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3apeructpupoBano B Muntocte Poccun 26 mapta 2019 1. N 54173

MWHUCTEPCTBO 3[IPABOOXPAHEHUA POCCUACKOWU ®EOQEPALINA

NMPUKA3
ot 14 anuBapa 2019 r. N 4H

Ob YTBEPXOEHUU NMOPAOKA
HA3HAYEHWA NNEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIENTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbBIE NPEMAPATbDI, MOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHUA

B cootBercTBUUM ¢ myHKTOM 16 yacTtu 2 crathu 14 ®@exnepanbHoro 3akoHa oT 21 HosiOps 2011 r. N
323-®3 "OO6 ocHoBax oxpaHbl 3740pOoBhA TpaxaaH B Poccuiickoit ®denepannu" (Cobpanue
3akoHonarenscTBa Poccuiickoit @enepauun, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2014, N 30, cT.
4257; N 49, ct. 6927; 2015, N 10, cT. 1425; N 29, cT. 4397; 2016, N 1, cT. 9; N 15, cT. 2055; N 18, cT.
2488; N 27, ct. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) u noanyunkramu 5.2.177, 5.2.179 u
5.2.180 Ilonoxxenuss o MuHucrtepcte 3apaBooxpaHeHus Poccuiickoit denepanyu, yTBEPKIACHHOTO
nocraHoBieHueM IlpaButensctBa Poccuiickoit ®eneparuu ot 19 umions 2012 r. N 608 (Cobpanue
3akoHonarenscTBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970; N 20, ct. 2477,
N 22, cr. 2812; N 33, cT. 4386; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, ct. 3577; N 30, ct. 4307; N
37, c1. 4969; 2015, N 2, c1. 491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, cT. 325; N 9, c1. 1268; N 27,
cT. 4497; N 28, cT. 4741; N 34, c1. 5255; N 49, cT. 6922; 2017, N 7, ct. 1066; N 33, cT. 5202; N 37, CT.
5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, ct. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, crT.
6273), mpuKa3bIBaloO:

1. YTBepauTh:
HOPSAI0K Ha3HAYEHHUS JIEKApPCTBEHHBIX MPEmapaToB cOraacHo mpuioxkenuio N 1;
(hopmbl pertenTypHbIX OJJAHKOB HA JIEKAPCTBEHHBIE MTPENapaTsl COTJIACHO MPUoKeHuio N 2;

HOPSZIOK 0OPOPMIIEHHS PELENTYpPHBIX OJaHKOB Ha JICKApCTBEHHBIE MTpenapaThl, UX y4eTa U XpaHeHHs
coriacHo npuioxeHuto N 3.

2. [lpu3HaTh yTpaTUBILIUMU CUITY:

npuka3 Munuctepcera 3apaBooxpanenus Poccuiickoit ®denepannu ot 20 nexadbps 2012 r. N 11751
"OO0 yTBep>KACHUU MOpsAKAa Ha3HAUEHUs U BBIMHMCHIBAHUS JIEKAPCTBEHHBIX IpenapaToB, a Takxke (Gopm
pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIEC MPETaparthl, MOpsaka opOpMICHHS YKa3aHHBIX OJIAHKOB, UX
ydyeTra U XxpaHeHus" (3apeructpupoBaH MuHucTepcTBoM toctuiiuu Poccuiickoit @eneparnuu 25 uioHA
2013 r., peructparuonssii N 28883);

INYHKT 2 W3MEHEHUH, KOTopble BHOCATCA B Ilopsnok co3maHus M JIeSTENbHOCTH BpadeOHON
KOMHUCCHUHM MEIUIIMHCKOW OpraHM3aliM, YTBEPXKACHHbIN MpHKa3oM MMHHCTEpPCTBA 3/IpaBOOXpPAHEHUS U
coruanbHoro pazsutusi Poccuiickoit @enepaunn ot 5 mas 2012 r. N 5021, u B [lopanok Ha3HaueHHS U
BBINMCHIBAHUS JIEKAPCTBEHHBIX MIPENapaToB, YTBEPKACHHbBIN MpUKa3oM MUHUCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoii ®@enepanuu ot 20 mexabpst 2012 r. N 1175H, yTBepkA€HHBIX MpHKazoM MUHHCTEPCTBA
3npaBooxpaHeHust Poccuiickoit @epepauun ot 2 nexabps 2013 r. N 886H (3apeructpupoBaH
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MunucrepctBom roctutinu Poccuiickoit deneparum 23 nexadpst 2013 r., peructpanuonnsiii N 30714);

npuka3 Munucrepcersa 3apaBooxpanenus Poccuniickoit @enepanuu ot 30 urona 2015 r. N 386n "O
BHECECHUM W3MEHEHUN B IPUIOKEHMS K Ipukady MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickoin
®eneparun ot 20 nexkadbps 2012 r. N 11751 "O6 yTBep»AeHUM MOPsIKAa HA3HAUYEHUS M BBITUCHIBAHUS
JIEKapCTBEHHBIX IIpenapaToB, a Takke (POpM peuenTypHbIX OJaHKOB Ha JIEKApCTBEHHbIE Ipenaparsl,
nopsiika opOpMIIEHHs YKa3aHHBIX OJIAHKOB, UX ydeTa M XpaHeHus" (3aperucTpupoBaH MUHHCTEPCTBOM
toctunn Poccuiickoit @enepanuu 6 aBrycra 2015 r., peructparuonssii N 38379);

IIyHKT | M3MEHEeHMi, KOTOpble BHOCATCS B Npuka3 MuHMCTEpCcTBa 34paBooxpaHeHust Poccuiickoi
®eneparun ot 20 nexabpst 2012 r. N 11751 "O6 yTBepkKIeHUU MOPsAIKAa Ha3HAUYEHUS U BHIIMCHIBAHUS
JIEKapCTBEHHBIX IpenapaToB, a Takxke (OpM pelenTypHbIX OJIAaHKOB Ha JIEKAPCTBEHHBIE Mpenaparsl,
nopsiika oopmiieHUsI yKa3aHHBIX OJIaHKOB, MX yuyeTa W XpaHeHus" M mpuiokeHue N 2 K HpHKazy
MunuctepcTBa 3apaBooxpaHeHuss Poccuiickoit ®eneparmuu ot 1 asrycra 2012 r. N 54 "O6
YTBEPKACHUH (QOpMbI OJAHKOB PELENTOB, COAEpPXKAIIUX HA3HAUEHHE HAPKOTHUECKUX CPEICTB WIH
IICUXOTPOIHBIX BEILECTB, NOPAAKA UX U3TOTOBJICHMS, PACIPEACIICHUS, PErUCTPalliH, yUeTa U XpaHEHMUs], a
TaK)Ke IpaBuil opopMIIeHHA", YTBEPKIEHHBIX NpHKa3oM MuHuUCTEpCTBa 3/ipaBooxpaHeHust Poccuiickoit
®eneparun ot 21 anpenst 2016 r. N 2541 (3apeructpupoBaH MUHHUCTEPCTBOM tocTuiu Poccuiickoi
Oenepamnn 18 uromns 2016 r., peructpanuonsbiii N 42887);

IIyHKT 5 U3MEHEHUI, KOTOPbIE BHOCATCS B HEKOTOPBIE ITpHKa3bl MUHHUCTEPCTBA 3APaBOOXPAHEHUS U
coruanbHOro paszButus Poccuiickoit @enepaunn M MwuHucTepcTBa 34paBoOXpaHeHus Poccuiickoin
@denepauy M0 BONpOcaM OOpAIEHUs JIEKAPCTBEHHBIX IPENaparoB, COJACPXKAIUX HApKOTHYECKHUE
CPEJICTBA, IICUXOTPOMHBIE BELIECTBA M HMX MPEKYypCOpbl, U JIEKAPCTBEHHBIX CPEJCTB, MOJIEKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP)KIEHHBIX IIPUKa30M MUHHCTEPCTBA 30paBOOXpPaHEHUS
Poccuiickoii @enepanuun ot 31 okts6ps 2017 r. N 882H (3apeructpupoBan MUHUCTEPCTBOM IOCTULIUU
Poccuiickoii @enepanun 9 ssuBaps 2018 r., peructpauuonnsiii N 49561).

Munuctp
B.N.CKBOPLIOBA

[Tpunoxxenue N 1

K IIpUKa3y MUHHUCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit @enepanyn

ot 14 suBaps 2019 r. N 4u

norAA0OK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. Obwme nonoxeHunn
1. HaCTOSII_I_II/II\/'I HOpH,Z[OK y'CTaHaBJ'H/IBaCT HpaBI/IJ'Ia HAa3HA4YCHUA JIeKapCTBeHHLIX HpenapaTOB JJIsL

MEAMIIMHCKOIO MpUMEHEHUs (Aajee - JeKapCTBEHHbIE IpenapaTbl) U opOpMIICHHS UX Ha3HAUYECHUS NpU
OKa3aHUU MEIULMHCKON MOMOIIY B MEAUIIMHCKUX OpraHu3anusax <1>.
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<I> Ilynkt 11 crateu 2 ®enepanbHoro 3akoHa oT 21 Hos0ps 2011 r. N 323-®3 "O6 ocHoBax
OoXpaHbl 3710poBbsi rpaxkaan B Poccuiickoit ®denepanuun" (CobOpanue 3akoHonmarenbcTBa Poccuiickoi
®eneparuu, 2011, N 48, ct. 6724; 2016, N 1, c1. 9, 28; 2017, N 31, cT. 4791).

2. Ha3naueHue neKapCTBEHHBIX IMPENApPAaTOB OCYLIECTBISETCS JEYalluM BpadoM, (erbaAiepom,
aKyLIEpPKO B Cily4ae BO3JI0’KE€HHs HAa HUX MOJHOMOYMU JI€Yalllero Bpaya B IMOPSJIKE, YCTaHOBJIECHHOM
npuKa3oM MUHHCTEpCTBA 3paBOOXpPAaHEHMsS] U colMaiabHOro pa3Butus Poccuiickoit ®enepauuu ot 23
mapta 2012 1. N 2520 "OO yrtBepxnenun Ilopsiaka BozioxeHus Ha Qenapamepa, akKymepKy
PYKOBOAUTENEM MEIULIMHCKONM OpraHu3allMi IpU OpPraHM3allMd OKa3aHUs IEPBUYHON MEIUKO-
CaHUTApHOM NOMOIIM M CKOPOH MEIUIMHCKON MOMOIIM OTHENbHBIX (YHKIUI Jedalero Bpada IO
HEINOCPEACTBEHHOMY OKa3aHHI0 MEIUIMHCKOM MMOMOIIM MALMEHTy B MEPUOJ] HAOIIOJAEHUS 3a HUM U €ro
JEYEeHUs, B TOM YHUCJI€ MO HA3HAYEHUI0O M NPHUMEHEHHUIO JICKAPCTBEHHBIX IIPENapaTroB, BKIKOYAs
HapKOTHYECKHME JIEKApPCTBEHHBIE IIpenapaTbl W ICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipemnaparbl’ <2>,
WHAUBUIYAIbHBIMU TPEANPUHUMATEISIMU, OCYLIECTBIISIONIMMU MEIUIUHCKYIO JeATENbHOCTh (Hanee -
MEJUIIUHCKUE PA0OTHUKH).

<2> 3apeructpupoBad MunucrepctBoM toctuiuu Poccuiickoir denepaunn 28 anpens 2012 r.,
peructpauuoHublidi N 23971, ¢ u3BMEHEHUSIMU, BHECEHHBIMU MPUKAa30M MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoii @enepanun ot 31 okts6ps 2017 r. N 882 (3apeructpupoBan MUHHCTEPCTBOM FOCTUIUH
Poccutickoii @eneparnu 9 ssuBaps 2018 1., peructpanmonusiii N 49561).

3. CBC,Z[CHI/U{ O HA3HA4YCHHOM JICKApCTBCHHOM IIp€lapare (HaI/IMeHOBaHI/IC JIEKAapCTBCHHOI'O
npenapara, 103UpPOBKa, CII0c00 BBCACHHA W HNPHUMCHCHUSA, PCIKUM HO3UPOBAHUA, IMPOAOJLKUTCIBHOCTD
JIeUeHUs 1 000CHOBaHUE Ha3HAYEHUS JICKApCTBEHHOI'O npenapaTa) BHOCATCA MCANIITMHCKUM paGOTHI/IKOM
B MCIUIIMHCKYIO NOKYMCHTAIIUIO MallUCHTA.

B cnywasx, ykazaHHbIX B OyHKTax 9 - 12 Hacrosmero Ilopsaka, MeauIuHCKHA pPabOTHUK
opopMIIsIeT Ha3HAYCHHE JIEKAPCTBEHHBIX MPEMapaToB, B TOM YHCIE IMOJISKANUX H3TOTOBICHUIO U
OTHYCKY anTeYHbIMH OpraHu3alMsMU (J1ajiee - JIeKapCTBEHHBIE IMpenapaTbl HHAUBUIYAJIBLHOIO
M3TOTOBJICHHA), HA PEUEnTypHOM OiaHKe, O(OPMICHHOM Ha OyMa)KHOM HOCHTENE 3a CBOCH MOJIHUCHIO
(manmee - pement Ha OyMaXHOM HOCHUTENE), W (WJIM) C COTJIacHs TNAIMEeHTa WA €ro 3aKOHHOTO
MPECTaBUTENs <3> Ha pelenTypHOM OllaHKe B (opMe DIEKTPOHHOTO JOKYMEHTA C HCIIOJIb30BAHHEM
YCUJIEHHOW KBaTU(UIIMPOBAHHOM 3JIEKTPOHHON MOJNUCH MEAMIIMHCKOIO pabOTHHUKA (Janee - peuent B
(dbopMe IEKTPOHHOTO JIOKYMEHTA).

<3> B OTHOIIEHUH JInIa, YKa3aHHOro B yacT 2 ctarbu 20 PenepanbHOro 3akoHa ot 21 HosiOps
2011 r. N 323-®3 "O06 ocHOBax OXpaHbl 310poBbsl TpakiaaH B Poccuiickoit ®eneparuun" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31, cr.
4791).

Peuient B popme 371€KTPOHHOTO TOKYMEHTA, COJIEpKalNil Ha3HAUEHUE HAPKOTUYECKHUX CPEJCTB WIIN
MICUXOTPOIHBIX BEIIECTB, MOJAMKUCHIBACTCS C UCIOJIH30BAHHUEM YCUJICHHON KBanu(DUIIMPOBAHHOM
AIIEKTPOHHOM MOAIMMCH JIeHalllero Bpaua uiu Qenpiiiepa, akyepku, Ha KOTOPBIX BO3JIOKEHBI (DYHKIIUU
JIeYaIlero Bpaya, ¥ COOTBETCTBYIOIICH MEIUIIMHCKON OpraHu3anuu <4>.
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<4> Yactp | crateu 26 ®enepanbHoro 3akoHa oT § sHBapsa 1998 r. N 3-®3 "O HapkoTHUECKHX
cpeacTBax U ncuxotpornHbix BemiecTBax'" (Cobpanue 3akoHomarenbctBa Poccuiickoit deneparuu, 1998,
N 2, ct. 219; 2003, N 27, ct. 2700; 2011, N 49, cr. 7019; 2013, N 48, ct. 6165; 2016, N 27, ct1. 4238;
2017, N 31, ct. 4791).

Odopmienne penentoB B GopMe IEKTPOHHBIX JOKYMEHTOB OCYIICCTBIISETCS B CIydae MPUHATUS
YIOJHOMOYEHHBIM OPraHOM MCIOJIHUTENBHOM BiacTu cyobekra Poccuiickoit denepany B COOTBETCTBUU
¢ myHktoM 4 crateu 6 @DexepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpamenun
JIEKapCTBEHHBIX CpeAcTB" <5> pemieHus 00 MCIONB30BAaHMM Ha TeppUTOpuHM cyObekra Poccuiickoii
Qenepallil HapsAQy € peuenTaMM Ha JIEKapCTBEHHbIE IpernapaThl, OQOPMICHHBIMH Ha OyMa)XHOM
HOCHUTEJIe, PELENTOB Ha JIEKapCTBEHHbIE IpenapaTthl, CHOPMUPOBAHHBIX B (HOpME 3IEKTPOHHBIX
JIOKYMEHTOB.

<5> CoOpanue 3akoHoaarenbcTBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2017, N 31, ct. 4791.

4. Ilpum BbIIMCKE DAIMEHTa W3 MEAMLMHCKONM OpraHu3alud, B KOTOPOW €My OKa3blBajlach
MEAMIMHCKAsl MOMOUIb B CTAllMOHAPHBIX YCJIOBHSIX, JAHHOMY IalMEHTY IO PEUICHHIO PYKOBOIUTENS
MEIUIUHCKON OpraHu3alMuy Ha3HayaroTcs ¢ 0OpMIIEHHEM peLenTa B popMe 3JIEKTPOHHOTO TOKYMEHTa
U (unu) Ha OyMaXHOM HOCHUTENEe (3a MCKIIIOUeHHEM O(OpMIIEHUS PELENTOB Ha JIEKapCTBEHHbIE
npenapatsl, MOAJIEKaIINe OTIYCKY O€CIUIaTHO WM CO CKUAKOW) MO0 BBIAAIOTCA (HMALlMEHTY WM €ro
3aKOHHOMY HIPEJICTaBUTEII0) OJHOBPEMEHHO C BBIIUCKONM W3 HUCTOpUU OOJIE3HH JIEKapCTBEHHbIE
Ipenaparsl, B TOM UYUCJIE HapKOTUYECKUE WM INICUXOTPOIIHBIE JIEKApPCTBEHHBIE INPENAapaThl, BHECCHHBIE B
ciucku II m III mepedyHss HapKOTMYECKHX CPEICTB, ICHUXOTPOIHBIX BELIECTB M HX IPEKYPCOPOB,
noJUIeKalux KoHTpoiro B Poccuiickoit denepaunu, yTBEpKIAECHHOrO nocraHosieHuem IIpaButenscrBa
Poccuiickoii @eneparuu ot 30 urons 1998 r. N 681 <6> (manee - Ilepedenn), CUIBLHOACHCTBYIOIINE
JIEKapCTBEHHBIE MPENapaThl, Ha CPOK IIPHUEMA NMALUEHTOM 10 5 THEH.

