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IIpuka3 Munucrepcrsa 3apasooxpanennst P® ot 14 suBaps 2019 r. N 4n
"O0 yTBepk/IeHNH NOPSAIKA HA3HAYECHHSI JIEKAPCTBEHHBIX Npenaparos, GopM penenTypHbIX
0JIAaHKOB Ha JIEKapCTBEHHbIE NPenaparsl, NOPsAKa 0(popMiIeHNs YKa3aHHbIX 0JIaHKOB, MX y4eTa 1
xpaHeHnus'

B coorBerctBuM ¢ mnynktom 16 uwactu 2 crateu 14 ®epepambHoro 3akoHa oT 21 HosOps
2011 r. N 323-®3 "OO0 ocHOBax oOxpaHbl 3/10poBbs TpaxkgaH B Poccuiickoit ®enepauun" (Cobpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2013, N 48, cr. 6165; 2014, N 30,
cT. 4257; N 49, ct. 6927; 2015, N 10, crt. 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, c1. 4791; N 50, ct. 7544, 7563) u noanyukramu 5.2.177, 5.2.179 n
5.2.180 Ilonmoxenuss o MuHucrepcrse 3apaBooxpaHeHuss Poccuiickoit denepanuu, yTBEpKIAEHHOTO
nocranosnenneM IlpaButensctBa Poccuiickoit @eneparun ot 19 wumions 2012 1. N 608 (Cobpanue
3akoHonarenbcTBa Poccuiickoit ®eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477,
N 22, cr. 2812; N 33, cr.4386; N 45, ct. 5822; 2014, N 12, cr. 1296; N 26, cr. 3577; N 30, ct.4307;
N 37, cr. 4969; 2015, N 2, cr.491; N 12, ct. 1763; N 23, ct.3333; 2016, N 2, cr. 325; N9, ct. 1268;
N 27, c1. 4497; N 28, ct. 4741; N 34, ct. 5255; N 49, cr. 6922; 2017, N 7, c1. 1066; N 33, cT. 5202; N 37,
cT. 5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, cr. 1805; N 18, ct. 2638; N 36, cT. 5634; N 41,
cT. 6273), npuKa3pIBalo:

1. YTBepauts:

MOPSAI0K HA3HAYEHHUS JIEKAPCTBEHHBIX [TPENAPATOB COTJIACHO IpHIiokeHno N 1;

(opMBI peLenTypHBIX OJaHKOB Ha JIEKapPCTBEHHBIE MPEMapaThl COrJIacHo npuioxkennio N 2;

NOpSAOK O(OPMIICHUSI PEHENTYypHBIX ONAaHKOB Ha JICKAPCTBEHHBIE Mpenaparbhl, UX yueTa M
XpaHEHUs COIVIACHO Npuioxenuto N 3.

2. Ilpu3HaTpe yTpaTUBILIUMHU CUILY:

npuka3  MuHHcTepcTBa  3apaBooxpaHeHus Poccuiickoit  @eneparmmu ot 20 nexaOps
2012 r. N 11751 "O6 yTBep>KIeHUHU NOPsAKA HA3HAYEHUS U BBINKCHIBAHUS JEKAPCTBEHHBIX MIPENapaToB, a
Takke (opM pelenTypHsIX ONaHKOB Ha JIEKAPCTBEHHBIEC MpenapaTsl, MopsaKa opOpMIICHUS YKa3aHHBIX
07aHKOB, WX ydeTa M XpaHeHHs" (3apeructpupoBaH MunucTepcTBOM focTuiu Poccuiickoit denepannn
25 nrona 2013 r., peructpaunonnsiii N 28883);

IYHKT 2 W3MEHEHHH, KOTOopble BHOCATCA B IllopsAok co3maHUsl M JEATENbHOCTH BpaueOHOM
KOMHUCCUM MEIUIMHCKOW OpraHu3allii, YTBEPXKACHHBIN IpHKa3oM MHUHHUCTEPCTBA 3/paBOOXpPAaHEHUS U
counanbHoro passutus Poccuiickoit ®enepaunn ot 5 masg 2012 r. N 502H, u B Ilopsaok HazHaueHus U
BBINIMCBIBAHUSI JIEKAPCTBEHHBIX IIPENAPATOB, YTBEP)KAECHHBIN MTPUKa30M MUHHCTEpPCTBA 31paBOOXPAaHEHUS
Poccuiickoit ®eneparu ot 20 nexadbps 2012 r. N 1175H, yTBEep)KIOCHHBIX IpHKa3oM MUHHUCTEPCTBA
3npaBooxpaHenus Poccuiickoit ®enepaumum ot 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunuctepctBoM toctuimu Poccuiickoit @eneparuu 23 nexadps 2013 r., perucrpamnuonnsiii N 30714);

npuka3z MuHucrepcersa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 urons 2015 r. N 3861 "O
BHECCHUM U3MCHEHUN B IPUIIOKEHMS K IpuKazy MuHHCTEpCTBa 34paBooxpaHeHus Poccuiickon
@eneparun ot 20 pexadpst 2012 1. N 11755 "O6 yTBep)KICHUU MOpPSJIKAa HAa3HAUYEHUS W BBIMHUCHIBAHUS
JICKApCTBEHHBIX IPErapaTroB, a Takke (GopM pelenTypHbIX OJaHKOB Ha JICKApCTBEHHbIC IMpernaparsbl,
nopsiika oopMIICHHsI YKa3aHHBIX OJIAHKOB, MX y4yeTa M XpaHeHus" (3apeructpupoBaH MUHHCTEPCTBOM
roctunuu Poccuiickoit @enepanuu 6 asrycra 2015 r., perucrpanuonnslii N 38379);

IIYHKT | U3MEHEHUH, KOTOpPBIE BHOCATCS B IIpUKa3 MHUHUCTEpCTBA 34paBOOXpaHeHus Poccuiickon
@eneparuu ot 20 pexadpst 2012 1. N 11755 "O6 yTBep)KICHUU MOpPSJIKAa HAa3HAUYEHUS M BBIMHUCHIBAHUS
JICKApCTBEHHBIX IPErapaTroB, a Takke (GopM pelenTypHbIX OJaHKOB Ha JICKApCTBEHHbIC IMpernaparsbl,
nopsiika oOpMIIEHUS yKa3aHHBIX OJIAaHKOB, MX y4yeTa W XpaHeHua" M mpuwiokeHue N 2 K MpUKazy
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O06 yTBepxIeHIH
¢opMBl OJAHKOB PELENTOB, COAEPKAIIMX HAa3HAYEHHWE HAPKOTUYECKUX CPEJICTB MM TICUXOTPOITHBIX
BELIECTB, MOPSIIKA UX U3TOTOBJICHUS, PACIPEIEIICHUs, PETUCTPALIUY, YU€Ta U XPAaHEHHUs], a TAKKe MPaBUII
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oopmienus", yTBEepKACHHBIX ITprukazoM MUHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoit @enepanyu ot
21 ampens 2016 1. N 2541 (3apeructpupoBan MuHnucrepctsoM roctuiu Poccuiickoit @enepanuun 18
utons 2016 r., peructpanmonssiii N 42887);

IIYHKT 5 U3MEHEHU, KOTOpPbIE BHOCATCA B HEKOTOPBIE NPUKa3bl MHUHUCTEPCTBA 3IpaBOOXPaHEHUS
n couunanbHoro pasputus Poccuiickoit ®denepanuu 1 MuHucTepeTBa 31paBoOXpaHeHuss Poccuiickoin
@enepanii IO BOIIpPOCaM  OOpAIIEHUsI JICKAPCTBEHHBIX IMPENaparoB, COJACPKAIIUX HAPKOTHYECKUE
CPEICTBa, IICUXOTPOIIHBIE BEUIECTBA M HMX HPEKYpPCOpBl, M JIEKAPCTBEHHBIX CPEJCTB, MOJIEKALINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEp)KJIEHHBIX IIpuKa3oM MHHHCTEPCTBA 3ApPaBOOXpPaHEHUS
Poccuiickoit ®eneparu ot 31 okrabps 2017 r. N 8821 (3apeructpupoBaH MHHHUCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrpaunonnsiii N 49561).

Munuctp B.1. CkBopuoBa

3apeructpupoBano B Muntocte P® 26 mapra 2019 1.
Peructpannonssiii N 54173

IIpuaoxenne N 1

K [IpuKazy MHHHCTepPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @enepannu

ot 14 suBaps 2019 r. N 4n

IHopsnok
HA3HAYEHU JIEKAPCTBEHHBIX NIPENnapaToB

1. O0uue moJoKeHus

1. Hacrosmuii nopsoK yCTaHaBIMBAET IPaBWJa HA3HAYEHMS JIEKAPCTBEHHBIX IpPENapaToB JUIs
MEIULMHCKOTO TPUMEHEHHUs (Jlasiee - JIGKapCTBEHHBIE IpenapaThl) U opopMIIeHUS UX Ha3HAuUeHHs IMpH
OKa3aHUM MEIUIUHCKON MOMOIIU B MEUIIMHCKUX OPTaHU3aIusiX .

2. Ha3HaueHHe JIeKapCTBEHHBIX MpPENapaTOB OCYIIECTBISETCS JICHAIMM BpadyoM, (elbIimepom,
aKylIEpKOM B clydyae BO3JIOKEHHMS HAa HUX MOJHOMOYMH JI€Yallero Bpada B IOPSJKE, YCTAaHOBJIEHHOM
npukazoM MUHHCTEPCTBA 3/1paBOOXpPAHEHUS U colManbHOro passutus Poccuiickoit denepauuu ot 23
mapra 20121. N 2520 "OO6 yrBepxnaenun Ilopsaka BozNmoXkeHHs Ha  Qenpamepa, akymepky
PYKOBOJUTENEM MEAUIIMHCKONW OpraHU3aliy IpY OpraHu3aluy OKa3aHUs IEPBUYHON MEIMKO-CAaHUTApHON
MOMOIIIX ¥ CKOPOH MEIUIIMHCKON TTOMOIIHM OTAEIBHBIX (DYHKIIHH Jieualiero Bpaya 1mo HermocpeACTBEHHOMY
OKa3aHMIO MEIUIIMHCKON ITOMOIIM MAalMEHTY B MEpUOJ HaOMIOACHUS 32 HUM U €ro JICYCHHUS, B TOM YHCIIEe
10 HA3HAYEHMIO U NMPUMEHEHMIO JIEKApCTBEHHBIX NPENapaToB, BKIIIOUAs HAPKOTHUUYECKUE JIEKAPCTBEHHbBIE
npenaparsl U MCHXOTPOIHBIE JIEKAPCTBEHHbIE TIPENaparhl'’, MHAMBALYATLHBIME MPEITPUHUMATEIAMU,
OCYIIECTBIISIOUIMMHA MEAULUHCKYIO JICITEIbHOCTD (J1aee - MEAUIUHCKUE PAOOTHHUKH).

3. CseneHuss O Ha3HAYEHHOM JIEKAPCTBEHHOM IIpernapare (HauMEHOBAHUE JIEKAPCTBEHHOTO
mpernapara, JO3MpOBKa, CHoco0 BBEAEGHUS M NPUMEHEHHS, PEXKHUM J03UPOBAHUS, MPOJOJDKHTEIBHOCTD
JeueHust 1 000CHOBaHHE HA3HAUYEHUS JIEKAPCTBEHHOI'O IIperapaTa) BHOCATCS MEIUIITHCKIM PaOOTHUKOM B
MEUIMHCKYIO TIOKyMEHTALMIO MTAllUEHTA.

B cnyuasx, ykazaHHbix B mnyHktax 9-12 nHacrosmero Ilopsaka, MeTUIIMHCKMNA pabOTHHUK
oopmisier HazHAuEHHUE JICKAPCTBEHHBIX MPENapaToB, B TOM YHCIE MOJUICKAIUX H3TOTOBICHUIO WU
OTIIyCKYy AaNTEYHbIMM OpraHu3alusMU (Jajee - JIEKAPCTBEHHBIE Mpenaparbl WHAWBHUIYaJIbHOTO
M3TOTOBJICHUS), HA PELENTYpPHOM OsiaHKe, 0(OPMICHHOM Ha OyMa)KHOM HOCHTENE 3a CBOEH IOJIUCKHIO
(manee - pemenT Ha OyMa)XHOM HOCHUTeNe), W (WJIM) C COTJacHs MAllMeHTa WM €ro 3aKOHHOTO
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NPEICTABUTENSA’ Ha PELENTYPHOM OlaHKe B (DOpPME DIEKTPOHHOTO JOKYMEHTa € HCIOJIb30BAHUEM
YCUJICHHON KBaNU(UIIMPOBAHHON 3JIEKTPOHHON TIOANNUCH METUIIMHCKOTO paboTHHKA (Janee - peuent B
(bopMe 3IMEKTPOHHOTO JOKYMEHTA).

Penennt B (hopme 31EKTPOHHOTO JOKYMEHTa, COAEpIKAIIMi HazHau€HHE HAPKOTHYECKUX CPEICTB
WIA TICUXOTPOIHBIX BEIIECTB, MOJIMHMCHIBACTCS C MCIIOJIB30BAaHHEM YCHJICHHOM KBaJIM(UIIMPOBAHHOMN
HIIEKTPOHHON TIOJINMCH JIeYalllero Bpaya WiM (eipamepa, akylmepKkd, Ha KOTOPbIX BO3JI0KEHBI (PYHKIHH
JIeYaIiero Bpaya, ¥ COOTBETCTBYOIIEH MEUIIMHCKOM OpraHu3aIuu’.

Odopmiienne perenToB B (opMe IIEKTPOHHBIX JOKYMEHTOB OCYILIECTBIISICTCS B CIy4yae HMPUHATHS
YIOJHOMOYEHHBIM OpPraHOM UCTIOTHUTENHLHOU BIacTu cyobekTa Poccuiickoit denepanuu B COOTBETCTBUU
c nyHktom 4 crateu 6 @enepanbHoro 3akoHa or 12 ampens 2010r. N 61-03 "OO6 oOpamenun
JIEKAPCTBEHHBIX CPEACTB"” pelieHus 00 MCIOIb30BAHMUM Ha TEPPUTOPHU CyObeKTa PoccuiicKoi
@enepany HapAgy C peLENTaMHd Ha JIEKapCTBEHHBIE Ipernaparbl, O(QOPMIIEHHBIMH Ha OyMaXXHOM
HOCHUTENIe, pPELENTOB Ha JIEKapCTBEHHbIE Ipernaparbl, CPOPMHUPOBAHHBIX B (OpME BIEKTPOHHBIX
JOKYMEHTOB.

4. Ilpu BBIIHMCKE NAMEHTa W3 MEIUIMHCKOW OpraHu3alud, B KOTOPOM €My OKa3blBajach
MEIUIMHCKAas: NOMOIIb B CTAllMOHAPHBIX YCIOBUSX, JAHHOMY MAIllMEHTy IO PELIEHUI0 PYKOBOAWUTENS
MEIULMHCKONW OpraHu3aluy Ha3HA4aloTCs ¢ opopMiIeHneM perenTa B (opMe IEKTPOHHOTO TOKYMEHTA U
(unu) Ha OyMa)XHOM HOcHUTeElNE (32 UCKIIIOUYCHHEM O(OPMIIEHHUS PELeNITOB Ha JICKApPCTBEHHBIE MPETapaThl,
MoJyIeXKAIUe OTIYCKY OECIUIaTHO MM CO CKUAKOH) JMOO0 BBIJAIOTCA (MALMEHTY WIM €ro 3aKOHHOMY
MPEJCTaBUTEINI0) OJHOBPEMEHHO C BBIMHUCKON M3 MCTOPUM OOJE3HH JIEKApCTBEHHBIE Mpernaparsl, B TOM
YUCJIE HApKOTUYECKUE M IICUXOTPOIHBIE JIEKAPCTBEHHBIE IIpernaparsl, BHeceHHble B crucku I wm III
IIEpPEYHsI HAPKOTUUYECKUX CPEACTB, IICUXOTPOIIHBIX BEIIECTB U UX MPEKYPCOPOB, NOIEKAIINX KOHTPOJIIO B
Poccuiickoit @enepanuu, yrBepkAcHHOro nocranosienueM lIpasurensctsa Poccuniickoit denepanuu ot
30 uronst 1998 r. N 681° (nanee - Ilepeuens), CHILHOAEHCTBYIONIME JIEKAPCTBEHHBIE TIPEMApPaTh, Ha CPOK
IIpyueMa MalueHTOM 0 5 AHEH.

5. Ha3HaueHue JIEKapCTBEHHBIX IIPENApaToB IIPU OKA3aHUM MEJULMHCKOM IIOMOIIM B
CTallMOHAPHBIX YCIOBHUAX B TpeOOBaHMAX-HAKJIAIHBIX, HANpPaBISEMbIX B aNTeYHbIE OpraHU3allHH,
SBJIIOIINAECS CTPYKTYPHBIMHM IOAPA3JCIICHUIMHU MEIULIMHCKON OpraHu3aly, B KOTOPOH OKa3bIBAETCS
MEIUIIMHCKAsT IMTOMOIb, OCYILIECTBISAETCS B COOTBETCTBMM C HCTpykiueil o MOpsSAKE BBIIUCHIBAHUS
JICKApCTBEHHBIX TMpernapatoB W O(GOPMIIEHUS PELEeNnTOB U TpeOOBaHMH-HAKIAIHBIX, YTBEPXKICHHOM
npukazoM MUHHCTEPCTBA 3/paBOOXpPAHEHUS U coLManbHOro pa3BuTus Poccuiickoit denepanun ot 12
despanst 2007 r. N 110 "O nopsiake Ha3HAYEHUS M BBITUCHIBAHUS JIEKAPCTBEHHBIX MPENApaTOB, U3ACTUI
MEIMIMHCKOTO HAa3HAYEHUS ¥ CTIENUAIM3UPOBAHHBIX TPOIYKTOB JIeueOHOro nuranus'"’.

