOPSIKY;

2) B pasnene "Ipuxon™

a) Jata perucTpaniy JOKyMEHTa, MOATBEP)KIAIOUIETO MMOCTYIICHHUE;

0) HOMep U J1aTa JOKyMEHTa, IMOITBEP KJAIOIIET0 NOCTYIUICHNE, HAMMEHOBAaHHE TTOCTABIINKA,

B) 001IIee KOJIMYESCTBO MOCTYIHBLIMX PELIENTYPHBIX OJIAHKOB,;

r) damunms, MHULIUAIBI UMEHM U OTYecTBa (MOCIeqHEe - MPU HAJWMYMHM) U MOANUCH OTBETCTBEHHOI'O MEJHIIMHCKOTO PaOOTHHUKA, IMOJYyYHBIIETO
peuenTypHble OJaHKH OT MOCTABIIMKA;

3) B paznene "Pacxox™:

a) JaTta BbIIA4M PEIENTYPHBIX OJIAHKOB;

0) KOJMYECTBO BBIAAHHBIX PELENTYPHBIX OJIaHKOB;

B) (amuiIMs, UHULMAIBl UIMEHA U OoT4YecTBa (MOCIeHee - MPH HaJMYUKM) OTBETCTBEHHOTO MEIUIIMHCKOTO Pa0OTHHKA, MOJYYUBILETIO PELENTypHbIC
OJIaHKH,

T') MOANUCH OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHUKA, MOJYYHBIIETO PEIETITYpPHBIC OJaHKH,

4) ¢aMunus, WHULNMAIBI UMEHH M OT4ecTBa (MOCieqHee - NMPU HAIWYHMU) W TOANKCH OTBETCTBEHHOTO MEIMIIMHCKOTO pPAaOOTHUKA, BBIJABIIETO
pelenTypHbie OJaHKH;

5) ocTaTok penenTypHbIX OJTaHKOB.

25. XKypnan yyera penentypubix 0nankoB popm N 148-1/y-88 u N 148-1/y-04(1) conepxut cienyromue rpadsi:

1) HOMep 1O TOPSKY;

2) B paznene "Tlpuxoxn™:

a) JaTta perucTpaliy JOKYMEHTa, MOATBEPKIAIONIETO MMOCTYIJICHHUE;



0) HOMep U J1aTa JOKyMEHTa, MOATBEP K JAFOIIET0 MOCTYIUICHNE, HAMMEHOBAaHHE TTOCTABIIINKA,

B) 001Iee KOJIMYECTBO MOCTYIHBLIMX PELIENTYPHBIX OJIAHKOB,;

I) CeprH M HOMEpa PEIEeNITYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJIAHKOB 110 CEPUSIM;

e) dbamunus, WHUNMAIBI UMEHHM M OTYecTBa (TMOCIETHEE - NMPU HAJMYMHM) M MOJIIHCh OTBETCTBEHHOTO MEIMIIMHCKOTO pabOTHHKA, MOJIYYHBIIETO
peuenTypHble OJaHKH OT MMOCTABIIMKA;

3) B paznene "Pacxox™:

a) JaTta BBIIA4M PEIENTYPHBIX OJIAHKOB;

0) cepun ¥ HOMEpa BBIAHHBIX PEIETITYPHBIX OJIAHKOB;

B) KOJMYECTBO BBIIAHHBIX PELENTYPHBIX OJIaHKOB;

r) pamuius, MHUIMATE UIMEHH M OT4ecTBa (IOCNEAHee - MPHU HAJIWYHK) OTBETCTBEHHOTO MEIHMIIMHCKOTO PAaOOTHHUKA, TOJYYUBILETO PELENTYPHbIC
OJIaHKU,

1) TOANUCH OTBETCTBEHHOTI0 MEAUIIMHCKOTO Pa0OTHUKA, MOJIyYHBIIETO PELENTYPHbIC OJaHKH;

4) ¢aMunus, WHULNMAIBI UMEHH M OT4ecTBa (MOCieqHee - NMPU HAIMYMU) W TOANKCH OTBETCTBEHHOTO MEIMIIMHCKOTO pPAaOOTHUKA, BBIJABIIETO
pelenTypHbie OJaHKH;

5) ocTaTok peuenTypHbIX OJIaHKOB.

