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Hpuxka3z Munsapas P® or 14.01.2019 N 41 — O0 yrBepkIeHHH MOPSAAKA
HA3HAYCHUS JIEKAPCTBEHHBIX NpenaparoB, popM peuentypHbIX 0JIAaHKOB
HAa JIECKAPCTBEHHbIE NMPenaparsbl, NOPAAKa 0pOpMIICHUS YKAZAHHBIX
0/1aHKOB, UX Y4eTa U XpaHeHus — [lelicTByo1ast MOCACIHAA PeJaKIUs OT
11.12.2019 — 3aperucrpupoBano B Munrcre P® 26.03.2019 N 54173 -
Hauauo neiicreus pegakuuu 09.02.2020

Crincok u3MeHsoIuMX T10KyMeHToB (B pea. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

B cootBercTBuM ¢ myHKTOM 16 yactu 2 ctateu 14 ®enepanbHoro 3akoHa ot 21 HostOpst 2011 r. N
323-®3 "OO6 ocHOBax oxXpaHbl 310poBhs rpaxaad B PO" (Cobpanue 3akoHonatenscTBa PO, 2011, N 48,
cT. 6724; 2013, N 48, cr. 6165; 2014, N 30, ct. 4257; N 49, ct. 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, c1. 4219; 2017, N 31, ct. 4791; N 50, cT.
7544, 7563) n noanynkramu 5.2.177, 5.2.179 u 5.2.180 ITonoxenuss o MUHHCTEPCTBE 34paBOOXPAHEHHUS
P®, yrBepxknmennoro moctaHoBieHueMm lIpaButensctBa P® ot 19 umions 2012 r. N 608 (Cobpanue
3akoHoaatenscTBa PD, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cT. 2477; N 22, cT. 2812; N 33,
cT. 4386; N 45, c1. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, cT. 4307; N 37, ct. 4969; 2015, N
2,cr. 491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, cT. 325; N 9, c1. 1268; N 27, cT. 4497; N 28, cr.
4741; N 34, ct. 5255; N 49, cr. 6922; 2017, N 7, ct. 1066; N 33, cT. 5202; N 37, ct. 5535; N 40, crt.
5864; N 52, cr. 8131; 2018, N 13, cr. 1805; N 18, cr. 2638; N 36, ct. 5634; N 41, cr. 6273),
MIPHUKa3bIBAIO:

1. YTBepauTs:

HOPSIJIOK Ha3HAYECHUS JIEKApPCTBEHHBIX MPEMapaToB COTJIACHO MpuiiokeHHo N 1;

(hopMBI perienTypHbIX OJJAHKOB Ha JIEKAPCTBEHHBIE TpenapaThl COrJacHo MpuiiokeHuio N 2;

HOPSIZIOK OpOPMIIEHHSI PELENTYpPHBIX OJJaHKOB HA JICKApPCTBEHHBIE ITPETapaThl, X y4eTa U XpaHeHHs
coriacHo npuioxenuto N 3.

2. [Tpu3HaTh yTpaTUBIIUMHU CUITY:

npuka3 Munucrepctsa 3apaBooxpanenus PO ot 20 nexabpst 2012 r. N 11751 "OO6 yTBep)aeHUN
MOpsI/IKa HA3HAYEHMs] M BBINMCHIBAHMS JIEKAPCTBEHHBIX IpPENapaTroB, a Takke (GopM peuenTypHbIX
O7aHKOB Ha JIEKApCTBEHHBIE Mperaparbl, Mopsjaka OQOpMIICHHS YKa3aHHBIX OJIaHKOB, X yueTa W
xpa"eHus" (3aperucTpupoBaH MuHHCTEpCTBOM FOCTHIIMU P® 25 wmrons 2013 r., peructpanvoHHbii N
28883);

MyHKT 2 W3MEHEHHH, KOTOpble BHOCATCS B Ilopsmok co3maHuWsi W JAESITEIBHOCTH BpadeOHOM
KOMHUCCUM MEIUIIMHCKONW OpraHM3alliM, YTBEPXKIECHHBIM MpHKa3oM MUHHCTEpCTBA 34paBOOXpPAaHEHUsS U
counuanbHoro pazputusi PO or 5 mas 2012 r. N 502H, u B Ilopsgoxk Ha3HAy€HUs W BBIMUCHIBAHUS
JIEKapCTBEHHBIX IIPENapaToB, YTBEPXKACHHBIM INpHKa3oM MuHucTepcTBa 31paBooxpaHeHuss PO ot 20
nekabpst 2012 r. N 1175H, yTBepkIeHHBIX puka3zoM MuHHCTEpCTBa 3ApaBooxpaneHust PO ot 2 nexabps
2013 r. N 886n (3apeructpupoBan MunucrepctBoM toctuuuu P® 23  nmexabps 2013 1.,
peructpannoHubiii N 30714);

npuka3 Munucrepctsa 3apaBooxpaHerust PO ot 30 uronst 2015 r. N 386H "O BHeceHUn n3MeHEHU
B MPUJIOKEHHS K TIpUKasy MuHHUCTepcTBa 3npaBooxpaneHus PO ot 20 mexabps 2012 r. N 11751 "O6
YTBEP)KJICHUM TMOpsSAKAa HA3HAUYEHUS M BBIIMCHIBAHHMS JICKAPCTBEHHBIX NpPEnapaToB, a Takxke (opm
pelenTypHbIX OJAHKOB Ha JIEKAPCTBEHHbIE IMpernapaThl, Mopsiika opOopMIIEHUS! YKa3aHHBIX OJIAHKOB, UX
yuyeta M XpaHeHus" (3apeructpupoBaH MunuctepctBoM toctuimun P® 6 asrycra 2015 1.,
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peructpanuonnsii N 38379);

NYHKT | WM3MEHEHu#, KOTopble BHOCATCA B NpHka3 MuHucTepcTBa 3apaBooxpaHeHuss PO or 20
nexadbpsa 2012 r. N 11751 "O6 yTBepkIeHUHM NOpSAKAa HA3HAYEHMsI M BBINKUCHIBAHUS JIEKApPCTBEHHBIX
npenapaToB, a Takke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE NpenapaTsl, MHOopsaKa
oopMIIeHHs YKa3aHHbBIX OJIAHKOB, UX y4yeTa U XpaHeHus" U npuioxkeHue N 2 k npukasy MuHucrepcTsa
3apaBooxpaHeHus P® ot 1 asrycra 2012 r. N 54 "OO yTtBepkaeHUu (GOpMbI OGJIIAHKOB PELEITOB,
CoJIepKallluX Ha3HAUY€HHWE HAPKOTHYECKHX CpPEACTB WM ICUXOTPONHBIX BELIECTB, MOpPAIKAa HX
U3rOTOBJICHUS, PACHpEAeNICHNs, PErucTpaluy, yuyeTa W XpaHEHHUs, a Takke mpaBuwil odopmieHus",
YTBEPKACHHBIX NpuKazoM MunucrepctBa 3apaBooxpaHeHuss P® ot 21 ampens 2016 r. N 254n
(3apeructpupoBan MunuctepctBoM roctunuu PO 18 uromnst 2016 r., peructpaunonusiii N 42887);

IIyHKT 5 U3MEHEHUH, KOTOPbIE BHOCSTCS B HEKOTOPbIE ITPpHKa3bl MUHHUCTEPCTBA 3paBOOXPAHEHUS U
couuanpHoro pasputuss P® u MunucrtepctBa 3apaBooxpaHeHus P mno Bompocam oOpaiieHus
JIEKapCTBEHHBIX MPENapaTroB, COAEPKALIUX HAPKOTUYECKHE CPENICTBA, NCUXOTPOIHBIE BEIIECTBA M HX
IOPEeKypcopbl, M JIEKAPCTBEHHBIX CPEJCTB, MOIEKAIMX MPEAMETHO-KOJUYECTBEHHOMY Y4YerTy,
YTBEP)KJIEHHBIX NpUKa3oM MuHuctepctBa 3apaBooxpaHenus P® ot 31 oxtsaops 2017 r. N 882H
(3apeructpupoBan MunuctepctBoM roctuniuu PO 9 suBaps 2018 r., peructparuonssiii N 49561).

[Ipunoxenue N 1 x npukazy Munszapasa PO ot 14.01.2019 N 4u

Mopsapok Ha3Ha4YeHMA NeKapCcTBEeHHbIX NpenapaTos
Crincox n3MeHsoIuX 10KyMeHToB (B pex. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

. Obwme nonoxeHuns

1. Hactodmuil MOpsiioK yCTaHAaBIMBAECT IpaBUiia HAa3HAYEHMs JIEKAPCTBEHHBIX IPENapaToB U
MEAMIMHCKOrO MpUMEHEHUs (Aanee - JeKapCTBEHHbIE Ipenaparbl) U 0pOpMIICHHUS MX HAa3HAuY€HUs MpHU
OKa3aHUU MEJIULMHCKON IIOMOIIY B MEJUIIMHCKUX OpraHu3anusax <1>.

<1> Ilynkt 11 crareu 2 ®denepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-03 "O6 ocHoBax
oXpaHsbl 3710poBbs Tpaxkaan B PO" (Cobpanue 3akonoxarensctBa PO, 2011, N 48, ct. 6724; 2016, N 1,
ct. 9,28; 2017, N 31, ct. 4791).

2. Ha3naueHue NeKapCTBEHHBIX IPENapaToB OCYLIECTBISETCS JEYalldM BpadoM, (erbaliepoM,
aKyIIepKON B ciiyyae BO3JIOKEHMS Ha HUX IMOJHOMOYMM Jiedallero Bpaya B IOPSIKE, YCTaHOBJICHHOM
IpUKa3oM MHUHHCTEPCTBA 3paBOOXpaHEHMs U coluanbHOro passutus PO ot 23 mapra 2012 r. N 2521
"OO6 ytBepxaeHuu I[lopsinka BO3JIOKEHUS Ha (Qenpamepa, akKylmepKy PYKOBOJIUTEIEM MEIUIMHCKOM
OpraHM3aliMiy IpU OpraHU3alUMM OKa3aHUs NEPBUYHOM MEIUKO-CAaHUTApHOW IIOMOLIM U CKOpPOH
MEAUIMHCKONW IOMOIIM OTHENbHBIX (YHKIMH Jieyallero Bpaya MO HENOCPEACTBEHHOMY OKa3aHHUIO
MEIUIMHCKON MOMOILIM HAallMeHTy B MEpUoj HAOMIOJEHHs 32 HUM M €ro JICUeHHs, B TOM 4YHCJE IO
HA3HAYEHUIO M MPUMEHEHMIO JIEKAPCTBEHHBIX IPENapaTroB, BKIOYas HAPKOTHYECKHE JIEKAPCTBEHHbIE

npenapaTtsl M I[ICUXOTPOINHBIE  JIGKAPCTBEHHbIE  mpemapaTtbl’  <2>,  MHAMBHUIYaJIbHBIMU
NPEANPUHAMATEISIMH, OCYIICCTBIIONUME  MEIUIUHCKYIO JICATEIIEHOCTh (Jajiee - MEAMIMHCKHUE
pabOTHUKN).

<2> 3apeructpupoBad MunucrepctBoM toctuuuu P® 28 ampens 2012 r., peructpaunoHHsii N

21332


http://disuria.ru/

Mpuka3 Munsgpas P® ot 14.01.2019 N 4H — O6 yTBEpXXAeHUN NopsaKka HasHaYeHUs TlekapCTBEHHbIX npenapaTos, (PopM peLenTypHbIX
6raHKoB Ha nekapcTBeHHble npenaparthbl, nopsiaka 0PopPMIIeHNs yKa3aHHbIX BriaHKoB, NX yyeTa u xpaHeHusi — [lercTBytoLan nocnegHas
pepakums ot 11.12.2019 — 3apeructpupoaHo B MuHiocTe P® 26.03.2019 N 54173 — Hauano aenicteus pegakumm 09.02.2020

23971, ¢ U3MEHEHUsIMH, BHECEHHBIMU TPUKa3oM MuHHCTEpCTBa 3apaBooxpaHeHus PO ot 31 oxTsaOps
2017 r. N 882n (3apeructpupoBan MunuctepctBoM tocturiu P® 9 suBaps 2018 r., peructpaimoHHbII
N 49561).

3. CBemeHus O Ha3HAYEHHOM JIEKAPCTBEHHOM Ipenapare (HaMMEHOBaHUE JIEKapCTBEHHOT'O
mpemnapara, I03UpOBKa, coco0 BBEACHHUS M MPUMEHEHHS, PEKUM JTO3UPOBAHUS, MPOAOIKUTEIHHOCTH
JedeHnss 1 000CHOBAaHWE Ha3HAYEHUS JIEKAPCTBEHHOTO TpernapaTa) BHOCITCS METUIIMHCKAM PaObOTHUKOM
B MEJIMLMHCKYIO JOKYMEHTALIMIO MAlUEHTA.

B ciyudasx, ykazaHHbIX B IyHKTax 9 - 12 Hactosamero Ilopsinka, MeIWUMHCKUNA paOOTHUK
opopmIsieT Ha3HAUYeHHE JIEKapCTBEHHBIX MpermapaToB, B TOM YHCIE MOAJIEKAIIUX H3TOTOBICHHUIO U
OTIyCKy AaNTeYHbIMH OpraHu3alusMu (Jajee - JIEKapCTBEHHbIE Mpenaparbl HHAMBHUIYaJIbHOTO
M3TOTOBJICHUSI), Ha PElENTypHOM OnaHke, opopmiieHHOM Ha OyMa)KHOM HOCHUTENE 3a CBOEH MOIMHCHIO
(mamee - pement Ha OyMaXKHOM HOcUTeNE), W (WJIM) C COTJIacHs TAIMEeHTa WM €ro 3aKOHHOTO
MpeCTaBUTeNsd <3> Ha pelenTypHoOM OlaHke B (popme 3JIEKTPOHHOTO TOKYMEHTa C HCIOJIb30BAaHUEM
YCHJICHHOW KBATU(HUITUPOBAHHOW 3JIEKTPOHHOM TMOITUCH MEIUIIMHCKOTO0 paOOTHHKA (J1ajee - perenT B
dbopMe PNIEKTPOHHOTO TOKYMEHTA).

<3> B oTHOmIEHUHU NUIA, YKazaHHOTO B 4yactu 2 crathu 20 denepanbHoro 3akoHa ot 21 HoOsIOps
2011 r. N 323-®3 "O06 ocHOBax oxpaHbl 340poBbs Tpaxkaan B PD" (Cobpanue 3akoHOomaTebeTBa PD,
2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2017, N 31, cT. 4791).

Perient B popMe 311EKTPOHHOTO TOKYMEHTa, COIEPKaINi Ha3HaAUEHUE HAPKOTHUECKHUX CPEJCTB WIIN
HCI/IXOTpOHHI)IX BCUICCTB, IIOAIIMCHIBACTCA C HCIIOJIB30BAHHUEM yCPIJ'IGHHOfI KBaHHq)HHHpOBaHHOfI
AIIEKTPOHHOM MOAMMCH JIeHalllero Bpaua wuiu Qenpaiiepa, akylepky, Ha KOTOPBIX BO3TIOKEHBI (YHKIIUU
JIeYaIero Bpaya, ¥ COOTBETCTBYIOIIEH MEIUIIMHCKON opraHu3anuun <4>.

<4> Yactp 1 crateu 26 @enepanbHoro 3akoHa or 8§ sHBaps 1998 r. N 3-@3 "O HapKOTHUECKHX
cpencTBax M ncuxoTponHbix BemecTBax" (Cobpanue 3akonoaarensctsa PO, 1998, N 2, cr. 219; 2003, N
27, ct. 2700; 2011, N 49, ct. 7019; 2013, N 48, cT. 6165; 2016, N 27, ct. 4238; 2017, N 31, cT. 4791).

Odopmienue perentoB B (popMe 3ICKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISICTCS B CIIydae MPUHSITHS
YIIOJTHOMOYEHHBIM OPTaHOM HCIIOJIHUTEIBHOHN BIacTH CyObekTa PD B COOTBETCTBUM C IIYHKTOM 4 CTaThH
6 denepanpHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O06 obparieHnn JIeKapCTBEHHBIX CpencTB" <5>
pemieHuss 00 HCIOJb30BaHUM HA TEPPUTOPUM CyObekra PD Hapsay ¢ peuenTaMy Ha JIGKAPCTBEHHBIC
npemnaparbl, O(QOpMIICHHBIMH Ha OyMa)XHOM HOCHTEJE, PEICNTOB Ha JIGKAPCTBEHHBIC IMperapaThl,
c(hOpPMHUPOBAHHBIX B POPME AIIEKTPOHHBIX JOKYMEHTOB.

<5> CoOpanue 3akoHogarensctBa PD, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2017, N 31, cr.
4791.

4. Tlpu BbIIMCKE NAIMEHTa W3 MEAMIMHCKON OpraHu3alid, B KOTOPOW €My OKa3blBajlach
MEIUIMHCKasE MOMOIb B CTAI[MOHAPHBIX YCIOBMSAX, JAHHOMY HAallMEHTY IO PELICHUI0 PYKOBOIMTEINS
MEIUIUHCKON OpraHu3alMy Ha3HA4daroTcs ¢ 0(OpMIIEHUEM pelenTa B (OpMe JIEKTPOHHOIO JTOKYMEHTa
u (1) Ha OyMaXHOM HocuTene (3a HUCKIIOUeHHEeM O(OpMIIeHHsS pELEeNTOB Ha JEeKapCTBEHHBIE
npenaparbl, HOJUIeKallie OTIYCKy OecIIaTHO WM CO CKUAKOW) 1100 BBIJAIOTCS (MALMEHTY WU €ro
3aKOHHOMY HPpEICTABUTENI0) OJHOBPEMEHHO C BBINUCKOM W3 MCTOPUM OOJE3HH JIEKAPCTBEHHBIE
Ipenaparbl, B TOM UYHCJIE HAPKOTUYECKUE UM IMCUXOTPOIHBIE JEKApPCTBEHHBIE MpernapaThl, BHECEHHbIE B
cnucku Il m III mepeuHs HapKOTMYECKHUX CPEACTB, IMCHUXOTPOIHBIX BEIIECTB M HUX IPEKYpPCOpOB,
NoJUIeKalMX KOHTpoiito B PD, yrBepxkneHHoro nocranosiaeHueM [Ipasutenscta PO ot 30 urons 1998

31332


http://disuria.ru/

Mpuka3 Munsgpas P® ot 14.01.2019 N 4H — O6 yTBEpXXAeHUN NopsaKka HasHaYeHUs TlekapCTBEHHbIX npenapaTos, (PopM peLenTypHbIX
6raHKoB Ha nekapcTBeHHble npenaparthbl, nopsiaka 0PopPMIIeHNs yKa3aHHbIX BriaHKoB, NX yyeTa u xpaHeHusi — [lercTBytoLan nocnegHas
pepakums ot 11.12.2019 — 3apeructpupoaHo B MuHiocTe P® 26.03.2019 N 54173 — Hauano aenicteus pegakumm 09.02.2020

r. N 681 <6> (nanee - Ilepeuens), CHIBLHONCUCTBYIONINE JICKAPCTBEHHBIE TIPEMapaThl, HA CPOK IMpUeMa
HalMeHTOM JI0 5 JHEH.