6. HasnaueHue JEKapCTBEHHBIX IPEMAapaToOB OCYLIECTBISACTCS MEIUIIMHCKHUM DPAOOTHUKOM IIO
MEXAYHapOAHOMY HEMAaTEHTOBAHHOMY HAaMMEHOBAHUIO, a MPU €r0 OTCYTCTBUM - FPYNIIMPOBOYHOMY WIIU
XMMHMUYECKOMY HAaUMEHOBaHUIO. B  cioyuae OTCyTCTBHSL ~ MEKIYHApOJHOIO  HEMATEHTOBAHHOIO
HAaUMEHOBAHUS W TPYNIHPOBOYHOIO WIM XMMHUYECKOIO HAMMEHOBAHUS JIEKAPCTBEHHOI'O IIperapara,
JIEKapCTBEHHBIH Mpenapar Ha3HAYaeTCsl MEJUIMHCKIM paOOTHUKOM 110 TOPrOBOMY HAaMMEHOBAHUIO.

IIpy HanmuuMM MEAMLMHCKHUX MOKa3aHW (MHAMBHUIyallbHAs HENEPEHOCHUMOCTb, 110 JKU3HEHHBIM
MOKa3aHUsM) [0 PEIICHUI0 BpPAYeOHOW KOMHMCCHUM MEIMIMHCKON OpraHu3amuu’ OCyHIECTBISETCS
Ha3HaueHUEe M oQopMIIeHHE Ha3HAYEHUS JIEKAPCTBEHHBIX IPENaparoB, HE BXOIAIIMX B CTaHIAPTHI
MEIULUHCKON MOMOIIH, pa3pabOTaHHBIX B COOTBETCTBUU C NMYyHKTOM 4 cTartbu 10 ®demepanbHOro 3aKoHa
ot 21.11.2011 N 323-®3 "O6 ocHOBax OXpaHbl 3J0pOBbs Ipaxkaan B Poccuiickoit @enepaiuu"’, mu6o 1o
TOPrOBbIM HaNMEHOBaHUAM. PenieHne BpaueOHONH KOMUCCHHM MEIUIMHCKON OpraHu3aluu GUKCUPYETCs B
MEIULIMHCKON JOKYMEHTAIH MAIUeHTa U B )KypHaJIe BpaueOHOI KOMUCCHH.

7. Ha3zHaueHue JEKapCTBEHHOrO Iperapara B perente Ha OyMa)KHOM HOCHTEJE WIHM peLenTe B
¢dopMe 3JEKTPOHHOTO JOKyMEHTa OQOpMIIIETCS Ha HUMS TMalueHTa, IS KOTOPOro IpenHazHaueH
JIEKapCTBEHHBIN Mpernapar.

Penent Ha OymakHoM HocuTene, opOpMIIEHHBIH Ha penentypHoM Omanke dopm N 107-1/y,
N 148-1/y-88, N 148-1/y-04 (1), yTBepKIE€HHBIX HACTOALIMM MPUKA30M, a TAK)KE PEIenT Ha OyMaKHOM
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HocuTene, odopMieHHBIH Ha penentypHoM Omanke (opmbr N 107/y-HII, yTBepikaeHHOH mnpukazom
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O06 yTBepkIeHHH
¢dopMBl OJAHKOB PELENTOB, COACPXKAIIMX HAa3HAYEHHWE HAPKOTUYECKUX CPEJICTB MM TICUXOTPOITHBIX
BEIIECTB, MOPSIIKA UX U3TOTOBJICHUS, PACIPEIEIICHUs, PETUCTPALIUY, YU€Ta U XPAaHEHHUs], a TAKKe MPaBUII
opopmuenus"'’ (manee - ¢opma N 107/y-HII), MOXKeT ObITH MOJydYEH MALUEHTOM, €r0 3aKOHHBIM
NpPEJCTaBUTEIEM WJIM  JIUIOM, UMEIomeM OQOpPMICHHYI0O B COOTBETCTBUHM C TPaKIaHCKUM
3aKoHOaTenbCcTBOM Pocculickor @enepanny JOBEPEHHOCTh OT MALMEHTa Ha IPaBO IOJY4YEHHUS TAKOTO
penenra (fanee - yoJHOMOYEHHOE JIULO).

Penennt B opme 3IEKTPOHHOTO TOKyMEHTa (OPMHUPYETCS C UCIOIb30BAHUEM T'OCYIapCTBEHHOM
nH(POPMAIIMOHHOM cucTeMBbl B cepe 3paBooxpaHeHust cyorekTa Poccuiickoit denepaiuu, MeIUIIMHCKOM
MHQPOPMAIIMOHHOM CUCTEMBI MEAUIMHCKON OpraHu3anuu ',

@akT BBIJAYM peLENTa Ha JIEKAPCTBEHHBIM IpenapaT 3aKOHHOMY IPEACTAaBUTENIO WIIHU
YIOJIHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEAULIMHCKON JOKYMEHTAIIMH MAIlHeHTA.

8. MeauuuHCKUM pabOTHHKAM 3ampeniaercss 0GopMIIATh PELENnThl MPH OTCYTCTBUHU Y TMAallMEHTa
MEIMIMHCKUX TTOKA3aHWi; HA HE3aperMCTPUPOBAHHbBIE JIEKAPCTBEHHBIE MPENAPaThl'’; Ha JIEKAPCTBEHHBIE
IIpenapaTsl, KOTOPblE B COOTBETCTBUM C MHCTPYKIHUEH MO MEIUIIMHCKOMY NPUMEHEHHUIO IIPEIHA3HAYECHbI
JUI IPUMEHEHUS TOJIBKO B MEAMLIMHCKUX OpraHM3alUsaX; Ha HapKOTHUUYECKUE CPEICTBA M IICUXOTPOIHbBIE
BEIIECTBA, BHEceHHble B crnucok [l Ilepeuns, 3apeructpupoBaHHbIE B KadyeCTBE JIEKapCTBEHHBIX
IIPENapaToB, B LEIAX NPUMEHEHUS IS JIEUEHNS] HAPKOMaHUU.

NuauBuayanbHbIM — IPEAIPUHUMATENSM, OCYILIECTBISIOIIMM — MEIUIMHCKYIO  JI€STEIBHOCTD,
JONOJHUTENIBHO K TpeOOBaHMSAM, YKa3aHHbIM B a03alle TepBOM HACTOALIETO ITyHKTA, 3alperiaeTcs
o(opMIIATH perenTbl Ha HAPKOTHYECKUE CPEJCTBA U MCUXOTPOIHBIE BEIIECTBA, BHECEHHBIE B criucku [ n
IIT Tlepeuns (manee - HapKOTMUYECKHWE M IICUXOTPOINHBIE JIeKapcTBEHHbIe mpenapatrhbl cruckoB II m 111
Ilepeuns).

9. Ilpu Ha3HaueHUM HAPKOTHMYECKUX M IICUXOTPOIIHBIX JIEKAPCTBEHHBIX MpenaparoB crucka [l
Ilepeuns, 3a MCKJIIOUEHUEM JIEKApPCTBEHHBIX NPENapaToB B BUAE TPAHCIEPMAIBHBIX TEPANEBTUYECKHUX
CUCTEM M JIEKAPCTBEHHBIX IIPENapaToB, COAEPXKALIUX HAPKOTHYECKOE CpPEICTBO B COUYETAaHUM C
AQHTarOHUCTOM OINMOMJHBIX PELENTOpOB, pELENnThl Ha OyMaXHOM Hocutenae O(OpMISIIOTCS Ha
peuentypHoM Omanke Gpopmbr N 107/y-HIT.

10. Peuenypusbiit 6ank popmer N 148-1/y-88 odopmitsercss npu Ha3HAYCHUU:

1) HapKOTHYECKMX M IICUXOTPONHBIX JIEKapCTBEHHBIX mpenaparoB cnucka [l Ilepeuns B Buze
TpaHCIEPMAJIbHBIX TEPaNEeBTUUECKUX CHUCTEM, HAPKOTHYECKHX JIEKAPCTBEHHBIX IpenaparoB crnucka Il
Ilepeuns, copepkalinx HAPKOTUYECKOE CPEACTBO B COUETAHUM C AHTArOHUCTOM OMMOUIHBIX PELIENTOPOB,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX NpernapaTos crucka [1I Ilepeuns;

2) JEeKapCTBEHHBIX IPErapaTroB, 00Jala0MMUX aHAOOIMYECKON aKTHBHOCTBIO (B COOTBETCTBHHU C
OCHOBHBIM (papMaKOJIOTHUYECKUM JECHCTBHEM) M OTHOCSIIMUXCS M0 aHATOMO-TEPaNeBTHUECKO-XUMUYECKOM
Kiaccu(puKalMu, PeKOMEHI0BaHHON BcemupHOM opranusaiueii 3apaBooxpanenus (manee - ATX)!, k
aHabommueckuM crepounaMm (kox Al4A) (mamee - JeKapcTBeHHBIE TMpemaparsl, oOiamaroniue
aHa0OJIMYECKOW aKTUBHOCTBIO B COOTBETCTBUH C OCHOBHBIM (PAPMaKOJIOTHUECKUM JICHCTBUEM );

3) JeKapCTBEHHBIX INpernapaToB, YKa3aHHBIX B myHkTe 5 Ilopsinka oTmycka (U3HYECKHM JIHIIAM
JIEKapCTBEHHBIX IPENapaTroB s MEIUIMHCKOTO IPUMEHEHHUs, COAEpXKallMX KPOME MaJlbIX KOJMYECTB
HapKOTHYECKUX CPEJCTB, ICHUXOTPOIHBIX BEIIECTB M HMX MPEKypCOpOB Jpyrue (hapMakoIorudeckue
aKTUBHBIE BEILECTBA, YTBEPXKAEHHOIO IpuKa3oM MUHUCTEPCTBA 3pAaBOOXPAHEHUS] U COLMAIBHOTO
passutus  Poccuiickoii ®enepamuu ot 17 wmas 2012r1. N 562u'* (manee - Tlopsmok orTmycka
JIEKapCTBEHHBIX IIPENAPATOB);

4) 5eKapCTBEHHBIX IpENapaTOB WHAMBHUIYaJIbHOTO W3TOTOBJIEHUS, COJAEPKAIIMX HAPKOTUUYECKOE
CPEACTBO WMJIM ICUXOTpornHoe BemiectBo crucka I Ilepeuns, u npyrue Qapmaxkoigoruueckie akTUBHBIC
BELIECTBA B J03€, HE IMPEBBIIIAIONIEH BBICIIYIO pa3oByK J03y, M IpPU YCIOBHM, YTO OTOT
KOMOWHUPOBAHHBIN JIEKAPCTBEHHBIM IpenapaT HE SBJSETCSd HApKOTMYECKHMM WM TICHXOTPOITHBIM
JIEKapCTBEHHBIM IpernapaToM criucka Il [lepeuns;
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5) JIeKapCTBEHHBIX IPENaparoB, MOMJIEKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY YYETy, HeE
MIEPEUUCIICHHBIX B [TO/IIYHKTaX | - 4 HAaCTOSILEro MyHKTa (32 UCKJIIOUEHUEM JIEKaPCTBEHHBIX MPENapaTos,
OTITyCKaeMBbIX 0e3 perenTa).

11. Penentypusiit 6ank Gopmer N 148-1/y-04 (1) odopmiisieTcst mpu Ha3HAUCHUM JIEKAPCTBEHHBIX
IpenapaToB TpakJaHaM, UMEIOIIUM MPaBO Ha OECIUIaTHOE IOJIyuYeHHUE JIEKAPCTBEHHBIX MpEnapaToB WIH
II0JIy4€HHUE JIEKApPCTBEHHBIX IIPETIAPATOB CO CKUAKOM.

12. Peuentypusbiit 6ank popmer N 107-1/y opopmisercs npu Ha3HAUCHUH:

1) nexkapcTBEHHBIX IpenapaTroB, yKa3aHHbIX B IyHkTe 4 Ilopsaka oTmycka JE€KapCTBEHHBIX
IIpenapaTos;

2) nexapCTBEHHBIX IIPENApaTOB, HE YKa3aHHBIX B IyHKTax 9 - 11 Hacrosmero [lopsnka.

13. IIpu Ha3HAUEHUH JIEKAPCTBEHHOIO IIpenapaTa MHAWBUYyaJIbHOTO M3TOTOBJIEHUS B PELENITE HA
OyMa)KHOM HOCHTENE U (WJIH) perente B GopMe 3JIEKTPOHHOTO JOKYMEHTa HAaUMEHOBaHMS JICKApCTBEHHBIX
IIPENapaToB, BKJIIOUEHHBIX B IIEpEUYEHb JIEKAPCTBEHHBIX CPEICTB A MEAWLHMHCKOIO IPUMEHEHUS,
TOUIEXKAIMX TPEAMETHO-KOJIUUECTBEHHOMY y4eTy > (asiee - JIeKapCTBEHHBIE MPEnapaThl, BKIIOUEHHBIE B
nepeueHs 11IKY), ykas3siBaroTcs B Hayalle pelLenTa, 3aTeM - BCE OCTaJIbHbIE UHIPEAUEHTHI.

14. Ilpu Ha3HAYEeHUU JIEKAPCTBEHHOrO TMpemnapaTa B pelente Ha OyMaXHOM HocuTene U (M)
peuente B (QopMe >IEKTPOHHOTO JOKYMEHTa 3alpeliaeTcsi MPEBBIIIaTh KOJIWYECTBO HAPKOTHYECKUX
CPEACTB WJIM ICUXOTPOITHBIX BEIIECTB, KOTOPOE MOXKET OBITH BBHIITMCAHO B OHOM PEIIETITEe, YCTAHOBICHHOE
npwiokenneM N 1 k HacrosmeMy Ilopsaky, 3a HCKIIOYEHMEM CIIy4aeB, YKa3aHHBIX B IyHKTax 16 u 25
Hacrosuero [lopsnka.

15. Ilpn Ha3HAUEHUH JEKAPCTBEHHBIX NMPENapaToB, BKIIOUEHHBIX B niepeueHs [IKY, no3za xoTopsix
NPEBHIIACT BBICIIMM OJHOKPAaTHBIM MpHUEM, MEAUIUHCKUA pabOTHUK 0003HA4YaeT [03y OSTOro
JICKApCTBEHHOTO Iperapara B pelenTe Ha OyMa)kHOM HOCHTENEe MPONUChI0 C IPOCTaBICHHUEM
BOCKJIMIIATENIFHOTO 3HaKa W (WJIM) MPOCTaBISET BOCKIHUIATENbHBIN 3HAK NMPU OPOPMIICHUM pELEnTa B
(dhopMe PIIEKTPOHHOTO JOKYMEHTA.

16. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IIPENApaTOB, BKIIOUYEHHBIX B Iepedens [IKY, mpu
OKa3aHUU MalUEHTaM, HyKJAIOIUMCS B JUIMTEIbHOM JIEYEHUH, IEPBUYHON MEIUKO-CAaHUTAPHON ITOMOIIHU
Y NAJUTMATUBHOW MEIUIIMHCKON IMOMOIIM MOXKET ObITh YBEIMUYEHO He OoJiee 4eM B 2 pasa 10 CPaBHEHHIO C
KOJINYECTBOM HAPKOTUYECKUX CPEJICTB WM ICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITH BBHIMHCAHO B
OJIHOM peLenTe, YCTaHOBIEHHbIM nprwiokenuem N | k HacTosmeMy Ilopsaky.

B cnyyasix, nmpeaycMOTpeHHBIX ab3aiieM MepBbIM HACTOSIIErO IMyHKTA, Ha pelenTax Ha OyMakKHOM
HOCHUTEJIE MPOU3BOAUTCS Haanuch "[lo cnenuanbHOMY Ha3HA4YeHMIO', OTIENbHO 3aBEPEHHAsl IOJIHUCHIO
MEIULIMHCKOr0 pabOTHUKAa W TEeYaThbl0 MEIUIIMHCKON opranuzamuu "J{is penenrtoB", Ha perenrax B
dbopMe DIEKTPOHHOTO JOKyMEHTa Tmpou3BoauTcs oTMmeTka '"Ilo crmenuanbHOMY Ha3HAYEHHIO" C
MPOCTABICHUEM YCUICHHOM KBATM(DUIIMPOBAHHON 3JIEKTPOHHOM MMOAMMCH MEAULIUMHCKOTO pabOTHHUKA.

17. CocraB JE€KapCTBEHHOrO Ipemapara, JeKapcTBeHHas (opma M oOpalieHHe MEIUIIMHCKOTO
paboTHUKA K (apMalleBTHUECKOMY PabOTHUKY 00 OTIYCKE JIEKapCTBEHHOIO MpenapaTta opopMIIsSIOTCsS Ha
JATUHCKOM SI3bIKE B POJUTENBHOM IaJIEKE.

IIpu odopmiileHMM peuUenTypHBIX OJAaHKOB JOMYCKAaeTCs MCIIONB30BAaHME  COKpAIEHUH
(npunosxenue N 2 x Hactosmemy [lopsanky).

[Ipy Ha3HAYEHWHM JIEKAPCTBEHHOI'O IIperapara He JOIMYCKAETCS COKpalleHHe OJIM3KUX TI0
HAaUMEHOBAHUSM MHIPEIUEHTOB, COCTAaBJIAIOIIMX JIEKAPCTBEHHBIM IpenapaTr, HE I03BOJISIOIINX
YCTaHOBUTH, KAKOM MMEHHO JIEKAPCTBEHHBIN IIpenapaT Ha3HaycH.

18. Crioco6 mpuMeHeHHs! JeKapCTBEHHOr0 mpernapara 0003HavaeTcs ¢ YKa3aHUEeM JI03bl, YacTOTHI,
BPEMEHHU INpHEMa OTHOCHUTEIBHO CHa (YTpOM, Ha HOYb) M €ro JJIUTEIBHOCTH, a IJIs JIEKapCTBEHHBIX
IpernapaToB, B3aUMOICHCTBYIOUIMX C THILEH, - BpEeMEHU MX YNMOTPeOIeHUs OTHOCUTENIFHO TpHUeMa MUIIH
(1o enmwl, BO BpeMs €/Ibl, IOCIE €JIbl).

19. TIpu HEOOXOAUMOCTH HEMEIJICHHOTO WM CPOYHOro (B T€UEHHUE JABYX pabouMX JHEH) oTiycka
JIEKapCTBEHHOT'O IIperapaTta MalueHTy B BEpXHEeH yacTu perenTta Ha OyMa)KHOM HOCHUTEIIE TPOCTABISIOTCS
obo3HaueHus "cito" (cpouno) wnm "statim" (HemeasieHHO). AHAOTUYHBIE 0003HAUEHUS POCTABIISIOTCS B
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BUJIE OTMETOK MpH 0(OPMIICHHH pelenTa B (hopMe 3JIEKTPOHHOTO TOKYMEHTA.

