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3apeructpupoBano B Muntocte Poccuu 26 mapta 2019 r. N 54173

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
oT 14 auBapsa 2019 r. N 44

Ob YTBEPXAOEHWUU NMOPAOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMNTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE NPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHWUA

B coorBercTBuu ¢ nynktoMm 16 yactu 2 crateu 14 ®@enepanbHoro 3akoHa or 21 HosOpsa 2011 r. N
323-®3 "OO6 ocHOBax oOXxpaHbl 310poBbA TpaxaaH B Poccuiickoit ®enepauun" (Cobpanue
3akoHoarenscTBa Poccuiickoit @enepannu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014, N 30, cr.
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 noanmyukramu 5.2.177, 5.2.179 u
5.2.180 Ilonoxenuss o MunucrepcrBe 3apaBooxpaHeHusi Poccuiickoir ®enepanuu, yTBEpKIECHHOTO
noctanoBiienreM I[IpaBurtenscTtBa Poccuiickoit ®@epepauuu ot 19 uions 2012 r. N 608 (CoOpanue
3akoHojarenbeTBa Poccuiickoit @enepanun, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477,
N 22, ct. 2812; N 33, ct1. 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, cT1. 3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27,
cT. 4497; N 28, cT. 4741; N 34, ct. 5255; N 49, ct. 6922; 2017, N 7, ct. 1066; N 33, cT. 5202; N 37, cT.
5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, ct. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, crT.
6273), npuKasbIBaro:

1. YTBepauTh:
MOPsIZIOK Ha3HAYEHUS JICKAPCTBEHHBIX MPEnapaToB COMIACHO MpuiioxkeHuto N 1;
(bopMBI perienTypHBIX OJaHKOB Ha JI€KapCTBEHHBIE MPENapaThl COTJIacHO MPHIOKEHUIO N 2;

NopsI0K 0hopMIIEHUS PELIETITYPHBIX OJJAHKOB Ha JIEKAPCTBEHHBIE IIPENapaThl, X yuyeTa U XpaHEHUs
COIJIACHO MpuiokeHuto N 3.

2. I[Ipu3HaTh yTpAaTUBIIUMU CHITY:

npuka3 MunucrepcTsa 31paBooxpanenus Poccuiickoit @eneparun ot 20 nexadpst 2012 r. N 11751
"O06 yTBepKACHUM NMOpSAJKAa Ha3HAUYEHUS M BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, a Takxke Gpopm
peLenTypHbIX OJaHKOB Ha JEKApCTBEHHBIE Mpenaparsl, Mopsaka oQpOopMICHHUS YKa3aHHBIX OJIAHKOB, MX
ydera W XpaHeHus" (3apeructpupoBaH MwuHUCTEPCTBOM tocTHIMU Poccuiickoit deneparuu 25 uioHS
2013 r., peructparoHHsiii N 28883);

IOYHKT 2 W3MEHEeHWil, KoTopble BHOcATCS B llopsiiok co3naHusi U JIEeATENbHOCTH BpadyeOHOU
KOMHCCUM MEIULIMHCKOM OpraHM3alud, YTBEPXKIACHHBIM NMPUKA30M MMHHUCTEPCTBA 31paBOOXPAHEHHUS U
conuanbHoro passutus Poccuiickoit @enepanuu ot 5 masg 2012 r. N 502H, u B [lopsinok Ha3HaYeHUd U
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BBINIMCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBINA IPUKa30M MUHUCTEPCTBA 3IpaBOOXpaHEHUS
Poccutiickoit ®eneparuu ot 20 nmexadbps 2012 r. N 1175H, yTBepKACHHBIX NMpUKa3oM MuUHHCTEpPCTBA
3npaBooxpanenust Poccuiickoit @enepanun or 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunuctepctBoM rocturinu Poccuiickoit deneparuu 23 nexadps 2013 r., peructpanronnsiii N 30714);

npuka3 Munucrepcersa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 utonsa 2015 r. N 386n "O
BHECEHUM W3MEHEHUW B TMPUIOXKEHUS K Mnpukazy MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit
@enepanyuu ot 20 nexadbps 2012 r. N 11751 "O6 yTBepkKIeHUH MOPSIKAa HA3HAUYEHUS M BBHITUCHIBAHHS
JIEKapCTBEHHBIX IpENapaToB, a Takxke (GopM pelenTypHbIX OJaHKOB Ha JICKAPCTBEHHBIE Ipenapartsbl,
nopsiika oopMIICHUS YKa3aHHBIX OJaHKOB, MX y4eTa M XpaHeHHs" (3aperucTpupoBaH MUHUCTEPCTBOM
roctuiu Poccuiickoit denepanuu 6 aBrycra 2015 r., perucrparuonssiii N 38379);

IOYHKT | U3MEHEeHMi, KOTopble BHOCATCS B IpuKa3 MuHHCTepCcTBa 3apaBooxpaHeHust Poccuiickoit
Oenepannu ot 20 nexabps 2012 r. N 11751 "O6 yTBepkIeHUHU MOPSAIKAa Ha3HAUEHUS U BHITUCHIBAHUS
JICKApCTBEHHBIX IPEnapaToB, a Takke (OpM peHenTypHbIX OJaHKOB Ha JIGKAPCTBEHHBIC MpenapaThl,
nopsiaka opOpMIICHHUS YKa3aHHBIX OJIaHKOB, MX ydeTa M XpaHeHus" M npuioxkeHue N 2 K NpHKazy
MunucrepctBa 3apaBooxpaHeHuss Poccuiickoit ®epepanuun ot 1 asrycra 2012 r. N 541 "OO
YTBEP)KIEHUHU (HOpMBI OJIAHKOB PELENTOB, COAEPXKAIIMX Ha3HAUYCHHE HApKOTHUECKUX CPEICTB HIIU
IICUXOTPOITHBIX BEIIECTB, NOPSAIKA UX U3TOTOBJIEHUS, pACIPECIICHUs, PETUCTPALIUH, YUETa U XpPaHEHUs, a
TaKXe npaBuil opopmieHus", yTBep)KICHHbIX IIPUKa30M MHHUCTEpCTBa 3/1paBooXpaHeHust Poccuiickoi
@enepauun ot 21 anpenst 2016 r. N 254u (3apeructpupoBad MuHuCTEpCTBOM tocTuliMu Poccuiickoit
Oenepanun 18 uromns 2016 r., peructpannonubiii N 42887);

IYHKT 5 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOpBIE MTPHKa3bl MUHKMCTEPCTBA 3paBOOXPaHEHUS] U
conuanbHoro pazsutusi Poccuiickoit ®denepanu u MuHHCTEpCcTBa 3ApaBooxpaHeHusi Poccuiickoii
@enepauuy 10 BONpocaM oOOpallleHUsl JIEKAapCTBEHHBIX IPENapaToB, COJAEPXKALIUX HAPKOTHUECKUE
CpElICTBa, NCUXOTPOINHBIE BEIIECTBA M HX MPEKYPCOPbl, M JEKAPCTBEHHBIX CPEJCTB, MOJIEKALINX
MIPEIMETHO-KOJIMYECTBEHHOMY YyYeTy, YTBEP)KJIEHHBIX INpHKa3oM MUHHUCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepannn ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIUU
Poccutickoit ®eneparuu 9 suBaps 2018 r., peructpannonssiii N 49561).

Munuctp
B.N.CKBOPIIOBA

[Tpunoxenne N 1

K IIpuKa3y MuHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoii denepanuun

ot 14 suBaps 2019 r. N 4u

NOPAAOK HASHAYEHUA NEKAPCTBEHHbBIX NMPEMAPATOB

. O6wme nonoxeHuns
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1. HacTtosAmmuil mopsAoK ycTaHaBIMBAeT MpaBUjia HAa3HAUEHUs JIEKApPCTBEHHBIX IperapaTroB IJis
MEAMIIMHCKOTO MpUMEHEHUs (Jajiee - JIeKapCTBeHHbIE Mpenaparsl) U opOopMICHUS UX HA3HAYCHHS MPU
OKa3aHUM MEJAUIIMHCKON MOMOIIY B METUIIMHCKUX OpTaHu3anusax <1>.

<1> Ilynkt 11 crarbu 2 PenepanbHoro 3akona ot 21 wostOpst 2011 r. N 323-®3 "OO6 ocHOBax
OoXpaHbl 3/10pOBbsi rpaknaHn B Poccuiickoit ®deneparuun" (CobOpanue 3akoHonareabcTBa Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724; 2016, N 1, ct. 9, 28; 2017, N 31, cT. 4791).

2. Ha3naueHue NEKapCTBEHHBIX IMPENapaToOB OCYMIECTBISETCS JIEYAIlUM BpPadoM, (erbAIepoMm,
aKylIepKOW B Clly4ae BO3JI0KE€HHsS HA HUX IOJHOMOYMM JIeHalllero Bpaya B MOPSAKE, YCTaHOBIEHHOM
npHUKa3oM MUHHUCTEPCTBA 37pAaBOOXPAHEHUsI M COLMANbHOrO pa3BuTus Poccuiickoir denepanmu ot 23
mapra 2012 1. N 2520 "OO6 ytBepxkaenun Ilopsinka BO3NMOKeHUsS Ha (Qenbaniepa, aKylmepKy
PYKOBOJMTENEM  MEAMIMHCKOW  OpraHu3aluyd  IpuW  OpraHu3alud  OKa3aHUs  IEpPBUYHOU
MEIMKO-CAaHUTAPHON MOMOIIM M CKOPO MEIMIIMHCKON MOMOIIM OTIENbHBIX (PYHKIMHA JIeHalero Bpaya
10 HEMOCPEICTBEHHOMY OKa3aHHMIO MEAMIIMHCKON MOMOLIM NAIMEHTY B MEpPHOJ HAOJIOJIEHUS 3a HUM U
€ro JICYEHMs, B TOM YHCIE [0 HA3HAUYCHUIO M NPUMEHEHUIO JIEKAPCTBEHHBIX IPENaparoB, BKIHOYAs
HapKOTUYECKUE JIEKApCTBEHHBIE IIpernapaTbl U IICUXOTPONHbBIE JIEKAPCTBEHHBbIE Ipenaparbl’ <2>,
WHIUBUAYAIBHBIMU MPEANPUHUMATENSIMU, OCYIIECTBISIONIMMUA MEAUIMHCKYIO JIEATeIbHOCTh (Janee -
MEJUIIUHCKUE PAOOTHUKH).

<2> 3apeructpupoBad MunucrepctBoMm toctuiuu Poccuiickoit ®@enepauuu 28 ampens 2012 r.,
peructpanoHHbiii N 23971, ¢ u3MEHEeHUs MU, BHECEHHBIMU NPUKa30M MUHHCTEPCTBA 3paBOOXpaHEHUs
Poccuiickoit ®enepaunu ot 31 oxtsadpsa 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMU
Poccuiickoit @enepanuu 9 ssuBaps 2018 r., perucrpaunonssiii N 49561).

3. CBGI[CHI/ISI O HAa3HAYCHHOM JICKAPCTBCHHOM IIpCIliapaTe (HaI/IMeHOBaHI/Ie JICKApCTBCHHOT'O
npemnapara, J03UPOBKa, croco6 BBCACHHA W NPHUMCHCHUSA, PCKUM HOO3HUPOBAHUA, MPOAOJDKUTCIBHOCTD
JIeYECHHUSI U 00OCHOBAHHWE HAa3HAYCHHUS JICKApCTBCHHOT' O npenapaTa) BHOCATCA MCAUIIMHCKHM pa6OTHI/IKOM
B MCIUIMHCKYIO IOKYMCHTAIHIO MMAllUCHTA.

B caywasx, ykasaHHbIX B myHKTax 9 - 12 Hacrosimero Ilopsaka, MeTuIMHCKUNA paOOTHHK
O(bOpMJ'IfICT HAa3HA4YCHUEC JICKAPCTBCHHBIX IIPCraparoB, B TOM YHCJIC MMOJJICKAIINX HU3rOTOBJICHHIO U
OTIYCKY aNTeYHbIMH OpraHu3alUsAMH (Jlajee - JIeKapCTBEHHblE IpenapaTbl WHAMBHYaTbHOTO
W3TOTOBJIEHUS), Ha pelenTypHOM OiaHke, o(pOpMIIEHHOM Ha OyMa)KHOM HOCHTENE 3a CBOEH MOJIMHUCHIO
(ranmee - peuent Ha OyMakHOM HOcUTene), W (WIM) C COIJIacUsl MAIMeHTa WIM €ro 3aKOHHOTO
MpeJCTaBUTENS <3> Ha peuenTypHOM OjaHkKe B (opMe IIEKTPOHHOTO JOKYMEHTa C HCIOJIh30BAHHUEM
YCUJIEHHOM KBanu(pUIUPOBAHHOM 3JEKTPOHHON MOAMMCH MEIUIIMHCKOTO pabOTHHKA (Jlanee - pelentT B
(dhopme IEKTPOHHOTO JOKYMEHTA).

<3> B OTHOUIEHMH JIMIA, yKa3aHHOTO B yacTH 2 cratbu 20 DenepaibHOro 3akoHa oT 21 HOAOpA
2011 r. N 323-®3 "O6 ocHOBax OxpaHbl 370pOBbsl TpaxaaH B Poccuiickoit ®@enepanuun" (CobOpanue
3akoHojarenbcTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31, crT.
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4791).

Penent B (hopme 371€KTPOHHOTO JOKYMEHTA, COACPKAIIMN Ha3HAUECHNE HAPKOTHUECKUX CPECTB WIIH
IICUXOTPOIIHBIX ~ BEILECTB, IOANUCHIBAETCS C MCIOJIB30BAaHUEM YCHJIEHHOH KBaIM(pUUUPOBAHHON
3JIEKTPOHHOH TMOAIMKUCH JIEHAIero Bpaua Win (enbaiepa, aKylepky, Ha KOTOPBIX BO3JI0KEHBI (PYHKIIUU
JIeyallero Bpaya, 1 COOTBETCTBYIOIIEH MEIUIIMHCKON OpraHu3auy <4>.

<4> Yactp 1 cratbu 26 denepanpbHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapKOTHYECKHX
cpencTBax U ncuxorponHsix BemiecTBax" (Cobpanue 3akoHoaarenbctBa Poccuiickoit deneparuu, 1998,
N 2, cT. 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).

Odopmrnenue penentoB B GopMe IEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISICTCS B CIydae NMPUHATHS
YIIOJIHOMOYEHHBIM OPTaHOM UCIIOJTHUTENIBHOM BlacTu cyobekta Poccuiickoit deneparyiv B COOTBETCTBUU
c nynkrom 4 craten 6 ®epepampHoro 3axkona ot 12 ampems 2010 r. N 61-®3 "O6 obpamenuun
JICKApCTBEHHBIX cpelcTB" <5> pemieHuss 00 WCIOJIb30BaHMM HAa TEPPUTOpUU CyObekTa Poccuiickoit
@enepanuy Hapsily € pelenTaMH Ha JIEKApCTBEHHBIE Ipernaparbl, OQOPMICHHBIMH Ha OyMaKHOM
HOCHUTEJIC, PCEIENTOB Ha JICKApPCTBCHHBIC Mpenaparbl, CHOPMUPOBAHHBIX B (OpME 3SJICKTPOHHBIX
JTOKYMEHTOB.

<5> Cobpanue 3akoHonarenscTBa Poccuiickoit eneparuu, 2010, N 16, cr. 1815; 2012, N 26, cT.
3446; 2017, N 31, ct. 4791.

4. Tlpu BbIDMCKE MalMeHTa W3 MEAMLMHCKOW OpraHu3allui, B KOTOPOH €My OKa3blBajach
MEIUIMHCKAsT MOMOIIb B CTAIllMOHAPHBIX YCJIOBUSX, JaHHOMY IAalMEHTY MO PELICHUI0 PYKOBOIUTENS
MEIUIMHCKONW OpraHu3alMy Ha3HavyaroTcs ¢ oopMIIEHHEM pelenTa B GopMe 3JIEKTPOHHOIO JTIOKyMEHTa
n (wm) Ha OyMaXKHOM HOcHUTeNle (3a HCKIIOYEHHEM O(QOpPMIIEHHS PELENTOB Ha JIEKapCTBEHHBIE
npernaparsl, MOJIeKAIINe OTIYCKY OECIUIaTHO WIM CO CKHUIKOM) JMOO BhIIAOTCS (HMAlMEHTY WIH €ro
3aKOHHOMY TMIPEJICTABUTENI0) OJHOBPEMEHHO C BBIIUCKOM M3 HMCTOPUM OOJIe3HU JIEKapCTBEHHBIE
Ipernaparsl, B TOM YHCJIE€ HApPKOTHUECKUE W TCHUXOTPOINHbIE JEKapCTBEHHbIE NpenapaThl, BHECEHHBIE B
cnucku II m III mepedyHs HapKOTUYECKHMX CPEACTB, IICHUXOTPOIHBIX BEHIECTB M HUX IPEKYPCOPOB,
noJyiexamux KoHTposto B Poccuiickoit denepannu, yrBepKIeHHOro noctaHoBieHueM IlpaBurenbcTBa
Poccuiickoit ®eneparuu ot 30 urons 1998 r. N 681 <6> (nmanee - Ilepeuens), CHIIBHOICHCTBYIOIIHE
JIeKapCTBEHHbIE MTPENapaThl, Ha CPOK MpHEMa MALUEHTOM J10 5 THEH.

