MHHHACTEPCTBO 3[PABOOXPAHEHHA
POCCHICKOH ®EJEPALIMHA

(MUH3/IPAB POCCHH)

INIPUKA3
1% 04 lids 2049 X4y

MHHHCTERCRO KOCTHLI POCCHACKOH OLAEPALIA
SAPLTUCTPHUPOBAHO

Pernerpanmonnsii M. 2%/ 7 ﬁ
o ZotLe fIR WK,

06 yTBepKRICHHM
NOPAAKA HA3HAYEHHS JIEKAPCTBEHHBIX IPeNnapaToB,
(¢gopM penenTypHbIX §/1aHKOB Ha JIeKAPCTBEHHbIE PeNapaThl,
nopsaaka opopMIIeHHs YKAa3aHHbIX 01aHKOB, HX y4eTa H XpaHeHHs

B coorBerctBuM ¢ myHkToM 16 uwactu 2 crarbu 14 DenepaibHOro 3aKoHa
or 21 HosOps 2011 1. Ne 323-®3 «OO6 ocHOBaXx OXpaHBl 3[0POBbS TIPaXIAH
B Poccuiickoii ®enepanun» (Cobpanue 3akoHonmatenbctBa Poccuiickoit denepanny,
2011, Ne 48, ct. 6724; 2013, Ne 48, ct. 6165; 2014, Ne 30, ct. 4257; Ne 49, c1. 6927,
2015, Ne 10, ct. 1425; Ne 29, ct. 4397; 2016, Ne 1, ct. 9; Ne 15, cr. 2055;
Ne 18, cT. 2488; Ne 27, ct. 4219; 2017, Ne 31, ct. 4791; Ne 50, ct. 7544, 7563)
u nommysktamu  5.2.177, 52.179 m 5.2.180 Ilonoxenus o MunuctepcTse
3npaBooxpaneHus Poccuiickoli ®exmepanyu, YTBEPXKICHHOIO IIOCTAHOBICHHUEM
IIpaButensctBa Poccumiickoit ®epepaunn ot 19 monsa 2012 r. Ne 608 (Cobpanue
sakoHOAaTenbcTBa Poccuiickoyt MDenepamuu, 2012, Ne 26, ct. 3526; 2013, Ne 16,
ct. 1970; Ne 20,ct. 2477; Ne 22, c1. 2812; Ne 33, ct. 4386; Ne 45, ct. 5822; 2014,
Ne 12, ct. 1296; Ne 26, c1. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, cT. 491;
Ne 12, ct. 1763; Ne 23, ct. 3333; 2016, Ne 2, c1. 325; Ne 9, ct. 1268; Ne 27, c1. 4497; Ne
28, cT. 4741; Ne 34, ct. 5255; Ne 49,ct. 6922; 2017, Ne 7, ct. 1066; Ne 33, ct. 5202; Ne
37, cr. 5535; Ne 40, cT. 5864; Ne 52, cr. 8131; 2018, Ne 13, cr. 1805; Ne 18,
cT. 2638; Ne 36, cT. 5634; Ne 41, c1. 6273), npuKa3 b Balo:

1. YTBepauTh:

MIOPAZOK Ha3HA4YeHUA JIeKapCTBEHHBIX IpernapaTroB COIJIaCHO
npwioxeHuro Ne 1;

GopMBI pelenTypHbIX ONaHKOB Ha JIEKAapCTBEHHBIE IIPENapaThl COIJACHO
IpUIOXKeHUIo Ne 2;

HOpSAOK O(GOPMIIEHHS PEeLIeNTYPHBIX ONaHKOB Ha JIEKapCTBEHHBIE npenapaTL*
UX ydeTa W XpaHEeHUs COTTIaCHO IIpUiIoxKeHuIo Ne 3.



2. Ilpu3HaTh yTpaTUBIIMMH CHITY:

npuka3  MwuHHCTepcTBa  3ApaBooxpaHeHust  Poccmiickoit — Pexpepanuu
or 20 mekabps 2012r. Ne 1175 «O6 yTBepXA€HHMM MOpAAKAa Ha3HAYEHHA
¥ BBHIMMCBIBAHHA JIEKAPCTBEHHEBIX MpenaparoB, a Takxke (GOopM pelenTypHBIX 6IaHKOB
Ha JIeKapCTBEHHbIE Mpenapathl, Hopsaka opOpMIICHHs yKa3aHHBIX 0J1aHKOB, HX y4eTa
H XpaHeHHs» (3apeructpupoBaH MuHuctepcTBoM foctuimu Poccuiickoit @enepanyu
25 mons 2013 r., peructpanuoHHblid Ne 28883);

IMYHKT 2 W3MEeHEeHUH, KoTopkle BHOCATCS B IlopsAfok co3faHui U AEATEILHOCTH
BpaueOHOH KOMHCCHM MEAMIMHCKOM OpraHM3alliM, YTBEPXKACHHBIH IPHKa30M
MunucTEpCTBa 3APAaBOOXPaHEHU U ColHanbHOro pasButHs Poccuiickoil Oeaepauun
ot 5 mag 2012 r. Ne 502H, u B Ilopsanok Ha3HauY€HUs H BBIIHUCHIBAHUSA JIEKAPCTBEHHBIX
IpenapaToB, yTBEPKICHHbIH NpuKazoM MHHHCTEpCTBa 34paBoOXpaHenus Poccuiickoit
deneparuu ot 20 nexabpst 2012 r. Ne 1175H, yTBep K A€HHBIX IpHKa30M MuHKUCTEPCTBA
3upaBooxpaHeHuss Poccuiickoit ®egmepamnu or 2 Aexabps 2013 1. Ne 886H
(3apeructpupoBaH MuHHCTEPCTBOM FOCTHLIUH Poccuiickoit Oenepanuu
23 mexaGps 2013 r., peructpauuonHslil Ne 30714);

npuka3  MmuHHCTepcTBa  34paBooxpaHeHuss  Poccuiickodi — Qenmepanun
ot 30 mrors 2015 r. Ne 386H «O BHeceHMM W3MCHEHUH B IPHIIOKEHHUS K IIPHKA3y
MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepamuu or 20 nexabps 2012 r.
Ne 11751 «O06 yTBep)KI€eHUH NOpsAAKa Ha3HAYEHHUs H BBHIIHCBIBAHHUSA JEKaPCTBEHHBIX
npenaparoB, a Takke (GopM pelenTypHBIX OIaHKOB Ha JIEKapCTBEHHEIE IIPENaparthl,
nopsaka opopMIIEHHS YKa3aHHBIX OJIAaHKOB, UX Y4eTa U XpaHEHHUs» (3aperuCTpUPOBaH
MunncrepctBoM  toctunuu  Poccmiickoit Pepepammum 6 aBrycta 2015,
peructpanuonHsiii Ne 38379);

myHkT | H3MeHeHu#i, KOTOpele BHOCATCA B TIIpMKa3 MHMHHUCTEPCTBA
3gpaBooxpaHeHus Poccuiickoit ®enepanuu ot 20 mexabpa 2012r. Ne 1175n
«O06 yTBepXKIeHIH NOPs/IKa Ha3HAYCHHUS U BBIIIMCHIBAHMS JIEKAPCTBEHHEIX NPENIapaToB,
a Takke (OpM pelenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE IIpenaparthbl, IOpsSAKa
odopMneHus yKa3aHHBIX 0J1aHKOB, ux y4dera U XpaHEeHHA»
d npwioxenne Ne 2 kx mnpukasy MuHHcTepcTBa 3apaBooXpaHeHHs Poccuitckoit
®enepaiuu ot 1 aBrycra 2012 r. Ne 541 «O6 yTBepxaeHHH QOpMBI 61aHKOB PELIENTOB,
coZepKalliX Ha3HaueHHe HApKOTHYECKMX CPEICTB HJIH IICMXOTPOIIHBIX BEILECTB,
HOpAAKa ux M3rOTOBJICHHUS, pacrpeneneHus, pETUCTpaLyuH, ydera
U XpaHeHHs, a TaKKe MpaBuil 0POpPMIICHHY», YTBEPKICHHBIX IIPHKa30M MHUHHCTEPCTBA
3npaBooxpaHeHuss Poccuiickoii ®epmepamuu ot 21 ampena 2016, Ne 254m
(3apeructpupoBad ~ MunuctepctBoM  roctunud  Poccumiickoit  Depmepanuu
18 urons 2016 r., peructpauuoHHsbIit Ne 42887);

IYHKT 5 H3MEHEHUi, KOTOpble BHOCATCS B HEKOTODbIE NpHKa3kl MHHHCTEPCTBA
30paBOOXpaHeHHss W comuanpHOro  pasButus  Poccmiickodi  Dexepanuu
u MunncrepctBa 3apaBooxpaHeHuss Poccuiicko @enepanuu Mo BOIpocaM
ofpalleHus JIeKapCTBEHHBIX IIPenapaToB, COAEPXKAallUX HapKOTHYECKHe CPEICTBa,




¥

TICUXOTPOIIHBIE BEIIECTBA K HX [IPEKYPCOPBIL, U JIEKAPCTBEHHBIX CPEACTB, MOIIEKAIIUX
NpPeIMETHO-KOJINYECTBEHHOMY Y4€Ty, YTBEPXKICHHBIX IIpHKa3oM MHUHHCTEPCTBA
3npaBooxpanenus Poccuiickoit ®enepamu ot 31 oxkrabpa 2017 r. Ne 882m
(3aperucTpupoBan MunucTepcTBoM FocTuumM Poccmiickoit ®enmepanuu 9 sAHBaps
2018 r., peructpauuonHslii Ne 49561).

Munuctp B.H. CxBopuoBa




ITpunoxenue Ne 1
K IIpUKa3y MUHHCTEpCTBA 3ApaBOOXpaHEHUS
Poccuiickoit ®enepanu

ot ///M,fz/,if 20197 Ne Yy

Mopspok
Ha3HAYEHHs JIeKaPCTBEHHbIX NPenapaTos

1. O0mue monoxxeHus

1. Hacrosmuii nopsnoK ycTaHaBIMBAaeT MpaBUiia HAa3HAYEHUS JIEKAPCTBEHHBIX
NpenaparoB Ui METUIMHCKOTO NMPHMEHEHUs (ljajiee — JIeKapCTBEHHBIE Mperaparhi)
¥ 0QOpMIICHHS UX Ha3HAYEHHUS PH OKA3aHNH MeIUIMHCKOM MOMOIIY B MEAUIIMHCKHX
OpraHHU3alusX ..

2. HasHayeHHe 1eKapCTBEHHBIX MPENapaToB OCYIIECTBIAETCS JIEYANIUM
BpauoM, (enpIepoM, aKymIepKoil B cCilydae BO3JIOXKEHHS HAa HHUX IIOJHOMOYHMIA
JeYallero Bpaya B IOpPSAJAKE, YCTAaHOBIEHHOM HpHKa3oM MUHHCTEpCTBa
3paBOOXPaHEHUA U COMHAILHOrO pa3BuTHs Poccuiickoi @enepanyu ot 23 mapra 2012
r. Ne 2521 «O6 yrBepxneHun Ilopsaka Bo3noxeHHs Ha (elnbmepa, aKylIEPKY
PYKOBOIUTENIEM METUIMHCKON OpraHM3alydy IpU OpraHU3alyK OKa3aHHs MEPBHYHOMN
MEJTUKO-CaHUTApHOM ITOMOIIM U CKOPON MEAMLIMHCKOH IIOMOIIH OTAENBbHBIX (YHKITHMI
JIeYalIero Bpaya 10 HEMOCPEACTBEHHOMY OKa3aHHIO MEIHLIMHCKON ITOMOINY IalUUeHTy
B TIIEpHOJ HAOMIONEHMSA 32 HUM H €ro JIeYeHUd, B TOM YHCIE [0 HA3HAYCHHIO H
IIPUMEHEHHIO JIEKaPCTBEHHBIX IPENapaToB, BKIIIOYas HAPKOTHYECKHE JIEKAPCTBEHHEBIE
npenaparbl W ICHXOTPOIIHBIE JIEKAPCTBEHHBIE MPENapaThdy >, HHAMBHIYAJIbHBIMH
NpeANPUHUMATENIAMH, OCYIUECTBISIOIUMH MEIUIIMHCKYIO IeATeNIbHOCTh (Hajee —
MeIULUHCKAE PaOOTHHUKH).

3.CBeneHMss O Ha3HaYeHHOM JIEKApPCTBEHHOM IMperapare (HauMeHOBaHHUE
JIEKapCTBEHHOIO Mpernapara, JO3HpPOBKa, CIOcO0 BBEACHHS U NMPHMEHEHHS, PEXUM
JO03UPOBaHHUA, IMPOAOIDKUTEIBHOCTh JiedeHHs ©  OOOCHOBaHHE  Ha3HAYEHUS
JIEKapCTBEHHOI'0 IIpernapaTa) BHOCATCS MEIUIMHCKUM paOOTHHKOM B MEIHULIMHCKYIO
JOKYMEHTAIUIO TaIHeHTa.

B cnyd4asx, yka3aHHBIX B MyHKTax 9-12 Hacrosmiero ITopsigka, MeIUIIHHCKAN
paboTHUK oGdOpMIsIET Ha3HAYCHHE JIEKAPCTBEHHBIX IIPENaparoB, B TOM YHCIIE
NOAJICKAIUX HM3TOTOBIICHUIO M OTIYCKYy anTeYHBIMH OpraHu3alusMu (naisee —
JIEKapCTBEHHbIE MpenapaThl HHAUBUAYAILHOTO HM3TOTOBJIEHHA), HA PEUENTYPHOM
Gnanke, 0QOpPMIEHHOM Ha GyMa)KHOM HOCHTeEIIE 3a CBOEH MOANMCHIO (Hajiee — peLenT
Ha OyMaxHOM Hocutele), W (WIH) C COIVIaCHs MAIMEHTa HJIM €ro 3aKOHHOTIO

! Mynxr 11 craten 2 @eaepanshoro 3akona ot 21 Hoabps 2011 1. Ne 323-03 «O6 0CHOBaX OXpaHBI 3IOPOBbA TPAXIaH
B Poccutickoit @enepaumm» (Cobparue 3akoHomarenscrsa Poccuiickoit ®enepauuu, 2011, Ne 48, cr. 6724; 2016, Ne 1, cr.
9,28; 2017, Ne 31, cT. 4791).

2 3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH POCCHIICKO#M OGepepaun 28 anpens 2012 r., permcTpauHOHHBIH
Ne 23971, ¢ wW3MeHeHMAMM, BHECCHHBIMH NpUKa3oM MMUHMCTEpCTBa 31paBooxpaHenus Poccuiickodt Denepaimu
ot 31 okTa0ps 2017 r. Ne 8821 (3aperucrpupoBan MunucTepcreoM cTHIAE Poccuiickoit Penepanun 9 susapsa 2018 r.,
perucTpaiMoHHbIH Ne 49561).
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IIpe/CTaBUTENs > Ha pelenTypHoM OiaHke B dopMe DIEKTPOHHOTO JOKYMEHTa
C WCIONB3OBAHMEM YCHIEHHOW KBaIMGUIMPOBAHHOH OJNEKTPOHHOH IOAMHCH
MeIUIMHCKOTo paboTHHKA (Hajtee — pelent B popMe 91eKTPOHHOTO JOKyMEHTA).

Peenr B (popMe OSNEKTPOHHOTO JOKYMEHTA, COJIepXalllii HasHauCHHe
HAPKOTHUECKHX  CPEACTB  MIM  ICHXOTPONHBIX  BEIIECTB,  MOANNCHIBACTCH
C WCIONB30BAHMEM YCHICHHON KBaIMGUIMPOBAHHOH OIEKTPOHHOH MOAMHCH
Jleyamnero Bpaya Wid (enparmepa, aKyMmepkd, Ha KOTOPBIX BO3JIOXCHBI byHKIIH
JleYalero Bpaya, ¥ COOTBETCTBYIOMIEH MEMIUHCKOH OpraHu3aLum’.

Odopmnenre peuentoB B GopMme 3JEKTPOHHBIX JOKYMEHTOB OCYLICCTBIACTCA
B CJly4ae MPUHATUS YIIOJHOMOYCHHBIM OPraHOM VICTIOJTHUTENIBHOM BIacTH cyObeKra
Poccuiickoit ®efiepallii B COOTBETCTBHM C ITYHKTOM 4 cTatbd 6 ®denepanbHOro
3akona ot 12 ampens 2010 r. Ne 61-®3 «O6 obpaleHn# JNeKapCTBEHHBIX CpencTB»
peineHuss 00 HCIONB30BAaHUU Ha TEPPUTOPHH cybbexta Poccuiickoi ®enepanuu
Hapsy C pelenTaMM Ha JIEKapCTBEHHbIE MPEMNapaThl, o(pOpMIICHHBIME Ha 6yMaXKHOM
HOCHTENe, PELeNTOB HAa JIEKAapCTBEHHBIE IIPEnapatsl, CGOPMHUPOBAHHBEIX B dbopme
3JIEKTPOHHBIX JIOKYMEHTOB.

4.TIpy BHIOMCKE MAlMEHTa M3 MEJUUMHCKOH OpraHW3allMy, B KOTOpOH
eMy OKaseBalach MEIHIMHCKAs IOMOLIb B CTAallMOHAPHBIX YCJOBHAX, NaHHOMY
MAUMeHTy  TO  pENIEHHI0  PYKOBOJMTENd  MEIMIMHCKOH  OpraHu3alli
HA3HAYAIOTCs ¢ oOpMIIEHHEM pelenTa B GopMe JNEKTPOHHOTO JOKYMEHTa U (unm)
Ha GymMaxHoM HocuTene (38  MCKNIOUYeHMEM  OGOPMIICHHS  PELCITOB
Ha JIeKapCTBEHHbIE NpenapaTsl, IOeXallhe OTIYCKy OEeCIIaTHO WA CO CKHJKOH)
00 BHAAIOTCA (ALMEHTY MM €ro 3aKOHHOMY MpENCTABUTENIO) OJXHOBPEMEHHO
C BBINHUCKOM W3 MCTOpMH OGONE3HM IIEKapCTBEHHBIC Ipenaparel, B TOM HHCIC
HAPKOTHYECKAE ¥  ICHXOTPONHbIE JIEKAPCTBEHHBIC Mpemaparbl, BHCCCHHbIC
B crucku 11 u III mepedyHss HApKOTHYECKHX CPENCTB, IICHXOTPOMHBIX BEIIECTB M HX
IIPeKypCOpOB, TONEXAMIX KOHTpomo B Poccuiickoii @esiepaniv, yTBEPkACHHOTO
nocranosienneM IIpaButensctsa Poccuiickolt @enmepaunu ot 30 HIOHA 1998 r.
Ne 6816 (manee — IlepedeHp), CHIBHOAESHCTBYIOIME JIEKAPCTBEHHBIC NpenapaTsl, Ha
CPOK IpHeMa aleHTOM 0 5 JHEH.