<6> CoOpanue 3akoHomaTenbcTBa PO, 1998, N 27, c1. 3198; 2004, N 8, cT. 663; N 47, cT. 4666;
2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572; 2010, N 3, cT. 314; N
17, ct. 2100; N 24, c1. 3035; N 28, ct. 3703; N 31, c1. 4271; N 45, cT. 5864; N 50, c1. 6696, cT1. 6720;
2011, N 10, ct. 1390; N 12, ct. 1635; N 29, cT. 4466, c1. 4473; N 42, cT. 5921; N 51, ct. 7534; 2012, N
10, ct. 1232; N 11, c1. 1295; N 19, cT. 2400; N 22, c1. 2864; N 37, cT. 5002; N 41, cT1. 5625; N 48, cT.
6686; N 49, ct. 6861; 2013, N 6, cT. 558; N 19, c1. 953; N 25, cT. 3159; N 29, cT. 3962; N 37, ct. 4706;
N 46, ct. 5943; N 51, cT. 6869; 2014, N 14, ct. 1626; N 23, cT. 2987; N 27, cT. 3763; N 44, c1. 6068; N
51, ct. 7430; 2015, N 11, cT. 1593; N 16, cT. 2368; N 20, cT. 2914; N 28, c1. 4232; N 42, cT. 5805; 2016,
N 15, ct. 2088; 2017, N 4, c1. 671; N 10, cT. 1481; N 23, cT. 3330; N 30, cT1. 4664; N 33, c1. 5182; 2018,
N 27, ct. 4071.

5. Ha3naueHume neKapCTBEHHBIX NpernaparoB MpU OKAa3aHUM MEAMIMHCKOM IOMOIIU B
CTAllMOHAPHBIX YCJIOBUSX B TpeOOBaHMSAX-HAKIAIHBIX, HANpPABISEMBIX B aNTEYHbIC OpIraHU3AIMM,
ABJIIOIIMECS] CTPYKTYPHBIMH MOAPA3IEICHUSIMH MEIUIUHCKON OpraHu3aluy, B KOTOPOM OKa3bIBaeTCs
MEIMIMHCKAsT MMOMOIlb, OCYLIECTBIISIETCS B COOTBETCTBUM ¢ MHCTpykumeill o mopsake BbINMCHIBAHUS
JICKAapCTBEHHBIX TIpenapaTtoB M OQOPMIICHHS pPELUENnTOB M TpeOOBaHUII-HAKIAIHBIX, YTBEPKICHHOM
npukazoM MUHHCTEPCTBA 3IpaBOOXpaHEHUS U colanbHOro pa3Butus PO ot 12 despans 2007 r. N 110
"O mnopsake Ha3HAYEHUS W BBINMCHIBAHUS JIEKAPCTBEHHBIX IpPENapaToB, H3AEIUN MEIUIIMHCKOIO
Ha3HAueHMsl U CIELUAIN3UPOBAHHBIX MPOJYKTOB JIeUeOHOT0o MUTaHus" <7>.

<7> 3apeructpupoad MunucrepctsoMm toctuuuu P® 27 ampens 2007 r., peructpaunoHHsli N
9364, ¢ W3MEHEHUSMHU, BHECEHHBIMH IpHKa3aMHM MMHHHCTEPCTBA 3/IPaBOOXPAHEHUS M COLMAJIBLHOTO
pazButusi P® ot 27 asrycra 2007 r. N 560 (3apeructpupoBan MuHuctepctBoM toctuiun PO 14
centsOpss 2007 r., peructpaumonusid N 10133), ot 25 centsiOpst 2009 r. N 794n (3apeructpupoBan
MunucrepctBoM rocturu PO 25 nHoa6pst 2009 r., peructpanmonssiit N 15317), ot 20 suBaps 2011 r. N
131 (3apeructpupoan MunuctepctBom tocturuu PO 15 mapra 2011 r., perucrpanuonssiii N 20103),
npukazamMu MuHucTepeTBa 3apaBooxpaHenus P® ot 1 aBrycra 2012 r. N 54H (3apeructpupoBaH
MunucrepctBoMm tocturuu P® 15 asrycra 2012 r., peructpaunonusiii N 25190), ot 26 despans 2013 r.
N 94u (3apeructpupoBad MunuctepctBoM rocturiuu PO 25 utons 2013 r., peructpannonnsiit N 28881).

6. Ha3HauyeHue IneKapCTBEHHBIX IIPENapaToB OCYLIECTBISETCS MEAUIMHCKAM pPAaOOTHUKOM IO
MEXyHApOJHOMY HEMAaTEHTOBAHHOMY HaWMEHOBAHHIO, a MIPHU €r0 OTCYTCTBUH - TPYNIIUPOBOYHOMY WIIH
XAMHYECKOMY HAaWMEHOBaHWIO. B  cilygyae OTCYTCTBHS ~MEXIyHAapOJHOTO HEMaTEeHTOBAaHHOTO
HAaMMEHOBAHUS M TPYIIUPOBOYHOTO WM XMMHUYECKOTO HAaUMEHOBAHHS JIEKAPCTBEHHOTO TMpernapaTta,
JIEKapCTBEHHBIN Npernapar Ha3Ha4aeTcss MeIUIMHCKIM PabOTHUKOM MO TOPTOBOMY HAaHMEHOBAHHMIO.

[lpy HanmuyMM MEIUIMHCKUX TIOKa3aHWH (MHAMBHIYyalbHAs HEMEPEHOCHUMOCTH, IO >KU3HEHHBIM
NOKa3aHUAM) IO PELICHUIO BpayeOHONW KOMHCCHHM MEIUIIMHCKOW OpraHu3aliu <8> OCYyLIeCTBIISETCS
Ha3HaueHHe W O(OpMIICHHWE Ha3HAYCHHWs JIGKAPCTBEHHBIX IIPEIapaToB, HE BXOAALIMX B CTaHAAPTHI
MEIUIIMHCKON MOMOIIH, pa3pab0TaHHBIX B COOTBETCTBHHU C ITyHKTOM 4 ctathu 10 denepanbHOro 3aKoHa
or 21.11.2011 N 323-®3 "O6 ocHOBax OXpaHbl 3A0pOBbs TrpaxjaaH B PD" <9>  nmubo mo TOproBbiM
HaUMCHOBaHUSAM. PemieHne BpauyeOHOW KOMHCCHM MEIMUMHCKOM oOpraHu3anuu (Qukcupyercs B
MEIUITUTHCKON JTOKyMEHTAINY NAllMeHTa U B )KypHaJle BpauyeOHOW KOMHCCHH.

<8> INpuka3 Munznpascorpaszsutusi Poccun ot 5 mast 2012 r. N 5021 "OO0 yTBep>KACHUH MOPsAKA
CO3JIaHMsI U JEATENbHOCTH BpayeOHOM KOMHCCHM MEIUIMHCKOM opraHusanuu” (3aperucTpupoBaH
Muntoctom Poccun 9 wutons 2012 r., peructpanumonssiii N 24516), ¢ u3MEHEHUSIMH, BHECEHHBIMU
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npukazoMm Munsapasa PO or 2 nekabps 2013 r. N 886H (3apeructpupoBan Muniocrom Poccun 23
nekadps 2013 r., peructpaunonssiit N 30714).

<9> Cobpanue 3akononatenbctBa PD, 2011, N 48, ct. 6724; 2014, N 49, cr. 6928; 2017, N 31, cT.
4791; 2018, N 53, cT. 8415.

7. HaznaueHue JIeKapCTBEHHOIO Iperapara B pelente Ha OyMa)KHOM HOCHUTENIe WM pelenTe B
dopMe DIEKTPOHHOTO JOKyMeHTa O(OpMIISETCS Ha WM TMAalUeHTa, Uil KOTOPOTo TpeJaHa3HA4YeH
JIeKapCTBEHHBIN Mpernapar.

Penienit Ha OymakHOM HOCHUTele, 0OpOPMIICHHBIN Ha perentypHoM Onanke dopm N 107-1/y, N 148-
1/y-88, N_148-1/y-04 (1), yTBEp>KACHHBIX HACTOSIIMM MPHUKA30M, a TaKKe pelent Ha OyMakKHOM
HocuTene, oopMIICHHBIH Ha penentypHoMm Onanke ¢opmbl N 107/y-HII, yTBepKIeHHOH MpHKa30M
MunuctepcTBa 3apaBooxpanenust PO ot 1 asrycra 2012 r. N 54n "O6 yTtBepxaeHun GpopmMbl OlIaHKOB
PEIEnTOB, COACPKAIINX HAa3HAUCHNE HAPKOTUYECKUX CPEJCTB WIIM MCUXOTPOITHBIX BEIIECTB, MOPSIIKA HX
U3TOTOBJICHUS, PACIIpeesIeHHs], pErUCTpalliM, yuyeTa U XpaHeHUs, a Takke mpaBui opopmiieHus" <10>
(manee - dpopma N 107/y-HIT), MmoxkeT OBITH TOTyYEH MAIUSHTOM, €r0 3aKOHHBIM TPEJCTABUTEIIEM WIIH
JMILIOM, HMEIOIMM O(OPMIIEHHYI0 B COOTBETCTBUM C TPaXJAHCKUM 3aKOHOAATENbCTBOM PO
JIOBEPEHHOCTH OT MAIMEHTa Ha TPABO MOJYYSHHS TAKOTO perenTa (aajee - yHoJTHOMOYSHHOE JIHUIIO).

<10> 3apeructpupoBad MunucrepctBoMm tocturuu PO 15 aBrycra 2012 r., peructpanmoHasii N
25190, ¢ u3MeHeHHsIMU, BHECEHHBIMH NpHKa3amMu MuHucrepcTBa 3apaBooxpanenuss PO or 30 uroHs
2015 r. N 385H (3apeructpupoBad MunucrepcTBoM rocturmu P® 27 HosOps 2015 T., perucTparimoHHbII
N 39868), ot 21 anpenst 2016 r. N 254 (3apeructpupoBad MunuctepctBoM toctuiiuu PO 18 urons 2016
r., peructpanuoHHbd N 42887), ot 31 oktsaopst 2017 r. N 882u (3apeructpupoBadH MUHHCTEPCTBOM
toctunu PO 9 suBaps 2018 r., peructpanuonnsiii N 49561).

Penennt B popMe 351eKTPOHHOTrO AOKyMeHTa (POPMHUPYETCS C HMCIOJIb30BAaHHEM TOCYJapCTBEHHOMN
MH(POPMALIMOHHOW CUCTEMBI B cdepe 3ApaBooXpaHeHus cyobekta PD, MequuuHCKoi WHPOPMAMOHHOM
CUCTEMBI MEULIMHCKOM Oopranu3anuu <11>.

<11> Cratbu 91 u 91.1 ®enepanbuoro 3akona ot 21 Hos6ps 2011 roma N 323-d3 "OO6 ocHOBax
OXpaHbl 310poBbs Tpaknad B PO" (Cobpanue 3akononarenscta PD, 2011, N 48, ct. 6724; 2012, N 26,
cT. 3446; 2013, N 27, ct. 3477; N 39, c1. 4883; N 48, cT. 6165; 2014, N 30, cT. 4257; N 43, cT. 5798; N
49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27, ct. 3951; N 29, ct. 4397; 2016, N 1, cT. 9,
28; N 15, ct. 2055; N 18, c1. 2488; N 27, cT. 4219; 2017, N 18, cT1. 2663; N 31, c1. 4794).

@daxT BBIJAYM pELENTa Ha JICKAPCTBEHHBIM IIpenapar 3aKOHHOMY IIPEACTABUTEIIO WU
YIOJHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEAUIIMHCKON JOKYMEHTAIUH MallieHTa.

8. MenunuHckuM paOOTHUKaM 3ampeniaercss oQpOpMIISTh pelenThl NPU OTCYTCTBHM Yy HalMeHTa
MEIAMIMHCKUX T[OKa3aHWM; Ha HEe3aperucTpUpOBaHHBbIE JIEKApCTBEHHbIE mpemnaparbl <12>; Ha
JIEKapCTBEHHBIE Mpenaparbl, KOTOPbIE B COOTBETCTBUU C MHCTPYKLMEH MO MEIUIMHCKOMY IPUMEHEHUIO
IpeHa3HauYeHbl ISl IPUMEHEHHS TOJIbKO B MEJUIIMHCKUX OpraHU3allusaX; Ha HApKOTUYECKUE CPEJCTBA U
IICUXOTPOIHBIE BEIllEeCTBA, BHEceHHble B cmucok Il Ilepeuns, 3aperncrpupoBaHHBIE B KauecTBE
JIEKapCTBEHHBIX MIPENapaToB, B LIEISAX MPUMEHEHHUS JUIs JICUEHUSI HAPKOMAaHHUU.

<12> Pemenue Coera EBpasmiickoil skoHOMHYecKoM komuccuu oT 3 Hos0ps 2016 r. N 78 "O
[TpaBunax perucTpanuu M S3KCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB Ul MEIUIMHCKOIO NpUMEHEHUs"
(odunmaneHbIi caiit EBpa3uiickoro s3koHOMHYECKOro coro3a http://www.eaeunion.org/, 21 Hosiops 2016
r.). Cratbs 13 ®enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O06 oOpaiieHUn J1€KapCTBEHHBIX
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cpenctB s memuimHckoro npuMeneHus”" (CoOpanme 3akoHomarenscTBa PD, 2010, N 16, cr. 1815;
2015, N 29, ct. 4367; 2018, N 24, c1. 3407).

NHauBuayanbHbIM — NPEANPUHUMATENSAM, OCYILECTBISIIOIIMM ~ MEAMLIMHCKYIO  JESTEIBHOCTD,
JIONOJIHUTENBHO K TpeOOBaHUAM, yKa3aHHBIM B a03alle NEpBOM HACTOSILErO IyHKTA, 3alperiaercs
0(OpMIIATH perenThl Ha HAPKOTHUYECKUE CPEICTBA U IICUXOTPOIHbIE BEIIECTBA, BHECEHHbIE B cniucku 11 u
IIT [lepeuns (manee - HAPKOTHUUECKHE M TICUXOTPOIIHBbIE JIEKapCTBEHHbIEe npenapathl crnuckoB II u III
[Tepeuns).

9. Ilpm Ha3HAaYeHMM HAPKOTHMYECKUX W TICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB crucka Il
[TepeuHs, 3a UCKIFOUYEHHEM JICKAPCTBEHHBIX IMPENapaToB B BUJE TPAHCACPMAIBHBIX TEPANEBTHUCCKUX
CHUCTEeM U JICKAPCTBEHHBIX IPENapaToB, COACPIKAINUX HAPKOTUYSCKOE CPEICTBO B COYCTAHUHM C
AQHTarOHUCTOM ONHOUWJHBIX PEIENTOPOB, PEUENThl Ha OyMaXHOM HocuTelle OQOPMIIIOTCS Ha
penentypaoMm Osanke Gopmer N 107/y-HII.

10. Peuentypusriii 61ank dopmbr N 148-1/y-88 odopmisieTcst mpu Ha3HAUYCHUU:

1) HapKOTMYECKHX U ICUXOTPONHBIX JEKapCTBEHHbIX mnpenaparoB cnucka II Ilepeuns B Buze
TPaHCAEPMATIbHBIX TEPANEBTUYECKHX CHCTEM, HAPKOTUYECKHUX JICKApCTBEHHBIX NpernapaToB crucka Il
[lepeunsi, conepkalMX HAPKOTHUECKOE CPEICTBO B COYETAHUU C AHTAarOHUCTOM ONHOWUIHBIX
peLenTopoB, MCUXOTPOMHBIX JIEKAPCTBEHHBIX NpenaparoB cnucka I1I [lepeuns;

2) JeKapCTBEHHBIX MPENapaToB, OOJATAOIINX aHAOOIMYECKONH aKTUBHOCTHIO (B COOTBETCTBUHU C
OCHOBHBIM (hapMaKOJIOTHYECKUM JICHCTBHEM) M OTHOCSIIUXCS TI0 aHATOMO-TepaneBTUYECKO-XUMUUECKOM
KJIacCU(pUKaluu, peKOMeH10BaHHONW BceMupHol opranuzanueit 3apaBooxpanenus (nanee - ATX) <13>,
K aHabommueckuM ctepounaM (kon Al4A) (manmee - nexkapcTBeHHbIE Tpenaparthl, o0Jaaarolue
aHa0OJTMYECKON aKTUBHOCTBIO B COOTBETCTBHH C OCHOBHBIM (DapMaKOJIOTUIECKUM JCHCTBUEM);

<13> Cratps 18 ®enepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 oOpamenuun

JIEKapCTBEHHBIX CPeACTB Al MeaunuHckoro npumenenus" (CobOpanue 3akoHomatensctBa PO, 2010, N
16, ct. 1815; 2014, N 52, ct. 7540).