<6> CoOpanue 3akoHoaarenbcTBa Poccuiickoit @eneparuu, 1998, N 27, ct. 3198; 2004, N 8§, cr.
663; N 47, ct. 4666; 2006, N 29, cT. 3253; 2007, N 28, c1. 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, c1. 3703; N 31, cT. 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,
ct. 7534; 2012, N 10, ct. 1232; N 11, cT. 1295; N 19, c1. 2400; N 22, cT1. 2864; N 37, cT. 5002; N 41, cT.
5625; N 48, ct. 6686; N 49, ct. 6861; 2013, N 6, cT. 558; N 19, cT. 953; N 25, ct. 3159; N 29, cT1. 3962;
N 37, ct. 4706; N 46, cT. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, c1. 3763; N
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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, cr. 2088; 2017, N 4, ct. 671; N 10, cT. 1481; N 23, ct. 3330; N 30, cT. 4664; N 33,
cr. 5182; 2018, N 27, ct. 4071.

5. HasnaueHue JeKapCTBEHHBIX IIpeNapaTOB IpPU OKa3aHUM MEIUIMHCKOM IIOMOIIM B
CTAllMOHAPHBIX YCJIOBHUSX B TpeOOBaHUSX-HAKIIAIHBIX, HANpPAaBISEMbIX B aNTEUHbIe OpraHU3aIlNH,
SBJIAIOIINECS CTPYKTYPHBIMHM MOJPA3AEICHUSAMU MEIULMHCKON OpraHU3alii, B KOTOPOM OKa3bIBAECTCS
MEIUIIMHCKAsI MOMOIIb, OCYIIECTBJISIETCS B COOTBETCTBUU C MHCTpyKIMEH O MOpsIKE BBIMTUCHIBAHUSA
JICKapCTBEHHBIX NpenapaToB ¥ OQGOpPMIICHUS PELENTOB W TpeOOBaHMN-HAKIATHBIX, YTBEPKIACHHOM
MpUKa3oM MUHHUCTEpCTBA 3/IPaBOOXPAHEHUs] U COLMaIbHOro pa3Butus Poccuiickoit ®@enepanun ot 12
¢espanst 2007 r. N 110 "O nopsiake Ha3HAYEHUS U BBIMHMCHIBAHUS JICKAPCTBEHHBIX MPENapaToB, U3ACIHi
MEAUIIMHCKOTO Ha3HAYEHUS U CIIEHUATU3UPOBAHHBIX IPOAYKTOB JieueOHOTro muTanus" <7>.

<7> 3apeructpupoBan MunucrepctBom roctuuuu Poccuiickoit ®enepanuu 27 anpens 2007 r.,
peructpauroHHblii N 9364, ¢ n3MeHEeHUs MU, BHECEHHBIMH IIpUKa3aMu MUHHUCTEPCTBA 3paBOOXPAHEHUS
U comuanbHoro passutusi Poccuiickoit ®@enepamuu ot 27 aBrycra 2007 r. N 560 (3apeructpupoBan
MunucrepctBoM toctuniun Poccuiickoit @enepannu 14 centsadps 2007 1., peructparuonssii N 10133),
ot 25 centsa0ps 2009 r. N 794n (3apeructpupoBan MuHHCTepCcTBOM tocTuiinu Poccuiickoit deneparuu
25 Hos10ps 2009 r., peructpaunonHsii N 15317), ot 20 suBaps 2011 r. N 13u (3apeructpupoBaH
MunucrepctBoM toctuiuu Poccutickori @eneparuu 15 mapra 2011 1., peructpanuonnsii N 20103),
npukazamMu MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit @enepanuu or 1 asrycra 2012 r. N 54u
(3apeructpupoBan MuHuctepctBoM roctuimu Poccuiickoit ®epeparmuum 15 asrycra 2012 r,
peructpanmonusii N 25190), ot 26 ¢espans 2013 1. N 94n (3apeructpupoBaH MHHUCTEPCTBOM
rocturu Poccuiickoit @enepanuu 25 uroHs 2013 r., peructpanuonnsiii N 28881).

6. Hasnauenue JICKApPCTBCHHBIX MNPCHapaToB OCYHICCTBIIACTCA MCIUIMUHCKHM pa6OTHI/IKOM 13 (Y)
MCKAYHAPOAHOMY HCIMIATCHTOBAHHOMY HAMMCHOBAHHIO, a4 IIPHU €r0 OTCYTCTBUU - TPYIIIUPOBOYHOMY HIIN
XUMHUYCCKOMY  HAWMMCHOBAHHIO. B cjIyduae OTCYTCTBHUA  MCKAYHApPOJHOI'O  HCHATCHTOBAHHOI'O
HAaMMCHOBAHUSA W TPYHNIIHPOBOYHOI'0 HIHN XHUMHWYCCKOIO HAMMCHOBAHUA JICKAPCTBCHHOI'O IIpriapara,
J'IeKapCTBCHHHﬁ npenapatr Ha3Ha4YacTCd MEAULIUHCKHUM pa6OTHI/IKOM 10 TOProBOMYy HAaMMCHOBAHHIO.

[Ipy HamUUMM METUIIMHCKUX TOKa3aHWK (MHAMBUAYyadbHAs HEMEPEHOCHUMOCTH, IO >KU3HEHHBIM
MOKA3aHUsAM) TIO0 PEIICHUI0 BpaueOHOM KOMUCCHU MEAMIIMHCKOW OpraHM3aluu <8> OCYIIECTBISETCS
Ha3HaueHHe W Oo(opMIIeHHE HA3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB, HE BXOMSIIUX B CTaHIAPTHI
MEIUIIMHCKONW TTOMOIIH, pa3pabOTaHHBIX B COOTBETCTBUH ¢ MyHKTOM 4 ctaThu 10 denepanbHOro 3akoHa
or 21.11.2011 N 323-®3 "OO6 ocHoBax oOxpaHbI 30pOBbs IpaxknaH B Poccuiickoit denepanun" <9>,
aub0 TO TOProBbIM HaWMEHOBaHHSAM. PemieHue BpaueOHOW KOMHCCHUU MEAMUIMHCKOW OpTraHHU3aliH
(buKcupyeTcs B METUIIMHCKOM TOKYMEHTAIIUH MMAIIMeHTa U B )KypHaJie BpauyeOHOW KOMHCCHH.

<8> [lpuka3z Munsapascorpa3sutus Poccun ot 5 mast 2012 1. N 5021 "OO6 yTBepKACHUH MOPSIAKA
CO3/IaHUS U JESATENIbHOCTH BpadyeOHON KOMHUCCHM MEIUIIMHCKOM opraHu3anuu" (3aperucTpupoBaH
Muntoctom Poccun 9 umtons 2012 r., peructpaunoHHbsld N 24516), ¢ M3MEHEHHUSMHU, BHECEHHBIMH
npukazoM Munzapasa Poccun ot 2 nexadpst 2013 r. N 886H (3apeructpupoBan Muntoctom Poccun 23
nekabdps 2013 r., peructpauuonssiit N 30714).
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<9> Cobpanue 3akoHonarenscTBa Poccuiickoit @eneparuu, 2011, N 48, cr. 6724; 2014, N 49, cr.
6928; 2017, N 31, cT. 4791, 2018, N 53, cT. 8415.

7. Ha3naueHue JekapCTBEHHOTO IpernapaTa B pelente Ha OyMa)KHOM HOCHTENE WM pPEeLenTe B
dbopMe DBIEKTPOHHOTO JOKyMEHTa O(opMmIIsLeTcs Ha WMs TAlMeHTa, ISl KOTOPOTO MpeAHa3HadYeH
JIEKApCTBEHHBIN IIpenapar.

Penent Ha OymaxHoM HocuTene, opopMieHHbIH Ha pernentypHoM Omanke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (i1), yTBep>KIESHHBIX HACTOSIIUM IIPUKA30M, a TAKXKE perenT Ha OyMa)kKHOM
HocuTene, odhopMieHHBIM Ha pernentypHoMm Onanke ¢opmer N 107/y-HII, yTBep)aeHHON mTpHUKa3zoMm
MunucrepctBa 3apaBooxpaHeHusi Poccuiickoit ®denmeparmuu ot 1 aBrycra 2012 r. N 54u "OO
yTIBep)KJIeHHH (POpMBI OIAHKOB PELENTOB, COACP)KAIIMX Ha3HAuUCHHE HAPKOTHYECKUX CPEICTB HIIU
MICUXOTPOIHBIX BEIIECTB, MOPSAIKA UX U3TOTOBICHUS, pAaCIpEeIICHUs, PETUCTPALIUH, YUeTa U XpaHEHUs, a
Takxke mpaBui1 opopmieHus" <10> (manee - popma N 107/y-HIT), MoxeT ObITH OTYyYEH MAITUEHTOM, €TI0
3aKOHHBIM MPEACTABUTENEM WM JIMIIOM, UMEIOIUM O(QOPMIECHHYIO B COOTBETCTBHU C TPaXKTaHCKUM
3aKoHOIaTenbCcTBOM Poccniickont denepanuy JOBEPEHHOCTh OT MALMEHTa HA IIPABO MOJYYEHHS TAaKOI'O
perenTa (aanee - ynoJIHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBadn MunucrtepcrBom toctuiuu Poccuiickoit @enepanuu 15 asrycra 2012 r.,
peructpauvonHelii N 25190, ¢  u3MEHEHMs MM, BHECEHHbIMM NpHKazaMu MwuHHCTEpCTBa
3napaBooxpaHeHuss Poccuiickoit ®Pepepanmu ot 30 wmrons 2015 1. N 385H (3apeructpupoBaH
MunuctepctBoM roctuiiuu Poccuiickoit ®eneparuu 27 Hostops 2015 r., peructpanronnsii N 39868), ot
21 ampenst 2016 . N 2541 (3apeructpupoBan MuHuctepcTBoM roctuiiuu Poccutickoit denepanun 18
utonst 2016 r., perucrpaumonubii N 42887), or 31 oxrsa6ps 2017 r. N 882 (3apeructpupoBaH
MunucrtepctBoM roctuninu Poccuiickoit deneparuu 9 ssaBaps 2018 r., peructpanronsbiii N 49561).

Pettent B popme 31meKTpOHHOTO AOKyMEHTa (OPMHUPYETCS C MCHOIB30BAaHHWEM TOCYAapCTBEHHOU
nHpopManoHHON cuctemMbl B cdepe 3apaBooxpaHeHus cyOwbekta Poccuiickoit ®Depepanuu,
MEAUIIMHCKONW WH(OPMAIIMOHHON CUCTEMBI METUIIMHCKON opranuzamuu <11>.

<11> Cratpu 91 u 91.1 ®enepanbHoro 3akona ot 21 HosiOps 2011 roga N 323-d3 "OO6 ocHOBax
oXpaHbl 3/10poBbs TpaxkjaaH B Poccuiickoit ®enepanun" (CoOpanue 3akoHonmarenbcTBa Poccuiickoit
®enepauun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N 48, cr.
6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, c1. 6927, 6928; 2015, N 1, ct. 85; N 10, cT. 1425; N
27, ct. 3951; N 29, cr1. 4397; 2016, N 1, cT1. 9, 28; N 15, ct. 2055; N 18, ct1. 2488; N 27, cT1. 4219, 2017,
N 18, cr. 2663; N 31, cT. 4794).

daxkTt BblIA4YM PCICIITA Ha HeKapCTBeHHBIf/II npemapar 3aKOHHOMY MPCACTAaBUTCIIIO WA
YIIOJIHOMOYCHHOMY JIMIY (I)I/IKCI/IpyCTCH B MCHHHHHCKOﬁ AOKYMCHTAIUU IMalUCHTA.

8. MeauuMHCKUM pabOTHHUKAM 3ampeniaeTcss oQpopMIIITh PELEenThl NMPU OTCYTCTBHM Yy TallMEHTa
MEIMIMHCKUX TIOKa3aHWI; Ha HE3aperMCTPUPOBAaHHBIE JIEKApCTBEHHbIE Ipemaparsl  <12>; Ha
JIEKapCTBEHHbIE MpEenapaThbl, KOTOPbIE B COOTBETCTBUU C MHCTPYKIMEH 10 MEIUIHUHCKOMY MPUMEHEHUIO
IIpeIHAa3HAYEHBI ISl IPUMEHEHUS TOJBKO B MEIMIIMHCKNAX OPraHU3alMsIX; Ha HAPKOTHUECKHUE CPENICTBA U
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IICUXOTPOIIHBIE BEIIECTBA, BHECEHHblE B cnucok Il IlepeuHs, 3aperucTpUpOBaHHBIE B KadyeCTBE
JIEKAPCTBEHHBIX IIPENapaToB, B UEISAX IPUMEHEHHUS 1715 JICUEHUS] HAPKOMAHUH.

<12> Pemenue CoBera EBpasmiickoii 3xkoHOMHYECKOW KoMmuccuHu OT 3 Hosi0ps 2016 r. N 78 "O
[IpaBmiax perucTpauu W SKCIEPTH3bI JIEKAPCTBEHHBIX CPEACTB JUISI METUIIUHCKOTO TpPUMEHEHHS"
(ourmanpHbI caliT EBpazuiickoro 3KOHOMHYECKOTo coro3a http://www.eaeunion.org/, 21 Hosi6ps 2016
r.). Cratest 13 @enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 oOpaleHnn JIeKapCTBEHHBIX

cpenctB s Meauinackoro npuMmeHeHus" (CoOpanue 3akoHomaTenbcTBa Poccutiickoit deneparuu, 2010,
N 16, ct. 1815; 2015, N 29, c1. 4367, 2018, N 24, ct. 3407).

NunuBuyalbHBIM — MPEANPUHUMATENSAM,  OCYLIECTBIAIOIIMM  MEOUUHUHCKYIO  JIESITEIbHOCTb,
JIOTIOJIHUTENBHO K TpeOOBaHMSIM, yKa3aHHBIM B a03alle MEpBOM HACTOSLIETO IMYyHKTa, 3amlperniaercs
oopMIIATE perenThl Ha HAPKOTHYECKUE CPEIICTBA U MICUXOTPOITHBIC BEIIECTBA, BHECCHHBIC B criiucku 11 u
III Tlepeuns (manee - HAPKOTHYECKHME M IICHMXOTPOITHBIE JEKapCTBEHHbIE Npemnaparsl criuckoB 11 m 111
[lepeuns).

9. Ilpu Ha3HAYEHWU HAPKOTHYECCKMX W TICHXOTPOIHBIX JIEKAPCTBEHHBIX IperaparoB crucka II
[Tepeunsi, 3a MCKIIIOUYEHUEM JICKAPCTBEHHBIX IPEIMAapaToB B BUIEC TPAHCICPMAIBHBIX TEPAIIEBTHUECKUX
CHCTEM U JICKApCTBEHHBIX IIPENapaToB, COJACPKAIIUX HAPKOTHUYECKOE CPEICTBO B COYCTAHHH C
AQHTArOHWCTOM OINHOUWJHBIX PEIENTOPOB, PEIENThl Ha OyMaXHOM HoOcHTelle O(QOpMIIIOTCS Ha
penentypaoM 6manke Gopmbsl N 107/y-HII.

10. Peuentypnsrii 6mank ¢popmsl N 148-1/y-88 odopmisercs nmpu Ha3HaYSHUN:

1) HapKOTHMYECKMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX npenapatoB cnucka Il Ilepeuns B Buze
TPAHCAEPMAJIBHBIX TEPAIIEBTUYECKUX CHCTEM, HAPKOTHYECKUX JIEKAPCTBEHHBIX IpenaparoB cnucka [I
Ilepeuns, coxpepKalMX HApPKOTUYECKOE CPEACTBO B COYETAHUM C AHTAarOHMCTOM OIMOUJHBIX
pEeLenTopoB, ICUXOTPONHBIX JEKAPCTBEHHBIX NpenapaTos cinucka [II [Tepeuns;

2) JeKapCTBEHHBIX IpenaparoB, 00JalaloUIMX aHAOOJUYECKON aKTMBHOCTBIO (B COOTBETCTBHH C
OCHOBHBIM ()apMaKOJOTUYECKUM JAEHCTBUEM) U OTHOCSIUXCS IO aHATOMO-TEParneBTHUECKO-XUMUYECKOU
KJaccu(uKaluy, peKOMeH1I0BaHHOM BecemupHolt opranusanueit 3n1paBooxpanenus (nanee - ATX) <13>,
K aHabommueckuMm ctepougam (koa Al4A) (mamee - JeKapCTBEHHBIE TIpemapathbl, 00J1a/alolIne
aHa0OJIMYECKOM aKTUBHOCTBIO B COOTBETCTBHM C OCHOBHBIM (DapMaKOJIOTHYECKUM JIeHCTBUEM);

<13> Cratbs 18 ®enpepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpameHuu
JIEKApCTBEHHBIX CPEICTB i MeauuuHckoro npumeneHus" (Cobpanue 3akoHomarenbcTBa Poccuiickoit
®enepauun, 2010, N 16, ct. 1815; 2014, N 52, ct. 7540).