5. HasHayeHWe JIEKAPCTBEHHBIX MpENapaToB MpPH OKAa3aHWH MEJMIMHCKOH
[IOMOIIM B CTAIMOHAPHBIX YCIOBHSIX B TpeOOBaHMsX-HaKIaJHBIX, HaIpaBisieMbIX
B anTeyHble OpPTaHW3aldM, SBIAIONMECS CTPYKTYPHBIMH  TOAPA3JENCHHAMH

3 B OTHOWIGHHH JMUA, YKa3aHHOro B yacTH 2 cTaThk 20 QenepanspHOro 3akoHa OT 21 nos6ps 2011 r. Ne 323-®3
«O6 OcHOBAaX OXpaHHl 3HOPOBbA TrpaxiaH B Poccuiickol Genepauyy» (Cobpanne 3aKOHOAATENBCTBA Poccutickoii
denepamuu, 2011, Ne 48, c1. 6724; 2013, Ne 48, cr. 6165; 2017, Ne 31, ct. 4791).

4 Yaerp 1 crathu 26 DegepanbHoro 3axoxa or 8 smBaps 1998 r. Ne 3-03 «O HapKOTHYECKHMX CpeACTBaX
M IICHXOTPONHEIX BemecTBax» (Cobpanne 3aKOHOAATENILCTBA Poccuiickoit deaepammn, 1998, Ne 2, ct. 219; 2003, Ne 27,
c1. 2700; 2011, Ne 49, cr. 7019; 2013, Ne 48, cT. 6165; 2016, Ne 27, cT. 4238; 2017, Ne 31, cT. 4791).

5 Cobpanue 3aKOHONATENLCTBA POCCHACKOH denepamau, 2010, Ne 16, cr. 1815; 2012, Ne 26, cT. 3446; 2017, Ne 31,
ct. 4791.

¢ CoOpanue 3aKOHOKaTeNbCTBA Poccutickolt Denepaumn, 1998, Ne 27, ct. 3198; 2004, Ne 8, cT. 663; Ne 47, ct. 4666;
2006, Ne 29, ct. 3253; 2007, Ne 28, ct. 3439; 2009, Ne 26, ct. 3183; Ne 52, ct. 6572; 2010, Ne 3, cr. 314; Ne 17,
cT. 2100; Ne 24, cr. 3035; Ne 28, cr. 3703; Ne 31, cr. 4271; Ne 45, cT. 5864; Ne 50, ct. 6696, ct. 6720; 2011, Ne 10,
ct. 1390; Ne 12, cr. 1635; Ne 29, ct. 4466, ct. 4473; Ne 42, cr. 5921; Ne 51, cr. 7534; 2012, Ne 10, cT. 1232; Ne 11,
c1. 1295; No 19, cr. 2400; Ne 22, c1. 2864; Ne 37, ct. 5002; Ne 41, cT. 5625; No 48, ct. 6686; Ne 49, ct. 6861; 2013, Ne 6,
cT. 558; Ne 19, ct. 953; Ne 25, ct. 3159; Ne 29, cr. 3962; Ne 37, c1. 4706; Ne 46, cr. 5943; Ne 51, cT. 6869; 2014, Ne 14,
cr. 1626; Ne 23, cr. 2987; Ne 27, cr. 3763; Ne 44, cr. 6068; Ne 51, cr. 7430; 2015, Ne 11, cm. 1593;
Ne 16, cr. 2368; Ne 20, c1. 2914; Ne 28, ct. 4232; Ne 42, cT. 5805; 2016, Ne 15, ct. 2088; 2017, Ne 4, c1. 671; Ne 10,
cT. 1481; Ne 23, cr. 3330; Ne 30, 1. 4664; Ne 33, ct. 5182; 2018, Ne 27, cr. 4071.
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MEQULMHCKON OpraHd3aliy, B KOTOpOH OKa3bIBaeTCd MENUUUHCKas IOMOIlp,
OCYILIECTBIIETCS B COOTBETCTBHH C MucTpykupeit o TNopsnKe BbIMUCHIBAHHS
JIeKAapCTBEHHBIX IPENapaToB M O(QOPMICHHA DELENTOB M TpeGOBaHUH-HAKIAHbIX,
YTBEPXKIEHHO} NprKa3oM MUHHCTEpPCTBA 3PABOOXPAHEHIS M COLUATILHOTO pasBHTHA
Poccuiickoii ®enepamun ot 12 despars 2007 r. Ne 110 «O mopsaxe HasHAICHUA
¥ BBINHMCHIBAHWS JICKAPCTBEHHBIX IPENapaToB, W3NENHA MEIUIMHCKOro HasHa1CHHA
¥ CIIEIHAM3UPOBAHHEIX TIPOLYKTOB JIEY€OHOTO TTHTAHUA» .

6. HasHaueHue NEKapCTBEHHBIX IIPENapaToB OCYIIECTBIACTCS MENUIMHCKUM
paGOTHMKOM TIO MEXIyHapOIHOMY HEIlaTeHTOBAHHOMY HAMMEHOBAHMIO, 2 IIPH €ro
OTCYTCTBMHM — TPYNIHPOBOYHOMY WIH XHMHYECKOMY HAHMCHOBAHHMIO. B ciy4ae
OTCYTCTBHS MEXKyHapOAHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS 1 IPYNIUPOBOTHOTO
AMH XMMHYIECKOTO HAHMEHOBaHMS JIeKapCTBEHHOTO I[penapara, JeKapCTBeHHBIH
Tperiapar HasHa4YaeTcs MEJUIMHCKAM PabOTHHKOM MO TOProBOMY HAHMCHOBAHHIO.

ITpn HAJIUIUU Me IUIMHCKUX [IOKa3aHUii (MHIUBHIyallbHAS
HENIePeHOCHMOCTh, 10 O KH3HCHHbIM IOKA3aHHSIM) TIO  PEUICHHIO BpaueOHOM
KOMHCCHH MeIHIMHCKOM OpraHH3aluu® OCYIIECTBIIAETC Ha3sHAYeHHe U OpOpMIICHHE
HasHaueHHs JIEKapCTBEHHBIX IpenaparoB, He BXOLAIIMX B CTaHAApThI MeTUIMHCKON
IOMOINHM, pa3paCoOTaHHEIX B  COOTBETICTBMM C  ITYHKTOM 4 crateu 10
OenepanpHoro 3akoHa or 21.11.2011 Ne 323-®3 «0O06 ocHOBax OXpaHBI
370pOBbs rpaXkaaH B Poccuiickoi depepanun»’, 60 MO TOPrOBHIM HAMMEHOBAHUSM.
PemieHne BpadeGHOM KOMHCCHM  MEIOULMHCKOH — OpraHu3aluy buxcupyercs
B MEAMLIMHCKOH JOKYMEHTAIlUH NAleHTa U B XKypHalie Bpa4eOHOH KOMHCCHHU.

7. HasgaueHwne JIEKapCTBEHHOTO MperapaTa B pelente Ha OyMakHOM HOCHTENS
WM penente B GopMe IEKTPOHHOTO NOKyMEHTa otopmIsieTcs Ha MM MalUeHTa,
UL KOTOPOTO IpeHa3HaYeH JeKapCTBEHHBIH Npenapar.

Penent Ha 6yMa)XHOM HOCHTEJE, OPOPMIICHHBIH Ha PELENTyPHOM Onanke ¢popM
Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04 (;1), yTBePKIEHHBIX HACTOAIIUM NIPHKA3OM,
a TaKKe pelenT Ha GyMaXHOM HocHTene, OGOPMICHHBIH Ha PELENTyPHOM Onanke
dopmer Ne 107/y-HII, yTBepX/AeHHOH IpHKa3OM MunucTepcTBa 31paBOOXpaHECHUA
Poccuiickoit ®enepanuu ot 1 asrycra 2012 r. Ne 54m «O6 yTBEepXIeHUH (QOPMBI
GNAHKOB PELENTOB, COAEPXKAIlMX HasHaYeHHWe HAPKOTHYECKHX CPCACTB  HIH
TICHXOTPONHBIX BELIECTB, MOPAJKa MX M3TOTOBJIECHMSA, PAacTpeNeeHus, perncTpauni,

7 3aperucTpHpOBAaH MUHHCTEPCTBOM IOCTHIMH Poccuiickolt ®enmepauuu 27 ampens 2007 r., PEerucTpalnOHHbIi
Ne 9364, ¢ H3MEHEHWAMH, BHECEHHBIMM MNpHKa3aMH MHHHCTEPCTBA 3APABOOXPAHCHWT H COLMANBHOTO Pa3BHTHA
Poccuitckot ®enepatmu ot 27 asrycra 2007 r. Ne 560 (3aperucTpupoBa MuRMcTEpCTBOM FOCTHIWME PoccHiickoi
Denepauyn 14 centabps 2007 r., peructpauponHbii Ne 10133), or 25 centabpa 2009 r. Ne 7941 (3aperucTpHpoBaH
MusnctepcTBoM  focTHIMH  Poccuiickoii  Qenepauvn 25 Hoabps 2009 r., permcTpauMoHHBIA Ne 15317),
or 20 amBaps 2011 r. Ne 13H (3aperncTpHpoBaH MunncTepeTBoM FocTrImHu Poccmiickoit ®enepauru 15 mapra
2011 r., peructpanuoHHBli Ne 20103), mpuxasamu MuHHCTepCTBa 31paBoOXpaHeHus Poccuickoi deaepanyn
ot 1 aBrycra 2012 r. Ne 54 (3aperucTpHpoBaH MuHRCTEpCTBOM FoCTHUME Poccuiickoil Oenepalmn 15 aBrycra 2012 1.,
perucrpaupontsii Ne 25190), ot 26 despana 2013 r. Ne 94n (3aperucTpupoBaH MHHUCTEPCTBOM HOCTHLMA Poccuiickoit
denepaunu 25 mons 2013 r., pervcTpalHOHHBIH No 28881).

8 [Ipukas Mun3apapcoupassutus Poccum 0T 5 mag 2012 1. Ne 5028 «O6 yTBEpKACHWH MOpAAKA CO3MAHHA
M JIeSATEBHOCTH BpauebHOM KOMHCCHH MENVLMHCKON OpraHH3altum) (3apeructpupoBan MumtoctoM Poccum
9 mons 2012 r., perucrpalHoOHHEIH Ne 24516), ¢ W3MEHEHHsAMH, BHECEHHBIMH [PHKA30OM Munzapasa Poccun
ot 2 nexa6ps 2013 r. Ne 8861 (3apeructpupoBai MHHIOCTOM Poccuu 23 nexa6pa 2013 r., peructpanronnsiii Ne 30714).
9 CoGpanue 3akoHoAaTenscTsa Poccuiickol denepauy, 2011, Ne 48, c1. 6724; 2014, Ne 49, cr. 6928; 2017, Ne 31,
cT. 4791; 2018, Ne 53, cT. 8415.
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y4eTa M XpaHEeHHs, a TaKXKe MpaBUIl odopmrenus»!'® (nanee — dopma Ne 107/y-HII),
MOXeT OBITh NOJydYeH MAlKEeHTOM, €r0 3aKOHHBIM INPEICTABUTENIEM HIH JIHIOM,
pMeromeM O(QOPMIIEHHYIO B COOTBETCTBHM C TpaXJaHCKUM 3aKOHOJATEIbCTBOM
Poccuiickoii demepaiiy AOBEPEHHOCTh OT NAalIEHTa Ha MpPaBO IMOJYHUCHHS TaKoro
petienTa (najee — YIOIHOMOYEHHOE JIULIO).

Peuent B (hopMe IJIEKTPOHHOTO JOKyMEHTa (GOPMHpPYETCs € HCIONb30BAHAEM
TrOCY/IapCTBEHHOM MH(pOPMAIMOHHOH CHCTEMBI B Cepe 3ApaBOOXPAHEHUS cyObekTa
Poccuiickoit ®enepanyy, MeIUIUHCKOH HH(GOPMAIHOHHON CHCTEMBI MeAULIMHCKOM
oprauuzarmu ',

daxkT BHIAYM pelenTa Ha JIGKapCTBEHHBIM  mpenapar  3aKOHHOMY
NPENCTABUTENI0 WM YIOJTHOMOYEHHOMY JHMUYy (HKCHpyeTcs B MEIULIAHCKOHN
JOKyMEHTalluH MalieHTa.

8. MenuiHCKAM ~ pabOTHMKam  3ampemiaeTca  OQOpMISTH  PELENTHI
P OTCYTCTBHMM y NaliieHTa MEIUITMHCKUX MOKa3aHWH; Ha HEe3aperUCTPUPOBAHHBIC
JIeKapCTBEHHBIE TpenapaTsl '> ; Ha JIeKapCTBEHHbe IIpenapaThl, KOTOpBE B
COOTBETCTBHM C MHCTPYKI[MEH MO MeIUIMHCKOMY NMPHMCHEHUIO NPEIHA3HAYCHBI UL
IPEMEHEHNs TOJBKO B MEJMIMHCKMX OpraHU3aludX; Ha HAPKOTHYECKHE CpelCTBa
¥ TICHXOTPONHEIE BEllleCTBa, BHeCeHHbIe B cnucok II Tlepedns, 3aperucTpupOBaHHbIE
B KayecTBE JICKAPCTBEHHBIX IIpenaparoB, B LEJIX IPHMEHEHUS UL JICICHMA
HapKOMaHMHH.

WHnuBYAyadbHBIM — [PEJIPHHAMATENISAM, OCYUIECTBIIONMM MEIUINHCKYIO
JeATeNbHOCTh, IOMONHATENEHO K TpeGOBaHMAM, YyKa3aHHBIM B afsaune NepBOM
HaCTOSIIEro MYHKTA, 3aIlpelnaeTcs oGopMIATh peenThl Ha HAPKOTHYECKHE CPeACTBA
M INCHXOTpONHBle Bemecrsa, BHeceHHsle B crmucku 11 u III Ilepewrs (namee —
HApKOTAYECKHE W IICHXOTPOINHBIE JIEKApCTBEHHBIC MNpeEraparhl CIIMCKOB I u I
IMepeuns).

9.TIpy HasHaueHWM HAPKOTMYECKMX ¢ IICHXOTPOMNHBIX JIEKAPCTBEHHBIX
npenapatos crucka I Tlepeuns, 3a NCKIFOUCHAEM JIEKApCTBEHHbIX NPENapaToB B BUAS
TPaHCIAEPMAIBHBIX ~TEPANEBTHYECKMX CHCTEM M JIGKAPCTBEHHBIX IPENapatos,
COZiepXallluX HAapKOTHYECKOE CPEACTBO B COYETaHHH C AHTArOHUCTOM ONHOMIHBIX
PeLeNTOPOB, PELENnTbl Ha OyMaKHOM HOCHTelle O(QOPMIIOTCA Ha PELENTYPHOM
onanke dopmsr Ne 107/y-HIL

10 3aperncTpupoBaH MUHHCTEPCTBOM focTHUMH Poccuiickolt Penepalmu 15 aprycra 2012 r., perHcTpanHOHHBIH
Ne 25190, ¢ H3MeHEHWAMH, BHECEHHBIMH IpHKa3aM¥ MUHHCTEPCTBA 3APABOOXPAHCHHA Poccuiickoil @enepauuu
ot 30 moms 2015 r. Ne 385H (3aperucTpuposas MunucTepcTBOM IocTHImY Poccmiickoil ®enepaunn 27 HOA6ps 2015 .,
perucTpaumonHbiif Ne 39868), ot 21 anpens 2016 r. Ne 254 (3aperucTpupoBaH MUHHCTEPCTBOM locTHIMH Poccuiickok
denepaumn 18 wmons 2016 r., perucTpamuoHHbI Ne 42887), ot 31 oxtsabpa 2017 r. Ne 882H (3aperucTpHpoBaH
MuHHCTEpCTBOM focTHIMH Poccnriickoi ®enepaimn 9 susaps 2018 r., perucTpauMoHHbii Ne 49561).

1 Crareu 91 u 91.1 PexepanbHoro 3akoHa ot 21 HoAGpa 2011 roxa Ne 323-03 «O0 ocHOBaxX OXpaHE! 3M0POBbA TPAKIAH
B Poccuiickoii ®enepanum» (CobpaHue 3aKOHORATENbCTBA Poccuiickoit ®enepauus, 2011, Ne 48, c1. 6724; 2012, Ne 26,
CT. 3446; 2013, Ne 27, cT. 3477; Ne 39, ct. 4883; Ne 48, ct. 6165; 2014, Ne 30, cT. 4257; Ne 43, c1. 5798; Ne 49, cT. 6927,
6928; 2015, Ne 1, ct. 85; Ne 10, ct. 1425; Ne 27, ct. 3951; Ne 29, cr. 4397; 2016, Ne 1, ct. 9, 28; Ne 15, cT. 2055; Ne 18,
cr. 2488; Ne 27, ct. 4219; 2017, Ne 18, cT. 2663; Ne 31, cT. 4794).

