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

MHUHHCTEPCTBO 3JIPABOOXPAHEHHS
POCCUCKOMN ®EJEPALIUU

ITPUKA3
ot 14 suBapsa 2019 . N 4u

Ob YTBEPKIAEHUU ITOPSAJIKA HASHAYEHUSA
JIEKAPCTBEHHbBIX IIPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHHPEIMAPATDI, MIOPAAKA O®POPMJIEHUA
YKA3AHHBIX BJIAHKOB, UX YUETA U XPAHEHUA

B cooTtBercTBUM ¢ myHKTOM 16 yactu 2 crateu 14 @enepanbHoro 3akoHa ot 21 nosops 2011 r.
N 323-®3 "O06 ocHOBax oxpaHbl 370pOBbs rpaxkaaH B Poccuiickoit ®eneparuu’” (CoOpanue
3akoHogarenscTBa Poccuiickoit @enepanun, 2011, N 48, cr. 6724; 2013, N 48, cr. 6165; 2014,
N 30, ct. 4257; N 49, ct. 6927; 2015, N 10, ct. 1425; N 29, ct. 4397, 2016, N 1, ct. 9; N 15, cT.
2055; N 18, cr. 2488; N 27, cr. 4219; 2017, N 31, ct. 4791; N 50, cr. 7544, 7563) u
noxnyHkramu 5.2.177, 5.2.179 u 5.2.180 Ilomoxxernuss o MUHHCTEPCTBE 3IpPaBOOXPAHEHHS
Poccuiickoii ®enepanuu, yTBEpKACHHOrO mnocraHoBiaeHueM IIpaBurenscTtBa Pocculickoi
®deneparun ot 19 urons 2012 r. N 608 (Cobpanue 3akoHoAaTenbcTBa Poccuiickoit deneparum,
2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20,ct. 2477; N 22, c1. 2812; N 33, cT. 4386; N 45,
ct. 5822; 2014, N 12, cr. 1296; N 26, ct. 3577; N 30, cr. 4307; N 37, ct. 4969; 2015, N 2, cT.
491; N 12, ct. 1763; N 23, ct. 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, c1. 6273),
MIPUKA3bIBAIO:

1. YTBepauTs:
MOPSIIOK Ha3HAYEHUS JICKAPCTBEHHBIX MpernapaToB cormacHo npuioxkenuto N 1;
(hopMBI perenTypHBIX OJTaHKOB Ha JIEKAPCTBEHHBIE MpenapaThl COrIacHo mpuioxenuto N 2;

nopsA0K o(GOpMIIEHHS] PELENTYpHbIX OJAHKOB Ha JIEKAPCTBEHHBIE IMpenaparbl, WX ydeTa U
XpaHEeHHs coryiacHO npriokeHuto N 3.

2. Ilpu3HaTh yTpaTUBIIUMH CUITY:

npuka3 MunucrepctBa 3apaBooxpaHenust Poccuiickoit ®enepannn ot 20 nexabps 2012 r. N
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11751 "OO6 yTBep»ACHUH TMOPSAKA Ha3HAYCHUS U BBITMCHIBAHMS JICKAPCTBEHHBIX MPENaparoB, a
Takke (OpM pEelenTypHBIX OJAHKOB Ha JICKAPCTBEHHBIC TMpenaparbl, MOpsaka OGOpMIICHHS
yKa3aHHBIX OJAHKOB, WX yd4era W XpaHeHus' (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHUIIUH
Poccutickoit ®enepanuu 25 utons 2013 r., perucrpanronnsiii N 28883);

IOYHKT 2 U3MEHEHUH, KoTopble BHOcATCA B Ilopsnok co3maHus W AESITEIbHOCTH BpaueOHOU
KOMHMCCUM  MEOUUMHCKOM  OpPraHM3aluy, YTBEpPXKACHHBIA  NpHKa3oM  MuHHUCTEpCTBa
3/IpaBOOXPAHEHUS U COLMaIbHOTO pa3BuTus Poccuiickorr ®eneparnuu ot 5 mas 2012 r. N 502H,
u B llopsimiox Ha3HAYeHHS W BBITUCHIBAHHS JICKAPCTBEHHBIX NPENApaToB, YTBEPIKICHHBIH
npuka3zoM MuHHCTEpcTBa 31paBooxpanenust Poccutickoit @enepanuu ot 20 gexadbpst 2012 r. N
1175H, yrBepkIeHHBIX IpUKa3oM MuHHCTepCTBa 31paBooxpaHeHus Poccuiickoit denepauuu ot
2 nexabps 2013 r. N 886u (3apermcrpupoBan MUHHCTEPCTBOM FOCTHLHH Poccuiickoii
Ddenepanun 23 nexabpst 2013 r., peructpanumonnsiii N 30714);

npuka3 MunucrepcTBa 3apaBooxpaneHust Poccuiickoit @eneparuu ot 30 urons 2015 r. N 386H
"O BHeceHMM W3MEHEHHMH B MPWIOKEHUS K MpuKasy MHHHUCTEPCTBA 3/paBOOXPaHEHUS
Poccuiickoit ®enepamm ot 20 nmexabpss 2012 r. N 1175x "OO yTBepKAECHHUU TMOpsIKA
Ha3HAYCHUS W BBHINKCHIBAHHUS JICKAPCTBEHHBIX IIPENapaToB, a Takke (OPM PpeHenTypPHBIX
OJTaHKOB Ha JIEKAPCTBEHHBIE MPETIapaThl, MOpsaKa 0(OPMIICHHUS YKa3aHHBIX OJJAHKOB, UX y4eTa H
xpanenus” (3apeructpupoBaH MuHucTepcTBOM roctuinu Poccuiickoit @enepanyn 6 aBrycra
2015r., peructpanmonnsiii N 38379);

OYHKT | W3MEHEHWH, KOTOpble BHOCSATCA B MpUKa3 MUHHCTEPCTBAa 3APaBOOXPAHECHUS
Poccuiickoit ®enepamm ot 20 nmexabpss 2012 r. N 1175x "OO yTBep)KACHHUHU TMOPSIKA
Ha3HAYCHUS W BBINKCHIBAHHUS JICKAPCTBEHHBIX IIPENapaToB, a Takke (OPM PpEHenTypPHBIX
OJTaHKOB Ha JIEKAPCTBEHHBIE MPETapaThl, MOpsaKa 0(OPMIICHHUS YKa3aHHBIX OJJIAHKOB, UX y4eTa H
xpaHeHusa" u npuioxenue N 2 k npukazy MuHHcTepcTBa 37apaBooxpaHeHus Poccuiickoii
@eneparmun ot 1 aBrycra 2012 r. N 54 "OO yrBepxkneHun (opMbl OIAHKOB PEIIETITOB,
CoJIepKalINX Ha3HAYeHHE HAPKOTUYECKHUX CPEJCTB WM ICUXOTPOMHBIX BEIIECTB, MOpsAKa UX
W3TOTOBIICHUSI, pACIpeNeNieHus, PEeTUCTpalllH, yd4YeTa U XpaHEHWs, a TaKkKe MpaBuI
oopmienus”, yTBEp)KICHHbIX NpPUKa30M MUHHUCTEpPCTBAa 31paBooxpaHeHHus Poccuiickoii
®enepaumu ot 21 ampenst 2016 r. N 254un (3apeructpupoBaH MHHHCTEPCTBOM FOCTHIIUU
Poccwuiickoit @enepanuu 18 urons 2016 r., perucrparmonnsiii N 42887);

OYHKT 5 W3MEHEHUH, KOTOpbleé BHOCATCA B HEKOTOpbIE MpHKa3bl MMHUCTEPCTBA
3IpaBOOXPAaHEHUsT M COLMAIBHOrO pasBuThus Poccuiickonn ®enepanum m  MunHHCTEpCTBa
3npaBooxpaHeHust Poccuiickoii @enepanuu Mo BompocaM OOpallleHusl JIeKapCTBEHHBIX
MPerapaToB, COAEPXKAIINX HAPKOTUYECKHE CPENCTBA, IICHXOTPOITHBIE BEHmIeCTBA M UX
IIPEKYPCOpHI, U JIEKApPCTBEHHBIX CPEJICTB, MOJICKAIIMX MPEIMETHO-KOJIMYECTBEHHOMY YYeTy,
YTBEP)KIEHHBIX TMpPHKa30M MMUHHUCTEpCTBA 31paBooxpaHeHust Poccuiickoit denepanmu ot 31
okTs10pst 2017 r. N 882H (3aperucrpupoBan MunncTepcTBOM tocTHIMU Poccuiickoit denepannu
9 suBaps 2018 r., perucrpaunonnsiii N 49561).