3) neKkapCTBEHHBIX IPENaparoB, YKa3aHHBIX B MyHKTe 5 [lopsaka oTmycka (U3MYECKHUM JIMIIaM
JIEKapCTBEHHBIX IPENapaToB JUIsl MEIULIUHCKOTO MPUMEHEHUS, COJEpKAIIUX KPOME MallbIX KOJIMYECTB
HapKOTHYECKUX CPEACTB, NCUXOTPOINHBIX BEUIECTB M HUX NPEKYpCOPOB Jpyrue (papMakoJOrHuecKue
aKTUBHBIE BEIIECTBA, YTBEPKICHHOIO MPUKa30M MUHHCTEPCTBA 3APaBOOXPAHEHUS M COLHUAIBHOIO
pasButus Poccuiickoit @enepauuu or 17 mas 2012 r. N 562n <14> (manee - Ilopsaok ormycka
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JIEKapCTBEHHBIX IIPENapaToB);

<14> 3apeructpupoBan MunucrtepctBom toctuuu Poccuiickoit ®enepanuu 1 urons 2012 r.,
peructpauronHslii N 24438, ¢  U3MEHEHMS MU, BHECEHHBIMU IpUKa3zaMu MWUHHUCTEpCTBA
3npaBooxpanenus Poccuiickoit ®epepaunu ot 10 wurons 2013 r. N 3691 (3apeructpupoBaH
MunucrepctBoM toctuniuin Poccuiickoit @enepanuu 15 urons 2013 r., peructpanuonnbii N 29064), ot
21 asrycra 2014 r. N 4651 (3apeructpupoBan MunucrepctBoM toctuiun Poccuiickoit ®enepaunn 10
centsaops 2014 r., perucrpanuonubii N 34024), ot 10 centsaops 2015 r. N 634n (3apeructpupoBaH
MunuctepctBoM toctuniuu Poccuiickoit @enepanuu 30 centsiops 2015 r., peructpannonasii N 39063),
ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBad MunuctepcTBoM roctuiinu Poccuiickoit denepanuu 9
sauBaps 2018 r., peructpaumonssiii N 49561).

4) nexkapCTBEHHBIX IPENapaToB HHAMBHUIYAJbHOTO HM3IOTOBJICHHUS, COJEP)KALIUX HAPKOTUYECKOE
CpeACTBO WU INcuxoTponHoe BemecTBo cnucka Il Ilepeuns, u apyrue ¢apMakonornyeckue akTHBHBIE
BEIIECTBA B [103€, HE IPEBBILAKIICH BBICUIYIO pa3OBYK 103y, M IPU YCIOBUH, YTO ITOT
KOMOMHUPOBAHHBII JIEKapCTBEHHBIH Ipernapar He SBIAETCS HAPKOTUYECKUM MJIM IICUXOTPOIHBIM
JIeKapCTBEHHBIM IpenapaToM cnucka Il [lepeuns;

5) JeKapCTBEHHBIX TIpenapaToB, IOJUICKANIUX MPEIMETHO-KOJMUYECTBEHHOMY y4eTy, He
MIEPEYUCIICHHBIX B MOAITYHKTaX | - 4 HACTOAIIETO MyHKTA (32 UCKITIOYCHUEM JICKAPCTBEHHBIX MPENapaToB,
OTITyCKaeMbIX 0€3 perenTa).

11. Peuentypnsiii 6s1ank popmbl N 148-1/y-04 (11) odopmisieTcss pu Ha3HAYEHUU JIEKAPCTBEHHBIX
[IpernapaToB rpaxJaHaM, UMEIOIUM MpaBo Ha OeclIaTHOE IMOJyYeHHE JIEKAPCTBEHHBIX MpEenapaToB MU
I0JIy4YEHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUJIKOM.

12. Peuentypusliii 61ank ¢popmsl N 107-1/y opopmisiercs npu Ha3HaAUECHUU:

1) nexkapcTBEHHBIX MpenaparoB, yKa3aHHbIX B NyHKTe 4 Ilopsiaka oTmycka JeKapCTBEHHBIX
[Ipenaparos;

2) nexapCTBEHHBIX MPENapaToB, HE YKa3aHHbIX B MyHKTax 9 - 11 nacrosiero [opsaka.

13. Ilpu Ha3HAuEHHUH JIEKAPCTBEHHOIO IpenapaTta WHAMBHUIYAIbHOTO M3rOTOBJIEHUS B peLENTe Ha
OyMa)XHOM HocuTene W (Miau) penente B (GopMe DBIEKTPOHHOTO JOKYMEHTa HAauMEHOBAHMUS
JIEKapCTBEHHBIX IpEenapaToB, BKIIOUYEHHBIX B IEpEUeHb JIEKAPCTBEHHBIX CPEIACTB Ul MEIUIMHCKOIO
NPUMEHEHHS, TOMISKAIINX IPEIMETHO-KOJIMUECTBEHHOMY yueTy <I15> (mamee - IekapcTBEHHBIE
npemnaparsl, BKItOYeHHble B nepeueHb 11IKVY), yka3piBatoTcsi B Hayaje pelenta, 3aTeM - BCe OCTaJIbHbIE
WHTPEIUCHTHI.

<15> IIpuka3z MunucrepctBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 22 anpens 2014 r. N
1831 "OO yTBepkKIEHHWU TIEepeyHsl JIEKAPCTBEHHBIX CPEACTB I MEAMIIMHCKOTO TMPUMEHEHHS,
MOJJIEXKAUX PEIMETHO-KOJMYECTBEHHOMY yueTy" (3aperucTpupoBaH MUHUCTEPCTBOM HOCTHIMH
Poccuiickoit @eneparuu 22 utons 2014 r., peructparuonssiii N 33210), ¢ u3MeHEHUSIMH, BHECEHHBIMH
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npukazamu MuHHcTepcTBa 31paBooxpanenust Poccuiickoit @enepanuu ot 10 centsOpst 2015 . N 634n
(3apeructpupoBan MuHnuctepctBoM tocturu  Poccuiickorr ®eneparuu 30 centsaops 2015 1.,
peructpanonusii N 39063), ot 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH MHHHCTEPCTBOM
rocturu Poccuiickoit @enepanuu 9 saBaps 2018 1., peructparuonnsii N 49561), ot 5 anpens 2018 r.
N 1491 (3apeructpupoBan MuHnucrepctBoM roctuuuu Poccuiickoit ®enepaunn 3 mas 2018 r.,
peructpanuonubiii N 50961), ot 27 utons 2018 r. N 4711 (3apeructpupoBad MUHHUCTEPCTBOM IOCTUIIMH
Poccuiickoit ®eneparuu 14 aBrycra 2018 r., peructpanuonusiii N 51885).

14. Tlpyn Ha3HAYeHUU JIEKAPCTBEHHOTO Mpernapara B pelente Ha OyMa)XHOM HoOcUTene W (W)
perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa 3alpellaeTcsi MPEBBIIATh KOJIMYECTBO HAPKOTUYECKUX
CPEACTB WM TICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM peIeNTe,
ycraHoBieHHoe npuioxkenueM N 1 k Hacrosimemy [lopsinky, 3a UCKITIOYEHHEM CIIy4aeB, YKa3aHHBIX B
nyHktax 16 u 25 nacrosimero Ilopsika.

15. Ilpn Ha3HA4YeHMHM JEKApCTBEHHBIX IIPENapaToB, BKIOUEHHBIX B nepedeHsb [IKY, nosa xoropbix
MIPEBBIIIAET BBICUIMI OJHOKPATHBIM MpuUeM, MEIAULHUHCKMM pabOOTHUK O0003HAYaeT 03y ATOro
JIEKapCTBEHHOI'0 TIpernapara B pelente Ha OyMaXXHOM HOCHUTENE IPOMUCBI0 C IPOCTABICHUEM
BOCKJIMIIATENIFHOTO 3HAaKa M (WMJIM) MPOCTABISET BOCKJIMIATEIBHBIA 3HAK MPH O(GOPMIICHHUH pEIenTa B
(opMe 3EKTPOHHOTO JJOKYMEHTA.

16. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX MpENapaTroB, BKIOUEHHBIX B nepedenb [IKY, npu
OKa3aHWU TIIalMEHTaM, HYXIAIOMUMCS B JUIMTEIBHOM JICUYCHHH, IEPBUYHOW MEIUKO-CAaHUTAPHOMN
MTOMOIIY Y MAJUIMATUBHOW MEIMIIMHCKON IMOMOIIY MOXKET OBITh YBEIUYCHO HE Ooyiee ueM B 2 pasa 1o
CPaBHEHHIO C KOJIMYECTBOM HAPKOTHYECKHX CPEJCTB MJIHM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh
BBIITMUCAHO B OAHOM PCUCIITC, YCTAHOBJICHHBIM ITPHUJIOKCHUEM N1k HaCcTOALICMY HOp?II[Ky.

B cnyuasx, npeaycMOTpeHHBbIX a03alieM NEepBbIM HACTOSILEro IMyHKTa, Ha pelenTax Ha OyMakHOM
HocuTene mpousBoauTcs Haanuch "llo crennanbHOMY Ha3HAYeHHIO", OTAEIBHO 3aBEpEHHAas MOANUCHIO
MEIUILMHCKOTO0 pabOTHHKA U IEYaThi0 MEIUIMHCKOM opraHu3zauuu "Jlis peuenToB", Ha peuenTtax B
dbopme DBIEKTPOHHOTO JOKyMEeHTa Tmpou3BoauTcsi orMerka "l[lo cmenuampHOMY Ha3HadyeHHIO" C
IIPOCTABJICHUEM YCHJIEHHON KBATU(UIUPOBAHHON 3JIEKTPOHHOM MOAMUCH MEAULIMHCKOTO PaOOTHHUKA.

17. CocrtaB JeKapCTBEHHOTO Mpemapara, JIeKapcTBeHHas ¢opma U oOpaleHrue MeIUIIUHCKOTO
paboTHUKa K apMalleBTUYECKOMY PabOTHHKY 00 OTIyCKe JIEKapCTBEHHOTO MpemnapaTa opopMIIIIOTCS Ha
JIJATUHCKOM A3bIKC B POAUTCIIBHOM ITaZICKE.

[Tpu ohopmiieHUH pelenTypHBIX OJIAHKOB JTOMMYCKAETCsl UCIIOIB30BaHNE COKPAIIEHUH (TIPUI0KEHUE
N 2 x Hacrosmemy [opsiaky).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOT'O IIpCIllapaTa HE HOOIYCKACTCA COKpPAIICHUC OJIM3KUX TIO
HAaUMCHOBAHUSAM HWHIPEAUCHTOB, COCTABJIAIOIINX J'IeKapCTBeHHI)II\/’I npernapar, HC MO3BOJIAIOIINUX
YCTaHOBUTD, KaKkoi UMEHHO J'ICI(E[pCTBCHHBIfI nperapaT Ha3HA4YCH.

18. Cnnoco0 mpuMeHeHHUs JIKapCTBEHHOTO Tpemnapara 0003Ha4aeTcsl ¢ YKa3aHUEM JI03bl, YaCTOTHI,
BPEMEHH TpHeMa OTHOCHTENHHO CHa (YTpOM, Ha HOYb) U €ro JUIUTEIHHOCTH, a IS JIEKapCTBEHHBIX
MpernapaToB, B3aUMOIEUCTBYIOIIMX C MUILEH, - BpEMEHH UX YIOTPeOJIeHNs OTHOCUTEIBHO MpUeMa MUIIH
(mo exnmbl, BO BpeMsi €1Ibl, ITOCIIE €]IbI).
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19. TIpn HEOOXOMMOCTH HEMEIJICHHOTO WM CPOYHOTO (B T€UEHHE ABYX pabouux IHEH) oTIycka
JIEKapCTBEHHOTO TIpernapara MalWeHTy B BEpPXHEH 4YacTW penenta Ha OyMaKHOM HOCHTEIE
MPOCTABISAIOTCS 0003HauYeHus "cito" (cpouno) unmum "statim" (HeMeIIeHHO). AHATOTUYHBIE 0003HAYCHUS
IPOCTABIISIOTCS B BUJIE OTMETOK IpU 0(OPMIICHUH pelenTa B popMe IEKTPOHHOTO JOKYMEHTA.

20. IIpu oopmieHnn Ha3HAYEHUSI TOTOBOTO JIGKAPCTBEHHOTO TpenapaTa B perente Ha OyMaKHOM
HOCUTENIe WM peuente B (opMe 3JIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOIIMX BEILECTB
YKa3bIBa€TCs B COOTBETCTBUM C MHCTPYKIMEH MO MEIUIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO
npernapara.

[Tpu odopmieHNM Ha3HAYEHUs JICKAPCTBEHHOTO MperapaTa WHIWBUIYaTbHOTO HM3TOTOBIICHUS B
perente Ha OyMa)XHOM HOCHUTEJE WM perente B (opMe JIEKTPOHHOTO JIOKYMEHTA KOJIMYECTBO TBEP/IbIX
U chimyunx (apmareBTHUecKux cyOctaHimii ykaspiBaercss B rpammax (0,001; 0,5; 1,0), xugkux - B
MUJUTHUIATPAX, TpaMMax M Karuisax.

21. Penentsl Ha OyMa)kHOM HOCHTEJNE, B (OpME 3JICKTPOHHOTO JIOKYMEHTA, OPOPMIICHHBIC Ha
penentypuoM Omanke ¢opmbl N 148-1/y-88 u mnpennasHaueHHbIE 7S OTIYCKa JIEKaPCTBEHHBIX
MpenaparoB, MPeyCMOTPEHHBIX MOAMYHKTamMu 2 - 5 yHkTa 10 Hacrosiero [lopsiaka, 1eldiCTBUTENLHBI B
TeueHue 15 qHel co mHA oopMIICHHS.

22. PenenTsl Ha OyMa)kHOM HOCHTEJIE, B (OpME IJIEKTPOHHOTO JOKYMEHTA, OPOPMIICHHBIC Ha
penentypuoM Onanke dopmbl N 148-1/y-04 (1) u mpegHa3zHAuYeHHBIE Al OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB rpaxjaaHaM, ykazaHHeIM B nyHKTe 11 Hacrosimiero I[opsinka, neiictBuTenbHb B TeueHue 30
IHEH co THA 0pOpMIICHHUS.

23. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (OpPME DIIEKTPOHHOTO JOKYMEHTa, OQOpPMIICHHBIE Ha
penentypuoM Onanke ¢dopmbl N 148-1/y-04 (1) u mpegHa3zHAuyeHHBIE Al OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB TpaXKaaHaM, JOCTUTIIUM TIEHCHOHHOTO BO3pacTa, WHBAIWJAM T[€PBOM  TPYIIIHI,
JEeTSIM-UHBAIUAaM, a TakKe Tpa)<JIaHaM, CTPaJaolUM XPOHHUYECKUMHU 3a00JIeBaHUSAMHU, TPEOYIOIIHUMHU
JUTUTEIIBHOTO KYPCOBOTO JICUEHUS, IEHCTBUTENbHBI B TeueHune 90 nHei co aHs opopMIIeHusI.

Jis nedeHHs XpOHMYECKMX 3a00JIeBaHUIM YKa3aHHBIM KaTeropusM TpakIaH JEeKapCTBEHHBIE
npenaparsl ¢ 0pOPMIIEHMEM PELENTOB HAa OyMa)KHOM HOCHUTENE MM PELENnToB B (hOpME AIIEKTPOHHOIO
JOKYMEHTa MOT'yT Ha3Ha4yaTbCsl Ha Kypc jgedeHus 10 90 quei.

24. Penentsl Ha OyMaXHOM HoOcUTeJ€, B (POpME 3JIEKTPOHHOTO JIOKYMEHTa, OPOPMIICHHbIE Ha
peuentypHoM Osanke Gopmel N 107-1/y u npegHa3HaueHHbIE AJIS OTIIYCKa JIGKAPCTBEHHBIX IIPENapaToB,
MPEAYCMOTPEHHBIX MYyHKTOM 12 Hacrosimiero [lopsinka, nelcTBUTENbHBI B TeueHue 60 gHEH co JHA
odopmiteHusl.

HpI/I Ha3HA4YCHUMW TOTOBBIX JICKAPCTBCHHBIX IIpCIapaTtoB W JICKAPCTBCHHLIX IIPCIIapaToB
WHIUBUAYAIEHOTO U3TOTOBJICHUS TMAlMEHTaM C 3a00JIeBaHUSIMH, TPEOYIOIMMHE JITUTETFHOTO KypCOBOTO
nedeHus1, ¢ opopMiieHneM Ha perentypHoM Omanke ¢opmbl N 107-1/y penenita Ha OyMaXHOM HOCHUTETIE
WK B opMe dIEKTPOHHOTO IOKYMEHTA YCTaHABIMBAETCS CPOK JEHCTBUS pelernTa B Ipe/esiax 10 OJJHOTO
KaJICHIApPHOTO TO/Ia.

B cnyuae ycraHOBIEHMsS cpoKa IEHCTBUS peleNTa B Ipelaeiax 10 OJHOIO roja B peLente
npocrasisiercss otMerka "[lo crenuanbHOMY HazHadeHMIO", 00O3HAuYaeTCsl CPOK JAECUCTBUS pelLenTa U
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MEPUOUYHOCTh OTIYCKa JIEKAPCTBEHHBIX MPENapaToB U3 alTeYHOW OPraHU3alUU WIA UHAUBUIYaTbHBIM
MpeANPUHUMATENIEM, UMEIOIUM JIMIICH3UI0 Ha (hapMarleBTUYCCKYIO JIeATeIbHOCTh <16> (eKeHeaenbHO,
€KEMECIYHO W HMHBbIE TEpHOjbl). J[OMONMHUTEIBHO 3TO YKa3aHHWE 3aBepsieTCs] MOIIMUCHI0O U TEeYaThbio
MEIUIIMHCKOTO pabOTHHKA, a TAaK)KE MeYaThi0 MEAUITMHCKON opranmu3aiuu "l peuentos" (a1 peuenta
Ha OyMa)KHOM HOCHTEJIC) WM YCHIICHHOW KBaTU(UIIMPOBAHHOMN AJIEKTPOHHOHN MOAMKUCHI0 MEAUIIMHCKOTO
pabOTHHKA M JIUIIA, YITIOJTHOMOYEHHOTO 3aBEPATh JOKYMEHTHI OT UMEHU MEIUIIMHCKON OpraHu3auu (1Jis
perenita B hopMe IMEKTPOHHOTO JOKYMEHTA).