12 perenne CoBeta EBpasmiickoit SKOHOMHIECKOH KOMHCCHH OT 3 HOAGpA 2016 r. Ne 78 «O TlpaBunax perucrpaiyu
M HKCTIEPTH3B! JIEKAPCTBEHHBIX CPEACTB JUIA MEIHHHHCKOrO HNPHMEHCHHA (odrumansHeiid caliT Espasuiickoro
3KOHOMHMECKOTO COI03a http://www.eaeunion.org/, 21 Hoa6ps 2016 r.). Cratba 13 QenepanbHOro 3aKoHa oT 12 anpens
2010 r. Ne 61-®3 «O6 obpaweHny NeKapCTBEHHLIX CPEACTB JUIS MEIMUHMHCKOIO THPHUMEHCHHA» (CoGpanue
3aKoHoaTesscTBa Poccuiickoit ®enepauuu, 2010, Ne 16, cr. 1815; 2015, Ne 29, cT. 4367; 2018, Ne 24, c1. 3407).
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10. PeneniTypHsiit 6nank dhopmsr Ne 148-1/y-88 odopmitsietcs: Ipy HasHAYCHHM:

1) HapKOTHYECKHX M TICHMXOTPOIHBIX JIEKapCTBEHHBIX MpemaparoB crucka II
[lepeuHs B BHAe TPAHCACPMANbHBIX TEPANECBTUYECKUX CHCTEM, HAPKOTHICCKHX
JNeKapcTBeHHbIX mpenaparoB cmucka II Ilepeuns, cozpepkamux HAapKOTHYCCKOE
CPEeIICTBO B COYETAHHH C AHTArOHMCTOM OIHMOHMIHBIX PELENTOPOB, TCHXOTPOIHBIX
JIEKapCTBEHHBIX NpenapartoB cnucka I I1epedns;

2) NeKapCTBEHHBIX MpeIapaToB, O6NAJAOMKX aHaOOMICCKOH aKTHBHOCTEHIO
(B COOTBETCTBMM C OCHOBHBIM (DapMakKOJOIMYECKUM JEHCTBHEM) M OTHOCAIIMXCS
0 aHATOMO-TePANeBTUYECKO-XMMUYECKOH KiIacCH(UKanyy, pPEKOMEHIOBaHHOH
BceMmupHO# opraHusanveil 34paBooXpaHeHus (naiee — ATX)", x anabGonuueckum

crepongam (kom Al4A) (nmamee — JIeKapCTBCHHBIC MPENapaThl, obnajaromue
aHaGOIMYECKO AKTUBHOCTHIO B COOTBETCTBHH C OCHOBHBIM ()apMakoJOTHIECKHM
HeficTBUEM);

3) NeKapCTBEHHBIX IPEapaToB, yKa3saHHBIX B IyHkTe 5 Ilopsnxa oTmycka
(HU3MYIECKAM NHL@M JIeKapCTBEHHBIX MPENapaToB IS MEAHIMHCKOTO MPUMEHEHHH,
colepKallliX KpOMe MallbIX KOJHMYECTB HAPKOTHYECKUX CPEACTB, IICHXOTPOIHBIX
BEelleCTB M HMX IPEKYpPCOpPOB JApyrHe (apMaKkOJOrHYeCKHe AaKTHBHBIE BEILECTBa,
YTBEPKJEHHOrO0 TpHKa3oM MHHHCTEPCTBa 3/[PaBOOXPaHEHHA U  COLMANBHOTO
passutas Poccuiickoit ®enepamyn ot 17 mas 2012 r. Ne 562u'* (nanee — Ilopszok
OTIyCKa JIEKAPCTBEHHBIX IIPENapaToB);

4) NeKapCTBEHHBIX MPENapaToB MHAUBAYaIBHOTO H3TOTOBNEHHS, CONEPKAIINX
HapKOTHYECKOe CPEACTBO HIIM NICHXOTpoNHoe BewwecTo criicka Il Tlepedns, u npyrue
dapmaKoornaecKue aKTHBHBIE BEIIECTBA B 03¢, HE NPEBBIIAIOMEH BBICIIYIO
PasoBYI0 03y, M MPH YCIOBHH, 9YTO 3TOT KOMOMHHDOBAHHBIH JIEKApCTBCHHBIH
mpenapar He SBISETCS HAPKOTHYECKHM MM ICUXOTPONHBIM JIEKAPCTBEHHBIM
npenaparoM cnucka II ITepeuns,

5) nexapcTBEHHBIX IPENaparoB, MOMIEKAIMX INPEAMETHO-KOIHIECTBCHHOMY
yUeTy, He TIEpEeYHCIIeHHBIX B MOMIYHKTaX 1-4 HACTOAINEro MyHKTA (33 HCKITIOYCHHEM
JIEKapCTBEHHHBIX MPENapaToB, OTI[YCKAeMbIX 6e3 pelenTa).

11. PenenTyprbit  6mank  Gopmer  Ne  148-1/y-04 ()  odopmusercs
IpY Ha3HAYEHHH JIEKAPCTBEHHBIX MpENaparoB TIpaxJaHaM, HMEIOIMUM IIpaBo
Ha OecIUlaTHOE TIIONy4Ye€HHe JIEKapCTBEHHBIX IIpenaparoB WM  IOJyYeHHE
JIEKAPCTBEHHBIX MPENapaToOB CO CKUIKOM.

12. Penentypusrii 6nank ¢hopmsr Ne 107-1/y oopmiisercs npy Ha3HAUEHUM:

1) JTeKapCTBEHHBIX IIPenapaToB, yKa3aHHBIX B IyHkre 4 llopsjika OTIyCka
JIeKapCTBEHHBIX IPEIApaToB;

2) NeKapcTBEHHBIX MPENapaToB, He yKa3aHHBIX B MyHkTax 9-11 Hacrosmero

13 Cratea 18 ®enepansHoro 3akoHa oT 12 ampens 2010 r. Ne 61-@3 «O6 0OpameHHH JIEKAPCTBERHBIX CPEACTB AIIA
MeUIUHCKOTo TpuMeneHnss» (CoOpaHue 3aKOHOJATenbCTBa Poccuiickoli ®enepauun, 2010, Ne 16, ct. 1815; 2014,
Ne 52, ¢t. 7540).

4 3aperucTpupoBad MuHHCTEPCTBOM locTHmMM Poccniickolt ®eneparnyu 1 mona 2012 r.,, perucTparMOHHbIH
Ne 24438, ¢ H3MEHCHWAMH, BHECEHHBIMHM NpPHKa3aMH MHHHMCTEPCTBA 3APaBOOXPAHCHMA Poccuiickoit Peaepauun
or 10 moms 2013 r. Ne 369H (3aperucTpuposan MumucTepcTBOM IocTHumK Poccuiickoli ®enepatny 15 wrona
2013 r., perncTpammonnsiit Ne 29064), ot 21 aprycra 2014 r. Ne 4658 (3aperucTpupoBal MHHHCTEPCTBOM OCTHINH
Poccuiickoii ®enepauun 10 cents6ps 2014 r., peructpamuonnsidi Ne 34024), or 10 centabps 2015 r. Ne 634n
(3aperncTprApoBaH MUHHCTEPCTBOM locThUME Poccuiickoli Denepaimu 30 cenraGpa 2015 r., peruCTpauMOHHbBIR
Ne 39063), or 31 oxtabps 2017 r. Ne 882n (3apermcTpupoBaH MHHHCTEPCTBOM IOCTHLAH Poccuiickoii denepaniu
9 spaps 2018 r., perucTpanuorHerit Ne 49561).




Iopsnxa.

13.Tlpy  Ha3sHayeHWH JIEKapCTBEHHOrO  Ipernapara  HHAUBUIYaIHHOIO
M3TOTOBJNEHHS B pelieniTe Ha OyMaxHOM Hocutene M (W) penente B ¢opme
3JIEKTPOHHOIO JOKyMEHTa HaMMEHOBaHMs JIEKAPCTBEHHBIX IPENaparoB, BKIIOYEHHBIX
B IepedYeHb JIEKapCTBEHHBIX CPEACTB IS  MEJULUHCKOTO  NPHMEHEHHS,
MOIEXAIMX HPeIMETHO-KONMYECTBEHHOMY ydeTy '° (majlee — JIeKapCTBEHHBIE
npemnapartsl, BKIoYeHHbIe B iepedeHs [IKY), ykaspiBatoTes B Hadalle perenta, 3aTeM —
BCE OCTAJIbHBIE HHIPEAUCHTEL.

14.TIpy Ha3sHa4YeHHMH JIEKapCTBEHHOTO Mpemapara B pelente Ha OyMaKHOM
Hocutene M (Wid) peuente B ¢opMe JIEKTPOHHOTO HOKYMEHTa 3alpellacTcs
NpPEBHIIIATh KOJMYECTBO HAPKOTHYECKHX CPEACTB HIM ICHXOTPONHBIX BELIECTB,
KOTOpPO€ MOXET OBITh BBINKCAHO B OJHOM DEIEITe, YCTAHOBICHHOE NPUIIOKCHUEM
Ne 1 x HacrosmeMy Iopanky, 3a HCKIIIOUSHVEM CIly4aeB, YKa3aHHBIX B MYHKTax 16
u 25 nacrosmero [lopsaxa.

15. TIpn Ha3HAa4YeHWH JIEKAPCTBEHHBIX NPENaparoB, BKIIOYCHHBIX B IEpEYCHb
[IKY, no3a KOTOPHIX IPEBBINIAET BHICUIMNA ONHOKPATHBIH NpHEM, MEAULMHCKUH
paboTHUK 00O03HAuaeT J03y 3TOro JIEKapCTBEHHOro IIperapara B perenTe
Ha OyMaXHOM HOCHTENE IIPOINUCBIO C MPOCTABICHHEM BOCKIHIIATENBPHOIO 3HaKa
u (WIH) NMPOCTABJIAET BOCKJIMLATENbHBIN 3HaK IpH odopMiIeHHH pelenta B GopMme
3JIEKTPOHHOTO JOKYMEHTA.

16. KonuuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BKIIIOYEHHBIX
B nepeuens [IKY, npu oxa3aHUH MALMEHTaM, HYKAAIOMUMCS B JUTUTEILHOM JICUCHUH,
IIEpBUYHOM MEIMKO-CAaHUTAPHOM IMOMOIIM M NA/UTHATHBHON MeIULUMHCKOH IOMOIIM
MoXeT OBITh yBelHYeHO He Oosiee 4eM B 2 pasa [0 CPaBHEHHIO C KOJIHYECTBOM
HAPKOTHYECKMX CPEICTB MM ICHXOTPONHBIX BEINECTB, KOTOPOE MOXeT ObITh
BHIIMCAHO B OJJHOM pelENTe, YCTaHOBIECHHBIM IIpuiokeHueM Ne 1 k HacrosfmeMy
Iopsaaky.

B ciywasx, NpegyCMOTPEHHBIX a03aleM TIEpBBIM HAaCTOSAIIEro IYHKTA,
Ha pelenTtax Ha GyMaXHOM HOCHTeJe IPOM3BOAMTCS Hauuuch «llo cmenmansHOMY
Ha3HAUEHHIO», OTHENHHO 3aBEPEHHAs MOMKMCHIO MEJUIMHCKOro  paboTHHKa
M [eYaThi0 MEeQUIMHCKOM oprammsanuu «Jlis pelientoB», Ha penentax B ¢opme
5J€KTPOHHOTO JOKYMEHTa [IPOU3BOJAMTCA 0TMeTKa «Ilo crenuaibHOMY Ha3HAIEHHIO»
C TPOCTAaBJEHHEM YCHWIEHHOM KBamu(UUMPOBAaHHON OIEKTPOHHOH  NOJMNCH
MeIUITUHCKOro paboTHHKA.

17. CocTaB JIeKapCTBEHHOTO Iperiapara, JeKapcTBeHHas ¢opma U oOpalueHue
MeIUUMHCKOrO paboTHMKa K (apManeBTHdeckoMy paboTHHKY 00 oTmycke
JIEKapCTBEHHOI'0 Tpenapara O(QOpMIIOTCA HA JIATHHCKOM $3bIKE B POAMTEIHHOM
Hazexe.

15 [Ipuka3 MuHucTepcTBa 3paBooxpanenns Poccutickoit Dexepawy oT 22 anpes 2014 r. Ne 1838 «O6 yTBEpXKICHHH
TIepeyHs JIEKAPCTBEHHBIX CPEACTB I MEAMUMHCKOTO MPHMEHEHHA, MOMICHAMIMX IPEAMETHO-KONIMHECTBCHHOMY YHCTY»
(3aperncTpupoBan MuHHCTEpCTBOM IocTHIMH Poccuiickoll ®enepaunu 22 mons 2014 r., peructpaunoHHsIi Ne 33210),
¢ W3MEHEHWs MY, BHECSeHHBIMH TpHKa3aMH MuHucTepcTBa 3paBooXpanenus Poccutickoit denepaum oT 10 cenra6pa
2015 r. Ne 634u (3apermcTpupoBan MuHMcTepcTBOM locTHumHM Poccuiicko#t ®epepamun 30 centsbps 2015 r.,
peructpaumoHusiii Ne 39063), ot 31 okrabps 2017 r. Ne 882H (3aperucTpuposan MHHHCTEPCTBOM IOCTHIMH POCCHICKO#H
denepatmu 9 smBapa 2018 r., perucrpanuoHHeiit Ne 49561), ot 5 ampens 2018 r. No 149H (3aperucTpHpOBaH
MuHucTepcTBOM IocTHLHMK Poccutickolt ®enepauun 3 mas 2018 r., perucTpaunoHHbIA Ne 50961), ot 27 wmona 2018 r.
Ne 471n (3aperucTpupoBan MuHucTepcTBOM locTHIMH Poccuiickoit @enepauun 14 aBrycra 2018 r., perucTpalMOHHbI#H
Ne 51885).
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Tlpyu odopMiIeHHH pEHENTypHBIX ONaHKOB JIOMyCKAaeTCs: HCMOJIE30BAHNE
cokpamieHuii (mprnoxenne Ne 2 K HaCTOAIIEMY ITopsaxy).

IIpy HasHAYeHWH JeKapCTBEHHOTO MpenapaTa HE JIOMyCKAaeTcs COKpalleHHe
6IM3KMX 1[0 HAMMCHOBAHMSAM MHTPEJUMEHTOB, COCTABIIAIOIIMX JIEKapPCTBEHHBIH
Tpenapar, He IO3BOJAIOMMX yCTAHOBUTH, KakOi MMEHHO JIeKapCTBEHHBIH Ipernapar
Ha3Ha4eH.

18. Coco6  NIpUMeHeHHs  JIeKapCTBEHHOTO  Tpenapara  00O3HadaeTcs
C yKa3aHMeM JO3bl, YaCTOThl, BPEMEHH IpHeMa OTHOCUTENBHO CHA (yTpom,
Ha HOYH) M €ro [UIMTENBHOCTH, & [ JIeKapCTBeHHBIX  MPENaparos,
B3aMMOJIEHCTBYIONMX C THILEH, — BpEMEHH UX YHOTPEOIeHHs OTHOCHTENBHO preMa
numE (0 ebl, BO BpeMs elibl, II0CHe e/ibl).

19.Tlpu HEOOXOAMMOCTH HEMEUICHHOTO HIM CPOYIHOrO (B TeueHME JBYX
pabounx HaHel) OTIyCKa JICKapCTBEHHOTO Hpemapara MalUCeHTY B BepxHel YacTH
pellenTa Ha GyMaXHOM HOCHTEJNE MPOCTABIAIOTCS 0003HAUEHHA «cito» (CpoYHO) WM
«statim» (HeMeIeHHO). AHANOTHYHEIE 0003HaYEHNs MPOCTABIIAIOTCS B BUAE OTMETOK
npu odopMIICHUH peLienTa B popMe 3NEKTPOHHOTO IOKYMEHTA.

20.Tlpu odopMmieHHH Ha3HAYeHHs T[OTOBOTO JIGKAPCTBEHHOTO INpPenapara
B peenTe Ha GyMa)KHOM HOCHMTENe WM perente B GopMe NEKTPOHHOIO JOKYMEHTA
KOJIMYECTBO JEHCTBYIOLIMX BEIIECTB YKa3blBacTCs B COOTBETCTBHHU C HHCTPYKLHEH
10 MeUITMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOT'O NIPENapaTa.

TIpu obopMIeHHy Ha3HAYEHHMs JIEKAPCTBEHHOTO NpenapaTa MHAMBHUIYalTbHOTO
W3rOTOBJIEHHS B pellente Ha OyMaXXHOM HOCHTENE WIH penente B dopme
3MEKTPOHHOTO JOKyMEHTa KOJMYECTBO TBEPABIX H CBHIIYIHX (apManeBTHIECKHUX
cyGcranumii ykaspiBaercs B rpammax (0,001; 0,5; 1,0), KUOKUX — B MHJUTHIATpAX,
rpamMMax M KaIliiX.

21. Penentsl Ha 6yMaKHOM HocuTene, B ()opMe 3JIEKTPOHHOTO NOKYMEHTa,
obopMIIeHHEIe Ha penentypHoM Grnanke ¢opmbl No 148-1/y-88 u npeaHa3HaYeHHBIE
LI OTIycKa JIEKapCTBEHHBIX IIPEriapaToB, IPEeJyCMOTPEHHBIX MOIIIyHKTAMH 2-5
nynkta 10 Hacrosmiero Iopsimka, NEHCTBUTENBHBI B TCUCHHE 15 mueit co aHsA
odhopmieHus.

22. Penenthl Ha GyMaXXHOM HocuTelne, B (opMe IJIEKTPOHHOrO HOKYMCHTa,
ohOpMIIEHHBIE Ha PeLIeNTypHOM GanKe GopMBI Ne148-1/y-04 (;1) u npeiHa3HAUYCHHbIC
JUIs OTIycKa JEKapCTBEHHBIX MNPENaparoB rpaxiaHaM, yKasaHHBIM B ITYHKTE 11
nacrosimero Iopsaka, neficTBUTENBHE! B TedeHue 30 THEH cO IHA o opMIIEHHS.

23. Penentsl Ha OyMaXXHOM HocuTene, B (opMe OJIEKTPOHHOIO HOKyMEHT3,
oOpMIIeHHEIE Ha pelenTypHoM Onanke —(OpPMEI Ne 148-1/y-04 (1) w
NpeHa3HAYEHHEIE IS OTITYCKa JIEKAPCTBEHHBIX NPENapaToB rpaxiaiaM, TOCTHUIIIHM
IEHCHOHHOTO BO3pacTa, MHBAIMIAM MEPBOW IPYINIBI, JETAM-HHBAIHIAM, a TaKKe
rpaXiaHaM, CTPaJaloIMM  XPOHHYECKAMU 3a00NeBaHUAME,  TpeOyIOLMMH
JUTHTEIHHOTO KyPCOBOTO JIedeHHs, AEHCTBHTENBHE B TedeHue 90 HHEH cO AHA
oopMIICHHS.

Jlns nedeHMs XPOHHYECKHX 3aboNeBaHUil yKa3aHHBIM KaTeTOPHAM TIpaX/aH
JNeKapCTBEHHBIE TpenapaTsl ¢ OGOPMICHHEM pElENTOoB Ha OyMaXXHOM HOCHTENe
WA pEUeNnToB B (OPME SJIEKTPOHHOTO JOKYMEHTa MOryT Ha3HA4aThCA HA Kype
nedenus 10 90 qHEMH.

24. Penienitel Ha OyMakHOM HocHTele, B GopMe 3IEKTPOHHOrO NOKYMEHTa,
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odopMIleHHBIE Ha pelienTypHOoM Oianke ¢opmsel Ne 107-1/y u npeaHasHadeHHbIS I
OTIIyCKA JIEKAPCTBEHHBIX MpENapaToB, MPELyCMOTPEHHBIX NyHKTOM 12 HacTosIiero
Iopsinka, necTBUTENbHBI B TeueHHe 60 fHel co AHsA 0GOpMIICHHUS.

[Ipy Ha3HAuYeHWM TOTOBBIX JIEKAPCTBEHHBIX HpENapaToB U JIEKapCTBEHHBIX
NpenapaToB HHAWBUAYAILHOTO W3TOTOBNEHHS TalUeHTaM ¢ 3aboJeBaHusAMH,
TpeOYIOLUIMMH JJIUTEJIBHOrO KypCcOBOTO JIEYeHHs, ¢ OQOPMIIEHHEM Ha peLeNTypHOM
6nanke ¢opmel Ne 107-1/y peuenta Ha OyMakHoM HocuTene MMM B (opme
3JIEKTPOHHOTO JOKYMEHTa YCTaHaBIMBaeTCS CPOK [EHCTBHA pelenTa B Ipeaenax
IO OJJHOT'O KaJIeHIapHOro roja.