20. ITpu odopmileHNH Ha3HAYEHUsI TOTOBOTO JIEKAPCTBEHHOTO TpenapaTa B pelenTe Ha OyMaXHOM
HOCUTENIE WM peuente B (QopMe HIEKTPOHHOTO JOKYMEHTa KOJMYECTBO JCWCTBYIOIIUX BEIIECTB
YKa3bIBaeTCs B COOTBETCTBMM C HMHCTPYKLHEH IO MEAUIUHCKOMY MPUMEHEHHIO JIEKaPCTBEHHOTO
npernapara.

IIpu odopmieHnn Ha3zHAuEHUs JIEKAPCTBEHHOTO MpenapaTa MHIUBUAYAJIBHOIO HM3TOTOBJICHHUS B
perernTe Ha OyMa)XHOM HOCHUTENE WK peuente B (hopMe 3JIeKTPOHHOTO IOKYMEHTa KOJIMYECTBO TBEPIBIX U
CHIMyYHX (apMaleBTUUECKUX CyOcTaHIMi ykasbiBaeTcs B rpammax (0,001; 0,5; 1,0), xuakux - B
MIWUTHIIATPAX, TpaMMax 1 Karsx.

21. Peuentsl Ha OyMa)XHOM HOcHUTeENE, B (OpME 3JIEKTPOHHOTO JOKyMEHTa, O(OpPMIICHHBIE Ha
peuentypHoM Omanke Qopmbr N 148-1/y-88 u mnpenHa3HaueHHbIE JUIS OTIYCKa JICKApCTBEHHBIX
IIpenapaToB, MPELyCMOTPEHHBIX NoAnyHKkTamu 2 - 5 nyHkTa 10 HacTtosmero [lopsinka, qelicTBUTENbHBI B
TeueHue 15 qHeit co qHS odopMIIeHUS.

22. Peuentsl Ha OyMa)XHOM HOcHUTeENE, B (OpME 3JIEKTPOHHOTO JOKyMEHTa, O(pOpPMIICHHBIEC Ha
penentypHoM Omanke dopmbel N 148-1/y-04 (1) w mpeaHa3HadYeHHBIE AJS OTIYCKA JIEKapCTBEHHBIX
IIpenapaToB IpaxkJaHaM, yKa3aHHbIM B nyHkrte |1 Hactosmero Ilopsinka, nefictButenbHbl B TeueHue 30
THEH co THS 0OPMIICHHSL.

23. Peuentsl Ha OyMa)XHOM HOCHUTENE, B (OpME 3JIEKTPOHHOTO JOKyMEHTa, O(OpPMIICHHBIE Ha
perentypHoM Omanke dopmbel N 148-1/y-04 (1) w mpeaHa3sHadyeHHBIE A7 OTIYCKA JIEKapCTBEHHBIX
IpernapaToB rpaxaaHaM, JOCTUIIIMM TIEHCHOHHOTO BO3pacTa, WHBAIMJAM MEPBOH  IPYMIIbI,
JETSAM-MHBAIU/IAM, a TaKKe TpaKAaHaM, CTPAIAIOUIUM XPOHMYECKHMMHM 3a00JIEBaHUSMH, TPEOYIOIIMMHU
JUTUTENTEHOTO KyPCOBOT'O JICUCHHUS, ICHCTBUTENbHBI B TeueHue 90 que co aHsS 0pOpMIICHHS.

Jlns nedeHus XPOHUYECKHUX 3a00JIeBaHMM yKa3aHHBIM KaTEroOpUsM TpaxaaH JIeKapCTBEHHbBIE
npemnaparsl ¢ 0pOpMIICHUEM DPELENTOB Ha OyMaXHOM HOCHTEJE WM PElenToB B (hopMe 3IEKTPOHHOTO
JOKYMEHTa MOTYT Ha3HauaThCs Ha Kypc JieueHus 10 90 qHei.

24. Peuentsl Ha OyMa)XHOM HOCHUTENE, B (OpME 3JIEKTPOHHOTO JOKyMEHTa, O(OpPMIICHHBIEC Ha
peuentypHoM Omanke (Gopmbl N 107-1/y u npenHazHaueHHBIE JJIS OTIYCKa JIEKAPCTBEHHBIX IMPENaparos,
MpeayCMOTpeHHBIX MmyHkTOoM 12 Hacrosmero llopsiaka, nedictButenbHbl B TeueHue 60 aHell co aHs
oopmienus.

[Ipy Ha3Haue€HUM TOTOBBIX JICKAPCTBEHHBIX MPENApaTOB U JIEKAPCTBEHHBIX IPENapaToB
MH/IMBUYaJTbHOTO M3TOTOBJICHUS MAIMEHTaM C 3a00JeBaHUAMHU, TPEOYIOUUMH UTUTEIBLHOIO KYPCOBOTO
neueHus, ¢ opopmiieHHeM Ha peuentypHoMm Oxanke (Gopmer N 107-1/y perenta Ha OyMa)xXHOM HOCHTEJE
WK B GopMe IEKTPOHHOTO JOKYMEHTA YCTAaHABIMBACTCS CPOK JCHCTBHS pelenTa B Mpejienax 10 OJJHOrOo
KaJIeHJapHOTO roja.

B cmyuae ycraHOBNIEHHMs CpoKa JEHCTBHA pelenrta B Hpeieiax OO0 OJHOrO roja B peLente
npocrasnsiercs oTMmerka "[lo crenuanpHOMYy Ha3zHaueHHUIO", 00O3HAayaeTcs CPOK JACHCTBHUS pelenTta H
NEPUOMYHOCTD OTITyCKa JICKAPCTBEHHBIX MPENapaToB U3 aNTeYHOW OpPraHU3allMH WIA WHAWBUAYAIbHBIM
NpeANpUHUMATENIEM, WMEIOIIMM JIMIEH3UI0 Ha (HapMalleBTHYECKYIO JEATENbHOCTD ®  (eKEeHenenbHO,
€KEMECSIYHO W HMHbIE TMepHoAabl). J(OMOIHUTENBHO 3TO YKa3aHHE 3aBEPAETCS IMOANUCHI0 M IEYaThio
MEIHUIIMHCKOTO PabOTHHKA, a TAKXKe MeYaThi0 MEIUIIMHCKOW opranu3aruu "J[ns perentos" (s perenta
Ha OyMa)KHOM HOCHUTENE) WM YCUJICHHOM KBATU(UIIMPOBAHHON 3JIEKTPOHHON TONNUCHI0 MEAULIUHCKOTO
paOOTHUKA U JIUIIA, YIIOTHOMOUYEHHOT'O 3aBepATh JOKYMEHTHI OT UMEHU MEIMLIMHCKOW OpraHu3anuu (a1
perernTa B popMe IEKTPOHHOTO IOKYMEHTA).

25. Penentsl Ha NPOU3BOJAHBIE 0apOUTYpOBOM KHCIOTHI, KOMOMHMPOBAHHBIE JIEKAPCTBEHHBIC
Ipernaparel, coJepXaliue KOJAEUH (ero coyii), WHble KOMOMHHUPOBAaHHBIE JIEKAPCTBEHHBIE IPENapaThl,
MoJUIeXAIue  MPEeJMETHO-KOJIMYECTBEHHOMY  YYeTy, JIeKapCTBEHHBbIE IIpernaparhbl, o00Jajaromue
aHa0OJMUYECKOW AaKTMBHOCTHIO B COOTBETCTBHM C OCHOBHBIM (hapMaKOJOTHYECKUM JIeHCTBHEM, IUIs
JIeUEHHsI TTAIMEHTOB C XPOHUYECKUMHU 3a00JIEBAHUSAMHU MOTYT 0(OPMIIATECS Ha Kypc JieueHus 10 60 aHeit.

B nmanHBIX Cciydasx B peuentax Ha OyMaxHOM HocuTene mnpousBoautcs Haamuck "Ilo
CIeLMANTbHOMY Ha3HAuEHUWIO", 3aBEpPEeHHAs TMOANUCHI0 MEIUIUHCKOrO pPa0OTHUKA M IEYaThIO
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MEIMUMHCKOW opranm3zauuu "Ins  peuentoB", peuentax B (GoOpMe 3IIEKTPOHHOTO JTOKYMEHTa
npousBoauTcs orMmerka '[lo  cmenuanbHOMYy =~ Ha3HAueHWIO", €  I[POCTAaBIEHUEM  YCHUJIICHHOMN
KBAJTM(UIIMPOBAHHON BIIEKTPOHHON TOANKUCH MEIMLIMHCKOrO pabOTHHUKA M JIUIA, YIOJHOMOYEHHOTO
3aBEpPATH JOKYMEHTbl OT UMEHHU MEIULIMHCKON OpraHU3aliy.

26. Peuent Ha OyMa)KHOM HOCHTEJNe, B (OpME DJIEKTPOHHOTO TOKYMEHTa, O(OPMIIEHHBIA C
HapyIlIeHHEeM yCTaHOBJICHHBIX HacTosmuM [lopsakom TpeOGoBaHUMN, CUMTACTCS HECHCTBUTEIbHBIM.

I1. Ha3znaueHnue JICKAPCTBCHHLIX MPeENapaToB IPpU OKa3saHUU MeININHCKOI MOMOIIHU B
CTAIIMOHAPHBIX YCJIOBHUAX

27. Tlpn oka3aHUM MAIMEHTY MEAWIMHCKON IMOMOIIM B CTAllMOHAPHBIX YCJIOBUSX Ha3zHauCHHE
JICKApCTBEHHBIX MPENapaToB IPOU3BOAUTCA 0€3 OQOpPMIICHHS pelenta MEIUIMHCKUM pPaOOTHUKOM
€IMHOJIMYHO, 33 UCKIIIOUYCHUEM CIIy4aeB, YKa3aHHBIX B ITyHKTe 28 HacTosmiero [lopsxka.

28. CoryacoBaHM€ Ha3HAUYEHUs JIEKAPCTBEHHBIX IIPENApaTOB C 3aBEAYIOLIUM OTIEICHHEM WIIHU
OTBETCTBEHHBIM JIS)KYPHBIM BpauoM JHOO IPYTHUM JIMLIOM, YIIOJHOMOYEHHBIM IMPUKA30M IJIaBHOTO Bpaya
MEIMLMHCKOW OpraHM3allid, a TakkKe, NPU HAJIUYUU, C BpPAuOM - KIMHUYECKUM (HapMakoIorom
HEOOXOIUMO B CITydasiX:

1) 0THOBpEMEHHOT0 HA3HAYEHUS IISITH U OoJiee JIEKapCTBEHHBIX IPENapaToB OJHOMY IallUEHTY;

2) Ha3HAYEHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOAIINX B TIepeueHb )KU3HEHHO HEOOXOIUMBIX U
BOKHEUINMX JICKADCTBEHHBIX IIPENApaToB'’, NpM HETUNUYHOM TEYECHUHM 3a00J€BaHMs, HAIMYUH
OCJIO)KHEHHUH OCHOBHOTO 3a0oneBaHHsi M (MJM) COINYTCTBYIOIIMX 3a00JeBaHMN, NPU Ha3HAYECHUHU
JICKapCTBEHHBIX TMpenapaToB, OCOOCHHOCTH B3aMMOJEHCTBHS W COBMECTHMMOCTH KOTOPBIX COTJIACHO
MHCTPYKIMSAM IO WX MPUMEHEHHIO TMPHUBOJIAT K CHUKECHHUIO J(PQPEKTUBHOCTH U 0OE30MaCHOCTH
(bapmakoTepanuu U (WIM) CO3JAI0T MOTEHIMAIBHYIO ONTACHOCTH JUISl )KU3HHU U 3/I0POBbS MAIIMEHTA.

B ykazaHHBIX cllyyasiX Ha3HA4Ye€HUE JIEKAPCTBEHHBIX MpPENapaTroB (UKCHUPYETCS B METUIIMHCKOM
JOKyMEHTAIlMM TMAI[MeHTa W 3aBepAeTCs IOANUCHI0 MEJUIIMHCKOTO paOOTHUKA M 3aBEIYIOIIETO
OTJeJIeHHEM (OTBETCTBEHHOIO JIEKYPHOI'0 Bpaya WM JIPYroro yrnoJHOMOYEHHOI'O JINLA).

29. MemuuMHCKUNA PaOOTHUK MEAWIMHCKOW OpraHu3aluy (ee CTPYKTYpHOTO IMOApa3feeHUs),
pacrlojOKEHHOM B CEJIbCKOM HACEJIEHHOM IIyHKTE, OCYIIECTBISET HA3HAUEHUE JIEKapCTBEHHBIX
IIpENnapaToB B CIyyasx, yKa3aHHbIX B yHkTax 28 u 30 Hacrosmero [lopsaaka, eAMHONNYHO.

30. ITo pemennio BpaueOHOM KOMHCCHH IMAIMEHTaM TPH OKa3aHUM UM MEIUIIMHCKOW IMOMOINU B
CTallMOHAPHBIX YCIOBHSIX HAa3HAYAIOTCA JICKAPCTBEHHBIC TIIpernapaTbl, HE BKIIOYEHHBIE B IIepeueHb
KU3HEHHO HEOOXOAMMBIX W BaXKHEWIIMX JIEKAPCTBEHHBIX MPENapaToB, B CIy4dae HX 3aMEHbl H3-32
WH/IMBUyaTbHON HENIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKa3aHHIM.

Pemenne BpaueOHON KOMHUCCHM (HUKCHPYETCS B MEAMLMHCKONH JIOKYMEHTAllUM IalUeHTa H
KypHaJe BpaueOHOI KOMUCCHH.

31. B cnywasx oOcnenoBaHMs W JICYCHHMS TpaXTaHMHA B CTAllMOHAPHBIX YCIOBHMAX B paMKax
IIPEIOCTABIICHUSI MEIULIMHCKUX YCIYT HA BO3ME3HOM OCHOBE 3a CUET JIMYHBIX CPEACTB IPakJlaH, CPEACTB
IOPUIMYECKUX JIUI] U WHBIX CPEICTB Ha OCHOBAaHMM JIOTOBOPA, B TOM YHMCIIE JOrOBOpa J10OPOBOJILHOTO
MEIMIMHCKOTO CTPaxoBaHus'®, eMy MOIyT ObITh Ha3HAYEHbI JIEKAPCTBEHHBIE MIPENAPATHI, HE BXOJSIINE B
NepeveHb KU3HEHHO HEOOXOIUMBIX M BaXHEUIIMX JIEKAPCTBEHHBIX MpPENapaToB, €CIM MX Ha3HaueHHE U
pUMEHEHHE 00yCIOBICHO MEIUIIMHCKUMU TTOKA3aHUSMHU.

I11. HazHa4yeHue J1eKAPCTBEHHBIX MPENapaToB IPH 0KA3aHUHU NEePBUYHON MeIHKO-CAHUTAPHOMI
MOMOIIH, CKOPO MeIMIMHCKON MOMOIIH U NAJIMATUBHOM MEeJUIUHCKON MTOMOIIHU

32. Ilpu oka3zaHMM TEPBUYHOM MEIUKO-CAHUTAPHOM MOMOIIM U MAJTMATUBHOM MEIULIMHCKOMN
MOMOIM B aMOyJNaTOPHBIX YCJIOBHSIX Ha3HAYCHUE JIEKAPCTBEHHBIX TIPEMapaToB OCYIIECTBISETCS
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MEIULUHCKUM PAOOTHUKOM B CIIy4asx THIIMYHOIO T€UEHUS 3a00JeBaHMS MALMEHTA UCXOIS U3 TSHKECTU U
XapakTepa 3a00eBaHMs.

33. Ha3HaueHue JIeKapCTBEHHBIX MPEMapaToB IO PEIICHUIO BpaueOHOM KOMHMCCHH MPU OKa3aHUH
NEPBUYHON MEANKO-CAHUTAPHONH MOMOINM, NAJUIMATUBHOW MEIMIIMHCKONW MOMOIIM B aMOYyJIaTOPHBIX
YCJIOBUSX IIPOU3BOJUTCS B CIIydasiX:

1) OTHOBpEMEHHOT0 Ha3HAYEHHUSI OJHOMY MAIMEHTY MATH U 0oJiee JEeKapCTBEHHBIX MpenapaToB B
TEUEHUE OJHUX CYTOK WIM CBBILIE JECATH HAUMEHOBAHUN B TEUEHHUE OJHOI'O MECSLA;

2) Ha3Ha4YeHHUs JICKAPCTBEHHBIX IPENapaToB NpPU HETHUIIMYHOM TeUeHHH 3a00JIeBaHUS, HATHUYUU
OCJIO)KHEHHUH OCHOBHOTO 3a0onieBaHMsi W (MJM) COINYTCTBYIOIIMX 3a00JeBaHMN, NPU Ha3HAYEHUHU
JICKapCTBEHHBIX TMpenapaToB, OCOOCHHOCTH B3aMMOJEHCTBHSI W COBMECTHMMOCTU KOTOPBIX COTJIACHO
MHCTPYKIMAM I10 MX MPUMEHEHHIO MPUBOIAT K CHIDKEHHUIO 3(PQPEKTHUBHOCTH M O€30MaCHOCTH JICUCHUS
nanueHTa U (W) Co3ar0T MOTEHIMAIBHY0 ONACHOCTh AJIS )KM3HU U 3/10pPOBbsI MTAILMEHTA;

3) mNepBUYHOrO HAa3HAYEHMsI MNALMEHTY HApPKOTUYECKMX M IICUXOTPONHBIX JIEKApPCTBEHHBIX
npenapaTtoB cruckos Il u III Ilepeuns (B ciayuyae npuHATHS PYKOBOAMTEIEM MEIUIMHCKON OpraHu3anuu
peleHusi 0 HeOOXOAMMOCTH COTJIACOBAHMS Ha3HAUEHHS TaKUX JICKAPCTBEHHBIX IMPENapaToB ¢ BpaueOHOM
KOMUCCHEM).