Munucmp

B.1. CKBOPIL]OBA

Ipunooscernue N 1
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K npukasy Munucmepcmea 30pagooxparenuisl
Poccuiickoii @edepayuu

om 14 sneaps 2019 2. N 4n

HOPAJOK HASHAUYEHUSA JIEKAPCTBEHHBIX
IHPEITAPATOB

. O01mme moJ10KeHu s

1. Hacrosiuuii mopsiioK yCTaHABIIMBACT MpaBUiIa HA3HAYCHUS JIEKAPCTBEHHBIX MPEMapaToB s
MEIUIIMHCKOTO MpPUMEHEHHs (manee - JICKApCTBEHHbBIC TMpenaparthl) M OPOPMIICHUS HX
HA3HAYEHUS MPU OKa3aHUHU MEIUIIMHCKOM MOMOIIY B MEAUIIMHCKUX OpraHu3ammsx <1>.

<1> Oyskr 11 crateu 2 @enepanpHoro 3akona ot 21 wHosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 370pOBbs rpaxaad B Poccuiickoii ®enepanuu” (CobpaHue 3aKOHOJATEILCTBA
Poccuiickoit @enepanuu, 2011, N 48, cr. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, ct. 4791).

2. Ha3znaueHme JeKapCTBEHHBIX MPEMAPATOB OCYHIECTBISIETCS JICYAIIUM BpadoM, (esbIamepom,
aKylmepkoil B ciy4yae BO3JIOKEHMS Ha HHUX IIOJIHOMOYMH Jieyallero Bpaya B IIOpSJIKE,
YCTAHOBJIEHHOM TIPUKa30M MUHUCTEPCTBA 3[PAaBOOXPAHEHHS] W COLMAIBHOTO Pa3BUTHS
Poccuiickoit ®enepanyu ot 23 maprta 2012 r. N 2521 "O06 yrBepxaenuu Ilopsika Bo3noKeHHs
Ha (enpamepa, aKymepKy pPYKOBOAHWTEIEM MEAMIWHCKOW OpraHW3aldd TpU OpTraHU3aIlNH
OKa3aHMs NEepPBUYHON MEAMKO-CAHUTApPHOM MOMOIIM M CKOPOW METUIIMHCKOH I[OMOIIU
OTACNBHBIX (PYHKIMI JIeUaliero Bpada II0 HEMOCPEJACTBEHHOMY OKa3aHUIO0 MEIUITMHCKON
MIOMOIIY MAIMEeHTy B NepuoJl HAOIIOACHUS 3a HUM U €0 JICUEHUs], B TOM YUCIIE 10 Ha3HAUYCHHIO
W TPUMEHEHHUIO JIEKapCTBEHHBIX MPEMapaToB, BKIOYAas HAPKOTHUECKUE JICKApCTBEHHEIE
npenapartel M ICUXOTPONHBIE JIEKAPCTBEHHBIE TMpemaparbl’ <2>, HMHIUBUIYaJIbHBIMU
PEANPUHUMATEIISIME, OCYIIECTBISIONIMMH MEUIIMHCKYIO ICATEIBHOCTD (J1aee - MEeAUIIUHCKHE
pabOTHHKH).

<2> 3apeructpupoBad MunuctepcTsoM roctuiiuu Poccuiickoit @enepanuu 28 anpens 2012 r.,
peructparmionHsiin N 23971, ¢ u3MeHeHHWsIMH, BHECEHHBIMH TpHKa3oM MUHHCTEPCTBA
3apaBooxpanenusi Poccuiickoit @enepanuu ot 31 oktsaops 2017 r. N 882n (3apeructpupoBan

MunncrepctBoM toctunin Poccmiickoit ®eneparmm 9 staBapss 2018 r., perucrpanmonssiii N
49561).

3. CBCI[CHI/HI O HAa3HA4YCHHOM JICKAPCTBCHHOM IIpCIiapaTe (HaI/IMeHOBaHI/Ie JICKAapCTBCHHOT'O
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mpemnapaTta, JO3UPOBKA, CHOCOO BBEACHHMS U MPUMEHEHMS, PEXKUM JO3HUPOBAHUS,
MPOJOJDKUTEIBHOCTh JICYCHHUST W OOOCHOBAaHME HAa3HAYCHUs JICKAPCTBEHHOI'O IMperapara)
BHOCSITCSI METUITUHCKAM PAOOTHHKOM B METUIIMHCKYIO IOKYMEHTAIIUIO MMAlMEHTA.

B cnyuasx, ykazaHHbeix B myHKTax 9 - 12 mHactosmero Ilopsiaka, MeOUIIMHCKUI paOOTHUK
oopmIsier Ha3HAYEHHUE JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCIIE IMOISKAIINX U3TOTOBICHHIO
U OTITYCKY alTeYHBIMH OpTraHu3alusIMu (J1aiee - JIeKapcTBEHHBIC MPernapaThl HHAUBUIYAIBHOTO
W3rOTOBJICHKS), HA PELENTYpHOM OJjaHKe, OpOPMICHHOM Ha OYMaKHOM HOCHTENE 3a CBOCH
MOJMUChI0 (aniee - perent Ha OyMa)XHOM HOcHTene), U (WIM) C COrIacus MalMeHTa WU €ro
3aKOHHOTO TpEeCTaBUTENs <3> Ha pelenTypHOM OJjaHke B (popMe AIIEKTPOHHOTO JOKYMEHTA C
WCTOJIb30BAHUEM YCWJICHHOW KBAIM(UIIMPOBAHHON DSJIEKTPOHHON MOAMHCH MEAMIUHCKOTO
paboTHuKa (nanee - peuent B popMe 3JeKTPOHHOTO IOKYMEHTA).

<3> B orHomeHnuu nuia, ykazanHoro B yactu 2 cratbu 20 denepanbHOro 3akoHa ot 21 Hos0ps
2011 r. N 323-®3 "OO ocHoBax OXpaHbl 3/70pOBBS TpaxnaH B Poccwuiickoit ®enepanuu’
(Cobpanmue 3akonomarensctBa Poccuiickoit @eneparuu, 2011, N 48, cr. 6724; 2013, N 48, cr.
6165; 2017, N 31, ct. 4791).