B cirydae ycTaHOBJIEHHS CpOKa ACHCTBHSA pELEITa B NMpeAeiax A0 OAHOIO roxa
B pelleNTe MpocTaBiseTca otMeTka «I1o creruanbHOMy Ha3HAaYEHHIO», 0003HAYaeTCs
CPOK [eHCTBHS pelenTa W NEpPUOAMYHOCTh OTMyCKa IEKapCTBEHHBIX IpenaparoB
M3 anNTeYHON OpraHM3alWy WINM HHAVWBUIYalbHBIM INpPEINPHHHMATENCM, HMEIOMHNM
JMIEH3HI0 Ha (apMaleBTUYECKYIO JEATENBHOCTH 1 (e)XeHefeNnbHO, €KEMECSIHO U
WHBIE TEepUObl). JIOMOMHUTENPHO 3TO YKa3aHHE 3aBEpSeTCs MOANMUCHIO U NEYaThIo
MEIMLIMHCKOrO paboTHHMKA, a TakKe Ie4aTblo MEIMIMHCKONW OpraHH3aliH
«Jlns peuentoB» (mna pelenta Ha OyMaXHOM HOCHTENE) WM YCHICHHOH
KB GUITUPOBAHHON 3IEKTPOHHON MOIMKMCHIO METHUIMHCKOro paboTHHMKa M IHIa,
YIIOJIHOMOYEHHOIO 3aBepATh JOKYMEHTBl OT HMEHH MEMHMLHMHCKOH OpraHH3alliu
(151 penenTa B popMe 3MEKTPOHHOTO JOKYMEHTA).

25. PeuenTs! Ha NpPOM3BOAHBIE GapOGUTYpPOBOH KHCIOTHI, KOMOMHHPOBaHHBIE
JNIeKapCTBEHHBIE  IpemapaTsl, Coiepkallhe KoumeHH (ero  COJNM),  MHBIE
KOMOMHHMpPOBaHHBIE  JIEKapCTBEHHBIE  IIpemaparsl, MNOJUICKAmMUEe  NPeOMETHO-
KOJIHYECTBEHHOMY YHUeTy, JTeKapCTBEHHbIE Mpenaparsl, oblanatomue aHaboIHIecKon
aKTHBHOCTBIO B COOTBETCTBHM C OCHOBHBIM (apMaKONOTMYECKUM JEHCTBHEM,
JUIS JIeYeHHs MALMEHTOB ¢ XPOHMYECKMMH 3ab60NeBaHMSAMH MOTYT O(QOPMIATECA
Ha Kypc JiedueHus a0 60 gHei.

B 1aHHBIX CIIy4Yasx B pelenTax Ha 6yMaXXHOM HOCHUTENE MPOU3BOAXTCS HAIIUCh
«[lo crnenpagbHOMY Ha3HA4YEHWIO», 3aBEPEeHHAs IOMHCHIO  MCIHLUHCKOTO
pabOTHHKA M MNedaThio MEJUIMHCKOH opraHuzamué «JUis pELEnToB», penernrax
B QopMe 3NEKTPOHHOTO JOKyMeHTa mnpomsBoputcs otmerka «Ilo cmenuanbHOMY
HA3HAYEHHMIO», C IPOCTABIEHMEM YCWICHHOH KBaIM(pHLIMPOBAaHHOHU 9JIEKTPOHHOM
TOXMHCH MEIUIMHCKOTO pabOTHHKA M JIALA, YIOJTHOMOYECHHOI'O 3aBEPATH JOKYMEHTI
OT HMEHH MEIUIIMHCKON OpraHu3aluy.

26. Perent Ha OyMaXXHOM HOCHTele, B (QOpMe 3NIEKTPOHHOIO IOKYMCHTA,
o(OpPMICHHEI ¢ HApylIEeHWEeM YCTaHOBNEHHBIX HacTosmuM [lopsakom TpeOOBaHHUH,
CUHTAETCS HeIeHCTBUTEIBHBIM.

16 Tyt 47 dactH 1 cTaten 12 PepepallbHOTO 3a8KOHA OT 4 mag 2011 r. Ne 99-03 «O nAuuUEH3MPOBAaHHU OTACJIBHBIX
puoB gesarensHocTH» (CofpaHHe 3aKOHOAATENILCTBA Poccuiickoit ®enepatu, 2011, Ne 19, ct. 2716; 2012, Ne 31,
cT. 4322; 2013, Ne 9, cT. 874; Ne 27, ct. 3477; 2014, Ne 30, ct. 4256; Ne 42, ct. 5615; 2015, Ne 1, ct. 11; Ne 29, ct. 4342,
Ne 44, ct. 6047;2016, Ne 1, c1. 51; 2018, Ne 31, cT. 4838; Ne 32, cr. 5116; Ne 45, cr. 6841; Ne 53, cT. 8424).




11. HazHayeHue JeKapCTBEHHBIX IIPENApaToB IIpY OKa3aHUH
MeIUIIMHCKOM TOMOIIY B CTAl{MOHAPHBIX yCIOBHAX

27.Tpy OKa3aHWM MAIMEHTy MEJULUMHCKOH TOMOIM B CTalHOHAPHBIX
YCIIOBMSAX Ha3HAUYeHWE JIEKApCTBEHHBIX MPENapaToB MPOM3BOAUTCA 0e3 odopMIICHUS
pellenTa Me[MUMHCKAM pabOTHHKOM e[MHONMYHO, 3a WCKIIOYEHHEM  CIydacs,
yKa3aHHBIX B yHKTe 28 Hacrosuero ITopsxa.

28. CorylacoBaHie Ha3HAUYEHMs JIEKAapCTBEHHBIX IIPEMapaToB C 3aBEIYIOLIM
OTJeTeHHEM WM OTBETCTBEHHBIM JEXYPHBIM BpaioM JHOO JpyrHM JIMIOM,
YIIOJHOMOYEHHBIM  ITIPUKa30M IJIABHOTO  Bpada MEIUIMHCKOW  OpraHM3alliH,
a TaKKe, NpY HANHUMH, C BPAYOM — KIMHAYECKUM (apMaKonorom Heo0X0IUMO

B CITyJasX:

1) OZHOBPEMEHHOrO Ha3HAYEHHsA MATH M Ooree JIEKAPCTBEHHBIX MPENapaToB
OJ(HOMY IALMEHTY;

2) Ha3Ha4YeHUs JIEKapCTBEHHBIX Tpenaparos, He BXOJAILIAX

B NEPCYCHb XXU3IHCHHO HCO6XOJII/IMBIX M BaKHEHIIUX JICKApCTBCHHBIX npenapaTOB”,

IpM HETUIMYHOM TeYeHWM 3a0oieBaHus, HAJMIUH OCJIOXKHEHH#T OCHOBHOTO
3aGoneBaHMss ¥  (WIM) CONYTCTBYIOIIMX 3a0oleBaHMH, TMpH  HAa3HAICHHH
JIEKApCTBEHHBIX TIPENapaToB, OCOGEHHOCTH B3aMMOJICHCTBHS U COBMECTHMOCTH
KOTOPBIX COTJIACHO MHCTPYKIMAM [0 HMX NPHMCHEHHIO IPUBOIAT K CHIDKCHHIO
5 QEKTHBHOCTA 1 G€30IIaCHOCTH (papMaKoTeparuu 1 (u¥) co3ar0T MOTEHIHABHYIO
ONaCHOCTH JUIS KHU3HH U 300POBbs MAI[UCHTA.

B yKa3aHHBIX CIy4asx Ha3Ha4YeHWe JIEKAPCTBEHHEBIX NPENapaToB ¢uxcupyercs
B MEIMIMHCKOH MOKYMEHTALMH MAlleHTa M 3aBEpACTCA IOMUCHI0 METHIHHCKOTO
paGoTHEKA M 3aBefyIOLIEro OTAeNeHneM (OTBETCTBEHHOIO ACKYPHOro Bpaua WM
IPYTOTO yHOMHOMOYEHHOTO JIALA).

29. MeauuuHCKHM pabOTHUK MEAMIMHCKON OpraHH3aluu (ee CTPYKTypHOTO
TOZpa3/IeNIeHHs), PACIIONOXEHHOH B CEJIbCKOM HACENCHHOM IIYHKTE, OCYIIECTBIACT
Ha3HAYCHWUE JIEKApCTBEHHBIX NPENapaToB B CydasX, YKa3aHHBIX B ITyHKTaX 28 u 30
HacTtosiero Iopska, € JMHOIHYHO.

30.Tlo pemenuto BpaueOHOM KOMUCCHM MALMEHTaM TIpH  OKa3aHHH
MM ME/IMIIMHCKON [IOMOIM B CTAI[MOHAPHEIX YCJIOBUAX HA3HAYAIOTCS JEKapCTBEHHLIC
Tpenaparsi, He BKIIOYEHHEIE B IEPEUCHb XKU3HEHHO HEOOXOAUMBIX M BaXKHEHILIHX
JIeKapCTBEHHBIX IIPENapaToB, B Cly4ae HX 3aMEHBl K3-32 HHTABH Ly aIbHOM
HENEPEHOCUMOCTH, TI0 XM3HEHHBIM NOKA3aHUAM.

Pemenne BpaueOHOM KOMHCCHH (QUKCHDPYETCS B MEAMLMHCKON NOKyMEHTalH!
aIMeHTa | XypHajie BpadeOHONH KOMUCCHU.

31.B cimydasx oOcrefoBaHHS M JIeYeHHs TIpaK[aHMHa B CTallHOHapHBIX
YCIOBHSAX B paMKaX NPENOCTABICHHS MEIUIUHCKHX yCIyr Ha BO3ME3HON OCHOBE
33 CYET JIMYHBIX CPEJICTB IPaxkIaH, CPEACTB IOPUIMYECKAX NHIL M MHBIX CPEICTB
Ha OCHOBaHMH IOTOBOpa, B TOM HHCIE JOrOBOpa A0OPOBOJBHOTO MEJUIMHCKOTO

17 [ynxr 1 crateu 60 degepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-®03 «O6 obpalieHHH JIEKApCTBEHHBIX CPEICTB)
(Cobpanme 3aKOHOJATENBCTBA Poccuiicko#t ®eaepaunn, 2010, Ne 16, ct. 1815; 2012, Ne 26, cr. 3446; 2014, Ne 52,
ct. 7540).
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cTpaxoBanus ¥, emy Moryr OBITh HasHaYeHbl JIGKAPCTBEHHBIC IPeNapatel, He
BXOZAIIEE B IePedeHb >KU3HEHHO HEOOXONMMBIX ¥ BaXHEHIIMX JICKapPCTBEHHBIX
IIpenapaToB, €CN¥ HMX Ha3HAuYeHHE M TNPUMEHEHHe OOYCIOBICHO MEIUIMHCKIMY
IIOKa3aHUSAMH.

I11. HasnadeHue JIeKapCTBEHHBIX NPENapaToB
TIPY OKa3aHUH MEPBHYHON MEIUKO-CAHHTAPHOM MOMOLIH, CKOPOH
MeIUIMHCKOM TOMOIIH U MaJUTHaTHBHON MEMIIMHCKOM IIOMOLIN

32. TIpu OKa3aHMH MEPBHYHON MEAMKO-CAHUTAPHON MOMOIIH H HaJUTHaTUBHON
MEIHLUHAHCKOM TMOMOIM B aMOYJaTOPHBIX YCJOBHSAX Ha3Ha4YeHHE JIEKapCTBEHHBIX
TIPeNapaToB OCYIUECTBIIETCA MEJMIMHCKAM DaOOTHHKOM B CIIy4asX THIHIHOrO
TeueHUs 3a60J1eBaHMS TTAIIMSHTa HCXO (A U3 TSDKECTH M XapaKTepa 3a00JIeBaHus.

33. HasHaueHue JIEKapCTBEHHBIX IIpeNaparoB IO pEIIEHHIO BpadeOHOMH
KOMWCCHY IIPH OKa3aHHH MEPBUYHON MeANKO-CAHUTapHOH MOMOIIM, NalIiaTHBHOM
MeTUIIMHCKON IIOMOILH B aMOYJIATOPHBIX YCJIOBHSX MPOU3BOAUTCS B CIIy4asX:

1) ofHOBpEMEHHOTO  HA3HAYE€HHA ONHOMY MAlMEHTy [ATH H Gonee
JNIEKapCTBEHHBIX IPEeNapaToB B TEYeHHE OJHHX CYTOK WM CBBIIE JCCATH
Ha¥MEHOBAHUI B TEUECHHE OQHOTO MECALA;

2) Ha3HaYeHHs JIEKAPCTBEHHBIX IIPEMaparoB IpH HETUNHYHOM TEUCHHH
3a60NeBaHus, HAIMYMM OCJIOXKHEHHH OCHOBHOro 3aonesanusi u  (WIH)
CONYTCTBYIOIMX 3a00neBaHmii, NpH HasHAYCHHH JICKApCTBEHHBIX INpenapaTos,
0COOEHHOCTH B3aUMOJEHCTBUSA W COBMECTUMOCTHM KOTODPBIX COTJIaCHO HMHCTPYKIMAM
110 ¥X PUMEHEHHUIO IPHBOAAT K CHIKEHHIO 3 (EKTUBHOCTH 1 6€3011aCHOCTH JIEICHHS
manpeHTa ¥ (WIHM) CO3NAI0T HMOTEHLIHANbHYIO OMACHOCTh IS XKHM3HM M 3MOpOBBA
TAI[ECHTA;

3) mepBMYHOrO Ha3HAYeHMs MAlMEHTy HapKOTHYECKUX U MCHXOTPOIHAIX
JNeKkapcTBeHHEIX mnpemnaparoB cmuckos I u III Tlepeuns (B cimywyae IpHUHATHA
PYKOBOAWTENEM  MEJMIMHCKOM  OpraHu3allMd  pEIICHHs O HE0O0XOIUMOCTH
COTIACOBAHMS HA3HAYEHWS TAKHX JIEKAPCTBEHHBIX LpernapaToB ¢ BpadeCHOH
KOMHUCCHEI).

34. TToBTOpPHOE Ha3HAYECHHE HAPKOTMYECKUX U ICHXOTPOIHBIX JICKAPCTBEHHBIX
npenaparoB cruckos II u III Tlepeuns npou3BOAUTCS MEIULHHCKHM pabOTHUKOM
CaMOCTOSTENHHO MAIMEHTaM ¢ BHIPAXEHHBIM GOJNIEBBIM CHHIPOMOM JH00Oro reHesa,
HapyIIEHHEM CHA, CYJOPOXHBIMH COCTOSHHAMH, TPEBOXHBIMH paccTpONCTBAMH,
(o6GHAMH, ICHXOMOTOPHEIM BO30YKICHUEM.

35. Tlpu oKa3aHU¥ CKOPOH MEMMUIMHCKOM IOMOLIM JIEKapCTBEHHBIC NPENapaThl
HA3HAYAIOTCS MEULMHCKEM PaGOTHHKOM BBIE3HOM GpHraibl CKOPOH MeMIMHCKOH
TIOMOIIM, MEIMIUHCKMM pabOTHMKOM MEIHIMHCKOM OpraHu3alMd IPY OKa3aHWUH
MEIVIMHCKOH IOMOIIM TpaxJaHaM Ipy 3a00NeBaHUsX, HECYAaCTHBIX CIydasiX,
TpaBMax, OTPaBIEHUSAX U JPYTHX COCTOSHUSX, TPEOYIOIIUX CPOYHOTO MEAUIHHCKOTO
BMeILaTeNbCTBA.

18 [ToctanoBnenve [Ipaputenbcrsa Poccniickoit ®denepauns ot 4 oxTAGpa 2012 r. Ne 1006 «O6 yrsepxaeruy IIpaBui
IPENOCTABNEHAA MEIMLMHCKMMH OPTaHM3alHAMH IUIATHBIX MEIMLUMHCKUX YCIIyr» (Cofpanne 3aKOHOAATENHCTBA
Poccniickoit Penepaunuy, 2012, Ne 41, ct. 5628).
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IV. HasnaueHune J1eKapCTBEHHBIX NIPEIapaToB
rpakaaHaM, HMEIOIUM IIpaBo Ha 6eCIuIaTHOE NMOIyYeHHe
JIeKapCTBEHHBIX NPENapaToB WK NOTy4YeHHe JICeKapCTBCHHBIX
IpenaparoB CO CKHAKOM, IPH OKa3aHUM MEPBHYHOM
MeNKO-CaHUTaPHOM MOMOIIH

36.Tlpyn OKasaHWM IIEPBUYHON MEIMKO-CAHUTAPHOM INOMOIM HA3HAYCHHE
MeIUIMHCKMM paGOTHUKOM B COOTBETCTBHH CO CTAHJapTaMH MEIULIMHCKOM nomonu'’
JIEKapCTBEHHBIX IIPENaparoB, OTMYCKaeMbIX O€CIUIaTHO WM CO  CKUZIKOH,
OCYLIECTBISETC Ha peuentypHom Gnanke dopmer Ne 148-1/y-04 (1) ¢ ydeTom
passuTHs 3a00JIeBaHMA, OCOOEHHOCTEH TEYEHHS OCHOBHOTO H COMYTCTBYIOLIEIO
3a00JIeBaHMi CIIEAYIOIUM KaTerOpusIM IPaKaaH:

1) rpaxkaHaM, HMEIOIUM NPaBo Ha MOJyHeHHEe TOCYAApPCTBEHHON COLMATIBHOM
moMOLM B BHAE Habopa COUMANBHBEIX YCIYI, B COOTBETCTBHH C II€pEYHEM
NEKapCTBEHHBIX MerapaToB JUIi MEIUIMHCKOro MpHUMEHeHHs, B TOM YHCIE
JEKapCTBEHHBIX IIPENapaToB JUId MEIULHUHCKOTO IPHUMEHEHHA, Ha3HaYacMbIX
II0 PEIIEHHIO BpaueOHbIX KOMHUCCUH MEHUIITHCKIX opranusanuii’’;

2) nunaM, GoNbHBIM  reMo¢uiHed, MYKOBHCIMAO30M, THIIO(QHU3apHBIM
HaHU3MOM, Goie3HbIo [olle, 3M0KaYeCTBEHHEIME HOBOOOPa30BaHUAME THMGPOUIHOM,
KPOBETBOPHOM ¥ POJCTBEHHBIX MM TKaHEW, PAaCCESHHBIM CKIEPO30M, I'€MOIMTHKO-
YPEMHYECKHM CHHIPOMOM, IOHOIIECKMM apTPHUTOM C CHCTEMHBIM HayajloMm,
mykomnoucaxapuoszoM I, I u VI tumos, nun nocie TpaHCIUIAHTAlMK OPTaHOB U (unn)
TKaHell B COOTBETCTBMM C I€pPEeYHEM JIEKapCTBEHHBIX IIPENapaToB, yTBEPKAaeMbBIM
INpaBurtenscTBoM Poccuiickoi (Denepamzlnz‘.