26. Yuer crenuagbHBIX PELENTYypHBbIX OJAaHKOB Ha HAPKOTUYECKOE CPEACTBO M IICUXOTPOMHOE BEIIECTBO OCYIIECTBIISIETCS B COOTBETCTBUH C
npukazoM MunucTepcTBa 31paBooxpaHeHuss Poccuiickoit ®epepanmn ot 1 asrycra 2012r1. N54n "O6 yrBepkiaeHuum (opMbl OJIAHKOB PELETITOB,
CoZIep KalMX Ha3HAuYeHHE HAPKOTHYECKUX CPEJICTB WM TMCHUXOTPOIHBIX BEILIECTB, MOPSAKA WX W3TOTOBICHMS, PACIpEeNICHHs, PETUCTpalMM, y4era |
XpaHeHMs, a Takxke mpaBui opopmuenus™ L,

27. Yuet pernentoB, opOpMIIEHHBIX B (OpME IJIEKTPOHHOTO JOKYMEHTA, OCYILIECTBIISICTCS B TOCYAapCTBEHHONW MH(POPMAIMOHHON cucteme B chepe
3apaBooxpaHeHus cyOwbekTa Poccuiickoit denepanyu MOCPEICTBOM BEACHHUS EIMHOTO peecTpa pelentoB, OQOPMIEHHBIX B (OpME 3JIEKTPOHHBIX
JTIOKYMEHTOB.

IV. XpaHeHue penentypHbIX 0J1aHKOB

28. MeaunMHCKHE OpTaHU3AlMU TONY4YaloT HEOOXOAMMBIE pEleNnTypHble OJIaHKHU, W3TOTOBIEHHBIE TUIOTPAPCKUM CIIOCOOOM, Yepe3 OpraHbl
YIOpaBlIEHUS 3PaBOOXPaHEHUEM UIH OPTaHU3AIINH, YITOJIHOMOUYEHHBIE HA 3TO OpraHaMu UCTIOJHUTEIBHOU BIACTH cyObeKkToB Poccuiickoit deaeparuu.

29. PenenTypHble ONaHKH, MOJJISKAIINE YUYETY, XPAHITCI OTBETCTBEHHBIM JIMIIOM, HAa3HAYEHHBIM PYKOBOJIUTEIEM MEIUIIMHCKOW OpraHU3alliu, B
3aMupaeMoM MeTauIndeckoM Ikady (ceiide) wim MeTasTHIeCKOM SIITHKE.

30. MnauBuayalbHBIA peAnpUHIMATENb, UMEIOIINN JTHIICH3UI0 HAa MEIUIIUHCKYIO AESITeTbHOCTD, XPAaHUT peleNTypHbIe OJIaHKH, MOANIEKAIINE YUETY,



B 3aIIpaeMOM MeTaJUTHYecKoM Ikady (ceide) mim MeTauin4eckoM SIIuKe.

31. IlpoBepka COCTOSHUS XpaHEHHUs, ydeTa, (GaKTHUECKOro HaJIMYUS U pacxojia PeLENnTypHbIX OJaHKOB, MOJJICkKAIIUX YYETy, OJUH pa3 B KBapTal
OCYLIECTBIISECTCA KOMUCCUEH, CO3JAHHON B MEIULIMHCKOM OpraHU3alluH.

32. PeuentypHusie 6aHKH, opopmisieMble Ha OyMaXXHOM HOCHTEJE U MOJAJIEKAIINE YUETy, BBIIAIOTCS MEAULIUHCKUM pabOTHUKAM, UMEIOLINM TPaBO
o(opMiIeHHS PEeLeNTOB, MO PACHOPSLKEHHUIO TTABHOTO Bpaya MWK €ro 3aMECTHTEIIS.

[Tonmy4yenHble penentypHble OJIaHKM Ha OyMaXKHBIX HOCHUTENAX XPAHATCS MEIUIMHCKUMU paOOTHHUKAMHU B TOMEIICHUSX, OOECHeUMBAIOIIUX HX
COXPaHHOCTb.