<6> CoOpanue 3akoHonarenbctBa Poccuiickoit denepannu, 1998, N 27, cr. 3198; 2004, N 8§, cr.
663; N 47, ct. 4666; 2006, N 29, cT. 3253; 2007, N 28, ct1. 3439; 2009, N 26, ct. 3183; N 52, cT. 6572;
2010, N 3, ct. 314; N 17, c1. 2100; N 24, ct1. 3035; N 28, c1. 3703; N 31, cT. 4271; N 45, cT. 5864; N 50,
CT. 6696, ct. 6720; 2011, N 10, ct. 1390; N 12, c1. 1635; N 29, cT. 4466, cT. 4473; N 42, cT. 5921; N 51,
cT. 7534; 2012, N 10, ct. 1232; N 11, cTt. 1295; N 19, ct. 2400; N 22, cT. 2864; N 37, cT. 5002; N 41, cT.
5625; N 48, ct. 6686; N 49, cT. 6861; 2013, N 6, cT. 558; N 19, c1. 953; N 25, c1. 3159; N 29, ct. 3962;
N 37, cT. 4706; N 46, ct. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, c1. 2987; N 27, cT1. 3763; N
44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, c1. 2368; N 20, ct. 2914; N 28, cT. 4232; N 42,
ct. 5805; 2016, N 15, cT. 2088; 2017, N 4, cT. 671; N 10, ct. 1481; N 23, cT. 3330; N 30, cT. 4664; N 33,
ct. 5182; 2018, N 27, cT. 4071.

5. Ha3HayeHue nekapCTBEHHBIX IIPENapaToB IpPU OKA3aHUM MEIUIMHCKOW ITIOMOIIM B
CTAllMOHAPHBIX YCIOBUSX B TpeOOBaHMIX-HAKIAJHBIX, HANpaBIS€MbIX B allTeUHblE OpPraHU3aLNH,
ABJISIFOLIUECS CTPYKTYPHBIMHU IOAPA3ACICHUAMH MEAUIUHCKON OpraHu3alid, B KOTOPOW OKa3bIBACTCS
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MEAMIIMHCKAsl MOMOIIb, OCYIIECTBISETCS B COOTBETCTBUU ¢ WHCTpyKuMeld O MOpsAIKE BBINHCHIBAHUS
JICKapCTBEHHBIX TpenapaToB M OQOPMICHHS pPELENTOB M TpeOOBaHMH-HAKIAIHBIX, YTBEPIKICHHOMN
npukazoM MUHUCTEpPCTBA 3[paBOOXPAHEHUS U COLMAIBHOTO pa3BuTus Poccuiickoit ®@enepanuu ot 12
despanst 2007 r. N 110 "O nopsiake Ha3HAUYEHUS U BHINKUCHIBAHUS JICKAPCTBEHHBIX MPEMapaToB, U3ACIHMA
MEAMIIMHCKOTO Ha3HAYCHUS U CIICUAIN3UPOBAHHBIX MPOAYKTOB JiedeOHOTo muTanus" <7>.

<7> 3apeructpupoBan MunuctepctBoM toctuiiun Poccuiickoit @enepauuu 27 anpens 2007 .,
peructpaunoHHbldi N 9364, ¢ n3MeHEeHUsIMU, BHECEHHBIMU IIpUKa3aMu MUHUCTEPCTBA 31paBOOXPAHEHUS
U conuanpHOro pasButusi Poccuiickoit @enepamuu ot 27 aBrycra 2007 r. N 560 (3apeructpupoBaH
MunucrepctBoM toctuiinu Poccuiickoit @eneparuu 14 centsiops 2007 r., peructpanmonsabii N 10133),
ot 25 centsiops 2009 r. N 794n (3apeructpupoBan MunHucTepcTBOM tocTuinu Poccuiickoit deneparuun
25 nHosa6ps 2009 r., peructpaumonsbii N 15317), or 20 suBapst 2011 r. N 131 (3apeructpupoBan
MunucrepctBoMm toctunu Poccuiickoit @eneparuu 15 mapra 2011 1., peructpanuonnsiii N 20103),
npukazaMu MuHucrepcTBa 3apaBooxpaHeHust Poccuiickoit @enepauuu ot 1 aBrycra 2012 r. N 54n
(3apeructpupoBan MunHucTepcTBOM IocTunuu Poccuiickoit ®depepamuu 15 aBrycra 2012 r.,
peructpammonueii N 25190), ot 26 despans 2013 r. N 94n (3apeructpupoBan MUHHCTEPCTBOM
toctunnu Poccuiickoit @eneparuu 25 urons 2013 r., peructpanuonnbiii N 28881).

6. Ha3nauenue JICKApCTBECHHBIX IIp€HaparoB OCYIICCTBIIACTCA MCIUIHWHCKHUM pa6OTHI/IKOM 110
MCKAYHAPOAHOMY HCIIATCHTOBAHHOMY HAMMCHOBAHHIO, a IMIPHU €0 OTCYTCTBUU - I'PYIIIUPOBOYHOMY HJIA
XUMHUYECKOMY HaAWMMCHOBAHHIO. B ClIydya€ OTCYTCTBHUA MECXKIAYHAPOJIHOIo HEINATCHTOBAHHOTIO
HAaMMCHOBAHUA W TPYHIIUPOBOYHOI'O HIINM XHUMHUUYCCKOTO HAMMCHOBAHHA JICKAPCTBCHHOI'O IIpCriapara,
HeKapCTBeHHBIﬁ mnpenapar Ha3HA4YacTCa MEAULIUHCKHUM pa6OTHI/IKOM 10 TOProBOMy HAaMMCHOBAHHIO.

[lpy HaMMYMK MEIUIMHCKUX TOKa3aHWW (MHAMBHIyallbHAS HEMEPEHOCUMOCTbh, MO >KU3HCHHBIM
MOKA3aHUsAM) IO PEIICHUI0 BpaueOHOW KOMHCCHUHM MEIMIIMHCKOW OpTraHu3alui <8> OCYyIIECTBISCTCS
Ha3HAa4YeHWEe W O(POPMIICHHE HA3HAYCHHS JICKAPCTBCHHBIX IPENapaToB, HE BXOJAIIMX B CTaHAAPTHI
MEIUIIUHCKON MTOMOIIIH, pa3padOTaHHBIX B COOTBETCTBUU ¢ MyHKTOM 4 ctathu 10 dexepanbHOro 3aKoHA
or 21.11.2011 N 323-®3 "OO6 ocHOBax OXpaHBI 3/I0pOBBs TpaxaaH B Poccuiickoit @enepanuu" <9>,
au00 IO TOPrOBHIM HAaWMCHOBaHHSIM. PelieHue BpayeOHOW KOMHCCUHM MEIWIIMHCKOW OpraHHU3aluu
bukcupyercs B MEAMIIMHCKON JOKYMEHTAIINH MMAallMEHTa U B XKypHaJIe BpaueOHOW KOMUCCHH.

<8> IIpuka3 Munzapascoupassutus Poccun ot 5 masg 2012 r. N 5021 "OO0 yTBepkaeHUHN NOpsIKa
CO3MaHMUA U JESATEJbHOCTH BpadyeOHON KOMHCCHM MEIUIIMHCKOM opranuzanuu" (3aperucTpupoBaH
Muntoctom Poccun 9 wuronst 2012 1., peructpauuonssii N 24516), ¢ U3MEHEHUSIMU, BHECEHHBIMHU
npukazoM Mun3apasa Poccun ot 2 nekadbps 2013 r. N 886nH (3apeructpupoBan Muntoctom Poccum 23
nexabps 2013 r., perucrpaunonnsiii N 30714).

<9> CobOpanue 3akoHoaarenbcTBa Poccuiickoit @enepamnmu, 2011, N 48, ct. 6724; 2014, N 49, cT.
6928; 2017, N 31, ct. 4791; 2018, N 53, cT. 8415.

7. Ha3HaueHue JeKapCTBEHHOTO IperapaTa B pelenTe Ha OyMaKHOM HOCUTEIE WIM pelLenTe B
dopMe SIEKTPOHHOIO JOKyMEHTa O(QOpMIIIETCS Ha HMsS MalUeHTa, Uil KOTOpOro IpeaHa3HauyeH
JIEKapCTBEHHBIN IIpenapar.

Penent Ha OymaxkHoM HOcuTene, 0oOpMIICHHBIN Ha penentypHoM Onanke Gopm N 107-1/y, N 148-
1/y-88, N _148-1/y-04 (1), yTBEp>KIACHHBIX HACTOSANIMM IPUKA30M, a TaKXKe perent Ha OyMakHOM
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HocuTene, ohopmieHHBIM Ha penentypHoMm Omanke dopmbl N 107/y-HII, yTBepxkaeHHON mpuKazom
MunuctepcTBa 3apaBooxpaHenuss Poccuiickoit ®eneparmuu ot 1 asrycra 2012 r. N 54 "O6
YTBEPKACHUH (POpMbI OJAHKOB PELENTOB, COAEpXkAIIUX HA3HAUEHHE HAPKOTHUECKUX CPEICTB WIH
IICUXOTPOIHBIX BEILECTB, NOPAAKA UX U3TOTOBJICHMS, PACIPEACIICHUS, PErUCTPALliH, YUeTa U XpaHEHMUs], a
Takke npasuil opopmienus" <10> (nanee - popma N 107/y-HII), moxeT ObITh NOTyUYEH NALIUEHTOM, €TI0
3aKOHHBIM IIPEJCTABUTENIEM WJIM JIMLOM, MUMEIOUIMM O(OPMIEHHYIO B COOTBETCTBHM C IPakKJaHCKUM
3aK0HOaTenbCTBOM Poccniickoit denepanuy TOBEPEHHOCTh OT NALMEHTa HA MPAaBO IMOJYYEHHUs TaKOTO
peuenTa (aajnee - ynoJIHOMOYEHHOE JIUILIO).

<10> 3apeructpupoBan MunucrepcrsoM roctunuu Poccuiickoin ®enepaunn 15 asrycra 2012 r.,
peructpauuoHueli N 25190, ¢ u3MeHEHUsIMHU, BHECEHHbIMU INpHKazaMu MHUHHUCTEpPCTBA
3npaBooxpanenuss Poccuiickoit ®enepanuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunucrtepctBoM toctunuu Poccuiickoit @eneparuu 27 vosops 2015 1., peructpanuonusiii N 39868), ot
21 ampens 2016 r. N 254n (3apeructpupoBan MunuctepctBoM toctuimu Poccuiickoit @enepanun 18
utona 2016 r., perucrpammonnsiii N 42887), or 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM roctunnu Poceniickoit @enepanuu 9 ssaBapst 2018 r., perucrpaunonnsiii N 49561).

Peuient B popme 3meKkTpoOHHOTO JOKyMeHTa (OPMHUPYETCS C MCHOIB30BAaHUEM TOCYAapCTBEHHOU
nHOpMAIIMOHHOW cHCTeMBl B cdepe 3apaBooxpaHeHus cyowekta Poccuiickoit denepamuu,
MEAUIMHCKON HH(GOPMAITMOHHON CHCTEMbI METMIIMHCKOM opranuzanuu <11>.

<11> Cratbu 91 u 91.1 ®enepanbuoro 3akona ot 21 Hosa6ps 2011 roga N 323-d3 "OO6 ocHOBax
oxpaHbl 3710poBbs TpaxnaH B Poccuiickoii ®denepauun" (CoOpanue 3akoHonmarenbcTBa Poccuiickoit
®enepauun, 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, cT. 2488; N 27, ct1. 4219; 2017,
N 18, c1. 2663; N 31, cT. 4794).

®dakT Bblga4YM pPCLOCIITa Ha HeKapCTBeHHBIfI npenapat 3aKOHHOMY IMPCACTABUTCIIO WA
YIOJHOMOYCHHOMY JIMITY (I)I/IKCI/IpyeTCH B MCHHHHHCKOP'I AOKYMCHTAaIUU ITallUCHTA.

8. MeauuMHCKUM pabOTHUKAM 3amperaeTcss opopMiIATh pelenThl MPH OTCYTCTBUU Yy MalMEHTa
MEIMIMHCKUX II0KAa3aHWW; Ha HE3aperucTpUPOBAaHHBIE JIEKAapCTBEHHBbIE IpenapaTtbl <12>; Ha
JIEKapCTBEHHbIE Mpenaparhbl, KOTOPbIE B COOTBETCTBUU C MHCTPYKLMEW MO METUIIMHCKOMY IMPUMEHEHUIO
IIpeIHa3HAYEHBb! Ul IPUMEHEHUS TOJIbKO B MEIUIIMHCKUX OPraHU3alMAX; HA HAPKOTUYECKUE CPELICTBA U
IICUXOTPOIIHbIE BellecTBa, BHeceHHble B crnucok Il Ilepeuns, 3apeructpupoBaHHBIE B KauecTBe
JIEKapCTBEHHBIX IIPENApPATOB, B LEJSAX IPUMEHEHHUS [Vl JIEUEHUSI HADKOMAaHHUU.

<12> Pemenne CoBera EBpazuiickoil s3xoHOMHUYecKOW Komuccuu oT 3 Hos6ps 2016 r. N 78 "O
[lpaBunax perucTpanmyu W OSKCIEPTH3Bl JICKAPCTBEHHBIX CPEJCTB JUII MEIWIMHCKOTO TPUMEHEHUS"
(odunmansubIil caiit EBpasuiickoro skoHoMuueckoro corosa http:// www.eaeunion.org/, 21 nosi6ps 2016
r.). Crates 13 ®enepanbroro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 oOpamiennn JieKapCTBEHHBIX
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cpeactB s MeaunmHckoro npuMmeHeHus" (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit deaepanmu, 2010,
N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

NuauBunyanbHbIM NOpEeANPUHUMATENSM, OCYIIECTBIAIOIUM MEIUIIMHCKYIO JeSITEIbHOCTb,
JIONIOJIHUTENBHO K TpeOOBaHUAM, YKa3aHHbIM B a03alle IEepBOM HACTOSILEro IyHKTa, 3alperiaercs
0pOpPMIISTh PEIENThl HA HAPKOTUYECKUE CPEJICTBA U TICUXOTPOITHBIC BEIIECTBA, BHECEHHBIE B criucku 11 u
III Tlepeuns (manee - HAPKOTHYECKUE W TICUXOTPOIHBIC JICKApCTBEHHBIC mpemapatbl cruckoB 11 u 111
[Tepeuns).

9. Ilpu Ha3HAYEHWU HAPKOTHYECKMX W TICMXOTPOIHBIX JICKAPCTBEHHBIX IperaparoB crucka [I
[lepeunsi, 3a UCKIIIOUEHUEM JICKAPCTBEHHBIX IMPEMApaTOB B BUJEC TPAaHCACPMATBHBIX TEPANEBTUYCCKUX
CHUCTEM M JICKApCTBEHHBIX IIPENapaToB, COJACPKAIIMX HAPKOTHYECKOE CpPEACTBO B COYCTAHHH C
AHTAarOHUCTOM OINHUOUJHBIX PEIENTOPOB, PEIEeNThl Ha OyMaXHOM HocuTele Oo(GOopMISIOTCS Ha
petentypaoM Oanke ¢popmel N 107/y-HII.

10. Peuentypusriii 6mank dopmbt N 148-1/y-88 odopmiisercst npu Ha3HAYESHUU:

1) HapKOTHMYECKHMX M ICUXOTPOIIHBIX JIEKapCTBEHHBIX NpenapaToB cnucka Il Ilepeuns B Buue
TPAaHCACPMAJIBHBIX TEPANeBTUYECKUX CUCTEM, HAPKOTMYECKHMX JICKAPCTBEHHBIX IpenaparoB crucka Il
Ilepeuns, coxepkalmUxX HAPKOTUYECKOE CPEACTBO B COYETAHMM C AHTArOHMCTOM OIMOMIHBIX
penenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cuucka III [Tepeuns;

2) NneKapCTBEHHBIX IpEernapaToB, 00JaJarolIUX aHAOOIMYECKONW aKTUBHOCTBHIO (B COOTBETCTBUU C
OCHOBHBIM (hapMaKOJIOTUYECKUM JIEHCTBUEM) M OTHOCSIIUXCS 10 aHATOMO-TEPANeBTUYECKO-XUMHUYECKOM
Kinaccudukanuu, peKoMeH10BaHHOW BeemupHo#t opranmu3anueii 3apaBooxpaneHus (nainee - ATX) <13>,
K aHabonmueckuMm ctepounam (konq Al4A) (mamee - JIeKapCTBEHHBIE IpemapaThl, OOJagaroIine
aHabOoIMYeCKON aKTUBHOCTHIO B COOTBETCTBUU C OCHOBHBIM (DapMaKOJIOrMYECKUM JACHCTBUEM);

<13> Crates 18 denmepanpHoro 3akoHa ot 12 ampems 2010 r. N 61-®3 "O6 oOpameHun
JIEKapCTBEHHBIX CPEICTB Il MeauuuHckoro npumeHeHusa" (CoOpaHue 3akoHojaTenbcTBa Poccuiickoit
®denepanun, 2010, N 16, ct. 1815; 2014, N 52, cT. 7540).