3) JekapCTBEHHBIX MpENapaToB, yKa3aHHBIX B myHKTe 5 [lopsinka oTmycka (pU3MUYECKHM JUIaM
JIEKaPCTBEHHBIX MpPEMnapaToB ISl MEIUIIMHCKOTO MPUMEHEHHUS, COJEPKalINX KPOME MaJbIX KOJIHYECTB
HApKOTUYECKUX CPEICTB, TICUXOTPOIHBIX BEIIECTB U WX MPEKYpPCOpPOB Apyrue (papMakoIornuecKue
AaKTUBHBIE BEIIECTBA, YTBEPKIECHHOIO MPUKa30M MUHHUCTEpCTBAa 3APABOOXPAHEHUS M COIUAIBHOTO
pazButusi PO ot 17 mast 2012 r. N 5621 <14> (nanee - [lopsaok oTIycka J€KapCTBEHHBIX MPEMapaToB);

<14> 3apeructpupoan MunucrepcrBoMm roctuiuu P® 1 urona 2012 r., perucrpanvoHHbld N
24438, ¢ U3MEHEHMSIMHU, BHECEHHBIMH NpHKazamMu MuHucrepcTBa 3apaBooxpanenuss PO or 10 urons
2013 r. N 369u (3apeructpupoBan MunuctepctBom toctutiud P® 15 urons 2013 r., peructpannonssiii N
29064), ot 21 aBrycra 2014 r. N 4651 (3apeructpupoBad MunucrepctBoM roctuu P®D 10 centadps
2014 1., peructpaumonusii N 34024), ot 10 centsa6ps 2015 1. N 6341 (3apeructpupoBaH
MunucrepctBom roctuniuu PO 30 centsdps 2015 r., peructpanuonssiii N 39063), ot 31 oktsa6ps 2017 r.
N 882n (3apeructpupoBan MwunuctepctBoMm toctuiiun PO 9 suBaps 2018 r., peructpaunoHubii N
49561).

4) nexkapCTBEHHBIX MpenapaToB HHIUBUAYATbHOIO H3rOTOBJIEHHS, COAEPIKALIMX HAPKOTUYECKOE
CpEICTBO WM IcuxoTponHoe BemiecTBo cnucka II Ilepeuns, u npyrue apmaxosorndecKkue akKTHBHbBIE
BEUIECTBA B J03€, HE IMPEBBIIAIONICH BBHICIIYI0 pa3oBYyK J03y, W MpPU YCIOBHUH, YTO ITOT
KOMOMHMPOBAHHBIN JIEKAPCTBEHHBIN IpernapaT HE SBIAETCS HAPKOTHUECKUM WM TICUXOTPOIHBIM
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JIEKapCTBEHHBIM IpenapatoM crucka Il [Tepeuns;

5) JekapCTBEHHBIX MpenapaTroB, MOMJIEKAIIMX MPEAMETHO-KOJINYECTBEHHOMY y4YeTy, He
MEPEYNCIICHHBIX B IIOMITYHKTAX | - 4 HACTOAMIETO IMyHKTA (32 HCKIIOYCHNEM JIEKaPCTBEHHBIX MPETapaTos,
OTITyCKaeMbIX 0e3 peLenTa).

11. PeuentypHnsiii 6mank dhopmbl N 148-1/y-04 (1) odopmiisercs npu Ha3HAYEHUH JICKAPCTBEHHBIX
IpenapaToB rpakIaHaM, HMEIONIMM MPaBO Ha OECIUIaTHOE MOMYYeHHE JICKAPCTBEHHBIX MPEHNapaToB HIIH
NOJTy4eHHE JICKAPCTBEHHBIX MPENapaToB cO CKUIKOM.

12. Peuentypusiii 61ank dopmel N 107-1/y odopmisieTcs mpy Ha3HAYSHUU:

1) nexkapcTBEHHBIX IMpenaparoB, yKa3aHHbIX B NyHkTe 4 [lopsiika oTmycka JeKapCTBEHHBIX
npenapaTos;

2) nexapCcTBEHHBIX MIPENapaToB, HE YKa3aHHBIX B MyHKTax 9 - 11 Hacrosmero [lopska.

13. [Ipu Ha3HAYCHUH JIEKApPCTBEHHOTO Npernapara WHIMBHIYAJIFHOTO M3TOTOBICHHS B peleNTe Ha
Oyma)kHOM Hocutene U (wim) peuente B (opMe SIEKTPOHHOTO JIOKyMEHTa HAaMMEHOBAHUS
JIEKapCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B TEPEUYCHb JIEKAPCTBEHHBIX CPEICTB IJISI MEAUIIMHCKOTO
NPUMEHEHHUs, TOJISKAIINX MPEIMETHO-KOIHMYECTBEHHOMY yueTy <I15> (manmee - JeKapCTBEHHBIC
npenapatsl, BKIIOYeHHbIe B nepeueHb [IKVY), yka3piBaloTcsi B Hayaje pelenTa, 3aTeM - BCe OCTajbHbIE
WHTPETUCHTHI.

<15> Ilpuka3 MuHnucrepctBa 3xapaBooxpaHeHuss P® or 22 anpens 2014 r. N 183u "OO
YTBEP)KJICHUHM TIepeuHsl JIEKAPCTBEHHBIX CPEACTB JJIi MEIUIIMHCKOTO MPHUMEHEHHs, IOAJIEeKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY yueTy'" (3apeructpupoBad MunuctepctBoM toctuuuu PO 22 urons 2014
r., peructpaunoHHsli N 33210), ¢ wu3MEHEHHsIMH, BHECEHHBIMH TIpuKa3zamMu MuHHCTEpPCTBA
3npaBooxpaHeHust PO ot 10 cents0ps 2015 r. N 6341 (3apeructpupoBadn MuHuctepcTBom roctuuu PO
30 centsi6ps 2015 1., peructpaunonusii N 39063), ot 31 oxts6ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM toctuuuu P® 9 suBapsa 2018 r., peructpaunonnsii N 49561), ot 5 anpens 2018 r. N
1491 (3apeructpupoBan MunuctepctBoM toctutiuu PO 3 mas 2018 r., peructpaunonusii N 50961), ot
27 urona 2018 r. N 471n (3apeructpupoBan MunucrepctBoMm toctuiuun P® 14 asrycra 2018 r.,
peructpanroHHbidi N 51885).

14. Tlpyn Ha3HaueHWM JEKAPCTBEHHOTO Mperapara B pelenTe Ha OyMa)XHOM HocuTene U (WJIH)
peuernte B (QopMe 3JIEKTPOHHOTO TOKYMEHTAa 3alpeliaeTcs MPEBBINIATh KOJIMYECTBO HAPKOTUUYECKHUX
CPEICTB WJIH TICUXOTPONHBIX BEIIECTB, KOTOPOE€ MOXKET OBbITh BBIMUCAHO B OJHOM pEIenTe,
ycTaHoBiieHHOe mpuioxeHueM N 1 k HactosmeMy [lopsiaky, 3a UCKIIOYEHHEM CIy4aeB, YKa3aHHBIX B
nyHkrax 16 u 25 Hacrosimero Iopsinka.

15. Ilpu Ha3HAUYEeHUHU JIEKApPCTBEHHBIX IpenaparoB, BKIOUYEHHbIX B nepeueHb [IKY, no3a xoTopbix
NPEBBIIIACT BBICIIMI OJHOKPATHBIA MpHUEM, MEIUIMHCKUNH pPabOTHUK OO0O3Ha4aeT J03y 3TOro
JIEKapCTBEHHOI'0 IIpernapaTa B pelente Ha OyMa)kHOM HOCHUTENE MPONHChI0 C MPOCTaBICHUEM
BOCKJIMIIATEIBHOIO 3HaKa M (WIM) MPOCTABIsET BOCKIMLATEIbHBIA 3HAaK NpU OQOPMIICHUH peLenTa B
(dbopme 3EeKTPOHHOTO TOKYMEHTA.

16. KonnuecTBO Ha3Hau€HHBIX JIEKAPCTBEHHBIX MPENapaToB, BKIIOUEHHBIX B mnepeueHb 1IKY, npu
OKa3aHWU TMAalMEHTaM, HYKJIAIOLIUMCS B JUIMTEIbHOM JIEYEHUM, NEPBUYHOM MEIUKO-CaHUTApHOMN
MOMOIIM M NAJUIMAaTUBHONW METUIIMHCKON IMOMOIIM MOXET ObIThb YBEJIMYEHO C YYETOM KIMHMYECKHX
pexkomeHaauuii He Gosiee 4eM B 2 pasa M0 CPABHEHHIO C KOJMYECTBOM HAPKOTHUYECKUX CPEICTB WM
NICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBbIThb BBIMCAHO B OJHOM peLEeNTe, YCTaHOBJICHHBIM
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npunoxxkenueM N 1 k Hacrosmemy [lopsaky.
(B pen. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022n)

B ciyyasx, npeaycMOTpeHHBIX a03alleM MePBhIM HACTOSAIIETO MyHKTa, Ha pelenTax Ha OyMa)XHOM
HocuTene nmpousBoauTcs Haanuch "Ilo crnenuanbHOMY Ha3Hau€HHIO", OTJEJIBHO 3aBEpEHHasl MOMHUCHIO
MEAMIIMHCKOrO0 pabOTHHKA W MedYaThbl0 MEAMLMHCKOM opraHuzauuu "[lns peuenrtoB", Ha perenrtax B
dopmMe SIEKTPOHHOrO JOKyMEHTa mpousBoauTcs oTMmerka "[lo crheuuanbHOMY Ha3zHaueHUIO" ¢
MPOCTaBJICHUEM YCUJIEHHOW KBAJIM(DULIIMPOBAHHOMN 3JIEKTPOHHOM MOANNCH MEAUIIMHCKOTO paOOTHHKA.

17. CoctaB NeKkapcTBEHHOIO Ipenapara, JeKapcTBeHHas ¢opma U oOpalleHHe METUIIMHCKOTO
paboTHHKA K apManeBTHIeCKoMy pabOTHHKY 00 OTIYCKE JIEKapCTBEHHOTO Tpernapara opopMIIIOTCS Ha
JATUHCKOM $I3bIKE B POJIUTEILHOM MaJIeXe.

[Tpu opopmiieHHH peenTypPHBIX OJIAHKOB JIOYCKAETCS UCIOIB30BAHNE COKPAIEHUH (IIPUIIOKEHUE
N 2 k Hactosimemy [lopsaaxy).

[lpy Ha3HAYEeHHMM JIEKApPCTBEHHOTO TMIperapara He JOIMYyCKaeTcs COKpalleHHe OJM3KUX IO
HalIMEHOBAHUSM HHIPEIUCHTOB, COCTABISIOIIMX JIEKAPCTBEHHBIM INpenapaT, HE MO3BOJSIOIINX
YCTaHOBUTh, KAKON UMEHHO JIEKApCTBEHHBIN MTpenapaT Ha3HAuEH.

18. Crioco6 mpuMeHeHus JIeKapCTBEHHOTO Mpernapara 0003HayaeTcsl ¢ yKa3aHHEM J03bI, YaCTOTHI,
BPEMEHU TpHeMa OTHOCHUTEIbHO CHa (yTpPOM, Ha HOYb) W €r0 JJIMTEIIBHOCTH, a JUIsl JIEKAPCTBEHHBIX
MpenapaToB, B3aUMOJICHCTBYIOIIMX C MUIIEH, - BpeMEHU UX YHOTpeOJIeHHs] OTHOCUTENBHO IpUeMa MUIIH
(o expl, BO BpeMsI €1Ibl, TIOCIIE €]IbI).

19. IIpu HEOOXOAMMOCTH HEMEUICHHOTO WJIM CPOYHOTrO (B TCUCHHE NBYX pabOYMX ITHEH) OTIycKa
JICKapCTBEHHOTO TIperapara MalUMeHTy B BEepXHEW dYacTh pementa Ha OyMaKHOM HOCHUTEIS
MIPOCTABIISIFOTCS 0003HaueHus "cito" (cpouHo) umm "statim" (HeMeqIeHHO). AHAJOTHYHbIE 0003HAUCHUS
MIPOCTABJISIFOTCS B BUIC OTMETOK TP 0(hOPMIICHHUH perenTa B popme FIeKTPOHHOTO JOKYMEHTA.

20. IIpu oopmiaeHnn Ha3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOIO IpernapaTa B pelente Ha OyMaKkHOM
HOCHTEJIE WIM penente B (OpMe 3IIEKTPOHHOIO JOKYMEHTa KOJMYECTBO JEHCTBYIONIMX BEIIECTB
YKa3bIBa€TCSI B COOTBETCTBUM C MHCTPYKIMEH IO MEIUIMHCKOMY HPUMEHEHHUIO JIeKapCTBEHHOTO
npenapara.

IIpu odopmieHnr Ha3zHaueHHs JICKApPCTBEHHOTO IpenapaTa WHAMBHUIYAIbHOTO HM3TOTOBIECHUS B
perente Ha OyMa)KHOM HOCHTEJIE WIH perente B popMe IEKTPOHHOTO TOKYMEHTa KOJHYECTBO TBEPIBIX
U chimyuyux ¢apmaneBTUYecKuX cyOcTaHImii ykaspiBaeTcss B rpammax (0,001; 0,5; 1,0), xuakux - B
MUWUTWIMTPaX, TpaMMax U Karsx.

21. PeuenTsl Ha OyMaXHOM HoOcUTelle, B (popMe 3JIEKTPOHHOTO JOKyMEHTa, O(OpMIIEHHBIE Ha
peuentypHoM Onanke Gopmer N 148-1/y-88 w mpeaHa3HadeHHBIC [UIS OTITYCKa JIEKAPCTBEHHBIX
IIPEnapaToB, MPEAYCMOTPEHHBIX HoAmyHKTamMu 2 - 5 nyHkTa 10 Hacrosmero [lopsinka, 1eldCTBUTENBHEI B
TedeHue 15 gHel co aHA 0POopMIICHHUS.

22. PenenTsl Ha OyMa)XHOM HOcHTENe, B (pOpME 3JIEKTPOHHOTO IOKyMEHTa, O(pOpPMIICHHBIE Ha
peuentypHoM Onanke Gopmbr N 148-1/y-04 (1) n npepHa3sHaYeHHBIE ATl OTIYCKA JIEKAPCTBEHHBIX
npernaparoB rpakaaHaM, yKa3aHHbIM B ImyHKTe 11 Hactosimero Ilopsinka, nelicTButensHbl B TeueHne 30
JHEH co JHs ohopMIIeHHS, 32 UCKITFOUCHHEM ClTy4aeB OpOpMIICHHS pelienTa B COOTBETCTBUY C IIYHKTAMU
39 u 40 nacrosimero [lopsika, mpu KOTOPBIX OH AEHCTBUTENICH B TeYeHUE 15 mHei co aHS 0pOpMIICHUS.
(8B pen. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

23. Peuenthl Ha OyMaXHOM HoOcHUTele, B (popMme 3JIEKTPOHHOTO JOKYMEHTa, O(GOpMICHHBIC Ha
peuentypHoM Onanke Gopmbr N 148-1/y-04 (1) n npepHa3sHaYeHHBIE ATl OTIYCKA JIEKAPCTBEHHBIX
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npenapaToB TpakJaHaM, JOCTHTIINM TIEHCHOHHOTO BO3pacTa, WHBAIWAAM MEPBOM TPYMIbI, AETIM-
WHBAJIHMIAM, a TaKoke TpaKAaHaM, CTPAJAOIIUM XPOHHYECKUMH 3a00JICBaHUSMH, TPEOYIOIIUMH
JUTATENTLHOTO KypCOBOTO JICYCHUS, IEHCTBUTENBHEI B TeueHue 90 aHel co aHs 0popMIIeHHUS.

JIns nedeHusT XPOHMYECKUX 3a00JIEBaHMN YKa3aHHBIM KaTETOPHSM TpakJIaH JeKapCTBCHHBIC
npenaparsl ¢ o(popMIIEeHHEM PEIEeNnTOB HAa OyMa)XHOM HOCHUTEJIE WM PELENTOB B ()OpME AIEKTPOHHOTO
JOKyMEHTa MOTYT Ha3Ha4aThCs Ha Kypc JieueHus 10 180 qHen.

(8B pen. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

24. PeuenTsl Ha OyMaXHOM HoOcUTeNle, B (popMe 3JIEKTPOHHOIO IOKyMEHTa, O(OopMIIEHHBIE Ha
peuentypaoM Onanke Gopmbl N 107-1/y v npegHa3HaueHHbIE Ul OTITyCKa JEKapCTBEHHBIX MPENaparos,
IIPElyCMOTPEHHBIX IyHKTOM 12 Hactosamero llopsaxa, nefictButenbHbl B TedeHue 60 nHeW co IHA
odopmIIeHHUS.

IIpy Ha3HAa4eHMHM TOTOBBIX JIEKAPCTBEHHBIX IIPEMApPAaTOB M JIEKAPCTBEHHBIX IIPENapaTroB
VH/IMBUAYIBHOTO W3TOTOBIICHUS MAllMEHTaM C 3a00JIeBaHUSIMHU, TPEOYIOMIUMH JITUTEIHHOTO KYPCOBOTO
aedyeHus, ¢ opopMiIeHHEM Ha penenTypHoM Onanke Gopmbl N 107-1/y penenta Ha OyMa>KHOM HOCUTENE
WM B (OopMe IMEKTPOHHOTO JOKYMEHTA YCTAHABIIMBACTCS CPOK JCHCTBHSI PEIIETiTa B MPEJIeax 10 OJAHOTO
KaJIEHIapHOTO roJa.

B ciydae ycraHOBineHMs cpoka JEHCTBHs peLenTa B Ipefenax OO0 OJHOIO roja B peulente
npocraisiercs otMetrka "Ilo crenumanbHOMYy HazHaueHHIO", 0003HauaeTcs CPOK AEUCTBHS peLenta u
MIEPUOINYHOCTh OTIIYyCKa JIEKAPCTBEHHBIX IIPENApATOB U3 allTEYHOM OPraHU3aluy WIA WHIUBUAYAJIbHBIM
npenpuHUMaTeNIeM, UMEIOLINM JIMIEH3UI0 Ha (hapMaleBTHUECKYIO JeATeNbHOCTh <16> (eKeHeaeNbHO,
€XKEMECSYHO U HHble nepuoibl). JlOMOJHUTENBHO 3TO YKa3aHHE 3aBepseTCsl MOANHCHIO U IeYaThbio
MEIUIMHCKOr0 pabOTHHUKA, a TAaKXKe NeyaTbio MeIUIIMHCKOM opranuzanuu "J{ns penentos” (ans peuenta
Ha OyMa)KHOM HOCHTEJIE) WIH YCHUJICHHON KBAJIM(HUIIMPOBAHHOW SJIEKTPOHHON MOANMCHI0 MEAUIIMHCKOTO
paOOTHUKA U JIMLIA, YTIOJIHOMOYEHHOI'O 3aBEePATh JOKYMEHTBl OT MMEHU MEIUIIMHCKON OpraHu3aluu (s
penienta B opMe MEKTPOHHOTO JOKYMEHTA).