34. IloBTOpHOE Ha3HAYEHHE HAPKOTUYECKUX W IICUXOTPOIIHBIX JIEKApPCTBEHHBIX IIPENapaToB
crimckoB I m III TlepeyHst MpOM3BOAWUTCS MEIUIIMHCKAM PAaOOTHHUKOM CaMOCTOSTENIFHO MAIlEHTaM C
BBIPQ)KCHHBIM OOJIEBBIM CHHIPOMOM JFOOOTO TI'€HE3a, HapYIIEHHWEM CHA, CYIOPOXKHBIMH COCTOSIHUSIMH,
TPEBOKHBIMH paccTpoiicTBaMu, GOOHSIMH, TICUXOMOTOPHBIM BO30YKICHUEM.

35. Ilpyn oka3aHMM CKOpPOHl MEIUIIMHCKOM IOMOIIM JIEKAPCTBEHHBIE IIpenapaTbl Ha3HAYaroTCs
MEIULIMHCKUM pabOTHUKOM BBIE3HON Opuragsl CKOpOW MEAWIUHCKOW TOMOIIH, MEAUIUHCKUM
paOOTHUKOM MEAUIIMHCKOW OpraHM3alud NpU OKa3aHUM MEIUIIMHCKOH MOMOIIM TpakJaHaM IpH
3a00JI€BaHUAX, HECUYACTHBIX CIydYasX, TpaBMaX, OTPABJICHUSAX U JAPYTUX COCTOSIHUAX, TPeOyrOmuX
CPOYHOT'O MEIULMHCKOIO BMELIATEIbCTBA.

IV. HaznaueHnue JICKAPCTBCHHLBIX MPeEIapaToB rpa;xkianamM, UMEKOIIUM IIPaB0 Ha OecmjiaTHoOe
MOJIYYCHHUE JICKAPCTBCHHLIX NPeNapaToB WM MOJYYCHUE JICKAPCTBCHHLIX MPeEapaToB CO CKHHKOﬁ,
Ipu OKa3aHumn neanqﬂoﬁ MeI[I/IKO-CﬂHI/ITapHOﬁ MMOMOIIHA

36. Ilpum oka3zaHUM TEPBUYHON MEIUKO-CAHUTAPHOM TIOMOILIM HA3HAUYEHHE MEIUIUMHCKUM
pabOTHUKOM B COOTBETCTBUHM CO CTAHIAPTAMM MEIUIMHCKON TOMOIM'’W JIEKApCTBEHHBIX MPENapaTos,
OTIIyCKaeMBIX OECIUIaTHO WM CO CKUIKOW, OCYIIECTBISETCS Ha peLenTypHOM OyaHke (OpMbI
N 148-1/y-04 () ¢ yderoM pa3BUTHUA 3a00JieBaHUS, OCOOCHHOCTEH TEYEHUS OCHOBHOTO H
COITyTCTBYIOIIETO 3a00JIEBaHU CIIEIYIONUM KaTerOpHsIM I'paXk/iaH:

1) rpaxnanam, UMEIOLIUM IIPaBO Ha IOJYYEHUE I'OCYJApCTBEHHON COLMAIbHOM MOMOLIU B BUE
Habopa COLMaNbHBIX YCIYT, B COOTBETCTBUU C NIEPEUHEM JIEKAPCTBEHHBIX MPENapaToB s MEAULIMHCKOTO
IIPUMEHEHMS], B TOM UHUCIIE JIEKAPCTBEHHBIX MPENapaToB Ul MEAULMHCKOTO NMPUMEHEHMS], Ha3HAUYAEMBIX
II0 PEUIEHHIO BpaueOHbIX KOMUCCUI MEIUIMHCKUX OpraHu3auii-’;

2) nuuaM, 60JIbHBIM TeMO(HINEH, MyKOBUCIIUI030M, TUIIO(PH3apHBIM HAaHU3MOM, Oone3Hbio [ome,
37I0KaYECTBEHHBIMH HOBOOOPa30BaHUSMHU JIMM(OUTHON, KPOBETBOPHOH M POACTBEHHBIX WM TKaHEM,
PACCEsHHBIM CKJIEPO30M, N€MOJIMTUKO-YPEMUYECKUM CHHIPOMOM, IOHOLIECKUM apTPUTOM C CHUCTEMHBIM
HayajoM, Mykonoaucaxapuznosom I, II u VI tunos, nuu nocnie TpaHcniaaHTaluKu OpraHoB U (WJIK) TKaHEHR B
COOTBETCTBUU C IIEpPEUHEM JICKapCTBEHHBIX IpenaparoB, yreepxkaacMmbeiM [IpaBurenscrBom Poccuiickoin
denepanyn’’.

3) rpaxgaHaM, MMEIOIIMM IPaBO Ha MOJYYECHUE JIEKAPCTBEHHBIX IPErapaTroB OECIUIaTHO WM
MOJTyYeHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOW 3a CUET CPEACTB OIOKETOB cyOBhekToB Poccuiickoii
@enepanii, B COOTBETCTBMM C IlepeunHem Trpynmn HaceleHHUs W KaTeropuid 3alojeBaHMd, NpU
amMOyJaTOPHOM JICYEHUH KOTOPBIX JICKAPCTBEHHBIE CPEICTBA M M3JENIUS MEIUIMHCKOTO Ha3HAYCHUS

25.09.2019 Cuctema 'APAHT 8/28



[Tpuka3z Munucrepcta 3apaBooxpanerns P® ot 14 suBaps 2019 r. N 41 "O0 yTBepK1eHNN MTOPsAKAa HA3HAYCHHUS. . .

OTITyCKAIOTCS MO perentam Bpadei OecriatHo, u [lepeuneM rpynm HaceleHUs, MpH aMOyJIaTOpHOM
JIEYEHUN KOTOPBIX JIEKAPCTBEHHBIE CpEACTBA OTIYCKAIOTCA MO pernentaMm Bpaded ¢ S50-mpoueHTHON
CKHJIKOHM CO CBOOOJHBIX II€H, YTBEPKJICHHBIMHU 11ocTaHoBineHreM [IpaBurenscra Poccuiickoii denepannn
ot 30 urons 1994 r. N 890 22;

4) rpaxaaHaM, CTPaJarollMM KU3HEYTPOXKAIOUIMMU U XPOHHUYECKUMHU IPOrPECCUPYIOLIUMHU
penkuMu (opdpaHHBIMM) 3200JIE€BAHUSMH, NMPHUBOMSIIIUMH K COKPAILIEHUIO MPOJOJIKUTEIBHOCTH KU3IHU
rpaXk[aH U UX MHBAJIMIHOCTU ",

IIpu odopmnenun penenta Ha Onanke (opmbel N 148-1/y-04 (1) Ha OyMaKHOM HOCHTENE
oopMIIsIIOTCA 1Ba IK3EMIUIApPA, OAMH M3 KOTOPBIX OCTaeTCsl B ANTEYHOM OpraHu3alliy, BTOPOH - B
MEIULIMHCKON TOKYMEHTAllUU Nal[UeHTa.

37. IlpaBo Ha3HAYaTh JIEKApCTBEHHbIC MpenapaThl pa)kJ1aHaM, UMEIOIIUM IpaBo Ha OecruiaTHOe
II0JIy4YE€HHUE JIEKAPCTBEHHBIX IIPENAPATOB WM MOJIY4YEHHE JIEKapCTBEHHBIX MPENapaToB CO CKUJKOM, TaKkKe
HUMEIOT:

1) MeauuuHCKHEe pabOTHUKH, pabOTaIOMINE B MEAUIIMHCKONW OPraHn3alluy 110 COBMECTUTENBCTBY (B
npezesiax CBOei KOMIIETECHIINHN );

2) MeOMUMHCKHE PaOOTHHKH CTAI[MOHAPHBIX OPraHU3aIMii COIMAIBHOTO OOCIY>KMUBAaHHS IPH
HAJIMYMU  JIMIEH3MH Ha  OCYIIECTBIECHWE MEIUIUHCKOW  JEATENbHOCTH Y, MpedyCMaTpPUBAIOLIEH
BBIMIOJIHEHUE paboT (OKa3aHUE YCIYr) IO OKa3aHWIO IEPBUYHOM MEJUKO-CAHUTAPHOW IOMOIIM B
amMOyJaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOM MPUHAIEKHOCTH);

3) MemuIMHCKME pPAa0OTHUKM MEIMLMHCKUX OpTraHU3allfif, OKAa3bIBAIOUIMX IEPBHYHYIO
MEIUKO-CAaHUTAPHYIO MTOMOIIIb, ITOIBEJOMCTBEHHBIX (heiepabHBIM OpraHaM HUCIOJTHUTEIBHON BIIACTU WIH
OpraHaM HCIOJIHUTEIBHOH BacTu cyOnekToB Poccuiickoit @enepanuu;

4) wHAMBHIYyalbHbIE NPEINPUHUMATENIHN, OCYILECTBISIONINE MEIULIMHCKYIO JAEATEIbHOCTh U
BKJIIOYCHHBIE B peecTp MEAWLMHCKUX OpraHu3alMid, OCYIIECTBISIOMUX JAEATENIbHOCTh B cdepe
00513aTeTbHOTO0 MEAMIIMHCKOTO CTPAaXOBAHMS.

38. Ilpu Ha3HAYEHUM JIEKAPCTBEHHBIX MpENapaToB IpakaaHaM, UMEIOLIUM IpaBO Ha OecriIaTHOE
IIOJIyYE€HUE JIEKApCTBEHHBIX IPENapaTOB WM IOJYYEHHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUAKOW, B
pelienTe yka3pIBaeTcsi HoMep TenedoHa, MO KOTOPOMY pPAOOTHUK aNTeyHOW OpraHu3alud IpH
HEOOXOIMMOCTH MOXET COTJIACOBATh C MEAMIIMHCKUM PaOOTHHUKOM 3aMeHY JIEKApCTBEHHOTO Mperapara.

39. Ha3zHaueHMe HApKOTMYECKMX M IICUXOTPONHBIX JIEKApPCTBEHHBIX IpenapaToB crucka [l
Ilepeuns (3a MCKIIOUEHHEM JIEKAPCTBEHHBIX IPENApPATOB B BUJIE TPAHCIEPMAIBHBIX TEPANEBTUYECKHUX
CUCTEM, a TaK)X€ JIEKAPCTBEHHBIX IIPENApaTOB, COAEPXKAIIUX HAPKOTUYECKOE CPEACTBO B COUETAHUM C
AQHTarOHMUCTOM OIMOMIHBIX PEIENTOPOB) Tpa)kJIaHaM, HWMEIOIMIMM MpaBO Ha OecIulaTHOE MOJIy4YeHUE
JIEKapCTBEHHBIX MPENapaToB WM MOJYUYEHUS JIEKApPCTBEHHBIX NPENApaToB CO CKUAKOW, OCYLIECTBIIAETCS
Ha peuentypHoMm Omanke (opmer N 107/y-HII, k KOTOpoMy IOMOJHUTEIHHO OQOPMIISETCS pelent Ha
peuentypHoM Omanke Gopmbl N 148-1/y-04 (1) (B IByX sK3eMIUIsipax Hpu oGOpMIIEHUH Ha OyMaKHOM
HOCHUTEIIE).

40. Ha3naueHue HApKOTUYECKMX M IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IpenaparoB crucka [l
Ilepeunss B BHJE TpaHCAEPMAJbHBIX TEPANEBTUUYECKUX CHCTEM, HAPKOTHUECKUX JIEKAPCTBEHHBIX
npenapatoB cnucka Il Ilepeuns, coaepxamux HApKOTHYECKOE CPEICTBO B COUYETAHUU C aHTAarOHHCTOM
ONMOMUJHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKAPCTBEHHBIX mpemnaparoB crnucka [II Ilepeuns,
JICKapCTBEHHBIX MpernapaToB, BKIIOYEHHbIX B nepeueHb [IKY, nexkapcTBEHHBIX MpemnapaToB, 001a aronumx
aHa0OJMUYECKOW aKTHUBHOCTBIO B COOTBETCTBHM C OCHOBHBIM (DapMakKOJIOTUYECKUM JECHCTBHEM,
KOMOWHUPOBAHHBIX JIEKAPCTBEHHBIX IpENapaToB, YKa3aHHBIX B MMOJNYHKTe 3 myHkTa |0 HacTosIiero
[Topsinka, mpenHa3HAUYEHHBIE JUISL JICYCHHS TpaxJaH, HUMEIOIIUX MpaBO Ha OECIUIaTHOE IOJIyueHHe
JIEKapCTBEHHBIX MPENapaToB WU MOJyYEHHUE JIEKApCTBEHHBIX MPENapaToOB CO CKUAKON, OCYLIECTBIISETCS
Ha peuentypHoM Onanke dopmbl N 148-1/y-88, kK KOTOpOMY IOMONHUTENHFHO OQOPMIISETCS pelenT Ha
peuentypHoM Omanke Gopmbl N 148-1/y-04 (1) (B IByX sK3eMIUIsipax Hpu oGOpMIIEHUH Ha OyMaKHOM
HOCHUTEIIE).
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' Tlynkr 11 crateu 2 ®enepanbroro 3akona ot 21 nHos6ps 2011 r. N 323-®3 "O6 ocHOBaX OXpaHbI 30POBbS TPAXkKIAH
B Poccuiickoit ®enepanun” (Cobpanue 3akoHOAaTenbcTBA Poccmiickoit @eneparym, 2011, N 48, ct. 6724; 2016, N 1, cT. 9, 28;
2017,N 31, ct. 4791).

2 BapeructpupoBan MunnctepctBoM roctuuu Poccuiickoii ®enepanmu 28 anpenst 2012 1., perucTparMoHHBIH
N 23971, ¢ uzmeHeHusMHU, BHECEHHBIMH TpHKa30M MUHHCTEpPCTBA 3paBooxpaHeHust Poccuiickoit ®denepamym ot 31 okTs0pst
2017 r. N 882n (3apeructpupoBan MuHucTepcTBOM focTuiMK Poccuiickoit @enepannu 9 suBaps 2018 ., perucTpanvioHHbINH
N 49561).

* B oTHOIEHUH JiMIIa, yKa3aHHOTO B 4acT 2 ctathu 20 MenepanbHoro 3akona ot 21 wosbps 2011 r. N 323-®3 "06
OCHOBAaX OXpaHBbI 3710poBbs Tpaxnan B Poccuiickoii dexneparyn” (Cobdpanue 3akoHoaatenscTBa Poceuiickoit @enepannu, 2011,
N 48, ct. 6724; 2013, N 48, cT. 6165; 2017, N 31, ct. 4791).

4 Yacte 1 cratem 26 ®epmepanbHOro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HAapKOTMYECKHMX CPEACTBAX H
ncuxoTporHbx BemectBax" (Cobpanne 3akoHOAaTenbseTBa Poccuiickoit @enepanuu, 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).

5 CoOpanme 3akoHOmATENLCTBA Poccmiickoii ®eneparmu, 2010, N 16, cr. 1815; 2012, N 26, cr. 3446; 2017, N 31,
cT. 4791.

¢ Cob6panue 3axoHomatensctBa Poccmiickoii ®@emepamuu, 1998, N 27, cr. 3198; 2004, N 8, ct. 663; N 47, cT. 4666;
2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, ct. 6572; 2010, N 3, ct. 314; N 17, cT. 2100; N 24,
ct. 3035; N 28, cT. 3703; N 31, ct1. 4271; N 45, c1. 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, cr. 7534; 2012, N 10, cT. 1232; N 11, ct1. 1295; N 19, c1. 2400; N 22, cT1. 2864; N 37,
cT. 5002; N 41, ct. 5625; N 48, cT. 6686; N 49, ct1. 6861; 2013, N 6, cT. 558; N 19, ct1. 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, cT. 6068; N 51,
ct. 7430; 2015, N 11, cT. 1593; N 16, ct. 2368; N 20, cT. 2914; N 28, ct. 4232; N 42, ct. 5805; 2016, N 15, c1. 2088; 2017, N 4,
cT. 671; N 10, cT. 1481; N 23, ct1. 3330; N 30, ct. 4664; N 33, cT. 5182; 2018, N 27, cT. 4071.

7 BapeructpupoBan MunnctepctBoM roctuuu Poccuiickoit ®enepanmu 27 anpens 2007 T., pErvcTParMOHHBINH
N 9364, ¢ n3MeHEeHNsIMH, BHECEHHBIMH NpUKa3aMu MUHHCTEPCTBA 31paBOOXPAHEHUS M COLUAIBHOrO pa3Butust Poccuiickoi
@enepanuu ot 27 asrycra 2007 r. N 560 (3apernctpupoBan MunucrepcTBoM toctuimu Poccuiickoit ®eneparyn 14 ceHTaops
2007 r., perucrpanmonnsii N 10133), or 25 centsiops 2009 r. N 794n (3apernctpupoBaH MHHHCTEPCTBOM FOCTUIIMH
Poccuiickoit ®@enepanuu 25 Hos0pst 2009 r., peructpanuonnsid N 15317), or 20 smBapst 2011 r. N 131 (3apeructpupoBan
MununcrepctBoM toctuiun  Poccuiickoit ®epeparmum 15 mapra 2011 1., peructpammonnsiii N 20103), mnpukazamu
MunucrepcTBa 3apaBooxpaneHust Poccuiickoit @exepanmn ot 1 asrycra 2012 r. N 54n (3apeructpupoBaH MUHHCTEPCTBOM
toctuiun  Poccuiickoit ®enepanmu 15 asrycra 2012 r., perucrpammonnsrii N 25190), ot 26 ¢espans 2013 r. N 94n
(3apeructpupoBad MunuctepcTBoM rocturmu Poccuiickoit @eneparmu 25 urons 2013 r., peructpanuonHbii N 28881).

8 Tlpukas Munsapasconpaseutus Poccun ot 5 mas 2012 1. N 5020 "OG yTBepXIeHWH TOPSAKA CO3JAHUS U
JIeSITeIbHOCTA BpadeOHOW KOMHCCHM MEIMIMHCKOW opranm3anmu” (3apeructpupoBaH Munioctom Poccun 9 wmrons 2012 r.,
peructparonabiii N 24516), ¢ u3MeHeHnsMM, BHECEHHBIMH Iprka3zoM MunH3apaBa Poccum ot 2 mexabps 2013 r. N 886H
(3apeructpupoBan MuHtocrom Poccun 23 nexadps 2013 r., perucrpannonnsii N 30714).

° Cobpanme 3akoHOATENLCTBA Poccmiickoii ®eneparmum, 2011, N 48, ct. 6724; 2014, N 49, cr. 6928; 2017, N 31,
cT. 4791; 2018, N 53, cT. 8415.