3) nmexapCTBEHHBIX NpenaparoB, yKa3aHHbIX B MyHkTe 5 Ilopsaka oTmycka ¢pu3MyYecKuM JHIaM
JIEKAPCTBEHHBIX MPENApaTOB JJII MEIULUHCKOTO MPUMEHEHHS, COJACPKAIIUX KPOME MAJIbIX KOJUYECTB
HapKOTUYECKUX CPENICTB, NCHUXOTPOIHBIX BEIIECTB M HX MPEKypCOpOB JApyrue (papMakoIoruyeckue
AKTHBHBIC BEIIECTBA, YTBEPXKIACHHOTO MpHKa3oM MUHHUCTEPCTBA 3APaBOOXPAHEHUS] U COLHUAIBLHOTO
pasButusi Poccmiickoit ®@eneparuu ot 17 mas 2012 r. N 5620 <14> (manee - Ilopsmok oTiycka
JIEKAPCTBEHHBIX MPENAPATOB);

<14> 3aperucrpupoBan MunucrepctBoM roctuuuu Poccuiickoit @enepanuu 1 wnrons 2012 r.,
peructpauuoHubii N 24438, ¢ uU3MEHEHUSIMH, BHECEHHBIMH NpUKazaMu MHUHHCTEpCTBA
3apaBooxpaHeHuss Poccuiickoit ®enpepauuu ot 10 wurons 2013 r. N 3691 (3apeructpupoBaH
MunucrepctBoM toctuninu Poccuiickoit @eneparnuu 15 urons 2013 1., perucrpannonusii N 29064), ot
21 asrycra 2014 r. N 4651 (3apeructpupoBan MunucrepctsoM toctuuuu Poccuiickoit @enepanuu 10
centsa6ps 2014 r., peructpanmonusiii N 34024), or 10 centsa6ps 2015 r. N 634H (3aperucTpupoBaH
MunucrepctBoM toctuiinu Poccutickoit @eneparuu 30 centsiops 2015 r., peructpanmonnasii N 39063),
oT 31 okTs6ps 2017 r. N 882H (3apeructpupoBan MunHucTepcTBOM roctulinu Poccuiickoit deneparuu 9
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sauBaps 2018 r., peructpanuonssiii N 49561).

4) nexapCTBEHHBIX IpENapaToOB HHIWBUIYAJbHOTO M3TOTOBJIEHUS, COAEPXKAIIMX HAPKOTHYECKOE
CPEICTBO WM NCcUXoTpornHoe BemecTBo crnucka II Ilepeuns, n apyrue dapmaxkonoruyeckue akTHBHbIE
BEIIECTBA B JI03€, HE IPEBBIIIAIOIIEH BBICIIYIO pa30BYK 103y, M IIPU YCIOBUU, YTO OTOT
KOMOMHUPOBAHHBIM JIEKaPCTBEHHBI Mpernapar He SBISETCS HAPKOTUYECKUM WM IICUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaTtoM crucka Il [lepeuns;

5) JlekapCTBEHHBIX MpPENapaToB, NOJJIEKAIMX IPEIMETHO-KOJIUYECTBEHHOMY YUYETy, HE
MIEPEYUCIICHHBIX B MOAMYHKTaX | - 4 HACTOSIIETO MyHKTA (32 UCKJIIOUEHUEM JIEKAPCTBEHHBIX IPENaparoB,
OTITyCKaeMbIX 0€3 peLenTa).

11. Peuentypusiii 6mank hopmbr N 148-1/y-04 (1) opopmisieTcs Npu Ha3HAYEHUU JIEKapCTBEHHBIX
IpernapaToB rpakaaHaM, UMEIOIIMM MPaBoO Ha OecIUIaTHOE MOJy4YeHHUE JIEKapPCTBECHHBIX MPENapaToB WIH
HOJTyYeHHE JICKAPCTBEHHBIX MPENapaToB CO CKUIKOM.

12. Penrentypusbiit 6mank hopmbl N 107-1/y opopmiisercs mpu Ha3HAYCHHUH:

1) nexkapcTBEHHBIX MpenaparoB, yKa3aHHbIX B NyHKTe 4 Ilopsaka oTmycka JIeKapCTBEHHBIX
[Ipenaparos;

2) nexapCTBEHHBIX IIPENapaToB, HE YKa3aHHBIX B MyHKTax 9 - 11 Hacrosero [opsaka.

13. Ilpu Ha3HAYEHUHU JIEKAPCTBEHHOrO Ipenapara MHAMBUIYAIbHOIO M3rOTOBJICHUS B pELIENITE Ha
OymMaxkHOM HocuTesle u (unm) penente B (GOpMe SICKTPOHHOTO JOKYMEHTAa HaMMEHOBAHMS
JIEKAPCTBEHHBIX MPENapaToOB, BKIIOUEHHBIX B IEPEUEHb JIEKAPCTBEHHBIX CPEJACTB ISl MEAMIIMHCKOIO
MPUMEHEHHUsI, TOJICKANUX MPEIMETHO-KOJIMUYECTBEHHOMY ydetry <I15> (manee - JeKapCTBEHHBIE
npemnapartsl, BKItoueHHbIe B niepedeHb [IKY), yka3piBaroTcsi B Hayasie perenTa, 3aTeM - BCe OCTaIbHbBIE
WHTPEIUCHTHI.

<15> Ilpuka3 MunucrepctBa 3npaBooxpanenust Poccuiickoit @enepanuu ot 22 anpensa 2014 r. N
1831 "OO yTBepkACHUHM NEpEeyHs JEKapCTBEHHBIX CPEACTB I MEAMIMHCKOTO IPUMEHEHUs,
MOJJIKAIUX PEIMETHO-KOJIMYECTBEHHOMY YyueTy" (3aperucTpupoBaH MMHHUCTEPCTBOM IOCTUIUHU
Poccuiickoii @enepanuu 22 utons 2014 r., peructpaunonssii N 33210), ¢ u3MeHeHUAMU, BHECEHHBIMU
npuka3zamMu MunucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 10 centabpst 2015 r. N 634n
(3apeructpupoBan MuHnucTepcTBOM octuiiuu Poccuiickoit ®enepanuu 30 centsiops 2015 1.,
peructpaunoHHbld N 39063), ot 31 oxtabps 2017 r. N 882 (3apeructpupoBaH MuHHCTEPCTBOM
roctuiuu Poccuiickoit @enepanuu 9 ssuBaps 2018 r., peructpanuonssiii N 49561), ot 5 anpens 2018 r.
N 1491 (3apeructpupoBan MunucrepctBom toctumuu Poccmiickoit @®epepanuu 3 mas 2018 r.,
peructpanonsbiii N 50961), ot 27 urons 2018 r. N 4711 (3apeructpupoBad MUHHCTEPCTBOM FOCTULIUU
Poccutickoii ®enepamuu 14 aBrycra 2018 r., peructpanmonnsiii N 51885).

14. Tlpyn Ha3HAYEHUUW JICKAPCTBEHHOTO TNperapara B perenTe Ha OyMa)XHOM HOcCUTENIe W (WJIH)
periente B (opMe SIEKTPOHHOTO AOKYMEHTa 3alpellaeTcsi MPEBBIIATh KOJIHMYECTBO HAPKOTUYECKUX
CPCACTB HJIM ICHUXOTPOIIHBIX BCUICCTB, KOTOPOC MOKCET OBITH BBIITMCAHO B OIHOM PpCueITe,
ycTaHoBieHHOE npuioxkenueM N 1 k HactosameMy [lopsiaky, 3a UCKIIOYEHHUEM CIIy4aeB, YKa3aHHBIX B
nyHkTax 16 u 25 nvactosimero [lopsnaka.
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15. Ilpu Ha3HauYeHUU JICKAPCTBEHHBIX MpenapaToB, BKIOUYEHHBIX B nepeueHb [IKY, moza koTtopsix
NPEBBIIIAET BBICHIMH OJHOKPATHBIM NHpHEM, MEAUIMHCKUNA pabOTHHUK 0003HAa4aeT 03y 3TOTO
JIEKapCTBEHHOI'0 TIpernapara B pelente Ha OyMa)XHOM HOCHTENIE MPOMUChI0 C IPOCTaBICHUEM
BOCKJIMIATEIILHOTO 3HaKa M (WJIM) MPOCTaBIsIET BOCKIMIATEIBHBIN 3HAK MpU O(GOpMIICHHH pelenTa B
(dbopMe 3IIeKTPOHHOTO JOKYMEHTA.

16. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIIOUEHHBIX B nepedeHsb [IKY, npu
OKa3aHWM IIALIMEHTaM, HYKJAIOIUMCSA B JUINTEIbHOM JICYCHUM, IEPBHUYHOM MEAMKO-CAaHUTApHON
NOMOIIM Y MAJJTMATUBHOW MEJUIIMHCKOM MOMOIIM MOXeET OBITh YBEJIWYEHO He Oosiee 4eM B 2 pasa Io
CPaBHEHMIO C KOJMUYECTBOM HApPKOTHUYECKUX CPEJCTB MJIHM MCUXOTPONHBIX BEIIECTB, KOTOPOE MOXKET ObITH
BBIIMCAHO B OJJHOM PELENTE, yCTaHOBIEHHBIM npuioxenuem N 1 k Hactosmemy [Topsaaky.

B cimyuasx, npeaycMOTpeHHBIX ab3alleM MEePBhIM HACTOAIIETO MYHKTa, Ha pelenTax Ha OyMaKHOM
HocUTese npou3BoauTcs Haanuch "[lo crenuanbHOMY Ha3HAYEHUIO", OTAEIBHO 3aBEPEHHASI IOJIUCHIO
MEJIUIIMHCKOTO0 pa0OTHHKA M T€YaThi0 MEJMIIMHCKON opranu3anuu "Jlns pemenToB', Ha perenrax B
dbopMe DJIEKTPOHHOTO JIOKYMEHTa Mpou3BoauTcs orMerka "l[lo chenmuanbHOMY Ha3HaYeHUIO" ¢
MPOCTABJICHUEM YCUJICHHOW KBAJIM(DULIIMPOBAHHOMN 3JIEKTPOHHOM MOANNUCH MEAUIIMHCKOTO PaOOTHHKA.

17. CoctaB JeKapCTBEHHOTO TpemnapaTa, JieKapcTBeHHass (opMa M oOpalieHue MeEAUIUHCKOTO
paboTHHKa K QapMalleBTHYeCKOMY PabOTHHUKY 00 OTITyCKe JIEKapCTBEHHOTO IpernapaTa ohopMIIsioTCs Ha
JATHHCKOM $SI3BIKE B POJTUTEIILHOM IAJIEKE.

[Tpu opopmiieHHH pelenITYPHBIX OJIAHKOB JIOIYCKASTCS HCITOJb30BAaHUE COKPAIICHUH (IIPUIIOKEHUE
2 x Hactosiemy [lopsaxy).

HpI/I HasHAa4YCHHUH JICKAPCTBCHHOI'O IIpf€rapara HE JOIMYCKAaC€TCA COKpallCHUE OJIM3KHX 110
HAaUMCHOBAHUAM HHIPCAUCHTOB, COCTABJIAIOIIUX HeKapCTBeHHBIﬁ nperapar, HC IMMO3BOJAIOIIUX
YCTAaHOBHTD, KaKOW MMEHHO HCKapCTBeHHLIﬁ Impernapart Ha3HA4YCH.

18. Crioco0 mpuMeHeHHUs JEKapCTBEHHOTO IMpemapaTa 0003HAYAETCs ¢ YKa3aHUEM J[03bI, YaCTOTHI,
BPEMEHHU IpHEeMa OTHOCHTEIBHO CHa (YyTpOM, Ha HOYb) M €r0 JUIMTEIBHOCTH, a Ui JICKAPCTBEHHBIX
MpernapaToB, B3aUMOJICHCTBYIOIINX C MMUIICH, - BpeMEHH HX YHOTPEOICHUSI OTHOCUTENILHO NIPUEeMa ITHIIU
(1o enpl, BO BpeMst €1bl, TTOCJIC €1IbI).

19. IIpu HE0OXOAMMOCTH HEMEIJIEHHOTO WU CPOYHOTrO (B TEUEHHE ABYX pabOuyuX JHEH) OTIyCcKa
JIEKapCTBEHHOI'0 IIpernapara NalHeHTy B BEpxXHEW dYacTu penenta Ha OyMaXXHOM HOCHUTENE
MPOCTABIISIFOTCS 0003HadeHus "cito" (cpouHo) mim "statim" (HeMeUIeHHO). AHAIOTHYHBIE 0003HAYCHUS
MIPOCTABIISIFOTCS B BUJIE€ OTMETOK IIpH 0(OPMIICHHH pelienTa B (hopMe AIEKTPOHHOTO JOKYMEHTA.

20. IIpu oopmieHnn Ha3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOTO TIpernapaTa B perente Ha OyMaKHOM
HOCUTeNe WIM peuente B (OopMe 3NIEKTPOHHOIO JIOKYMEHTa KOJMYECTBO JAEHCTBYIOLIMX BELIECTB
YKa3bIBa€TCs B COOTBETCTBUM C HHCTPYKLMEH 110 MEAMIMHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHOI'O
npenapara.

[Ipu odopmieHNM Ha3HAYCHUs JEKAPCTBEHHOTO IMperapaTa WHIWBUIYATLHOTO HM3TOTOBIICHUS B
perienTe Ha OyMa)XKHOM HOCHUTENE WK perenTe B (opMe JIEKTPOHHOTO IOKYMEHTa KOJIMYECTBO TBEP/IbIX
U ChIMy4Yux (QapMameBTUYECKUX CyOcTaHIMi ykasbBaeTcss B rpammax (0,001; 0,5; 1,0), xumkux - B
MUJUTHIIATPaX, TpaMMax U Karuisx.

21. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (JOPME AIEKTPOHHOIO JOKYMEHTAa, O(GOpPMIICHHBIE Ha
peuentypHoM Osnanke dopmbl N 148-1/y-88 u mnpenHa3HayeHHbIE [UIsI OTIYCKA JIEKAPCTBEHHBIX
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MpernapaToB, MPEyCMOTPEHHBIX NOANYHKTaMH 2 - 5 myHkTa 10 HacTosimero [lopsiaka, 1eiCTBUTEIbHBI B
TedeHue 15 aHel co aHA opopmieHuUs.

22. Penentsl Ha OyMaXHOM HocUTele, B (POpME 3JIEKTPOHHOTO TOKYMEHTa, O(pOpPMIIEHHBIE Ha
peuentypHoMm Onanke ¢opmbl N 148-1/y-04 (J1) u npeaHa3Ha4deHHbIE Ul OTIIyCKa JIEKapCTBEHHBIX
[IpenapaToB rpakJaHaMm, ykazaHHbIM B ImyHKkTe 11 Hacrosuiero Ilopsinka, nefictButenbHbl B TedeHue 30
JHEH co AHA 0pOpMIICHHUSI.

23. Penentsl Ha OymMaXHOM HocuTene, B (POpMe 3JIEKTPOHHOTO JOKYMEHTa, O(OpPMIIEHHBIE Ha
peuentypHoMm Omnanke ¢opmbl N 148-1/y-04 (J1) u npeaHa3Ha4YeHHbIE Ul OTIIyCKa JIEKapCTBEHHBIX
IIpenapaToB TrpakJaHaM, JOCTUIIIMM IIEHCHOHHOTO BO3pacTa, MHBAJIWIAM IEPBOM TIPYNIbI, JCTAM-
MHBAJIMJAM, a TaKXKe TIpa)<JAaHaM, CTPaJalolUM XpOHHYECKMMM 3a00JeBaHHUAMH, TPeOYIOIUMU
JUIUTEIBHOIO KypPCOBOTI'O JIEUEHHUSI, NEHCTBUTENbHBI B TedeHue 90 qHei co 1HsA 0popMIICHHUS.

Jns jedeHuss XpPOHUYECKHUX 3a00JIeBaHMM yKa3aHHBIM KaTErOpUSIM TIpa)KAaH JIEKAPCTBEHHBIE
npenapaTtsl ¢ 0pOPMIICHHEM PELIENTOB Ha OyMa)XHOM HOCUTENIE WM PELENTOB B ()OPME IEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3HauaThCs Ha Kypc JieueHus 10 90 qHeil.

24. Penentsl Ha OyMaXHOM HocuTele, B (pOpMe 3JIEKTPOHHOTO JOKYMEHTa, O(OpPMIIEHHBIE Ha
peuentypHoM Onanke Gopmbl N 107-1/y u npeaHa3HadeHHbIE IS OTIYCKA JIEKAPCTBEHHBIX MPENaparos,
MPElyCMOTPEHHBIX OYHKTOM 12 Hactosimero Ilopsnka, nedcTBuTenbHBI B TedeHHe 60 aHEH co gaHS
opopmieHus.

HpI/I Ha3HA4YCHUHMW TOTOBBIX JICKAPCTBCHHBLIX MpPCIaparoB H JICKAPCTBCHHLIX IPEIIapaToB
MH/IMBUAYAIBHOTO W3TOTOBIICHUS MAlMEHTaM C 3a00JI€BaHUSIMU, TPEOYIOIIUMU JIIUTEIBHOTO KYpPCOBOTO
JedeHusi, ¢ opopmiieHreM Ha peuentypHom Onanke dopmel N 107-1/y penenta Ha OyMa)KHOM HOCHUTEINE
WIK B GOpPME IEKTPOHHOIO JOKYMEHTA YCTAHABIMBAETCS CPOK JAECHCTBHS pelieriTa B IIpeJieNnax 10 OJHOro
KaJICHIapPHOTO TO/1a.