Peuient B popme 25eKTPOHHOTO TOKYMEHTA, COAEPKaINi Ha3HAYCHHE HAPKOTUYECKUX CPENICTB
NN HCI/IXOTpOHHLIX BCIIICCTB, IIOAIINUCBIBACTCS C HUCITIOJIB30BAHUEM YCHHGHHOfI
KBIU(UIIMPOBAHHOMN AJIEKTPOHHOM MOAINKCH JIeYallero Bpaua Wi ¢enbamepa, akymepk, Ha
KOTOPBIX BO3JIOKEHBI (YHKIMW JIeYallero Bpaya, H COOTBETCTBYIOUICH MEIHIIMHCKOM
opraHuzamnuu <4>.

<4> Yacts 1 crathu 26 PenepanbHoro 3akoHa ot 8 suBaps 1998 r. N 3-03 "O napkoTHuecKux
cpeactBax W ncuxoTpomHbix  BemectBax”  (CoOpaHue 3aKOHOMATENbLCTBA POCCHICKOM
Oeneparnn, 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).

Odopmienne pernentoB B (GOpME DJIIEKTPOHHBIX JOKYMEHTOB OCYIIECTBISIETCS B Ciydae
NPUHATUS  YIOJHOMOYEHHBIM OpPraHOM HCIOJHMUTENbHOM BiacTu cyObekra Poccuiickoi
denepanyivi B COOTBETCTBUH C MYHKTOM 4 ctathu 6 denepanphoro 3akona ot 12 ampens 2010 r.
N 61-®3 "O6 obpalieHun JIEKapCTBEHHBIX CpeacTB" <5> pemieHUs 00 HCIOJIB30BAaHUM Ha
Tepputopun cyoOwsekta Poccuiickoit ®Denepanuu Hapsay C pelenTaMH Ha JICKapCTBEHHBIE
npemnaparsl, 0pOpMICHHBIMUA Ha OyMa>KHOM HOCHUTEIIE, PELIENTOB Ha JICKapCTBEHHbIE MPeraparsl,
c(OPMHUPOBAHHBIX B (POpPME DIEKTPOHHBIX JOKYMEHTOB.

<5> CoOpanue 3akoHomarenscTBa Poccuiickoit @eneparnuu, 2010, N 16, cr. 1815; 2012, N 26,
cr. 3446; 2017, N 31, ct. 4791.
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4. Ilpn BbIIMCKE NAIMEHTa W3 MEAMLMHCKONM OpraHu3alyy, B KOTOpPOH €My OKa3blBajlach
MEIMIMHCKAass IOMOLIb B CTAllMOHAPHBIX YCJIOBUAX, [JAaHHOMY NAIUMEHTY [0 PELIECHUIO
PYKOBOIUTENSI MEAMLMHCKOW OpraHW3allMd Ha3HA4YalTCsA ¢ opOpMIIEHHEM perenta B ¢opme
ANIEKTPOHHOIO JOKYMEHTa M (WiM) Ha OyMaKHOM HocuTesde (3a MCKIFYCHHEM O(OpMIICHUs
PELENTOB Ha JICKAPCTBEHHBIC MpENaparhl, MOJUICKAIINE OTIYCKY OSCIIATHO MM CO CKUJKOM)
100 BBIIAFOTCS (ITAIMEHTY WK €r0 3aKOHHOMY NPEJICTABUTEII0) OJJHOBPEMEHHO C BBIITUCKOM U3
UCTOpUM OOJIC3HU JIEKAPCTBEHHBIE MPENaparbl, B TOM YWCIIE HAPKOTUYECKHE M TICUXOTPOIHbIE
JIeKapCTBEHHbIE Ipenaparbl, BHeceHHble B crucku |l u |1l mepeuHs HapKOTHYECKMX CPENCTB,
IICUXOTPOIIHBIX BEIIECTB M WX IPEKypCOpOB, IOMJIEkKaUMX KOHTponw B Poccuiickoit
denepanun, yTBepKIAeHHOTO MocTaHoBieHueM IlpaBurensctBa Poccuiickoit @enepamnuu ot 30
uionst 1998 r. N 681 <6> (manmee - IlepeueHb), CHIIBHOJCHCTBYIOIINE JICKAPCTBEHHBIC
IpenapaThsl, Ha CpOK MpHUeMa NallMeHTOoM /10 O JHEH.

<6> CoOpanue 3akoHomarenbcTBa Poccutickoit deneparuu, 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, cr.
6572; 2010, N 3, ct. 314; N 17, ct. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, cr. 4271; N 45,
cr. 5864; N 50, ct. 6696, ct. 6720; 2011, N 10, ct. 1390; N 12, cr. 1635; N 29, ct. 4466, cT.
4473; N 42, ct. 5921; N 51, cr. 7534; 2012, N 10, cr. 1232; N 11, ct. 1295; N 19, cr. 2400; N
22, ct. 2864; N 37, ct. 5002; N 41, ct. 5625; N 48, ct. 6686; N 49, ct. 6861; 2013, N 6, cT. 558;
N 19, cr. 953; N 25, cr. 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, c1. 2914; N 28, c1. 4232; N 42, ct. 5805; 2016, N 15, cT.
2088; 2017, N 4, cr. 671; N 10, cr. 1481; N 23, ct. 3330; N 30, ct. 4664; N 33, cT. 5182; 2018,
N 27, ct. 4071.

5. Ha3HaueHue neKapCTBEHHBIX NPENapaToB IMpPU OKa3aHUM MEAUIUHCKOW TOMOIIM B
CTAllMOHAPHBIX YCIIOBUSAX B TPEOOBAaHUSAX-HAKIIAHBIX, HATIPABJISIEMbIX B alIT€YHbIE OPraHU3AINH,
SABJIAIOIINECS CTPYKTYPHBIMHM TOAPA3ACICHUSAMH MEIULUHCKON OpraHu3aliyi, B KOTOPOH
OKa3bIBaeTCSl MEIULMHCKAs MOMOILb, OCYIIECTBIISETCS B COOTBETCTBUM C HHCTpykimeidl o
MOpSZIKE  BBIUCBHIBAHUS ~ JIGKAPCTBEHHBIX IpenapaToB W OQOPMIICHHMS  pELENnToOB U
TpeOOBaHUN-HAKIAIHbIX, YTBEP)KIECHHOW MpHKa3oM MMHHUCTEpPCTBA 3/ApPAaBOOXPAHEHUS U
couuanpHoro passutus Poccuiickoit @enepaunn ot 12 ¢espans 2007 r. N 110 "O nopsake
HA3HAYEHUS U BBINUCHIBAHUS JIEKAPCTBEHHBIX IIPENapaToB, U3ACIUN MEIUIIMHCKOTr0 Ha3HAUEHUS
U CHEHaTM3UPOBAHHBIX MPOIYKTOB JIe4eOHOro NMUTaHus" <7>.

<7> 3apeructpupoBad Munucrepcrsom roctuiiuu Poccuiickoit @enepanuu 27 anpens 2007 r.,
peructparmionHsiin N 9364, ¢ u3MEHEHMsMH, BHECEHHBIMH IpHKa3aMH MUHHCTEPCTBA
3/IpaBOOXpaHEHMs U couuaibHoro pa3Butua Poccuiickoit @enepauuu ot 27 asrycra 2007 r. N
560 (zapeructpupoBan MunucrepctBoMm roctunuu Poccuiickoit @enepannn 14 centsiops 2007
r., perucrpaumonnsii N 10133), or 25 centsOps 2009 r. N 794nm (3apeructpupoBaH
MunncrepcTBoM roctuiinu Poccuiickoit @enepanmu 25 Hos6ps 2009 1., perucrpannonssiii N
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15317), ot 20 suBaps 2011 r. N 13u (3apeructpupoBad MHUHHCTEPCTBOM FOCTUIMH PoccHiickoi
®deneparun 15 mapra 2011 1., perucrpaumonnsnii N 20103), mpukazamu MuHuCTEpCTBA
3apaBooxpaneHus Poccuiickoit ®eneparnuu or 1 aBrycra 2012 r. N 54u (3aperucrpupoBan
MunucrepcTBoM toctuin Poccuiickoit @enepanuu 15 asrycra 2012 r., perucrpannonssiii N
25190), or 26 despans 2013 r. N 94um (3apeructpupoBad MHMHHUCTEPCTBOM FOCTHIHH
Poccutickoit ®enepanuu 25 utons 2013 r., perucrpannonnsiii N 28881).