<16> Ilynkt 47 wactu 1 crateu 12 ®enepanpHoro 3akoHa or 4 mag 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUKM OTHACIBHBIX BUIOB JnesarenbHOocTH (CoOpaHue 3akoHOmaTeNnbcTBAa Poccuiickoid
®enepamum, 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, cT. 4838; N 32, ct. 5116; N 45, c1. 6841; N 53, ct. 8424).

25. PenenThl Ha TNPOU3BOJHBIC OApOUTYPOBOW KHCIOTH, KOMOWMHHPOBAHHBIC JICKAPCTBCHHBIC
mpemnapaTsl, cojepaliue KOAeHH (ero coyu), MHble KOMOWHUPOBAHHBIE JICKAPCTBEHHBIE IpEnapartsbl,
MOJJICKALUE  IPEAMETHO-KOJIMYECTBEHHOMY  y4yeTy, JIEKapCTBEHHbIE IIpernaparsl, o00Jajaromiue
aHa0ONIMYECKOl aKTUBHOCTBIO B COOTBETCTBHHM C OCHOBHBIM (DapMaKOJIOTUYECKUM JACUCTBUEM, IS
JICYCHUS TTAIMEHTOB C XPOHUYECKUMU 3a00JI€BaHUAMH MOTYT 0OPMIIATHCS Ha Kypc JeueHus 10 60 qHei.

B nanHbIX ciyyasx B peuentax Ha OyMaXXHOM HocuTese mpousBoautcss Haamnuck "Ilo
CIENMANTBHOMY HA3HAYCHUWIO", 3aBEpEHHAs IOANKCHI0 MEIHIMHCKOTO pabOTHHKAa ¥ IIeYaThio
MeIMUMHCKOW opranu3auuu "Il peuentoB", penentax B (opMe 3JEKTPOHHOIO JIOKYMEHTa
npousBogutTcss ormerka "l[lo cmeumanpHOMY — Ha3Hau€HUIO', C  INPOCTABIECHUEM  YCHIJIEHHOU
KBAJIM(UIUPOBAHHON 3JIEKTPOHHON MOJINUCH MEIUIIMHCKOTO pabOTHHKA M JIMIA, YHOJIHOMOYEHHOTO
3aBepATh JOKYMEHTBI OT UMEHU MEAUIIMHCKON OpraHU3aliH.

26. Peuent Ha OyMaXHOM HocuTene, B (OpME 3IIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIH ¢
HapyILIEHUEM YCTaHOBJIEHHBIX HacTOsIUM [lopsakom TpeOoBaHUM, CUNTAETCS HEJIEHCTBUTEIIbHBIM.

Il. HasHayeHUe NekapcTBEHHbIX NpenapaToB Npu oKasaHUU
MeAWLIMHCKOMN NOMOLLU B CTaLUMOHAPHbIX YCIOBUSAX

27. Ilpu oka3aHUM NALUEHTY MEAMIMHCKOW IOMOIIM B CTAallMOHAPHBIX YCIIOBUSAX Ha3HAYCHHE
JIEKapCTBEHHBIX IIPENapaToB MPOU3BOAUTCA 0Oe3 oQopMileHHs pelenTa MEAUIMHCKUM pPaOOTHUKOM
€IMHOJIMYHO, 33 UCKIIIOUEHUEM CIIy4yacB, yKa3aHHbIX B IIyHKTe 28 HacTosAwmero [lopsaaxa.

28. CoryacoBaHue Ha3HAUEHUs JICKAPCTBEHHBIX IMpENapaToB C 3aBEAYIOIMIUM OT/ACICHUEM WJIN
OTBETCTBEHHBIM JICKYPHBIM BpayoM JIMOO APYTUM JUIIOM, YIIOJIHOMOYEHHBIM MPUKA30M TTIABHOTO Bpaya
Me,ZIHI.[HHCKOfI OpFaHI/ISaHI/II/I, a TaKXe, HpI/I HaJlM4uu", C BpaLIOM - KIMHUYCCKUM CbapMaKOHOFOM
HE00XO0/AUMO B CITydasix:

1) oIHOBpEMEHHOT0 Ha3HAUYEHUs ISATH U 0oJiee JIEKapCTBEHHBIX MPENapaToB OJJHOMY HaIlEeHTY;

2) Ha3HAYeHUs JICKApPCTBEHHBIX MpEnapaToB, HE BXOAIINX B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MpernapaToB <17>, MpU HETUIUYHOM TEYEHHHM 3a00JIeBaHUs, HATIUUYUU
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OCJIO)KHEHUH OCHOBHOTO 3a0ojieBaHMA M (WIM) COIYTCTBYIOIIMX 3a00JIeBaHUi, NpU Ha3HAUCHUH
JIEKapCTBEHHBIX IPENapaTroB, OCOOCHHOCTU B3aWMOJEHCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIMSAM 10 WX TNPUMEHEHHUIO TMPHUBOIAT K CHWKEHUIO S((EeKTUBHOCTH U 0E€30MacHOCTH
(bapmakoTepanuu U (WIK) cO34a0T MOTEHIHAIBHYIO ONTACHOCTD JUISl dKU3HHU U 3[J0POBbs NAIIUEHTA.

<17> Ilynkt 1 crarbu 60 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6 obparnieHun
nekapcTBeHHbIX cpeAcTB" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit @enepannu, 2010, N 16, ct. 1815;
2012, N 26, ct. 3446; 2014, N 52, cT. 7540).

B yka3zaHHBIX Cilydasx Ha3HAYeHHE JICKApPCTBEHHBIX MpenapaToB (PUKCHPYETCS B MEIUIIUHCKOM
JOKYMEHTAIlMU TAIlMeHTa ¥ 3aBepseTCs TOJIMUCHI0 MEIUIIMHCKOTO pPAOOTHHKA U  3aBEIYIOIIETO
oTJeneHreM (OTBETCTBEHHOTO JIeKYPHOTO Bpada WIIH IPYTOro YIOJTHOMOUYEHHOTO JIUIA).

29. MeauuuHCKUN paOOTHUK MEAUIMHCKOW OpraHu3aluu (€€ CTPYKTYpPHOIO MOJpa3/AeicHUs),
pacroyio)KeHHOH B CEJIbCKOM HACEIEHHOM IIYHKTE, OCYIIECTBISIET Ha3Hau€HHe JIeKapCTBEHHBIX
MperapaToB B CIIyYasx, ykazaHHbIX B myHKTax 28 u 30 Hacrosimero Iopsiika, eTMHOINYHO.

30. ITo PCUICHUIO Bpaqe6H0171 KOMHCCHUHU ITAaOMUCHTaM IIPHU OKa3aHUHU UM MeI[HHHHCKOﬁ IIOMOIIIK B
CTalMOHAPHBIX YCIOBUAX HA3HAYAIOTCA JICKAPCTBCHHBLIC IIpPCriapaTbl, HC BKIIOUYCHHLBIC B IICPCUCHDL
KHN3HCHHO HCO6XOI[I/IMLIX A BaKHEHIIHNX JICKApCTBCHHBIX IIpCIIapaToB, B CJIyda€ HUX 3aMCHbI H3-34d
I/IHIII/IBI/II[yaJII)HOf/'I HCIICPCHOCUMOCTH, I10 )KU3HCHHBIM IMOKAa3aHUSAM.

Pemenue Bpaue6HOI KoMuccuu (PUKCUPYeTCs B MEIUIUHCKON TOKYMEHTAIMY NallueHTa U )KypHaJe
BpaueOHOW KOMUCCHUHU.

31. B cnyuasx oOcinemoBaHMsl M JIEYEHUs TIpaXkJaHMHA B CTAlMOHAPHBIX YCIOBHSIX B paMKax
MIPEAOCTABIICHUsS] MEIWLIMHCKUX YCIYyr Ha BO3ME3JHOM OCHOBE 3a CYET JIMYHBIX CPEACTB TIpak/aH,
CPEICTB IOPUIMYECKHUX JIMII U HMHBIX CPEICTB Ha OCHOBAHMM [JOTrOBOpPa, B TOM 4YHUCJIE J0OroBopa
JNOOPOBOJIBHOTO MEIULMHCKOIO cTpaxoBaHusi <18>, eMy MoOryr ObITh Ha3HAY€Hbl JIEKapCTBEHHbIE
npenaparbl, HE BXOJMIIME B MEPEYCHb >XU3HEHHO HEOOXOJMMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX
MIpenapaToB, €CJIM X Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMHU ITOKa3aHUSMH.

<18> Ilocranosnenne [IpaBurenscrBa Poccuiickoit deneparuu ot 4 okTsa6ps 2012 r. N 1006 "O6
yTBepxkaeHun [IpaBun npenocTaBieHnss MEIUIIMHCKUMU OPTaHU3AlUAMHU TIATHBIX MEIUIIMHCKUX YCIyT"
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 2012, N 41, ct. 5628).

lll. HasaHayeHMe nekapcTBEHHbLIX NpenapaToB
npu oKasaHMU NEpPBUYHON MeAUKO-CaHUTaPHOW MOMOLLU, CKOPOM
MeAULIMHCKOW NOMOLUM U NansimaTuBHON MeAULUHCKOW NOMOLLM

32. Ilpu oka3aHWUM TEPBHUYHOM MEAUKO-CAHUTAPHOM MOMONIM W TAJUIMATUBHOM MEIUIIMHCKOW
MOMOIIM B aMOYJAaTOPHBIX YCIOBHUSX HA3HAYCHHE JIEKAPCTBEHHBIX MIPEMapaToB OCYIIECTBISIETCS
METUIIMHCKUM PaOOTHUKOM B CITydasX TUIMTUYHOTO TEUCHUS 3a00JIEBaHUS TAIMEHTA UCXOIS U3 TSIKECTH U
xapaktepa 3a001eBaHMs.
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33. Ha3naueHue JIEKapCTBEHHBIX MPEMapaToB IO PEIICHUIO BPaueOHONH KOMHUCCHM TPU OKa3aHUHU
NEpPBUYHON MEAMKO-CAHUTApPHOM MOMOIIM, MAJUIMATUBHOM MEAMLMHCKOW MHOMOLIM B aMOyJIaTOPHBIX
YCIIOBUSIX MIPOU3BOAUTCS B CIIYHasX:

1) OIHOBPCMCHHOI'O HAa3HAYCHUA OJHOMY IMALIMCHTY IIATH U boiee JICKApCTBCHHEBIX IIp€IIapaToB B
TCYCHHUC OJHUX CYTOK WJIM CBBIIIC ACCATHU HaMEHOBAaHUM B TCUCHUE OJJHOI'0O MECs11a,

2) Ha3HAYCHMS JICKAPCTBEHHBIX NPENapaToB MpPU HETHIIMYHOM TEUYEHUH 3a00JICBaHUS, HATUYUH
OCJIO)KHEHUH OCHOBHOTO 3a0ojieBaHMA M (WIM) COIYTCTBYIOIIMX 3a00JIeBaHUM, NpU Ha3HAUCHUH
JIEKapCTBEHHBIX IPEMapaToB, OCOOCHHOCTH B3aMMOJCHUCTBHS W COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKIHMSAM 10 MX MPUMEHEHUIO MPUBOIAT K CHMKECHHUIO YPPEKTUBHOCTH M OE30MACHOCTH JICUECHUS
HanyeHTa u (M) CO3AAI0T MOTEHIIMAIBHYIO OACHOCTD JUTS )KU3HU U 370pOBbs MAlMEHTA;

3) mNepBUYHOTO HA3HAYCHHS TAIMEHTY HAPKOTHYECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX
npernapaTtoB cnuckoB Il u Il Tlepeunst (B cayyae mpUHATHS PYKOBOAUTENEM MEIUIIMHCKON OpraHU3aiiu
penieHus: 0 He0OXOIMMOCTH COTJIACOBAHMS Ha3HAUYECHMS TaKUX JICKAPCTBEHHBIX MPENapaToB ¢ BpaueOHOU
KOMHMCCHEH ).

34. TloBTOpHOE Ha3HAYCHHE HAPKOTUYECKUX M ICUXOTPOIHBIX JICKAPCTBEHHBIX IIPENapaToB
cinuckoB II u III Tlepeuns mpou3BOAMTCS MEIUIIMHCKAM PaOOTHHUKOM CaMOCTOSTEIBHO IMAllMCHTaM C
BEIPOKCHHBIM OOJIEBBIM CHHJIPOMOM JIFOOOTO TE€HE3a, HApPYIICHHEM CHA, CYJOPOKHBIMH COCTOSIHHSIMH,
TPEBOKHBIMH paccTpoiicTBamMu, (HOOUSIMH, ICUXOMOTOPHBIM BO30YKICHHUEM.

35. Ilpu oxa3aHMM CKOpPOM MEAMIIMHCKOW ITOMOLIM JIEKApCTBEHHBIE IpernapaThl Ha3HAYaIOTCS
MEIULIUHCKUM paOOTHUKOM BBIE3HOM Opuraapl CKOpPOH MEIUIIMHCKONH MOMOIIM, MEIULUHCKUM
pabOTHUKOM MEIMIIMHCKOW OpraHW3ali MpHU OKAa3aHWW MEIUIIMHCKON IOMOIIM TpakIaHaM IIpU
3a00JI€BaHUSAX, HECUACTHBIX CIy4asX, TPaBMaxX, OTPABICHUAX U JPYTHX COCTOSIHUAX, TPeOYIOIIMX
CPOYHOTO MEAUIIMHCKOIO BMEIIATEIbCTBA.

IV. HasHa4yeHue nekapCTBEHHbIX NpenapaToB rpaxapaHam,
MMeloLWUM NpaBo Ha 6ecnnaTtHoe nony4vyeHue nekapCcTBEeHHbIX
npenapaTtoB UMK NoJly4YeHUe NieKapCTBEHHbIX NpenapaToB
CO CKMAKOW, NPU OKa3aHUN NepBUYHOMN
MeaUKO-CaHMTapHOM NOMOLLMU

36. Ilpu oka3zaHUM TEPBUYHONM MEAMKO-CAHUTAPHOW TOMOIIM Ha3HAYCHHE MEIUIIMHCKUM
pabOTHUKOM B COOTBETCTBHH CO CTaHJAPTaMU MEAUIIMHCKON OMOIIH <19> nekapcTBEHHBIX MPENaparos,
OTITyCKaeMBIX OECIUTaTHO WM CO CKHJIKOH, OCYIIECTBISETCS Ha peunentypHoMm Omanke ¢opmbl N
148-1/y-04 (;1) ¢ yueToM pa3BuTUs 3a00J€BaHUS, 0OCOOCHHOCTEH TeUEHUs OCHOBHOTO U COMYTCTBYIOILIETO
3a00JIeBaHNH CIIEAYIOIINM KaTeTOPUSIM TPaXKIaH:

<19> Ilynkt 4 uyactu 1 crateu 37 ®exnepanbHoro 3akoHa ot 21 Hoa6ps 2011 r. N 323-03 "O6
OCHOBax OXpaHbl 370poBbi TpaxkaaH B Poccuiickoit ®enepanuu" (CoOpaHue 3aKOHOIATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2018, N 53, ct1. 8415).

1) rpaknaHam, UMEIOIIMM IPAaBO Ha MOJYYEHHE IOCYAapCTBEHHOW COLMAIBHOM MOMOLIM B BHJE
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Habopa COIUANIBHBIX YCIYT, B COOTBETCTBUU C IIEPEYHEM JIEKAPCTBEHHBIX MPENapaToB Il METUIITHCKOTO
IIPUMEHEHHUs, B TOM YUCJIE JIEKAPCTBEHHBIX IIPENAPATOB I MEAULMHCKOIO IIPUMEHEHUs, Ha3HAYaeMbIX
10 PELICHUIO BpaueOHbIX KOMUCCUI MEUIIMHCKUX OpraHu3anuii <20>;

<20> Yacte 2 cratbu 6.2 @enepanpHoro 3akoHa or 17 wumrons 1999 r. N 178-®3 "O
rocygaapcTBeHHOM conuanbHoi momonu" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit denepanun, 1999,
N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165).

2) nunamM, OOIBHBIM reMouIne, MyKOBUCIIM030M, THIIO(GHU3apHBIM HAHU3MOM, OoJie3Hblo [ orme,
3JI0KaUY€CTBEHHBIMU HOBOOOPA30BAHUSAMHU JUM(POUAHOM, KPOBETBOPHOW M POJACTBEHHBIX MM TKaHEH,
PacCestHHBIM CKJIEPO30M, F€MOJUTUKO-YPEMUUECKUM CHHIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM
HayvajioM, Mmykononucaxapuno3om I, Il u VI tunos, nui nociie TpaHCIUIAHTALMK OPTaHOB M (MJIM) TKaHEH
B COOTBETCTBUH C IIEPEYHEM JIEKAPCTBEHHBIX MIPENAPaTOB, yTBEpKAaeMbIM [IpaBurenscTBoM Pocculickoit
Oenepanuu <21>.

<21> Yacte 7 crarbu 44 denepanpuoro 3akona ot 21 Hoa6ps 2011 r. N 323-03 "OO6 ocHoBax
OXpaHbl 310poBbs Tpaxngan B Poccuiickoit denepanmn" (CobOpanue 3akoHOAaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2016, N 18, c1. 2488; 2018, N 32, cT. 5092).