B cnydae ycrtaHoBieHus cpoka JEHCTBHS pelenta B Ipeiesax A0 OJHOro roja B pelente
npoctaBisiercs orMerka "[lo cnenuanbHOMYy Ha3zHaueHHIO", 0003HAa4YaeTCsl CPOK JEWCTBUS pelenta u
HNEePUOTUYHOCTD OTITYCKA JIEKAPCTBEHHBIX MPENapaToB U3 aNTeYHON OpraHu3allui WM WHAWBUIYaTbHBIM
IpeIIpUHUMATEIEM, UMEIOIUM JHUIEH3UI0 Ha (hapMalleBTHUECKYIO eATENIbHOCTh <16> (exeHeneabHo,
€KEMECSIYHO M HMHbIEe Nepuojibl). JIOMOIHUTENBHO 3TO yKa3aHHE 3aBepseTcsl MOIMMCHI0O U IEeYaTbhio
MEIUITMHCKOTO pabOTHUKA, a TAKXKE MeYaThI0 MEIUIIMHCKON opranu3anuu " /[ perentoB" (s perenTa
Ha OyMa)KHOM HOCHTEJIE) WM YCHJIEHHON KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOMN MOAMUCHI0 METUIIMHCKOTO
pabOTHHKA U LA, YIIOJIHOMOYEHHOIO 3aBEPSITh JOKYMEHTbl OT UMEHH MEIULIMHCKON OpraHu3anuu (s
peuenTa B (hopMe 3JIEKTPOHHOTO JJOKYMEHTA).

<16> Ilynkt 47 wactu 1 crateu 12 @PenepanbHoro 3akona or 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUU OTAENbHBIX BHUAOB aAesTenbHocTH" (CobOpanue 3akoHonmarenbcTBa Poccuiickoit
®epnepauun, 2011, N 19, ct. 2716; 2012, N 31, ct. 4322; 2013, N 9, ct. 874; N 27, c1. 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, cr. 4838; N 32, cT. 5116; N 45, c1. 6841; N 53, cT. 8424).

25. Penentbl Ha MNPOU3BOJHBIE OApOUTYPOBOM KHUCIOTHI, KOMOMHHMPOBAHHBIE JIEKAPCTBEHHBIC
mpenaparsbl, CoJep)Kamue KoJIeuH (€ro coiyii), MHbiIe KOMOWHHMPOBAHHBIC JIEKAPCTBEHHBIC IMperaparhl,
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HoJjJIeKalue IMPeJIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, JIeKapCTBEHHble IpemnapaThl, oOjafarouue
aHa0OJMYECKO aKTUBHOCTHIO B COOTBETCTBHUH C OCHOBHBIM (DApMaKOJOTHUECKUM JIEHCTBHEM, JUIS
JIeYSHMsI MAIL[IEHTOB ¢ XPOHUYECKUMU 3a00JIEBaHUSMU MOTYT O(DOPMIIATBCA Ha Kypc jJeueHus 10 60 nHeil.

B npanHBIX ciydasx B peuentax Ha OyMaXHOM HOcHTele npou3Boautcs Haanuch "Ilo
CIel[MaJIbHOMY Ha3HA4YEHUIO", 3aBEpeHHas MOANHUCHI0 MEIUIIMHCKOr0 pabOTHHKA U Ie4YaThio
MEIUIIMHCKON opranusanuu "Jlns penentoB", perentax B (Qopme SIESKTPOHHOTO JOKyMEHTa
npousBoautTca otMmeTka "[lo cnenmuanbHOMY Ha3HA4Y€HUIO", C MPOCTABJICHUEM YCUJICHHOU
KBaJM(HUIMPOBAHHON 3JIEKTPOHHON MOANMCH MEIUIIMHCKOTO PabOOTHHKA M JIMIA, YHOJIHOMOYEHHOTO
3aBepAThH JOKYMEHTBI OT UMEHU MEJIULIMHCKON OpraHu3aliy.

26. Pement Ha OymaXHOM HoOcUTeNne, B (OpPME 3JIEKTPOHHOTO JOKYMEHTa, O(GOPMIICHHBIH ¢
HapyIIEeHHEM YCTaHOBICHHBIX HacTOsIIuM [lopsakoM TpeGoBaHMiA, CUUTACTCS HEJCHCTBUTEIEHBIM.

Il. HazaHa4yeHue JNIeKapCTBEeHHbLIX NpenapaTtoB NP OoKa3aHuUn
MeAULIMHCKOW NOMOLM B CTauMOHAPHbLIX yCNnoBuUsx

27. Ilpu oka3aHMM TAIUEHTY MEIUIMHCKOW MOMOIIM B CTAl[MOHAPHBIX YCJIOBUAX Ha3HAUCHUE
JICKapCTBEHHBIX TPENnapaToB MPOU3BOAUTCA 0Oe3 oQopMIileHHs pelenta MEIUIMHCKUM pPabOTHHUKOM
€IMHOJINYHO, 32 UCKJIIOUYEHUEM CITy4YaeB, yKa3aHHBIX B MyHKTe 28 Hactosmero [Topsaka.

28. CoriacoBaHHE Ha3HAYCHHs JICKAPCTBEHHBIX IIPENAPATOB C 3aBEAYIOIIMM OTICICHUEM WIH
OTBCTCTBCHHBIM JCKYPHBIM BpadyoOM 100 APYyruM JIMoM, YIIOJJHOMOYCHHBIM IIPUKA30M I'JIABHOI'O Bpayda
MEJMIHCKON OpraHu3allid, a TaKkKe, NPH HAIUYUH, C BPa4OM - KIHMHUYECKAM (HapMakKoIOrom
HEOOXOIMMO B CITydasix:

1) OAHOBPEMCHHOI'O Ha3HAUCHUA IISATH U Ooiee JICKAPCTBCHHEBIX IIPC€IIapaToB OJHOMY IMAlMCHTY,

2) Ha3HAYCHUS JICKAPCTBCHHBIX MPCIIApPaATOB, HC BXOAAIIHNX B NCPCUCHb JKU3HCHHO HGO6XOI[I/IMBIX n
BO)XHEHIIMX JIEKApCTBEHHBIX IpenaparoB <17>, Mpu HETUNWYHOM TEYEHUHU 3a00JeBaHMs, HAIUUUU
OCJIOKHEHHUH OCHOBHOTO 3a0ojieBaHMs W (WIM) COIYTCTBYIOIIMX 3a00JIeBaHWi, NpU Ha3HAUYCHUH
JIEKapCTBEHHBIX IPENapaTroB, OCOOCHHOCTU B3aWMOJEHCTBHA M COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKIMSIM TIO0 HMX MNPUMEHEHHUIO MPHUBOAAT K CHUXKEHHIO 3((EKTHBHOCTH H 0€30MacHOCTH
(bapmakoTepanuu 1 (WIin) cO3Aa0T NOTEHIIMAIbHYIO ONTACHOCTb JUIs KU3HU U 370POBbS MALUEHTA.

<17> Ilynkr 1 ctatbu 60 deaepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamennn
nexapcTBeHHBIX cpeacTB” (CobOpanue 3akoHonaTenscTBa Poccuiickoit @enepamum, 2010, N 16, ct. 1815;
2012, N 26, ct. 3446; 2014, N 52, cT. 7540).

B yka3zaHHBIX cily4asX Ha3HAYeHHE JIEKApPCTBEHHBIX MpenapaTtoB (UKCHpPYETCS B MEAMIIMHCKON
JOKYMEHTAIlMM TAalMeHTa W 3aBEpsieTCsd MOANUCHI0 MEAUIIMHCKOTO pa0OTHHUKA M 3aBEIYIOLIETO
oTJienieHreM (OTBETCTBEHHOTO JIe)KYPHOTO Bpaya WU JIPYroro yrOJIHOMOUYEHHOTO JIUIA).

29. MenuuuHCKH paOOTHUK MEIMIMHCKOW OpraHu3aluu (€€ CTPYKTYPHOTO MOJpa3JesICHHs ),
pacIoJIO)KEHHON B CEJIbCKOM HACEJICHHOM ITyHKTE, OCYLIECTBIISIET Ha3HAY€HHE JIEKapCTBEHHBIX
[IpenapaToB B cIyyasX, yKa3aHHbIX B yHkTax 28 u 30 Hacrosero [lopsnka, eAMHOIMYHO.

30. Ilo pemennio BpaueOHON KOMHCCHHU TAIlUEHTAM TPHU OKAa3aHUU MM MEIUIIMHCKOW MOMOIIH B
CTAallMOHAPHBIX YCJIOBHUSX HA3HAYAIOTCS JICKAPCTBEHHBIC IIpenapaThl, HE BKJIIOYEHHBIE B IEepEUYCHb
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KHU3HCHHO H€06XOI[I/IMBIX U BaXKHCUIIIMX JICKAPCTBCHHLIX IIp€rapaTtoB, B CJIydac HX 3aMCHbI H3-3a
HHHHBHHyaﬂBHOﬁ HCIICPCHOCUMOCTH, 110 )KU3HCHHBIM ITOKA3aHUSIM.

Pemenue BpaueOHOM koMuccun GUKCUPYETCS B MEAUIIMHCKON JOKYMEHTAIMH MTallueHTa U )KypHaJe
BpaueOHOM KOMHUCCHHU.

31. B cuyudasx oOcienoBaHusi U JIEUEHUs TpakJaHMHA B CTALMOHAPHBIX YCIOBUSAX B paMKax
IIPEIOCTABJICHUS MEIULUHCKUX YCIyI Ha BO3ME3JHOW OCHOBE 3a CUET JIMYHBIX CPEICTB TIpaklaH,
CPEICTB IOPUIMYECKHX JIML[ M HUHBIX CPEACTB HAa OCHOBAHMHU JIOTOBOpPA, B TOM YMCIE JOrOBOpa
JOOPOBOJBHOIO MEAMLIMHCKOTO CTpaxoBaHuA <18>, eMy MOryT ObITh Ha3HAu€Hbl JIEKAPCTBEHHbBIE
npenapaTsl, HE BXOJSIIME B IEPEYEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IpenapaToB, €CJIU UX Ha3HAYCHHUE U IPUMEHEHHE 00yCIOBICHO MEIUIIMHCKUMHU OKAa3aHUAMHU.

<18> IloctanoBnenue IIpaBurensctBa Poccuiickoit @enepanun ot 4 oktsaops 2012 r. N 1006 "O6
yTBepkaeHun [lpaBun npenocTaBieHns MEIULUMHCKUMU OpPraHU3alUsIMU IUIATHBIX MEAUIIMHCKUX YCIyr"
(Cobpanue 3akonomarenscTBa Poccuiickoit denepanuu, 2012, N 41, cT. 5628).

lll. HasHayeHMe nekapCcTBEHHbIX NpenapaToB
npu oKasaHMU NepBUYHON MeOUKO-CaHUTAPHOW NOMOLLU, CKOPOM
MeAULMHCKOW NOMOLLM U nansnaTuBHON MeAULUHCKOW NOMOLUM

32. Ilpu oka3aHMM TNEPBUYHOM MEIMKO-CAHUTAPHON MOMOUIM M MNAJUTMATUBHOM MEIUIIMHCKON
MOMOIIM B aMOYyJaTOPHBIX YCJIOBHUSX Ha3HAYEHUE JIEKAPCTBEHHBIX INIPEMapaToB OCYIIECTBISETCS
MEAUIIMHCKUM Pa0OTHUKOM B CIIy4asiX TUITUYHOTO TEUCHHUS 3a00JIeBaHUS MMALMEHTa UCXOAS U3 TSHDKECTH U
xXapakTepa 3a00JIeBaHHUSI.

33. Ha3HaueHue JIeKapCTBEHHBIX MPENapaToB MO PEUICHUIO BPauyeOHONW KOMHCCHU TPHU OKA3aHUU
MEPBUYHON MEIUKO-CAHUTAPHOW TMOMOIIH, MAUIMATUBHOM MEIWIIMHCKOW IMOMOINM B aMOyJIaTOPHBIX
YCIIOBUSX IPOU3BOAUTCSA B CIIyUasX:

1) ogHOBpEMEHHOr0 Ha3HAUYEHHUs OJHOMY MAIUEHTY MATU U OoJjiee JIEKApCTBEHHBIX IPENapaToB B
TE€YEHUE OJHUX CYTOK WJIH CBBILIE NECATH HAMMEHOBAHUMN B TEYCHUE OJTHOIO MECALIA;

2) Ha3HA4YeHMs JIEKAPCTBEHHBIX IPENapaToB NPU HETUIIMYHOM TEUYEHUHU 3a00JIeBaHUS, HAJIUYUU
OCJIOXKHEHHUH OCHOBHOIO 3a0ojieBaHMs M (WIM) COINYTCTBYIOIIMX 3a00JI€eBaHUM, NpU Ha3HAUYCHUU
JIEKapCTBEHHBIX IPEnapaToB, OCOOCHHOCTH B3aUMOJEHCTBHSI M COBMECTUMOCTH KOTODPBIX COIJIACHO
MHCTPYKLHUSAM 10 MX NMPUMEHEHUIO NMPUBOJAT K CHIDKEHUIO 3(p(PEeKTHBHOCTH M 0€30MacHOCTH JIeUEHHS
HanueHTa u (Win) co3Jal0T NOTEHIUANbHYIO OMIACHOCTD JUIS KU3HU U 3/I0POBBS NAIMEHTA;

3) NEepBMYHOrO HA3HAYEHUs IMALMEHTy HApKOTHUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB cnuckos Il u III Tlepeuns (B ciyyae npUHATHS PyKOBOJIUTEIEM MEIULIMHCKON OpraHU3aluu
peleHs 0 HeOOXOAMMOCTH COTJIACOBAaHMsI Ha3HAUEHHsI TAKMX JICKApPCTBEHHBIX MPENapaToB ¢ BpaueOHOM
KOMHCCHEM ).

34. IloBTOpHOE Ha3HAYEHHE HAPKOTUYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB
cinuckoB II u III Ilepeunss mpous3BOAUTCS MEIUIIMHCKUM PaOOTHUKOM CaMOCTOSITENIbHO MAalUeHTaM C
BBIPR)KEHHBIM OOJIEBBIM CHHAPOMOM JIIOOOrO Te€He3a, HapyLIEHWEM CHa, CYIOPOXXHBIMH COCTOSHHUSMH,
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TPEBOKHBIMU paccTpoiicTBamMu, GoOUIMHU, ICUXOMOTOPHBIM BO30YKICHUEM.

35. Ilpu oxazaHMM CKOpPOM MEAMIMHCKOW IOMOLIM JIEKAPCTBEHHBIE IIpernapaThl Ha3HAYarOTCs
MEJAMLMHCKUM paOOTHUKOM BBIE3HOM Opuraapl CKOpOW MEIUIMHCKOW IOMOIIY, MEIULUHCKUM
paOOTHUKOM MEAMIMHCKOW OpTraHU3allii NpU OKAa3aHWW MEIUIMHCKON IMOMOIIM TpaKAaHaM IIpU
3a00JIeBAHUAX, HECYACTHBIX CIIydasx, TpaBMaX, OTPABICHUAX M JPYTUX COCTOSHUSX, TPeOyHOIUX
CPOYHOI'0 MEAUIIMHCKOIO BMEIIATEIbCTBA.

IV. HasHauyeHuMe nekapCTBEHHbIX NpenapaToB rpaxaaHam,
MMeloLW MM NpaBo Ha becnnaTtHoe Nosly4YeHue feKapCTBEHHbIX
npenapaTtoB UM Nosly4yeHne fieKapCTBeHHbIX NpenapaTtoB
CO CKMAKON, Npu OKazaHUM NepBUYHOWN
MeAUKO-CaHUTApPHOW NOMOLLMU

36. Ilpu oxazaHuMM NEPBUYHON MEIUKO-CAHUTAPHON TIOMOINM HA3HAYCHUE MEAUIIMHCKUM
pabOTHUKOM B COOTBETCTBUHU CO CTaHAAPTAMHU MEIULMHCKOMN nomMoiu <19> nexapcTBEeHHBIX MIPENapaTos,
OTITyCKaeMbIX OECIIATHO WIIU CO CKHUJIKOW, OCYIIECTBIIICTCS HA pernentypHoM Omanke Gopmbr N 148-1/y-
04 (1) ¢ yderom pa3BUTHs 3a00JeBaHUS, OCOOCHHOCTEH TEYEHUS OCHOBHOTO M COIYTCTBYIOIIETO
3a00JIeBaHNI CIICAYIOIIMM KaTEeTOPUSIM IPaXKaaH:

<19> Ilynkt 4 wactu 1 crareu 37 ®enepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-®d3 "O6
OCHOBaxX OXpaHbl 3J0pOBbs TpaxaaH B Poccuiickoit ®eneparuu" (CoOpaHue 3aKOHOMATEIbCTBA
Poccuiickoii @enepanun, 2011, N 48, ct. 6724; 2018, N 53, cT. 8415).

1) rpaxkJaHaM, UMEIOIIMM TPABO HA MOJYYEHHE TOCYJIapCTBEHHOM COLMAJIbHOW MOMOIIU B BHJIE
Habopa COIMABHBIX YCIYT, B COOTBETCTBUHU C TIEPEUHEM JIEKAPCTBEHHBIX IIPETMApaTOB ISl MEIUIIMHCKOTO
MPUMEHEHUsI, B TOM YHUCJIE JIEKAPCTBEHHBIX MPENapaToB AJisi MEAUIIMHCKOTO MPUMEHEHHUS, Ha3HAYaeMbIX
0 PEUICHUI0 BpauyeOHBIX KOMUCCHIA METUIIMHCKUX OpraHu3anui <20>;

<20> Yacte 2 crateu 6.2 @DenepanpbHoro 3akoHa oT 17 wurwomsga 1999 r. N 178-d3 "O
rocyaapcTBeHHoOU conmanbHoU momoniu" (CoOpanue 3akoHomarenscTBa Poccuiickoit @enepanuu, 1999,
N 29, c1. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165).