<16> Ilynuxt 47 wactu 1 cratbu 12 @®enepanbHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JTUICH3UPOBAHUU OTIENbHBIX BUIOB AestenbHocTH" (CoOpanue 3akoHoaarensctBa PO, 2011, N 19, cr.
2716; 2012, N 31, cr. 4322; 2013, N 9, c1. 874; N 27, ct. 3477; 2014, N 30, ct. 4256; N 42, cT. 5615;
2015, N 1, ct. 11; N 29, cT. 4342; N 44, ct. 6047; 2016, N 1, cT. 51; 2018, N 31, crt. 4838; N 32, crT.
5116; N 45, ct. 6841; N 53, ct. 8424).

25. PerenTbl Ha TPOU3BOJHBIC OAPOUTYPOBON KHCIOTHI, KOMOMHHUPOBAHHBEIC JIEKAPCTBCHHBIC
mpemnapartbl, cojepialiue KOJAEeUH (ero Coyik), WHble KOMOMHHpPOBAHHBIC JIEKAPCTBEHHBIC MperapaThl,
MOJIUICKAINE  MPEIMETHO-KOJMYECTBEHHOMY — Y4eTy, JIEKapCTBEHHBIE Tpernaparbl, 00JaJaronme
aHa0OMYECKOl aKTUBHOCTHIO B COOTBETCTBHMHM C OCHOBHBIM (hapMaKOJOTHYECKHM JeHCTBUEM, IS
JICYCHUS TIAITUCHTOB C XPOHHMYECKUMU 3a00JIEBAHUSIMU MOTYT OOPMIISITECS Ha Kype JiedeHus 10 60 THEH.

B cmywae, xorma kypc nedeHus cocrtaBiseT Oonee 30 AHEH IOMONHUTENBHO B pelenTax Ha
OyMa)KHOM HocuTele pou3BoauTcs Haanuch "[lo crnenuanbHOMY HAa3HAUCHUIO'", 3aBEPEHHASI TTOITUCKHIO
MEAHUIIMHCKOTO pabOTHHMKA M TIEYaThi0 METUIIMHCKOM opraHu3auu "Jlns peuentos", peuentax B ¢popme
AIIEKTPOHHOTO JOKyMEHTa Mpou3BoauTcs oTMeTka "[lo creruanbHOMY Ha3HAUYEHUIO", ¢ TIPOCTABICHUEM
YCUIIGHHOW KBaTU(UIIMPOBAHHONW SIEKTPOHHOM TMOAMUCH MEAULUHCKOTO paboTHHKA U JIMIIA,
YIIOJITHOMOYEHHOTO 3aBEPSATH JOKYMEHTHI OT UMEHU MEIUIIMHCKON OpraHu3aIiu.

(B pen. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022n)

26. Pement Ha OyMaXHOM HOCHUTENE, B (OpME SIIEKTPOHHOTO IOKyMEHTa, O()OPMIICHHBIA C
HapylIeHNEM YCTaHOBICHHBIX HAacTOSIIUM [lopsiikoM TpeOOBaHMiA, CUUTACTCS HEACHCTBUTEIBEHBIM.
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Il. HazHa4vyeHue JIeKapCTBEeHHbIX npenapaTtoB Npun oKa3aHUu MeAVULMHCKOW NoMoLMm B
CTaUlMOHAPHbLIX yCnoBuUAx

27. Ilpn okazaHMM NALMEHTy MEAMLIMHCKOW IOMOIIM B CTAallMOHApHBIX YCJIOBHUSAX HAa3HAUYEHUE
JICKApCTBEHHBIX IPETapaToB NPOM3BOIUTCA 0e3 ohopMIIEHHUS pelenTa MEIUIMHCKAM pPaOOTHUKOM
€IMHOJIMYHO, 32 UCKIIIOUEHUEM CIIy4aeB, yKa3aHHbIX B IyHKTe 28 HacTosAwmero [lopsaaxka.

28. CornacoBaHue Ha3HAYEHUS JIEKAPCTBEHHBIX IIPENapaToB C 3aBEAYIOLUIUM OTAEICHUEM WIH
OTBETCTBEHHBIM JISKYPHBIM BPadyoM JIMOO JPYTUM JIMIIOM, YIIOJTHOMOYEHHBIM IPHKAa30M TJIaBHOTO Bpada
MGI[I/IHI/IHCKOI\/JI opraHu3anvv, a TakKXxe, HIpU HaJIW4YUuKM, C BpadyoM - KIIMHHYCCKUM q)apMaKOIIOFOM
HEOOXOAMMO B CITyYasiX:

1) oIHOBpPEMEHHOT0 Ha3HAYEHUS IIATH U O0Jiee JIeKapCTBEHHBIX IIPENapaToB OJHOMY MALUEHTY;

2) Ha3HAYCHUS JEKAPCTBEHHBIX MPENapaToB, HE BXOAAIINX B NMEPEUCHb )KU3HEHHO HEOOXOIUMBIX U
BAXHEHMIINX JIEKaPCTBEHHBIX MpenaparoB <l17>, mpu HETUNWYHOM TEUEHUHU 3a00J€BaHMs, HAIUYUU
OCJIO)KHEHWH OCHOBHOTO 3a0oyieBaHMsl W (WJIM) CONMYTCTBYIOIIMX 3a0OJIEBaHMH, NpH Ha3HAUYCHHU
JICKApPCTBCHHLIX IIPEIaparos, 0COOEHHOCTH BSaI/IMOIIGI\/JICTBI/IH U COBMCCTHMOCTH KOTOPBIX COIIaCHO
UHCTPYKIMSAM 10 WX TPHUMEHEHUIO NPUBOIAT K CHIKEHHIO d3(dexkTuBHOCTH W 0e30macHOCTH
(dbapmakoTepanuu U (i) CO3AAI0T MOTCHIIMAIBHYIO OIMTACHOCTD ISl )KMU3HU U 3[I0POBbsI MAIlUEHTA.

<17> Ilynkr 1 ctareu 60 DenepansHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O06 obpamieHnu
nexapcTBeHHbIX cpecTB" (Cobpanue 3akoHogatensctBa PO, 2010, N 16, ct. 1815; 2012, N 26, ct1. 3446;
2014, N 52, ct. 7540).

B ykazaHHBIX cilydasix Ha3HaYeHHE JIEKAPCTBEHHBIX IPENapaToB (PUKCHpYETCS B MEIUIIMHCKON
JOKYMEHTAllMM MalMeHTa W 3aBepseTcs MNOANMCHI0O MEIUIIMHCKOr0 paboTHHKA M 3aBEIYIOLIETo
OTJIelIeHHEM (OTBETCTBEHHOTO JIEKYPHOTO Bpaya Wi JIPYroro yoJHOMOYEHHOTO JINLA).

29. MenuuuHCKUN paOOTHUK MEAMIIMHCKOW OpraHu3aluu (€€ CTPYKTYpHOTO MOApa3/IeieHHUs ),
pAaCIOIOKEHHOM B CETCKOM HACEJIEHHOM ITyHKTe, OCYIIECTBISIET Ha3HA4YCHHE JIEKApCTBEHHBIX
MpenapaToB B cOyyasX, yKa3aHHBIX B IyHKTax 28 u 30 Hacrosmero [lopsiika, e JMHOIHYHO.

30. Ilo pemennio BpaueOHON KOMHCCHU MallME€HTaM MPU OKA3aHHUH UM MEIUIIMHCKOW MOMOIIU B
CTAallMOHAPHBIX YCJIOBUSX HA3HAYAKOTCS JIEKAPCTBEHHBIC IIpEraparhl, HE BKIIOUCHHBIC B IEPCUCHb
JKU3HEHHO HEOOXOIUMBIX M BRKHEHIIMX JIGKAPCTBEHHBIX IPENaparoB, B ClIydae HMX 3aMEHBI HU3-3a
WHIMBUAYIbHOW HEMIEPEHOCUMOCTH, TI0 KM3HEHHBIM TTOKA3aHUSIM.

Pemenne BpaueOHONH KOMHUCCUH (UKCHPYETCS B MEIUIMHCKON JOKYMEHTAIMHM TAlMeHTa U
KypHaJIe BpaueOHONH KOMUCCHH.

31. B cimyuasx oOcnenoBaHusi U JIeUEHUs TpakJaHMHA B CTAllMOHAPHBIX YCIOBUSAX B paMKax
MIPENOCTaBIECHNU MEIULHMHCKUX YCIYyr Ha BO3ME3JHOM OCHOBE 3a CUET JMYHBIX CPEICTB IPAXKIaH,
CPEACTB KOPUAWYECKHMX JIMI[ M HMHBIX CpPEICTB HAa OCHOBAHMM JOTOBOpPa, B TOM 4YHCJE JOrOBOpa
JOOPOBOJIBHOIO MEAMLIMHCKOrO cTpaxoBaHus <18>, eMy MOryT ObITh Ha3HAYeHbl JICKApPCTBEHHbIE
npenaparbl, He BXOASIIME B MEPEYeHb >KU3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IpenapaToB, €ClIM UX Ha3HaYeHHE U IPUMEHEHHE 00yCIOBIEHO MEIUIIMHCKUMHU OKAa3aHUAMHU.

<18> Ilocranosnenue IIpaBurensctBa PD ot 4 okTs16ps 2012 r. N 1006 "O6 yrBepxaenuu [Ipasun
MPEIOCTABIICHUSI MEAWIIMHCKAMH OpraHU3alusM{  IUIATHRIX —MeaunuHckux — ycuyr"  (CoOpaHue
3akoHomaTeabcTBa PD, 2012, N 41, c1. 5628).
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lll. Ha3zHayeHne nekapCcTBEHHbIX NpenapaToB NPU OKa3aHUU NepPBUYHON MeaUNKO-
CaHUTaApPHOM NOMOLLU, CKOPON MEAULIMHCKOWN NMOMOLLM 1 NansimaTuBHOM MeAULIMHCKOWN
MOMOLLU

32. Ilpn oOKka3aHWU TEPBUYHOM MEIMKO-CAHUTAPHON TOMOIIM M TAJUTMATUBHOW METUITMHCKOU
MOMOIIM B aMOYJaTOPHBIX YCIOBUSAX Ha3HAUYCHHWE JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCS
MEAWIIMHCKIM Pa0OTHHUKOM B CITy4asX TUITUYHOTO TCUYCHHUS 3a00JICBAHUS MMAIMEHTAa UCXO/S U3 TSDKECTH U
Xapakrepa 3a001eBaHuUs.

33. Ha3HaueHue JIeKapCTBEHHBIX MPENapaTroB MO PELICHUIO0 BPauye€OHON KOMHCCHM NPHU OKa3aHUU
NEPBUYHON MEAMKO-CAHUTApHOW IMOMOUIM, MaJVIMATUBHOM MEIMIMHCKON IMOMOIIM B aMOyJIaTOPHBIX
YCIIOBUSIX MPOU3BOJIUTCS B CIIyHasIX:

1) OITHOBPEMEHHOI0 HAa3HAYEHUs OAHOMY MAIMEHTY MATH U OoJiee JIEKapCTBEHHBIX MpenapaToB B
TE€YEHHE OJIHUX CYTOK WJIM CBBIILE AECATH HAUMEHOBAHUHN B TEUEHUE OJTHOTO MECALIA;

2) Ha3HA4YeHMs JIEKAPCTBEHHBIX IpENapaToB NPU HETUIUYHOM TEUYEHUHU 3a00JieBaHMs, HATUYUU
OCJIOXKHEHWH OCHOBHOTO 3a0oJieBaHMsS W (WJIHM) COIYTCTBYIOIIMX 3a00JIeBaHUil, TpPU Ha3HAUYCHHUH
JIEKapCTBEHHBIX MPENnapaToB, OCOOCHHOCTH B3aWMOJICHCTBHUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKUHUSAM IO HUX NMPUMEHEHMIO NMPUBOAIT K CHUKEHHMIO 3(PPEKTUBHOCTH M O€30MaCHOCTU JICYEHHS
narueHTa U (WIM) Co31a0T MOTEHLUANbHYI0 ONACHOCTD IS )KU3HU U 310POBBS MALMEHTA;

3) NEepBUYHOTO Ha3HAYEHHUs MALUEHTY HApPKOTUYECKUX M ICUXOTPOIHBIX JIEKApPCTBEHHBIX
npenapatoB cnuckos II u III [lepeuns (B ciydyae mpUHATHS PyKOBOJIUTENEM MEIULMHCKON OpraHU3alluu
pelieHns 0 He0OXOAMMOCTH COTJIaCOBAaHUSI Ha3HAUEHUS TaKUX JIEKAPCTBEHHBIX MPErnapaToB ¢ BpaueOHOM
KOMHCCHEH ).

34. TloBTOpHOE Ha3HAYEHHE HAPKOTUYECKUX M TICUXOTPONHBIX JIEKAPCTBEHHBIX IIPEMapaToB
cruckoB II u III Ilepeynss mpou3BOAUTCS METUIIMHCKUM PaOOTHHUKOM CaMOCTOSITENIHO MAaIlUEHTaM C
BBIPOKCHHBIM OOJIEBBIM CHHAPOMOM JIFOOOTO TeHe3a, HapyIIeHHEM CHA, CYJOPOKHBIMU COCTOSIHHSIMH,
TPEBOKHBIMU paccTpoiicTBaMu, (HoOUSIMU, ICUXOMOTOPHBIM BO30YKICHUEM.

35. Ilpm oxka3aHMM CKOpPOM MEAMIIMHCKON TOMOINM JIEKAPCTBEHHBIEC TMpernapaThl Ha3HAYAIOTCSA
MEAMIIMHCKUM pPaOOTHUKOM BBIE3THOW OpHUragpl CKOpPOW MEIUIIMHCKOM TOMOIIM, MEIUIIMHCKUM
pabOTHUKOM MEIUIIMHCKOW OpraHW3ali TpPHU OKAa3aHUU METUIIMHCKOW IOMOIIM TpakIaHaM IpU
3a00NIeBaHUSAX, HECYACTHBIX CIIydasx, TpaBMaX, OTPABICHUAX M APYTUX COCTOSHUAX, TPEOYIOIIMX
CPOYHOTO MEIUITMHCKOTO BMEIIATEIbCTBRA.

IV. HazHauyeHue nekapcTBeHHbIX NpenapaToB rpaxgaHamM, MUMeroLWmUM NpaBo Ha
6ecnnaTtHoe nony4eHue feKapCcTBeHHbIX NpenapaToB UMK Nony4yeHue fiekapCTBEHHbIX
npenapaToB CO CKMOKOM, NPpU OKa3aHMU NepBUYHON MeAUKO-CaHUTAPHOMU NOMOLLM

36. Ilpu oka3aHMM TNEPBUYHOW MEIUKO-CAHUTAPHOM IOMOLIM HAa3HAYEHHE MEIUIUHCKUM
pabOTHHUKOM B COOTBETCTBMU CO CTaHAApTaMUd MEIUIMHCKOM moMomu <19> JexapcTBEHHBIX
IpenapaToB, OTIIYCKAaeMbIX OECIUIaTHO WJIM CO CKHJKOW, OCYIIECTBIISIETCS Ha pPEUENTypHOM OJaHKe
dopmbr N 148-1/y-04 (1) ¢ yderom pa3BUTHS 3a00yeBaHHSA, OCOOCHHOCTEW TEUeHUs OCHOBHOTO U
COITYTCTBYIOILIETO 3a00JIEBaHUM CIIEIYIOIIUM KaTErOpHsIM IpakIaH:

<19> Ilynkr 4 uvactu 1 crateu 37 PenepanbHoro 3akoHa ot 21 HosOpa 2011 r. N 323-®3 "O0
OCHOBaxX OXpaHbl 3/10poBbs TpakaaH B PD" (Cobpanue 3akoHonarensctBa PD, 2011, N 48, cr. 6724;
2018, N 53, ct. 8415).
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1) rpaxkmanaM, UMEIOIIMM TMPABO HAa TOJIYYEHHE TOCY/IapCTBEHHOW COIMAIIBHOW MOMOIIM B BHUJIE
Habopa COIMANBHBIX YCIYr, B COOTBETCTBHM C TE€pPEYHEM JIEKAPCTBEHHBIX TpEnaparoB s
MEIUIIMHCKOTO TIPUMEHEHHS, B TOM YHCJIE JIEKAPCTBEHHBIX MPENapaToB JIJIsi MEIUIIMHCKOTO PUMEHEHHUS,
Ha3HAYaeMbIX 110 PEUICHUIO BPauyeOHBIX KOMUCCUI MEIULIMHCKUX OpraHu3zanuii <20>;

<20> Yacte 2 cratbu 6.2 ®enepanbHoro 3akoHa ot 17 wuronsgs 1999 r. N 178-d3 "O
rocymaapcTBeHHOU conpanbHoi nomoru" (Cobpanue 3akoHomaTenbetBa PD, 1999, N 29, ct. 3699; 2009,
N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT1. 6165).

2) nunaM, 0OJIBHBIM reModuiIneil, MyKOBUCIIM030M, THITO(pHU3apHBIM HaHU3MOM, OoJe3Hblo ['ore,
37I0Ka4YeCTBEHHBIMH HOBOOOPa30BaHUSMH JTHM(OUIHONW, KPOBETBOPHOW W POACTBEHHBIX WM TKaHEM,
PacCEsIHHBIM CKJIEPO30M, F€MOJUTHUKO-YPEMUUECKUM CUHAPOMOM, FOHOIIECKMM APTPUTOM C CHCTEMHBIM
HayvajoM, Mykononucaxapuzaosom I, I u VI tunos, nui nocne TpaHcIaHTallMU OPraHoB U (WJIK) TKaHEH
B COOTBETCTBUH C IIEPEUYHEM JIEKAPCTBEHHBIX IIPENapaToB, yTBepxkaaeMbIM IIpaBurenscrBom PO <21>.

<21> Yactp 7 cratbu 44 depepanpHoro 3akoHa oT 21 HosOps 2011 r. N 323-d3 "OO6 ocHoBax
OXpaHbl 310poBbs Tpaxknad B PO" (Cobpanue 3akononarensctBa PD, 2011, N 48, ct. 6724; 2013, N 48,
cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, ct. 5092).