6. HazHaueHue J€KapCTBEHHBIX IMPENAPATOB OCYLIECTBISACTCS METUIIMHCKUM PAOOTHHKOM IIO
MEXIYHApPOAHOMY HENAaTEHTOBAHHOMY HAaMMEHOBAaHWIO, a TMpPU €ro OTCYTCTBUU -
IPYIIIMPOBOYHOMY MJIM XMMUYECKOMY HaMEHOBAHMIO. B cilydae OTCYTCTBHS MEXIYyHAPOJAHOIO
HEMATeHTOBAHHOIO HAWMEHOBAHMS M TIPYNIHPOBOYHOIO WM XMMHUYECKOTO HAUMEHOBAHUS
JICKapCTBEHHOTO Mpernaparta, JEKapCTBEHHBIN Mperapar Ha3HauaeTcss MEAUIMHCKIM pabOTHUKOM
110 TOPrOBOMY HaUMEHOBAHHIO.

[Tpy HamMYUKM MEAMIIMHCKUX MOKa3aHUil (MHAMBHUIyalbHAS HEMEPEHOCHMMOCTD, 1O JKU3HCHHBIM
MOKa3aHUsIM) [0 PEIICHHIO BpavyeOHOW KOMHCCHH MEIUIMHCKOW —opraHuzammum <8>
OCYILIECTBISICTCS Ha3HaueHHe U OGOpMIICHHE HA3HAYEHHS JIEKAPCTBEHHBIX MPENapaTtoB, HE
BXOJISIIIMX B CTaHIAPTHl METUIIMHCKOHN MMOMOIIHN, pa3pabOTaHHBIX B COOTBETCTBUH C NYHKTOM 4
cratb 10 ®enepanbHoro 3akona ot 21.11.2011 N 323-®3 "OO6 ocHOBax OXpaHbI 3/10POBbS
rpaxnan B Poccuiickoit depepanmu’ <9>, nmub0 1Mo TOProBEIM HaMMEHOBAaHUsM. Perienue
BpaueOHOM  KOMHCCHHM  MEAMIMHCKOW  OpraHu3auudud  (QUKCUPYeTCs B  MEAMIIMHCKON
JOKYMEHTAI[H MallMeHTa U B KypHasie BpaueOHO KOMHUCCHUHU.

<8> Tlpuka3z Munznpasconpasputuss Poccunm ot 5 mast 2012 r. N 5028 "OO yTBepkacHUU
MOpsifIka CO3/1aHUSl U JIeATENIbHOCTH BpaueOHOM KOMHCCHMM MEIUIMHCKOM OpraHu3anuu”
(3apeructpupoBan Muntoctom Poccun 9 wmronst 2012 r., peructparnmonnsiii N 24516), ¢
W3MEHEHMSIMH, BHECEHHBIMU INpukazoM MunszapaBa Poccum ot 2 nexabps 2013 r. N 886n
(3apeructpupoBan Muntoctom Poccun 23 nexadpst 2013 r., peructpanuonnsiii N 30714).

<9> CoOpanue 3akoHomarenscTBa Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2014, N 49,
cT. 6928; 2017, N 31, ct. 4791; 2018, N 53, cr. 8415.

7. Ha3zHaueHMe JeKapCTBEHHOTO Mpernapara B peLente Ha OyMa)KHOM HOCHUTeNe WU pelente B
(hopMe 3IEKTPOHHOTO JOKYMEHTa 0(hopMIIIETCS Ha UM MAIMEeHTa, JUIsl KOTOPOro MpeaHa3HauYeH
JIEKApCTBEHHBIN ITpernapar.

Penent Ha OymakHoM HocuTene, opopMiIeHHbIH Ha perentyproM Omanke gopm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (1), yTBEepKICHHBIX HACTOSIIMM IPUKA30M, a TAKXKe PpEIENT Ha
OymaxHOM Hocutesne, OQGOopMJIEHHbIH Ha perentypHoM Onanke ¢opmbl N 107/y-HII,
YTBEP)KICHHOH mnpukazoM MuHuctepcTBa 3apaBooxpaneHus Poccuiickoit ®epepauuu ot 1
asrycra 2012 r. N 54n "O6 yrBepaeHnu (GopMbl OJIAHKOB PEIETITOB, COACPIKAIINX Ha3HAUCHHE
HapKOTHYECKUX CPEJCTB WJIM TICUXOTPONHBIX BEIIECTB, TMOpPAJKAa MX M3TOTOBJICHUS,
pacmpeieneHusi, perucTpaliy, ydeta i XpaHeHus, a Takxke mpasuit opopmitenus” <10> (manee -
dopma N 107/y-HII), MmoxeT ObITh MOJydeH MAIIMEHTOM, €r0 3aKOHHBIM MPEICTABUTEIICM HIIH
JUIIOM, HWMEIoImeM OQGOPMIIEHHYI0O B COOTBETCTBHHM C TPAXKIAHCKHM 3aKOHOJATEIhCTBOM
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Poccuiickoit Deepanui J0BEPEHHOCTh OT MAIMEHTa Ha MPaBO TOJYYEHHs TAKOrO perernTa
(mamee - yrmosIHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBan MuHucTepcTBOM rocTuIu Poccuiickoit @enepanuu 15 aprycra 2012 r.,
peructpanronnbii N 25190, ¢ wu3MeHEHUsMH, BHECCHHBIMHU TMpUKa3aMH MUHUCTEPCTBA
3npaBooxpaneHust Poccuiickort @enepannu ot 30 mrons 2015 r. N 385H (3apeructpupoBan
MunuctepctBoM roctuituu Poccuiickoit denepanun 27 Hos6pss 2015 r., peructpannonnsii N
39868), or 21 ampens 2016 r. N 254n (3apeructpupoBaH MUHHUCTEPCTBOM HOCTHIIMU
Poccuiickoit denepanuu 18 urons 2016 r., peructparmonnsiii N 42887), ot 31 okrsa6ps 2017 r.
N 882n (3apeructpupoBan MunucrepcTBoM roctuimu Poccutickort denepanun 9 siuBapst 2018
r., peructpanuonHbiii N 49561).

Peuient B hopMe 37€KTPOHHOTO AOKYMEHTa (POPMUPYETCS C UCIOIB30BAHUEM TOCYIapCTBEHHON
nHPOPMAIIMOHHON cHucTeMbl B cepe 3apaBooxpaHeHusi cyobekra Poccmiickoit deneparum,
MEIUIIUHCKON MH(POPMAIIMOHHON CUCTEMBI MEIUIIMHCKOM opranu3anuu <11>.