2) nuram, 00JIbHBIM TeModuiIneld, MyKOBUCITU030M, TUIO(PU3apHBIM HAaHU3MOM, 0oJie3HbIO [ ome,
3JI0KAYECTBEHHBIMU HOBOOOPA30BaHUSMH JIMM(OUTHONW, KPOBETBOPHOH M POICTBCHHBIX WM TKaHEH,
PacCesiHHBIM CKJIEPO30M, T€MOJIUTHKO-YPEMUUYECKUM CHHAPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM
HayajioM, Mykomnonucaxapuao3om I, I u VI tunos, nuil nociie TpaHCIIaHTAIIMK OPTaHOB U (WJIM) TKaHEH
B COOTBETCTBUU C IEPEUHEM JICKAPCTBEHHBIX MIPenapaToB, yTBep:kaaemMbiM [IpaButensctBom Poccuiickoit
Oenepanun <21>.

<21> Yactp 7 cratsu 44 depepanpHoro 3akoHa ot 21 Hoa6psa 2011 r. N 323-®3 "OO6 ocHoBax

OoXpaHbl 3/10poBbsi rpaxkaaHn B Poccuiickoit ®denepanuun" (CobOpanue 3akoHomarenbcTBa Poccuiickoi
®enepanun, 2011, N 48, cr. 6724; 2013, N 48, cT. 6165; 2016, N 18, ct. 2488; 2018, N 32, ct. 5092).

3) rpaxkmaHaMm, MMEIOUIMM IPaBO Ha TMOJYYEHHE JIEKAPCTBEHHBIX IPENapaTroB OEcIIaTHO WU
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MOJTyYeHHUE JICKAPCTBEHHBIX MPEMapaToB CO CKUAKOM 3a CUET Cpe/ICTB Or0KETOB CyOBheKkTOB Poccuiickoit
@®enepaunu, B cooTBeTcTBUM ¢ IlepeuyHem rpynm HacelneHHs M KaTeropuil 3abojieBaHUll, Npu
aMOyJIaTOPHOM JICUEHHUU KOTOPBIX JIEKAPCTBEHHBIE CPEICTBA W W3JENMSI MEJULMHCKOIO Ha3HAYeHUS
OTIIyCKAIOTCS MO perentaM Bpauedl OecriaTHo, u [lepeuHem rpymn HaceleHus, npu amOyJaTOPHOM
JICYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIIYCKAKOTCS IO penentaMm Bpadedl ¢ S0-mpoueHTHOH
CKMJIKOW cO CBOOOJHBIX II€H, YTBEP)KIEHHBIMM TNocTaHoBlIeHHeM IIpaBurenbcrBa Poccuiickoit
Oenepanmu ot 30 utonsa 1994 r. N 890 <22>;

<22> CoOpanue 3akoHomarenbcTBa Poccuiickoit @enepamnu, 1994, N 15, ct. 1791; 1995, N 29, cT.
2806; 1998, N 1, ct. 133, N 32, cT. 3917; 1999, N 14, ct. 1724, N 15, ct. 1824; 2000, N 39, ct. 3880;
2002, N 7, cT. 699.

4) rpaxmaHaMm, CTPaJalOIIUM >KM3HEYTPOKAIIIUMUA M XPOHHUYECKUMH MPOTPECCUPYIONIUMU
peakumu (opdaHHBIMU) 3a00I€BAaHUSIME, TPUBOISIIMMU K COKPAIICHUIO MPOJOKUTEIBHOCTH JKU3HH
rpakJaH U UX UHBAIUIHOCTH <23>.

<23> Ilocranonenue IIpaButensctBa Poccuiickoit deneparuu ot 26 ampens 2012 r. N 403 "O
nopsiike BepeHuss PenepaabHOrO perucTpa Jull, CTPaJAIOIUX KU3HEYTPOXKAIOIIUMHU U XPOHHUYECKUMHU
IPOTPECCUPYIOIIUMHU peaKUMU (opdaHHBIMU) 3a00J€BaHUIMU, NPUBOJAIIMMHU K COKpAIlEHUIO
IPOIOJDKUTEIBHOCTH JKU3HU TPaX/1aH U UX WHBAIMIHOCTH, U €ro permoHaipHoro cermenra” (Cobpanue
3akoHoaTenbcTBa Poccuiickoit @eneparmu, 2012, N 19, ct. 2428; N 37, cT. 5002).

IIpu odopmnenun peunenta Ha Onanke Gopmer N 148-1/y-04 (1) Ha OyMaKHOM HOCHTENE
oopMIISIOTCS 1Ba 3K3EMIUIApPA, OAWH W3 KOTOPBIX OCTAETCsl B alTeYHOH OpraHu3alvu, BTOPOil - B
MeI[I/IHI/IHCKOI\/’I AOKYMCHTAIUHU IMallvCHTA.

37. HpaBo Ha3Ha4YaTh JICKAPCTBCHHLIC MpPENapaThbl I'pakaaHaM, UMCIOIIHUM IIPpaABO Ha OccriaTHOE
MMOJIYYCHHE JICKAPCTBCHHBIX IMPEIIApaTOB WJIH ITOJYUYCHUC JICKAPCTBCHHBIX IIPCIIapaToB CO CKHHKOﬁ, TaKXe
HNMCIOT:

1) MmequnuHCKHEe paOOTHUKH, pabOTaIOIINE B MEAUITMHCKONW OPraHU3alluyd 10 COBMECTUTEILCTBY (B
npejesiax CBOe KOMIETEHIIUN);

2) MeAMLIMHCKHE pPaOOTHUKM CTallMOHAPHBIX OpraHM3allMil COLMAJIBLHOTO OOCITY>KMBaHUS NpU
HQJIMYUM JIMLEH3UM HAa OCYLIECTBIIEHUE MEIULMHCKON JEATENBHOCTH <24>, IpenycMaTpUBarolen
BBINIOJIHEHHE pPa0OT (OKa3zaHuE YCIyr) MO OKAa3aHHI0 MEPBUYHON MEIUKO-CAHUTApHOW IIOMOIIU B
aMOyJIaATOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOMN MPUHAJIEKHOCTH);

<24> Ilynkt 46 wactu 1 crateu 12 @PenpepanbHoro 3akona or 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUU OTAENbHBIX BHUAOB jAesTenbHOocTH" (CobOpanue 3akoHonmarenbcTBa Poccuiickoit
®enepauun, 2011, N 19, ct. 2716; 2012, N 31, ct. 4322; 2013, N 9, ct. 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, cr. 4838; N 32, cT. 5116; N 45, c1. 6841; N 53, cT. 8424).
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3) MenuuuHCKHE PaOOTHUKM MEAMLIMHCKUX OpPraHM3allUil, OKa3bIBAIOIIUX IMEPBHYHYIO MEIHKO-
CaHMTapHYI0 IOMOUIb, IOJBEAOMCTBEHHBIX (ellepaibHbIM OpraHaM HCIIOJIHUTEIbHON BIIACTH WM
OopraHam HMCIIOJHHUTEIbHOH BiacT cy0bekToB Poccuiickoit deneparmu;

4) WHIUBUAYAJIIBHBIC IMPCANPUHUMATCIN, OCYIICCTBIAIOINE MCEOAUIHUHCKYIO JOCATCIBHOCTh H
BKJIFOYCHHBIC B PEECTp MCAHULIUMHCKUX OpI‘&HH?;&LIHﬁ, OCYHICCTBJIAIOIIUX JACATCIbHOCTL B C(bepe
00513aTENILHOIO MCAUIHUHCKOI'O CTPAXOBAHHA.

38. Ilpu Ha3HAYCHHMHM JIEKAPCTBEHHBIX IMPENApaToB Ipa)kJaHaM, UMEIOIIUM IPaBo Ha OecruiaTHOE
HOJy4YEeHHE JIEKApCTBEHHBIX IPErnapaToB WIM IOJIyYE€HUE JIEKAPCTBEHHBIX NPENapaToB CO CKUIKOH, B
pelenite yKaspIBaeTcsi HoMmep TenedoHa, MO KOTOpOMY pabOTHHK anTedyHOW OpraHu3alud IpH
HE00XOIMMOCTH MOXKET COIJIacOBaTh C MEAUIMHCKUM PaOOTHUKOM 3aMEHY JIEKapCTBEHHOIO IIpenapara.

39. HazHaueHre HApKOTHYECKUX U IICUXOTPOIHBIX JIEKapCTBEHHBIX npenaparoB cunucka II Ilepeuns
(32 UCKITIIOYEHHEM JIEKApCTBEHHBIX MPENapaToB B BUAE TPaHCIACPMAaJbHBIX TEPaleBTUYECKUX CUCTEM, a
TaK)K€ JIEKAPCTBEHHBIX IIpenapaToB, COAEpXKALIUX HAPKOTHYECKOE CPEICTBO B COUYETAHUU C
AQHTarOHNCTOM OIMOMJIHBIX PELENTOpPOB) Tpa)kIaHaM, MMEIOIIUM IpaBO Ha OecIiaTHOE MOJyuYyeHHUe
JIEKapCTBEHHBIX IIPENapaToB WIN IMOJYUYEHHS JIEKAPCTBEHHBIX MIPENAPATOB CO CKUIKOM, OCYLIECTBIIAETCS
Ha pernentypHoMm Onanke Gopmbel N 107/y-HII, k KOTOpOMy JOMOJHHUTEIBHO OPOPMIISETCS PEIenT Ha
peuentypHoM Onanke Gopmbl N 148-1/y-04 (1) (B ABYX 3K3eMIUIIpax Npu 0GOPMIICHUH Ha OyMa)KHOM
HOCHTEJIE).

40. HazHaueHne HapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX NpemnaparoB cnucka 11 [lepeuns
B BHJE TPAHCACPMAIbHBIX TEPANEBTUYECKMX CHCTEM, HApPKOTHYECKUX JIEKapCTBEHHBIX IIPEnaparoB
cnucka II Ilepeuns, conepkamux HapKOTHUECKOE CPEJICTBO B COUETAHMU C aHTAarOHUCTOM OIMOMJIHBIX
peLEenToOpOB, ICHUXOTPOIHBIX JIEKAPCTBEHHBIX InpenaparoB cnucka [II Ilepeuns, sekapcTBEHHBIX
npenapaToB, BKIOYEHHBIX B iepeueHb [IKY, nekapcTBeHHBIX MpenapaToB, 00JaAa0nX aHa00INIeCcKOMl
AKTUBHOCTBIO B COOTBETCTBUU C OCHOBHBIM (PApMaKOJOTHUECKUM JIeHiCTBHEM, KOMOMHHPOBAaHHBIX
JIEKapCTBEHHBIX MpenapaToB, YKa3aHHbIX B moanyHkTe 3 mnyHkTa 10 Hacrtosmero Ilopsnka,
IpeHa3HaYeHHbIE Ui JICYEHUs Tpak[aH, UMEIOIUX IIPaBoO Ha OeCIUIaTHOE MOIy4YEHHUE JICKapCTBEHHbBIX
IIPENapaToB UM MOJYUYEHHUE JIEKAPCTBEHHBIX IIPENAapaToOB CO CKUIKOM, OCYLIECTBISIETCA HAa PELENTYPHOM
onanke dopMbl N 148-1/y-88, K KOTOPOMY JOMOJHUTENHLHO OGOPMISIETCS pelenT Ha PelenTypHOM
omanke Gopmer N 148-1/y-04 (1) (B ABYX dK3eMIUIsIpax mpu opopmieHnH Ha OyMa)KHOM HOCHUTEIIE).

ITpunoxenue N 1

k [lopsiaky Ha3HaueHUsA
JIEKApCTBEHHBIX MPENApPaTOB,
YTBEP)KJICHHOMY TIPUKA30M
MuHucTepcTBa 31paBOOXpaHEHUs
Poccuiickoit deneparuu

ot 14 suBaps 2019 r. N 4u

KOJIMYECTBO
HAPKOTUYECKUX CPEAOCTB UIU NCUXOTPOINHbLIX BEWECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B O4HOM PELIENTE
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N MexyHapoaHoe dopma BbIITyCKa U KomnuectBo
/Tl | HEMATCHTOBAHHOE HAUMEHOBAHHE JI03UPOBKA
HapKOTHUYECKOIO U
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
1 Bbynpenopdun + Hanokcon Tabnerku 60 TabneTok
CyONIUHTBaIBLHBIC
0,2 mr + 0,2 Mr (ymakoBka, kpatHas N
20)
2 bynpenopdun PactBop mis
YHpeHopd TBOp A 30 ammyn (mmpuii-
uHbeKknui, 0,3 mr/mi 1
TIOOMKOB)
MIT
3 Bymipenopdun TpaHcaepManbHbIi
MJ1aCThIPb
35 mxkr/gac 20 nuacteipeit
52,5 MKr/4ac 10 mnacTeipent
70 MKr/4ac S macteipen
4 Jurunpoxoneux Ta0OneTku
MIPOJIOHTUPOBAHHOTO
NEeUCTBUS
60 mMr 40 TabieTok
90 mr 30 TabneTok
120 mr 20 TabneTox
5 Mopdun PactBop s
e WHBEKLHI ZCIT[BO st 20 awmyat (mmpun-
LI, P pA TIOOUKOB)
MTOAKOKHOT'O BBEJCHUS
10 mMr/ma 1 Mo
6 | Komeun + Mopdun + Hockanun + PactBop s
[TanaBepun + Tebaun IIOJIKO>KHOT'0 BBEJICHUS
0,72+ 5,75+ 2,7+ 20 aMIviI
0,36 + 0,05 mr/n 1 M1 y
1,44+ 11,5+54 +
0,72 + 0,1 mr/mi 1 M
7 Tpumenepuna Tabnetku 25 mr 50 TabneTok
8 Tpumenepuaux PactBop g nabpekuuit | 20 ammyn (IUnpui-
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10 mr/mir 1 Mt

20 mr/mit 1 Mt

TIOOMKOB)

9 Mopdun TabmeTku (KarncyJibl)
MPOJIOHTUPOBAHHOTO
necTBUs
10 mr 180 tabu. (xamc.)
30 mr 60 Tab. (karc.)
60 Mr 40 tabmn. (karc.)
100 mr 20 tabmn. (karc.)
200 mr 20 tabmn. (karc.)
10 Mopdun TabneTku
5wMmr 100 tabierox
10 mr 100 tabierox
11 Mopdun Kannu nns npuema 4 (raxoHa
BHYTPb
20 mr/mit 20 mut
12 Mopdun PacTtBop miia npuema
BHYTpPb (MOHO/I03bI)
2 Mr/mit 5 mi 100 amrry /3
6 Mr/mi 5 mi 80 ammy /3
20 mr/mi 5 mi 30 amryn /3
13 Oxkcukonon + Hanokcon TabneTku
MPOJIOHTMPOBAHHOTO
NeCTBHS
5wmr+2,5Mr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 Mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
14 | [IponuoHMI()EHUIITOKCUAITIINUI | TableTKu 3aleyHbIe 50 TaG1eTOK
epUINH 20 mr
15 deHTa"un TpancaepmanbHas
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TCPAINICBTUYCCKAA
cucreMma

12,5 Mkr/gac
25 mKkr/4ac
50 mKkr/gac
75 MKr/gac

100 Mmkr/4ac

20 macteipeit
20 macteipeit
10 mnacTeipeit
10 mnacTeipeit

10 mmacteipei

16 denTannn

Tabnerkn
HOIbS3bIYHBIE

0,1 mr
0,2 Mmr
0,3 mr
0,4 mr
0,6 Mr
0,8 mr

50 TabieTok

17 DenTanun

Crnpeil Ha3aJIbHBIN
daxoH 50 MKr/mo3a
2,0 mi1 (10 no3)
3,2 M (20 103)
5,0 mi (40 mo3)
®maxon 100 Mxr/mo3a
2,0 M (10 mo3)
3,2 M (20 mo3)
5,0 mi (40 no3)
®nakon 200 MKr/m03a
2,0 M1 (10 mo3)
3,2 M (20 m03)
5,0 i (40 103)

24 ¢nakoHa
12 pnakoHoB

6 QrakoHOB

12 ¢pmakoHOB
6 pmakoHOB

3 dpnakona

12 bnakoHoB
6 ¢urakoHOB

3 dbnmakona

Ha/e;KHAsl IPABOBasi MOJIEPKKA
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18

ByTtopdanon PactBop 11 nHbEKIUI

2 mr/mit 1 Mt 20 avmyn

19

HanOydun PactBop a5 unbeKuit

10 mr/mit 1 Mo 50 ammyn

20 mr/mut 1 Mo 25 amiyn

20

denobapouTan Tabnerku

5 mr

50 mr 50 TabieTok

100 mr

[Tpunoxenue N 2

k [lopsiaky Ha3HaueHus
JIEKAPCTBEHHBIX MPENAPaATOB,
YTBEPKACHHOMY ITPUKA30M
MuHucTepcTBa 31paBOOXPaHEHHUS
Poccuiickoi @enepanuun

oT 14 suBaps 2019 1. N 41

CnpaBo4HO

PEKOMEHOOBAHHbIE K UCMNOJIb3OBAHUIO COKPALLIEHUA
NnPU OPOPMJIEHUM PELIENTOB

Coxkparenue [TonHoe Hanucanue ITepeBon
aa ana 0, TIOPOBHY
ac., acid. acidum KHCJIOTa
aer. aerozolum a’p030J1b
amp. ampulla amIrya
aq. aqua BOJa
ag. purif. aqua purifikata BOJIa OYHUIIICHHAS
but. butyrum Macio (TBepoe)
caps. capsula KarcyJma
comp., cps compositus (a, um) CJIOKHBII
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D. Da (Detur, Dentur) Boinaii (mycTh BBIZIAHO, ITYCTh
OyZeT BBIIAHO)
D.S. Da, Signa Detur, Signetur Brigaii, 0003Ha4b
[Tyctb OyneT BBIIAHO,
0003HaYeHO
D.t.d. Da (Dentur) tales doses Brinait (ITycts OyayT
BBIJIaHbI ) TAKUE J03bI
dil. dilutus pa3BeIeHHBIN
Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHbIE yacTu
emuls. emulsio AIMYJIbCUS
extr. extractum OKCTPAKT, BBITSKKA
F. Fiat (fiant) [Tycts oOpazyercs
(o6pazyrorcs)
gran. granulum TpaHyJIbI
qt., qtt qutta, guttae KaIuis, Karjiu
qtt. peror. guttae peroralis KaIlTu JUIs TIpueMa BHYTPh
inf. infusum HACTOM
in amp. in ampullis B aMITyJj1ax
in tab. in tab(u)lettis B TabNeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0JIeTKaX C
MTPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B Ta0JIETKaX C

obductis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKIIEHUEM,
MOKPBITBIX 000JI0YKOM
lin. linimentum JKHIKas Mashb
liq. liquor KHUJIKOCTh
lot. lotion JOChOH
m. pil. massa pilularum MUTIOJIbHAS Macca

membr. bucc.