3) rpaxpaHaM, MMEIOLIIMM IPaBO Ha MOJyYeHHE JICKapCTBCHHBIX IPENapaToB
GecIaTHO MM MOJIydYeHHe JIEKapCTBEHHBIX IIPErapaToB CO CKUIKOH 3a CYET CPelCTB
6romKeToB cyonekToB Poccuiickoit ®enepanmy, B COOTBETCTBHM C [lepedneM rpynm
HACeNeHUs M KaTeropuit 3a0ojieBaHui, Npu aMOyJaTOPHOM JIEYEHUH KOTODPBIX
JEKapCTBEHHBIE CpPEeJICTBA M M3AENHMsS MENUUMHCKOrO HasHa4YeHMs OTIIyCKalOTCH
1o penenTaM Bpauel 6ecruiatao, u [lepedneM Ipynn HaceNeHus, PU aMOyIaTOpHOM
JleYeHWM KOTOPHIX JIEKApCTBEHHBIE CPEICTBA OTITYCKAIOTCA MO pelenTaM Bpadew
¢ 50-IpOLEHTHOM CKUAKOH CO CBOOOMHBIX ILEH, YyTBEPXKJICHHBIMU IOCTAHOBJICHHEM
ITpasutensctBa Poccuiickoit @enepamun ot 30 uronst 1994 r. Ne 8907,

19 [Tynkt 4 wacta 1 crareu 37 denepansHoro 3akona ot 21 HosGps 2011 r. Ne 323-03 «O6 ocHOBaX OXpaHB! 3MOPOBBA
rpaxnas B Poccuiickoli ®enepaunmn» (CoGpaHne 3aKOHOLATENBCTBA Poccwiickoit ®enepaunu, 2011, Ne 48, cr. 6724;
2018, Ne 53, crt. 8415).

20 Yacrp 2 crathu 6.2 depepanbHOro 3akona ot 17 mrons 1999 r. Ne 178-@3 «O rocyzapcTBeHHOM conHaibHOH
nomomm» (Cobpanue 3akoHoaaTenscTBa Poccniickoli denepammu, 1999, Ne 29, cr. 3699; 2009, Ne 30, ct. 3739; 2010,
Ne 50, ct. 6603; 2013, Ne 48, cT. 6165).

21 Yaere 7 craThi 44 PenepanbHOro 3akoHa oT 21 HoaGps 2011 r. Ne 323-03 «O6 ocHOBaX OXpaHbl 340POBbA IPAXAAH
B Poccuiickoit Genepamumn» (Cobpanue 3akoHonaTenbcTBa Poccuiickoi denepalvy, 2011, Ne 48, ct. 6724; 2013, Ne 48,
cT. 6165;2016, Ne 18, cr. 2488; 2018, Ne 32, c1. 5092). _

22 CoGpanne 3akoHonarenscTBa Poccuiickolt ®enepamm, 1994, Ne 15, cr. 1791; 1995, Ne 29, c1. 2806; 1998, Ne 1,
cT. 133, Ne 32, ct. 3917; 1999, Ne 14, ct. 1724, Ne 15, ct. 1824; 2000, Ne 39, ct. 3880; 2002, Ne 7, cT. 699.
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4) rpaxnaHaM, CTpajaloLM KU3HEYTPOXKAIOMIMMA U XPOHHYECKUMH
TIPOTPECCUPYIOIMMY  PEAKMMH  (OphaHHBIMH)  3a60JeBaHHAMH, IIPUBOASIIHMH
K COKpAIlCHHIO MPOAOIDKUTENBHOCTH XU3HH IPaXKIaH M UX HHBATHIHOCTHS,

IIpu opopMiennu penenrta Ha Granke dopmer Ne 148-1/y-04 (;1) Ha GymaxHOM
HOCHTee OGOPMIISIOTCA [Ba JK3EMILIAPA, OLUH U3 KOTOPBIX OCTaeTCs B alTEYHOIH
OpraHH3alluH, BTOPOH — B MEAUILMHCKON AOKYMEHTALMH MAIHEHTA.

37. IlpaBo Ha3HAYaTh JEKAPCTBEHHEIE IIpenapatel rpaxk1aHaM, HMEIOIHM IIPaBo
Ha OeCIUIATHOE MONyYeHWE JIeKapCTBEHHBIX IIpenapaToB  HWIH  IOJy4YeHHE
JICKapCTBEHHBIX NIPENApaTOB CO CKUAKOM, TAKXKe HMEOT:

1) menunmuckue paGorHukm, paGoraromme B MEIUIUHCKON OpraHu3alii
TI0 COBMECTUTENLCTBY (B IpezeNaX CBOei KOMIETEHIIHH);

2) MenuIMHCKME pPaGOTHHKH CTalHOHAPHBIX OPraHU3aluil  COLUATBHOIO
OOCIy)XMBaHWS TNpPM HAIMYHH JIMLEH3UH Ha OCYIIECTBJICHHE MEIUIMHCKOMH
AeATENbHOCTH >, MpelycMaTpuBaiomelt BHIIONHEHHE pabot (okasande yciyr) mo
OKa3aHUIO MNEPBUYHOM MEAMKO-CAHMTAPHOM ITOMOINM B amMOyJIaTOPHBIX YCIOBUSIX
(HE3aBHCHUMO OT BEJJOMCTBEHHOI IIPHHA/JIEHOCTH);

3) MeoMUHUHCKHE paGOTHHKH MeIUIMHCKIX OpraHM3alki, OKa3bIBAIOLIIX
HEPBUYHYI0 MEIUKO-CAaHMTAPHYIO IIOMOINb, IIOABEIOMCTBEHHBIX (benepanbHbIM
OpraHaM HCIONHHUTEIbHON BJIAaCTH HIIH OPraHaM HCIOJHUTENLHOH BIIACTH CyOBeKTOB
Poccwuiickoit ®enepanmy;

4) HMHEMBUTYalbHBIE TpPeATPHHHMATEIH, OCYIIECTBIIIONIKUE MEAHULHUHCKYIO
ACATCNIBHOCTD M BKIIOYCHHBIE B DEECTp  MEQMUMHCKHX  OpraHM3alui,
OCYIICCTBIAIOIMX ~ ACATENBHOCTS B cdepe  00A3aTENHHOrO0  METHIHHCKOTO
CTpaxOBaHHs.

38.Tlpy Ha3sHa4YeHWH JIEKAPCTBEHHBIX IIpenapaToB TIpaxkJaHaM, HMEIOLHM
IpaBO Ha OeCIUIATHOE IIONyYeHHE JIEKAPCTBEHHBIX NpenapaToB HIN MNOJyYeHHE
JICKApCTBEHHBIX NPEIIapaTOB CO CKUJKOH, B PELENTe YKa3hIBAETCS HOMEp TenegoHa,
MO KOTOPOMY pa0OTHHK anTedHON OpraHM3aMM MPH HEOOXOMUMOCTH MOXET
COTIacoBATh C MEAUIMHCKUM PabOTHHKOM 3aMeHyY JIEKapPCTBEHHOTO npenapara.

39. HasHaueHye HapKOTHYECKUX H IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IIPENApaToB
cucka II Ilepeuns (3a wuckmodennem JICKapCTBEHHBIX IIpErapaToB B BHJIE
TPaHCNIEPMAIEHBIX TEPANeBTUYECKUX CHCTEM, a TAKXKe JIEKAPCTBEHHBIX IIPENaparos,
COACPKAIMX HAPKOTHIECKOE CPENCTBO B COYETAHHHM C AHTATOHHCTOM OIHOMIHBIX
PELENTOPOB) rpa¥iaHaM, HMEIOWMM TIPaBO0 HA  GecINIaTHOE NOTy4YEeHHE
JICKapCTBCHHBIX  NIPENapaToB WM  IONYYEHHS JIEKApCTBEHHBIX  IperapaToB
CO CKHMIKOH, OCYIIECTBIAETCS HA PELENTYPHOM GJaHKe dopmer Ne 107/y-HII,

3 TlocraHoBNEHHE IlpaButensctBa Poccuiickoii Denepammn ot 26 anpens 2012 r. Ne 403 «O nopsaake BeaeHus
QenepanbHOro PerHcTpa JHL, CTPaNaroLIyX KUSHCYTPOXAIOIMMA H XPOHHIECKHMH NPOTPECCHPYIOUIMMH PEIKHMH
(opdanHbiMA)  3a6oneBaHMAMY, NPHBOMAINMMA K COKPAINCHHIO NPOJOIIKHTEABHOCTH KU3HH rpakaaH W WX
HHBUTHAHOCTH, M €ro pPETHOHAILHOrO cerMentan (CoOpaHHe 3aKOHOZATENBCTBA POCCHMCKOM Genepaunn, 2012,
Ne 19, cr. 2428; Ne 37, c1. 5002).

 Tynxr 46 wacta 1 crateu 12 ®enepanbHOro 3akona ot 4 mMas 2011 r. Ne 99-®3 «O JMUCH3MPOBAHHH OTHENBHBIX
BUAOB nearenbHocTHy (Cobpanue 3akonomatensctsa Poccutickoi ®enepanun, 2011, Ne 19, cr. 2716; 2012, Ne 31,
Cr. 4322; 2013, Ne 9, c1. 874; Ne 27, cr. 3477; 2014, Ne 30, cT. 4256; Ne 42, cT. 5615; 2015, Ne 1, cr. 11; Ne 29, ct. 4342;
Ne 44, c1. 6047; 2016, Ne 1, cr. 51; 2018, Ne 31, cT. 4838; Ne 32, cT. 5116; Ne 45, cT. 6841; Ne 53, cr. 8424).
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K KOTOpPOMY HOIOJHHUTEIBHO OQOpMIIAETCS PElenT Ha PeLenTypHOM onanke (GHOpMBI
No 148-1/y-04 (;1) (B ABYX 9K3eMILLIpax IIpH ohopMIIeHHH Ha 6yMaKHOM HOCHTEE).
40. HazHaueHVe HapKOTHUYECKUX M IICHXOTPOIHBIX JIEKapCTBEHHBIX IIPENapaToB
cucka II Tlepeuns B BHOE TPAaHCAEPMAIBHBIX TEPANCBTHYECKUX CHUCTEM,
HAPKOTHYECKUX JIEKApCTBEHHBIX mpemnaparoB cmucka II Ilepedns, conepxamix
HApKOTHYECKOE CPEJCTBO B COUETAHMH C AHTaroHHCTOM ONHMOMIHBIX PEIENTOpOB,
IICHXOTPONHEIX JIeKapcTBeHHBIX mpenapaTtoB cmucka III Ilepedns, neKapCTBEHHBIX
IpenaparoB, BKIOYeHHBIX B nepedenb [IKY, JeKapCTBCHHBIX INpenaparos,
obnamaronmx aHabOJIMUYEeCKO aKTHBHOCTBIO B COOTBETCTBHM C  OCHOBHBIM
¢apMaKoIOrMuecKuM IeHCcTBHEM, KOMOMHUPOBaHHBIX JIEKAPCTBEHHBIX MPENapaToB,
yKa3aHHBIX B HOAmyHKTe 3 myHkTa 10 Hacrosmero Ilopsika, NMpeHasHauCHHbIC
JUIs  JIedeHHs TpakOaH, MMEmEX npaBo Ha OecrmraTHoe  IONydeHHe
JNIEKapCTBEHHBIX ~ [perapaToB MIM  TOJNyYeHHe JIEKapCTBEHHBIX — IPEnaparoB
CO CKH/KOM, OCYIIECTRISETCS Ha peuentypHoM Omamke Qopmer Ne 148-1/y-88,
K KOTOPOMY [IOIIOJIHUTEIBHO OQOPMIIETCS pelenT Ha PELENTypHOM Onanke (HOpMBI
Ne 148-1/y-04 (1) (B AByX 3K3eMILIIpax NpH OPOPMIIEHHH HA OyMaXKHOM HOCHTETeE).




Ipunoxenne Ne 1
K ITopsinKy HasHAUYECHHA
JIEKapCTBEHHBIX NPENapaToB,
YTBEPXKIEHHOMY IIPHKa30M
MunuctepcTBa 34paBOOXpPaHEHUS
Poccutickoit ®exnepanyu

OT/‘/m/ﬂ/f 20191 Ne 4 4

KosnyecTBO HApPKOTHYECKHX CPeaACTB HJ/IH ICUXOTPONHBIX BEIIECTB,
KOTOpO€ MOXKET ObITH BBINIHCAHO B OJIHOM peuenre

Ne MexayHapoiHoe HenaTeHTOBAHHOE ®opma BBIMYCKA KoaugecTBo
n/n AanMeHOBAHHE HAPKOTHYECKOIr0
H ICHXOTPOMHOTO JIEKAPCTBEHHOr0 H 103MpoBKa
npenapara
1 Bynpenopdun-+Hanokcon TabneTky CyOnUHIBAIbHBIE 60 Tabnerok
0,2 Mr+0,2 Mmr (ynakoBka, KpaTHas
Ne 20)
2 Bynpenopdun Pacrtsop s HHBEKINH, 0,3 30 ammyn
Mr/ma 1 M (urmpun-TIO6MKOB)
3 Bbynpenopdun TpaHcaepManbHbIH
T1acTHIPb
35 mkr/4ac
20 nnacteipeit
52,5 mMxr/uac
10 nnacrteipeii
70 mxr/4ac
5 rumacteipeit
4 JurugpoxofenH Tabnerku
TPONIOHIUPOBAHHOTO
JeicTBus
60 Mr 40 Tabnetok
90 Mr 30 rabneTok
120 Mr 20 TabneTok




5 Mopdun PacTBOp 11 HHBEKLHMH,
pacTBOp WIS NOAKOXKHOTO
BBEJICHHS 20 ammyt
(umpun-TIo6MKOB)
10 mr/mn 1 mn
6 Konenn+Mopdun+Hockamin+IlanasepuH PacTBop U1 NOAKOXKHOIO
BBEJICHHSA
+Tebann 0,72+5,75+2,7+0,36+0,05 20 ammyx
mr/mn 1 mn
1,44+11,5+5,4+0,72+0,1
mr/mia 1 mn
7 TpumenepuauH Tabnetku 25 Mr 50 TabneTtox
8 Tpumenepuaus PactBop A HHBEKLIHHA
10 mr/mn 1 M 20 ammyn
(InpHL-TIOOUKOB)
20 mr/mn 1 ma
9 Mopdun TaGnerku (KancyJibl)
MPOJIOHTHPOBAHHOTO
necTeus
10 mMr 180 Tabn. (karnc.)
30 Mr 60 Tabn. (kamc.)
60 Mr 40 taba. (kamnc.)
100 mr 20 Tabun. (xanc.)
200 Mr 20 Tab. (karic.)
10 Mop¢un Tabnerku
5wmr 100 Tabnerok
10 Mr 100 Tabnerok
11 Mopdun Karum fuis mpueMa BHYTpPb
20 mr/mn 20 ma 4 ¢nakoHa
12 Mopdun PacTBop ansa npHema
BHYTpb (MOHOZO3b!)
2 mr/ma S mn 100 ammys n/3
6 Mr/mn S M 80 ammyn n/3

20 mr/mi 5 Mn

30 ammyn n/3




Tabnerku

MPOJIOHTIPOBAHHOTO
13 OxcukoaoH+HanokcoH eHCTBHS
5 Mr+2,5 Mr 100 TabneTok
10 Mr+5 mMr 60 TaGnerok
20 mr+10 mr 40 TabneTok
40 mr+20 mr 20 Tabnerok
14 TTpormuOHTHEHHISTOKCHI THIININICPHANH Tabnetku 3amednsie 20 Mr 50 Tabnerok
15 DeHTaHua TpancaepmanbHas
TepareBTHYECKas CHCTEMA
12,5 Mkr/4yac 20 rwracTeIpeH
25 Mkr/4yac 20 rutacTeipei
50 mkr/gac 10 niacTeIped
75 MKr/4ac 10 mnacTeipei
100 mxr/dac 10 nmacTeIpei
16 DeHTaHUI TabneTku NOABLA3BIYHBIE
0,1 mr
0,2 Mr
0,3 mMr 50 Tabnerok
0,4 mr
0,6 mr
0,8 Mr
17 DeHTaHu Cripeii HasaIbHBIH
®rnakoH 50 Mxr/nosa
2,0 mn (10 mo3) 24 ¢naxoHa
3,2 mn (20 xo3) 12 ¢naxoHoB
5,0 M (40 no3) 6 ¢pnaxoHoB




dnaxon 100 mxr/noza

2,0 mn (10 po3)
3,2 mu (20 no3)

5,0 mn (40 po3)

®nakon 200 Mxr/noza

12 ¢naxoHoB
6 ¢naxoHOB

3 ¢nakoHa

2,0 mn (10 no3) 12 ¢naxkoHOB
3,2 mn (20 no3) 6 ¢naxoHOB
5,0 M (40 no3) 3 ¢naxona
18 Byropdanon PacTtBOp 119 MHBEKLMH
2 mr/mn 1 Mn
20 ammyn
19 Hanbydun PacTBop 11 HHBbEKIWH
10 Mr/mMa 1 mn 50 ammyn
20 mr/mn 1 mMn 25 amnyn
20 denobapburan Tabnetku
Swmr
50 mr 50 Tabnerok

100 mr




oT

Tpunoxenue Ne 2
K Ilopsiaxy HasHa4YeHHA
JIeKapCTBEHHBIX IIpenapaTos,
YTBEPXKIECHHOMY MIPHKA30M
MiuHucTepCcTBa 3APaBOOXPAHEHUA
Poccuiickoli @enepanun

2019 1. Ne 4{{

CnpaBo4HO

PexoMeHI0BaHHbIC K HCNTOJb30BAHHIO COKPALICHHST

npu oOpMIICHHH PElENnTOB

Compame‘lme IHonHoe HanHcaHue Ilepeson
aa ana 110, IOPOBHY
ac., acid. acidum KHCII0TA
aer. aerozolum a’po30J1b
amp. ampulla amIyna
aq. aqua BOZIA
aq. purif. aqua purifikata BOJIa OUYMIICHHAL
but. butyrum Macno (TBepaoe)
caps. capsula Karcyna
comp., ¢ps compositus (a, um) CITOXKHBIH
D. Da (Detur, Dentur) Beinait (mycTh BELIAHO, YCTh
OyzeT BbLIAHO)
D.S. Da, Signa Brigaii, 0603Ha4b
Detur, Signetur [Tycts OyzneT BLIIAHO,
0603Ha4€HO
D.t.d. Da (Dentur) tales doses Brinaii (ITycts GyoyT BBLIAHBI)
TaKue JI03bl
dil. dilutus pa3BeICHHBIN
Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YaCTH
emuls. emulsio SMYJIBCHS
extr. extractum JKCTPaKT, BBITKKA
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F. Fiat (fiant) ITycTts o6pasyercs (06pa3yroTcs)
gran. granulum rpaHyIbl
qt., qtt qutta, guttae Kars, Karju
qtt. peror. guttae peroralis KaIlUT{ I IpHeMa BHYTPh
inf. infusum HacToH
in amp. in ampullis B aMITynax
in tab. in tab(u)lettis B TabieTKax
in tab. prolong. in tab(u)lettis prolongatis B TabneTKax
C MIPOJIOHTHPOBAaHHBIM
BEICBOOOXKICHHEM
in tab(u)lettis prolongatis B TabJeTKax

in tab. prolong. obd.