<11> Cratpu 91 u 91.1 ®enepanpHoro 3akona ot 21 Hos0ps 2011 roga N 323-D3 "O6 ocHoBax
OXpaHbl 370pOBbs rpaxaaH B Poccuiickoii ®enepanuu” (CobpaHue 3aKOHOIATEILCTBA
Poccutickoit @enepamuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N
39, cr. 4883; N 48, cr1. 6165; 2014, N 30, cr. 4257; N 43, ct. 5798; N 49, cr1. 6927, 6928; 2015,
N 1, ct. 85; N 10, cT. 1425; N 27, ct. 3951; N 29, ct. 4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055;
N 18, ct. 2488; N 27, ct. 4219; 2017, N 18, ct. 2663; N 31, ct. 4794).

dakT BBIJAYH peucura Ha J'IeKapCTBeHHHﬁ npenapar 3aKOHHOMY MPCACTAaBUTCIIHO HIIN
YIIOJIHOMOYCHHOMY JIMIY (bHKCPIpyeTC}I B MEIUILIMHCKOMH JAOKYMCHTAIIUHU IMAlUCHTA.

8. MeauuuHcKkuM pabOTHHUKAM 3amperiaeTcst OopOpMIIATh PELeNThl P OTCYTCTBUH Y MaIlMeHTa
MEIUIMHCKUX TIOKAa3aHWH, Ha HE3aperHCTPHPOBAHHBIC JIGKAPCTBEHHBIC Tpemnapartsl <12>; Ha
JIEKapCTBEHHBIE TIPENaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIMEHW IO MEIULUHCKOMY
MPUMEHEHUIO TNpeHa3HauYeHbl JJIi NPUMEHEHHUS TOJIbKO B MEIMIMHCKUX OpraHM3alMsIX; Ha
HapKOTUYECKHE CPEJICTBA W IICUXOTPOIHBIE BelecTBa, BHeceHHble B cnucok II Ilepeuns,
3aperuCTPUPOBAaHHBIE B KAdyeCTBE JIEKAPCTBEHHBIX IPENapaTroB, B IENAX NPUMEHEHUs IS
JICYEeHUs] HApKOMAaHUHU.

<12> Pemenue Coera EBpasuiickoii s3koHOMu4eckoil komuccun ot 3 HosiOopst 2016 r. N 78 "O
[IpaBunax perucTpamdd ¥ OKCIEPTU3bl JICKAPCTBEHHBIX CPEIACTB JUIS  MEIMIIMHCKOTO
pPUMEHEHHS " (opurmanbHbIH cait EBpasuiickoro HKOHOMUYECKOTO coro3a
http://www.eaeunion.org/, 21 nosiops 2016 r.). Cratesa 13 denepanbHoro 3akona ot 12 ampens
2010 r. N 61-@3 "O6 obpalieHun TEKaPCTBEHHBIX CPEICTB I MEIUIIMHCKOTO MPUMEHEHHS '
(Cobpanwue 3akonomarenbctBa Poccuiickoit ®eneparuu, 2010, N 16, cr. 1815; 2015, N 29, cr.
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4367, 2018, N 24, ct. 3407).

WuauBuUayanbHbIM —MPEIIPUHUMATENSIM, OCYILIECTBIISIOUIMM MEAMLUHCKYIO JESTEIbHOCTD,
JOMOTHUTEIBHO K TpeOOBaHMSAM, YyKa3aHHBIM B a03ale IepBOM HACTOSIIETO IYHKTA,
3ampenaercss opOpMIIATh peLenThl Ha HApKOTHYECKUE CPEICTBA U ICUXOTPOIHBbIE BEILECTBA,
BHeceHHble B cnucku |l w1l Tlepeuns (manmee - HApKOTUYECKHE U TMCHXOTPOIHBIC
nekapctBeHHble npenapathl criuckoB |l u 11 [epedns).

9. Ilpy Ha3HAYEHWUW HAPKOTHUYECKUX U IMCUXOTPOIHBIX JICKAPCTBEHHBIX MpernapaToB coucka Il
Ilepeuns, 3a MCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENApaTOB B BHJIE TPAaHCACPMAIBHBIX
TEPaNeBTHYECKUX CUCTEM H JIGKAPCTBEHHBIX MPEMapaToB, COACPKANIMX HAPKOTUIECKOE
CpCACTBO B COYCTAHUMU C AHTArOHHUCTOM OIMOHUJHBIX PCHCIITOPOB, PCUCHTHI Ha 6YMa)KHOM
HocHTelne ohopMIIIOTCS Ha perentypHoM Oiranke gopmbr N 107/y-HIT.

10. PeuentypHsiit 6mank Gopmer N 148-1/y-88 odopmisiercs npu Ha3HAYCHUH

1) HApKOTHYECKUX M TCHXOTPOIHBIX JIGKAPCTBCHHBIX mNpernaparoB cnucka Il Tlepeuns B Buae
TPaHCAEPMAJIBHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKUX JIEKapCTBEHHBIX IIPENAapaTOB
cnucka |l Ilepeuns, comepkamux HApKOTUYECKOE CPEACTBO B COUETAHUU C AHTAarOHUCTOM
ONMOM/IHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cuucka [II [lepeuns;

2) JeKapCTBEHHBIX MPENapaToB, 00JaJar0IMX aHA0OIMYECKON aKTHBHOCTBIO (B COOTBETCTBUU C
OCHOBHBIM (bapMakoJIOrH4ecKuM JICHCTBUEM) U OTHOCSIIUXCS ()
aHATOMO-TEPANEBTUICCKO-XUMUUECKON  KIacCU(pUKAIMK, pPEKOMEHIOBaHHOW  BcemupHoii
opranuzanueil 3apaBooxpanenus (manmee - ATX) <13>, k anabGonuueckuMm crepouzaam (Kox
Al14A) (manee - jnekapCTBEHHBbIC Ipenaparhl, 00JamaroIe aHaOOJUYEeCKOH aKTHMBHOCTHIO B
COOTBETCTBUH C OCHOBHBIM (DapMaKOJOTHIECKUM JICHCTBUEM);

<13> Cratbs 18 ®enepanbHoro 3akoHa or 12 ampens 2010 r. N 61-®3 "O6 obpameHuu
JICKapCTBEHHBIX CPEICTB Uil MeaunuHckoro mnpuMeHeHus” (CoOpaHue 3aKOHOIATENbCTBA
Poccuiickoit ®eneparnu, 2010, N 16, cr. 1815; 2014, N 52, ct. 7540).

3) neKapCTBEHHBIX MPENaparoB, yka3aHHbIX B myHKTe 5 [lopsjka ornycka GpU3MYECKUM JTUIIaM
JIEKapCTBEHHBIX MpPENnapaToB A MEAMIMHCKOTO MPUMEHEHHMs, COAEP)KaIIMX KpOME MallbIxX
KOJIMYECTB HAPKOTUYECKHUX CPEACTB, ICHUXOTPONHBIX BEHIECTB W WX MPEKYpCOpPOB JApYyTrHe
(apMakoJIOTHYECKUE AaKTHBHbIE BEIECTBA, YTBEP)KICHHOTO MpHUKa3oM MuHHUCTEpCTBa
3JIpaBOOXPAHEHUS U COIMAILHOTO pa3BuTus Poccuiickoit ®enepammu ot 17 mast 2012 r. N 5621
<14> (nanee - [Tops0K OTHYCKA JEKAPCTBEHHBIX MPEIAPaTOB);

<14> 3apeructpupoBan Munucrepcrsom toctuiuu Poccuiickoit ®eneparnu 1 utons 2012 r.,
peructparmionHsiii N 24438, ¢ w3MeHeHWsIMH, BHECEHHBIMH TpHKa3amMu MUHHCTEpCTBA
3apaBooxpanenust Poccuiickoit ®enepaumu ot 10 mrons 2013 r. N 369H (3apeructpupoBan
MunncrepctBoM roctuiiun Poccuiickoit @enepanmu 15 mronst 2013 r., perucrpanmonssiii N
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29064), or 21 aerycra 2014 r. N 465u (3apeructpupoBaH MHHHCTEPCTBOM FOCTHIHH
Poccuiickoit denepauun 10 centsiops 2014 r., perucrpaunonnsii N 34024), ot 10 ceHTs0ps
2015 r. N 634u (3apeructpupoBad MuHuctepcTBoM roctunuu Poccuiickoii ®eneparun 30
ceutsiops 2015 r., perucrpanmonnbii N 39063), or 31 okrsabps 2017 r. N 882u
(3apeructpupoBan  MunucrepctBoM roctuimu Poccuiickoii ®eneparuu 9 saBaps 2018 r.,
peructpanuonssiii N 49561).