3) rpaxxgaHaMm, MMEIONIMM MPaBO Ha MOJyuYEHUE JIEKapCTBEHHBIX IpernapaToB OECIIaTHO MU
MOJTyYEHHUE JIEKAPCTBEHHBIX MIPENapaToB CO CKUIKOM 3a CYET CPEICTB OI0KETOB CyObekTOB Poccuiickoit
@Oenepannu, B cooTBeTcTBUU ¢ llepeunem rpynnm HaceleHUss W KaTeropuil 3a0oiieBaHUN, NpU
aMOyJaTOPHOM JIEYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEJCTBA M W3JCIUS MEAUIIMHCKOTO Ha3zHAYCHUS
OTIIyCKAIOTCs TO pelentaM Bpaueil OecrutatHo, u IlepeuHem rpynn HaceneHUs, MpU aMOyIaTOPHOM
JIEYCHUU KOTOPBIX JICKAPCTBEHHBIE CPEACTBA OTIIYCKAIOTCS MO perentaMm Bpaued ¢ S50-mporieHTHOU
CKUIKOM cO CBOOOAHBIX II€H, YTBEpPKIEHHBIMH TocTaHOBiIeHHeM [IpaButenbcTBa Poccuiickoit
®enepanuu ot 30 utonst 1994 r. N 890 <22>;

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

4) TrpaxaaHaM, CTPAJAIOIMIUM KU3HEYTPOXKAIOIMIMUMA W XPOHHYECKUMHU TMPOTPECCUPYIOITUMU
penkumu (ophaHHBIMH) 3a00J7€BaHHUAME, TPUBOISIIMMU K COKPAIICHUIO MPOJOIKUTEIBHOCTU KU3HU
TPpaKJaH U UX UHBAIUIHOCTH <23>.

<23> IlocranoBnenue IlpaButensctBa Poccuiickoit denepanuum ot 26 anpens 2012 r. N 403 "O
nopsake BeaeHUs PenepallbHOrO perucTpa Jull, CTPaJaloUINX >KU3HEYTPOXKAIOIUMU U XPOHUYECKUMHU
MIPOrPECCUPYIOIUMHU  peAKUMHU  (ophaHHBIMM) 3a00J€BaHUSIMHM, NPUBOISAIIMMU K COKpAIIECHHUIO
MPOAOIDKUTETLHOCTH KU3HU TPAKAAH M UX MHBAJIMIHOCTH, U €ro peruoHanbHoro cermenta’ (CoOpanue
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3akoHoarenscTBa Poccuiickoit denepanuu, 2012, N 19, ct. 2428; N 37, ct. 5002).

[Ipu odopmienun peuenta Ha Onanke ¢opmbel N 148-1/y-04 (1) Ha OyMaKHOM HOCHTENE
0(hOpMIISIOTCS JIBa SK3EMIUIAPA, OAWH M3 KOTOPBIX OCTAETCSl B alTEYHOW OpraHW3allud, BTOPOH - B
MEIUIMHCKON JOKYMEHTAIMH MAIeHTa.

37. HpaBo HasHaydaTh JICKAPCTBCHHBIC IpEIIapaThl rpaxaaHaM, MMCIOIIHWM IIpaBO Ha OecmuiaTHOE
MOJIYYCHHC JICKAPCTBCHHLIX NIPCIAPATOB UJIK IMOJTYYCHUC JICKAPCTBCHHBIX ITPLIIApaToOB CO CKHI[KOfI, TAKXC
HUMCIOT:

1) MmenuuuHCKHUE paOOTHUKH, paOOTAIONINEe B MEIUIIMHCKON OpraHU3alliy 10 COBMECTHTEILCTBY (B
mpezesiax CBOSH KOMIIETEHITNH );

2) MeaMUMHCKHE paOOTHUKM CTAallMOHAPHBIX OpraHMU3allil COLMAIbHOTO OOCIYKUBAaHUSA IPU
HQIMYUM JIMIEH3UM Ha OCYILECTBJIEHUE MEAMLMHCKOW JAeATeNbHOCTH <24>, mpeaycMmaTpHuBarollei
BBIIIOJIHEHUE paboT (OKa3aHUWE YCIYr) MO OKa3aHHUIO MEPBUYHON MEIUKO-CAaHUTAPHOM ITOMOIIM B
amMOyJIaTOPHBIX YCIOBUAX (HE3aBUCUMO OT BEJOMCTBEHHOH MPUHAJIEKHOCTH);

<24> Ilynktr 46 uvactu 1 crarbu 12 ®enepanbHoro 3akoHa ot 4 mag 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUHN OTACIBHBIX BHUIOB gaestenbHOcTH" (CoOpanue 3akoHomaTenbecTBa Poccuiickoit
®enepanuu, 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, cT. 4838; N 32, cT. 5116; N 45, c1. 6841; N 53, ct. 8424).

3) MenuuuHCKME paOOTHUKM MEAMLIUHCKMX  OpraHM3aluii, OKAa3bIBAIOIIMX IEPBUYHYIO
MEIMKO-CAaHUTAPHYI0 TOMOIIb, MOJABEIOMCTBEHHBIX (eepaibHbIM OpraHaM HCHOJIHUTEIbHOW BIACTH
WA OpraHaM MCIIOJHUTENbHOM BiacTu cyobekToB Poccuiickoit denepanmu;

4) uHIUBHAYyaJbHbIE MpPENNPUHUMATENN, OCYIIECTBIISIIOIIME MEIUIUHCKYIO JeSTEIbHOCTh |
BKJIIOYEHHbIE B PEECTpP MEIUIMHCKUX OpraHu3alui, OCYIIECTBISIOMIMX JEATeNIbHOCTh B cdepe
0053aTe€IbHOT0 METUIIMHCKOTO CTPaXOBaHUSI.

38. IIpu Ha3HaueHUU JIEKAPCTBEHHBIX MpENapaToB rpakJaHaM, UMEIOLIUM MPaBO Ha OecriaTHOe
MOJTydeHUE JIEKAPCTBEHHBIX IPENapaTOB WM TOJYYEHHE JICKAPCTBEHHBIX IMPENapaTroB CO CKHUIKOW, B
perienTe yKasbplBaeTcsi Homep TenedoHa, MO KOTOPOMY pAOOTHHMK AamnTeYyHOW OpraHu3aludd MpH
HE00XO0JIMMOCTH MOJKET COIJIacOBaTh C MEJUIIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOIO MIpernapaTa.

39. Ha3naueHne HapKOTHUYECKUX U MCUXOTPOIHBIX JeKapCTBEHHbIX Mpenaparos crnucka Il [lepeuns
(32 UCKITFOUEHHMEM JIEKapCTBEHHBIX MpPEnapaToB B BUAE TPAHCIECPMAIBHBIX TEPANEBTHUYECKUX CHCTEM, a
TaKXKe JIKapCTBEHHBIX MPENapaToB, COJECpPXKAIIUX HAPKOTHUECKOE CpPEACTBO B COYETAaHHM C
AQHTarOHUCTOM ONHMOWJHBIX PEIENTOPOB) TPaKIAaHAM, WMEIOIMM IpaBO Ha OECIUIaTHOE TOJIy4YeHHE
JIEKapCTBEHHBIX MpEenapaToB WM MOJYyYEHUS JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOU, OCYIIECTBIISETCS
Ha perentypHoMm Omanke ¢gopmbr N 107/y-HII, k koTopomMy DOMOTHUTEIHHO O(DOPMILSIETCS PELEeNT Ha
peuentypHoMm Omanke Gopmbl N 148-1/y-04 (;1) (B ABYX 3K3eMIuIApax npu opopMmiIeHUH Ha OyMaKHOM
HOCHTEJIE).
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40. Ha3HaueHue HapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB crnucka Il [lepeuns
B BHJE TPAHCAEPMAJbHBIX TEPANEBTUYECKUX CHCTEM, HApKOTMUYECKUX JIEKApCTBEHHBIX IPENapaToB
cinucka II Ilepeuns, copepkammx HapKOTHYECKOE CPEICTBO B COUETAHUU C AaHTAarOHUCTOM OIMOMIHBIX
pELeNTOpPOB, ICUXOTPOIHBIX JIEKapCTBEHHbIX mnpenapatoB cnucka III Ilepeuns, JekapcTBEHHBIX
IpernapaToB, BKIOYEHHBIX B iepedeHs 1KY, nexapcTBEHHBIX MpenapaToB, 001aJal0uX aHa00IMIeCcKoi
aKTUBHOCTBIO B COOTBETCTBUU C OCHOBHBIM (DApPMaKOJOTHMUECKUM JIeHICTBUEM, KOMOMHHPOBAaHHBIX
JIEKapCTBEHHBIX IIpErapaTroB, YKa3aHHbIX B mnoanyHkre 3 mnyHkra 10 nHacrosmero Ilopsnka,
IpeJHa3HauYCHHbIE JUI JICYEHUs I'pakJaH, UMEIOIUX [IPaBO Ha OecIIaTHOE MOJyYeHHE JIEKAPCTBEHHBIX
IIpenapaToB WM MOJy4YEHHUE JIEKApCTBEHHBIX MIPENAapaTOB CO CKUIKOM, OCYILIECTBIISETCS Ha pelenTypHOM
omanke Gopmbel N 148-1/y-88, Kk KOTOpOMY MOIOIHHUTEIBHO OGOPMIIIETCS PELENT Ha PelenTypHOM
6nmanke Gopmbl N 148-1/y-04 (1) (B ABYX dK3eMIUIsIpax mpu oGpopMIeHHH Ha OyMa)KHOM HOCHUTEIIE).

[Ipunoxenne N 1

k [lopsaky HazHaueHus
JIEKapCTBEHHBIX IMPEIMAPATOB,
YTBEPKICHHOMY IIPUKa30M
MuHHuCTEpPCTBA 3APaBOOXPAHEHUS
Poccuiickoit ®eneparuu

ot 14 suBaps 2019 1. N 4u

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB UM NCUXOTPOINHbLIX BELUECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OAQHOM PELEENTE

N MexayHapoiHOE ®dopma BeIITycKa U KonnyectBo
/1 | HEMaTeHTOBAHHOE HAaMMEHOBAHUE J03UPOBKA
HapKOTHYECKOTO U
TICHXOTPOITHOTO JIEKAPCTBEHHOTO
mpernapara
1 bynpenopdun + Hanokcon Tabnerku 60 TabieTox
CyOJTMHTBaJIbHBIE
0,2 mr + 0,2 mr (ynakoBka, kpaTHast N
20)
2 bynpenopdun PactBop s
ynpesopg LBOb A 30 ammyn
nHbeKnui, 0,3 mr/mi 1
(IWmpuI-TIOOUKOB)
MII
3 Bynpenopdun TpaHcaepManbHbIN
TUTACTBIPh
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35 MKr/4ac

52,5 Mxr/gac

20 macTeipeit

10 mnacteipeit

WHBEKIUH, pacTBOP JIJIs
MOJKOKHOTO BBEICHUS

10 mr/mur 1 M

70 MKr/49ac 5 macteipen
4 JluruapokoaeuH TabmeTku
MIPOJIOHTUPOBAHHOTO
NEUCTBUA
60 mr 40 TabieToK
90 mr 30 TabmeTox
120 mr 20 TabneTok
5 Mopdun PactBop miis

20 ammyn

(IWIpHUI-TIOOUKOB)

6 | Kogeun + Mopdun + Hockanun +
[TarmaBepun + Tebaun

PactBop nis
MTOAKOKHOTO BBEICHUS
0,72+5,75+2,7+
0,36 + 0,05 mr/mit 1 mn
144+115+54 +
0,72 + 0,1 mr/mi 1 M

20 ammyn

7 Tpumenepunnx Tabnerku 25 mr 50 TabneTok
8 Tpumenepuana PacTtBop miiga nHbEKIUI
10 mr/m 1 Mo 20 amryn
(WmpHI-TIOOUKOB)
20 mr/mi 1 mn
9 Mopdun TaGnerku (Karcysr)
MIPOJIOHTUPOBAHHOTO
JIEUCTBUSA
10 mr 180 Tabm. (xarmc.)
30 mr 60 Tabu. (karc.)
60 mr 40 tab:x. (karmc.)
100 mr 20 tab:. (karmc.)
200 mr 20 tab:. (karmc.)
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10 Mopdun Tabnerku
5wMr 100 Tabnerox
10 mr 100 tabnerox
11 Mopdun Kanmm nns mpuema
BHYTPE 4 pnakona
20 mr/min 20 mn
12 Mopdun PactBop s mpuema
BHYTPb (MOHO/03b1)
2 mMr/mi 5 mit 100 amrryi /3
6 Mr/mit 5 Mt 80 amrry /3
20 mr/mit 5 M 30 ammyn /3
13 Oxcukonon + Hanokcon Tabnerku
MIPOJIOHTUPOBAHHOTO
JIEUCTBUSA
SwMr+2,5wMr 100 TabaeTox
10 mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
14 | [IponmonundeHmnsToKCHITUINMI | TabJaeTku 3aleuHble 50 TaGIeTOK
€pUIUH 20 mr
15 deHTaHnn TpancnepmanbHas
TepaneBTUYECKas
cucreMa
12,5 mxr/gac 20 mmacTeipe
25 MKr/yac 20 nutacteipen
50 Mkr/gac 10 nmacteipen
75 MKr/4yac 10 nuacTeipent
100 mkr/gac 10 numacteipen
16 deHTaHuI Tabnetku
50 TabneTok
TTO/TbSI3BITHBIC
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0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 Mr
0,8 Mr
17 deHTaHuI Crpeil Ha3aJIbHBII
@nakon 50 MKr/m03a
2,0 M (10 no3) 24 jmakona
3,2 mi (20 no3) 12 ¢pmakonoB
5,0 mi (40 no3) 6 drakoHOB
®dnakoH 100 MKr/mo3a
2,0 M (10 mo3) 12 ¢hnakoHOB
3,2 mi (20 m03) 6 (rakoHOB
5,0 mi (40 no3) 3 ¢urakona
®nakon 200 MKr/mo3a
2,0 M (10 no3) 12 ¢pmakoHoB
3,2 mi (20 mo3) 6 (rakoHOB
5,0 mi (40 no3) 3 ¢akona
18 Byropdanon PacTBOp /1 MHBEKIAI 20 ammyn
2 mr/mn 1 mn
19 Han6ypun PacTBop 11 nHBEKINN
10 mr/mit 1 mn 50 ammyn
20 mr/min 1 mn 25 amnyn
20 denobapOuTaT TabneTkn
S5 mr
50 mr 50 Tabnerok
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100 mr

[Ipunoxenne N 2

k [lopsaky HazHaueHUS
JIEKApCTBEHHBIX MPEMapaToB,
YTBEP)KICHHOMY ITPHKa30M
MuHucTepcTBa 3[paBOOXpaHEHUS
Poccuiickoit ®eneparuu

ot 14 suBaps 2019 1. N 4u

CrpaBoyHO

PEKOMEHOOBAHHbIE K UCNOJIb3OBAHUIO COKPALLEHUA

NnPU OPOPMJIEHUUN PELIENTOB

Cokparnienue ITonHoe HanmcaHue IlepeBon
aa ana 110, IIOPOBHY
ac., acid. acidum KHCJIOTa
aer. aerozolum a’po30J1b
amp. ampulla amIrysna
aq. aqua BOJIA
aqg. purif. aqua purifikata BOJIa OYUIIICHHAS
but. butyrum Maciio (TBepaoe)
caps. capsula KaricyJsa
comp., cps compositus (a, um) CJIOKHBIN
D. Da (Detur, Dentur) Beinaii (mycth BbITAHO, MTyCTh
OyJIieT BbIIaHO)
D.S. Da, Signa Detur, Signetur Brigait, 0003Ha4b
[Tycts Oynet BbIAAHO,
0003HaYCHO
D.t.d. Da (Dentur) tales doses Beinaii (ITycts OynyT

BBIJIaHbI) TAKUE JT03bI
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dil. dilutus pas3BeIeHHbIH
Div. in p. aeq. Divide in partes aequales Paszenu Ha paBHbBIC YacTH
emuls. emulsio OMYJIbCHS
extr. extractum SKCTPAKT, BBITSIKKA
F. Fiat (fiant) [Tyctp 0Opa3zyercs
(oOpasyrores)
gran. granulum IpaHyJIbI
gt., gtt qutta, guttae Karuisi, Kariu
qgtt. peror. guttae peroralis KaIUTd [T TIPHEeMa BHYTPb
inf. infusum HACTOIl
in amp. in ampullis B aMITyJ1ax
in tab. in tab(u)lettis B TabJIeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0JIE€TKax C
IPOJIOHTHPOBAHHBIM
BBICBOOOXKIIEHUEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B TabJeTKax ¢

obductis IIPOJIOHTUPOBAHHBIM
BBICBOOOKIEHUEM,
HOKPBITBIX 000JIOUKOM
lin. linimentum KUIKas Masb
lig. liquor KHUJIKOCTh
lot. lotion JIOCHOH
m. pil. massa pilularum MWIIOJIbHAS Macca
membr. bucc. membranulae buccales IUICHKY 3aleYHbIe
M. Misce, Misceatur Cwmeraii (ITycts Oymer
CMEIIIaHO)
mixt. mixtura MHUKCTYpa
N. numero YUCJIOM
ol. oleum Macio (GKUIKOe)
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past. pasta rnmacra
pil. pilula, pilulae IIAITEOJIS, TTHJTFOJTA
p. aeq. partes aequales paBHBIE YACTH
ppt., praec. praecipitatus OCaXKICHHBII
pulv. pulvis MTOPOIIIOK
g.s. quantum satis CKOJIBKO TIOTpeOyeTcs,
CKOJIbKO HAaJI0
r., rad. radix KOpEHb
Rp. Recipe Bosbsmu
Rep. Repete, Repetatur [ToTopu (Ilycts Gyner
MTOBTOPEHO)
rhiz. rhizoma KOPHEBHUIIIC
S. Signa, Signetur O06o03Hausb (ITycts Oyzmer
0003Ha4Y€EHO)
sem. semen ceMs
simpl. simplex POCTOM
Sir. sirupus CHpOII
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp IS IPHEMa BHYTPb
spr. spray cripei
Spr. nas. spray nasale CIIpel Ha3aJIbHbIN
supp. suppositorium cBeua
susp. suspensio CYCIIEH3Hs1, B3BECh
tabl. tab(u)letta TabJeTKa
t-ra, tinct. tinctura HacToHKa
STT Systemata Therapeutica TpaHcAepMalbHas
Transcutanea TepaneBTUYECKas CHCTeMa
ung. unguentum Ma3hb
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vitr. vitrum CKJISTHKA