33. XpaHeHue CHEIMATIbHBIX PEENTYpPHBIX OJAaHKOB HAa HAPKOTHMUYECKOE CPEICTBO M MCHUXOTPOITHOE BEUIECTBO M BbIJIaua YKa3aHHBIX PELENTYpPHBIX
0J1aHKOB MEIUIIMHCKOMY PaOOTHHKY OCYILIECTBISICTCS B COOTBETCTBUH C IMpHUKa3oM MuHHcTepcTBa 31paBooxpaneHust Poccuiickoit @denepannu ot 1 aBrycra
2012 r. N 541 "OO0 yTBepxaeHun (HopMbl OJaHKOB PELENTOB, COJCPKAIMX Ha3HAYCHUE HAPKOTUYECKUX CPEICTB MM MCUXOTPOIHBIX BEUIECTB, MOPSAIKA UX
M3TOTOBJICHMS, PACIIpeie/ieHUs, PErCTPAlliH, yueTa i XpaHeHus, a Takke npaBui opopwienus” 12,

34. IlporpaMMHO-TEXHUYECKUE CPEJCTBA FOCYIapPCTBEHHBIX HH()OPMALIMOHHBIX CHCTEM B c(epe 31paBOOXPAaHEHHS, MEIUIIMHCKUX MH(MOPMALMOHHBIX
CHCTEM MEIHUIIMHCKUAX OpraHu3alfii 00ecreyrnBalOT XpaHEHHE SJIEKTPOHHBIX PEIEeNnToB, O(QOPMICHHBIX B (OpME DIEKTPOHHBIX JOKYMEHTOB B TCUCHHE
CPOKOB, YCTAHOBJICHHBIX /ISl XpPaHEHHUs PELETOB, 0O()OPMIEHHBIX HA COOTBETCTBYIOMMX (hOPMAX PEleNTypHbIX 6JaHKOB Ha OyMa)KHOM HOCHTENe =,

1 Cobpanne 3akoHOmaTeNbECTBa Poccntickoit @enepartun, 1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, ct. 6165.

2 Tlpukas MuHHUCTEpCTBa 3apaBooxpanenust Poccuiickoit @enepannu ot 15 nexadps 2014 1. N 834n "O6 yTBeprkneHnn YHUPUIMPOBAHHBIX (OPM MEIMIMHCKON JTOKyMEHTAIUH,
HCIIONIB3YEMbBIX B MEIHIIMHCKUX OPraHU3aIMAX, OKA3bIBAIOIINX MEIHUIIMHCKYIO IIOMOIIb B aMOYJaTOPHBIX YCIOBUSX, M MOPSAKOB 10 MX 3alONMHEHUIO" (3aperncTpupoBad MUHHCTEPCTBOM
foctuin Poccuiickoit @enepaunn 20 despans 2015 r., peructpanmonnsiii N 36160), ¢ n3meHeHusMY, BHECEHHBIMU TprKa3oM MuHHCTEpCTBa 3paBooxpaHenus Poccuiickoii Depepanuu
ot 9 smBapst 2018 r. N 2 (3aperucrpupoBan MunucrepcrBom roctuiu Poccuiickoit @eneparuu 4 anpesst 2018 r., perucrpanmonnsiii N 50614) (nanee - mpukasz N 834m).

% TIpukas N 834n.

* Yacte 1 crateu 15 3akona Poccuiickoit ®eneparuu ot 25 oktsi6pst 1991 r. N 1807-1 "O s3bikax Haponos Poccuiickoit ®@enepamuu” (BeaoMocTn chesia HApOIHBIX JIEMyTAaTOB
PC®CP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akonoarensctsa Poccniickoit ®enepannn, 1998, N 31, cr. 3804) (nanee - 3akon N 1807-1).

% 3apeructpuposan MunncTepcTBoM rocThimu Poccewuiickoii @enepamun 15 asrycra 2012 r., peructparmonnsii N 25190, ¢ n3MeHeHHSIMH, BHECEHHBIMU MPUKa3aMi MUHHUCTEPCTBA
3apaBooxpanenusi Poccuiickoit @enepaunu ot 30 uronst 2015 r. N 385H (3apeructpupoBan MunucrepcTBoM foctuimu Poccuiickoit @enepanun 27 Hosopst 2015 r., perucrpanuoHHBII
N 39868), or 21 ampenss 2016 r. N 254u (3apeructpupoBan MunucrepcrBoM roctuiuu Poccuiickoii ®enepanun 18 wuroms 2016 1., permcrpaunonnsii N 42887), or 31 oxrsabps
2017 r. N 882u (3apeructpupoBad MunmctepcTBoM foctutimu Poccuiickoit @enepanmu 9 suBapst 2018 r., peructpanuonnsiii N 49561).