obductis C MPOJIOHTHPOBAHHBIM
BBICBOOOXKACHUEM, NOKPBITHIX
000104KOH
lin. linimentum KuIKas Masb
lig. liquor XHUIKOCTh
lot. lotion JIOCBOH
m. pil. massa pilularum MHTIONIBHAS Macca
membr. bucc. membranulae buccales IJIEHKY 3aleYHbIe
M. Misce, Misceatur Cwmermnait (ITycts Oyzer cMemano)
mixt. mixtura MHKCTYpa
N. numero YHUCIIOM
ol. oleum Macio (KUAKOE)
past. pasta nacTa
pil. pilula, pilulae IIHJTIOUIA, TTHITFOJTH
p. aeq. partes aequales paBHbIE YaCTH
ppt., praec. praecipitatus OCakKIECHHBIH
pulv. pulvis HOPOIIOK
q.s. quantum satis CKOJIBKO moTpedyercs,

CKOJIBKO Haao




20

r., rad. radix KOpEHb
Rp. Recipe Bosbmu
Rep. Repete, Repetatur IMosropn (Ilycts Gyner
IIOBTOPEHO)
rhiz. rhizoma KOPHEBHLIEC
S. Signa, Signetur O6Gosuaub (TTycts 6yner
0603Ha4Y€eHO)
sem. semen ceMst
simpl. simplex IPOCTOH
Sir. sirupus cHpon
sol. solutio pacTBop
sol. peror. solutio peroralis PacTBOp M1 IpHEMA BHYTPD
Spr. spray CIpe
Spr. nas. spray nasale crpei Ha3anbHBIH
supp. suppositorium cBeua
susp. suspensio CyCIieH3us, B3BeCh
tabl. tab(u)lefta tabneTka
t-ra, tinct. tinctura HacTo#Ka
STT Systemata TpaHcAepMalbHas
Therapeutica TepaneBTHYECKasd CHCTEMA
Transcutanea
ung. unguentum Ma3b
vitr. vitrum CKJISIHKA




Ilpunosxxenue Ne 2

K IIp¥Ka3zy MUHUCTEPCTBA 34paBOOXpaHEHHS
Poccuiickoi ®enepanuu

or AT Wbt b e VW

®OPMA PELIEIITYPHOI'O BJIAHKA Ne 107-1/y

MHHHECTEPCTBO 3PaBOOXpaHEHHS Kon dopmst mo OKY ]|
Poccuiickoit ®enepanun Kon yupexaenus no OKIIO
MenunpHCKas JOKyMeHTaIusA
HaumMenoBanue (rrami) ®opma Ne 107-1/y
MEMIHHCKOM OpraHH3aiu YTBepkIeHa MPUKa30M

. MuHucTEpCTBa 3APaBOOXPAHECHHS
HanmeHoBanme (1rramm) Poccnncxon ene W //
HHMBHYaJILHOTO TIPEAIPUHMMATENIS %/p Ao 7
(yxa3ars azpec, HOMep U JiaTy JIMLEH3HH,
HaHMEHOBAHUE OpraHa rocyJapCTBEHHOM BIacTH,
BBIJIABIIETO JIMIIEH3HUIO)

PELIEIIT
(B3pOCIIBIH, JETCKU — HY)KHOE TOTUEPKHYTh)
« » 20 r.
DaMuIHA, HHUIHAIL HIMEHH U OTYECTBa (IIOC/ICIHEE — NIPH HATMYHH)
NanHeHTa
Hara poxnenus

(I)aMI/UIHﬂ, HWHHLIMAIBI HMCHM H OTYCCTBA (HOCJIGL[HGC — IpH HaJII/I‘{I/II/I)
nevainero spaya (ensauiepa, aKylmepKH)

py6.|xom.| Rp.

...................................................

............................................................................

.............................................................................

Iloamuce
M TeyaTth JISYaHiero Bpaya M.IL
(moanuch Gensaepa, aKymepKH)

Penent neiicTBuTeNeH B Teyenue 60 quedi, no 1 roaa ( )
(Hy>XHO€ TIOAYEPKHYTH) (yKa3aTh KOJIMYECTBO MECALIEB)




OG6opoTHas CTOpPOHA

OTMeTKa 0 Ha3HaYEeHHH JIeKapCTBEHHOTO
npenapara [o peIeHHI0 BpaueOHOH KOMHCCHH

ITpurorosun TIposepun OtnycTun
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®OPMA PELIEIITYPHOI'O BJIAHKA Ne 148-1/y-88

MHUHHKCTEPCTBO 3MpaBOOXPaHEHHUS

Poccwiickoii ®enepaunu Koz ¢popmsr mo OKY [T 3108805
MenunuHckas TOKyMEHTauus

HaumenoBaHue (mrramir) ®opma Ne 148-1/y-88

MEIULMHCKOMH OpraHu3alluK VTBepXKIeHa MPUKA30M
MuHHCTEPCTBA 3APaBOOXPAHEHHS

HanMeHoBaHue (LLITaMmIT) Poccuiickoit ®eaepaiyn

HHJIHBULyaJBHOTO NIPEAIIPHHAMATEJIS oT 7VW s /ﬁ[ %#

(YkasaTs ajipec, HOMEpP U JaTy JTHIIEH3UH,
HaMMEHOBAHHE OpraHa rocyapCcTBEHHOM! BIaCTH,
BBIJABILIETO JIHLICH3HIO)

rrir rrrariri

cepua | || [L {11 | (L[] I

Ny N [y N NN U N Iy Ty

PELIEITT «__» 20__r.

(mata oopMIICHUS-pELIENTA)

(B3poCIbIii, AETCKHIA - HY)KHOE MOAYEPKHYTh)

GaMuys, HHALMATBI KMEHH U OTYeCTBa (TI0CIeiHee — IIPH HAJTHYHH)
ManyeHTa

Jara poxxpenus

Anpec Mecra xurenbcrtBa WM No MeOUUMHCKON KapThl aMOyJaaTOPHOIO NaLMeHTa, MONYyHarollero
MEIULMHCKYIO [OMOIIb B aMOYJIaTOPHBIX YC/IOBHSAX,

daMuiTHs, HHALHMAIGI HMCHH H 0TUeCTBa (MOCIIeiHEe — IIPY HAJTHYHH)
Jieyaiero Bpaua ((espamepa, aKyepKkH)

............................................................................
............................................................................
............................................................................
............................................................................

............................................................................

INoanwuck ¥ nMeyaTts Jieyalero Bpaya
(noamick denbaniepa, aKymepkH) M.IL

Penent neiicrsurened B TeueHue 15 aHel




OGopoTHad CTOpoHa

OTMeTKa O Ha3HAYEHWH JIEKAPCTBEHHOrO
npenapara 1o pemeHHIo BpadyeGHOM KOMUCCHH

[Tpurorosun [Tposepun OtmycTun
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®OPMA PELEIITYPHOI'O BJIAHKA Ne 148-1/y-04 (i)

MHHHACTEPCTBO 3ApaBOOXPAHEHUS VTBEPXJIEHA
Poccuiickoii denepauum npuka3oM MuHMCTEpCTBA 3APaBOOXPAHEHHS

o 77 2brf IR P By
o [ T1 1]

MEIHIHHCKOH Opranu3alyu

e [TTT]
Kox
HHAMBHAYATEHOTO NPEANPHHHAMATENA

LI TP PITTTITTITT ]

Kon ¢opmsi mo OKVY/I 3108805
®opma Ne 148-1/y-04 (i1)

Kon xareropum Hcrounuk GpuHAHCHPOBAHUA:
rpaxaaH Kona nHozonoruyeckoit (opmot (MTOAYEPKHYTH) % ormnarel:
(no MKB) (TOM4EPKHYTE)
1.MenepanbHeiii GiomKeT
2. Brojker cyonekra Poceniickoit @eaepaumn | 1.becrnnarHo
3. MyHHIMnaneHbI GI0mKeT

2. 50%

PEI_[EHT Cepus Ne Jara opopmneHu: 20 1

(I)aMI/UIPLﬂ, HUHHITHAJIBI HMECHH H OTUYCCTBA (HOCJ’[CIIHGC ~ IIpH H&HI/I'-II/II/I)
nanuyeHTa I{aTa POXACHHUA

CHHUIIC

Ne monmuca
oba3aTenbHOrO
MEZULHMHCKOTO
CTpaXOBaHHUA:

HOMep MeIHI[UHCKOM KapThi NMALMEHTA, MOJTyYaroiero MeAULIMHCKY1O NOMOIIb B aM6y.HaT0pHBIX

YCIIOBHSAX
QamuTns, HHAOMATEE IMCHH M OTYECTBa (IOCIeIHEee — IIPH HAJTHIHH)
Jiedauiero Bpava (denpamepa, akyLepKkH) .

.
Py6. Kom. Rp:

Signa:
..... e e e en v eee SIZMALi et cit e et sae eae e ree es es e saee sue ses san aes see e ses sae deu den e tas ber es see sues

IMoamuce U nevyars Jgeqauiero Bpaya
(moanuce Qenpmmepa, akymepKH) M.IL

Peuent aciicTBuTesieH B TeueHue 15 aneit, 30 mueit, 90 auel
{HyXHO€ OAYEPKHYTD)

--------------- (3anoNHAETCA CIEUHATHCTOM ANTEYHOMN OPTaHU3ALMY) ==================

OTIyIeHo 1o peuenty: Toproeoe HaMMEHOBaHKE W AO3UPOBKA:
Jlata otimycka: «___» 20 r. KonudecTso:
Ipurorosnn: Iposepuit: Otnyctun:

------------------------------ (JIMHHSA OTPBIB@)================—=====wo—===——==—=-

Kopemiok penenrypHoro 6i1aHka Crnoco6 npUMeHeHus:
HawnmeHoBauue . IIpoao/DKUTENEHOCT nHed

JIEKapCTBEHHOTO Mpenapara:
Jo3upoBKa: Kona4ecTBO IPUEMOB B JICHb. pas

Ha 1 npuem: en.




OGopoTHas CTOpPOHA

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOTO
Tpemnapara o peleH o BpayeOHON KOMUCCHH

TIpuroroBun IIpoBepun Otmyctain




ITpunoxenne Ne 3
K Npuka3y MUHHCTepCTBa 3ApaBOOXPaHEHHS

Poccutickoit @enepanun
OT 47/%/%/7’/%%/}{9 ‘%//

Hopsaaox
oopmiieHHS penenTypHbIX 61aHKOB Ha JIeKAPCTBEHHbIE NMPenapaThl,
HX y4eTa H XpaHeHHus

I. Odopmrienne penienta Ha GyMa)KHOM HOCHTEIE

1.Ha penentypubix ©Onmankax ¢opm Ne 107-1/y, Ne  148-1/y-88
u Ne 148-1/y-04(;1) B neBOM BepxXHEM YIUIy NPOCTaBISETCA IITAMIT MEAMLMHCKOMN
OpraHu3aliy ¢ YKa3aHUEM ee HaMMEHOBaHUs, apeca u TenedoHa.

JlononHuTeIBHO Ha peuentypHoM Omanke Qopmer  Ne  148-1/y-04(i)
IIPOCTABIAETCA KOJ MEIUIUHCKONH OpraHu3ali B COOTBETCTBUU ¢ (OCHOBHBIM
rOCYAapCTBEHHBIM perucTpalyioHHbeIM HomepoM (aanee — OI'PH).

Cepuss peuentypHoro Omanka ¢opmel Ne 148-1/y-04(;1) BrIOHaeT Kof
cybbekta Poccuiickoii ®enmepanuu, COOTBETCTBYIOIIMH IBYM IepBbIM IHdpamMm
O6mepoccuiickoro knaccupuraropa 06bEKTOB aIMHHUCTPATHBHO-TEPPHTOPHAILHOTO
nenenus (nanee — OKATO).

Paspemaercs  W3roTaBIMBAaTH  pELENTYpHBIH  OmaHk  ¢dopmer  107-1/y
C MOMOIIbIO KOMITBIOTEPHBIX TEXHOJIOTHH.

2.Ha  peuentypHelx  OyiaHkaX, OGOpPMISEMBIX  HHIMBHIYaJIbHBIMH
NpeINPUHAMATENIIMH, WMCIOUIMMH JIMICH3UI0O Ha MEIMIMHCKYIO IESATENbHOCTS,
B BEpXHEM JIEBOM YIJIy THIOTpa)CKUM CIIOCOOOM MM IIyTEM IIPOCTABICHHS MITaMIIa
JODKeH OBITh yKa3aH aJpec WHAWBHAYAIBHOTO INpeJlpHHUMATENs, HOMEp U JAara
JMIIEH3UH, HAUMEHOBaHUE OpraHa roCyAapCTBEHHOM BIACTH, BBIAABIIETO JIMLIEH3HUIO.

3. Penentypusie Gnanxu dopM Ne 148-1/y-88, Ne 107-1/y m Ne 148-1/y-04(x)
3aIIOJHSAIOTCH MEIULMHCKAM pabOTHUKOM pa30op4yMBO, YETKO, UYCPHHIIAMHM HIIH
[IAPUKOBON PYUYKOH.

4. lommyckaetcsi ohOpMIIEHHE BCEX PEKBU3UTOB (38 MCKIIOYEHHEM PEKBH3HMTA
«Ilopmuce newamero Bpadya (MOAMMCH (penbaiiepa, AaxKylIEpKH») PpeLenTypHBIX
6nankoB Qopmel Ne 107-1/y, dopmer Ne 148-1/y-88 u dopmber Ne 148-1/y-04(i)
C HCTIOJIb30BaHUEM MEYaTaIOINX YCTPOUCTB.

5. Odopmnenue penenTypHbix OiaHkoB ¢opmsr Ne 148-1/y-04(n) Brirovaer
IU¢$POBOE KOAUPOBAHHE.

IudpoBoe KOAUPOBAHKE YKa3aHHBIX PELIeNTyPHBIX OJaHKOB BKIIIOYAET:

1) xon Memuumuckoit oprammzamuu (OI'PH) wim Kox HHAHBHAYaJIbHOTO
npeanpuHAMarelis B cooTBeTcTBUM ¢ OCHOBHBIM  TOCYJapCTBEHHBIM
PETHCTPAIlMOHHEIM HOMEPOM HHIMBHIAYaJIbHOrO MpeINpHHHMaTeNs (Hamee -
OI'PHMUII), npocTaBisieMbli IIPH H3rOTOBICHAN PELENTyPHBIX OJaHKOB;

2) KOI KaTeropuH rpax<JaH, MMEIOIIUX IPaBO Ha IOJy4YeHHE JIE€KapCTBEHHBIX
TIpenapaToB B COOTBETCTBHH CO cTathel 6.1 denepanbHOro 3akona ot 17 uromst 1999 1.
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Ne 178-®3 «O rocynapcTBeHHOH COLHAIBHOM nomowm» !, u xox Hozomormueckoit
dopmbl 0 MexayHaponHO# cTaTHCTHYECKOH Kaccuukanmeii Gonesnel (nanee —
MKB), 3anonHseMsIe JedalyM BpadyoM IyTeM 3aHECEHHs KakIOM IUQPBI B IMyCTHIE
SYCHKH, TIPA 9TOM TOYKA HPOCTABIIAETCS B OTACIBHOM SUeiKe;

3) otMeTka 06 HCTOYHHKE (MHAHCHPOBAHHMS (benepanenbni  Gromxer [1],
Orojuker cybwekra Poccmiickoii ®enepammun [2], MyHUUMIANEHBIH Gromker [3])
H IpoLEeHTe oIurathl perenTa (6ecrnaryo [1], 50% [2]);

6. B peuentypHeIx 6nankax gopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n)
B rpade «DaMuius, MHMIMAIBI UMEHH M OT4YecTBa (IIOCTENHEe — IIpY HAJIAIHH)
AIHEHTa» YKa3bIBAIOTCA (aMWINs, HHULMATE! HMEHH W OTYeCTBa (IIpU HAJTMYHH )
HanyeHTa.

7. B penentypHeIx 6narkax Gpopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n)
B rpade «[lata pOXKIEHHSA» yKa3BIBAETCA JaTa POXKACHUS MAIHEHTa (4ucno, mecs,
rox).

JIOTIONIHUTENBHO B pelenTypHBIX GiaHkax dopmbl Ne 148-1/y-88 u dopmer
Ne 107-1/y nns mereit B Bo3pacre 10 1 roga B rpade «JlaTa poxaeHus» yka3blBaeTcs
KOJIHYECTBO MOJIHBIX MECSILIEB.

8. B penenTypHeIX Gnankax ¢opMer Ne 148-1/y-04(;1) B rpadax «CHUJIIC»
H «Ne monuca 0653aTeNBHOTO MEAHIMHCKOTO CTPAaXOBAHHS» YKA3EIBAIOTCS CTpaxoBoif
HOMEp HHIMBHAYaJIbHOTO JIMIEBOTO C4eTa IpaxAaHnHa B IleHcHOHHOM onze
Poccuiickoit ®enepanun (CHUIC) (npu Hanmuuu) u HOMED IoJHuca 0013aTeaLHOro
MEIUIMHCKOrO CTPaxOBaHMs.

9.B peuentypusix Gnankax ¢opmer Ne 148-1/y-88 B rpade «Azxpec Mecrta
KUTCTIECTBA MM HOMED  MEIMIMHCKOH  KapThl [AUMEHTa, MOJyYaOLIero
ME/MIMHCKYI0 NMOMOIIL B aMOyJaTOPHBIX YCNOBHSX», YKa3hIBaeTCs aipec MecTa
KHTENBCTBA (MeCTa MpeOBIBaHUS MM MECTa (PaKTHYECKOro IIPOXXHBAHUS) MalieHTa
MM HOMEp MEJMIHMHCKOH KapThl NAalMEHTa, MONYYalolero MeJUIMHCKYIO [TOMOLIb
B aMOy/IaTOPHEIX YCIOBHAX?.,

B penentypueix 6namkax ¢opmer Ne 148-1/y-04(n) B rpade «Homep
ME[MUMHCKOH ~ KapThl — [AUMeHTa, IONYYaloliero  MEMIMHCKYIO  MOMOIIp
B aMOyJIaTOPHBIX yCIOBHAX» YKa3BIBAETCS HOMED MeIMLUHCKOMN KapThl NalHeHTa,
NOTY4AOINEro MENHUIMHCKYTO ITIOMOILIb B aMOYJIaTOPHBIX YCIOBHSIX?.