10 3apeructpuposan MumnuctepctBoM toctuiun Poccuiickoit Menepaunn 15 asrycra 2012 T., perncTparOHHBIA
N 25190, ¢ u3MeHeHUsIMH, BHECEHHBIMH INpHKazaMu MuHuctepcTsa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 30 vroHs
2015 r. N 385nu (3apeructpupoBan MuHucTepcTBOM focTnnu Poccuiickoit @enepannu 27 Hos0ps 2015 T., perucTpanyioHHbINA
N 39868), or 21 ampenst 2016 r. N 254n (3apeructpupoBan MunHcTepcTBOM tocTunu Poccuiickoit ®eneparu 18 uromns 2016
r., peructpauuoHubiii N 42887), or 31 oxtsa6ps 2017 r. N 8821 (3apeructpupoBaH MuHHCTEpCTBOM tocTHIMK Poccuiickoit
®enepanun 9 sBaps 2018 r., peructparonssiii N 49561).

' Craten 91 m 91.1 ®enepansroro 3akona ot 21 HosOps 2011 roma N 323-®3 "O6 ocHOBaX OXpaHbl 310POBbS
rpaxnaad B Poccuiickoit ®@eneparuu” (CoOpanue 3akoHomatenbcTBa Poccuiickoit @eneparmm, 2011, N 48, c1. 6724; 2012,
N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, cT. 6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, cr. 6927,
6928; 2015, N 1, cr. 85; N 10, cr. 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,cr.4219; 2017, N 18, cT. 2663; N 31, cT. 4794).

12 Pemenne Coseta EBpasuiickoi sxoHoMuuecKkoil komuccun ot 3 HostOps 2016 r. N 78 "O TlpaBunax perucrpanuu u
9KCTIEPTU3HI JIEKAPCTBEHHBIX CPEICTB ISl MEIMIMHCKOTO pUMeHeHus" (opuIraibHbIi caiiT EBpa3suiickoro 3KOHOMHUYECKOT0o
coro3a http://www.eaeunion.org/, 21 HosOpst 2016 1.). Crates 13 ®depepansHoro 3akona ot 12 anpens 2010 . N 61-03 "O0
oOpamieHny JIEKapCTBEHHBIX CpeAcTB it MeaunmHckoro mnpumenenns”" (CoOpanue 3akoHoAaTesnscTBa Poccuiickoi
Oeneparun, 2010, N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

13 Crares 18 ®enepanshoro 3akona ot 12 anpens 2010 1. N 61-®3 "O6 oOpalneHnn JIEKapCTBEHHBIX CPEJCTB JUIs
MemunuHCKoro npuMeHeHus" (CoOpanme 3akoHOAatenbcTBa Poccmiickoit @enepammu, 2010, N 16, ct. 1815; 2014, N 52,
ct. 7540).

14 3apeructpuposan MunucrepctBom roctuimu Poccuiickoii ®enepannn 1 utons 2012 r., peructpammonnsiii N 24438,
C HU3MEHEHUsIMH, BHECEHHBIMU IpuKa3aMu MuHUCTepcTBa 31apaBooxpaHeHus Poccuiickoit ®epepauuu ot 10 wurons
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2013 r. N 369u (3apeructpupoBan MunucrepcTBoM toctunmu Poccuiickoit @enepanmu 15 ntons 2013 r., perucTparioHHbINA
N 29064), ot 21 aBrycra 2014 r. N 4651 (3apeructpupoBan MuHucTepcTBoM foctunmu Poccuiickoit ®@eneparum 10 ceHTAOps
2014 r., perucrpanmonnsnii N 34024), or 10 cents6pst 2015 1. N 634n (3apernctpupoBaH MHHHCTEPCTBOM IOCTHUIMU
Poccuiickoii @eneparmu 30 centsiops 2015 r., peructpamuonssid N 39063), ot 31 oktsiops 2017 r. N 882n (3aperucTpupoBan
MunucrepctBoM roctuiinn Poccuiickoit ®deneparmn 9 stuBaps 2018 1., perncrpanmonnsiii N 49561).

15 TIpukas MununctepcTsa 3apaBooxpanenus Poccuiickoit @eneparmu ot 22 anpens 2014 r. N 183n "O6 yTBepx)aeHnn
MEepeuHsl JIEKapCTBEHHBIX CPEACTB AN MEIUIUHCKOrO MNPUMEHEHUS, MOANEkKAIUX HPEeIMETHO-KOJIMYECTBEHHOMY YYeTy'
(3apeructpupoBan MunuctepctBoM rfoctunuu Poccuiickoit @enepanmu 22 wmions 2014 r., peructpanmonnsii N 33210), c
W3MEHEHMSIMH, BHECCHHBIMH TNpHKa3aMH MuHHUCTEepcTBa 31apaBooxpaHeHust Poccuiickoit ®Penepammu ot 10 centsOps
2015 1. N 6340  (3apernctpupoBaH MunuctepctBoM foctunuu  Poccmiickoi  @enepanmu 30 centsops 2015 .,
peructparonabiii N 39063), or 31 oxtsOps 2017 r. N 8821 (3apernctpupoBaH MuHHCTEpCTBOM IocTuUIMU Poccuiickoit
@enepannu 9 sHBaps 2018 r., peructparuonssii N 49561), ot 5 anpens 2018 r. N 1491 (3apeructpupoBad MHUHHCTEPCTBOM
toctuimn Pocceniickoit @eneparnmu 3 mas 2018 ., peructparuonnsiii N 50961), ot 27 uronst 2018 . N 4711 (3apeructpupoBan
MunucrepctBoM roctuiiun Poccuiickoit ®eneparyn 14 aBrycra 2018 r., peructparuonnsiii N 51885).

16 [Tyukr 47 wactu 1 crareu 12 ®enepanbHoro 3akoHa oT 4 masg 2011 r. N 99-03 "O nuieH3upoBaHUU OTAEIBHBIX
BunoB nestenpHOCTH" (CoOpaHue 3akoHomatenscTBa Poccuiickort @enmeparmm, 2011, N 19, c1.2716; 2012, N 31, cr. 4322;
2013, N9, ct. 874; N 27, ct. 3477; 2014, N 30, ct. 4256; N 42, ct1. 5615; 2015, N 1, ct. 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, c1. 6841; N 53, cT. 8424).

7 Tlynkr 1 crateu 60 ®epmepansHoro 3axkona ot 12 ampens 2010 1. N 61-®3 "O6 olbpaiueHuy JIEKapCTBEHHBIX
cpenctB" (CoOpanme 3akoHomaTenbcTBa Poccmiickoit @eneparmu, 2010, N 16, cr. 1815; 2012, N 26, ct. 3446; 2014, N 52,
ct. 7540).

18 TMocranosnenne TpasutensctBa Poccuiickoit ®enepannn ot 4 oxrsa6ps 2012 1. N 1006 "O6 yreepxnennu [pasun
MIPEJOCTABICHUS MEJUIMHCKIMHI OPTaHM3alMsIMH IIaTHBIX MenunuHckux yeuyr" (Cobpanue 3akoHomaTenbcTBa Poccuiickoi
Oeneparun, 2012, N 41, ct. 5628).

Y Tynkr 4 wactn 1 crateu 37 Menepanbroro 3akona ot 21 Hos6ps 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 3/0POBbS
rpaxnaad B Poccuiickoit ®@eneparuu” (CoOpanue 3akoHomaTenbcTBa Poccuiickoit @eneparmm, 2011, N 48, c1. 6724; 2018,
N 53, ct. 8415).

20 Yacre 2 craten 6.2 @enepanpHOro 3akoHa oT 17 mioms 1999 1. N 178-®3 "O rocymapcTBEHHOH CONMAIBHOM
momomn" (CoOpanue 3akoHOmarenbcTBa Poccmiickoit @enepanuu, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50,
cT. 6603; 2013, N 48, ct. 6165).

2 Yacre 7 craten 44 ®enepanshoro 3akona ot 21 nos6ps 2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 3710POBbs IPaXIaH
B Poccuiickoit ®@enepanun" (CoOpanue 3akoHomaTensctBa Poccmiickoit @enmeparum, 2011, N 48, ct. 6724; 2013, N 48,
cT. 6165; 2016, N 18, ct1. 2488; 2018, N 32, cT. 5092).

22 Cobpanme 3axoHOmatenscTBa Poccmiickoit ®@emepanmm, 1994, N 15, cr. 1791; 1995, N 29, cr. 2806; 1998, N 1,
ct. 133, N 32, cT. 3917; 1999, N 14, ct. 1724, N 15, c1. 1824; 2000, N 39, ct. 3880; 2002, N 7, cT. 699.

23 TlocTaHoBIEHHUE IIpaButensctBa Poccuiickoit ®enepauuu ot 26 anpens 2012 r. N 403 "O nopsiake BeneHus
@denepadbHOr0 pPErHCTpa JIML, CTPAJAIOUMX IKU3HEYTPOXKAIOIMUMH M XPOHUYECKHMH IPOrPECCUPYIOUMMU  PEIKUMU
(opthanHBIMI) 32007€BaHUSIMH, TPUBOIINMU K COKPAILICHUIO TPOJOJDKUTEIIFHOCTH JKU3HHU TPaXKJIaH W UX WHBAIUIHOCTH, U
ero peruoHanpHOTO cermeHTa" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit depepanuu, 2012, N 19, ct. 2428; N 37, ct. 5002).

24 [Tynkr 46 yactu 1 crareu 12 @enepanbHoro 3akoHa oT 4 masg 2011 r. N 99-®3 "O nuieH3upOBaHUU OTAEIBHBIX
BunoB nestenpHOCTH" (CoOpanue 3akoHomatenscTBa Poccuiickort @enmeparmm, 2011, N 19, c1.2716; 2012, N 31, cr. 4322;
2013, N9, ct. 874; N 27, ct. 3477; 2014, N 30, ct. 4256; N 42, ct1. 5615; 2015, N 1, ct. 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, c1. 6841; N 53, cT. 8424).

IIpuaoxenne N 1

k [lopsky Ha3HaYeHust
JIEKAPCTBEHHBIX NPenaparTos,
YTBEpPKAEHHOMY I[IPHKA30M
MuHucTEepCTBa 31PaBOOXPAHEHHSA
Poccuiickoit @enepannu

ot 14 suBaps 2019 r. N 4n

KoaudecTBO HAPKOTUYECKUX CPECACTB WJIN MCUXOTPOIIHBIX BEIIECTB, KOTOPO€ MOZKET OBITH
BBINIKUCAHO B OTHOM penenrte
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[Tpuka3z Munucrepcta 3apaBooxpanerns P® ot 14 suBaps 2019 r. N 41 "O0 yTBepK1eHNN MTOPsAKAa HA3HAYCHHUS. . .

25.09.2019

N /it MexayHapoAHOE HENTATEHTOBAHHOE @®opMa BBIITYCKA U KonuuecTBo
HaMEHOBaHHE HAPKOTHUECKOTO U J03UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npemnapara
1 Bbynpenopdpun-+Hanokcon Tabnerku 60 TabieTox
cyonunrsanbsHble 0,2 (ymakoBka, KpaTHas
mr+0,2 mr N 20)
2 Bynpenopdun PactBop 11 MHBEKIUI, 30 amnyn
0,3 mr/min 1 M (ImpuI-TroOUKOB)
3 Bynpenopdun TpancaepManbHbIi
TUTaCTHIPh
35 MKr/4gac 20 nmnacTeIpeit
52,5 mkr/yac 10 nnacteipeit
70 MKr/yac 5 nnacTeIpen
4 JluruapokoaeuH Tabnerku
MIPOJIOHTUPOBAHHOT O
JNEUCTBUSA
60 mr 40 Tabnerox
90 mr 30 TabieTok
120 mr 20 TabneTok
5 Mopdun PactBop 11 MHBEKIUI, 20 ammyn
pacTBOp IS HOJKOXKHOTO | (IIMPUI-TIOOMKOB)
BBEJICHUS
10 mr/mut 1 mn
6 Konenn+Mopdun+Hockanun-+Ilanasepu | PacTBop mist moAKOKHOTO 20 ammyn
H +Tebaun BBEIEHUI
0,72+5,75+2,7+0,36+0,05
mr/mi 1 mi
1,44+11,5+5,4+0,72+0,1
mr/mi 1 mi
7 Tpumenepuana Tabnetku 25 mr 50 TabneTok
8 Tpumenepuaua PactBop 14 nHbEKIUI 20 ammyn
10 mr/mut 1 mn (IWmpuUI-TIOOUKOB)
20 mr/mi 1 mn
9 Mopdun TaOnerku (karcyibl)
MIPOJIOHTUPOBAHHOT O
JNEUCTBUSA
10 mr 180 Tabm. (karc.)
30 mr 60 Tabu. (karic.)
60 mMr 40 Tabn. (karc.)
100 mr 20 tabmn. (karc.)
200 mr 20 tabmn. (karc.)
10 Mopdun Tabnerku
SwMr 100 Tabnerox
10 mr 100 Tabaerox
11 Mopdun Kannu nns npuema
BHYTPb
20 mr/ma 20 ma 4 ¢pnakona
12 Mopdun PactBop 11 npuema

Cuctema 'APAHT
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[Tpuka3z Munucrepcta 3apaBooxpanerns P® ot 14 suBaps 2019 r. N 41 "O0 yTBepK1eHNN MTOPsAKAa HA3HAYCHHUS. . .

BHYTpPb (MOHO/103b1)
2 Mr/mi 5 M 100 ammyn /3
6 Mr/mi 5 M 80 ammyn /3
20 mr/ma 5 M 30 ammyn /3
13 Oxkcukonon+Hanokcon Tabnetku
MIPOJIOHTUPOBAHHOT'O
NENCTBUSA
5 Mr+2,5 mr 100 TabaeTox
10 Mr+5 mr 60 TabieTok
20 Mr+10 mr 40 Tabnerox
40 mMr+20 mr 20 TabneTok
14 [TponmonundenmmsTokcHyITHANUIEpUAUH | Tabnerku 3amieunsie 20 50 TabieTok
MT
15 denTaHun TpancnepmanbpHas
TepareBTHYECKas cucTeMa
12,5 mkr/uac 20 nmnacTeIpei
25 MKr/ygac 20 nmnacTeIpei
50 MKr/4gac 10 nnacteipeit
75 MKr/uac 10 nnacteipeit
100 mkr/gac 10 nnacteipeit
16 Denrannn TabneTkn moabA3LIYHBIE
0,1 mr
0,2 mr
0,3 mr 50 TabaeTox
0,4 mr
0,6 mr
0,8 mr
17 denTaHun Cripeil Ha3aJIbHBII
®nakon 50 MKr/no3a
2,0 mu1 (10 go3) 24 ¢pnakona
3,2 M1 (20 no3) 12 ¢nakoHoB
5,0 mut (40 no3) 6 prmaxoHOB
®nakon 100 Mkr/no3a
2,0 mut (10 go3) 12 ¢pnakonoB
3,2 M1 (20 no3) 6 prmaxoHOB
5,0 ma (40 no3) 3 dnakona
®nakon 200 MKr/no3a
2,0 mu1 (10 go3) 12 ¢pnakonoB
3,2 M1 (20 no3) 6 prmaxoHOB
5,0 mu (40 no3) 3 dnakona
18 Bytopdanon PactBop [ nabEeKIUI 20 ammyn
2 mr/ma 1 Mo
19 HanOydpun PactBop st unbekIuit
10 mr/mi 1 M 50 ammyn
20 mr/ma 1 mn 25 amnyn
20 denobapOuTan Tabnerku
S mr
50 mr 50 TabneTok
100 mr
25.09.2019 Cucrema TAPAHT
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IIpunoxenne N 2

k [lopsky Ha3HaYeHust
JIEKAPCTBEHHBIX NPenaparTos,
YTBEpPKAEHHOMY [IPHKA30M
MuHucTEepCTBA 31PaBOOXPAHEHHA
Poccuiickoit @enepannu

ot 14 suBaps 2019 r. N 4n

CnpaBo4Ho

PexoMeHI0BaHHBIE K HCII0JIb30BAHUIO COKpalcHUus nmpu oq)opM.nemm peuenrons

Coxkparnienue IlonHoe Hammcanue IlepeBon
aa ana 110, IOPOBHY
ac, acid. acidum KHCJIOTa
aer. aerozolum a’p030Jib
amp. ampulla ammyJa
aq. aqua BOJIA
aq. purif. aqua purifikata BOJA OYMILIEHHAs
but. butyrum Macio (TBepioe)
caps. capsula KarcyJsa
comp., cps compositus (a, um) CJIO’KHBIH
D. Da (Detur, Dentur) Boigait (mycTh BeIIaHO, TYCTh
Oy/IeT BBIIAHO)
D.S. Da, Signa Detur, Signetur Beinaii, 0603Ha4b
[Tycts OyzeT BeIIaHO,
0003HaYCHO
D.t.d. Da (Dentur) tales doses Beinaii (Ilycts OyayT BBIIAaHBI)
TaKue J103bl
dil. dilutus pa3BeACHHBIH
Div. in p. aeq. Divide in partes aequales Paznienu Ha paBHBIE YaCTH
emuls. emulsio OMYJIbCHS
extr. extractum OKCTPAKT, BBITSDKKA
F. Fiat (fiant) ITyctp 0Opazyercs
(obpazyrorcs)
gran. granulum I'PaHYyJIbl
gt., qtt qutta, guttae KanJs, Kanjau
qtt. peror. guttae peroralis KaIlJIy JJ1sl IpUEeMa BHYTpPb
inf. infusum HAacTOM
in amp. in ampullis B aMITyJIax
in tab. in tab(u)lettis B Ta0JIeTKax
in tab. prolong. in tab(u)lettis prolongatis B Ta0JIeTKax ¢
MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHEM
in tab. prolong., obd. in tab(u)lettis prolongatis B Ta0JIeTKax ¢
obductis MIPOJIOHTUPOBAHHBIM
BBICBOOOXIEHUEM, TTOKPBITHIX
000J104YKOH
25.09.2019 Cuctrema TAPAHT 14/28
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lin. linimentum KUIKas Ma3b
lig. liquor KUIKOCTh
lot. lotion JIOCbOH
m. pil. massa pilularum MUJIKOJIbHASL Macca
membr. bucc. membranulae buccales TUICHKH 3allleYHbIe
M. Misce, Misceatur Cwmemaii (ITycts Oyner
CMEIIAHO)
mixt. mixtura MHUKCTYypa
N. numero YHUCJIOM
ol. oleum Macyio (SKUIKOe)
past. pasta nacra
pil. pilula, pilulae TTUJTEOJISL, TTUJTEOJIH
p. aeq. partes aequales paBHBIE YaCTH
ppt., praec. praecipitatus OCQKJICHHBIN
pulv. pulvis TTOPOIIIOK
qg.s. quantum satis CKOJILKO MOTpeOyeTcsi, CKOIBKO
HaJI0
r., rad. radix KOPEHb
Rp. Recipe Bo3pmu
Rep. Repete, Repetatur [TosTopu (Ilycts Oyner
MTOBTOPEHO)
rhiz. rhizoma KOPHEBHUILIE
S. Signa, Signetur O603nausb (Ilycts Oyner
0003HAYEHO)
sem. semen cems
simpl. simplex IIPOCTON
Sir. sirupus CHpOII
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp AJisl IpHEMa BHYTPb
Spr. spray cupei
Spr. nas. spray nasale CIPEU Ha3aJIbHBII
supp. suppositorium cBeYa
susp. suspensio CYCIEH3Hsl, B3BECh
tabl. tab(u)letta TabJieTKa
t-ra, tinct. tinctura HaCTOMKa
STT Systemata TpaHCAepMaJIbHAs
Therapeutica TepaneBTHYECKas CucTeMa
Transcutanea
ung. unguentum Mas3b
vitr. vitrum CKJISIHKA