3) rpaxnaHaM, MMEIOLUIMM MpaBO Ha IOJyYE€HHE JIEKAPCTBEHHBIX IPErnapaTroB OECIUIaTHO WU
MOJTy4YEHHUE JIEKAPCTBEHHBIX IPENapaToB CO CKHUJKOM 3a CUET CPEICTB OroakeToB cyObekToB P®D, B
cooTBeTcTBUM C [lepeunem rpymnn HacejaeHUs U KaTeropuil 3aboseBaHui, Ipu aMOyJIaTOPHOM JIEYEHUU
KOTOPBIX JIEKAPCTBEHHbIE CPEACTBA U W3JEIMS MEIUIIMHCKOTO Ha3HAYEHMs OTIYCKAIOTCSA IO peLenTam
Bpaueil OecrulatHo, u IlepeuneM rpynm HaceneHus, Npud amMOyJIATOPHOM JIEYEHHH KOTOPBIX
JICKapCTBEHHBIE CPEJICTBA OTITYCKAIOTCS IO perentaM Bpadeil ¢ SO-TPOICHTHON CKUIKOW CO CBOOOIHBIX
LIEH, YTBEPKAEeHHbIMU nTocTaHoBNIeHHeM [IpaBurensctBa PO ot 30 uronsg 1994 r. N 8§90 <22>;

<22> Cobpanue 3akonoaarenbctBa PO, 1994, N 15, ct. 1791; 1995, N 29, ct1. 2806; 1998, N 1, cr.
133, N 32, ct. 3917; 1999, N 14, ct. 1724, N 15, ct. 1824; 2000, N 39, cT. 3880; 2002, N 7, c1. 699.

4) TpaxgaHaM, CTPAJAIONUM >KHU3HEYTPOXKAIOIIUMU M XPOHUYECKUMH IPOTPECCUPYIOMIHUMHI
penkumu (ophaHHBIMU) 3a00€BAaHUSIMH, TPUBOASAIIMMU K COKPAIIEHUIO MPOAOIKUTEIHHOCTH KU3HU
rpakJlaH U X UHBATUIHOCTH <23>,

<23> IlocranoBnenue IlpaBurensctBa P® ot 26 anpens 2012 r. N 403 "O nopsiake BeaeHUs
@denepanibHOTO  perucTpa  JHL,  CTPAJAOLUMX  JKU3HEYTPOXKAIOIIMMU U XPOHUUYECKUMHU
POTPECCUPYIOIIMMU ~ penkuMHU  (OppaHHBIMK) 3a00JI€BAaHUSIMH, TPUBOIIIIMMH K  COKPALICHUIO
IPOIOJKUTENBHOCTH JKU3HU TPaX/aH U UX MHBAIUAHOCTH, U €Tr0 pernoHaiabHoro cermenta" (Cobpanue
3akoHomatenscTBa PD, 2012, N 19, ct. 2428; N 37, ct. 5002).

IIpu odopmnenun peuenta Ha Onanke Gopmber N 148-1/y-04 (1) Ha OyMaKHOM HOCHTENE
0(hOPMJISIFOTCS JIBa IK3EMIUIAPA, OJMH W3 KOTOPBIX OCTACTCS B aNTEYHON OpraHW3allid, BTOPOH - B
MeI[I/IHI/IHCKOI\/JI AOKYMCHTAIIMU MAallUCHTA.

37. IlpaBo Ha3HauaTh JIEKAPCTBEHHbIE Ipenaparhl rpa)<J1aHaM, UMEIOIIMM MpaBo Ha OecruiaTHOe
MIOJIyYEHHE JICKAPCTBEHHBIX NIPENAapaToB WIK MOJIYYEHUE JIEKAPCTBEHHBIX MPENApaTOB CO CKUIKOM, TaKKe
UMEIOT:

1) MeauuuHCKUE pabOTHUKH, pabOTaIOMIME B MEIUIIMHCKON OpraHN3aIllu 10 COBMECTUTENLCTBY (B
npezenax cBoei KOMIIETEHIIUN);
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2) MeAULUMHCKHE paOOTHUKM CTAlMOHAPHBIX OPraHM3alMK COLMAJIBLHOIO OOCTY>KMBaHUS INpU
HAJIMYUW JIMIEH3UM Ha OCYILECTBIEHHE MEAUIUHCKON JeATeNbHOCTH <24>, mpenycMaTpHUBaroLIei
BBINIOJITHEHHE pPa0OT (OKa3zaHUE YCIyr) HO OKAa3aHUI0 MEPBUYHOM MEIUKO-CAHWTAapHOM IMOMOIIU B
aMOyJIaATOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOMN MPUHAJIEKHOCTH);

<24> Ilyskt 46 wactu 1 crateu 12 @PenepanbHoro 3akoHa or 4 mas 2011 r. N 99-®3 "O
JUIEH3UPOBAHUN OTACNBbHBIX BUIOB AesitenbHOCTU" (CoOpanue 3akoHnomarensctBa PO, 2011, N 19, cr.
2716; 2012, N 31, cr. 4322; 2013, N 9, ct. 874; N 27, ct. 3477; 2014, N 30, cT. 4256; N 42, cT. 5615;
2015, N 1, cr. 11; N 29, cT. 4342; N 44, ct. 6047; 2016, N 1, ct. 51; 2018, N 31, cT. 4838; N 32, cT.
5116; N 45, ct. 6841; N 53, ct. 8424).

3) MenuuuHCKME paOOTHHUKM MEAMLMHCKUX OpraHM3alluil, OKa3bIBAIOIIMX IMEPBHUUHYIO MEIHKO-
CaHUTAPHYIO IIOMOIIb, IOJIBEJOMCTBEHHBIX (DeepaJbHbIM OpraHaM HCIOJIHUTEIbHOW BIACTH WJIU
OpraHaM HCIIOJIHUTENbHON Bi1acTu CyObekToB PD;

4) uHOUBUAYyalbHbIE MPEINPUHUMATENH, OCYLIECTBISIOMINE MEIUIMHCKYIO JEATeIbHOCTh U
BKJIIOYEHHBIE B PEECTp MEAMLMHCKUX OpraHu3alliil, OCYIIECTBISIONMX JesITeIbHOCTh B cdepe
0053aTeIbHOTO0 METUIIMHCKOTO CTPaxOBaHUSI.

38. Ilpu Ha3HAYEHMHU JIEKAPCTBEHHBIX IMPENapaToB rpa)kJaHaM, UMEIOIIUM IpaBO Ha OecIuiaTHOE
MOJlyYEHHUE JIEKAPCTBEHHBIX IpPENapaToB WM IMOJTY4YEHHE JIEKApCTBEHHBIX IPENapaToB CO CKUIKOH, B
peuenTe ykasplBaeTcs HoMep TeledoHa, MO KOTOPOMY paOOTHHMK aNTeYyHOW OpraHu3aluu IpH
HEOOXOIMMOCTH MOXKET COTJIaCOBATh C MEAUIIMHCKIM PaOOTHUKOM 3aMEHY JICKapCTBEHHOTO Iperapara.

39. HazHaueHne HAPKOTHUYECKHUX M TICHXOTPOIHBIX JIEKaPCTBEHHBIX Mpernaparos crucka Il [lepeuns
(3a MCKIIIOYEHHEM JICKapCTBEHHBIX TPEMapaToB B BUAE TPAHCACPMAIBHBIX TEPANIeBTHYECKHX CHUCTEM, a
TaKKe JICKAPCTBEHHBIX IIPENapaToB, COJAEPXKALIIMX HAPKOTUYECKOE CPEICTBO B COYETAHHU C
AQHTarOHUCTOM ONHMOUIHBIX PEIENTOPOB) TpaKAaHAM, WMEIOIIMM IpaBO Ha OECIUIaTHOE TOyYeHHUe
JIEKapCTBEHHBIX IMPENapaToB WM MOJYYEHUs JIEKapCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIIECTBIISETCS
Ha pernentypHoM Onanke ¢opmbl N 107/y-HII, k koTOpoMy IOTMOTHHUTEIHHO OPOPMIISIETCS PEIenT Ha
peuentypHoM Onanke Gopmbl N 148-1/y-04 (1) (B ABYX 3K3eMILIApax Npu oGOpMIIEHUH HA OyMa)KHOM
HOCHTEJIE).

40. Ha3zHaueHre HapKOTUYECKUX M TICUXOTPOMHBIX JIEKapCTBEHHBIX mpenaparoB cnucka Il Ilepeuns
B BHJE TpPAHCIEPMAIbHBIX TEPANEBTUUECKUX CHCTEM, HAPKOTUYECKHUX JIEKAPCTBEHHBIX MPENapaToB
coucka Il Ilepeuns, conepamux HapKOTUYECKOE CPEACTBO B COYETAHUU C AHTArOHUCTOM ONHOMIHBIX
pEeLenTopOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX mpenaparoB cnucka III Ilepedns, sexapcTBEHHBIX
npenapaToB, BKIOYEHHBIX B iepeueHb [IKY, nekapcTBeHHBIX npenapaToB, 00J1aAa0nmX aHa00INIeCcKoi
AKTUBHOCTHIO B COOTBETCTBUM C OCHOBHBIM (PAapMaKOJOTHUECKUM JIeHCTBHEM, KOMOMHHPOBAHHBIX
JEKapCTBEHHBIX IIPENaparoB, YyKa3aHHbIX B poanyHkre 3 myHkra 10 Hacrosmero Ilopsnka,
npeHa3HaYCHHbIC JUIS JICUCHUS TPaKJaH, UMEIOIINX MPaBO Ha OeCIulaTHOE TOIy4YeHHUE JIEKapCTBEHHBIX
IpenapaToB UM MOJIyYeHHE JICKapCTBEHHBIX MTPENapaToB CO CKUAKOMN, OCYIIECTBISAETCA HA PELENTYPHOM
onmanke (opmber N 148-1/y-88, K KOTOpPOMY JOTOIHHUTEIHEHO O(GOPMIISIETCS PEleNT Ha PEeUenTypPHOM
6nanke Gopmbl N 148-1/y-04 (1) (B ABYX 3K3eMIUIspax mpu opopMiIeHUH Ha OyMaXXHOM HOCHUTEIE).

[Tpunoxenue N 1 k [Topsaky Ha3HaUEHUS JIEKAPCTBEHHBIX MIPENAPATOB, YTBEPKICHHOMY IIPUKA30M
Munszapasa P® ot 14.01.2019 N 4u

13 13 32


http://disuria.ru/

Mpvka3 Munsgpas P® ot 14.01.2019 N 4H — O6 yTBEpXXAEHUM NOpsiAKa Ha3HaYeHNs NlekapCTBEHHbIX NpenapaTtoB, (hopM peLenTypHbIX
6naHKoB Ha nekapcTBEHHbIE NpenapaTbl, Nopsiaka ohopMIeHNs ykasdaHHbIX 6raHKoB, UX ydeTa u XxpaHeHus — [lencTeytoLlas nocrneaHss

pepakumsa ot 11.12.2019 — 3apernctpuposaHo B MuHiocte P® 26.03.2019 N 54173 — Hauano gencteus pegakumm 09.02.2020

KonnyecTBo HapKOTUUYECKUX CPEACTB UJIM NCUXOTPONHbLIX BeLeCcTB, KOTOpoe MoXeT
ObITb BbINMCaAHO B OQHOM peuenTe

N /i

MexayHapoaHOE HEITaTEHTOBAHHOE @dopMa BBIITyCKA U Komungectso
HAaMEHOBAaHHE HAPKOTUYECKOTO U JIO3UPOBKA
TICUXOTPOITHOTO JICKAPCTBEHHOTO
npernapara
1 bynpenopdun + Hamokcon TabmeTku 60 TabyreTok
CyOJMHTBaIbHBIC
0,2 mr + 0,2 mr (ymakoBka, kpatHas N 20)
2 Bbynpenopdun PactBop a1 nHBEKIMIA, 30 ammyn (mmpu-
0,3 mr/ma 1 mn TIOOUKOB)
3 bynpenopdun TpancnepMaabHbI
TTACTHIPh
35 Mkr/49ac 20 mmacTeipei
52,5 MKT/9ac 10 mnacteipei
70 MKr/49ac 5 macTeipeit
4 Juruapoxonenx TabmeTku
MIPOJIOHTUPOBAHHOTO
NEUCTBUS
60 mr 40 TabneTok
90 mr 30 TabneTok
120 mr 20 TabneTok
5 Mopdun PactBop miig uHbBEKINHA,
pacTBOp 7151 MOJKOKHOTO 20 ammryst (mmpuir-
BBCICHIA TIOOUKOB)
10 mr/mi 1 Mo
6 Konewnn + Mopdun + Hockanun + PactBop a1t moaK0KHOTO
[TanaBepun + Tebaun BBeacHusa 0,72 + 5,75 +
2,7+0,36 + 0,05 mr/mn 1 20 ammyn
mi 1,44+ 11,5+54+
0,72 + 0,1 mr/ma 1 mn
7 Tpumenepunun Tabnerku 25 mr 50 Tabnerok
8 Tpumenepunnx PactBop 11t nEBEKIIMI 20 ammyn (Lmpuil-

10 mr/mir 1 Mo

© ApanTaums v gu3anH gokymenTa: [letckasa yponorus B Omcke http://disuria.ru/

TIOOUKOB)

14 n3 32


http://disuria.ru/

Mpvka3 Munsgpas P® ot 14.01.2019 N 4H — O6 yTBEpXXAEHUM NOpsiAKa Ha3HaYeHNs NlekapCTBEHHbIX NpenapaTtoB, (hopM peLenTypHbIX
6naHKoB Ha nekapcTBEHHbIE NpenapaTbl, Nopsiaka ohopMIeHNs ykasdaHHbIX 6raHKoB, UX ydeTa u XxpaHeHus — [lencTeytoLlas nocrneaHss
pepakumsa ot 11.12.2019 — 3apernctpupoBaHo B MuHiocte P® 26.03.2019 N 54173 — Hauano gencteus pegakumm 09.02.2020

© ApanTaums v am3anH gokymeHnTa: [letckasa yponorus B Omcke http://disuria.ru/

20 mr/min 1 Mo
9 Mopdun TabneTku (Kamncysbl)
MPOJIOHTUPOBAHHOTO
NEUCTBUSA
10 mr 180 Tabu. (karc.)
30 mMr 60 Tabmn. (karc.)
60 mMr 40 Tabm. (xarmc.)
100 mr 20 Tabn. (karc.)
200 mr 20 Tabn. (karc.)
10 Mopdun Tabnetkun
5 wmr 100 Tabnerox
10 mr 100 tabierox
11 Mopdun Karum 1 npuema BHYTpb
4 ¢urakoHa
20 mr/mi 20 mn
12 Mopdun PactBop miist npuema
BHYTPb (MOHO/103bI)
2 mMr/mn 5 mit 100 amrry /3
6 Mr/mMit 5 Mt 80 ammyn /3
20 Mr/ma 5 mi 30 amryn /3
13 OxkcukonoH + Hamoxcon TabmeTku
MIPOJIOHTUPOBAHHOTO
JIEUCTBUSA
SwMr+2,5wMr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTox
40 mr + 20 mr 20 TabneTok
14 | IlponuonundenumdTokcudTUnunepus | Tabnetku 3ameunsie 20 50 1a611eTOK
WH MT
15 deHTaHuI TpancnepmanpHas
TepaneBTUYECKasl CUCTEMA
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12,5 Mkr/4ac 20 miacteipei
25 MKr/4ac 20 macteipei
50 MKkr/gac 10 mnacTeipeit
75 MKr/4yac 10 rutacTeipeit
100 mkr/gac 10 rutacTeipeit
16 ®eHTaHun TabneTku NoabA3bIYHbIC
0,1 mr
0,2 mr
0,3 Mr 50 TabieTok
0,4 mr
0,6 mT
0,8 mr
17 deHTaHun Crpeil Ha3aJIbHBII
dnaxoH 50 MKr/mo3a
2,0 M (10 mo3) 24 ¢nakona
3,2 mi (20 o3) 12 ¢pnakoHoB
5,0 M (40 o3) 6 prmakoHOB
®nakon 100 Mkr/mo3a
2,0 mut (10 mo3) 12 ¢nakoHoB
3,2 mit (20 o3) 6 prmakoHOB
5,0 mu (40 o3) 3 dbmakona
dnakon 200 MKr/mo3a
2,0 M (10 mo3) 12 pmakoHOB
3,2 M (20 mo3) 6 ¢rakoHOB
5,0 mi (40 mo3) 3 ¢makona
18 byTtopdanon PacTtBOp 115 maBEKIUH 2 20 ammyn
mr/mut 1 mi
19 Hanbydpun PactBop muist uHBEKITUI
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10 mr/mon 1 Mo 50 ammmy
20 mr/man 1 Mo 25 amnyn
20 ®enobapOuTan Tabnetku
Swmr
50 mr 50 TabneTok
100 mr

[Ipunoxenue N 2 k [lopsiiky Ha3HaUeHUS JIEKAPCTBEHHBIX MIPENApaTOB, YTBEPKICHHOMY IPUKa30M
Munuctepcrsa 3apaBooxpanenust PO ot 14 auBaps 2019 r. N 4u

CnpaBo4yHO

PekoMeHAoOBaHHbIE K UCMOJNIb30OBaHUIO COKpaLLeHUsi Npu ohopMIieHun peLenToB

Crincox u3MeHsoIMX T0KyMeHTOB (B pea. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

N /i Coxkpaienue IlonHoe Hanncanue ITepeBon
1. aa ana 10, TOPOBHY
2. ac., acid. acidum KHCJIOTa
3. aer. aerozolum a’p030J1b
4. amp. ampulla amITyJia
5. aqg. aqua BOJIA
6. aq. purif. aqua purificata BOJIa OUUIIICHHAS
7. but. butyrum Macio (TBepaoe)
8. caps. capsula KarcyJia
9. comp., Cps compositus (a, um) CIIOXHBIN
10. D. Da (Detur, Dentur) Brinait %Hyngsf;ﬂag)) Iycrs
11. D.S. Da, Signa Detur, Signetur BHH?i;fHocngéZg{Z?;gymT
12. D.t.d. Da (Dentur) tales doses Beimaii (ITycts OyayT BBITaHBI)