membranulae buccales

IINICHKHU 3al11CYHBbIC
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M. Misce, Misceatur Cwmemnaii (Ilycts Oyner
CMEIIaHo)
mixt. mixtura MHUKCTYypa
N. numero YHUCIIOM
ol. oleum Macio (KUIKOE)
past. pasta nacra
pil. pilula, pilulae TTAJTEOJIS, TIVUTEOJTH
p. aeq. partes aequales paBHbIE YaCTH
ppt., praec. praecipitatus OCaKJICHHBII
pulv. pulvis MTOPOIIIOK
g. s. quantum satis CKOJIbKO TIOTpeOyeTcH,
CKOJIBKO HaJI0
r., rad. radix KOPEHb
Rp. Recipe Bo3bemu
Rep. Repete, Repetatur [TosTopu (Ilycts Oyner
MTOBTOPEHO)
rhiz. rhizoma KOpPHEBUIIE
S. Signa, Signetur O603Hnaus (ITycts Oyner
0003HAYEHO)
sem. semen cems
simpl. simplex MPOCTOM
Sir. sirupus CUpOIT
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp J1s IpueMa BHYTPb
Spr. spray cripeu
spr. nas. spray nasale CIIpel Ha3aJ bHBIN
supp. suppositorium cBeYa
susp. suspensio CYCIICH3Us1, B3BECh
tabl. tab(u)letta TabJyeTKa
t-ra, tinct. tinctura HacCToOlKa
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STT Systemata Therapeutica TpaHCAepMaJIbHAS
Transcutanea TepareBTUYECKasl CUCTEMA
ung. unguentum Masb
vitr. vitrum CKJISTHKA
[Tpunoxenue N 2
K I[IPpHUKa3zy MI/IHI/ICTepCTBa 3APAaBOOXPAHCHUA
Poccuiickon @enepanuun
oT 14 suBaps 2019 . N 41
®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/y
MMHMCTEPCTBO 3IOPaBOOXPaHEHUA Kon dopmer mo OKY[
Poccurickonm denmepauunm Kon yupexneHua no OKIIO
MemoMUMHCKAA OOKYMEHTAaLMsa
HauMeHOBaHMe (mTam) ®opma N 107-1/y
MEeIMLMHCKOM OpTraHM3aluumn YTBepxOoeHa MNPUKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEHUs
HamMmeHOBaHMe (WTaMII) Poccurickom denmepaumum
VHIVBUOYAJIbEHOTO MpPennpuHUMaTesA or 14 auBaps 2019 r. N 4u
(yxkaszaTbp ampec, HOMEp M IaTy JMLEeH3UM,
Ha)MeHOBaHME OpraHa I'OCYyIapCTBEHHOM
BJIACTM, BBIIABIIETO JIMLEHSMO)
PEOEIT
(B3pOCIBEIL, IOEeTCKMM — HYXHOEe INOIOUYEPKHYTH)
A\ A\ 2 O .
daMunmsa, MHMLMAJE MMEHM M OTUecTBa (IocjiefHee — IIPU HaJIUdUM)
rnaumMeHTa
JaTa poxneHms
daMunmsa, MHMLMAJE MMEHM M OTdUecTBa (IocjiefHee — IPU HaJIM4dUM)
Jledyamero Bpauda (denbrnuepa, akxkylLepKu)
py0. |xom. | Rp
py6. |kom. | Rp
pyo. |xono. | Rp.
www.consultant.ru Crpanuna 23 u3 38

Ha/e;KHAsl IPABOBasi MOJIEPKKA


http://www.consultant.ru/

IToonmce M.II.
¥ eyaTh Jeuamero Bpaua
(momnuch Qernbrnumepa, akyllepKM)

PeuenT mencrTBuTeJIeH B TeueHme 60 mHel, mo 1 roma ( )
(HyXHOE MNONUYEepPKHYTH) (ykasaTh KOJIUUECTBO
MecCsleB)

ObopoTHasa CTOpPOHAa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peeHnIo BpayeOHoM
KOMHUCCHHU

[Ipurorosun IIposepun Otnyctun

O®OPMA PEIEIITYPHOI'O BJIAHKA N 148-1/y-88

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS

Poccurickol denepalum Kom dopmer mo OKYI 3108805
MenuuyHCKas LOOKYMEeHTalLMsd
HamMeHOBaHMe (WTaMII) dopma N 148-1/y-88
MEeIULMHCKOMY OpTraHM3aumumn YTBEepXIeHa IIPUKaAB0OM
MyHMCTEPCTBA 3OPaBOOXPAaHEHMUS
HamMveHOBaHMe (WITaMII) Poccurickonm denmepauum
VHOVBUOYAJILHOTO MNPEONPUHYMA TS or 14 sauBaps 2019 r. N 4u

(yxkazaTb ampec, HOMEPp M IaTy JULEeH3UM,
HaVMeHOBaHMe oOpraHa T'OCYyHapCTBEHHOMU
BJIACTM, BBIOABIIETO JIMLEH3UIO)

rarararn rararararn
Cepusa N
LdL 4L dL 1 LdLJdLJdLdL 4d

PELENT moo 20 .
(maTa odopmIieHMsa peLenTa)

(B3pOCIBEIL, IOEeTCKMM — HYXHOEe INOIOUYEPKHYTH)

daMmImsa, MHMLUMAJE MMEHM M OTUYecTBa (IocjienHee — IIPM HaJMUUM)
nauveHTa
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IaTa poxneHusa

Anpec MecCcTa XMTeJIbCTBa nijim N MeOUUIMHCKOM KapTBL aMéynaTopHoro InaumeHTa,
InoJiydyammeIro MeIMIIVMHCKYI IIOMOIE B aMGy.HaTOpHI:IX YCIIOBUAX

daMmImsa, MHMLMAJE MMEHM M OTUYecCcTBa (IocjienHee — IIPM HaJIMUMM)
Jledyamero Bpauda (denbriuepa, akxkyuLepKu)

[lognmce ¥ HedaThk Jiedallero Bpauda M.II.
(momnmucek odeJybmmepa, aKylepKu)

PellenT OeMCTBUTEJIEH B TeueHue 15 nHenl

OBbopoTHas CTOpPOHAa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peleHnio BpaueOHoH
KOMHCCHHU

IIpurorosun IIposepun Otnyctun

®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/y-04 (1)

MUHMCTEPCTBO 3OpaBOOXPaHeHUSA YTBEPXIEHA
Poccurickon demepalum nprukKasoM MMHMCTEepCTBa 3IPaBOOXPaHEHUSI
Poccurickonm denmepauum
or 14 sauBaps 2019 r. N 4u

Mramn
Kon
MEIULMHCKOM OpTaHM3alumn

Tamn

www.consultant.ru Crpanuna 25 u3 38
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Kom I I S |

VHIOVBUIOYAJIBHOT'O IPEeOlIpMHMMaTEeIJIA

Kom dopmer mo OKYIO 3108805
®opma N 148-1/y-04 (i)

Kon Kon Hcrounnk puHaHCUpPOBAHHUS: % omaThl:
KAaTerOpuM | HO30JIOTMYECKOU (MO4EpKHYTH) (MOaYEpKHYTH)
rpaxnaan | ¢popmsl (mo MKB)
1. ®enepanbHbIi OFOHKET 1. becmatHo
2. brojuker cyobekra Poccuiickoit 2.50%
®denepaunn

3. MyHuUIMnagbHbIN OO KET

PEIEIT Cepus N OaTa obopmieHMUs: 20 .

@aMVIJ’H/IH, VIHMLIVMIAJIBEL MMIMEHVM VM OTUEeCTBA
(mocyenHee - IpM HaJIU4IUU)
naumeHTa

IaTa poxneHUAa
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CHUIIC

N monuca
00513aTEIbHOIO
MEIULITHCKOTO
CTPaxOBaHHS:

HomMep MEeIMUMHCKOM KapThl naureHTa, OIOoJydanlero MeIMLMHCKYI [IOMOIIb
aMOyJIaTOPHEX YCJIOBUAX

damMmnmsa, MHULIMAJE MMEHM M OTUecTBa (IocjiemHee — IPU HaJIWUUUM)
Jevamero Bpauda (benbnmepa, akyLepKu)

Py6. Komn. Rp:
D.t.d.
Signa:...

[loonuce M nedaThb Jledalero Bpada M.II.
(moonmuce odernpOmepa, aKyLEepKH)

Peuent mericrBuTeJeH B Teuenme 15 muemn, 30 gHen, 90 mHenm
(HyXHOEe MNOOUEPKHYTH)

www.consultant.ru
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OTITyIIEHO 10 pelenTy: ToproBoe HAMMEHOBAHUE U JO3UPOBKA:
Iara ormycka: " " 20 . KommuecTBo:
[TpuroroBui: IIposepmit: OtmycTut:

(JIuHUS OTpHIBA)

Kopemok perentypHoro 6ianka Crnoco0 npuMeHeHusI:
[IponoKUTENBHOCTD JTHEW

HaunmeHnoBaHue nekapcTBEHHOIO IIpenapara:

Jo3upoBka: KonnuecTBO mpueMoB B A€HbB: pa3

Ha 1 mpuewm: en.

ObopoTHasa CTOpPOHA

OTMeTKa 0 Ha3HAYCHUH JICKApPCTBEHHOTO
npernapara 1o peeHnIo BpayeOHOM
KOMHUCCHHU

[IpuroroBun [IpoBepun Otnyctun

[Tpunosxxenue N 3

K IIpUKa3y MHUHUCTEpPCTBA 3/{paBOOXPAHEHHS
Poccuiickon @enepanuun

ot 14 suBaps 2019 r. N 4u

NOPAAOK
OPOPMJIEHUA PELENTYPHbLIX BJIAHKOB HA JIEKAPCTBEHHbIE NMPENAPATDI,
MX YYETA U XPAHEHWUA

I. OcbopmneHue peuenta Ha GymMakKHOM HocuTene

1. Ha peuentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N _148-1/y-04(;1) B 1€BOM BEpXHEM
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Y1y IPOCTaBJIACTCA IITaMIT Me}IHHHHCKOﬁ opraHu3anv C yKa3daHUEM €€ HAaMMCHOBaHUA, aJpcCa U
TesedoHa.

JlononHuTeNnbHO Ha peuentypHoMm Onanke dopmbel N 148-1/y-04(1) mnpocraBisercss Koj
MEIUIMHCKONW OpraHM3allid B COOTBETCTBUUM ¢ (OCHOBHBIM TOCYIapCTBEHHBIM PETUCTPAIIMOHHBIM
HomepoM (nanee - OI'PH).

Cepus penentyproro Omnanka dhopmbl N 148-1/y-04(1) BkIroyaer koj cyOwekra Poccuiickoit
®denepannu, COOTBETCTBYIOIMIMK IBYM mepBbIM Iuppam OOmEpoccHiickoro Kiaccupukatopa 00bEKTOB
aJIMUHUCTPATUBHO-TEppUTOpUaAIbHOTO Jenenus (nanee - OKATO).

Pa3pemaerca usroraBnuBath perentypHbiii 0gaHK Gopmbl 107-1/y ¢ HOMOIIBIO KOMIBIOTEPHBIX
TEXHOJIOTHM.

2. Ha peuentypubix OnaHkax, OQOpPMISEMBIX HHIWBUIAYAJIbHBIMH MpEINPUHUMATEISIMH,
UMEIOIMMH JIMLEH3UI0 Ha MEIUIMHCKYIO JeSTeIbHOCTh, B BEPXHEM JIEBOM YINIy THIOTpadCcKuM
crnoco0OM WM IyTEM IMPOCTABJIEHHUS LITaMIa JOJDKEH ObITh yKa3aH aJpec HHIUBUIYaIbHOIO
npeAnpyuHUMaTes, HOMEp M Jara JIMLIEH3UH, HAaUMEHOBAHME OpraHa TIOCYJapCTBEHHOM BIACTH,
BBIJIABLIETO JIUIECH3HUIO.

3. Penenrtypusie Onanku dopm N 148-1/y-88, N _107-1/y u N _148-1/y-04(x1) 3amonHsOTCA
MEIUITHHCKUM paOOTHUKOM pa30opUMBO, YETKO, YCPHUIIAMH HJIH IIAPUKOBON PYUKOI.

4. lomyckaeTcsi oopMIICHHE BCEX PEKBU3UTOB (3a HCKIIOUEeHHEM pekBu3uTa "l[lonmnuce evarero
Bpada (IoANrch (elbanepa, akymepku') penentypHbix 01ankoB dhopmel N 107-1/y, dopmer N 148-1/y-
88 u dhopmbl N 148-1/y-04(1) ¢ MCIONB30BaHUEM TEUATAIOUINX YCTPOMCTB.

5. Odopminenue peuentypHbiXx OnaHkoB Gopmbl N 148-1/y-04(s1) BkiIOYaeT LUPPOBOE
KOJIUPOBaHUE.

HudpoBoe koanpoBaHUe yKa3aHHBIX PELIENTYPHBIX OJIAHKOB BKJIIOYAET:

1) kox memunmHckoil opranuzaiuu (OI'PH) wim kox MHAMBHIYadbHOTO NpEANpUHUMATENS B
coOTBETCTBUM € OCHOBHBIM TOCYJAapPCTBEHHBIM PpETUCTPALMOHHBIM HOMEpPOM HWHJHUBHUAYAJIbHOIO
npeanpunumMarens (nanee - OI'PHUII), npocTtaBnsiemMblil Ipy U3rOTOBJICHUH PELIETITYPHBIX OJIAHKOB;

2) KOJ KaTeropuu Tpax/JaH, MMEIOIIMX I[pPaBO Ha IMOJIyYEHHE JIEKApPCTBEHHBIX IPErapaToB B
COOTBETCTBUH cO cTaTbel 6.1 PenepanbHoro 3akoHa ot 17 utons 1999 r. N 178-®3 "O rocynapcTBeHHOM
couuanbHOW momomu" <1>, u Kox Ho3zojorudeckoi ¢GopMbl Mo MexIyHapOJHON CTaTUCTHYECKOMN
kinaccupukanun 6onesnet (nanee - MKDB), 3amonHseMble jedaliuM BpauoM IMyTEM 3aHECCHMs KaKIou
uuGpbl B MyCThIe SYEHKU, IPU ITOM TOUYKA IPOCTABIISIETCS B OT/IEIbHON sSUeHKe;

<1> CoOpanue 3akoHoaarenbcTBa Poccuiickoit @enepamuu, 1999, N 29, ct. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormerka 00 uctoyHuke (uHaHcupoBaHus (penepanbhelii Oromxker [1], OwopkeT cyObekTa
Poccuiickoii @enepanun [2], MyHHUIMNANBHBIA O0/pKeT [3]) M mporeHTe oriaTel pernenta (OecriaTHO
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[11, 50% [2]);

6. B penentypubix 6mankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "Damunms,
UHUIMATBl MUMEHM M OTYeCTBa (MOCIEAHEE - MPHU HAJIMYMK) NaueHTa" YKas3bIBAOTCS (DaMIUIHs,
WHULKMAJIbl UMCHU U OTUECTBA (HpI/I HaJ'II/I‘-H/II/I) arucHTa.

7. B peuentypubix Onankax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn) B rpade "ara
pokIeHUs" YKa3bIBAE€TCS JaTa POXKACHHS MalueHTa (IHUCII0, MECSII, TOJ).

JlomomHuTeNbHO B perienTypHbIX OnaHkax Gopmer N 148-1/y-88 u dopmber N 107-1/y nns geteit B
Bo3pacte 7o 1 rona B rpade "JlaTa poxaeHus" yKa3bIBaeTCS KOJIUYECTBO TOTHBIX MECSIICB.

8. B peunentypubix Onankax gopmbr N 148-1/y-04(xn1) B rtpadax "CHMIIC" m "N mnomnwmca
00513aTEIBHOTO MEIUIIMHCKOTO CTPAaXOBaHUS" YKa3bIBAIOTCS CTPAXOBOW HOMEpP WHIWBUIYATLHOTO
JUIEBOTO cyeTa rpakaannHa B [lencunonnom ¢oune Poccuiickoit denepanuun (CHUJIC) (npu Hammaun)
¥ HOMEp TOJIHMCa 00513aTeTbHOI0 MEIUIITHCKOTO CTPaXOBaHMUS.

9. B penentypnbix 6mankax gopmer N 148-1/y-88 B rpade "Anpec mecrta KUTEIbCTBA HIIA HOMED
MEIUIIMHCKOW KapThl MalMeHTa, MOJYYalollero MEIUIMHCKYIO MOMOIIbL B amMOyJaTOPHBIX YCJIOBHSX"
YKa3bIBAaeTCsl aJ[pec MeCTa >KUTENIbCTBA (MecTa NpeObIBaHMS WIM MecTa (PAKTUUYECKOrO MpPOKHBAHMS)
MalMeHTa WM HOMEP MEAMIIMHCKOM KapThl NAaIlMEHTa, MOJIyYarolIero MEIUIMHCKYI0 IOMOIIb B
aMOyJIaTOPHBIX YCIOBUAX <2>.