25.09.2019

IIpunoxenne N 2

K npruka3sy MHHHCTEpPCTBA 31PaBOOXPaHeHHUs

Poccuiickoit @enepannu
ot 14 suBaps 2019 r. N 4n

®opma peuentypHoro 0aanka N 107-1/y

Cucrema TAPAHT
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MMHMCTEPCTBO 3OPaBOOXPAaHEHUS Kon dopmer mo OKVY]I

Poccurickon denepauun Kon yupexmenma o OKIIO
MenmumHCKasa HOKYMEHTalMsa

HamMeHOBaHMe (WITaMII) dopma N 107-1/y

MEeOUUIMHCKOM OpIraHM3aluMn YTBepXIOeHa IPMKa30M
MuHnmucTepCcTBa 3OPaBOOXPaHEHUS

HamMeHOBaHMe (LITaMII) Poccunickom Odenmepauum

MHIVBUIOYAJIBHOTO MNPeNlNprHMMAaTEeNS or 14 guBaps 2019 r. N 4H

(ykazaTbs ampec, HOMEep M OaTy JMULEeH3UM,
HaVMEeHOBAaHME OpraHa I'OCYyIapCTBEHHOM
BJIACTU, BHIABWEIO JIMLEHS3MIO)

PEIEIT
(BBpoOCNENI, OEeTCKMM - HYXHOE MNOAYEPKHYTH)
\AJ \AJ 20 I‘.
daMunIMsa, MHUIMAJE MMEHUM M OTUecCcTBa (IocjliemHee - IIPU HAJMUUU)
nanumMeHTa
IaTa poOXIeHMA
daMuIMsa, MHUILIMAJE MMEHUM M OTUuecTBa (IocjliemHee - IIPU HaJMUUN)
Jleyamero Bpauda (benbpnmepa, aKyllepKHu)
pyO.|xom. | Rp
pyO.|xom. | Rp
py0. |kom. | Rp
I[Tonnmuce M.II.

¥ [IedaThb JledalueIo Bpada
(momnmucek oGenpmmepa, aKyllepKu)

PeuenT mencTBUTeJIeH B TeueHue 60 mHer, mo 1 roma (

(Hy’)XHOEe MNOOYEPKHYTH) (yxkazaTh KOJMUECTBO MECHLEBR)

O6opoTHast CTOpPOHAa

OTMeTKa O Ha3HAUYEHUU
JIEKaPCTBEHHOT'O IpenapaTra o0
PEelLeHMI BpadebHOM KOMMCCUMU

25.09.2019 Cuctema 'APAHT
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IIpurorosui [Iposepui Otnycrun

®opma penentypHoro 0ganka N 148-1/y-88

MMHMCTepCTBO SOPaBOOXPaHEHMA

Poccurickon denepaumuu Konm dopmer mo OKYI 3108805
MemmumHCcKas IOOKYMEHTALMUS
HauMeHOBaHME (WITaMII) dopma N 148-1/y-88
MEeOUUIMHCKOM OpIraHM3alumn YTBepXIOeHa IIPpUKa30M
MuHuCcTepCcTBa 3OPaBOOXPaHEeHUS
HamMeHOBaHMe (WITaMII) Poccumickon denepaumm
MHIVBUIOYAJIBHOTO [IPenlpUHKMATEeS or 14 guBaps 2019 r. N 4H

(ykasaTb anpec, HOMEp M IaTy JMUIEH3UM,
HaVMEeHOBAaHME OpraHa I'OCYyIapCTBEHHOM
BJIACTU, BHIABWEIO JIMILEHS3MIO)

i rair rraririri
Cepma | || [l 11 N[ [ [ I [ ]

N Ty O N I I
PELENT moom 20 r.

(DaTa oQopMIIEHMA peLelnTa)
(B3pOCIEI, IOEeTCKMM — HYXHOE INOOUEPKHYTH)

daMmIIMg, MHUIMAJEL MMEHM UM OTUeCTBa (mocnenHee - npn HaJIMuum)
IIallMeHTa

HaTa poOXIeHMA

Anpec MecCcTa XUTeJIbCTBa MIM N MeOULMHCKOM KapTEL aM6YﬂaTOpHOPO ITalileHTa,

nmoJliyvarnumero MeIMIVMHCKYIO IIOMOIWE B aM6ynaTopme YCIIOBUMAX

daMmIIMda, MHUIMAJEL MMEHM UM OTUeCTBa (mocyenHee - npn HaJIM4um) Jiegamero

Bpaua (denprumepa, akylULepKu)

Py6. Kom. Rp:

[Tognmce M IedaThb Jiedallero Bpaua M.II.
(momnmucek oGenpmmepa, aKyllepKM)

PeuenT pmeMcrBUTeJIeH B TedeHMe 15 mHenl

25.09.2019 Cuctema 'APAHT
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O6opoTHass CTOPOHA

OTMeTKa O Ha3HAUYEHUU

JIEKaPCTBEHHOT'O IpenapaTra o0
PEeUeHM BpadebHOM KOMMCCUMU

[Ipurorosui

[Iposepui

Otnycrun

25.09.2019

Cuctema 'APAHT
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[Mpuka3z Munucrepcta 3apaBooxpanenust PO ot 14 suBaps 2019 r. N 41 "OO yTBepI€HNH MTOPs/IKA HA3HAUYCHHS JIEKAPCTBEHHBIX MPETapaToB, (JOpM PELETITYPHBIX OJIaHKOB Ha. ..

®opma peuentypHoro 0anka N 148-1/y-04 (1)

MUHMCTEPCTBO 3IOPaBOOXPAaHEHNUI YTBEPXIEHA

Poccurickon denepauun IPpMKa30M MMHUCTEPCTBa 3IPaBOOXPAaHEHUA
Poccurickon denepauun
or 14 supapsa 2019 r. N 4H

ITamrt
Kon
MEeOUUIMHCKOM OpIraHM3alumn

ITamrt
Kon
MHOMBUIOYAJBEHOTO MNPpenlpUHUMAaTEIS

Kon ¢popmsr mo OKVY I 3108805
@®opma N 148-1/y-04 (1)

Kon xareropun Kon Ho3onoruueckoit popmsl (mo MKE) Hctounuk puHaHCUPOBAHUS:
IpaKJIaH (MOqUepKHYTH) % ormIaThl:
(mOqUepKHYTH)

1. ®enepanbHbIil OFOIKET
2. bromxer cyobekra Poccuiickoii @enepanumn 1. becnimatHO
3. MyHHUIUTIaTBHBINA OIOKET

2.50%

PELEIT Cepus N ODaTa obopmileHUsS 20 T.
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daMmIIMg, MHUIMAJEL MMEHM UM OTUeCTBa (mocyienHee - npn HaJIMuum)

IIallMeHTa Hara pPoxXmeHMA

CHMJIC

N monmca
00s13aTEIb
HOTO
MEIHIIAHC
KOT'0
CTpaxoBaH
HSL:

HoMep MEeIMLMHCKOM KAapTH [MalMeHTa, IoJydanlero MEeIULMHCKYK IIOMOIBL B aMOyJiaTOPHBIX
YCIIOBUAX

daMunIMsa, MHUILMAJE MMEHUM M OTUuecCTBa (IocjliemHee - IIPU HAJMUUM)
Jleyamero Bpauda (benbpnmepa, aKylLlepKHu)

Py6. Korm. Rp:
.D.t.d.
.Signa:
[lomnuche ¥ IIeyaThb Jlevaller'o Bpaua M.II.

(momnmucek oGenpOmepa, aKyllepKM)

PeuenT mencTBuTeJieH B Teuenme 15 muem, 30 guert, 90 nuenm
(HyXHOEe MNOOUYEPKHYTH)

—————————————————————— (3amoyHAeTCA CHeUMalMCTOM alTeuYHOM OpTaHM3alUM) ———————————————————-—-

OTnymeHo IO penentTy: Toprosoe HaMMeHOBaHME U OO3MPOBKA:

25.09.2019 Cuctema '”APAHT
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[Mpuka3z Munucrepcta 3apaBooxpanenust PO ot 14 suBaps 2019 r. N 41 "OO yTBepI€HNH MTOPs/IKA HA3HAUYCHHS JIEKAPCTBEHHBIX MPETapaToB, (JOpM PELETITYPHBIX OJIaHKOB Ha. ..

IDara ornycka: " " 20 T.

KosmmuecTrO®

[IPpUTOTOBMII:

[lpoBepw : OTnycTni:

Kopewok peuenTypHOI'O OJjiaHKAa
HarvmMeHnoBaHue

JIEKapCTBEHHOTO IIperapaTa:
Ho3UpoOBKa :

Crnoco® MHNpMMeHEHMA:
[ToOOOJIXUTEJIEHOCTD

oHeM

KommmuecTBO InpreMor B HOEHDb:

pas

Ha 1 npuewm:

en.

O0opoTHas cTopoHa

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOT'O Tpernapara no peneHuio
BpaueOHOI KOMUCCHH

IIpurorosui

[Iposepui

Otnycrun

25.09.2019
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[Mpuka3z Munucrepcta 31paBooxpanennst P® ot 14 suBaps 2019 r. N 4u "OO yTBEepXICHNH MOPSIKA. ..

IIpunoxenne N 3

K [IpuKazy MHUHHCTepPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @enepannu

ot 14 suBaps 2019 r. N 4n

IHopsnok
oopMIIeHHS pelleNTYPHBIX 0JIAHKOB Ha JIEKAPCTBEHHbIE Npenaparsl, HX y4eTa U XpaHeHHs

I. Odopmienne penenta Ha OyMaKHOM HOCHTeJIe

1. Ha penentypusix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) B 1eBoM BepxHEM
YTy TMPOCTABIIAETCS IITAaMI MEIWIMHCKONW OpraHM3allMi C yKa3aHHEM €€ HauMEHOBAHMs, ajpeca U
TenedoHa.

JlononHUTeNbHO Ha perentypHoM Omanke ¢opmbl N 148-1/y-04(1) mnpocraBisieTcss KoOJ
MEIULIMHCKOW OpraHu3alui B COOTBETCTBMM C (OCHOBHBIM TOCYAApPCTBEHHBIM PETHUCTPALIMOHHBIM
HoMmepoM (nanee - OT'PH).

Cepus penentypHoro Omanka (opmbr N 148-1/y-04(n) BrimrodaeT kon cyObekra Poccuiickoii
®eneparii, COOTBETCTBYIOIIMI ABYM MepBbIM Ludpam Oobiiepoccuiickoro kiaccudurkaropa 0ObEKTOB
aJIMMHHUCTPaTUBHO-TEPPUTOpHANIbHOTO eneHus (nanee - OKATO).

Paspemaercs m3roraBnuBath perentypHbiii Onmank (opmer 107-1/y ¢ TOMOIIBIO KOMITBIOTEPHBIX
TEXHOJIOTU.

2. Ha penentypubsix OnaHkax, O(GOPMISEMbIX WHAWBUIYAIbHBIMH MPEANPUHUMATEISIMHY,
UMEIOIMMHU JIMIEH3UI0 Ha MEIUIMHCKYIO JAEATENIbHOCTh, B BEPXHEM JIEBOM YIJIy THIOTpapCKUM
CIOCOOOM WJIM TyTeM TPOCTABJICHUS INTaMIa JOJDKEH ObITh YyKa3aH aJpec WHIMBUIYAIBHOTO
NpeanpuHUMaTeNs, HOMEep U Jara JMIEH3UM, HauMEHOBAaHHME OpraHa TIoOCyJapCTBEHHON BJIACTH,
BBIJIaBLIETO JUIIEH3HUIO.

3. Peuentypubie Omanku Qopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) 3amonHsoTCS
MEIULIUHCKUM pabOTHUKOM paz00pUMBO, YETKO, YSPHHIIIAMH UM IAPUKOBON PYUKOM.

4. lonmyckaetcs opopmileHHEe BceX PEKBU3HUTOB (3a HCKItoueHueM pekBusuta "[loanuck nevaiiero
Bpaua (moamuch Qenpamepa, akymepku') peuentypHeix OmankoB (opmer N 107-1/y,  dopmer
N 148-1/y-88 u ¢opmbl N 148-1/y-04(11) ¢ ucronb30BaHNEM MI€YATAIOIIUX YCTPOUCTB.

5. Odopmiienue penentypHbslx OmaHkoB Gopmbl N 148-1/y-04(;1) Bkmouaer nudpoBoe
KOJMPOBaHUE.

[MudpoBoe KoAMPOBAaHUE YKA3aHHBIX PELENTYPHBIX OJAHKOB BKIIIOYAET:

1) xon memuumHckoi opranuzauuu (OI'PH) mnm xon MHAMBHIYalbHOTO NPEAIPUHHUMATENS B
cOoOTBETCTBUM C OCHOBHBIM T'OCYJIApCTBEHHBIM PErHCTPALIMOHHBIM HOMEPOM HHJIUBUAYAILHOTO
npeanpunumarens (nanee - OI'PHUIL), npocTaBiisieMblii IpU U3TOTOBJICHUH PELEITYPHBIX OJIAHKOB;

2) KOJ KaTeropuu TpaxJaH, UMEIOUIMX IPaBO Ha IMOJyYEHHE JIEKAPCTBEHHBIX INpEnapaToB B
COOTBETCTBUU cO cTarheil 6.1 denepanpHoro 3akoHa ot 17 urong 1999 r. N 178-®3 "O rocynapcTBeHHOMI
couanbHON momomu"!, ¥ KOA HO30JOTUYECKOW (GOpMBI 10 MEKIyHAPOJAHON CTATHCTHYECKOI
knaccudukanuu 6onesHeit (mamee - MKB), 3amoiHseMble JiedamuM BpaduoM MyTEeM 3aHECEHUs KaxIou
UQPHI B MyCThIE SYSHKH, IPU 3TOM TOUKA IPOCTABIISETCS B OTACIBHON sSUEHKeE;

3) ormerka 00 ucToyHMKe ¢uHaHCUpoBaHMs ((enepanbHbiii Oroker [1], Oomker cyObekTa
Poccuiickoii denepanuu [2], MyHUIMITATBHBINA Ot0/pKeT [3]) U mpoieHTe omaTel perenta (oecruiatho [1],
50% [2]);

6. B peuentypnbix 6mankax Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) B rpacde "Damunus,
WHUIIMATB] UMEHU U 0TYecTBa (MOCIEAHEE - MPU HAIMYHMH ) MAIMEeHTa" YKa3bIBAIOTCS (haMUHsl, MHUIIHATIBI
MMEHH U OTYECTBA (MPU HAJTMYUM) MTALIEHTA.

7. B penentypHbix Omankax (opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "lata
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pOKIEHMS" yKa3bIBAaeTCs JAaTa POXKACHUS NaUeHTa (YUCII0, MECsL, Fo).

JIONOJTHUTENBHO B penenTypHbix O1ankax (Gopmer N 148-1/y-88 u ¢opmsr N 107-1/y nnst nereit B
Bo3pacte 110 1 rona B rpade "Jlara poxxaeHus" yKa3bIBaeTCs KOJIMYECTBO MOTHBIX MECSIIEB.

8. B penentypusix Onankax ¢opmbl N 148-1/y-04(;1) B rpadax "CHUIJIC" u "N momuca
00513aTeIbHOT0  MEIUIIMHCKOIO CTpaxoBaHus" YKa3bIBAIOTCSl CTPAaXOBOW HOMEP HHIUBUAYAILHOTO
JTUIEBOTO cuera rpaxaannna B [lencuonHom Qouae Poccutickoit @enepannu (CHUJIC) (nmpu Hanmu4wm) u
HOMED IoJInca 0043aTeNbHOT0 METUIIMHCKOTO CTPaXOBAHMS.

9. B peuentypHbix 61ankax Gopmer N 148-1/y-88 B rpade "Anpec MecTa KHUTEIHCTBA HIIM HOMEP
MEIULMHCKOW KapThl MAaIMeHTa, MOJIyYaIOLIero MEAUIMHCKYI0 MOMOIIb B amMOyJaTOPHBIX YCIOBHUSX',
YKa3bIBaeTCsl aJpec MecTa >KUTENbCTBA (MecTa NpeObIBaHUA WIM MecTa (aKTHYECKOTO IMPOKHBAHUS)
NalyeHTa WIM HOMEp MEIMIMHCKOM KapThl MalMEeHTa, IOJIyYaloMlero MEJUIIMHCKYI0 IOMOIIb B
aMOyJIaTOPHBIX YCIOBHAX".

B peuentypubix Onankax ¢opmsl N 148-1/y-04(;1) B rpade "Homep MeaMUIMHCKOM KapThl
NAIMEeHTa, MOJYYaloIIero MEIUIMHCKYIO0 TOMOIIb B aMOYyJaTOPHBIX YCIOBHAX'" YKa3bIBaeTCSI HOMEp
MEIUIUHCKON KapThl MAIIMEHTA, TIOJYyYaoNero MEIUIMHCKYIO TOMOIIb B aMOYJIATOPHBIX yCIOBHSX .