® Mynkrer 6, 7 TTonoxkeHUs O €IMHOI TOCYIAPCTBEHHOM MH(OPMAIMOHHON cUcTeME B cepe 3ApaBOOXPaHEHHs, YTBEPKAEHHOTO MocTaHoBIeHHeM IIpasutenbcTBa Poccuiickoit
®deneparmu ot 5 mast 2018 . N 555 (Cobpanne 3akonoaaTenpeTBa Poccuiickoit deneparmu, 2018, N 20, ct. 2849; N 49, cr. 7600; N 50, ct. 7755; 2019, N 6, ct. 533) (nanee - [lomoxenue o
€IMHOMN CHUCTEME).

7 ITynxre 9, 10 [onoxeHus 0 eTUHOMN CHCTEME.

& Craten 91 u 91.1 @enepanbhoro 3akona ot 21 Hosops 2011 roga N 323-D3 "O6 ocHOBax OXpaHbl 310pOBbs TpakaaH B Poccuiickoit ®enepanuu’ (CoOpaHue 3aKOHOIATENLCTBA
Poccuiickoit @enepanny, 2011, N 48, cr. 6724; 2012, N 26, cr. 3446; 2013, N 27, cr. 3477; N 39, cr. 4883; N 48, ct. 6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, ct. 6927, 6928;
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10 Cobpanue 3akoHOHaTeNbCcTBA Poccuiickoit @enepanmu, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, ct. 6165.

11 3apeructpupoBan MunucTepcTBOM tocTHMM Poccuiickoit ®enepaumn 15 asrycra 2012 1., peructpaumonnsii N 25190, ¢ M3MEHEHMsAMH, BHECEHHBIMHM NPHKA3aMH
MunucrepctBa 3xpaBooxpanerust Poccuiickoir @enmeparmu ot 30 uronst 2015 r. N 385 (3aperucrpupoBan MunucrepcTBoM foctuimu Poccuiickoit @enepanun 27 nosops 2015 r.,
perucrpamonnbii N 39868), or 21 anpesnst 2016 r. N 254u (3apeructpupoBan MununcrepcTBoM roctuimu Poccuiickoit @enepaimu 18 uromst 2016 r., perucrpaunonnsii N 42887), or 31
oktst6pst 2017 r. N 882u (3aperucrpupoBan MunnctepctBoM foctummn Poccuiickoit Oeneparuu 9 siBapst 2018 r., peructparnmonnsiit N 49561).

12 3apeructpupoBan  MunucTepcTBOM tocTHMu Poccuiickoit ®enepammn 15 asrycra 2012 1., peructpammonnsii N 25190, ¢ M3MEHEHHMsAMH, BHECEHHBIMHM NPUKA3aMH
MunucrepctBa 3xpaBooxpanenust Poccuiickoit @enmeparmu ot 30 umrons 2015 r. N 385 (3apeructpupoBan MunucrepctBoM foctuimu Poccuiickoit @enepanuu 27 Hosiops 2015 r.,
perucrparonnbii N 39868), ot 21 anpenst 2016 r. N 254u (3apeructpupoBan MununcrepcTBoM roctuimu Poccuiickoit @eneparmu 18 uromst 2016 r., perucrpannonnsii N 42887), or 31
oktsi6pst 2017 1. N 882u (3apeructpupoBan MunnctepcTBoM foctumun Poccuiickoit ®eneparun 9 sapst 2018 r., peructparmonnsiit N 49561).

13 Tlynkr 14 mpaBun OTIYCKa JEKApCTBEHHBIX MPENApaToB Ui MEIMIMHCKOTO MPUMEHEHHMS, B TOM YUCIE MMMYyHOOHOJOTHYECKHMX JIEKAPCTBEHHBIX IPENapaToB, anTedHbIMU
OpTaHM3aLMsIMI, WHANBUIYTbHBIMA MpPEANPUHUMATEIIMHI, NMEIOMIMMH JIMIEH3UI0 Ha (apMaleBTUYECKYIO AESTEIBHOCTh, YTBEP)KJICHHBIX NMPUKa30M MHHHCTEPCTBA 3paBOOXPAaHEHUS
Poccniickoit ®enepannn ot 11 uromst 2017 . N 403w (3apeructpupoBan MunmcrepetBoM foctuimu Poccuiickoit enepanuu 8 centssopst 2017 r., peructpanmonnsii N 48125).