[Ipunoxenne N 2

K IIpUKa3y MUHHCTEpCTBA 3/paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 14 auBaps 2019 r. N 4n

®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/y

MUHMCTEPCTBO 30PaBOOXPAaHEHUA Kon dopmer no OKYI

Poccurickon demepaumn Kon yupexnenmua no OKIIO
MenuumvHCKass IOOKYyMeHTalMsa

HamMmeHoBaHMe (WTaMIl) dopma N 107-1/y

MeIMLUMHCKOM OpTaHu3alumn YTBepXIeHa IIPpMKa30M
MuyHMCTEepCTRa 3OPaBOOXPAaHEHUS

HamMeHOBaHMe (wTamil) Poccurickon denmepauum

VHOVBUOYAJBHOTO NPEeINPpUHMMAaTEN S or 14 supaps 2019 r. N 4H

(ykazaTb ampec, HOMEP M IaTy JULEeH3UM,
HaMMEHOBaHME OpTraHa TOCYyIapCTBEHHOM
BJIACTM, BBIOABIETO JIMLEH3UII)

PELEIT
(B3pOCJIBEM, IOEeTCKMM — HYXHOE [NOINUEPKHYTH)
" " 2 O .
daMmnIMsa, MHMLMAJE MMEHM M OTUecTBa (IocjienHee — IIPM HaJIMUUM)
nauMeHTa
JaTa poxneHmUsa
damMmma, MHMLMAJE MMEHM UM OTUuecTBa ([NocjenHee — IpPpM HaJUUUM)
Jleyamero Bpauda (denbnumepa, akxkyuLepKu)
py6. |xon.| Rp.
py6. |xon.| Rp.
py©.|xomn.| Rp.
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Mopnuce M.II.
¥ IeuvaTh JeuameIro Bpauda
(nomnmucek oGerybnmepa, aKylepKM)

Peuent mevicrBuTesieH B TeueHume 60 mHem, mo 1 rToma ( )
(HyXHOEe MNOOYEPKHYTH) (ykazaThb KOJIMUECTBO
MecCcslLeB)

ObopoTHas CTOpPOHAa

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOTO
rpernapara 1o peueHuo BpayeOHon
KOMUCCHUH

IIpuroroBun [Iposepui Otnyctun

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

MMHMCTEPCTBO 3OPaBOOXPAaHEHMUS

Poccuiickor demepaumu Kon dopmer mo OKYI 3108805
MemuumMHCKAsS OOKYMEHTAalLMs
HammMeHnoBaHme (mTamrl) dopma N 148-1/y-88
MEeIOMUMHCKOM OpTraHM3aluumn YTBepXIOeHa NPpMKa30M
MyHMCTEepCTBa 30PaBOOXPaHEHUS
HammMeHOBaHMe (WTaMIl) Poccurickon demepauum
VHIMBUAYAJIBHOTO MNPEenNpMHUMATES or 14 suBapsa 2019 r. N 4=

(ykazaTh azmpec, HOMEep M IaTy JMLEeH3UM,
HalMeHOBaHME opraHa I'OCYyIapCTBEHHOMU
BJIaCTM, BBIOABIIEIO JIMULIEH3MIO)

rararar rarararar
Cepmusa N
LiL 4L dL LiL 4L dLdL d
PELUEIT v 20 T.
(naTa obopMIeHMS pelernTa)

(B3pPOCIBIN, IOEeTCKMM — HYXHOE IIOOUEPKHYTH)
CDaMI/LJ'H/IF[, VMHMLOMAJIBL MMEHM M OTUeCTBa (nocne;:[Hee - IIpun HaJ'H/IEU/H/I)
rnaumyeHTa
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>
"O6 yTBepKICHUH HOPsIKa Ha3HAYEHNUS JTeKapCTBEHHBIX IIPENapaToB, (HopM
PELEnTypHBIX...

Jlara coxpanenus: 25.07.2019

JaTa poxmeHMda

Anpec MecTa XKMTEeJIbCTBa i N MeIMUMHCKOM KapTEL aM6ynaTopHoro InanumMeHTa,

IIoJiydJanmero MeIMIIMHCKYI IIOMOIEb B aM@yﬂaTOpHHX YCIIOBUAX

daMmaMsa, WVHULIMAJE MMEHM M OTUuecTBa (mocjienHee — NOPY HaAJWMUUMN)
Jlevamero Bpada (denbnumepa, akyuLepKu)

[lognmuce ¥ MnevaTh Jedalero Bpauda M.II.
(momnmuch Qernbraumepa, akyllepKu)

PeuenTt mericTBUTEJIEH B TeueHue 15 mHen

OBbopoTHasa CTOPOHAa

KOMUCCHHU

OtMmeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 1o pereHHIo BpayeOHOM

[Ipurorosun [Iposepui Otnyctun

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

MMHMCTEPCTBO 3IOPaBOOXPAaHEeHUsA YTBEPXIEHA
Poccurickon demepauum NprKas3oM MMHMCTEPCTBa 3IPaBOOXPAaHEHMA
Poccurickon demepalun

or 14 suBapsa 2019 r. N 4H
MTaMn
Konm
MeIOMUMHCKOM OpTraHM3aluumn

T T 1 11
www.consultant.ru Crpannna 26 u3 39

HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

Ipuxa3 Munzapasa Poccuu ot 14.01.2019 N 4u To e enocrapnen KonceyisrantlLioc
"O6 yTBepKICHUH HOPsIKa Ha3HAYEHNUS JTeKapCTBEHHBIX IIPENapaToB, (HopM KyMEHT Tpe/OCTaBICH Y 1
Jlara coxpanenus: 25.07.2019

PELENTYPHBIX...

Tamn
Kon

VHIOIVBUOYAJIBHOT'O IIPEenlIprMHMMaTEeIJIA

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)

Kon Kon Hcroununk puHAHCUPOBAHHUS: % OIIaTHhI:
KaTeropuu | HO30JIOTMYECKOU (mOq4epKHYTD) (MO4epKHYTD)
rpaxaad | ¢opmsl (mo MKB)
1. denepabHBINA 01O KET 1. becmmatao
2. bromxer cyobekTa Poccuiickoit 2.50%
denepauun

3. MyHuIMnaabHbIi OI0KET

PELEIT Cepus N IOaTa obopmiieHMS: 20 .

daMUIMA, MHULMAJE MMEHM UM OTUYeCcTBa
(nocnenHee - IpPM HaJMUUM)
[IaueHTa

JaTa poxneHmsa
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IIpuka3z Munszapasa Poccun ot 14.01.2019 N 4u

Joxyment npenocrasner Koncynprantllntoc
"O6 yTBepKICHUH NOPsIKa Ha3HAYEHNUS IeKapCTBEHHBIX MIPENIapaToB, ()OPM PELEHTYPHBIX...

Jlara coxpanenus: 25.07.2019

CHUMIIC

N nonuca
00513aTEJIbHOIO
MEIULMHCKOIO
CTpaxOBaHMS:

HoMep MeIOMUMHCKOM KapTH nanuMeHTa, [oJiydawnmero MeIULMHCKYI IoMoue B
aMOyJIATOPHEX YCJIOBUAX

daMmiMsa, MHULOMAJIE MMEHM M OTduecTBa (IocjiefHee — IIPM HaJIM4UM)

Jleyamero Bpada (denbnumepa, akyLepKu)

Py6. Komn. Rp:
D @
vee eee ... Signaz... oo L. ..

[Tognmucek M NeyaThk Jiedamero Bpada M.II.
(moponmuch Qerspamepa, akyllepKu)

Peuent newvcrBuTeJeH B TeueHue 15 pgHem, 30 nuemt, 90 nHen
(HyXHOEe TOIUYEepPKHYTH)
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Ipuxa3 Munzapasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKICHUH HOPsIKa Ha3HAYEHNUS JTeKapCTBEHHBIX IIPENapaToB, (HopM
PELENTYPHBIX...

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 25.07.2019

OTnyiieHo no peuenry: ToproBoe HaMMEHOBAHUE U JI03UPOBKA:
Ilara ormycka: " " 20 . Komnunuectno:
[TpuroroBuit: [IpoBepuir: OtmycTut:

Kopemok penentypHoro 61anka Cnoco6 npuMeHeHus:
----------------- [IponoKUTENBHOCTD THen

HaumenoBanue JICKAPCTBCHHOTI'O IIpfIiapara:

HOSI/IpOBKaZ KommuectBo IMPpUEMOB B IICHDb: pas

Ha 1 npuewm: er.

OBbopoTHasas CTOpPOHA

OTMeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
rpernaparta 1o peueHuo BpayeOHon
KOMUCCHUH

IIpurorosuin IIposepui Otnycrun

[Ipunoxenne N 3

K IIPUKa3y MUHUCTEPCTBA 3/IpaBOOXPAaHEHHUS
Poccniickoit ®enepanun

ot 14 suBaps 2019 1. N 4u

NnoPAOOK
ODPOPMITIEHUA PELENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE MNMPEMNAPATDI,
UX YYETA N XPAHEHUA
www.consultant.ru Crpannna 29 u3 39

HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

Ipuxa3 Munzapasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKICHUH HOPsIKa Ha3HAYEHNUS JTeKapCTBEHHBIX IIPENapaToB, (HopM
PELENTYPHBIX...

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 25.07.2019

l. OchopmneHue peuenta Ha 6yMmaHOM HocuTene

1. Ha peuentypnsix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B 1eBOM BepXHEM
YIIy MPOCTaBISETCS INTaMIT MEAMIIMHCKOW OpPTaHM3allii C YKa3aHHEeM €€ HAaMMCHOBaHUWs, ajapeca |
TenedoHa.

JlonoHUTEIbHO Ha penentypHoM Onanke ¢Gopmbl N 148-1/y-04(;1) mpocTaBisieTcss KOJ
MEIUIMHCKOW OpraHu3allid B COOTBETCTBUU € OCHOBHBIM TOCYJAapPCTBEHHBIM PErUCTPALIMOHHBIM
Homepowm (nanee - OI'PH).

Cepusi penentypHoro Omanka ¢dopmbl N 148-1/y-04(1) Brumrodaer kox cyowbekta Poccmiickoit
denepanuu, COOTBETCTBYIONMUN IBYM TiepBbIM mudpam OOIIepocCHiicKoro KiaccuukaTopa 00beKTOB
aJIMMHHUCTPATUBHO-TEppUTOpHaNIbHOTO nenenus (ganee - OKATO).

Paspemaercs mn3roraBnuBarh penentypHbiii 61aHK (opmbr 107-1/y ¢ MOMOIIBI0O KOMIBIOTEPHBIX
TEXHOJIOTUH.

2. Ha penentypubix OsaHkaX, O(OPMISEMBIX HHIMBUIYaJbHBIMU NPEIIPUHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0 HAa MEIULMHCKYIO JIeATeIbHOCTh, B BEPXHEM JIEBOM YIUIy THIOIpa@CKUM
CIOCOOOM WJIM TyT€M NPOCTABICHHS INTaMIla JODKEH OBITh yKa3aH aJapec WHAWBHIYaTbHOTO
IIpEeAIIPUHUMATENS, HOMEP W Jara JIMIEH3MM, HAauMEHOBAHME OpraHa TOCYJapCTBEHHOW BIACTH,
BBIJIaBLIETO JIULEH3HIO.

3. Peuentypusie Onanku dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) 3anmonHsoTCA
MEIUIIMHCKUM pa0OTHUKOM pa300pUuBO, YETKO, YSPHUIIAMH HITU MAPHUKOBOU PYIKOM.

4. Jlomyckaetcs oopMiIeHHe BCeX PEKBU3UTOB (3a MCKIIOYeHHeM pekBusuTa "l[loanuce neyaiero
Bpaua (moamuch (enbamepa, akymepku') penentypHbix OnaHkoB ¢opmbl N 107-1/y, ¢opmber N
148-1/y-88 u popmbl N 148-1/y-04(;1) ¢ ucroab30BaHUEM MEUYATAIOLIUX YCTPOHCTB.

5. Odopmnenune peuentypusix OmankoB ¢opmbl N 148-1/y-04(;1) Brimodaer 1uudpoBoe
KOJMpPOBaHUE.

[{u¢ppoBoe KoAMpPOBaHKE YKA3aHHBIX PELIENITYPHBIX 0JIAaHKOB BKJIIOYAET:

1) kox memunuHckoit opranuzaiuu (OI'PH) mnm kxoj MHAMBUAYallbHOTO NpEeANpPUHUMATENS B
cOoOTBETCTBUM ¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHIUBUAYATbHOIO
npeanpunumarens (naiee - OI'PHUIL), npocTasnsiemMblii Ipu U3TOTOBICHUH PELIENITYPHBIX OJIaHKOB,;

2) KOJ KaTeropuMu TpaxJaH, MMEIOIIMX IMPaBO Ha IMOJIyY€HHE JIEKApPCTBEHHBIX IPENapaToB B
COOTBETCTBHH CO cTatbeit 6.1 denepanbHoro 3akona ot 17 uronst 1999 r. N 178-®3 "O rocynapcTBeHHOM
couuaigbHOW momomu" <1>, u KoJ Ho3o0yorHyYecKor (opMbl 1Mo MexayHapoAHONW CTaTHCTUYECKOU
knaccupukanuu 6onesnert (nanee - MKDB), 3anmonHsieMble jedaluM BpayoM IyTeM 3aHECEHUS KaxKaoH
uupsl B MycThle SUEHKH, TPU TOM TOUKA IMPOCTABISETCS B OTACIBHOM siueiKe;
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<1> Cobpanue 3akononarensctBa Poccuiickoit eneparuu, 1999, N 29, cr. 3699; 2009, N 30, cr.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormerka 00 ucrouHuke (uHaHCUpoBaHHs ((enepanbHbii OrKeT [1], OMOKET CyOBEKTa
Poccwuiickoit @enepanuu [2], MyHHIMIIATBHBIA Or0KeT [3]) M mporeHTe ormiaThl perenta (OecriaTHO
[1], 50% [2]);

6. B peuentypnsix O1ankax ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "damunus,
MHHULMAIBl MMEHM M OTYeCTBa (IOCIEJHEE - TPH HAIWMYMHM) IalUeHTa" YKa3bplBAlOTCA (aMuius,
MHUIMAJIBl MMEHU M OTYeCTBA (TIPU HAJMYUH) NAIIUEHTA.

7. B peuentypubix Omankax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) B rpacde "Iata
pOXKIeHHS" yKa3bIBACTCS J1aTa POKICHUS MAIMEeHTa (YUCII0, MECSIIL, TO).

JomnonaurensHoO B peuentypHbix 6mankax ¢opmel N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 10 1 roxa B rpade "JlaTa pokaeHus" yKa3pIBaeTCsl KOJIMYECTBO MOJHBIX MECSIIEB.

8. B peuentypusix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUIIC" u "N mnonuca
00513aTeTLHOTO  MEIUITMHCKOTO CTPaXxOBaHUA" YKa3bIBAIOTCS CTPAXOBOW HOMEP WHIUBUAYAIBHOTO
nuneBoro cyera rpaxaanuHa B [lencuonnom ¢oune Poccuiickoit @enepanuu (CHUJIC) (mpu Hammauun)
¥ HOMEp T0JIHca 0053aTeTbHOTO METUIITHCKOTO CTPaXOBAHHUS.

9. B peuentypubix 6mankax ¢opmbel N 148-1/y-88 B rpade "Anpec MecTta KUTEIbCTBA UM HOMED
MEIUIUHCKOW KapThl MAMEHTa, MOJIYYalonIero MEIUIUHCKYI0 TOMOIIb B aMOyJaTOPHBIX YCIOBHUSX'
yKa3bIBaeTCsl aapec MecTa JKUTENIbCTBAa (MecTa NpeObIBaHMS WM MecTa (PAKTUYECKOTO MPOKHBAHUS)
MaleHTa WM HOMEpP MEIUIIMHCKOH KapThl NalHMeHTa, MOJYYalomero MEIUIMHCKYI0 IOMOIIh B
aMOYJIaTOPHBIX YCIOBUSAX <2>.