4) nexapCTBEHHBIX MpPENapaToB WHIAWBUAYAILHOTO U3rOTOBJICHHUS, COACPIKAIIMX HAPKOTHYECKOES
CpelcTBO WM TIcuxoTpomnHoe BemecTBo cnucka Il Ilepeuns, u npyrue dapmakonorunueckue
aKTUBHBIC BEUIECTBA B J103€, HE MPEBBILIAONICH BBHICIIYIO Pa30BYIO 103y, U MPU YCIOBUH, YTO
3TOT KOMOMHHMpPOBAHHBIA JIEKAPCTBEHHBIN Mpenapar HE SBISETCS HApKOTHYECKUM WU
MICUXOTPOIHBIM JIEKAPCTBEHHBIM Mpenaparom crnucka |l [lepeuns;

5) J5exkapCcTBEHHBIX IMPENaparoB, MMOUICKAIIUX MPEIMETHO-KOJIMYSCTBEHHOMY YUYeTy, He
MEPEYUCICHHBIX B MOJAMyHKTaX 1 - 4 HACTOSIMIEro MyHKTa (3a MCKIIOYCHHEM JIEKapPCTBEHHBIX
[peraparoB, OTIYCKAaeMbIX 03 perernTa).

11. Peuentypubii Omank ¢opmber N 148-1/y-04 (1) odopmiseTcs mpu Ha3HAYCHUH
JICKapCTBCHHBIX IIPEMapaToB TrpakJaHaM, HWMEIONMM IIpaBO Ha OecIUIaTHOE IOTYICHHE
JIEKaPCTBCHHBIX MPENapaTOB MK TOTYyYCHHE JICKAPCTBCHHBIX MPETApaTOB CO CKUIKOM.

12. PeuentypHsbiit 6ank gopmsr N 107-1/y opopmitsieTcs npu Ha3HAYCHHH:

1) nmexapcTBEHHBIX MpeENnapaToB, yka3aHHbIX B nyHkre 4 [lopsaka OTHycka JIeKapCTBEHHBIX
IIpenaparos;

2) IeKapCTBEHHBIX MPEMapaToB, He YKa3aHHBIX B MyHKTax 9 - 11 Hacrosimero [Topsaka.

13. Tlpn Ha3HAUEHWH JIEKAPCTBEHHOTO TperapaTra MHINBUIYaJIbHOTO W3TOTOBIICHHUS B PEIIETTE
Ha OymMakHOM HocuTesde W (WiH) peuente B (HOpMe dJICKTPOHHOTO AOKYMEHTa HAMMEHOBAaHUS
JIEKAPCTBEHHBIX IIPEMApaToB, BKIIOYEHHBIX B IMEPEYEHb JIEKAPCTBEHHBIX CPEICTB UL
MEUIUHCKOTO TPUMEHEHHUSI, TIOUISKAIIMX MPeIMETHO-KOJIIMUYECTBeHHOMY yuery <15> (nanee -
JICKapCTBEHHBIC TIpernaparhl, BKIOYeHHbIE B nepedeHb [IKY), yka3piBatoTcss B Havasie perenTa,
3aTE€M - BCE OCTaJIbHbIE HHTPEANECHTHI.

<15> TIpuka3z MunuctepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepannn or 22 anpens 2014 r.
N 1831 "O06 yTBep>KIeHUH MEPEUHs JEKApPCTBEHHBIX CPEICTB s MEIULMHCKOIO IPUMEHEHUS,
MOJUISKAIIUX — MPEIMETHO-KOJIMYECTBEHHOMY  ydeTy" (3apeructpupoBaH MMUHHUCTEPCTBOM
focturiun  Poccmiickoit deneparuu 22 wurons 2014 1., perucrpanmonnsii N 33210), ¢
W3MEHEHMSIMH, BHECEHHBIMH TIpUKa3aMu MUHHUCTEpPCTBAa 3]paBooxpaHeHHst Poccuiickoii
®enepanmu ot 10 centsiops 2015 r. N 634u (3apeructpupoBaH MHHHCTEPCTBOM FOCTHIINU
Poccwuiickoit @eneparnu 30 centsiops 2015 r., perucrpamumonnsiii N 39063), ot 31 okra0ps
2017 r. N 882u (3apeructpupoBaHn MuHHCTEpcTBOM focTuilu Poccuiickoit ®eneparmm 9
suBapst 2018 r., perucrpaunonnsiii N 49561), ot 5 anpens 2018 r. N 1491 (3apeructpupoBan
MunncrepctBoM toctummu Poccuiickoit @enepanmu 3 mas 2018 1., peructpanumonusii N
50961), ot 27 utons 2018 r. N 471n (3apeructpupoBan MuHHCTEpCTBOM rocTUIMU Poccuiickoit
®denepanuu 14 asrycra 2018 r., peructpanuonnsiii N 51885).
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14. Tlpu Ha3HAYCHUH JIGKAPCTBEHHOTO IMperapara B pelente Ha OyMaxHOM HocutTesne U (HMiIH)
peuente B (GopMe DIEKTPOHHOTO JOKYMEHTa 3alpeliaeTcsl MPEeBBIATh KOJIUYECTBO
HApPKOTHYECKUX CPEJCTB MU ICHUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITH BBINMHCAHO B
OJTHOM periente, ycraHoBieHHOe nmpuioxernneM N 1 x Hactosmemy [opsiaky, 3a UCKITFOUEHHEM
ClIy4aeB, yKa3aHHBIX B MyHKTax 16 u 25 nacrosmero Ilopsaka.

15. Ilpu Ha3Ha4YeHUHU JIEKAPCTBEHHBIX IpENapaTroB, BKIIOYEHHBbIX B mepeueHb [IKY, noza
KOTOPBIX MPEBBIIIAET BBICIIUI OJHOKPATHBIN pUEM, MEIUIUHCKII paOOTHUK 0003HAaYaeT 103y
3TOr0 JIEKapCTBEHHOI'O IIpenapaTa B pelente Ha OyMa)XHOM HOCHUTENE IPOIUChIO C
NPOCTaBJICHHEM BOCKJIMIATEIBHOTO 3HaKa M (WJIM) MPOCTABISICT BOCKIMLATEIbHBIA 3HAK MpPU
odopmiieHnu penenra B GopMe JEKTPOHHOTO JOKYMEHTA.

16. KonnyecTBO Ha3HAUEHHBIX JICKAPCTBEHHBIX IpENapaToB, BKIKOYEHHBIX B mepedeHb [IKY,
Mpyd  OKa3aHUM TAlMEHTaM, HYXJAOIMIMMCS B  JIJIUTEIBHOM  JICUEHWH, IEPBUYHOMN
MEIMKO-CaHUTAPHON MOMOIIHM U NAJTTUATUBHOW MEIUIIMHCKON OMOIIIM MOXET ObITh YBEIUYEHO
He Ooiee yeM B 2 pa3za MO CPAaBHEHUIO C KOJHMYECTBOM HAPKOTHYECKUX CPEICTB WIIU
MICUXOTPOIHBIX BELIECTB, KOTOPOE MOXKET OBITh BBIMHCAHO B OJHOM pEIENTE, YCTAaHOBIEHHBIM
npuioxxkenueM N 1 k Hactosimemy [lopsiaky.