<2> Tlpuka3 MunucrtepcTBa 3apaBooxpanenus Poccuiickoit deneparuu ot 15 nexadbps 2014 r. N
8341 "OO yTBepkAeHUH YHU(PHUIMPOBAHHBIX (OPM MEIMIMHCKOW TOKYMEHTALMH, HCIOJIb3yEMbIX B
MEAMIMHCKUX OpraHM3alisaX, OKa3bIBAIOIIMX MEAMIMHCKYIO MOMOLIbL B aMOyJIaTOPHBIX YCIOBHSX, U
HOPSZIKOB 10 MX 3alojHEHHI0" (3apeructpupoBaH MunucrepctBoM roctunmMu Poccuiickoit denepannn
20 despams 2015 1., peructpamuonusii N 36160), ¢ H3MEHEHUSAMH, BHECEHHBIMH IPHUKA30M
MunucrepctBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 9 suBapst 2018 r. N 2 (3apeructpupoBan
MunucrepctBoM roctuiun Poccuiickoit @eneparuu 4 anpens 2018 r., peructpanronusiii N 50614)
(nanee - npuka3 N 834n).

B penentypubix O1ankax dhopmbl N 148-1/y-04(1) B rpade "Homep MeAUIIMHCKON KapThl MAlUEHTa,
HOJIyYaIOIIEro MEIUIMHCKYIO MOMOIIb B aMOYJaTOPHBIX yCIOBHAX" YKa3bIBACTCS HOMEP MEIUIUHCKOM
KapThl MALMECHTA, IOIYYaIOIIEr0 MEJUIIMHCKYO TOMOIIb B aMOYJIaTOPHBIX YCIOBHAX <3>.

<3> [Ipuxa3 N 834H.

10. B rpade "®amunusi, ”HUIMATIBI IMEHU B OTYECTBA (TIOCJIEHEE - TPH HAIMYHHN) JICHAIIeTo Bpaya
(penpnmepa, akymepku)" peuentypHbix OnaHkoB popm N 148-1/y-88, N 107-1/y u N _148-1/y-04(x)
PYYHBIM CIIOCOOOM HJIM C TIOMOUIBIO INTaMIIa yKa3bIBaOTCA (haMWiIns, MHULUAIBI UMEHH M OTYECTBa
(mocnenHee - NpU HATUMYMU) MEAMLMHCKOrO PabOTHHKA, HA3HAUYMBIIETO JEKAapCTBEHHbIE Mpenaparbl U
O(OPMUBIIETO PEIETT.

11. B rpade "Rp" peuentypubix OmaHkoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
yKa3bIBACTCS:

1) HanMMCHOBAHUEC JICKAPCTBCHHOI'O IIpCIiapara (MG)K,HYHapOI[HOC HCIMMAaTCHTOBAHHOC HAMMCHOBAHUCEC,
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TPYOIIUPOBOYHOC WM XUMHUYCCKOC HAMMCHOBAHHUEC, TOProBOC HaI/IMeHOBaHl/Ie) Ha JIATUHCKOM S3BbIKC,
(bopMa BBIITYCKA, JO3UPOBKA, KOJIMYCCTBO,

2) croco® TpUMEHEHHUs JIEKapCTBEHHOTO Ipemapara Ha TOCYAapCTBEHHOM s3bike Poccmiickoit
®denepauuy WM Ha TOCYAApPCTBEHHOM s3blke Pocculiickon ®Penepauuu U rOCYJIapCTBEHHOM S3BIKE
pecmyOJIMK U MHBIX si3bIKax HapoJ1oB Poccuiickoit denepannn <4>.

<4> Yactp 1 crareu 15 3akona Poccuiickoit ®enepauun ot 25 oktsaOps 1991 r. N 1807-1 "O
sa3pikax HaponoB Poccuiickoit ®enepauuu” (Bemomoctu chezna Hapoansix gemytatoB PCOCP u
Bepxosuoro Coera PCOCP, 1991, N 50, crt. 1740; CoOpanue 3akoHomarenbcTBa Poccuiickoit
Oeneparun, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

12. Ilpu ohopMieHNHU peEnTypHBIX OJAHKOB 3alpelacTcs OrpaHUYMBAThCS OOLUIMMHU YKa3aHUSMH,
Hanpumep, "BuyTtpennee", "M3BecTHO".

13. Peuent, oopmienHslii Ha peuentypHoM Osanke hopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(11), MOANMKMCHIBACTCS MEITUIIMHCKUM PAOOTHUKOM U 3aBEPSIETCS €r0 MeYaThIO.

Penent, opopmiensslii Ha peuentypHoMm Onanke hopMbl N 148-1/y-88 u dhopmbl N 148-1/y-04(11)
JIOTIOJTHUTEIBHO 3aBEPSETCS NeUaThio MEJUIIMHCKON opranu3anuu "1y peuentos".

14. Ha oxHom perienitypHoM Osanke hopmbl N 148-1/y-88 u hopmbr N 148-1/y-04(11) paspemraercst
OCYIIECTBIIATH HA3HAYEHHE TOJILKO OJTHOI0 HAUMEHOBAHHSI JIEKAPCTBEHHOTO Iperapara.

Ha oamnom peuentypHom Onanke dopmbl N 107-1/y pa3pemaeTcs OCYLIECTBISATh Ha3Hau€HHUE
TOJBKO OJHOIO HAaMMEHOBAaHUS JIEKapCTBEHHOrO Ipenapara, orTHocsmerocs mno ATX k
AHTUIICUXOTUYECKUM cpeacTBaM (ko NOSA), ankcuonutukam (kox NOSB), CHOTBOpPHBIM M CEJaTUBHBIM
cpeactBam (kox NOSC), antmaenpeccantam (kox NO6A) m He mojjexamero MpeaMeTHO-
KOJIMYECTBEHHOMY Y4YeTy, M [0 Tpe€X HAauUMEHOBAHWM JIEKApPCTBEHHBIX IpENaparoB - JUIsl HHBIX
JIEKapCTBEHHBIX MPENAPAaTOB, HE OTHECEHHBIX K BbIlIeyKa3aHHbBIM ATX.

15. UcnpaBneHus B penenTe He JOIyCKatOTCs.

16. ITpu odpopmnenun peuentypHbix 61aHkoB hopm N 148-1/y-88, N 107-1/y u N _148-1/y-04(x1) Ha
JeKapCTBEHHbIE TMpenaparbl, Ha3HAYCHHbIE MO pPEHICHHI0 BpayeOHOW KOMHCCHM, Ha 000poTe
perenTypHoro OJ1aHKa CTaBUTCS CIICIIMAIbHASI OTMETKA (IIITaMIT).

17. Ha peuentypuom 6sanke ¢opmbl N 148-1/y-04(1) BHU3Y UMeeTCs JIMHUS OTPbIBA, pa3Aessatoias
penenTypHbIi OJTaHK U KOPEIIOK.

Kopemiok ot pernenta, opopMIIEHHOTO Ha YKa3aHHOM pELENnTYpHOM OJlaHKE, BBIJACTCS MAIUCHTY
(ero 3aKOHHOMY HPEJCTaBUTENI0) B AaNTEYHOM OpraHuM3alld, Ha KOPEIIKE JejaeTcs OTMEeTKa O
HAaUMEHOBAaHUU JIEKapPCTBEHHOTO Mpernapara, 103UPOBKe, KOIUYECTBE, CIOCOOE MPUMEHEHHUS.

18. OdopmieHue CHEIUAIBHOTO PEIENTYPHOTO OJlaHKa Ha HApPKOTHYECKOE CPEICTBO H
INCUXOTPOMHOE BEIIECTBO OCYIIECTBIAETCS B COOTBETCTBUM C MpHKazoM MuHHCTEpCTBa
3npaBooxpanenus: Poccuiickoit ®enepaunu ot 1 asrycra 2012 r. N 54u "OO ytBepkaeHUH (HOpMbI
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OJTAHKOB PEIICTITOB, COJEPKAIIMX HAa3HAYCHHWE HAPKOTHUYECKUX CPEICTB MU TICHXOTPOIHBIX BEUIECTB,
MOpsIIKa WX W3TOTOBJICHHS, pAclpeiciieHUs, PErucTpaliy, ydeTa W XPaHCHHUs, a TakKe IPaBHI
obopmieHus" <5>.

<5> 3apeructpupoBan MunucrepctBom roctutiun Poccuiickoit deneparuu 15 aBrycra 2012 r.,
peructpauuoHHeli N 25190, ¢ u3MEHEHUSIMHU, BHECEHHBIMU INpHKa3zaMu MHUHHUCTEpCTBA
s3apaBooxpaneHust Poccuiickoit ®depeparmuu ot 30 wmrons 2015 1. N 385H (3apeructpupoBaH
MunucrepctBoM roctuimu Poccutickoit @enepammu 27 Hos6pst 2015 1., peructpanmonnsiit N 39868), ot
21 ampens 2016 r. N 254n (3apeructpupoBaH MunHHCTepcTBOM tocTuiuu Poccuiickoit deneparum 18
utons 2016 r., perucrpammonusii N 42887), or 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH
MunucrtepctBoM roctuninu Poccuiickoit @eneparuun 9 ssaBaps 2018 r., peructpanuonsbiii N 49561).

Il. OchopmneHue peuenta B opmMe 3NIEKTPOHHOro AOKYMEHTa

19. Penient B (hopme 3IEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO YCHUJICHHOW KBAIM(HUITMPOBAHHON
AIIEKTPOHHOHN MOANHUCKHIO, (OPMHUPYETCS] MEIUIIMHCKAM pPAaOOTHHKOM, CBEJICHHS O KOTOPOM BHECEHBI B
denepanbHbBll peTHCTp MEAUIMHCKUX pPAOOTHUKOB <6>, a TakXKe MpU YCIOBUU PETUCTPALUU
MEIUIIMHCKON OpraHu3alii, B KOTOPOH Oo(opMIIsIeTCsl pelenT, B (enepaabHOM PeecTpe METUIIMHCKUX
opranuzanuii <7> eAUHON rocyAapcTBEHHOW MH()OPMAIIMOHHONW cHCTEeMbI B cepe 3IpaBOOXpaHEHUS U
MOJKITIOUEHHUS] TaKOH MEIUIIMHCKON OpraHu3alvdy K TOCYJapCTBEHHOH HMH(OPMAIMOHHON CHCTEME B
chepe 3apaBooxpaHeHus cyobekTa Poccuiickoit denepanun <8>.

<6> Ilynktel 6, 7 IlomokeHHs] 0 €AMHONW TOCYJapCTBEHHOW MH(POPMAIIMOHHON cHCTeME B cdepe
3ApaBOOXPAHEHUS, YTBEPKACHHOTO ImoctaHoBieHrueM [IpaBurensctBa Poccuiickoit denepanuu ot 5 mas
2018 r. N 555 (CobGpanue 3akoHonatenbeTBa Poccuiickoit @enepanuu, 2018, N 20, ct. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [lonoxeHue o €IUHONU CUCTEME).

<7> Ilynktsl 9, 10 ITosnoxkeHust 0 €IUHONU CUCTEME.

<8> Cratpu 91 u 91.1 ®enepanpHoro 3akona ot 21 HosOps 2011 roma N 323-®3 "O6 ocHoBax
OoXpaHbl 3/10poBbsi rpakaaHn B Poccuiickoit ®denepanuun" (CobOpanue 3akoHonmarenbcTBa Poccuiickoi
Oenepanun, 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, c1. 4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18, cT. 2488; N 27, ct1. 4219; 2017,
N 18, cT. 2663; N 31, cT. 4794).

20. ITpu odopmiienun peuenta B (opMe JIEKTPOHHOIO JOKYMEHTA Ha JIEKapCTBEHHBIE MIPENapaThl,
yKa3zaHHble B HOANYHKTax 2 -5 myHkra 10 wunyHkre 12 Ilopsaka Ha3HaueHHs JIEKAPCTBEHHBIX
[IpernapaToB, YTBEPKICHHOTO HACTOSILUM IPUKAa30M, M OTIyCKAaeMble 3a IOJHYI CTOUMOCTD,
3aI0JIHSIOTCS CIEAYIOLUE PEKBU3UTHL:

1) xom cyOwekta Poccuiickoii ®enepamuu nmo OKATO, onpenensoomuii ToCyIapCTBEHHYIO
MHPOPMALIMOHHYIO CHCTeMY B cdepe 31paBooxpaHeHus cyobekra Poccuiickoii deneparuu, B KOTOPOit
chopMUpOBaH perent B Gopme IMEKTPOHHOTO JOKYMEHTA;

2) HAMMEHOBAaHUE MEAMIIMHCKOW OpraHu3alnu, aapec, TenedoH win GaMuwins, HHAITUATB UMEHU U
oTdecTBa (TMOCIEaHEE - NIPU HAJUYMH) UHAWNBUIYAJTBHOTO MPEANPUHUMATENS, UMEIOIIETO JIMICH3UI0 Ha
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METUIIMHCKYIO IeITeIIbHOCTD, €T0 aapec;

3) OI'PH ropunuyeckoro nuna (MenuuuHckoil opranuszanuu) win OI'PHUIT unauBumyansHoro
MpEAIPUHUMATEIS;

4) nara oopmiieHus perenta (yka3bIBaeTCsl YUCII0, MECSL], FO1);

5) nara oxoHuaHus JeicTBUS penenta (GpopMHpyeTcs TOCyIapCTBEHHONW HH(DOPMAIMOHHOM
cucteMoil B cepe 31paBooxpaneHus cyobekra Poccuiickoir denepanyu B COOTBETCTBHM CO CPOKaMH
nerctBus peuentoB: 15 nuei, 30 queit, 60 gueit, 90 nuei, 1o 1 roga);

6) YHUKaNbHBIA HOMep penenta (popMHUpPYETCs TOCyAapCTBEHHOW MH(POPMAIIMOHHON CHUCTEMOU B
cepe 3apaBooxpaneHuss cyObekTa Poccuiickoit denepanuu u oOecrneyWBaeT OJHO3HAYHYIO
uaeHtudukamnuio perenta B (Gopme anekTpoHHOro gokymeHnta B coueranun ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetku "cito" (cpouHo) wmnu "statim" (HEeMEIJIEHHO) MpH HEOOXOJUMOCTH CPOYHOTO WIIH
HEMEJJICHHOTO OTITyCKa JICKApCTBEHHOTO Tperapara NaueHTy;

8) ampec mammeHnTta (yKa3bIBaeTCsl MOYTOBBIN aJpec MecTa >KUTENbCTBAa (MecTa MpeObIBaHUS WU
MecTa (DaKTUYECKOTO MPOKUBAHUS) C YKa3aHMEM HHJIECKCAa, HAMMEHOBAHUS Kpasi, 00J1acTH, peciyOIuKH,
ABTOHOMHOT'O OKpyra, HAaMMEHOBAHHS HACEJICHHOTO0 IIyHKTa, HAUMEHOBAHUS YIHIBI (MIPOCIEKTA,
nepeyJsika, mpoes3aa), HoMepa aoMa (C yKazaHhueM KOpITyca, IPH HAIMYUH ), HOMepa KBapTHUPHI);

9) HOMEp DNEKTPOHHON METUIIMHCKOW KapThl MallME€HTa B TOCYAApCTBEHHOW WH(MOPMALMOHHON
cucreMe B cepe 3apaBooxpanenus cyobekra Poccutickoit @eaepanuu;

10) pamunus, uMs, 0TYECTBO (MPU HATMYKH) TAI[UEHTA MOJHOCTbIO;

11) pmara poxaeHuss mnanuveHta (yka3bIBaeTcsl 4YMCIO, Mecsl, Toxd), s jeredl a0 1 roxa
JIOTIOJTHUTENBHO YKa3bIBAETCSI KOJMYECTBO TOJIHBIX MECALIEB;

12) ¢pamuiins, THUIMAIBI KIMEHHU U OTYECTBA (IIOCTIEIHEE - IPU HATMYMH) MEAUIIMHCKOTO paOOTHHUKA
IIOJIHOCTHIO;

13) HauMeHOBaHUE JEKapCTBEHHOTO Mpemnaparta (MeXIyHapOoJHOE HENaTeHTOBAHHOE
HalIMEHOBAaHUE, TPYIIUPOBOYHOE WJIM XHMHUYECKOE€ HAMMEHOBaHME, TOPrOBOE€ HAMMEHOBaHME) Ha
JATUHCKOM $I3bIKE, JO3UPOBKA, (JOpMa BBIITYCKa, KOJIUYECTBO;

14) cnoco® npuMEHEeHHsl JIEKApCTBEHHOro Iperapara Ha TOCyJapCTBEHHOM s3blke Poccuiickoi
denepanyy WIM Ha TOCYAApCTBEHHOM s3bike Poccuiickor ®enepanuu M rocy1apCTBEHHOM SI3BIKE
peciyOIMK U MHBIX s13bIKaX Hapo1oB Poccuiickoit denepanmu <9>;

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

15) npusHak yTBEp)KICHHS HA3HAYCHMS JIEKAPCTBEHHOrO IpenapaTa MO PELICHUI0 BpaueOHOU
KOMHUCCHH MEIUIIMHCKOM OpraHu3anuy;
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16) orMeTka O Ha3HAYEHHMU JICKAPCTBEHHOIO IIperapaTa MO PElIeHUI0 BpayeOHOM KoMuccUu
MEIMIIMHCKON OpraHu3alii B CIydyasX, yKa3aHHbIX B a03arie BTopoM myHKTa 6 Ilopsiaka HazHaueHUs
JIEKApCTBEHHBIX MPENAPATOB, YTBEPKACHHOTO HACTOSIIINM MPUKA30M;

17) orMeTka O cnenuaJbHOM Ha3HAYEHMM JIEKAPCTBEHHOI'O IpernapaTa (3amojHseTcs B CiydasX,
yKa3zaHHbIX B IOyHKTax 16 u 25 Ilopsaka Ha3HayeHMs JIEKAPCTBEHHBIX IPENapaToB, YTBEPKIEHHOI'O
HACTOALIUM IPUKA30M);