<2> TIpuka3z MuHuctepcTBa 31paBooxpanenust Poccuiickoit ®enepaunu ot 15 nexabps 2014 r. N
8341 "OO yTBepKIeHUM YHU(PUIMPOBAHHBIX (OPM MEAMIIMHCKOW TOKYMEHTAllUH, HCHOJb3YEMBIX B
MEIUIMHCKUX OPTraHU3alMsIX, OKa3bIBAIOIIMX MEAMLMHCKYIO MOMOIIb B aMOYJIAaTOPHBIX YCIOBHSX, U
MOPSIIKOB 10 MX 3arojHeHuIo" (3apeructpupoBan MuHucTepcTBOM roctuiinu Poccuiickoit deneparun
20 despans 2015 r., peructpaunonHsii N 36160), ¢ un3MEHEHHSIMH, BHECEHHBIMH IPUKA30M
MunuctepctBa 3apaBooxpanenust Poccuiickoit deneparun ot 9 suBaps 2018 r. N 2 (3apeructpupoBan
MunucrepctBom roctunun Poccuiickoit @enepanyuu 4 anpens 2018 r., peructpaunonsslii N 50614)
(manee - mpuka3 N 834H).

B penentypubix 01ankax ¢popmbl N 148-1/y-04(1) B rpade "Homep MeAUIIMHCKO# KapThl MAIMEHTA,
MOJTYYaroIIero MEeJUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBHX" YKa3bIBA€TCS HOMEP METUIIMHCKOMN
KapThl MAIMEHTa, MOJIyYaolero MEJUIIMHCKYIO TOMOIIh B aMOyJIaTOPHBIX YCIOBHUAX <3>.

<3> IIpuka3 N 834H.

10. B rpade "®amunus, nHUIIMAIBI KMEHH U OTYECTBA (ITOCIIEIHEE - TP HAJIMYKH) JIeYalllero Bpaya
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(penpamepa, akymepku)" peuentypusix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04()
PYYHBIM CIIOCOOOM WJIM C TIOMOIIBIO IITamIla YKa3bIBAIOTCS (aMMInsi, MHUIHAAIBI UMEHH M OTYEeCTBa
(mocnexHee - MpHU HAIMYMK) MEIUIIMHCKOTO paOOTHHMKA, HA3HAUMBIIETO JICKAPCTBEHHBIC MpEnapaThl U
0(hOpMHBIIETO PEIIETIT.

11. B rpade "Rp" peuentypusix OmankoB ¢Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
yKa3bIBaeTCS:

1) HauMeHOBaHUE JIEKAPCTBEHHOTI'O Npenapara (MeX1yHapOJIHOE HENaTEHTOBAHHOE HAUMEHOBAHUE,
IpYNIIMPOBOYHOE WJIM XMMHUYECKOE HAaWMEHOBAaHUE, TOPrOBOE HAaMMEHOBAaHHE) Ha JIATUHCKOM S3BIKE,
¢dopma BBIITyCKa, T03UPOBKA, KOJTHYECTBO;

2) cmoco0 TpUMEHEHHUs JICKapCTBEHHOI'O IIpernapara Ha TOCYAapCTBEHHOM s3bIke Poccuiickoit
@enepanuy WIM Ha ToCyAapCcTBeHHOM s3bike Poccuiickoit denepanuu M TrOCyIapCTBEHHOM  SI3BIKE
pecnyOIIMK U UHBIX si3bIKax HapoaoB Poccuiickoit denepannu <4>.

<4> Yactp | crateu 15 3akona Poccuiickoit ®eneparuu ot 25 oktsiops 1991 r. N 1807-1 "O
s3pIkax HapoaoB Poccuiickoit @epepannu" (Begomoctu cbe3na Hapoansix naemnyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOmareiancTBa Poccuiickoii
deneparun, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

12. ITpu oopmIieHNH pelenTypHBIX OJIAHKOB 3aIpeIIaeTcss OTPaHNYUBATHCS OOIUMHU YKA3aHUSMH,
HarpuMmep, "Bayrpennee", "U3BecTHO".

13. Peuent, odopmieHHblii Ha peuentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), mogmuchIBaeTCs MEAUIIMHCKUM PAOOTHIUKOM U 3aBEPSETCS €ro MeyaThlo.

Penient, opopmiennsiii Ha penentypHoMm Onanke ¢opmbl N 148-1/y-88 u ¢popmer N 148-1/y-04(m)
JIOTIOJIHATENBHO 3aBEPSAETCS MEeYaThi0 MEAUIIMHCKON opranu3anuu "l peuenrtos”.

14. Ha onHOoM penenitypHOoM Ostanke ¢opMbl N 148-1/y-88 u dpopmer N 148-1/y-04(:) paspenraercs
OCYIIECTBIISATh HA3HAYCHHUE TOIBKO OJTHOTO HAMMEHOBAHUS JIKAPCTBEHHOTO TIperapara.

Ha omnom peunentypHom Omanke ¢opmbel N 107-1/y paspemiaercsi OCYIIECTBISTh Ha3HAYEHUE
TOJIBKO  OJHOTO HAaMMEHOBaHUs JIEKapCTBEHHOTO Ipemnapara, ortHocsmerocas 1o ATX k
aHTUIcUxoTuyeckuM cpeactsaM (ko NOSA), ankcuonutukam (kox NOSB), CHOTBOPHBIM U CeTaTUBHBIM
CpeAcTBaM (xon  NO05C), AHTHUJIETIPECCAHTAM (xon  NO6A) U HE  MOJJIEXKAIIETO
[IPEIMETHO-KOJIMYECTBEHHOMY YU€TY, U 10 TPEX HaUMEHOBAHUI JIEKApCTBEHHBIX IPENapaToB - sl HHBIX
JIEKapCTBEHHBIX NIPENApaTOB, HE OTHECEHHBIX K BbllIeyKa3aHHbIM ATX.

15. UcnpaBnenus B peiente He T0MyCKartoTCsl.

16. ITpu oopmiiernn penentypHsix 01ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn) Ha
JIEKapCTBEHHBIE TMperapaThl, Ha3HAYCHHbIE TI0 pEIICHWI0 BpadyeOHOW KOMHCCHHM, Ha 000poTe
pelenTypHoro OJaHKa CTaBUTCS CelManbHas OTMETKa (IITam).
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17. Ha penenrtyprom 6manke ¢popmsl N 148-1/y-04(i1) BHU3Y UMeeTCS JIMHUS OTPBIBA, pa3Aesatomas
peLenTypHbIi OJIaHK U KOPEIIOK.

Kopemok ot pernenta, opopMIEHHOTO Ha YKa3aHHOM pPELENTypHOM OJIaHKE, BBITACTCS MAIUEHTY
(ero 3aKOHHOMY MPEJICTAaBUTENIO) B AaNTEUHOM OpraHu3allM, Ha KOpEIIKe JeJaeTcsi OTMETKa O
HaMMEHOBAHMHM JIEKAPCTBEHHOTO Mperapara, J03UpOBKE, KOJIMYECTBE, CIOCO0E MPUMEHEHUS.

18. Odopmienue cHenuanbHOrO peHenTypHOro OJaHKa Ha HApKOTHYECKOE CpEeICcTBO U
MICUXOTPOITHOE  BEIIECTBO  OCYIIECTBISIETCS B  COOTBETCTBUM € NpUKa3oM MUHHCTEpPCTBA
3napaBooxpanenus Poccuiickoii ®@enepanuu ot 1 aBrycra 2012 r. N 54n "OO6 yrBepkaeHuu GHopmbl
OJIaHKOB PEIENTOB, COACPKAINUX HA3HAYCHHE HAPKOTHYECKUX CPEIICTB WM TICHUXOTPOIHBIX BEIIECTB,
MOpSAKA WX W3TOTOBICHUS, PACHpPENCNICHUs, DPETUCTpAllMU, Y4eTa U XpaHEHHs, a TaKkKe MpaBuil
oopmrnenus" <5>.

<5> 3apeructpupoBan MunuctepctBoMm toctuniuu Poccuiickoit @enepaunu 15 asrycra 2012 r.,
peructpaurondeii N 25190, ¢  u3MeHEHMSIMH, BHECEHHBIMU IpUKazaMu MWUHHUCTEpCTBA
3npaBooxpaHenus Poccuiickoii ®enepanun or 30 wurons 2015 r. N 385H (3aperucrpupoBaH
MunuctepctBoM roctuiuu Poccutickoit @eneparuu 27 HosiOps 2015 r., peructpanrionnsiii N 39868), ot
21 anpens 2016 r. N 254u (3apeructpupoBan MunucrepctBoM toctuiuu Poccuiickoit @eneparuu 18
urong 2016 1., perucrpanmonueii N 42887), ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBom roctuninu Poccuiickoit deneparuu 9 stuBaps 2018 r., peructpannronssiii N 49561).

Il. OchopmneHune peuenta B popmMme 3N1EKTPOHHOro AOKYMEHTa

19. Pentenit B hopMe 3JIEKTPOHHOTO JOKYMEHTA, MOIMMCAHHOTO YCHUJICHHOW KBaTH(PHUIIMPOBAHHON
3JIEKTPOHHON MOAMUCKHIO, (OPMHUPYETCS] MEJUIIMHCKAM PaOOTHHKOM, CBEJIEHHS O KOTOPOM BHECEHBI B
(benepanbHbBI pPErHCTp MEIUIMHCKAX paOOTHUKOB <6>, a Takke INpU YCIOBHUM PETUCTPALUU
MEIULMHCKOW OpraHu3aluu, B KOTOpoil odopmisieTcss penent, B GerepaabHOM peecTpe METULIMHCKHX
opranmsanuii <7> eAMHON rocynapCTBEHHOW MH(OPMAIIMOHHOM CHCTEMBI B cepe 31paBoOXpaHEHUs U
MOJKIIOYEHUS TaKOM METUIIMHCKON OpraHu3aliid K TOCYIapCTBEHHOM HMH(OpPMAIMOHHON CHCTEME B
cdepe 3apaBooxpaHeHus cyorekta Poccuiickoit @eneparun <8>.

<6> IlynkTtsl 6, 7 IlomoxxeHuss o €AMHON TOCYAApCTBEHHON MH(OpPMAlMOHHOW cucTeMme B cdepe
3paBOOXPAaHEHUS, YTBEPKAECHHOTO rocTtaHoBieHueM IIpasurensctBa Poccuiickont denepanuu ot 5 Masd
2018 r. N 555 (Cobpanue 3akononatensctBa Poccuiickont @enepanuu, 2018, N 20, ct. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, ct1. 533) (manee - [TonoxeHHne 0 €IMHOU CUCTEME).

<7> Ilynktsl 9, 10 IlonoxeHnus: o eIMHON cUCTEME.

<8> Cratbu 91 u 91.1 ®denepanshoro 3akona ot 21 HostOpst 2011 roma N 323-d3 "OO6 ocHoBax
oXpaHbl 3/10poBbs TpaxnaaH B Poccuiickoit ®denepauun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
®enepauun, 2011, N 48, cT. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, cr.
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, ct1. 2488; N 27, ct. 4219; 2017,
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N 18, ct. 2663; N 31, cT. 4794).

20. IIpu opopmnenun perenta B GopMe dIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIC MPENapaThl,
yKa3zaHHble B mojanyHkTax 2 - 5 nmyHkra 10 u nynkre 12 Ilopsiaka Ha3HaueHWsl JEKapCTBEHHBIX
MpenaparoB, YTBEPKJACHHOTO HACTOSIIUM MPUKA30M, U OTIYCKaeMble 3a IMOJHYH CTOUMOCTb,
3aIOJHSIIOTCS CIEAYIOUINE PEKBU3UTHI:

1) kon cyowekta Poccwiickoit ®enepanuu mo OKATO, ompemensionii rocyaapCTBEHHYIO
WHPOPMAIIMOHHYIO CHCTeMY B cdepe 3/paBooxpaHeHus: cyobekra Poccuiickoit denepanuu, B KOTOPO
chopMUpPOBaH perent B (hopMe AIEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHUE MEAUIIMHCKONW OpraHu3aluu, aapec, TenedoH uiu GaMunus, THULUAIBI UMEHH U
oTuecTBa (MOCHEAHEE - MPU HATUYUHN) UHAUBUIYATBLHOTO MPEANPUHUMATENS, UMEIOIIETO JIUICH3UI0 Ha
MEAUIMHCKYIO JIESTEIbHOCTD, €T0 apec;

3) OI'PH ropunuyeckoro nuua (MeauuuHckoil opranuzanuu) win OI'PHUII unauBuayaibHOrO
IpeANPUHUMATEIIS;

4) nara opopmiieHus perenta (yKka3blBaeTCs YUCI0, MECAIL, TOJT);

5) nmara OKOHYaHHUs JeWcTBUA peuenta (dhopMupyeTcs TroCyJapCTBEHHON HH(OpPMAIMOHHON
cucteMoll B cepe 3apaBooxpaHeHust cyObekra Poccuiickoii @enepanyiyi B COOTBETCTBUU CO CPOKaMU
nericteus peuentos: 15 queit, 30 queit, 60 aueit, 90 nuei, o 1 roga);

6) YHUKaJIbHBIA HOMep perenta (GopMUPYETCs] TOCYAaPCTBEHHOW MH(POPMAIIMOHHON CHUCTEMOW B
chepe 3mpaBooxpaHeHUs cyObekta Poccuiickoit ®Dexmepanuui U o0ecreurMBaeT  OJHO3HAYHYIO
UACHTUUKAIMIO penenTta B (opme 3IeKTpoHHOro aokymeHTta B coudetannmu ¢ OKATO, OI'PH wm
OI'PHUII);

7) ormetrku "cito" (cpouno) uim "statim" (HEMeIIEHHO) TPH HEOOXOAUMOCTH CPOYHOTO WU
HEMEJIEHHOTO OTMYCKAa JIEKAPCTBEHHOT'O TIperapara MnaueHTy;

8) angpec marmeHTa (yKas3bIBaeTCS TMOYTOBBIM aJpec MeCTa JKUTEIbCTBAa (MecTa MpeObIBaHUS WIIN
MecTa (aKTHYEeCKOTo MPOKMBAHHUA) C YKa3aHUEM HHJIEKCa, HAMMEHOBAHUS Kpas, 00JacTH, PecIyOIuKH,
ABTOHOMHOI'O OKpyra, HaWMMCHOBAaHHA HACCJICHHOTO ITYHKTAa, HAWMCHOBAHUA YJIMUIbI (HpOCHCKTa,
nepeynka, mpoesaa), Homepa qoma (C ykazaHHeM Kopiyca, Py HATUYUH ), HOMepa KBapTUPbI);

9) HOMEp 3JEKTPOHHOM METUIIMHCKOM KapThl MalUMeHTa B TOCYAapCTBEHHOM HH(OPMAalMOHHON
cucreme B cepe 3apaBooxpaHeHus cyobekTa Poccuiickoit deneparum;

10) pamuinusi, uMs1, 0TYECTBO (MIPU HATMYKMH) TALIMEHTA OJHOCTHIO;

11) nmata pokaeHuss nanueHTa (yKasblBaeTcsl YHCJIO, Mecsl, ron), s geredl no 1 rona
JOTIOTHUTEIHHO YKa3bIBAETCSI KOJTUYECTBO IMOJTHBIX MECSIICB;

12) pamunus, THUIHATBI UMEHU U 0TYeCcTBa (MOCIEAHEE - IPU HATHYWN) METUIIUHCKOTO paOOTHHKA
MMOJIHOCTEIO;

1 3) HaMMCHOBAHUC JICKApCTBCHHOT'O Impemnapara (MC)KI[yHapO,I[HOC HCIMaTCHTOBAHHOC
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HAaUMCHOBAHUC, TPYIIIMPOBOYHOC HIIM XHUMHYCCKOC HAUMCHOBAHHE, TOPIroOBOC HaI/IMeHOBaHI/Ie) Ha
JJATUHCKOM S3BIKC, JO3HUPOBKaA, (bopMa BBIITYCKA, KOJIUYCCTBO,

14) cnoco0 mpuMeHeHHUs JEKapCTBEHHOrO Mperapara Ha rocyJapCTBEHHOM si3bike Poccuiickoit
QDenepan WM HAa TOCYIAapCTBEHHOM si3bike Poccuiickoii Pexnepallii U TOCYIapCTBEHHOM SI3BIKE
pecyOIMK 1 UHBIX s13bIKax Hapo10B Poccuiickoit denepammu <9>;

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

15) nmpu3Hak yTBEp)KIEHHS Ha3HAUYCHHS JIEKQPCTBEHHOTO Mpernapara Mo PEHIeHUI0 BpaueOHOM
KOMHUCCHH MEIMIIMHCKOIN OpraHu3aluu;

16) orMeTka O Ha3HAYEHHUM JICKAPCTBEHHOI'O IIperapaTa MO PEIIEHUI0 BpaueOHOM KomHccUu
MEIUIIMHCKOW OpraHu3alliy B CIIydasX, YKa3aHHBIX B a03aue BTopoM myHkTa 6 [lopsaka HasHadeHUsS
JIEKapCTBEHHBIX MPENapaToB, YTBEPKACHHOTO HACTOSIINM IPUKA30M;

17) oTMeTKa O crnenMaJbHOM HA3HAYEHUU JIEKAPCTBEHHOTO IIpernapara (3aroyHAeTCsl B Cllydasx,
yKa3zaHHBIX B myHKTax 16 m 25 Ilopsinka Ha3HaueHWs JEKApCTBEHHBIX MPENapaToB, YTBEPKIECHHOTO
HACTOSILUM IPUKA30M);

18) ormMeTKa O crierMaiIbHOM Ha3HAYEHUHU JIEKAPCTBEHHOIO IperapaTa MalMeHTy ¢ 3a00JIeBaHHEM,
TpeOYIOIIMM JITUTEILHOTO KyPCOBOIO JieueHus (3aloIHAeTCs B CiIydae, ykazaHHoOM B myHkTe 24 [lopsaka
Ha3HA4YCHUA JICKAPCTBCHHBLIX IIPCIIApaToOB, YTBCPKIACHHOI'O HACTOAIINM HpI/IKaSOM) C IIPOCTABJICHUCM
MEePUOJNYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpernapara;

19) mpu odopmieHnn perernta B (GopMe JIEKTPOHHOTO TIOKYMEHTA Ha JICKAPCTBEHHBIC MPETapaThl,
yKazaHHble B noAmyHkrax 2 - 5 nyHkta 10 u nmynkre 12 Ilopsaka HazHadeHMsI JIEKapCTBEHHBIX
[IpernapaToB, YTBEP)KJIEHHOTO HACTOAILIMM IPUKA30M, Tpa)<JIaHaM, HMEIOIIMM IpaBO Ha OecIulaTHOEe
MOJTyYeHHE JIEKapCTBEHHBIX MPENapaToB WIM TMOJTY4YEHHE JIEKapCTBEHHBIX IpPEnapaToB CO CKHUJKOH,
3aIOJTHSIOTCS PEKBU3UTHI, NPEIYCMOTPEHHBIE TOAIMyHKTamMu | - 18 HacTosmiero myHKTa, a TaKke
CIIEYIOINE PEKBU3HTHI:

a) KaTeropusi TpaXJaH, HMMEIOMUX TIPaBO Ha TMOJyYE€HUE JIEKAapCTBEHHBIX IpPErapaToB B
COOTBETCTBUH O cTatbeit 6.1 denepanbHoro 3akona ot 17 urong 1999 r. N 178-®3 "O rocynapcTBeHHOM
couansHou momorn" <10>;

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

0) xox Ho3os0rnyeckoit popmel mo MKB;

B) UCTOYHUK (puHaHcupoBanus (1 - ¢enepanbHblii OromKeT, 2 - Ol0/pKeT cyObekTa Poccuiickoit
denepanyu, 3 - MyHULIUIAIBHBIA OO/IKET);
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r) pasmep omuiathi (1 - 6ecrnatho, 2 - 50%);

1) CTpaxoBOW HOMEp MHIMBHIYaJbHOI'O JIMIIEBOIO cyera rpaxaaHuHa B IleHcmoHHOM ¢oHIe
Poccuiickoit @enepanuu (npu Hannuun) (CHUIIC);

e) HOMED I1oJInca 00513aTEJIbHOIO MCIUIUHCKOI'O CTPAXOBAHH.