10. B rpape «Pamunus, MHHULMANL UMEHH M OTYECTBA (mocnennee — mpu
HJIMYAH) Jieqamero Bpada ((enbaimepa, aKymepKi)» PeLENTYPHEIX OnaHKOB ¢GopM
Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(x1) pyuHsIM criocob6oM HiH ¢ IOMOIIIBIO
IITaMIa yKashIBalOTCS (haMUiIud, MHUIHAIE UMEHH M OTYecTBa (IIOCIEHHEe — pu
HAJIMYMH) MEJUUMHCKOTO DPaGOTHHKA, HA3HAYMBINETO II€KAPCTBEHHEIE npenapaTsl
1 0(pOPMHBIIETO PELET.

! CoBpanue 3akononatensctea Poccuitckoit Denepaumn, 1999, Ne 29, cr. 3699; 2009, Ne 30, cr. 3739; 2010, Ne 50,
€T. 6603; 2013, Ne 48, cT. 6165.

2 [Ipukas MunucTEpCTBA 3npaBooxpaHeHus Poccutickoit ®denepawmn ot 15 nexabpa 2014 r. Ne 8341 «O6 YTBEPKACHAH
YHUGHUHPOBAHHBIX (POPM MEIMUMHCKOH AOKYMEHTAIHH, HCIOI53yeMBIX B MEIHLAHCKHX OpTaHH3aLMAX, OKa3bIBAIOILHX
MEIHIMHCKYI0 [OMOIb B aMOYNaTOPHBIX YCNOBHAX, M MOPAAKOB MO MX 3AMOJHEHHION (3aperucTpupoBaH
MunucrepcrsoM loctuimn Poccuiickoit ®enepauun 20 depans 2015 r., perucTpauuoHnbtii Ne 36160), ¢ H3MeHEHUAME,
BHECEHHBIMH MpHKa3oM MuHucTepeTsa 3apaBooxpaHenus Poccuiickodt ®enepamnn ot 9 sHBaps 2018 r. Ne 2
(3aperucTpupoBaH MHHHCTEPCTBOM rocTHIMH Poccuiickoi Denepaunn 4 anpens 2018 r, peractpamHoHHbii Ne 50614)
(nanee — npuxas Ne 834n).

3 IMpukas Ne 834n.
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11. B rpade «Rp» penentypubix GiankoB dopm Ne 148-1/y-88, Ne 107-ly
u Ne 148-1/y-04(;1) yxa3piBaeTcs:

1) HauMeHOBaHHE JIEKQpCTBEHHOTO mpemnapara (MexyHapoHOe
HeNnaTeHTOBaHHOE HAMMEHOBaHHe, IPYIIHPOBOYHOE MIM XMMHUYECKOE HAUMEHOBaHUE,
TOProBO¢ HAWMEHOBaHHE) Ha IJIATHHCKOM s3bIKe, (opma BBIIyCKa, MO3HPOBKA,
KOJIN4ECTBO;

2) croco06 NpUMEHEHHs JIEKapCTBEHHOIO IIpernapata Ha TOCYAapCTBEHHOM
sspike Poccuiickoii ®enepanuy WM Ha TOCy[JapCTBEHHOM s3bike PoccHiickoi
defepa ¥ TOCYJapCTBEHHOM f3BIKE DECIYONMK ¥ HHBIX s3bIKax HapoJoB
Poccutickoit ®eneparmu’.

12. ITpy odopMIEeHHH peLENTypHBIX ONAHKOB 3arpelaercss OrpaHuYHBaTBCA
OOILIMMH YKa3aHUAMH, HanlpuMep, «BHyTpeHHee», «3BeCTHOY.

13. Penent, odopMiIeHHBIH Ha peuentypHoMm Omanke ¢opm Ne 148-1/y-88,
Ne 107-1/y u Ne 148-1/y-04(;1), HOANMCHIBAETCS MEIUIMHCKAM pPabOTHUKOM
H 3aBepseTCs ero 1eYaTsio.

Penent, oQopMIIEHHBIA Ha peuentypHoMm Omanke @opmer Ne 148-1/y-88
u ¢dopMel Ne 148-1/y-04(1) HONIOIHHTENBHO 3aBepsAETCA MEYaThi0 MEIUIHHCKOH
opraHu3anyy «J{jis penenTos».

14.Ha opHoM penentypHoM Onanke ¢opmbr Ne 148-1/y-88 u  opmsr
Ne 148-1/y-04(;1) paspemiaercs OCYIIECTBIATh HA3HAYCHHE TOJBKO  OJHOIO
HaMMEHOBAHHUS JIEKAPCTBEHHOTO IIpenapara.

Ha ogHom penentypHoM Onanke d¢opmel Ne 107-1/y  paspemaercs
OCYIECTBIATh HA3HAYEHHE TOJBKO OJHOTO HAMMEHOBaHWA JICKapCTBEHHOTO
nperapara, oTHocsimerocss 10 ATX K aHTHIICHXOTHYECKUM CpeACTBaM (KOJ NO5A),
ankcronuTukaM (kof NOSB), CHOTBOpHEIM M cefaTHBHBIM cpeicTBam (kox NO5C),
aaTagenpeccantaM (kox NO6A) M He MOMIENAIETo NPEAMETHO-KOIMIECTBEHHOMY
yuery, W JO TpeX HaHMEHOBaHMH JIEKApCTBEHHBIX IpernapaToB — JUIA MHBIX
JIeKApCTBEHHBIX MPENapaToB, HE OTHECEHHEIX K BhIIEyKasaHHBIM ATX.

15. McnpaBsieHus B peLIENTe HE JOITyCKalOTCA.

16. TIpu odpopMieHHH pelenTypHbx 6nankoB dopm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(;1) Ha nexapCTBEHHBIE IIpEIapaThl, Ha3sHA4YEHHBIC II0 PEHICHHIO
BpaueOHOM KoMuccHHM, Ha 000poTe PelenTypHOro ONiaHKa CTaBHTCA CHEeNHalbHAs
oTMeTKa (IITaMIL).

17. Ha penenrypaom Gianke ¢popmsr Ne 148-1/y-04(;1) BHU3Y MMeeTCs JHHASA
OTpHIBa, pas/ieNsioias pelenTypHbI# 61aHK ¥ KOPEIOK.

Kopemok oT pelenta, opOPMIEHHOrO Ha yKa3aHHOM peLenTypHoM OnaHke,
BBIZaeTcsl MalMeHTy (ero 3aKOHHOMY IIPEJICTaBHTENIO) B alTEYHOH OpraHH3allHy,
Ha KOpEIlKe JeNaercs OTMEeTKa O HAWMEHOBAHHMH JICKapCTBEHHOTO IpENapaTta,
JIO3UPOBKE, KOJINIECTBE, CII0COOE IPUMEHEHHS.

18. OcopMileHHE CHENHAIBHOTO pElENnTypHOro OnaHka Ha HapKOTHYECKOe
CPEICTBO M IICHXOTPOIIHOE BEIIECTBO OCYIUECTBIACTCA B COOTBETCTBUM C IPHKA30M
MunrcTepcTBa 31paBooxpanenus Poccuiickoii ®eneparuu ot 1 asrycra 2012 r.

4 Yactp 1 cTaThu 15 3akona Pocculickoit denepaunu ot 25 oxTA6pa 1991 r. Ne 1807-1 «O s3bixax Haponos Poccuiickoi
®enepaminy» (BeIOMOCTH Che3jla HAPOIHBIX ACHYyTATOB PCOCP u Bepxosroro Cosera PCOCP, 1991, Ne 50, cT. 1740;
Co6pannue 3axononatensctea Poccuiickoit ®enepauun, 1998, Ne 31, cr. 3804) (nasnee — 3axoH Ne 1807-1).




Ne 54 «O6 ytBepxieHuH (OpMBI ONAHKOB pENENTOB, COACPXKAIUX Ha3HAYCHHE
HApKOTHYECKMX CPEICTB HIIM INCHXOTPOIHBIX BEIUECTB, NMOPANKA HX H3rOTOBICHHA,

pachpe/ielieHus, PErUCTPalvy, yUeTa ¥ XPaHEeHHS, a TAKKe IPaBUII o OpMITEHHS» .

I1. OdopmieHue perenta B Gopme JIEKTPOHHOTO JOKyMEHTa

19.Penent B ¢GoOpMe  DIEKTPOHHOIO  JIOKyMEHTa,  MHOANHMCAHHOTO
yCHIEHHOM  KBaIM(QHIMPOBAHHOM  OJNEKTPOHHOH  MOJMMCEIO, ¢dopmupyercs
MEIUIHCKAM paGOTHHKOM, CBEIEHHS O KOTOPOM BHECEHHI B (eepalbHbIH PErHCTp
MeMUUHCKAX PaGOTHHKOB®, a Takke HPU YCIOBHM PETHCTPALMM MEIHIHHCKOH
OpraHM3alii, B KOTOpOH odQopMisercs pelent, B (QefepanbHOM peecTpe
MeIUIHHCKAX OpraHM3auuil’ eIuHON TocyNapCTBeHHOH MHQOPMAaUHOHHOH CHCTEMBI
B cdepe 3ApaBOOXPAaHEHHs H IOJKIIOYEHHS TaKOH MEIMILHHCKOM OpraHH3aliy
K TOCYIapcTBEHHOM MH(MOPMALMOHHON CHCTeME B cthepe 3ApaBOOXpaHeHUs CyOBeKTa
Poccuiickoit ®enepauun®.

20.TIpu odopmiiennn perenta B (opMe OJIEKTPOHHOTO  JOKyMEHTa
Ha JIEKapCTBEHHEBIE TIPETIaparThl, ykasaHHbIE B IO/IMyHKTax 2-5 myHkTa 10 u myHKTe 12
[Mopsanka HasHa49eHMsA JIEKAPCTBEHHBIX MpPENapaToB, YTBEPXKACHHOIO HACTOAIMM
IpHKa30M, M OTIyCKaeMble 3a IIOJIHYI0 CTOMMOCTB, 3aIlOJHAIOTCA CIECAYIOIHe
PEKBHU3HTHI:

1)kom cy6rexra Poccumiickoit ®enepamuu mo OKATO, onpenensromui
rOCyIapCTBEHHYI0 HH(pOPMALIOHHYIO CHCTEMY B Clepe 3ApaBOOXPaHCHHS cyOBpeKTa
Poccuiickoii Pesepanuy B KOTOPOil cOPMHUPOBaH pelENT B (popMe 3IeKTPOHHOIro
JNOKyMEHTa;

2) HaNMEHOBaHHNe MEIMLUMHCKO} OpraHU3all|H, aJIpec, TeleOH WK QaMuius,
MHMIMAIS MMEHH M oTdecTBa (TocieqHee — NPU HAIMYAM) HHIAUBATYAIBHOTO
Tpe/NpHUHAMATENS, UMEIONIEro JHUIEH3MI0 Ha MEIUIMHCKYIO IeATENBHOCTB, €ro
azipec;

3) OI'PH 1opumuyecKkoro juua (MeIMIMHCKON OpraHd3aiiH) HWiM OI'PHAII
HHUBUYATBHOTO [IPEeATIPUHHMATEIS,

4) ata oopMIeHHs penenTa (yKassIBaeTCs YUCIO, MECSL, TON);

5 3aperncTpuposan MmuHucTepcTBOM IocTHUMH Poccuiickoit ®enepanuu 15 asrycra 2012 r., perucTpaliMOHHbBIA
Ne 25190, ¢ M3MeHEHHMAMH, BHECEHHBIMHM TpHKasaM¥ MHHHCTepCTBa 31paBooXpaHeHHs Poccuiickoi Qepnepaunn
ot 30 mons 2015 r. Ne 3851 (3aperncTpapoBas MHHHCTEPCTBOM tocTHLMH Poccuiickoll Penepaury 27 nosibpsa 2015 r.,
perucTpatonHsit Ne 39868), ot 21 anpens 2016 r. Ne 254H (3aperucTpHpoBaH MHUHHCTEPCTBOM HOCTHLIMH Poccutickoi
®enepaunu 18 mons 2016 r., peructpauvonssiii Ne 42887), ot 31 oktabps 2017 r. Ne 882m (3apeructpupoBaH
MuHHCTEpCTBOM IocTHLmMH Poccutickoit ®enepaunu 9 ausapa 2018 r., pericTpauMoHHbli Ne 49561).

6 MTynktsl 6,7 TlonoxeHus 0 eJUMHOH roCyAapCTBEHHOH uHOpMaLHOHHOH cucTeMe B cdepe 3ApaBOOXPAHEHHS,
YTBEPKAEHHOTO TNOCTaHOBJIEHHEM [IpaBHTENBCTBA Poccuiickoii ®emepauum or 5 mas 2018 r. Ne 555 (Cobpanne
3aKoHOJaTeIsCTBa Poccuiickoit Menepaumu, 2018, Ne 20, cr. 2849; Ned9, c1. 7600; Ne 50, ct. 7755; 2019, Ne 6, cT. 533)
(nanee — [TonoxeHue 0 eAUHOM CHCTEME).

7 IMynkrst 9, 10 ITonokeHHA 0 EXMHOH cHCTEME.

8 Crateu 91 1 91.1 GenepansHoro 3akona ot 21 Hoa6ps 2011 ropa Ne 323-03 «O6 ocHOBax OXpaHbI 3M0POBbs TPakIaH
B Poccuiickoit ®eneparpmy» (Cobpanue 3akoHonatenbcTea Poccuiickoli denepanvy, 2011, Ne 48, ct. 6724; 2012, No 26,
cT. 3446; 2013, Ne 27, c1. 3477; Ne 39, ct. 4883; Ne 48, cT. 6165; 2014, Ne 30, cT. 4257; Ne 43, c1. 5798; Ne 49, c1. 6927,
6928; 2015, Ne 1, ct. 85; Ne 10, cT. 1425; Ne 27, ct. 3951; Ne 29, ct. 4397; 2016, Ne 1, c1. 9, 28; Ne 15, c1. 2055; Ne 18,
cT. 2488; Ne 27, c1. 4219; 2017, Ne 18, c1. 2663; Ne 31, cT. 4794).
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5) nata OKOHuYaHHs JedicTBHs peuenta (GopMHpYeTCA TIOCYIapCTBEHHOU
nHGOPMALIMOHHON cucTeMOil B cbepe 31paBoOXpaHeHHst CyOwmekTa Poccuiickont
(enepalii B COOTBETCTBHHM CO CPOKaMH HEHCTBHS PELIENTOB: 15 nueii, 30 nuen,
60 nueit, 90 queit, o 1 roxa);

6) yHMKanbHEIH ~ HOoMep  peumenta  (popMMpyeTcs — rOCYIapCTBEHHON
MHGOPMAIMOHHOM cucTeMoil B cdepe 3ApaBooxpaHeHUs CyOnekTa Poccuiickon
depmepaun ¥ oGecmeurBaeT ONHO3HAYHYI HACHTHOMKAILMIO pelenta B (opMme
a1eKTpoHHOro nokymenta B coueranuy ¢ OKATO, OI'PH i OI'PHUID);

7) OTMETKH «cito» (CpOUHO) Wi «statim» (HeMeIJIEHHO) Mp¥ HeoOXOMUMOCTH
CPOYHOTO MJIM HEMEICHHOTO OTIIyCKa JEKapCTBEHHOTO Mpenapara naiyeHry;

8) azpec mamuenTa (yKa3biBaeTCs MOYTOBBIM aJpec MecTa XHUTENbCTBA (MecTa
npeGpBaHUS MIM MecTa (DAKTHYECKOro IPOXKMBaHHA) C YKasaHUEM HHIEKca,
HaMMEHOBaHMs Kpas, o0JacTH, pecHyOnMKM, aBTOHOMHOTO OKpyra, HaMMEHOBAaHUS
HaceJIEHHOTo IyHKT4, HAMMEHOBaHWMS YJIMLBl (IPOCIHEKTa, Iepeylka, IIpoesna),
HoMepa JioMa (¢ yKazaHHeM KOpITyca, IIpH HaIH4UK ), HOMEpPa KBAPTUPHI);

9) HoMep JJIEKTPOHHOUW MEIWUIMHCKOH KapThl NAllMeHTa B IOCYIapCTBEHHOH
nHpOpMaIMOHHON cucTeme B cdepe 31paBooxpaHeHHs cybwnexta Poccuiickoit
®Denepauny;

10) pamuns, uMs, 0TIECTBO (IIPU HATMYKH) NAIHEHTA II0IHOCTHIO;

11) mara poxaeHus mauyeHTa (yKasplBaeTCs 4HCIO, MeCALl, TOx), A AeTeit
10 1 roja JOIOIHHUTENBHO yKa3bIBaeTCs KOMMYECTBO IIONHEIX MECSIIEB;

12) dbaMunus, VHHIMANE WMEHM M OT4ecTBa (TOCHeqHEe — MpH HAJIMYHH)
MeTHIIMHCKOro pabOTHHKA ITOJIHOCTBIO;

13) HauMeHOBaHKe JIEKapCTBEHHOTO npernapara (MexayHapoiHOE
HeNnaTeHTOBaHHOE HAMMEHOBaHHe, MPyIIMPOBOYHOE MIM XHUMHUYECKOe HAUMEHOBaHUE,
TOProBOE HAWMEHOBAHWE) Ha JIATHHCKOM S3BIKE, JO3MPOBKA, (opMa BBHIIyCKa,
KOJIMIECTBO;

14) crioco®6 npruMeHeHHs JEKapCTBEHHOIO Iperapara Ha TIOCYAapCTBEHHOM
s3pike  Poccuiickoil Mepepanmy Wid Ha TOCyAapCTBEHHOM s3mike Poccuiickoit
denepanuy ¥ TOCYAAPCTBEHHOM SA3BIKE pECHyOJHK M WMHBIX S3BIKaX HapoJoB
Poccuiickoii ®eneparuy’.