B cnydasx, mpenycMOTpeHHbIX ab3aleM NepBbIM HACTOSIIEr0 IYHKTa, Ha pelenrtax Ha
OyMa)XKHOM HOCHTEJE TPOM3BOAUTCS Haamuch '1lo cnenuaabHOMY Ha3HAYEHHIO', OTIEIBHO
3aBepEeHHas MOJANUCHI0 MEIUIMHCKOrO pabOTHHUKA U IIeYaTbl0 MEIULMHCKON opraHu3zauuu s
peuenToB", Ha pemnentax B (opMe 3JIEKTPOHHOTO IOKYMEHTa NpOou3BOAMTCA OTMeTKa 'Tlo
CIeLMaIbHOMY Ha3HAYEHUIO" ¢ MPOCTaBJIEHUEM YCUJICHHOM KBaIM(DPULIUPOBAHHOM 3JEKTPOHHON
MOJITMCH MEIULUHCKOTO Pa0OTHHKA.

17. CocraB neKapCTBEHHOIO MperapaTa, JiekapcTBeHHas (Gopma U oOpalieHrue MEIUIITHCKOTO
paboTHuka K (apMaleBTHUECKOMY pabOTHHUKY 00 OTIyCcKe JIEKapCTBEHHOTO MpernapaTa
0o OpMIISIOTCS HAa TATUHCKOM SI3BIKE B POJUTENLHOM MaJIeKe.

IIpu odopmieHun peuenTypHbIX OJIAHKOB JONYCKaeTCcsl MCIOJIb30BAaHUE COKpallleHHH
(mpunoxenue N 2 k Hacrosiuemy [lopsiaky).

IIpy Ha3HaueHMM JEKapCTBEHHOIO IIpernapara He JOIYCKaeTCs COKpalleHue ONM3KUX II0
HAaUMEHOBAHMSIM HMHIPEJUEHTOB, COCTABISAIOUINX JIEKAPCTBEHHBIN IpenapaT, HE MO3BOJIIOLINX
YCTaHOBUTH, KAKOW MMEHHO JICKapCTBEHHBIH MpenapaT Ha3HayueH.

18. Cnoco6 mnpuMeHeHHs JeKapCTBEHHOTO Ipernapara oO0O3HAyaeTcs C YKa3aHUEeM J03Bl,
YaCTOTHI, BpEMEHH TPHEMa OTHOCHUTEIbHO cHa (YTpOM, Ha HOYb) M €ro UTUTEIBHOCTH, a JJIs
JIEKapCTBEHHBIX MPENapaToB, B3aMMOJACHCTBYIOUINX C TMHIIEH, - BPEMEHH HX YHOTpeOJIeHUs
OTHOCHTEJBHO NIpreMa UM (10 e/1bI, BO BPEMS €Ibl, ITOCIIE €JIBI).

19. Tlpu HEOOXOAMMOCTH HEMEIUICHHOTO WJIM CPOYHOro (B TEYeHHE ABYX pabOuMX HEM)
OTIIyCKa JIEKApCTBEHHOTO IpernapaTa MalUeHTy B BEpXHEH dYacTH perenta Ha OyMaXHOM
HOCHUTEJIC TMPOCTaBJISAIOTCS 00O03HaueHus 'Cit0" (cpouno) wmm “statim” (HememieHHO).
Amnanoruunele 0003HAUYEHUS! MPOCTABIAIOTCS B BUIE OTMETOK NpU O(GOpMIIEHHUH pelenTa B
(opMe IMEKTPOHHOTO JJOKYMEHTA.

20. Ilpu odopmieHHM Ha3HAUYEHUS TOTOBOIO JIEKAPCTBEHHOrO IIperapara B pelenTte Ha
OyMa)XHOM HOCHTEJE€ WIM peuente B (opMe DIIEKTPOHHOIO JIOKYMEHTAa KOJUYECTBO
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,Z[efICTBYIOHlI/IX BCIICCTB YKa3bIBACTCA B COOTBCTCTBHU C I/IHCTPYKI_[I/IGI‘/'I o MEANIUHCKOMY
IIPUMEHCHUIO JICKAPCTBECHHOTI'O IIPCIiapara.

[Tpu odopmieHr Ha3HAYEHUS JIEKAPCTBEHHOT'O MpernapaTa HHIUBUIYaIbHOTO U3TOTOBIICHHS B
peuente Ha OyMa)XHOM HOCHTEJE WM perente B (hopMe MEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEP/BIX U CHIMYyYHX (papMmaneBTHUECKUX CyOcTaHImii ykasbiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKUX - B MIJUTJITPAX, FPpaMMax U Karuisx.

21. Peuentsl HA OyMa)XHOM HOCHTENE, B (OpMe IJICKTPOHHOTO JOKYMEHTa, 0OpMIICHHBIC Ha
peuentypaom Oaanke Gopmbr N 148-1/y-88 u mpenHasHaueHHBIC IS OTITYCKA JIEKAPCTBEHHBIX
[penaparoB, MPEeIyCMOTPEHHbIX noAmyHKkTamu 2 - 5 mynkra 10 nactosmero Ilopsaxa,
JeCTBUTENBHBI B TeueHue 15 nueit co qus odopmiieHus .

22. Peuentel HA OyMa)XHOM HOCHTENE, B (pOopMe SJIEKTPOHHOTO JOKyMEHTa, 0(OpMIICHHBIC Ha
peuentypHom Omanke Gopmber N 148-1/y-04 (1) w mnpenHa3sHaYeHHbIE UIS  OTIYCKa
JICKApCTBEHHBIX MPENapaToB TrpaxkiaHaMm, yKazaHHbIM B nyHkTe 11 nacrosmero Ilopsixka,
neiictBuTenbHBI B Teuenne 30 1HeH co qHS 0hopMIICHUS.

23. Peuentel Ha OyMa)XHOM HocHTele, B (popMe IJIEKTPOHHOTO TOKyMEHTa, O(OPMIICHHBIC Ha
peuentypHom Onanke Gopmber N 148-1/y-04 (1) w mnpenHa3Ha4YeHHbIE JUIS  OTIYCKa
JICKapCTBEHHBIX MpernapaToB TIpakIaHaM, IOCTHIIIMM IEHCHOHHOIO BO3pacTa, HHBAIHIAM
NEpBOW TPYIIbI, JETAM-MHBAIMAAM, a TaKkKe TpakJaHaM, CTPaJarolluM XPOHHYCCKHMHU
3a00JeBaHUSAMHE, TPEOYIOIUMHU JJIUTEILHOTO KypCOBOTO JICUYCHHUS, IeHCTBUTEIbHBI B TeueHHe 90
IHEH co THs 0)OpMIICHUS.

Jlnst jedeHuss XpOHHUYECKHMX 3a00JIeBaHUIl yKa3aHHBIM KaTEropusM TpakAaH JEKapCTBEHHBIE
npenaparsl ¢ 0QOpPMIICHHEM pELenToB Ha OyMaXKHOM HOCHTENE WM PEIEnToB B (opme
AJIEKTPOHHOTO JIOKYMEHTa MOTYT Ha3HadaThCs Ha Kypc JiedeHus 1o 90 nHei.