21. Ilpu mpocTaBiieHUM OTMETKH, YKa3aHHOW B moAanyHkre 16 nmynkra 20 Hactosmero Ilopsaka,
peuent B (opMe 3IIEKTPOHHOI'O JOKYMEHTa IOJIHUCHIBACTCS YCHJICHHOM KBaIM(pPULUPOBAHHOMN
AJIGKTPOHHOW MOJNMUCHIO TpeAcenaTenss WIA CeKpeTrapss BpayeOHOM KOMHCCHH MEIUIIMHCKON
OpraHu3alyy, IPpHU MPOCTABICHUH OTMETOK, YKa3aHHBIX B nojanyHkrax 17 u 18 mynkra 20 Hacrosiuero
[Topsinka, - YCHJIEHHBIMH KBaJHU(HUIMPOBAHHBIMU DJICKTPOHHBIMH TOAMUCAMH COOTBETCTBYIOLIMX
MEIULUHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHWIO TAalMEHTa WJIA €r0 3aKOHHOTO TPEACTaBUTENS O(OPMIIAETCS SK3EMILIIp
perenta B (opMe SIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HOCHUTEJE, B TOM YHCIE MyTEeM €ro
odopmitenns Ha penentypHbix Omankax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) ¢ oTMeTKOM
"JlyOnukat 3JeKTPOHHOTO TOKyMeHTa".

lll. YyeT peuentypHbIXx GnaHkoB

23. VYyer peuentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
W3rOTABIIMBAEMBIX THIOTPa(dCKUM CIIOCOOOM (Jajiee - peHenTypHbIC OJAaHKH, IMOIJICKAIIUE YYETy),
OCYIIECTBISIETCS B )KYPHAIaX ydera, IPOHYMEPOBAHHBIX, MPOITHYPOBAHHBIX U CKPEIUICHHBIX IMOJIIMTUCHIO
PYKOBOIUTENI W TMEYaThl0 MEAWIIMHCKOW OpraHW3alii WA [OANKUCHI0  WHJIWBUIYaTHLHOTO
MPEIIPUHUMATEIS, UMCIOIETO JTUIICH3HIO HA METUIIMHCKYIO IS TSILHOCTb.

24. Kypnan yuera perentypHbix 01ankoB Gopmbl N 107-1/y comepxkut cneayromiue rpadsb:
1) HOMep 1O TOPAIKY;

2) B pazaene "[lpuxox":

a) laTa perucTpaluy JOKyMeHTa, OATBEPKIAIOIIETO MOCTYIUJICHHE;

0) HOMeDp U J1aTa TOKYMEHTA, TIOATBEPKTAIOIIET0 TOCTYIUIEHHE, HANMEHOBAaHHE TTOCTABIINKA;
B) 00I11€e KOJTMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJaHKOB;

r) pamMunus, HUIMAIB UMEHU U 0TYecTBa (TOCIeIHee - IPU HAJIUYKUK) U MOJIUCh OTBETCTBEHHOTO
MEIULUHCKOTO paOOTHUKA, ITOJYYUBIIErO pEUENTYpHbIE OJJAHKU OT MOCTABIIHMKA;

3) B paznene "Pacxon":
a) JlaTa BbIJauu PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (I)aMI/IJ'II/ISI, nHUNOKUAaJIbl HMMCHHM MU OTYCCTBaA (HOCHG)IHCC - IIpu HaJ'IH‘II/II/I) OTBCTCTBCHHOI'O
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PELENTYPHBIX...

MEIUIUHCKOTO PaOOTHUKA, TOJYYUBIIETO PELENTYpPHbIE OJaHKH;
I') HOJIIMCh OTBETCTBEHHOTO MEJUIIMHCKOTO paOOTHHKA, MOTYYUBLIETO PELIENTYpHbIE OJIaHKH;

4) hamuiusi, THUIMATBI UIMEHU U OTUYECTBA (IIOCJICTHEE - TPU HAIMYHMH) U TIOJIITUCh OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHUKA, BBIJABIIETO pElENTYpHbIE OJIaHKH;

5) OCTaTOK perenTypHbIX OJaHKOB.

25. XKypnan ydera penentypHbix OnankoB ¢opm N 148-1/y-88 m N 148-1/y-04(;1) comepkut
cienyromue rpadsbr:

1) HOMep 1O MOPAIKY;

2) B pazaene "[lpuxon":

a) laTa perucTpaluy J0KyMeHTa, MOATBEPKIAIOIIETO MOCTYIJICHHE;

0) HOMep U J1aTa JOKYMEHTa, MOATBEPKIAI0IEro NOCTYINIEHNE, HAUMEHOBAHUE TOCTaBIINKA;
B) 00111ee KOJIMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIaHKOB;

') CEpUU U HOMEPA PELENTYPHBIX OJIAHKOB;

1) KOJTMYECTBO PEUENTYPHBIX OJAHKOB IO CEPUSIM;

e) dhaMuius, MHULUAJIBI UMEHU U 0TYECTBa (MOCTIeAHEE - IPU HAIUYWHU) U TIOANMKUCH OTBETCTBEHHOTO
MEIHUIIMHCKOTO pabOTHUKA, MOJTYYUBIIETO PEIENTYPHbIE OJaHKU OT MOCTABILUKA;

3) B paznene "Pacxon":

a) laTa BBIJJAYU PELENITYPHBIX OJIaHKOB;

0) cepur U HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PELENITYPHBIX OJIAHKOB;

r) ¢amwinsg, HWHUOUAIBI UMEHHM M OT4yecTBa (MOCJIE€AHEe - NpPU HaJIMYMU) OTBETCTBEHHOIO
MEIULUHCKOTO pabOTHHUKA, TOJYYUBILIEr0 peLEeNTypHbIe OJIaHKH;

1) IOANKCH OTBETCTBEHHOI'O0 MEAUIIMHCKOTO paOOTHHKA, TOTYYHBILEr0 PeLeNTypHbIe OlaHKY;

4) hamwmins, MTHULMAIIBI KIMEHHU U OTYECTBA (TIOCNIEHEE - IPU HAJMYUHU) U TOJIHCh OTBETCTBEHHOTO
MEAUIIMHCKOT0 pabOTHUKA, BBIJABIIETO pELENTYpHbIEC OJIaHKH;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Yuer cnelMalbHBIX PELENTYPHbIX OJIAHKOB Ha HApPKOTUYECKOE CPEACTBO M ICHUXOTPOIHOE
BELIECTBO OCYUIECTBIIAETCSA B COOTBETCTBUHU € IMPHKa3oM MMHHCTEpCTBa 3ApaBooxXpaHeHus Poccuiickoit
@enepauuu ot 1 aBrycta 2012 . N 54n "OO6 ytBepxaeHuHn (HOpMbl OJIAHKOB PELIENTOB, COJAEPKAIINX
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Ha3HAYCHHE HAPKOTUYECKUX CPEJICTB WM IICUXOTPOMHBIX BEHIECTB, MOPSAAKA HX HW3TOTOBJICHUS,
pacnpezieNieHus, perucTpaluy, yueTa U XpaHeHus, a Takxke npaBui opopmienus” <11>.

<11> 3apeructpupoBan MunuctepctBoM toctuiuu Poccuiickoii @enepanun 15 aBrycra 2012 r.,
peructpauMoHHelii N 25190, ¢  u3MEHEHMsIMHM, BHECEHHBIMM IpHKazaMu MwuHHCTEpCTBa
3npaBooxpaHenus Poccuiickoit ®Depepanmu ot 30 wmrons 2015 1. N 385H (3apeructpupoBaH
MunucrepctBoM roctuiinu Poccuiickoit ®enepanuu 27 Hostops 2015 r., peructpaurionnsii N 39868), ot
21 ampenst 2016 . N 2541 (3apeructpupoBan MunucrepcTBoM roctuiiuu Poccuiickoit ®denepanun 18
utonst 2016 r., perucrpaumonsasiii N 42887), or 31 oktsa6ps 2017 r. N 882 (3apeructpupoBaH
MunucrtepctBoM roctuninu Poccuiickoit @eneparuu 9 staBaps 2018 r., peructpanronsbiii N 49561).

27. Yuer peuentoB, oQOpMIECHHBIX B (OpME 3JIEKTPOHHOIO JIOKYMEHTa, OCYILECTBIIAETCS B
rOCyJapCTBEeHHON WH(GOpPMAIIMOHHON cucteMe B cdepe 3apaBooXpaHeHHs cyObekTa Poccuiickoit
denepany MOCPEICTBOM BEACHUS €IMHOIO PEecTpa peLenToB, 0oGOpMIIEHHBIX B (hOpME 3IEKTPOHHBIX
AOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX 6naHkoB

28. MenuuuHCKHE OpraHW3aIluy TOJTYYaroT HEOOXOIMMbIE PEleNnTypHbIe OMaHKU, 0QOpPMIICHHBIC
TunorpadCKuM CrnocodboM, uepe3 TeppUTOpPHANIbHBIE OpraHbl YIPaBICHUS 3PaBOOXPAHCHHUEM WM
OpraHu3alyy, YIOJHOMOYEHHBIE HAa 3TO OpPraHaMHM MCIOJHUTEIBHOM BIacTU CyObekTOB Poccuiickoit
®Oenepanuu.

29. PeuenrtypHble OJIaHKH, MOJUICKAIINE YUETy, XPAHATCS OTBETCTBEHHBIM JIMIIOM, HAa3HAYEHHBIM
PYKOBOJUTENEM MEIUIIMHCKOW OpraHu3alid, B 3alhpaeMoM MeTauimueckoMm Iukady (cedide) wmm
METaJUTMYECKOM SIIHKE.

30. MuauBuayaabHBIN TpeANpUHUMATENb, UMEIOIUI JIMIEH3UI0 Ha METUIIMHCKYIO JEATeNbHOCTD,
XPaHUT pelenTypHble OJaHKH, MOAJeKAalllUe YUETy, B 3allMpaeMOM MeTauinyeckoM mkady (ceiide) nim
METAJUINYECKOM SIIITUKE.

31. IlpoBepka cCOCTOSIHHS XpaHEHHUs, ydeTa, (PaKTHMUECKOro HaJIWuus U pacxojia pPeLenTypHBIX
OJaHKOB, MOJUIeXKAIUX Yy4yeTy, OAMH pPa3 B KBapTaJl OCYLIECTBISETCS KOMHCCHEH, CO3[JaHHOH B
MEIHUIMHCKON OpraHu3alnH.

32. Peuentypuble OnaHKu, odopmisieMble Ha OyMaKHOM HOCHTEIE W THOJUIeKAIIUE Y4eTy,
BBIIAIOTCSI MEIULIMHCKUM pa0OTHHKAM, MMEIOIIMM IpPaBoO O(QOPMIIEHUS PELENTOB, M0 PaclOpsHKEHUIO
IJIABHOTO Bpaya WIN €ro 3aMeCTUTEIS.

HonyquHHe PEUCITYPHBIC OlaHKM Ha 6YMa)KHI)IX HOCUTCIIIX XPAHATCA MCEAULIUHCKHUMU
pa6OTHI/IKaMI/I B IOMCUICHUAX, O6CCHC‘II/IBaIOIJ_II/IX HUX COXPAaHHOCTL.

33. XpaHeHue crenraIbHbIX PElenTypHbIX OJaHKOB Ha HAPKOTUYECKOE CPEACTBO U IICUXOTPOIHOE
BEIIECTBO M BbIJaya yKa3aHHBIX PELENTYpPHBIX OJaHKOB MEAMIMHCKOMY PaOOTHHUKY OCYIIECTBISIETCS B
COOTBETCTBHUH C ITpUKa30M Munucrepcrsa 31paBooxpanenus Poccniickoit @enepanun ot | aBrycra 2012
r. N 54n "OO0 ytBepxkaeHMM (hOpMBI OJIAHKOB PEIENTOB, COJAEPKAIIMX HAa3HAYEHHE HAPKOTUYECKHUX
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Ipuxa3 Munzapasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKICHUH HOPsIKa Ha3HAYEHNUS JTeKapCTBEHHBIX IIPENapaToB, (HopM
PELENTYPHBIX...

JoxkymenT npenoctasien Koncynsrantlmoc
Jlara coxpanenus: 25.07.2019

CPEJICTB MJIU TICUXOTPOIHBIX BEIIECTB, MOPSIAKA UX M3TOTOBJICHUS, pACIpEICIICHUs, PErUCTPALNH, yueTa
1 XpaHEHHs, a TaKKe mpaBui opopmiieHus" <12>,

<12> 3apeructpupoBan MunuctepctBoM toctuiimu Poccuiickoir @enepanun 15 aBrycra 2012 r.,
peructpauMoHHelii N 25190, ¢  u3MEHEHMsIMHM, BHECEHHBIMM IpHKazaMu MwuHHCTEpCTBa
3npaBooxpanenus Poccuiickoit ®Depepanmu ot 30 wmrons 2015 1. N 385H (3apeructpupoBaH
MunucrepctBoM roctuiinu Poccuiickoit ®enepanuu 27 Hostops 2015 r., peructpaurionnsii N 39868), ot
21 ampenst 2016 . N 2541 (3apeructpupoBan MunucrepcTBoM roctuiiuu Poccuiickoit ®denepanun 18
utonst 2016 r., perucrpaunonsabii N 42887), or 31 oxtsa6ps 2017 r. N 882 (3apeructpupoBaH
MunucrtepctBoM roctuninu Poccuiickoit @eneparuu 9 staBaps 2018 r., peructpanronsbiii N 49561).

34. IlporpaMMHO-TEXHUYECKUE CPEJCTBA I'OCYJApCTBEHHBIX MH()OPMAIMOHHBIX CHUCTEM B cdepe
3/IpaBOOXPAaHEHHS, MEAUIIMHCKUX WUH(OPMAIIMOHHBIX CUCTEM MEAMIMHCKUX OpraHu3anuii 00ecreynBaroT
XpaHEHHUE SJIEKTPOHHBIX pELeNnToB, O(QOPMIEHHBIX B (hOpMe 3JIEKTPOHHBIX JTOKYMEHTOB B TEUYEHUE
CPOKOB, YCTaHOBJICHHBIX JUIS XpaHEHHUS pelenToB, O(GOPMICHHBIX Ha COOTBETCTBYIOMHMX (opmax
peLenTypHbIX 0JIaHKOB Ha OyMa)KHOM HocuTene <13>.

<13> Ilynkt 14 mpaBui OTIyCKa JEKAPCTBEHHBIX MPENapaToB AJs MEAUIMHCKOTO MPUMEHEHUS, B
TOM YHCI€ MMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENaparoB, alnT€YHbIMU OpraHU3alUsIMH,
WHIUBUAYAIBHBIMHU TPEIIPUHUMATEISIMH, UMEIOLTUMU JIMIEH3UIO Ha (DapMaIieBTHUECKYIO JAesITeIbHOCTD,
YTBEPKACHHBIX NPUKa3oM MuHHcTEepCcTBa 31paBooxpanenus: Poccuiickoit ®enepauuu ot 11 urons 2017
r. N 4031 (3apeructpupoBad MuHHCTEpCTBOM rOcTUIMU Poccuiickoit denepanun 8 centsops 2017 r.,
peructpauroHHblid N 48125).
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