15) mpu3Hak  yTBEp)KAEHHs  Ha3HAa4YeHHs  JICKApCTBCHHOTro  Iperapara
110 peleHHI0 BpaueOHOH KOMUCCHH METUIMHCKON OpraHH3alluHy;

16) oTMETKa © Ha3HAYCHWHM JIEKAPCTBEHHOIO IIpernapara IO PeleHHIo
BpaueOHONM KOMHMCCHM MEJMIMHCKOH OpraHusalMd B CIydadX, YKa3aHHBIX
B ab3ame BropoM IyHkTa 6 Ilopsiika Ha3sHayeHWs JIEKApCTBEHHBIX IIpENaparos,
YTBEPXXACHHOTO HACTOAIIUM IIPHKA30M,

17) otMeTKka O cCHelManbHOM Ha3HAYEeHMH JISKapCTBEHHOrO IIpenapara
(3amonHAETCS B CIydasX, yKasaHHBIX B IyHKTaXx 16 u 25 Ilopsnxa HasHaueHHsA
JIEKapCTBEHHEIX MPENApaToB, YTBEPKACHHOTO HACTOSAIIMM TIPHKA30M);

18) oTMeTKa 0 cieLHaNbHOM Ha3HAYeHHMHU JIEKApPCTBEHHOTO Npenapara NauueHTy
c 3aboneBaHMEM, TPeOYIOIIMM UIMTENBHOTO KypCOBOTO JIEYEHHs (3aMOJHSIETCS
B clly4ae, yKasaHHOM B ITyHKTe 24 Ilopsaka HasHAYeHHSs JTIEKapCTBEHHBIX NIPENaparTos,
YTBEPIKASHHOIO HACTOSAIIMM IPHKA30M) C IPOCTaBJICHHEM IEPHOJHIHOCTH OTIIyCKa

9 Yacrs 1 crathy 15 3akoHa Ne 1807-1




JIEKapCTBEHHOrO NIpenapara;

19)npu  opopmiennu perenta =B (GopMe  BMEKTPOHHOrO  JOKyMeHTa
Ha JICKapCTBEHHbIC TIPETIapaThl, yKasaHHbIe B IOANYHKTax 2-5 myHkTa 10 u myHkre 12
llopsinka HasHa4YeHWs neKapCTBEHHBIX NpenapaToB, YTBEPXKICHHOTO HACTOSIIHM
TpHKa3OM, I'piaHaM, HMEIOLMM IIPaBO Ha GECILIATHOE MONYYEHHE JTeKAPCTBEHHEIX
TIpeIIapaToB MK IOJYYICHHUE JIEKAPCTBEHHBIX NPENApaToB CO CKUIKOM, 3aIlONHSIOTCS
PEKBU3HTEI, NPETYCMOTPEHHEIE NOAMYHKTaMHM 1-18 HacTosmero myHKTa, a TaKke
CIICAYIOIHNE PEKBU3HTEI:

a) KaTeropusi TIpaXJaH, HMEOIUX IpaBO Ha MOJNy4YEHHE JIEKAPCTBEHHBIX
IIpeiapaToB B COOTBETCTBHM €O cTaThed 6.1 DemepanbHoro 3akoHa or 17 wrojs
1999 r. Ne 178-®3 «O rocymapcTBeHHO#M COMMATBHOMN romomm» 'Y

0) KOJ HO30JIOTUYECKOI ¢dopmer mo MKBE;

B) UCTOYHMK (uHaHCHpoBanusa (1 — (enepanbHbIii GromkeT, 2 — GHOIKET
cybnexta Poccuiickoit ®enepanun, 3 — MYHHUIMITAIBHBIN GromKer);

r) pasMep oriatsl (1 — 6ecrarHo, 2 — 50%);

J) CTPaxoBO¥ HOMep WHAMBHAYaJIBHOIO JHIEBOIO CYETa rpaKIaHUHA
B ITercronnoM domnne Poccuiickoit Denepanuu (npu Hammauu) (CHUJIC);

) HoMep mosHca 0653aTeNEHOr0 MeMUMHCKOTO CTPAXOBAHHSL.

21.Ilpn MpOCTaBNEHMH OTMETKM, YKa3aHHOH B noanyHkre 16 mynkra 20
HacToswero llopsnka, peuent B (popMe 3IEKTPOHHOTO NOKYMEHTA TOJIIHCEIBAETCS
YCHIICHHOH KBalM(QULMPOBAHHONW 3JEKTPOHHON ITOIHCHIO IpeacenaTeNis HiIx
CeKpeTapss Bpa4e0HON KOMHCCHH MEULMHCKON OpraHM3aliy, IpH IIPOCTaBJIEHHH
OTMCTOK, yKa3saHHBIX B MoAmyHKTax 17 m 18 nynkra 20 HacTosmero Ilopsinka, —
YCHJICHHBIMH KBATU(UIIMPOBAHHBIMA 3JIEKTPOHHBIMU IO THCIMH COOTBETCTBYIOIUX
MEIHIUHCKUX pPabOTHHKOB.

22.Tlo TpeGOBaHMIO TaUMEHTa WIM €ro  3aKOHHOIO IPEACTaBUTENS
0(hOPMIISETCS IK3EMILIAP penenta B hopme SNIEKTPOHHOTO JIOKyMeHTa Ha GyMa)KHOM
HOCHTCNE, B TOM WYHCIC IIyTeM ero OGOPMIEHHMS HA pELENTYPHBIX 6laHKax
dopm  Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(1) ¢ ormerkoit  «Jly6mukar
BJIEKTPOHHOTO AOKYMEHTAY.

III. Yuer penenrtypusix 6ankos

23. Vyer penentypHelx GrnamkoB ¢opm Ne 107-1/y, Ne 148-1/y-88
u Ne 148-1/y-04(;), wusroraBaHBaeMbIx TANOrpadCckuM  cocoboM  (mamee  —
PelenTypHble GJIAHKH, MOMIEXAIUHe y4YeTy), OCyLIECTBIAETCS B XKypHaJlax ydera,
MPOHYMEPOBAHHEIX, NPOMIHYPOBAHHBIX M CKPEIUIEHHBIX MONMHMCHIO PYKOBOIUTENS
M MCYaTRIO MEIWUMHCKOW OpraHM3aUMH MIM NOANUCEIO  MHAHBHAYAIBHOTO
IpEANPHHUMATENIS, HIMEIOIIEro JIMIEH3HIO Ha MEUIMHCKYIO NeSTeILHOCTD.

24. Xypnan yuera pelenTypHBIX OGNaHKOB dopmer Ne 107-1/y conepxurt
CIIENYIOLIHE rpagsl:

1) HoMep 1o mopsAKY;

19 CoGpanme 3axkoHOmaTenscTBa PoccHICKOl ®enepaunn, 1999, Ne 29, cr. 3699; 2009, Ne 30, cr. 3739; 2010, Ne 50,
cT. 6603; 2013, Ne 48, cT. 6165.




2) B pasnene «IIpuxony:

a) [laTa PETHCTPAIH JOKyMEHTa, ITOATBEPKIAIOIIETO IIOCTYIIJICHUE;

0) HOMep W NaTa JOKYMEHTa, OATBEPIIAIOIIETO IOCTYIICHHE, HAUMEHOBaHHE
IIOCTABIIHKA;

B) O0IIee KOMMYECTBO NOCTYIMBIIMX PELENTYPHbBIX GIAHKOB;

r) paMuins, WHUIMATEI MMEHH M OTYeCTBa ([OCIENHEEe — P HATHYNH)
¥ NIONMHCE OTBETCTBEHHOTO MEIHIMHCKOrO paGOTHHKA, MONYYMBILETO PENENTypPHbIE
ONaHKH OT IOCTABIIMKA;

3) B paznene «Pacxony:

a) naTa BBIIAYH PELENTYPHEIX OTaHKOB;

0) KONMYECTBO BBIIAHHBIX PELENTYPHBIX GJIaHKOB;

B) GaMuivs, WHMIMANEl MMEHH W OTYeCTBA (mocnenHee — NPU HaNTMYHH)
OTBETCTBEHHOT'O MEIUIMHCKOT0 PabOTHHKA, IIOMYYHBINETO PENENTyPHBIE GIaHKHY;

I) IOANUCh  OTBETCTBEHHOTO  MEIHIHUHCKOTO paboTHHKaA, [OJYYHBIIETO
peLenTypHsle GJIaHKy;

4) GamMuius, WHUIHATE AMEHM W OTYecTBa (IIOCHEIHEe — IpY HAJIAYHH)
W NONMHCH OTBETCTBEHHOTO MENMIMHCKOrO paGOTHHKA, BBHIAABILIETO pPENENTYpHBIE
OJIaHKW;

5) OCTaTOK pelenTypHEIX GIIaHKOB.

25.KypHan y4era  peuenTypHEIX GJIAHKOB dopm  Ne  148-1/y-88
1 Ne 148-1/y-04() comepxur crnenyromue rpadpr:

1) HoMep o nopsAKy;

2) B paszene «IIpuxom»:

a) aTa PETHCTPallHy JOKyMEHTa, IIOTBEPKIAIOIIEro HOCTYIUICHHE;

0) HOMep ¥ J1aTa IOKYMEHTa, IIOATBEPXIAIONIETO TOCTYILIEHHE, HAHMEHOBAHHUE
IIOCTABIIWKA;

B) 061lee KONMYECTBO IOCTYIUBIINX PELENTYPHBIX GIaHKOB;

I') CEpHH ¥ HOMEpa PEeLENTyPHEIX O1aHKOB;

J) KOJMYECTBO PELENTYPHEIX GIAHKOB IO CEPHSIM;

€) Gamunvi, MHUIMAIBI MMEHH M OTYecTBa (IIOCITENHEE — IIPY HAITHYKH)
M MOAMHCE OTBETCTBEHHOTO MEIMIUHCKOTO PabOTHHKA, HONYYHBILETO PElENTyPHEIE
ONaHKHU OT MOCTABINYKA;

3) B paznene «Pacxom:

a) naTa BBIAAYH PELENTYPHBIX G1aHKOB;

0) cepru 1 HOMepa BEIAHHBIX PENENTYPHBIX OIaHKOB;

B) KOJIMIECTBO BBIIAHHEIX PELENTYPHBIX GIaHKOB,

I) GaMuius, MHANMAAE HMEHM M OTYeCTBa (LOCHEqHEe — OpY  HaJIWYHH)
OTBETCTBEHHOTO MEAMLIMHCKOrO paGOTHHKA, OTYYHBILNEr0 PELENTyYPHEIE GIaHKH;

M) MOANMCh  OTBETCTBEHHOTO  MEJMIMHCKOrO paGOTHHKA, HOJy4UBIIErO
pellenTypHbIe OJIaHKH;

4) ¢bamunvs, WHHIMANBI MMEHM MW OTYecTBa (LOCHENHEE — IIPH  HAIWYIHH)
¥ TIOANHCH OTBETCTBEHHOTO MEJMLIMHCKOTO pabOTHHKA, BHIJABIIETO pELENTYPHbIE
OJIaHKY;

5) ocTaTok perenTypHeIX 6JaHKOB.

26. Y4er creLMaNbHBEIX PELENTYPHBIX OJaHKOB Ha HApKOTHYECKOE CPEenCTBO
M INCHXOTPONHOE BEIIECTBO OCYIIECTBISAETCS B COOTBETCTBUH C MPHKA30M
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MunucTepeTBa 31paBooxpanenus Poccuiickoii ®enepaunu ot 1 asrycra 2012 r.
Ne 54n «O6 yrBepmenmy dopMs! GnankoB PELIENITOB, COAEpKAIINX Ha3HadYeHMe
HapKOTHYECKUX CPEACTB WM NCHXOTPOIHBIX BEIIECTB, NIOpsIIKa HMX H3TOTOBIICHHS,
PaClIpeICICHNsA, DETHCTPALIMH, YUETa U XpaHEHMUS, a TaKKe npaBun opopmiaeHus» ! !,

27. Vuer penentoB, o)OPMICHHBIX B ¢opme snexTpoHHOTO JOKYMEHTa,
OCYIIECTBICTCA B TOCYJapCTBEHHOM WHOPMALMOHHONW cHCTeMe B chepe
31paBooxpareHus cyosexta Poccniickoit ®enepawun IIOCPEACTBOM BEECHHUSA €IUHOTO
peecTpa peLenTos, 0QOPMIEHHEIX B hOPMeE 3IEKTPOHHEIX JIOKYMEHTOB.

IV. Xpanenue penentypHsix 61anK0B

28. MenuuuHCKME OpraHH3aLHH NOJIy4al0T  HEOOXONUMBIE pELENTypHBIE
GmaHKH, o()OpMIIEHHEIE THIOTPaCKUM CcocoGoM, depes TePPUTOPHAIBHEIE OPTraHbI
YUPaBIICHHs  3NPaBOOXPaHEHHEM WM OPraHU3alMH, YIOJIHOMOYEHHBIE HA 5TO
OpraHaMy MCIIOJTHUTENBHOM BlacTh cyOBhekToB PoccHiickoii Deneparuy.

29. PeuentypHble GnaHKH, IIOIEXaLlie YY€TY, XpaHATCA OTBETCTBEHHBIM
JIMLOM, HAa3HAYCHHBIM DYKOBOJHTENEM MENULIMHCKON OpraHM3aluu, B 3allHpaeMoM
MeTa/UIM4eCKoM LiKady (cerde) umu MeTamIHIeckoM smrmKe.

30. MunuBuayansHblii npeanpUHAMATEb, HMEIOIIHiA JINLICH3HIO
Ha MEIMIMHCKYIO JI€ITeNbHOCTh, XPaHHT PELENTypHBE GJaHKH, HOJIeXAIIHe
YHCTY, B 3allHpaéMOM MeTaJLTHYeckoM mKady (cekide) mimm MeTammnaeckom SILLAKE.

31. TIpoBepka COCTOAHMS XpaHEeHus, y4eTa, (aKTHYECKOTO HalWYHs M pacxona
PELENTYPHEIX ONAaHKOB, NOMIEKAIMX YUETy, OIUH pa3 B KBapTaj OCYIIECTBIsSETCS
KOMUCCHEH, CO3AaHHOH B MEANIMHCKON OpraHu3amyHy.

32. PenentypHbie 6maHKw, odopmiseMsle Ha GyMaxHOM HOCHTeENe
H TOMICKAIIE yYeTy, BBIJAIOTCA MEAHIHHCKHM pPaGOTHHKAM, HMEOIIHM IpaBo
O(OPMIICHHS PEIIEIITOB, MO PACIIOPSKEHHAIO [IABHOTO Bpaya UM €ro 3aMeCTUTENS.

IlomyyeHnsle penentypHsle GiaHKM Ha OYMaXKHBIX HOCHTENAX XpaHATCH
MEIMIMHCKAMY pabOTHHKAaMH B IIOMELIEHHSX, 0GSCIIEIMBAIONTHX HX COXPaHHOCTE.

33. XpaHeHue crHenuanbHBIX PEUCHTYpHBIX OJIaHKOB Ha HAPKOTHYECKOE
CPEICTBO U IICHXOTPOIHOE BEWIECTBO M BHIAAYa yKa3aHHbIX PEUEenTypHbIX GJIaHKOB
MEINIMHCKOMY pabOTHHKY OCYINECTBISETCS B COOTBETCTBHH G IIPUKa30M
MunuctepcrBa 3mpaBooxpanenus Poccmitckoit ®enepanuu ot 1 asrycra 2012 r.
Ne 54 «O6 ytBepxmenuu GopMsl GlaHKOB PELENTOB, CoAepXaluX Ha3HAYCHHE
HAapKOTHHMECKUX CPE/ICTB MJIM INICHXOTPONHEIX BEINECTB, TOPSAKA HX H3TOTOBJIEHHS,
Paclpe/Ie/ICHI, PETUCTPALINH, YYeTa U XPaHEHH !, a TAKXKe PaBUI ohopmiteHna» 2,

! 3apeructpuposan Munucrepcrsom 1octnumm Poccriickoit ®enepaunn 15 asrycra 2012 r., PErHCTPaLMOHHBIi
Ne 25190, ¢ m3MeHeHmsMu, BHeceHHLIMH npukasamMu MuHucTepcTBa 3apaBooxpaHeHus Poccuifckoit Depepaumn
ot 30 mona 2015 r. Ne 385u (3aperucTprpoBaH MHHHCTEPCTBOM OCTHLMH PoccHitckoi ®enepaunn 27 HosGpa 2015 r.,
perucTpanuoHHbii Ne 39868), or 21 anpens 2016 r. Ne 2541 (3aperucTpupoBan MUHHCTEPCTBOM I0CTHIMH POCCHHACKOH
Denepanun 18 mona 2016 r., perucTpaimornsiii Ne 42887), ot 31 okrabpa 2017 r. Ne 882n (saperucTpuposan
MunucrepcTBoM foctuimu Poccuiickoit Denepauun 9 ausaps 2018 r., peructpanronnsrit Ne 49561).

12 3aperucrpuposan MmunucrepcrBoM foctuumn Poccmiickoit ®enepaunn 15 asrycra 2012 r., PEerHCTpaHOHHBIH
Ne 25190, ¢ msMenenmamu, BHeCEeHHBIMH nprkasaMH MuHHCTepCTBa 3apaBoOXpaHeHus Poccuiickol Qenepaunn
ot 30 moHs 2015 r. Ne 385H (3apeructpuposan Munncrepcrsom roctrunn Poccuiickoit dexepamn 27 Hoa6pa 2015 r.,
perucTpaumonHeiit Ne 39868), ot 21 anpens 2016 r. Ne 254u (3aperucTprpoBaH MUHHCTEPCTBOM FOCTHLMH Poccriickoii
Qenepamu 18 mona 2016 r., perucTpaumontsiit Ne 42887), ot 31 oxtabps 2017 r. Ne 882n (3apeructpuposan
MunucrepersoM roctuumm Poccniickoii Genepauym 9 susaps 2018 r., perucTpauroHHbIH Ne 49561).
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34. TIporpaMMHO-TeXHHYECKHE CPEACTBA rOCYyIapCTBEHHBIX MHOOPMALMOHHBIX
CHCTEM B clepe 3ApaBOOXPAaHEHHS, MEIHIHHCKHX UHPOPMALMOHHEIX CHCTEM
MCIMIMHCKAX OpraHM3aliié  OOECIeYrBalOT XPaHEHHE OJIEKTPOHHBIX peLenToB,
OpOPMIEHHEIX B  (DOPME  3IIEKTPOHHBIX AOKYMEHTOB B TEYEHHE CPOKOB,
YCTAHOBJICHHBIX IJI1 XPaHEHHMSA DPELENTOB, OPOPMICHHBIX Ha COOTBETCTBYIOILHX
opmax perrenTypHbIX 61aHKOB Ha GyMakHOM HocHTeNe!,

¥ Tynkr 14 mpasun ormycka JICKapCTBCHHBIX [PENapaToB A MEAHLUMHCKOTO TNpPHMEHEHHS, B TOM UHCIE
HMMYHOGHONOTHYECKUX ~ JICKADCTBEHHBIX  TPENapaToB,  amTedHbIMH OpraHvM3alMAMH,  HHAWBHLYaIbHBIMH
TIpCANPUHUMATENAMY, HMCIOWMMH JIMUCH3MIO Ha (apMaleBTHYECKYIO AEATEbHOCTS, YTBEPXKICHHBIX IPHKa30M
MuunctepcTBa 3apaBooxparenus Poccuiickoi @enepaumu ot 11 wmwona 2017 r. Ne 403w (3apeructpuposan
MunucTepcTBOM 0OCTHIHE Poccuiickoii Denepaunn 8 cenrsibpa 2017 r., perucrpaumonssiii Ne 48125),