18) oTMeTKa 0 crenraIbHOM Ha3HAYEHHUH JIEKAapCTBEHHOIO IMperapaTa MalueHTy ¢ 3a00JieBaHueM,
TpeOYIOMIMM JITUTETLHOTO KYPCOBOTO JICUCHUs (3aMOIHACTCS B CIIydae, yKa3aHHOM B IyHKTe 24 [lopsiika
Ha3HA4YCeHMsI JIEKAPCTBEHHBIX MPENapaToB, YTBEPXKACHHOTO HACTOSIIUM IPUKA30M) C HPOCTABICHHUEM
MEePUOJIMYHOCTH OTITYCKa JIEKAPCTBEHHOT'O Mpernapara;

19) npu opopmiieHnn perenta B popMe 31EKTPOHHOIO JOKYMEHTA Ha JEKapCTBEHHbIE IpenapaThl,
yKa3aHHble B HOANYHKTax 2 -5 myHkra 10 wunyHkre 12 Ilopsaka Ha3HaueHHs JIEKAPCTBEHHBIX
IpenapaToB, YTBEPXKIEHHOI'O HACTOSIIMM IPHKAa30M, I'paxkJaHaM, MMEIOLIMM IpaBO Ha OeclyiaTHOe
IIOJIyYE€HHUE JIEKAPCTBEHHBIX IIPENapaToB WM IMOJIYYEHHE JIEKAPCTBEHHBIX IIPENApPaTOB CO CKHUJKOM,
3aIlOJIHAIOTCSL PEKBU3UTHI, NPEAYCMOTPEHHBIEC MOANYHKTaMU 1 - 18 HacTosIero MyHKTa, a TakxkKe
CJIEAYIOUINE PEKBU3UTHI:

a) Kareropus TIpakJaH, UMEIOLUIUMX I[PaBO Ha I[IOJY4YEHHUE JIEKapCTBEHHBIX IpenapaTtoB B
COOTBETCTBUH cO cTaThel 6.1 PenepanbHoro 3akoHa ot 17 utonsg 1999 r. N 178-®3 "O rocynapcTBeHHON
conuanbHOM rmomonu" <10>;

<10> CoOpanue 3akoHomarenbcTBa Poccuiickoit @enepanuu, 1999, N 29, ct. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

0) xox HO30sI0THUECKOH popmbl o MKB;

B) ucTOYHUK (uHaHcupoBaHus (1 - denepanbHbIil Or0KET, 2 - OHOKET cyObekTa Poccuiickoit
®denepanu, 3 - MyHULIUTTATBHBIN OIOKET);

r) pazmep omuiatsl (1 - 6ecrnatHo, 2 - 50%);

1) CTpaxOoBOW HOMEP HWHIAMBUAYAIBHOTO JIMIIEBOTO cueTa rpaxaaHuHa B lleHcmoHHOM (oHIE
Poccutickoii @enepanyu (npu vHanumaun) (CHUJIC);

€) HOMep 1oJIhca 00513aTeTbHOTO MEAUIIMHCKOTO CTPaXOBAHUS.

21. Ilpu mpocTaBieHMH OTMETKH, yKa3aHHOW B moamyHkTe 16 myHkra 20 Hactosmero [lopsaka,
peuent B (opme 3IEKTPOHHOI'O JOKYMEHTa IOIIMMCHIBACTCS YCHJICHHOW KBaTU(pUIIUPOBAHHOM
HJEKTPOHHOU TOAMUCHIO MpeJcenaTesss WHIM CceKperaps BpadyeOHOW KOMHCCHUM MEIHIMHCKOM
OpraHM3aliy, IpU MPOCTABICHUM OTMETOK, YKA3aHHbIX B NOANYHKTaX 17 u 18 myHkra 20 HacTOSIIEro
[Topsinka, - yCUIEHHBIMH KBIU(PUIMPOBAHHBIMHU JJIEKTPOHHBIMH MOAMUCIMH COOTBETCTBYIOIIUX
MEJUIIMHCKIX PAOOTHUKOB.

22. Ilo TpebOBaHWIO TAlMEHTA WA €r0 3aKOHHOTO MpPEACTaBHTENS OGOPMILIETCS SK3EMILISIP
peuenta B (OopMe JIICKTPOHHOIO JOKYMEHTa Ha OyMaKHOM HOCHTENe, B TOM YHUCIE IIyTEM €ro
opopmiieHus Ha peuentypHbix Omankax dopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(11) ¢ oTMETKOM
"JlyOnuKat 371eKTpOHHOTO JOKyMEHTa".
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lll. YyeT peuenTtypHbIX 6naHkoB

23. VYuer peuentypHbix OnankoB opm N 107-1/y, N 148-1/y-88 u N_148-1/y-04(x),
M3TOTABIMBAEMbIX THIIOIPa(QCKUM CIIOCOOOM (manee - pelenTypHble OJIAaHKH, MOJIEXKAIIUE YUETY),
OCYIIECTBIISCTCS B )KypHaIaxX y4eTa, IPOHYMEPOBAHHBIX, MPOIIHYPOBAHHBIX M CKPEIICHHBIX MOJMUCHIO
PYKOBOIUTENAS W TEYaThI0O MEIMIIMHCKOW OPTaHW3alMd MJIM MOJNUCHI0 HHIMBHIYAJIBHOTO
HpeIIPUHUMATEIIS], IMCIOLIETO JHICH3UI0 HA METUIIMHCKYIO JACSTEIbHOCTb.

24. Kypuain ydera perentypHbix 01aHkoB GopMbl N 107-1/y conepkuT cieayroniue rpador:
1) HOMep 1O OPAIKY;

2) B paznene "llpuxon":

a) JaTa perucTpaluy J0OKyMEHTa, TIOATBEPKIAIOIIETO MOCTYIICHHE;

0) HOMep | J1aTa JIOKYMEHTA, MTOITBEPKIAOIETO MOCTYIICHUE, HANMEHOBAHKE ITOCTABIINKA,
B) 00I1Ie€ KOJIMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

r) pamunus, THUIMAIBI UIMEHU U OTYECTBA (TIOCIIEIHEE - IPU HAJIMYMH) U MTOANKUCH OTBETCTBEHHOI'O
MEIUIIUHCKOI0 pabOTHHKA, OJYUYHUBILETr0 pelenTypHble OJaHKH OT MOCTABIIMKA;

3) B paznene "Pacxon':
a) JlaTa BbIJauu pPEeLENTYpPHBIX OJIaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELIENTYPHbIX OJaHKOB;

B) ¢amuiaus, HWHUIMAIBI MMEHM U OT4ecTBa (MOCIEeNHee - MNpHU HAJIWYMU) OTBETCTBEHHOI'O
MEAMIMHCKOr0 pabOTHHKA, TOJIYYHUBILETO PELENTYpHbIE OJaHKY;

F) noanruchb OTBETCTBCHHOTO MEAUITUHCKOI'O pa6OTHI/IKa, NOJIYYUBLICTO PCUCIITYPHLIC 6J'IaHKI/I;

4) bamunus, MHULIMAIBI UMEHHU U OTYECTBa (TIOCTIEIHEE - IPU HAIMYMH) U MOJANUCH OTBETCTBEHHOTO
MEIUIUHCKOr0 pabOTHHKA, BBIIABIIETO PELENTYPHbIE OJIaHKY;

5) ocTaToK peuenTypHbIX OJaHKOB.

25. XKypnan yuera peuentypHsix OnaHkoB opm N 148-1/y-88 u N 148-1/y-04(;1) conepkur
cienyromue rpadml:

1) HOMEp 1O MOPSAKY;
2) B pazzgene "[Ipuxoxn":
a) JaTa perucTpaluy JOKyMEHTa, HOATBEPKIAI0IIEro MOCTYIUICHHUE;

0) HOMep M J1aTa TIOKyMEHTa, OITBEP>KIAIOLIET0 MOCTYIJIEHUE, HAMMEHOBAHKE ITOCTABIIMKA,
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B) o0I11ee KOJIMYECTBO MOCTYIUBIIUX PEIENTYPHBIX OJIaHKOB;
I') CepUU 1 HOMEpPA PEeLENTYPHBIX OJIAHKOB;
1) KOJIMYECTBO PEUENTYPHBIX OJAHKOB MO CEPUSM;

e) q)aMI/IJII/ISI, HHUIKaJlbl UMCHHU U OTUYCCTBA (HOCJICIIHCG - Ipu HaJII/I‘-II/II/I) " 1noJ1KCh OTBETCTBCHHOI'O
MCOUIIMHCKOI'O pa6OTHI/IKa, IMOJIYy4YHBUICTO PELCIITYPHBIC OJaHKHU OT IHoCTaBIIMUKa,

3) B paznene "Pacxon':

a) J1aTa BBIJAYd PELENTYPHBIX OJAHKOB,;

0) cepur 1 HOMEpa BBIJAHHBIX PELENTYPHBIX OJaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PEIECTITYPHBIX OJIAHKOB;

r) Qammnus, WHUIWATBI WMEHH M OT4ecTBa (MOCIEAHEEC - MPH HAIWYHH) OTBETCTBEHHOTO
MEAMIMHCKOrO PaOOTHHKA, MOJIYYHBILETO PELENTypHbIe OJIaHKY;

1) TIO/MKCH OTBETCTBEHHOTO MEJIHUIIMHCKOTO PA0OTHHKA, MOJIYYHUBILIETO PEIETITYPHbIC OJTaHKH;

4) dbamunus, MHUIMAIBI UMEHH U OTYECTBA (ITOCIIEeIHEE - IPU HAJIMYKHU) U [IOJIHCh OTBETCTBEHHOTO
MEIUIIMHCKOTO paOOTHHKA, BBIIABIIETO PELENTYPHbIC OJIaHKH;

5) ocTaToK penenTypHbIX OJaHKOB.

26. Yyer cnenMaibHBIX PELENTYPHbIX OJAHKOB HAa HAPKOTUYECKOE CPEACTBO M ICHUXOTPOITHOE
BEIIIECTBO OCYIIECTBIISIETCS B COOTBETCTBUM € IPUKa30M MuUHHUCTEpCTBA 3/ipaBooxpaHeHus Poccuiickoil
@eneparun ot 1 aBrycra 2012 r. N 541 "OO6 yTBepkneHHH (OPMBI OJIAHKOB PELENTOB, COACPIKAIINX
Ha3HAUYE€HUE HAPKOTHMYECKUX CPEACTB WM IICUXOTPOIHBIX BEIIECTB, MOPSJIKA MX H3TOTOBICHMUS,
pacripeieieHus], perucTpalyy, y4eTa U XpaHeHHsl, a Takke npaBuit opopmienus” <11>.

<11> 3apeructpupoBan MunucrepcrBoM roctuuuu Poccuiickoir ®enepaunu 15 aBrycra 2012 r.,
peructpauuonublii N 25190, ¢ u3MeHEHUSIMH, BHECEHHBIMH NpUKazaMu MHUHHCTEpCTBA
3apaBooxpaHeHuss Poccuiickoit ®enpepauuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunucrepctBoM tocturu Poccuiickoit @eneparuu 27 Hosaops 2015 1., peructpanuonubiii N 39868), ot
21 amnpens 2016 r. N 2541 (3apeructpupoBaH MunucrepctsoM roctuimu Poccuiickoin ®enepauun 18
utona 2016 r., perucrpammonHsiii N 42887), or 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM roctuninu Poccuiickoit denepanuu 9 ssaBaps 2018 r., peructpannonnsiii N 49561).

27. VYuer peuentoB, o(GopMICHHBIX B (popMe 3IIEKTPOHHOIO JOKYMEHTAa, OCYILECTBIIIETCS B
rocyaapcTBeHHOW uHGOpMalMOHHONW cucteMe B cdepe 3apaBooxpaHeHus cyObekta Poccuiickoit
denepauil TOCPEICTBOM BEICHUS €IUHOTO PEECTpa PErenToB, 0(OPMICHHBIX B (hOpME AIIEKTPOHHBIX
JTOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 6/1aHKOB

28. MenuuuHCKHE OpraHU3alUy MOJY4YaloT HEOOXOIUMbIE pelenTypHble OJaHKU, o(hopMIICHHBIE
TUNOTPadCKUM  CIIOCOOOM, dYepe3 TEeppUTOpPHATbHBIE OpraHbl YHPABICHUS 3PaBOOXPAHCHHUEM HIIH
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OpraHU3aIy, YIOJHOMOYECHHBICE HAa ATO OpPraHaMH HCIIOJHUTEIBHOW BIACTH CyOBEeKTOB Poccmiickoit
®denepanuu.

29. PenentypHble OnaHKH, MOJJIEKALIUE YUETy, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJIUTENEM MEIUIMHCKON OpraHu3alMy, B 3allUpaeMoOM MeTajulndeckoM Imikady (ceide) wumum
METAJIJINYECKOM SILIHUKE.

30. MuauBuyanbHbIH OpeANpUHUMATENb, UMEIOIIUI JIMIEH3UI0 Ha MEIUIIMHCKYIO JAEATelIbHOCTD,
XpaHUT pelenTypHble OJaHKH, MOAJEKAIUE YUETy, B 3alIUPaeMOM MeTaindeckoM Iikady (ceide) miu
METAJUINYECKOM SIIIUKE.

31. IlpoBepka COCTOSIHHS XpaHEHHUs, ydeTa, (PAaKTHMUECKOro HaJIMuus U pacxofa peLenTypHBIX
OJaHKOB, MOJUIeKALIMX YYeTy, OAMH pa3 B KBapTaJl OCYIIECTBISAETCS KOMHUCCHEH, CO3JaHHOH B
MEIUIIMHCKOM OpraHu3aluu.

32. Peuentypuele OnaHKu, odopmisieMble Ha OyMaKHOM HOCHUTENE U MOMJISKAIIHe YYeTy,
BBIIAIOTCS MEIULUHCKUM paOOTHUKAM, MMEIOLIUM MpaBo O(OPMIIEHUS PELENTOB, IO PACHOPSKEHUIO
[JIaBHOT'O Bpaya WIH €ro 3aMeCTUTEIS.

HOJ’Iy‘IeHHBIG PEUCITYPHEBIC O01aHku Ha 6YMa)KHBIX HOCHUTCIIAX XpaHATCA MCIULHHCKUMU
pa6OTHI/IKaMI/I B IIOMCIICHUAX, O6CCH€‘{I/IB3.IOH_[I/IX HUX COXpPaHHOCTh.

33. XpaHeHHe CHelUaTIbHBIX PELENTYPHBIX OJAHKOB Ha HAPKOTUYECKOE CPEACTBO U ICUXOTPOIHOE
BEIIIECTBO M BblJaya yKa3aHHbBIX PELENTYPHbIX OJaHKOB MEIMLMHCKOMY PAOOTHUKY OCYIIECTBISETCS B
COOTBETCTBUM C ITpUKa3oM Munucrepcrsa 31paBooxpanenus Poccuniickoit @enepannu ot 1 aBrycra 2012
r. N 54n "OO0 ytBepxkaeHun (opMbl OJAHKOB PELEINTOB, COJAEPKALIMX Ha3HAuUEHHE HAPKOTHUECKUX
CPEACTB WM IICUXOTPOIHBIX BEIIECTB, MOPSAAKA UX W3TOTOBIICHUS, PACIIPEACIICHHs, PETUCTPALIUH, yUeTa
U XpaHEeHUs], a Takke npaBuil opopmienus” <12>.

<12> 3apeructpupoBan MunucrepcrsoM roctuumu Poccuiickoin ®enepaunn 15 asrycra 2012 r.,
peructpauuoHueli N 25190, ¢ u3MeHEHUsIMHU, BHECEHHbIMU NpHKazaMu MHUHHCTEpCTBA
3npaBooxpanenuss Poccuiickoit ®enepanuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunucrtepctBoM toctunuu Poccuiickont @eneparuu 27 Hosops 2015 1., peructpanuonusiii N 39868), ot
21 ampens 2016 r. N 254n (3apeructpupoBan MunucrepctBoM tocturuu Poccuiickoit @enepauun 18
utona 2016 r., perucrparmonnsiii N 42887), or 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctoMm roctunnu Poceniickoit @enepanuu 9 ssaBaps 2018 r., perucrpaunonnsiii N 49561).

34. IlporpaMMHO-TEXHHYECKHE CPEJICTBA T'OCYJApCTBEHHBIX MH()OPMAIMOHHBIX CHCTEM B cdepe
3/IpaBOOXPAHEHUS], MEIULIMHCKUX MH(OPMALIMOHHBIX CUCTEM MEIUIUHCKUX OpraHU3alui 00ecreunBaoT
XpaHEHUE 3JEKTPOHHBIX PELenToB, O(QOPMICHHBIX B ()OpPME 3JIEKTPOHHBIX JOKYMEHTOB B TCUEHUE
CPOKOB, YCTaHOBJIGHHBIX JJISi XpaHEHUs pELENnToB, O(OPMIEHHBIX Ha COOTBETCTBYIOIIUX (opmax
peLenTypHbIX OJJAHKOB HAa OyMa)KHOM HocuTene <13>.

<13> Ilynkr 14 npaBui OTIycKa JISKaPCTBEHHBIX MPENapaToB Ui MEAULMHCKOTO MPUMEHEHHUS, B
TOM 4YHCJIE HMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX I[IpErapaToB, AalTEYHbIMU OpraHU3aLUSIMHU,
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WHAMBUIYyAIbHBIMH MPEANPUHUMATENIIMU, UMEIOIIUMHU JTUIEH3UIO Ha (apMalleBTUYECKYIO AESITeIbHOCTD,
YTBEPKACHHBIX MpUKa3oM MunucrepcTBa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 11 nrons 2017
r. N 403u (3apeructpupoBan MunucrepcTBoM toctunuu Poccuiickoit @enepanuu 8 centsiops 2017 r.,
peructpaunoHHbiii N 48125).