© ApanTaums v am3anH gokymeHnTa: [letckasa yponorus B Omcke http://disuria.ru/
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TaKue O35l

13. dil. dilutus pa3BeACHHBIN

14. Div. in p. aeq. Divide in partes aequales Pa3nenu Ha paBHbIE YacTu

15. emuls. emulsio AIMYJIbCUS

16. extr. extractum 9KCTPAKT, BRITSKKA

17. F. Fiat (fiant) [Tycts 06pasyercs (00pazyroTcst)

18. gran. granulum TPaHyJIbI

19. gt., gtt gutta, guttae Karuis, Karim

20. gtt. peror. guttae peroralis KaILT! JIJIs TIpUeMa BHYTPh

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 Ta6HeT:zisogziI;gﬁep;BaHHHM
B Ta0JIETKaX C MPOJIOHTUPOBAHHBIM

25. | in tab. prolong obd. | in tab(u)lettis prolongatis obductis BBICBOOOKIEHHEM, TTOKPBITBIX

000JI0YKOM

26. lin. linimentum JKUKas Ma3b

217. lig. liquor KHUJIKOCTh

28. lot. lotion JIOCHOH

29. m. pil. massa pilularum MUAJTIOJIbHAS Macca

30. membr. bucc. membranulae buccales [UIEHKU 3allcYHbIE

31. M. Misce, Misceatur Cwmemaii (ITycts Oyner cmenaHo)

32. mixt. mixtura MHUKCTypa

33. N. numero YHCIIOM

34, ol. oleum Macjo (FKUIKOE)

35. past. pasta nacra

36. pil. pilula, pilulae TIVUTEOJISL, TIVUTEOJTA

© ApanTaums v am3anH gokymeHnTa: [letckasa yponorus B Omcke http://disuria.ru/
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37. p. aeq. partes aequales paBHBIE YaCTH

38. ppt., praec. praecipitatus OCaKICHHBIN

39. pulv. pulvis MOPOIIIOK

40, Qs quantum satis CKOJIKO HOTpHe:;/OCTC}I, CKOJIBKO

41. r., rad. radix KOpEHb

42. Rp. Recipe Bozsmu

43. Rep. Repete, Repetatur [ToBTopu (IlycTh Oynet moBTOPEHO)

44. rhiz. rhizoma KOpPHEBUIIE

5. 3 Signa, Signetur Obanmt: (yo Gyacr

46. sem. semen cemst

47. simpl. simplex MPOCTOM

48. Sir.. sirupus CHpOII

49. sol. solutio pacTBop

50. sol. peror. solutio peroralis pacTBOp JIs IpUeMa BHYTPb

51. Spr. spray cpen

52. Spr. nas. spray nasale CIpel Ha3albHbIN

53. supp. suppositorium CBeYa, CyMImO3UTOpUi

54. susp. suspensio CYCIICH3UsI, B3BECh

55. tabl. tab(u)letta TadyieTka

56. t-ra, tinct. tinctura HACTOMKa

57 STT Systemata Therapeutica TpancnepmanpHas TepaneBTHUecKas
Transcutanea Cucrema

58. ung. unguentum Masb

59. vitr. vitrum CKJISTHKA

[Ipunoxxenne N 2 k npukazy Munsapasa PO ot 14.01.2019 N 4n

© ApanTaums v am3anH gokymeHnTa: [letckasa yponorus B Omcke http://disuria.ru/
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Cncok U3MEHSIOMMX TOKyMeHTOB (B pen. [Ipukaza Munzapasa PO ot 11.12.2019 N 1022#H)

®opma penentypHoro 6imanka N 107-1/y

MMHMCTEPCTBO 3OPaBOOXPaHEHUA Kon ¢opmer nmo OKYI
Po Kon yupexnenusa no OKIIO
MemomMuMHCKAasA IOOKyMEeHTalMUsa
HavMeHOBaHMe (WITaMII) ®opma N 107-1/y
MEOMUMHCKOM OpTaHM3alumn YTBepXIOeHa NPpUKas30M
MuHMCTEPCTBA 3OPaBOOXPaHEHUS
HavMeHoOBaHMe (WITAaMII) P®
VHIVBUOYAJILHOTO MPEeNNpPUHUMATEIS or 14 sauBapsga 2019 r. N 4H

(yxkazaTb ampec, HOMEP M IaTy JMLEeH3UM,
HaMMeHOBaHMEe OpTaHa TOCYyIapCTBEHHOM
BJIACTHM, BHIOABIIETO JIMLIEH3MIO)

Peuent
(B3POCIIBEIN, IOEeTCKMM — HYXHOE IIOOUEPKHYTH)
" " 2 O I‘
damMmmMsa, MHMLIMAJE MMEeHM M OTUecTBa ([ocjenmHee — IIpM HaJIUduM)
naumMeHTa
IaTa poxneHuda
daMmimsa, MHMLMAJE MMEHM M OTUYeCcTBa (IocjenHee — IIPM HaJIMUMM)
Jledaumero Bpaua (denbpmmepa, akylepKu)
pyo. |xono. | Rp
py0. |xom.| Rp
py0. |xon.| Rp
I[Tognmce M.II.

¥ IedaTh Jiedalero Bpaua
(momnuce Qesbrnuepa, akyllepKu)

PeuenrT pmermcrBUTeJIeH B TeueHume 60 mHer, mo 1 rozma ( )
(HyXHOE TOIYEPKHYTH) (ykaszaTes KOJIUUECTBO
MecsleB)

OBbopoTHas CTOpPOHAa

OTMeTKa 0 Ha3HAYEHHUH JICKApCTBCHHOT' O
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npernapara 1o pelneH’o BpadyeOHOH KOMUCCUH

[Ipurorosun [Iposepuin Otnycrun

®opma perentypHoro 6ianka N 148-1/y-88

MUHMCTEPCTBO 3IPaBOOXPAHEHUS

P® Kom dopmer mo OKYI 3108805
MenuuyHCKas OOKYMEeHTalMd
HavMeHOBaHMe (WTaMII) ®opma N 148-1/y-88
MEeIMLUMHCKOMY OpTraHM3auun YTBepXIeHa IIPUKa30M
MyHMCTEPCTBA 3OPaBOOXPAaHEHUS
HamMmeHOBaHMe (WTaMII) PO
VHIVBUOYAJIbEHOT'O MPennpuHUMAaTEeIA or 14 auBapsa 2019 r. N 4u

(yxkazsaTb ampec, HOMEp M IaTy JULEH3UM,
HaVMEHOBAHUE OpraHa I'OCYIapCTBEHHOM
BJIACTU, BHIOABIIETO JIMIEHS3NO)

rairararn rairarararn
Cepusa N
LdL 1L JdL 1 LdLJdLJdL 1L 4

PELENT "o 20 .
(maTa odopmIleHMsa pelLenTa)

(B3pOCIBI, IOEeTCKMM — HYXHOEe INOIUEPKHYTH)

damMuiisa, MHULMAJE MMEHM UM OTdUeCcTBa (nmocnenuee - npn HaJ'H/IqI/H/I)
IIalgmMeHTa

IaTa poxneHuda

Agpec MecTa XMTeJbCTBa MM N MEeIMUMHCKOM KapTh aMOyJlaTOPHOT'O MallMeHTa,
oJjiydyamomero MeOMUMHCKY IIOMOUIb B aMOyJIaTOPHBEIX YCJIOBMSX

damMmnma, MHMLIMAJE MMEeHM M OTUeCcTBa ([ocjenHee — IIpM HaJIUduM)
Jledaumero Bpaua (denbpmmepa, akyllepKu)
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llognmce M nevaTh Jiedalero Bpauda M.II.
(momnuch Qernbrnmepa, akyllepKu)

PeuenT meMcTBUTEJIEH B TeueHue 15 mHen

ObopoTHasa CTOPOHA

OTMeTKa 0 Ha3HAUYCHUH JICKAPCTBEHHOTO
npernapara 1mo peneHno BpadyeOHOH KOMUCCHH

IIpurorosun IIposepuin Otnycrun

Crnrcok u3MeHsomux 10KyMeHToB (B pea. [Ipukaza Munzapasa PO ot 11.12.2019 N 1022H)

®opwma penentypHoro oiranka N 148-1/y-04 (1)

MuHUCTEPCTBO 3APaBOOXPAHECHUS YT1BepxkaeHa
PO puKa3oM MunucrepcTsa
Mecto ans 3/IpaBOOXpPaHEHUs
mTpUXKoIa <*> AP P
P®
or" " 2019r. N

[ramn
Kon

MEIUITMHCKOM opraHu3anvun

Hlramno
Kon

WHIAUBUAYAJIBHOT'O NPCAIIPUHUMATECIIA

Kon ¢opmsr mo OKVY/] 3108805
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Popma N 148-1/y-04 (1)

Kon xareropuu
rpakaaH

Kon nHozonornyeckoit HcTounuk puHAHCHPOBAHMS:

¢dbopmsl (o MKB) (TTIOAYEPKHYTH)

1. ®enepalbHbINA OFOIKET

2. bromxer cyobekra PO

% oIIaThI:
(IO TYEPKHYTH)

1. BecinatHo

3. MyHUIMTIATBHEIN OF0KET 2.50%
3. uHoit %
PELIEIIT Cepus N Jara opopmiieHus: 20 T

q)aMI/IJ'II/I}I, MHHUIMAJIBl UMCHHU U OTYCCTBA (HOCJ’IC,[[HCG - [Ipu HaJ'II/I‘-II/II/I)

rmanueHTa

Jlata poxxaeHus

CHUIJIC

N noauca
00513aTeJIbHOTO
MEIUIIMHCKOTO
CTpaxOBaHUSI:

Homep MemuinHCcKo#H KapThl MAIUEHTA, MTOTYYaOIEro MEIUITMHCKYIO TIOMOIIL B aMOYIaTOPHBIX YCIIOBUIX

q)aMI/IJ'II/I}I, MHHUIMAJIBl UMCHHU U OTYCCTBA (HOCJ’IC,[[HCG - [Ipu HaJ'II/I‘-II/II/I)

nedarero Bpada ((enmpamiepa, aKymepKu)

Py®. Konm.

SIGNAT .. oot e e e s s st e et et e e e e e e e e et e e e e e e e

[Tonnuce u meyaTh Jieyallero Bpayda
(moamuch enpamepa, akymepku)
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Penent netictBurenen B Teuenue 15 quelt, 30 aueit, 90 nHeit (Hy>XHOE MOAYECPKHYTH)

(3amonHseTCs CIenUaTUCTOM alTeYHOM OpraHn3aIiu¢)

OTIyIIEHO 10 peLenTy:

TOpFOBO@ HAaNUMCHOBAHUC U JO3UPOBKaA:

Hara ormycka: " " 20

KomnmnuectBo:

[Ipurorosui:

[Iposepuut: Otnycrun:

(JIuHUS OTPHIBA)

Kopermok peuentypHoro 6ianka

Haunmenosanue
JIEKapCTBEHHOTO TIpernapara:

Jlo3upoBka:

Crioco6 mpuMeHeHHUS:

[IponoIKUTENBHOCTD JHEW
KonnuecTBo mpuemMosB B pa3s
JICHb:

Ha 1 npuewm: el.

<*> B CJIydac HU3roTOBJICHUS PCUCITYPHOI'O 0JaHKa C HCIOJIb30BaHUEM KOMIIBIOTCPHBIX

TEXHOJIOTHUH.

O6opoTHast cTOpoHa

OTMeTKa 0 Ha3HAYEHUH JICKAPCTBEHHOT'O

mperapara 1o peneHnio BpaueOHON KOMICCUU

[IpuroroBun

IIposepun

OtnycTuin
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[Ipunoxxenne N 3 k npukazy Munsapasa PO ot 14.01.2019 N 4n

Mopsinok ohopmMneHust peLenTypHbIX 611aHKOB Ha fieKapCcTBEHHbIe NpenapaTtbl, UX yyeTta
N XpaHeHus

Crincox n3MeHsoIuX 10KyMeHToB (B pea. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

I. OchopmneHue peuenta Ha GyMaKHOM HocuTene

1. Ha penenrtypubix 6iankax ¢hopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B IeBOM BEpXHEM
yIJIy MPOCTABJISCTCS INTAMIT MEIUIMHCKON OpraHu3aliy C yKa3aHHEM €€ HAauMCHOBaHUS, ajpeca W
TesnedoHa.

JlononHuTeNnbHO Ha peuentypHoM Onanke dopmbel N 148-1/y-04(;1) mnpocTaBisieTcsl KOJ
MEIUIMHCKONH OpraHu3alMi B COOTBETCTBHM C OCHOBHBIM TOCYAapCTBEHHBIM PETHCTPAIIMOHHBIM
HoMmepoM (nanee - OI'PH).

Cepuss peuentypuoro Onanka ¢opmbl N 148-1/y-04(1) BriIrOYaeT Koa cyObekra P,
COOTBETCTBYIOIIMI  1BYyM TiepBbIM mudpam  OOmepoccuiickoro  Kiaccupukaropa OOBEKTOB
aJIMUHUCTPATUBHO-TEeppUTOpUanbHOro nenenus (ganee - OKATO).

Paspemaercsa usrorasnuBare perentypHsle oanku Gopmbel N 107-1/y u dopmbr N 148-1/y-04(x1) ¢
HOMOIIBIO KOMITBIOTEPHBIX TEXHOJIOTHH.

(8B pea. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

2. Ha penentypHblx OnaHKaX, OQGOPMIISIEMBIX HWHAMBUAYAIBHBIMUA IPEeINPUHUMATEISIMH,
UMEIOUIMMH JIMIEH3UI0 Ha MEIUIMHCKYIO JeSTeIbHOCTb, B BEPXHEM JIEBOM YINy THHOrpadcKum
CrocoOOM WM IyTeM MPOCTAaBICHMUSA INTaMIa JOJDKEH OBITh yKa3aH aJpec WHAWBUIYAIbHOTO
IOpeIlpuHUMAaTeNsl, HOMEp W Jara JIMLEH3UHM, HAauMEHOBAaHWE OpraHa TIOCyJapCTBEHHOM BJAcTH,
BBI/IABILIETO JIMLIEH3HIO.

3. Peuentypubie Onanku Gopm N 148-1/y-88, N 107-1/y u N _148-1/y-04(a1) 3anoiHsOTCS
MEIUIUHCKIM PaOOTHUKOM Pa300pUYUBO, YETKO, YCPHIIIAMH UJIH IAPUKOBOMN PYUYKOA.

4. JomyckaeTcsi opopMiieHHE BCEX PEKBU3HUTOB (3a MCKIIOUeHHEM pekBusuta "lloamuce nedariero
Bpaua (moAnuck Qenpauiepa, akymepku'") penentypHsix 6nankoB dopmbl N 107-1/y, dopmer N 148-1/y-
88 m dopmer N 148-1/y-04(11) ¢ UCTIONBF30BaHUEM NIEUATAIOIINX YCTPOHCTB.

5. Odopmnenue peuentypHbix OmankoB Gopmbr N 148-1/y-04(x1) BkmrouaeT uudpoBoe
KOJMPOBaHHE.

udpoBoe koaMpOBaHUE YKa3aHHBIX PELIENTYPHBIX OJAHKOB BKIIIOYAET:

1) xon memunuHckoil opranmzauuu (OI'PH) wim xon MHIUBUAYanbHOrO NpeANpUHUMATENS B
coOTBeTCTBUM ¢ OCHOBHBIM TIOCYJapCTBEHHBIM DPETUCTPALMOHHBIM HOMEPOM HHAMBHUAYaJIBHOIO
npennpunumMarens (nanee - OI'PHUIL), npocraBnsiemblii py U3rOTOBIEHUH pPELENTYPHBIX OJaHKOB;

2) KO KaTeropuM TIpaxkJaH, MMEIOIIMX NpaBO Ha IOJy4YEeHUE JICKApCTBEHHBIX IpenapaToB B
COOTBETCTBUHU cO cTaThel 6.1 @enepanbHoro 3akoHa ot 17 utonst 1999 r. N 178-®3 "O rocynapcTBeHHON
couuanpHOoW momou" <1>, W Ko HOo3010TH4YecKod (GopMbl 1O MeXITyHapOJHON CTaTHCTHYECKOM
kinaccudukanuu 6onesneit (mamee - MKbB), 3amonHseMble JiedaliyuM BpadyoM IyTEM 3aHECEHHUS KaKIIOi
UQPHI B yCThIe SYEHKHU, IIPU 3TOM TOUYKA MPOCTABIISETCS B OTAEIbHOM sueiike;

<1> Cob6panue 3akoHogarensctBa PD, 1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, cr.
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6603; 2013, N 48, ct. 6165.

3) ormeTka 00 ucrounuke GpuHaHCHpOoBaHU ((henepanpHbIi OromKeT [1], OromkeT cyobekra PD [2],
MYHHIIUTATBHBINA OroKeT [3]) u mporeHTe oruiathl perenta (6ecmatHo [1], 50% [2], unoit % [3]);
(8B pen. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

4) WTPUXKOJ - TOTIOJHUTEIbHBIA PEKBU3UT (B ClIy4ae M3TOTOBJICHUS Ha TEPPUTOPUH cyOnekTa PO
pelenTypHOTo OJIaHKA C UCTIOJIB30BAHUEM KOMITHIOTEPHBIX TEXHOJIOTHH).
(mm. 4 BBeneH [Ipukazom Munzapasa PO or 11.12.2019 N 1022#)

6. B penentypubix Oankax Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "dammus,
UHUIMATIBl MUMEHH M OTYecTBa (MOCTeqHee - MpH HaIW4YMK) MarueHTa" yKa3bIBaroTCsA (haMuus,
HMHUHAJIbI UMCHU U OTUHECTBA (HpI/I HaJ'H/I‘-II/II/I) IIarucHTa.

7. B peuentypusix Omankax dopm N 148-1/y-88, N 107-1/y u N _148-1/y-04(x1) B rpade "/lara
pokaeHUs" yKa3bIBAaeTCs 1aTa pOXKIECHUS NalleHTa (4uciao, MecsIl, rox).

JlomoHUTENBHO B petenTypHbix Onankax Gopmbl N 148-1/y-88 u dopmel N 107-1/y ansa geteii B
Bo3pacte 10 1 rona B rpade "JlaTta poxknenus" yka3bIBa€TCsl KOJTMYECTBO MOJHBIX MECSIIEB.