10. B rpade "damunusa, MHULIMAIBI UMEHH M OT4YecTBa (TIOCIEOHEE - MPH HAJMYUM) JEYallero
Bpaua (denpamepa, akymepku)" peuenTypHelx OmankoB (opm N 148-1/y-88, N 107-1/y mu
N 148-1/y-04(;1) pyuyHBIM CITIOCOOOM WIJIM C TIOMOUIBIO IITaMIa yKa3bIBAIOTCS (PaMUIHS, MHUIHAIBI UIMEHU
U oTuecTBa (TOCIEAHEE - NPU HAIMYUHM) MEIULUHCKOrO pabOTHHKA, HA3HAYMBILETO JIEKAPCTBEHHBIC
npernaparsl 1 0QOPMUBIIETO PELEHT.

11. B rpade "Rp" penentypubix OnankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
YKa3bIBaeTCs:

1) HauMeHOBaHME  JIEKAPCTBEHHOIO  Impenapata  (MEXIyHapoOJHOE  HENAaTEHTOBAHHOE
HaMEHOBaHHE, TPYINIUPOBOYHOE WM XUMHUYECKOE HAMMEHOBAHHWE, TOProBOC HAaMMEHOBaHHE) Ha
JATUHCKOM SI3bIKE, (JOpMa BBIITYCKa, TO3UPOBKA, KOJIUYECTBO;

2) cmoco® mpUMEHEHHs JIEKapCTBEHHOIO Ipenapara Ha TOCYJapCTBEHHOM s3blke Poccuiickoit
@enepanuy UMM Ha TOCYAApCTBEHHOM s3blke Poccuiickon denepanuu M rocyJapCTBEHHOM SI3BIKE
pecmyOJIMK B MHBIX S3bIKaxX Hapo1oB Poccuiickoit CDe;[epauHH“.

12. Tlpu odopmieHuH peUEeNnTYpHBIX OJIAHKOB 3alpeliaeTcsi OrpaHUYMBATHCS  OOIUMHU
yKa3aHUsSIMM, HarlpuMep, "BryTtpennee", "13BecTHO".

13. Penenr, odopmieHHbli Ha peuentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(11), mOANMKUCHIBAECTCS METUIIMHCKAM PAOOTHUKOM U 3aBEPSETCS €ro MeyaThio.

Penenit, ohopmiienHsii Ha perientypHoM Omanke Gopmbl N 148-1/y-88 u Gopmbr N 148-1/y-04(1)
JOTIOJTHUTEIBHO 3aBEPSETCA MeUaThio MEAUIIMHCKOM opranu3auuu "Jjis peuentos".

14. Ha onnom penentypHoM Omanke dopmbl N 148-1/y-88 u popmer N 148-1/y-04(1) pa3perraercs
OCYILECTBIIATh HA3HAYCHHUE TOJBKO OJTHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO MTperapara.

Ha omnom penentypuom Omanke dopmbl N 107-1/y pasperiaercsi OCyIIECTBIATh Ha3HAYCHHE
TOJNBKO  OJHOTO HAaMMEHOBAaHMUS  JIEKAPCTBEHHOro Mpemapara, oTHocsmierocs mo ATX k
aHTurncuxoruueckum cpeacrsam (koa NOSA), ankcuonutukam (kog NO5SB), CHOTBOpHBIM U CeJaTUBHBIM
CpeACTBaM (xon NO05C), aHTHJICTIPECCAaHTaM (xon NO6A) u HE MOJIEXKAILETO
MPEIMETHO-KOJINYECTBEHHOMY YUeTy, U JI0 TPeX HAaMMEHOBAHMH JIEKapPCTBEHHBIX MPENapaToB - sl MHBIX
JIEKapCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIIIeyKa3aHHbIM ATX.

15. UcnpaBieHus B peLenTe He JOIYCKatTCs.

16. Ilpu odpopmiennn penentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
Ha JICKapCTBEHHBIC TIIperapaThl, Ha3HAYEHHBIC II0 PEIICHUI0 BpayeOHONW KOMHCCHH, Ha 000poTe
penenTypHoro 6JaHKa CTaBUTCS CHEIMAIbHAs OTMETKA (IIITaMII).

17. Ha penentypHom Omanke ¢opmbr N 148-1/y-04(;1) BHM3y UMeeTcs IHHHUS OTpHIBa,
paszensonas pelenTypHbIi OJIaHK U KOPEIIOK.

Kopemok ot penenrta, opopMICHHOT0 Ha yKa3aHHOM PELENTYpPHOM OJaHKe, BBIAACTCS MAalUEHTY
(ero 3aKOHHOMY TIPEACTaBUTENIO) B alTEYHOM OpraHM3alK, Ha KOpEIIKe JAeJaeTcsi OTMETKa O
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HAaMMEHOBAHHHU JIEKApCTBEHHOTO Mperapara, 103UPOBKE, KOJIMYECTBE, CIIOCO0E MPUMEHEHHS.

18. OdopmieHue crnenuanibHOrO pelenTypHOro OnaHKa Ha HAapKOTHYECKOE CPEICTBO U
NICUXOTPOITHOE BEIIECTBO OCYIIECTBIISICTCSI B COOTBETCTBUH C NMPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHCHUS
Poccuiickoit ®eneparnu ot 1 aBrycra 2012 r. N 540 "OO ytBepxkaeHHH (OpMBI OJAHKOB DPELENTOB,
COZICp)KALINX Ha3HAUYE€HHE HAPKOTUYECKUX CPEJICTB MJIM TICUXOTPONHBIX BEIIECTB, TOpSJIKAa UX

W3TOTOBJICHUS], PACIIPEIEIICHNUS, PETUCTPALIMH, YUETA ¥ XPAHEHHS, & TAKXKE NPaBuiI opopmiIeHus " .

I1. Opopmiienne penenra B ¢popme 31eKTPOHHOIO JOKYMEHTA

19. Peuent B opMe 3JIEKTPOHHOT'O JOKYMEHTA, MOAMMCAHHOTO YCHJIEHHOW KBaTM(UIIMPOBAHHON
AIIEKTPOHHOHN TOAIUCHIO, (OPMHUPYETCS MEAULIMHCKUM PaOOTHUKOM, CBEICHHMS O KOTOPOM BHECEHBI B
denepanbHbIil PErMCTp MEIUIMHCKUX PaOOTHUKOB®, a TAKXKe MPH YCIOBUH PETHCTPAIUH MEIUIMHCKOM
OpraHu3aluk, B KOTOPOH O(popMIIseTcss perent, B (eaepalbHOM PEECTPE MEIUIMHCKAX OpraHu3aluii’
€IMHOW rOoCyAapCTBEHHONW MH(OPMAIIMOHHON CUCTEMBI B c(hepe 3paBOOXpaHEHHS U MOIKITIOUEHHS TaKOH
MEIULUHCKOW OpraHu3alMu K TOCYJIapCTBEHHOM MH(OpMAIMOHHON cHUCTeMe B cdepe 31paBOOXpaHCHUS
cyonekra Poccuiickoit ®enepanuu®.

20. Ilpu opopmienun peuenta B GopMe NMEKTPOHHOTO JOKYMEHTA Ha JIEKapCTBEHHBIE IIPEnapaThl,
yKa3aHHble B TNOJNyHKTax 2 - 5 mnyHkra 10 u nyukre 12 Ilopsaka Ha3sHaueHuUs JEKApCTBEHHBIX
IIPENapaToB, YTBEPKAECHHOIO HACTOSIIKMM IPUKAa30M, M OTIYCKAaeMble 3a TOJHYI CTOMMOCTb,
3aIIOJIHSIOTCS CIEAYIOLNE PEKBUZHUTHI:

1) xon cyowekta Poccuiickoit @enepamun no OKATO, ompenensiomuii TocyJapCTBEHHYIO
MH(POPMALIMOHHYIO CHUCTeMYy B cdepe 3apaBooxpaHeHus cyOwbekta Poccuiickoit denepanuu B KOTOPOi
copMHpOBaH peuent B (hopMe 3JIEKTPOHHOTO JOKYMEHTA;

2) HaUMEHOBaHME MEAULIMHCKON OpTraHU3aIiy, aapec, TeaedoH Wwin (HaMuIns, HHUITUAIBI UMEHU U
oTuecTBa (MOCJIEAHEE - NPU HAIWYMHM) UHAUBUAYAIBHOTO MPEAIPUHUMATEINS, UMEIOIIETO JMLEH3UI0 Ha
MEIUIMHCKYIO 1€ATENbHOCTD, €r0 aJIpec;

3) OI'PH ropuauueckoro nuna (MeaunuHckoi opranuzauuu) wian OI'PHUIT unauBugyansHOrO
IIpeAIIPUHUMATENS;

4) nara ohopmieHus perenta (yKasbIBaeTcs YMCI0, MECSALL, TON);

5) nmara oOkoHuUaHMs JeiicTBuA peuenta ((hOpMHpPYETCs TOCYAApCTBEHHOW WH(GOPMAIMOHHON
cucteMoil B cdepe 3apaBooxpaHeHus: cyonekra Poccuiickoit denepanuu B COOTBETCTBHUU CO CPOKaMH
neiictBus peuentos: 15 nueit, 30 queit, 60 aueit, 90 nuei, no 1 roga);

6) yHUKaJbHBINH HOMEp peuenta ((hopMupyercs rocyJapCTBEHHON MHPOPMAIMOHHONW CHCTEMOMH B
chepe 3apaBooxpaHeHus cyObekTa Poccwiickoii @enmepanmu W 0o0ecrieuMBaeT  OJHO3HAYHYIO
uaeHTHGUKAIMIO perenta B (opMe 3IeKTpoHHOro mokymeHTa B couetanun ¢ OKATO, OI'PH wmm
OI'PHUII);

7) ormetku "cito" (cpouno) mimm "statim" (HeEMeAJIeHHO) MPU HEOOXOAUMOCTH CPOYHOTO HWIIH
HEMEJIEHHOT0 OTIIyCKa JIEKAPCTBEHHOIO IIpenapaTa MalueHTy;

8) anmpec marueHTa (yKa3bIBAaeTCs MOYTOBBIM aqpec MecTa KHUTENbCTBA (MecTa MPEeObIBAaHUS WITH
MecTa (aKTHUYECKOTO MPOXKUBAHM) C yKa3aHMEM WHJEKCA, HAUMEHOBAHMs Kpasi, 00JIaCTH, pecIyOInKH,
aBTOHOMHOI'O OKpYyTa, HAUMEHOBAHUS HACEJIEHHOIO IyHKTa, HAUMEHOBAHUS yIUIBl (IIPOCIEKTA, IEPEYIIKA,
IIpoe3/ia), HoMepa JoMa (C yKa3aHHEM KOpIyca, IpU HAIMYUK), HOMEpPa KBAPTHUPHI);

9) HOMEp ANIEKTPOHHON MEAUIIMHCKOW KapThl MAallMEHTa B TOCYJApCTBEHHON HH(POPMALMOHHON
cucreme B cepe 31paBooxpaneHus cyobekTa Poccuiickoit denepaunu;

10) dbamunus, uMsi, OTYECTBO (TPU HATUYUH ) TIAIIUEHTA MTOJTHOCTHIO;

11) nmata poxaeHusi manueHta (yKa3bpIBaeTCsl 4YMCIIO, Mecsl, rona), ans jered no 1 rona
JIOTIOJIHUTENBHO YKA3bIBAETCSI KOJIMYECTBO MOJHBIX MECSLIEB;

12) ¢damunms, WHUIMATBI MMEHH M OTYecTBA (TOCIEOHEe - TPU HAJIMYUHM) METUIIMHCKOTO
pabOTHUKA OJTHOCTHIO;
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13) HaumMmeHOBaHME  JIEKAPCTBEHHOrO  Ipemapara  (MeXAyHapoAHOE  HENaTEHTOBAHHOE
HAaUMEHOBAaHHUE, TPYNIUPOBOYHOE WJIM XMMHUYECKOE HAMMEHOBAHUE, TOPrOBOE HAaWMEHOBAaHHUE) Ha
JIATUHCKOM SI3bIKE, JI03UPOBKA, (JOpPMa BBIITYCKa, KOJIUYECTBO;

14) cnoco0 mpuMeHEeHHs JIEKapCTBEHHOIrO Iperapara Ha rocyAapcTBEHHOM si3blke Poccuiickoit
Qenepanuy UMM Ha TOCYAApCTBEHHOM s3blke Poccuiickonn denepanuu M rocyJapCTBEHHOM S3BIKE
pecmyOJIMK 1 MHBIX S3bIKaxX Hapo1oB Poccuiickoit CDe;[epauHHQ.

15) mpusHak yTBep)KIEHHs Ha3HAYCHUs JICKQpPCTBEHHOTO IpemnapaTa MO pPEHICHHI0 BpadyeOHOM
KOMHUCCUHU MEAULIMHCKON OpraHu3allly;

16) orMeTka O Ha3HAYEHUHU JICKAPCTBEHHOIO Iperapara IO PELICHHIO BpayeOHOW KOMMCCHUU
MEIMLMHCKOW OpraHu3aluu B CIy4Yasx, YKa3aHHBIX B aO3are Bropom myHkta 6 [lopsaka HazHaueHHS
JIEKapCTBEHHBIX NIPENAPATOB, YTBEPKIEHHOI'O HACTOSALMM IIPUKA30M;

17) orMeTka O cHelUaJbHOM HAa3HAUYEHUU JIEKAPCTBEHHOTrO IpenapaTa (3aloyHsIeTcs B Ciydasx,
yKa3aHHbIX B IyHKTax 16 u 25 Ilopsdnka Ha3sHaueHUs JIEKAPCTBEHHBIX IMPENApaToB, YTBEPKICHHOIO
HACTOSILUM IIPUKA30M);

18) orMeTKka 0O cnenuagIbHOM Ha3HAYEHUH JICKAPCTBEHHOTO Iperapara MaueHTy ¢ 3a00JIeBaHueM,
TpeOYIOLUIUM JITUTEILHOTO KYPCOBOTO JICUEHUS (3aMOIHAETCS B cliy4yae, ykazaHHoM B nyHkte 24 [lopsaka
HA3HAYEHUS JIEKapCTBEHHBIX IPENapaToB, YTBEPXKACHHOIO HACTOSIIMM IIPUKAa30M) C IPOCTaBIECHUEM
NEPUOJUYHOCTH OTIIyCKa JIEKAPCTBEHHOI'O IIperapara;

19) npu oopmienun peuenta B GopMe dJIEKTPOHHOTO TOKYMEHTA Ha JICKapCTBEHHbIE Mpenaparhl,
yKa3aHHble B TNOJNyHKTax 2 - 5 mnyHkra 10 u nyukre 12 Ilopsaka Ha3sHaueHUs JIEKApPCTBEHHBIX
IPEnapaToB, YTBEP)KJICHHOTO HACTOSIIMM IPHKAa30M, TpaXKIaHaM, HMEIOLUIMM IpaBO Ha OecrjiaTHoe
IIOJIyYE€HUE JIEKAPCTBEHHBIX IIPENapaToB WJIM IIOJIyYEHHE JIEKAPCTBEHHBIX IPENAapaToB CO CKUAKOM,
3aMOJIHSIIOTCSL PEKBU3MTHI, IPEIYCMOTPEHHbIE MOANyHKTamMu | - 18 HacTosIlero IyHKTa, a Takke
CIIEYIOIINE PEKBU3HTBHI:

a) KaTeropusl TrpaxJaH, HMEIOIMIMX IIpaBO Ha IIOJIyYEHHE JIEKAPCTBEHHBIX IPENapaTtoB B
COOTBETCTBUU €O cTaTheil 6.1 DenepanbHoro 3akoHa ot 17 uronsg 1999 r. N 178-®3 "O rocynapcTBeHHOMI
conuanbHoi nomonu"'Y;

0) xox Ho30s0TH4YecKoi Gopmbl mo MKHE;

B) ucTOUHUK (QuHaHcupoBanus (1 - denepanbHbIi OlOKET, 2 - OOKET cyObekTa Poccuiickoit
Ddenepanu, 3 - MyHUIUITATBHBIA OIOKET);

r) pa3mep orutatsl (1 - 6ecrnarho, 2 - 50%);

1) CTPaxoBOM HOMEpP WHIAMBHUIYAIbHOTO JIMIEBOrO cyeTra rpaxaaHuHa B [leHcrmonHOM (oHIEe
Poccuiickoit ®eneparnuu (nmpu Hanuuuu) (CHUJIC);

€) HOMep IoJIKca 00s3aTeTLHOr0 MEIUIIMHCKOTO CTPAXOBaHUSI.

21. Ilpu nmpocraBieHUM OTMETKH, yKa3aHHOM B nojnyHkre 16 mynkra 20 Hacrosmero Ilopsiaxa,
peuent B ¢GOpMe INEKTPOHHOIO JOKYMEHTa IOANUCHIBACTCS YCHJIEHHOH KBalM(pUIMPOBAHHOI
AIIEKTPOHHON TIO/IIMHCHIO MPEACcCeaaTeNsl M CeKpeTaps BpadeOHOH KOMHCCUU MEIUIIMHCKOM OpraHu3aluu,
[P IPOCTaBICHMM OTMETOK, yKa3aHHBIX B nojnyHkrax 17 m 18 mynkra 20 nactosdmero Ilopsnka, -
YCUJICHHBIMH KBaJU(HUIIMPOBAHHBIMU 3JIEKTPOHHBIMU TOAMUCSAMH COOTBETCTBYIOIIUX MEIUIIMHCKUX
PabOTHUKOB.

22. Tlo TpeOoBaHMIO TalMEHTa WJIU €r0 3aKOHHOTO MPEICTaBUTENsT O(QOPMIIIETCS SK3EMIUIIP
peuenta B (opMe 3IEKTPOHHOrO JOKyMEHTa Ha OyMa)XHOM HOCHTENe, B TOM YHCIE IIyTEM €ro
oopmienus Ha peuentypHeix Omankax (opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(x1) ¢ oTMeTKoi
"JlyOIIMKaT 3JIEKTPOHHOTO TOKyMEHTa".