8. B peuentypubix Onankax ¢opmbl N 148-1/y-04(1) B rtpadax "CHUJIC" m "N mommca
0053aTeNFHOTO MEIUIIMHCKOTO CTpaxoBaHWsA" YKa3bIBAIOTCSA CTPAaXOBOW HOMEpP HWHIWBUAYAILHOTO
auneBoro cuera rpaxjaaHuHa B [lencuonnom ¢onge PO (CHUJIC) (npu Hanuuuu) U HOMEp IMoJuca
00513aTeIbHOTO METUIIMHCKOTO CTPaXOBaHMUS.

9. B penentypHbix O6sankax (opmer N 148-1/y-88 B rpade "Anpec MecTa )KUTENbCTBA UM HOMED
MEIUIIMHCKON KapThl TMAlMEeHTa, IMOJyYaloMIero METUIMHCKYIO IOMOIIb B aMOYJIaTOPHBIX YCIOBHSAX'
YKa3bIBAETCsl aJpec MecTa JKMTeNbCTBA (MecTa MpeObIBaHMS WIM MecTa (DaKTHUYEeCKOTO IMPOXKMBAHUSA)
NalUeHTa WM HOMEp MEIMIUHCKOM KapThl NalMeHTa, MOJYy4yaroUulero MEIWLUHCKYI0 IOMOUIb B
aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> Jlpuka3 MuHuctepctBa 31apaBooxpaHeHus P® ot 15 gexabps 2014 r. N 834n "OG6
YTBEP)KJICHUH YHU(DUITUPOBAHHBIX (OPM MEAUIIMHCKON JOKYMEHTAIMH, HCIIOIB3YEMbIX B MEIUIIMHCKHAX
OpraHu3alMsIX, OKa3bIBAIOIINX MEIULMHCKYIO IOMOIIL B aMOYJIaTOPHBIX YCJIOBUSX, U MOPSAAKOB IO UX
3anojHeHuto" (3apeructpupoBan MunuctepctBoM tocturiu PO 20 despans 2015 r., peructparinoHHbIHI
N 36160), c n3MeHeHUsIMH, BHECEHHBIMHU TIpUKa3oM MuHHCTepcTBa 3ApaBooxpanenus PD ot 9 supaps
2018 r. N 2 (3apeructpupoBan MunuctepctBoM roctuiiuu PO 4 anpens 2018 r., perucrpaunonusii N
50614) (nanee - mpuka3 N 834H).

B penentypueix 6mankax ¢popmer N 148-1/y-04(x1) B rpade "Homep MeJUIIMHCKON KapThl IAIlMEHTA,
MOJTyYaIOIEro MEAUIMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBUSX' yKa3bIBAa€TCsI HOMEP MEIULIMHCKON
KapThl NMALMEeHTA, OJIyYaoIero MEAUIUHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBUAX <3>.

<3> Ilpuka3 N 834H.

10. B rpade "damuins, MHAMAIBI IMEHH M OTYECTBA (MOCIEHEE - P HAJIMYWH) JICYallero Bpaya
(penmpamepa, akymepku)" penentypHbsix Oi1ankoB dGopm N 148-1/y-88, N 107-1/y u N _148-1/y-04(x)
PYYHBIM CIIOCOOOM WJIM C MOMOIIBIO INTAaMIIa YKA3bIBAIOTCS (DaMHJIMSA, WHHIMAILI HMEHH W OTYECTBA
(mocnenHee - MpW HaJMYMK) MEAULMHCKOTO paOOTHHKA, HAa3HAYMBIIETO JIEKAPCTBEHHBIE Ipernaparbl U
0()OPMHUBILIETO PEIIENT.
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11. B rpade "Rp" peuentypubix OmankoB dopm N 148-1/y-88, N 107-1/y u N _148-1/y-04(x)
YKa3bIBaeTCs:

1) HauMeHOBaHUE JIEKAPCTBEHHOT'O Mpenapara (MeXayHapoJAHOE HENTaTeHTOBAHHOE HaUMEHOBAHUE,
IpYNIUPOBOYHOE WM XMMHYECKOE HAaMMEHOBAaHHE, TOPrOBOE€ HAMMEHOBAHHE) HA JIATUHCKOM S3bIKE,
(dopMa BbIITyCKa, JO3UPOBKA, KOJIMYECTBO;

2) crmoco® NpUMEHEHUs JIEKapCTBEHHOTO IpenapaTa Ha TOCYAApCTBEHHOM si3blke PD unm Ha
rocyAapcTBeHHOM si3blke PD 1 rocy1apcTBEHHOM sI3bIKE peciyOIMK U UHBIX A3bIKaxX HapoaoB PD <4>.

<4> Yactp 1 crareu 15 3akona P® or 25 okrsaops 1991 r. N 1807-1 "O s3pikax HapomoB PD"
(Benomoctu cwe3na Hapoansix aenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740;
CoOpanue 3akoHomaTenbeTBa PO, 1998, N 31, c1. 3804) (manee - 3akon N 1807-1).

12. IIpu odopmiieHnH pelienTypHBIX OJIAHKOB 3aMpeniacTcs OrPaHUYUBATHCS OOITUMHU YKa3aHUSIMU,
Harpumep, "Baytpennee", "U3BecTHO".

13. Penenit, oopmiteHHbIi Ha perientypHoM Onanke dhopm N 148-1/y-88, N 107-1/y u N _148-1/y-
04(11), MOAMUCHIBACTCS MEAMIIUHCKAM PAOOTHUKOM H 3aBEPSETCS €ro MeYaThio.

Penenit, ohopmitennsiii Ha penentypHoM Omanke Gopmbl N 148-1/y-88 u dhopmer N 148-1/y-04(1)
JIOTIOJTHUTEIIBHO 3aBEPsIeTCs MeUaThio MEIUIIMHCKON opranu3arun "Iy perenTos".

14. Ha oxaom penienitypaoM Ostanke dhopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(11) pazpemnaercs
OCYIIECTBIISATH HA3HAYEHHE TOJIKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpemnapara.

Ha omgnom penentypHoMm Onanke dopmel N 107-1/y pa3pemiaercss OCYMIECTBIISTh Ha3HAYCHHE
TOIBKO  OJHOTO HAMMEHOBAHUS JIGKAPCTBEHHOrO mpemapara, oTHocsmerocs 1o ATX «
aHTUIcUXoTHYeckuM cpeactBaM (ko NOSA), ankcuonutukam (ko NOSB), CHOTBOPHBIM U CEIaTHBHBIM
cpenctBam (kox NOSC), antupenpeccantam (kog NO6A) u He MOANEXKAIETO MPEIMETHO-
KOJMYECTBEHHOMY Yy4YeTy, M JO0 TpeX HAWMEHOBAHUM JICKAPCTBEHHBIX IMpenapaToB - MJs HWHBIX
JIEKapCTBEHHBIX MPEMapaToB, HE OTHECEHHBIX K BhIlIeyka3aHHbIM ATX.

15. VcnipaBneHust B perenTe He JOIyCKaloTCs.

16. Ilpu opopmnennn perentypHbix Onankos Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JICKapCTBEHHBIC TMpenapaThl, Ha3HAYCHHBIC [0 pPEIICHUI0 BpaueOHOW KOMHCCHHM, Ha 000poTe
peLenTypHOro OJlaHKa CTABHUTCS CIICIMAIbHAS OTMETKA (LIITaMII).

17. Ha penentypnom Onanke ¢opmel N 148-1/y-04(1) BHHM3Y wHMeeTcs JMHHS OTpHIBa,
pazJessoNias peHenTypHbIN OJIaHK U KOPEIIOK.

Kopemrok ot perenTa, oGopMICHHOTO Ha yKa3aHHOM PELENTYpPHOM OJIaHKE, BBIAACTCS MalUEeHTy
(ero 3aKOHHOMY TMpEICTABUTENI0) B AaNTEYHON OpraHW3alMd, Ha KOPELIKe [eaeTcss OTMETKa O
HAMMCHOBAHUH JICKAPCTBEHHOTO MperapaTa, 103MpOBKe, KOJTMYECTBE, CIIOCO0e TPUMEHCHUSI.

18. OdopmieHue cHenuaIbHOrO pELENTypHOro OJaHKa Ha HAPKOTUYECKOE CpPEACTBO U
NICUXOTPOIIHOE  BEIIECTBO  OCYILIECTBISIETCS B COOTBETCTBUM C  MpHKa3oM  MuHuctepcTBa
3apaBooxpaHeHus P® ot 1 asrycra 2012 r. N 54 "OO yTtBepkaeHHU (POpMBbI OGJIIAHKOB PELEITOB,
COJIepKalllMX Ha3HAU€HWE HAPKOTHYECKUX CpPEACTB WM ICUXOTPONHBIX BELIECTB, MOpPAIKAa HX
U3rOTOBJICHUS, PacIpeeNICHHs, PETUCTPALMK, yUeTa U XpaHEeHNUs, a Takxke MpaBuil opopmiieHUs" <5>.

<5> 3apeructpupoBad MunucrepcrsoMm roctuimu P® 15 asrycra 2012 r., perucrpanoHHbiii N
25190, ¢ u3MeHeHUsIMU, BHECEHHBIMU IpHKa3aMu MuHucTepcTBa 3apaBooxpaHeHus PO or 30 uroHs
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2015 r. N 385H (3apeructpupoBad MunucrepctBoM rocturmu PD 27 HosOps 2015 r., perucTparimoHHbII
N 39868), ot 21 anpenst 2016 r. N 254 (3apeructpupoBad MunuctepctBoM toctuiiuu PO 18 urons 2016
r., peructpanuoHHbd N 42887), ot 31 oktsaopst 2017 r. N 882u (3apeructpupoBaH MUHHCTEPCTBOM
octunu PO 9 suBaps 2018 r., peructpanuonnsiii N 49561).

Il. OchopmneHue peuenta B opmMe 3NIEKTPOHHOIO AOKYMEHTa

19. Peuent B gopMe 37IEKTPOHHOTO JTOKYMEHTA, MOANKUCAHHOTO YCUJIEHHOW KBalIU(DUIUPOBAHHOM
AJIEKTPOHHOM NOJNUCHIO, (GOPMUPYETCS MEIULMHCKUM pPaOOTHUKOM, CBEJIEHUS O KOTOPOM BHECEHBI B
denepanbHbIl pErUCTp MEAMLUMHCKUX pabOTHUKOB <6>, a Takke MpU YCIOBUM DPErHCTPALUU
MEIUIIUHCKONH OpraHW3alru, B KOTOPOW O(OpMIISIETCSl pelenT, B (peaepatbHOM peecTpe MEIUIMHCKUX
opranuzanuii <7> eIuHON rocyJapCTBEHHOM MH(OPMAIMOHHON CUCTEMBI B cdepe 3paBOOXpaHEHHS U
MOJKJIIOUEHHUS] TaKOM MEIUIMHCKOM OpraHu3aluu K ToCyAapCTBEHHOW HMH(OPMALMOHHOW CHUCTEME B
cdepe 31paBooxpaHeHus cyobekra PO <8>.

<6> Ilynktbl 6, 7 IlomoxkeHus: 0 eAWHON rocyAapcTBEHHON WMH(GOPMAIMOHHON cucTteMe B cdepe
3/IpaBOOXpAHEHMs], YTBEp)KJIeHHoro nocraHoBieHueMm IlpaButensctBa P® ot 5 mas 2018 r. N 555
(Cobpanue 3akoHonmaTenbetBa PO, 2018, N 20, ct. 2849; N 49, ct. 7600; N 50, ct. 7755; 2019, N 6, cT.
533) (manee - [lonoxxenue o eUHOMN cUCTEME).

<7> Ilynktsl 9, 10 Ilonoxxenust o equHOI cucTeMe.

<8> Cratbm 91 u 91.1 denepanpHOro 3akoHa oT 21 HOsOps 2011 roma N 323-®3 "OO6 ocHOBax
OXpaHbl 310poBbs TpaxkaaH B PO" (Cobpanue 3akonogarensctBa PD, 2011, N 48, ct. 6724; 2012, N 26,
cT. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N 48, c1. 6165; 2014, N 30, cT. 4257; N 43, c1. 5798; N
49, ct. 6927, 6928; 2015, N 1, ct. 85; N 10, ct. 1425; N 27, c1. 3951; N 29, c1. 4397; 2016, N 1, cT. 9,
28; N 15, ct. 2055; N 18, ct1. 2488; N 27, cT. 4219; 2017, N 18, cT1. 2663; N 31, c1. 4794).

20. ITpu opopmiienun perenta B (opMe IEKTPOHHOTO TOKYMEHTA Ha JIEKAPCTBEHHBIE MPETIapaThl,
yKa3aHHble B HOANYHKTax 2 - 5 myHkra 10 u nmyHkre 12 Ilopsaka Ha3HauyeHHs JIEKapCTBEHHBIX
[IPEenapaToB, YTBEPKACHHOIO HACTOSIIMM [PUKA30M, M OTIYCKaeMmble 3a IOJHYI CTOMMOCTb,
3aIOJIHAIOTCS CIEAYIOUINE PEKBU3UTHI:

1) xon cyonekra PO mo OKATO, onpenenstomniuii rocy1apCTBEHHY0 HHPOPMALMOHHYIO CHCTEMY B
cdepe 3mpaBooxpaHeHHs cyObekra P®D, B koTopoil cdopmupoBaH perent B (HopMe 3IEKTPOHHOTO
JTIOKYMEHTA;

2) HaMMEHOBAaHUE MEAMIIMHCKOW OpraHu3aluu, aapec, TenedoH win ¢haMuins, UHALUAIB UMEHU U
oTyecTBa (TMOCeNHEee - IPU HATUYUK) WHAUBUAYAIBHOIO MPEANPUHUMATENS, UMEIOLIET0 JIMIEH3UI0 Ha
MEAMIIMHCKYIO JIEATENbHOCTD, €T0 apec;

3) OI'PH ropuanueckoro nuna (MemunuHckoil opranmszanuu) win OIPHUII unauBumgyansHOTrO
peIpUHUMATEIIS;

4) nata opopmiieHus perenta (yKa3bIBaeTCs YUCII0, MECAIL, TOJT);

5) nmata oOKoHuYaHUS JeHCTBUS penenta (GpopMupyercss TroCyAapcTBEHHOW HHQPOPMAIIMOHHOM
cucTeMoii B cdepe 31paBooxpaHeHus cyobekTa PO B COOTBETCTBHH CO CPOKaMU JCHCTBUS pelenToB: 15
nueit, 30 qaeit, 60 naei, 90 nHel, 1o 1 roga);

6) YHUKaIbHBIA HOMEp perenta (GopMUpPYETCS TOCYAapCTBEHHOW WH(POPMAIMOHHON CHCTEMOW B
cdepe 3apaBooxpaHeHUs cyObekTa PD u obecrieunBaeT OAHO3HAYHYIO HACHTU(UKALMIO pelenTta B
dopme snexkrporHoro nokymenta B couetannu ¢ OKATO, OI'PH unu OI'PHUII);

7) ormetku "cito" (cpounHo) wnu "statim" (HeMmenJIeHHO) MPH HEOOXOJUMOCTH CPOYHOTO WIU
HEMEJIEHHOTO OTIYCKa JIEKaPCTBEHHOT'O IIperapara MauueHTy;

8) aapec marmeHnTta (yka3bIBaeTcsl MOYTOBBLIN aJpec MecTa KUTENbCTBA (MecTa MpeObIBaHUS WIH
MecTa (PaKTHUECKOTO MPOXHMBAHUS) C YKa3aHHEM WHJEKCa, HAMMEHOBAaHUS Kpas, 00JacTH, peciryOInKH,
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ABTOHOMHOI'O OKpYyra, HAauUMEHOBAHMS HACEJIEHHOIO IIyHKTa, HAMMEHOBAaHUS YJULBI (MPOCIEKTA,
nepeyJska, npoesaa), Homepa aoma (C ykazaHueM KopIryca, Ipy HaJM4uH ), HOMepa KBapTHPHI);

9) HOMEp SIEKTPOHHOM MEIUIIMHCKOM KapThl MalUeHTa B TOCYAAPCTBEHHOW HH(OPMALMOHHON
cucreme B chepe 31paBooxpaHeHus cyobekTa PO;

10) bamunms, M, oT4ecTBO (PY HAJTMYWH) MTAIIMEHTA TIOJIHOCTHIO;

11) para poxnaeHus mnauueHta (yKasblBaeTCs YHUCIO, Mecsl, roj), Aas jgeredl no 1 roxaa
JIOTIOJTHUTENBHO YKA3bIBAETCSI KOJIMYECTBO MOJHBIX MECSIIEB;

12) hamunusi, MHUIMATIBI UMEHU U OTYECTBa (IIOCIEHEE - IPU HATMYMH) MEIUIIMHCKOTO pabOTHUKA
HOJHOCTBIO;

13) HauMMeHOBaHHME  JIEKAPCTBEHHOIO  Mpemapata  (MEXAyHapoOJHOE  HeNaTeHTOBaHHOE
HAaUMEHOBAaHUE, TPYNIUPOBOYHOE WJIM XHMUYECKOE HAMMEHOBAaHUE, TOPrOBOE HAMMEHOBAaHUE) Ha
JATUHCKOM $I3bIKE, T03UPOBKa, (hopMa BBIITYCKa, KOJTUYECTBO;

14) cnoco0 mpUMeHEHHus JEKapCTBEHHOIO Ipernapara Ha TOCyJapCTBEHHOM si3bike PP wim Ha
roCyJJapCTBEHHOM si3blke PD 1 rocy1apcTBEHHOM sI3bIKE PECIyOJIMK U MHBIX S3bIKaxX Hapos1oB PD <9>;

<9>Yacte 1 crateu 15 3akona N 1807-1.