I1I. Y4er penenTypHbIX 0JIAHKOB

23. Vwuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rOTaBIMBAEMBIX THUIOTPaQCKUM CIIOCOOOM (Hanee - pelenTypHble OJaHKH, MOAJISKAIIUE YYeTy),

25.09.2019 Cuctrema 'APAHT 25/28



[Mpuka3z Munucrepcta 31paBooxpanennst P® ot 14 suBaps 2019 r. N 4u "OO yTBEepXICHNH MOPSIKA. ..

OCYIIECTBIISIETCS B XKYypHaJlaX ydeTa, IPOHYMEPOBAHHBIX, MPOITHYPOBAHHBIX M CKPEIUICHHBIX MOJIHCHIO
PYKOBOIUTENS M TeYaTbl0 MEAMLIMHCKOW  OpraHu3alMd WM HOJANHCHIO  MHAWBUIYAIBHOTO
NPEINPUHUMATENS], UMEIOIIET0 JIMIICH3UIO Ha METUITMHCKYIO AEATEIbHOCTb.

24. Xypnan yuera peuentypHbix 6mankoB Gopmer N 107-1/y conepxut cienyromuue rpadsr:

1) Homep 1o MOPAIKY;

2) B pazaene "l[Ipuxon":

a) laTa perucTpaluu J0KyMEHTa, OITBEPKAAIOUIETO MOCTYIICHUE;

0) HOMep U J1aTa TIOKYMEHTa, TIOTBEPKIAI0IIEro MOCTYIUIEHHE, HANMEHOBaHHE MTOCTAaBIINKA;

B) o0Ilee KOJMYECTBO MOCTYMUBIINX PELETITYPHBIX OJIAHKOB;

r) damMuiaus, WHALMAIBI MMEHM M OTdecTBa (TOcCieaHee - MpH HAIUYMK) W TOJAMUCH
OTBETCTBEHHOT0 MEAMLIMHCKOTO pabOTHHKA, MOIYUYMBILIETO PeLENITYpHbIE OTaHKK OT MOCTAaBILUKA;

3) B pa3gene "Pacxon":

a) JlaTa BhIJIA4M PELENTYPHBIX OJaHKOB;

0) KOJTMYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB;

B) (aMwiusg, HHALIUAIBI UMEHM M oOT4decTBa (MOCieqHee - MpPU HAJTUYMU) OTBETCTBEHHOTO
MEIULIUHCKOTO pabOTHUKA, TTOIYYUBIIETO PELENTYPHbIE OIaHKHU;

I') HOJIKICh OTBETCTBEHHOTO MEUIIMHCKOTO paOOTHHKA, TIOJTYYHUBIIETO PEeNTypHbIE OJIaHKH;

4) ¢damunusa, WHUIMAIBI WMEHH W oOTdecTBa (TOCienHee - MpPU HATUYMHM) H TOJNHUCH
OTBETCTBEHHOT0 MEAMIIMHCKOTO pabOTHHKA, BBIAABIIETO PEIENITypHbIE OJaHKH;

5) ocTaToK peLenTypHbIX OJaHKOB.

25. Kypnan yuera penentypHbix OmankoB (opm N 148-1/y-88 u N 148-1/y-04(x1) comepxut
clieytomue rpagsol:

1) Homep 1o MOPAIKY;

2) B pazaene "l[lpuxon":

a) laTa perucTpaluu JOKyMEHTa, OITBEPKAAIOLIETO MOCTYIICHUE;

0) HOMep U J1aTa TIOKYMEHTa, TIOJTBEP:KIAI0IIEro MOCTYIUIEHHE, HAMMEHOBaHHE MTOCTAaBIINKA;

B) o0I1Iee KOJMYECTBO MOCTYIMUBIINX PELETITYPHBIX OJIAHKOB;

I') CEpUU M HOMEpa PeLieNTYPHBIX OJIAaHKOB;

1) KOJIMYECTBO PEIENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) damuinusa, WHULMAIBI HUMEHM M OT4yecTBa (TOCieqHee - MpH HAIWYMM) W TOIMUCH
OTBETCTBEHHOTO MEAMIIMHCKOT0 pabOTHHKA, MOIYUYMBILIETO PeLeNITYpHbIE OTaHKK OT MOCTAaBILUKA;

3) B pa3nene "Pacxon":

a) JlaTa BhIJIA4M PELENTYPHBIX OJaHKOB;

0) cepum 1 HOMEpa BbIIAHHBIX PELENTYPHBIX OJAHKOB;

B) KOJIMYECTBO BBIJIAHHBIX PELIENTYPHBIX OJAHKOB;

r) ¢damuims, WHUIMAIBI MUMEHH W OT4yecTBa (TOCIENHEe - NpPU HaATUYMU) OTBETCTBEHHOT'O
MEIULUHCKOTO pabOTHUKA, TOYYUBIIETO PELENTYPHbIE OIaHKHU;

1) TOJIMMCHh OTBETCTBEHHOI'O MEIUIIMHCKOTO paO0THHKA, IOJTYUYHBILIETO pEEeNTypHbIE OJIaHKH;

4) ¢damunusa, WHUIMAIBI WMEHH W oOTdecTBa (TOCIeNHee - MpPU HATUYMHM) HW TOJNHUCH
OTBETCTBEHHOT0 MEAMIIMHCKOTO pabOTHHKA, BBIAABIIETO PEIENITypHbIE OJIaHKH;

5) ocTaToK peuenTypHbIX OJaHKOB.

26. Yder crenuanbHBIX PELENTYpHBIX OJIAHKOB HAa HApPKOTHYECKOE CPEACTBO U IICHXOTPOITHOE
BEILIECTBO OCYIIECTBISACTCA B COOTBETCTBUU C IIpUKa3oM MHHHCTEpCTBA 3apaBooXpaHeHus Poccuiickon
@eneparuu ot 1 aBrycra 2012 r. N 541 "OO6 ytBepkaeHMH (QOpMBI OJAHKOB PELENTOB, COJCpPMKAIIUX
Ha3HAUYEHUE HAPKOTMYECKHX CpPEACTB MJIM TIICUXOTPONHBIX BEIIECTB, IMOPsAKa WX H3TOTOBJICHUS,
pacrpesieNieHus, pErucTpalky, yueTa ¥ XpaHeH s, a TakKe npasui opopmierus"!' !,

27. Yyer peuentoB, O(QOpPMIEHHBIX B (OpME 3IEKTPOHHOTO JOKYMEHTA, OCYIIECTBISIETCS B
roCyJapCTBEHHOH WH(POPMALIMOHHON cucteMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoii
denepari MOCPEACTBOM BEJICHHUS €AMHOTO PEecTpa peLenToB, 0(GpOpMIICHHBIX B (OpME AIIEKTPOHHBIX
JOKYMEHTOB.
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IV. XpaneHnne penentypHbIX 0J1aHKOB

28. MenuIMHCKHE OpraHu3aliy MOJIy4aloT He0OXOIUMBbIE pelenTypHble ONaHKu, 0OpMIICHHBIE
TUNOTPa)CKUM  CIIOCOOOM, UYepe3 TEppPUTOPUANIbHBIC OpraHbl YIPABICHUS 3APaBOOXPAaHEHHEM WIH
OpraHu3alluy, YINOJHOMOYECHHbIE Ha 3TO OpraHaMM MCIIOJHUTEIbHOH BiacTu cyObekToB Poccuiickoii
denepanuu.

29. PenenrtypHble OIaHKH, MOISKAIINE YUETY, XPAHITCS OTBETCTBEHHBIM JIUIIOM, HA3HAUYECHHBIM
PYKOBOJIUTENIEM MEIUIIMHCKON OpraHu3aluy, B 3alHpacMOM MeTalinueckoM Imukady (ceiide) wim
METaJUIMYECKOM SIIHKE.

30. UnauBUayanbHbIN TpeANpUHIMATENb, UMEIOIINN JIUIEH3UI0 Ha MEIUIIMHCKYIO 1S TebHOCTb,
XpaHUT peLEenTypHbIe OJaHKH, MOJUIeKAIIUE YUETy, B 3allUpaeMOM MeTajuindeckoM Imkady (ceiide) nmm
METaJUIMYECKOM SIIHKE.

31. IIpoBepka COCTOSIHHSI XpaHEHHUs, ydeTa, (PaKTHUYECKOro HaJMYMi M pacxoja pelenTypHBIX
ONaHKOB, TMOMJESKAIIMX YyYeTy, OJUH pa3 B KBapTaJl OCYIIECTBISETCS KOMUCCHEW, CO3AaHHOH B
MEIUIMHCKON OpraHu3alyi.

32. Penentypusie Omanku, odopmisieMble Ha OyMa)XHOM HOCHTENE M TIOJUIeKAIIUE YYeTy,
BBIJIAIOTCSI MEIUIIMHCKUM pPa0OTHHKAM, MMEIOIIUM IpaBo O(GOPMIICHHS PELENTOB, MO PACIOPHKEHUIO
TJIABHOT'O Bpaya UJIM €ro 3aMECTUTEIIS.

[TomyyeHHble peuenTypHble OJIaHKM Ha OyMaXHBIX HOCHUTENSAX XPAHATCS MEIUIIMHCKUMU
pabOTHUKaMU B IIOMEIIEHUX, 00€CIICUNBAIOLINX UX COXPAHHOCTD.

33. XpaHeHue CrenralbHbIX PEUENTYPHBIX OJaHKOB HA HAPKOTUYECKOE CPEACTBO M IICUXOTPOITHOE
BEIIECTBO U BBIJIaud YKA3aHHBIX PELENTYPHBIX OJIaHKOB MEIUIIMHCKOMY PAOOTHUKY OCYIIECTBIISIETCS B
COOTBETCTBUM C IpuKa3zoM MuHucTEpcTBa 3apaBooxpaHeHus Poccuiickoit ®enepanuu ot 1 aBrycra
2012 r. N 54u "OG ytBepxkaeHUH (OpMbI OJTAHKOB PELENTOB, COAEPKAIIUX HA3HAYCHHE HAPKOTHYECKUX
CPEZACTB WJIM IICUXOTPOIHBIX BEIIECTB, MOPSIKA UX U3TOTOBJICHUS, PACIIPEACICHHS, PETUCTPALINH, YUeTa U
XpaHeHHus, a Takxke mpasui opopmiuenns"'?,

34. IIporpaMMHO-TEXHHYECKHE CPEJICTBA TOCYAAPCTBEHHBIX MH()OPMALMOHHBIX CHCTEM B cdepe
3JIPaBOOXPAHEHUS, MEAULIMHCKUX UH(POPMALMOHHBIX CUCTEM MEIUIIMHCKUX OpraHu3aluid 00ecTIedrBarOT
XpaHEHHUE HIEKTPOHHBIX PELENTOB, OPOPMIICHHBIX B (pOpME ANIEKTPOHHBIX JOKYMEHTOB B TEUECHHE CPOKOB,
YCTaHOBJIGHHBIX JUISl XPaHEHUS! PELENTOB, O(OPMIIEHHBIX Ha COOTBETCTBYIOUIMX (OpPMax pEIeNnTypHBIX
OnaHKOB Ha OyMaXKHOM Hocutese' .

! CobGpanme 3axoHomarensctBa Poccniickoit ®exepamun, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50,
cT. 6603; 2013, N 48, cT1. 6165.

2 Tlpukas MunucTepcTBa 31paBoOXpaHenus Poccwmiickoii ®eneparmm ot 15 nexabps 2014 1. N 834n "O6
YTBEP)KICHUN YHUGHUIMPOBAHHBIX (DOPM MEIUIIMHCKONW MOKYMEHTAIMH, HCHOJIb3YEeMbIX B MEIULIMHCKHX OpraHH3alusiX,
OKa3bIBAIOIINX MEUIMHCKYIO TOMOIIb B aMOyJaTOPHBIX YCJIOBHSAX, M MOPSAKOB IO HMX 3allOJHEHHIO" (3aperucTpupoBaH
MunucrepctBoM roctunun Poccuiickort ®eneparumn 20 ¢despans 2015 1., pernctpannonusii N 36160), ¢ n3menenusiMy,
BHECEHHBIMH ITprKa3oM MuHHcTepcTBa 31paBooxpanenus Poccuiickoir @enepannu ot 9 sHBaps 2018 . N 2 (3apeructpupoBan
MununcrepctBoMm toctunmu Poccuiickoit @enepanuu 4 anpenst 2018 r., peructpannonusiii N 50614) (manee - mpukaz N 834H).

3 [Tpukas N 834s.

* Yacte 1 craren 15 3axoma Poccuiickoit ®enepaunn or 25 oxrsaops 1991 1. N 1807-1 "O s3eikax HapojoOB
Poccuiickoit ®@enepanun" (Benomoctn cwe3na Hapomusix aermyratoB PCOCP u Bepxosroro Cosera PCOCP, 1991, N 50,
ct. 1740; Cobpanue 3axoHomatenscTBa Poccutickoit @eneparim, 1998, N 31, ct. 3804) (naree - 3akon N 1807-1).

5 3apeructpuposan MuHHMCTEPCTBOM tocTHiMKM Poccuiickoii ®eneparmu 15 asrycra 2012 T., perucTparOHHBIH
N 25190, ¢ u3smMeHeHUsIMH, BHECEHHBIMH NpUKazaMu MuHHCTEpcTBa 3apaBooxpaHeHust Poccuiickoit ®enepaunu ot 30 nroHs
2015 r. N 385n (3apeructpupoBan MuHHcTepcTBOM rocThUM Poccuiickoit @enepannu 27 HosOps 2015 1., perucTpanioHHbIA
N 39868), or 21 ampenst 2016 r. N 2541 (3apeructpupoBan MunncrepctBoM toctuimu Poccuiickoit @enepannu 18 nrons 2016
r., peructpauuoHubii N 42887), or 31 oxtsa6pst 2017 r. N 8821 (3apeructpupoBan MuHHCTEpCTBOM focTHnuH Poccuiickoi
®denepanun 9 sBaps 2018 r., peructparonssiii N 49561).

6 TMynkrer 6, 7 TonoXkeHUs O €IMHON TOCYNAPCTBEHHON MH(OPMAIMOHHON cucTeMe B Cepe 3ApaBOOXPAHEHMS,
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yTBep)KIeHHOro rnocrtanosienneM IlpaBurensctBa Poccuiickoit @Penepanmnn or 5 wmas 2018 1. N 555 (Cobpanune
3akoHomaTenbcTBa Poccuiickoit @eneparmu, 2018, N 20, c1. 2849; N 49, cT. 7600; N 50, ct. 7755; 2019, N 6, ct1. 533) (manee -
[MomosxeHME 0 SAMHON CUCTEME).

" Mynkter 9, 10 TlonoXkeHns 0 EAUHON CUCTEME.

8 Crateu 91 m 91.1 ®enepanbroro sakona ot 21 nHosdps 2011 roma N 323-®3 "O6 ocHOBax OXpaHbI 3J0pPOBbS
rpaxnad B Poccuiickoit @enepanun” (CoOpanue 3akoHOmaTenbcTBa Poccuiickoit @eneparmm, 2011, N 48, c1. 6724; 2012,
N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, cT. 6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, cr. 6927,
6928; 2015, N 1, cr. 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,cr.4219; 2017, N 18, cT. 2663; N 31, cT. 4794).

® Yacte | cratsu 15 3akona N 1807-1

10 Co6panue 3akoHOmaTenscTBa Poccmiickoit ®emepamun, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50,
cT. 6603; 2013, N 48, cT1. 6165.

! 3apernctpuposan MunucTepcTBOM focTHIMU Poccuiickoii ®enepaunn 15 asrycra 2012 1., perncTpanvoHHbIA
N 25190, ¢ u3smMeHeHUsIMH, BHECEHHBIMH NpuKazaMu MuHHCTEpcTBa 3apaBooxpaHeHust Poccuiickoit @enepaunu ot 30 nroHs
2015 r. N 385u (3apeructpupoBan MuHHcTepcTBOM focTHIUM Poccuiickoit Denepannu 27 HosOps 2015 T., perucTparioHHbINA
N 39868), or 21 ampenst 2016 r. N 2541 (3apeructpupoBan MunncrepctBoM toctuimu Poccuiickoit @enepannu 18 nromns 2016
r., peructpauuoHubii N 42887), or 31 oxtsa0pst 2017 r. N 8821 (3apeructpupoBan MuHHCTEPCTBOM focTHIMH Poccuiickoi
®enepanuu 9 sBaps 2018 r., peructparonssiii N 49561).

12 3apeructpuposan MunucTepcTBoM tocTHMU Poccuiickoii ®enepaunn 15 asrycra 2012 r., perncTpanvoHHbIA
N 25190, ¢ u3smMeHeHUsIMH, BHECEHHBIMH NpUKazaMu MuHHCTEpcTBa 3apaBooxpaHeHust Poccuiickoit @enepaunu ot 30 nroHs
2015 r. N 385n (3apeructpupoBan MuHHCcTepcTBOM focTHIMH Poccuiickoit Denepannu 27 HosOps 2015 1., perucTpanioHHbINA
N 39868), or 21 ampenst 2016 r. N 2541 (3apeructpupoBan MunncrepctBoM toctuimu Poccuiickoit @enepannu 18 nromns 2016
r., peructpauuoHubii N 42887), or 31 oxtsa6pst 2017 r. N 8821 (3apeructpupoBan MuHHCTEpCTBOM [ocTHnMH Poccuiickoi
®enepanun 9 sBaps 2018 r., peructparonssiii N 49561).

3 Tlymkr 14 npaBun oTmycka JIEKAPCTBEHHBIX MPEMApaToB Ui MEIMIMHCKOTO NPUMEHEHHUsS, B TOM YHUCIIE
MMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, allTeYHBIMUA OpraHU3alUsIMH, WHANBUIYaIbHBIMI PEAIIPUHAMATEIISMH,
MMEIONIMMH JIMIIEH3UIO Ha (DapMaleBTHYECKYIO JIeSITEIbHOCTD, YTBEP)KJCHHBIX NMPUKa30M MHHHCTEPCTBA 3paBOOXPAaHEHUS
Poccuiickoii @enepannu ot 11 urons 2017 r. N 4031 (3apeructprpoBad MunncrepctBoM roctuimn Poccuiickoit dexpeparmu 8
centsiopst 2017 r., peructparnuonnsiii N 48125).
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