15) npusHak yTBEp)KAECHUS Ha3HAYEHUs JIEKAPCTBEHHOI'O IpernapaTra IO peIHIeHUI0 BpaueOHOM
KOMHUCCHH MEIUIIMHCKON OpraHu3aluy;

16) orMeTka O Ha3HAUYEHUM JICKAPCTBEHHOIO IpenapaTa IO pEIIeHHIO BpayeOHONH KOMMCCUH
MEIUIUHCKON OpraHu3ally B ClIy4asX, yKa3aHHbIX B a03ane BropoMm myHkTa 6 ITopsaka HazHaueHuUs
JIEKapCTBEHHBIX MIPENAPATOB, YTBEPKIACHHOIO HACTOSALIUM IPUKA30M;

17) orMeTka O cHenMaJbHOM Ha3HAUYEHWU JIEKAPCTBEHHOIO IpernapaTa (3amojHseTcsl B Ciydasx,
yKa3aHHbIX B IyHKTax 16 u 25 Ilopsnka Ha3Ha4yeHMs JIEKAPCTBEHHBIX IPENAPATOB, YTBEPKACHHOIO
HACTOSLIUM IPUKA30M);

18) oTMeTKa O crielMaJbHOM HAa3HAYEHUU JIEKAPCTBEHHOT'O IpenapaTa MalueHTy ¢ 3a00JeBaHueM,
TPEOYIOIINM JJTUTETHHOTO KypPCOBOTO JIEUEHUSs (3aMOIHAETCS B cliydae, ykasaHHOM B myHKkTe 24 [lopsnka
Ha3HAUEHMs! JIEKaPCTBEHHBIX IPENapaToB, YTBEP:KIEHHOI'O HACTOSIIUM IPHKA30M) C IMPOCTaBIEHUEM
NEPUOANYHOCTH OTITyCKa JIEKapCTBEHHOTO Mpenapara;

19) npu opopmieHnn perenta B (popMe MEKTPOHHOTO TOKYMEHTA Ha JIEKAPCTBEHHBIE Mpernaparsl,
yKa3aHHble B HOANYHKTax 2 - 5 myHkra 10 u nmyHkre 12 Ilopsaka Ha3HaueHHs JI€KapCTBEHHBIX
IpenapaToB, YTBEPXKIEHHOIO HACTOSIIMM IPHKAa30M, IpaxkJaHaM, MMEIOLIMM IMpaBo Ha OecriiaTHOe
MOJTyYEHHUE JIEKAPCTBEHHBIX MpEnapaToB WM MOJIY4YEHHE JIEKapCTBEHHBIX IIPENnapaToB CO CKHJIKOH,
3allOJIHAIOTCS. PEKBHU3UTHI, NPEAYCMOTPEHHBbIE HOAMyHKTaMu | - 18 HacTOsALIEro MyHKTa, a TaKke
CJIETyIOIINE PEKBU3UTHI:

a) KaTeropus TpaxJaH, MMEIOLUIMX I[paBO Ha IIOJyYyeHHE JIEKapCTBEHHBIX IpenapaToB B
COOTBETCTBHUHU cO cTaThel 6.1 @enepanbHoro 3akoHa ot 17 urons 1999 r. N 178-®3 "O rocynapcTBeHHON
couanbHOM rmomonu" <10>;

<10> Co0Opanue 3axkonogarensctBa PO, 1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, cT.
6603; 2013, N 48, ct. 6165.

0) ko Hozonoruueckoi popmel no MKb;

B) uctouHuK (uHancupoBanus (1 - denepanpHbiii Oromker, 2 - Omker cyobekta PD, 3 -
MYHUIUITATBHBIN OI0DKET);

r) pazmep omuathel (1 - 6ecrnaTho, 2 - 50%,3 - uHoH %));

(B pen. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

1) CTpaxoBOH HOMEp MHIMBUAYAJIBHOTO JIMIEBOIO cyera rpaxaaHuHa B [lencrnonHom ¢ounne PO
(mpu Hanmmuuu) (CHUJIC);
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€) HOMeEp IoJIca 0053aTeIbHOTO MEUIIMHCKOTO CTPaXOBaHHUSL.

21. Ilpn mpocTaBiieHUN OTMETKH, yKa3aHHOM B noiamyHkTe 16 nmynkra 20 Hactosmero [lopsaka,
peuent B (opMe SIEKTPOHHOTO JOKyMEHTa IMOJIHCHIBACTCS YCHJICHHOH KBanH(pHUIMPOBAHHOM
AJIEKTPOHHOM MOJNKMCHIO TpeAcenareis WIM cekpeTraps BpayeOHOW KOMHUCCHM METUIMHCKOM
OpraHM3aliy, MpU IPOCTABICHUN OTMETOK, YKa3aHHbIX B HNOANMYHKTaX 17 u 18 myHkra 20 HacTOsILIEro
[Topsinka, - YCWJIEHHBIMH KBaIM(PULUUPOBAHHBIMH 3JEKTPOHHBIMU MOJIHUCSIMU COOTBETCTBYIOIIUX
MEAMIMHCKUX PA0OTHHUKOB.

22. Tlo TpeOOBaHMIO MALMEHTa WM €r0 3aKOHHOTO MpeacTaBHTENs O(GOpMIISIETCS 3K3EMILISP
peuenta B (hopMe SIIEKTPOHHOIO JOKyMEHTa Ha OyMa)XHOM HOCHUTENe, B TOM YHUCIE IyTEM ero
odopmienus Ha pernentypHsix Omankax gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1) ¢ 0TMETKOM
" lyOnmuKat 3JIeKTPOHHOTO TOKYMEHTa'".

lll. YyeT peuenTtypHbIX 6naHkoB

23. VYuyer peuentypHbix OmankoB ¢opm N 107-1/y, N _148-1/y-88 u N _ 148-1/y-04(x),
U3rOTaBIMBAEMbIX TUIOrpadCcKuM crmocoboM (manee - pelentypHbie ONaHKH, MOUICKAIINE YUYETY),
OCYILECTBIIACTCS B )KypHaIax ydera, MPOHYMEPOBaHHBIX, MPOIIHYPOBAHHBIX U CKPEIUICHHBIX MOIHCHIO
PYKOBOAMTENS W TEYaThl0 MEAUIMHCKOW OpraHW3ald WIH [OJMKUCHI0  HWHAWBUIYaIHHOTO
OpeANPUHUMATEITS, HMEIOIIETO JTHIICH3UI0 Ha MEUIIMHCKYIO IEATEIbHOCTD.

24. Kypnan yuera penentypHsix 6s1aHkoB hopmbl N 107-1/y copepkuT cienyromuie rpadsol:

1) HoMep 1O MOPSAIKY;

2) B pazgene "[Ipuxon":

a) JlaTa perucTpalnuy J0KyMeHTa, OATBEPKIAIOIIET0 MOCTYIIICHHE;

0) HOMep U J1aTa JOKYMEHTA, OATBEPKIAIOIEro MOCTyIUIEHHe, HAUMEHOBAaHNE TIOCTABIIUKA,;

B) 00IIIee KOJIMYECTBO MOCTYIHUBIINX PELENITYPHBIX OJIAHKOB;

r) hamuiInsi, MHULMAIBl UMEHHU U OTYeCTBa (IIOCIIEIHEE - IPU HAJIMYMU) U MTOJIUCh OTBETCTBEHHOIO
MEAMIMHCKOr0 pabOTHHKA, MOTYYHUBILErO PelenTypHble OJaHKU OT MOCTABIIUKA;

3) B paznene "Pacxon":

a) J1aTa BbIJA4M PELENITYPHBIX OJIAHKOB;

0) KOJIMYECTBO BbIIAHHBIX PELIENTYPHBIX OJIAHKOB;

B) (amuius, WHUOHAIGI WMEHH M OT4YecTBa (NOCIETHEEe - TPU HAJMYUH) OTBETCTBEHHOTO
MEIUIMHCKOr0 pabOTHHKA, MOJYUYHMBILETr0 pelenTypHble OJaHKH;

T') IOJIHMCh OTBETCTBEHHOTO MEAMIIMHCKOTO PaOOTHUKA, MTOJTyYUBIIETO PELENTYPHbIE OJIaHKH;

4) bamunus, MHUIMATIBI UMEHU U OTYECTBA (TIOCIEIHEe - IPU HAIMYMHN) U MTOJIITUCh OTBETCTBEHHOTO
MEAMIMHCKOro pabOTHHKA, BBIJABUIETO pELENTYpPHbIE OJIAHKU;

5) ocTaToK penenTypHbIX OJaHKOB.

25. Kypnan yuera penentypHbelx OmaHkoB (opm N 148-1/y-88 m N _148-1/y-04(11) conepxut
cieayroume rpagai:

1) HoMep 1O OPAIKY;

2) B pazgene "[Ipuxon":

a) JlaTa PEeruCTpaluy TOKYMEHTa, IOATBEP K IAIOIIETO MOCTYIUICHHUE;

0) HOMep U J1aTa JOKYMEHTA, OATBEPKIAI0IEro MOCTyIUIeHHe, HAUMEHOBAaHNE TIOCTABILUKA;

B) 00IIIee KOJIMYECTBO MOCTYIHUBIINX PELENITYPHBIX OJIAHKOB;

I') CepUU U HOMEpA PEeLeNTYPHbIX OJIAHKOB;

1) KOJIMYECTBO PELETITYPHBIX OJIAHKOB 110 CEPHSM;
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e) hamuus, MHAITMAIIBI UIMEHH U 0TYecTBa (TIOCIIEHEE - IPH HAJTMYNH) U TIOANNCH OTBETCTBEHHOTO
MEIUIUHCKOI0 pabOTHHKA, MOJYYHUBILEr0 peLenTypHble OJJAaHKH OT NOCTABLINKA;

3) B paznene "Pacxon':

a) JlaTa BbIJa4d PELENTYpPHBIX OJaHKOB;

0) cepuu U HOMEpa BbIJTAaHHBIX PELENTYPHBIX OJaHKOB;

B) KOJIMUECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢damwins, WHAOWAIBI WMEHH M OT4YecTBa (TOCIETHEEe - TPU HAJIWUYHUH) OTBETCTBEHHOTO
MEIUIUHCKOT0 pabOTHHKA, MOJYUYHMBILETr0 pelenTypHble OJaHKH;

1) TOJNHICH OTBETCTBEHHOTO MEUIIMHCKOTO pabOTHHKA, TIOYYHBIIETO PEENITYPHBIE OTaHKHU;

4) amunus, MHUIMATIBI UMEHU U OTYECTBA (TIOCEIHEee - IPU HAIMYMHU) U MTOJIITUCh OTBETCTBEHHOTO
MEIUITMTHCKOTO paOOTHHKA, BBIIABIIETO PELENTYPHbIE OJIaHKH;

5) ocTaToK penenTypHbIX OJaHKOB.

26. Yyer cnenMaibHBIX PEUENTYPHBIX OJAHKOB HAa HAPKOTUYECKOE CPEICTBO M TICHXOTPOIHOE
BEIIIECTBO OCYIIECTBISETCS B COOTBETCTBMM C NpUKa3oM MuHucTepcTBa 3apaBooxpaHeHus PO ot 1
asrycta 2012 r. N 541 "OO ytBepxnaeHun (HopMbl OJAHKOB PEIENTOB, COJEPKAIIUX HAa3HAYCHHE
HapKOTMYECKUX CPEJCTB MM ICUXOTPONHBIX BELIECTB, MOpSAAKA MX H3TOTOBIEHMS, pacIpelesieHus,
pEeTuCTpaIyy, y4eTa U XpaHeHHs], a Takke nmpaBut opopmienns” <11>.

<11> 3aperucrpupoBan MunucrepcrsoM roctuuuu P® 15 asrycra 2012 r., peructpauuoHasiii N
25190, ¢ u3MeHeHHsIMU, BHECEHHBIMH NpHKa3amMu MuHucrepcTBa 3apaBooxpanenuss PO or 30 uroHs
2015 r. N 385H (3apeructpupoBad MunucrepcTBoM rocturmu P® 27 HosOps 2015 T., perucTparimoHHbII
N 39868), ot 21 anpenst 2016 r. N 254 (3apeructpupoBad MunuctepctBoM toctuiiuu PO 18 urons 2016
r., peructpanuoHHbd N 42887), ot 31 oktsaopst 2017 r. N 882u (3apeructpupoBadH MUHHCTEPCTBOM
toctunu PO 9 suBaps 2018 r., peructpanuonnsiii N 49561).

27. VYuer peuentoB, oQOpMIEHHBIX B (hopMe 3JIEKTPOHHOIO JOKYMEHTA, OCYIIECTBISETCS B
rOCyJIapCTBEHHON MH(OPMAIMOHHOW cucTeMe B cdepe 3apaBooxpaHeHHs cyobekta PD mocpencTtBom
BE/ICHHS €IMHOTO PEEeCTpa PEeIenToB, 0POPMICHHBIX B POPME IITEKTPOHHBIX TOKYMEHTOB.

IV. XpaHeHune peuenTypHbIX 6/1aHKOB

28. MenumuHCKUe OpraHu3aliy MOJTy4aloT HEOOXOANMBIE pelenTypHbIe OJaHKH, U3TOTOBIICHHBIC
TUNOTpaCKUM  CITOcOOOM, depe3 OpraHbl yIpaBICHUS 3IPaBOOXPAHEHHEM WM OpraHHU3allvy,
YIIOJTHOMOYEHHBIE Ha 3TO OPraHaMH MCIOJHUTEIbHOM BIacTH CyObekTOB P.

(8B pen. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022h)

29. PenentypHbie OJaHKH, MOMJISKAININE YUYETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYCHHBIM
PYKOBOJUTEIIEM MEIUITMHCKOW OpraHu3allid, B 3alMpacMOM MeETaUTMYecKoM Imkady (cedde) wim
METAJUTMYECKOM SIIIUKE.

30. UnauBuayalibHbI OpenpUHUMaTENb, UMEIOIUHN JIUIEH3UI0 HA MEAUIMHCKYIO J€ATEIbHOCTD,
XpaHMUT pelenTypHble OJMaHKH, MOAJNEeKAIINEe YUeTy, B 3allUpaeMOM MeTallInueckoM Imkady (ceitde) umu
METAJIJINYECKOM SILIHKE.

31. IIpoBepka COCTOSIHUSI XpaHEHHs, yueTa, (PaKTHYEeCKOrO HalU4us U pacxoja pelenTypHbIX

OJIaHKOB, TOJIJIEKAIIUX YYeTy, OJAMH pa3 B KBapTaJl OCYIIECTBIISETCS KOMHMCCHEH, CO3MaHHOW B
MEAUIIMHCKOW OpTaHU3aI|H.
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32. Penenrtyprble OnaHkd, odopmiseMble Ha OyMaXHOM HOCUTENIC W TOJJICKANINE YYETy,
BBIIAIOTCS MEIUIMHCKUM paOOTHUKAM, MMEIOIIUM MpaBo O(QOPMIIEHUS PELENTOB, MO PACHOPSIKEHHIO
[JIaBHOT'O Bpaya WIH €ro 3aMeCTUTEIS.

[TonydyeHHble pelenTypHble OJaHKM Ha OYMaXXHBIX HOCUTENSIX XPAHATCA MEIUIIUHCKUMU
pabOTHUKAMU B TIOMEIIEHUSIX, 00CCIIEYHBAIOIINX UX COXPAHHOCTD.

33. XpaHeHue clelMaabHbIX PEeUEeNTypPHBIX OJJAaHKOB HA HAPKOTHYECKOE CPEJICTBO U IMCUXOTPOITHOE
BEIIECTBO M BBIJaya YKAa3aHHBIX PEUENTYPHBIX OJaHKOB MEIWIMHCKOMY PaOOTHHKY OCYIIECTBIISIETCS B
COOTBETCTBUM C MNpHKa3oM MuHuctepctBa 3apaBooxpaHeHus PD or 1 asrycra 2012 r. N 54u "O6
YTBEPKACHUU (POpMbI OJAHKOB PELENTOB, COAEpXKAIIMX Ha3HAUEHWE HApPKOTHYECKUX CPEICTB WIH
NCUXOTPOIHBIX BELIECTB, MOPSJIKAa X U3TOTOBJIEHHUS, pacIpeeeHUs, PETUCTPaLluy, yueTa U XpaHeHus, a
TaKke mpaBui opopmireHus" <12>.

<12> 3apeructpupoBan MunucrepcrsoM roctuuuu P® 15 asrycra 2012 r., peructpauuoHasiii N
25190, ¢ u3MeHeHHsIMU, BHECEHHBIMH NpHKazamMu MuHucrepcTBa 3apaBooxpanenuss PO or 30 uroHs
2015 r. N 385H (3apeructpupoBad MunuctepcTBoM rocturmu PD 27 HosOps 2015 r., perucTpaimoHHbII
N 39868), ot 21 anpenst 2016 r. N 254n (3apeructpupoBad MunuctepctBoM toctuiiuu PO 18 urons 2016
r., peructpanuoHHbd N 42887), ot 31 oktsaopst 2017 r. N 882u (3apeructpupoBaH MUHHCTEPCTBOM
toctunu PO 9 suBaps 2018 r., peructpanuonnsiii N 49561).

34. IlporpaMMHO-TEXHUYECKHE CPEJICTBA I'OCYJApCTBEHHBIX MH(OPMAIMOHHBIX CHCTEM B cdepe
3PaBOOXPAHEHUS, MEAUIMHCKIX WH(POPMAIMOHHBIX CUCTEM MEAMIMHCKUX OpraHM3aluil 00eCTIeYBaIOT
XpaHEHUE 3JIEKTPOHHBIX pELenToB, O(GOpPMIEHHBIX B (hOpME 3JEKTPOHHBIX JOKYMEHTOB B TEUEHHE
CPOKOB, YCTaHOBJICHHBIX JUIS XPaHEHHUS pElenToB, O(GOPMICHHBIX Ha COOTBETCTBYIOMIMX (opmax
peLenTypHbIX 0JIaHKOB Ha OyMakHOM HocuTene <13>.

<13> Ilynkr 14 npaBui OTIIycKa JIEKapCTBEHHBIX MpPENapaToB Ul MEAUIUHCKOIO NPUMEHEHUs, B
TOM YHCJIE€ HMMYHOOMOJIOTUYECKUX JIEKapCTBEHHBIX IIPENapaToB, alTEUYHbIMH OpTraHU3aLUSIMU,
WH/IMBUAYAIBHBIMU IPEANPUHUMATENIMU, UMEIOLIMMU JIMLEH3UI0 Ha (DapMalleBTHUECKYIO IS TeIbHOCTb,
YTBEP’KACHHBIX MpuKa3oM MuHucrtepcTBa 3apaBooxpaHeHuss PO or 11 wumrons 2017 r. N 403n
(3apeructpupoBan MunuctepctBoM roctuniuu PO 8 centsiops 2017 r., peructpanmonnsiii N 48125).
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