24. Peuentsl Ha OyMa)XHOM HoOcuTese, B popMe 3JIEKTPOHHOTO JOKYMEHTa, 0OpMIICHHBIE Ha
peuentypHoM Omanke ¢dopmbl N 107-1/y u mpenHasHaueHHBIC TSI OTIYCKA JIEKAPCTBEHHBIX
MpernapaToB, MPeIyCMOTPEHHBIX TyHKTOM 12 Hacrtosimero [Topsiaka, neldcTBUTENbHBI B TEUCHHE
60 nHeii co qHS opopmITeHUS.

[Ipy Ha3HaYeHHWU TOTOBBIX JICKAPCTBEHHBIX IIPENapaToB M JIEKAPCTBEHHBIX MpPENapaToB
WH/IMBUYAILHOTO W3TOTOBJICHUS TAlMEHTaM C 3a00JIeBaHUSMH, TPEOYIOIUMH UTUTEIBHOTO
KypCOBOTO JiedeHus, ¢ odopmieHreM Ha perentypHoM Omanke ¢popmel N 107-1/y peuenra Ha
OyMa)XHOM HOCHTENIe WIH B (hOpMe 3JIEKTPOHHOTO JOKYMEHTA YCTAaHABIMBAETCS CPOK JEHCTBHS
perenTa B pejesnax 10 0JJHOr0 KaJeHJapHOro roja.

B cnyuae ycraHoBieHMs Cpoka JEWCTBHUS pelenTta B Ipeienax A0 OAHOIO roja B peLenTe
npoctaBisieTcs: otMeTka ''[lo cmenmmanbHOMY Ha3zHauyeHHUIO'", 0003HAYAeTCs CPOK JCHCTBUS
pelenTa 1 MepuoIMYHOCTb OTITyCKa JIEKApCTBEHHBIX MPENapaToB U3 allTeUHOW OpraHu3alliy Ui
WHIWBUIYAIGHBIM  TPENNPUHAMATENIEM, HWMEIONIMM JIUICH3WI0 Ha  (apMareBTHUECKYIO
HeaTenbHOCTh <16> (ekeHenenpHO, €XKEMECSYHO M WHBbIE IMepuojsl). JIOMONIHUTEIBHO 3TO
yKa3aHUE 3aBEpPSCTCS TOMIKMCHI0O M TIeYaThl0 MEIUIIMHCKOTO paOOTHUKA, a TaKXKe IeYaThio
MeIUIIMHCKOW opranu3anmu "Jlns peumenToB” (s peuenta Ha OyMaKHOM HOCHTENE) WU
YCUJICHHOH KBaJM(HUIIMPOBAHHON 3JIEKTPOHHOW TOIIMHMCHI0 MEIUIIMHCKOTO pabOTHUKA W JIMIIA,
YIIOTHOMOYEHHOT'O 3aBEPSATh JOKYMEHTHI OT UMEHU MEIUIIMHCKON OpraHu3aunuu (I perenta B
(dbopMe IIEKTPOHHOTO JOKYMEHTA).



<16> Ilynkr 47 vactu 1 crateu 12 denepanpHoro 3akoHa ot 4 mas 2011 r. N 99-@3 "O
JIMIICH3UPOBAHUH OTIENIBbHBIX BHIOB JesteiabHOCTH" (CoOpaHue 3akoHOAaTeNbecTBa Poccuiickoit
®enepanun, 2011, N 19, ct. 2716; 2012, N 31, cr. 4322; 2013, N 9, cr. 874; N 27, cr. 3477,
2014, N 30, ct. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, ct. 4342; N 44, ct. 6047; 2016, N
1, ct. 51; 2018, N 31, cr. 4838; N 32, ct. 5116; N 45, ct. 6841; N 53, cT. 8424).

25. Penenthl Ha NMPOW3BOAHBIE OApOUTYPOBON KHUCIIOTHI, KOMOWHUPOBAHHHBIC JEKAPCTBEHHBIC
npernaparbl, CoAep)Kaliue KOAeHH (ero coyi), HHbIe KOMOMHHUPOBAHHbBIC JICKAPCTBEHHBIC
npenaparsl, MOMICKAIUEC MPEAMCTHO-KOJIMYCCTBCHHOMY YYCTY, JICKAPCTBCHHBIC NPCHaparhl,
oOajaromue aHaboJIMYECKON aKTUBHOCTHIO B COOTBETCTBHU C OCHOBHBIM (DapMaKOJIOTHYSCKUM
HeﬁCTBHeM, AJId JICUCHUA MaUCHTOB ¢ XPOHUYCCKUMU 3a00/I€eBaHUIMA MOTYT O(i)OpMJI?ITBC?I Ha
Kypc nedenus 1o 60 qHei.

B nanHBIX cayyasx B pelentax Ha OyMa)kKHOM HOCHTENE IPOU3BOAUTCS Haamuch '1lo
CIHELMAIbHOMY Ha3HAYEHMIO'", 3aBEpeHHasl MOJIMUCHI0 MEIUIIMHCKOTO paOOTHUKA M I1€YaThIO
MeIUIMHCKONW opranm3anuu "l penenTtos”, penentax B (opMe 3JIGKTPOHHOTO JOKYMEHTA
npousBoauTcs orMmerka ''[lo cmenuambHOMY Ha3HA4YEHUIO", C IPOCTaBIEHUEM YCHUJIEHHOM
KBaJM(UIIMPOBAHHOW  DJICKTPOHHOM  IMOAMUCH  MEIWIMHCKOIO  pabOTHHKAa ©  JIMIA,
YIOJHOMOYEHHOI'O 3aBEPATh JOKYMEHTBI OT UMEHU MEIULIMHCKON OpraHu3alli.

26. Peuent Ha OymMa)kHOM HOcHUTene, B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(QOPMIICHHBIH ¢
HapylICHHEM  YCTAHOBJICHHBIX  HacrosmmMm  [lopsakom — TpeOoBaHUH, CUHTACTCS
HEJICVCTBUTEIIbHBIM.

1. HazHaueHue JieKapCTBEHHBIX NMPENapaToB PH OKAa3aHUM MeIHIIHHCKOH
NMOMOIIIY B CTAMOHAPHBIX yCJIOBHAX

27. Tlpu oka3aHWM MAIUCHTY MEIUIMHCKON IMOMOIIM B CTAllMOHAPHBIX YCIOBHSX Ha3HAUYCHUE
JIEKapCTBEHHBIX MpemapaToB MPOU3BOAUTCS 0e3 odopMIeHHS perenta MEeIUIUHCKUM
pabOTHUKOM EIUHOJUYHO, 3a WCKIIOUCHUEM CIyJacB, YKa3aHHBIX B MyHKTE 28 HACTOSIIETO
[Topsaxa.

28. CornacoBaHHe Ha3HAu€HMsI JEKApCTBEHHBIX NPENapaToB C 3aBEAYIOLIMM OTIEJICHHUEM WU
OTBETCTBEHHBIM JEKYPHBIM BpadyoM JIMOO JPYTUM JIMIIOM, YHOJHOMOYEHHBIM IPUKa30M
IJIABHOTO Bpaya MEIUIUHCKON OpraHu3alMy, a TakKe, IPU HAJMYUH, C BPAUOM - KIMHHYECKUM
(bapMakos0oroM HEOOX0AUMO B CIIydasiX:

1) 0THOBPEMEHHOTO HAa3HAYCHUS MATH U 00JIee JIEKAPCTBEHHBIX MTPENapaToB OJHOMY MAIUCHTY;

2) Ha3HAYCHHS JICKAPCTBEHHBIX MPENapaToOB, HE BXOIAIINX B TIEPEYCHB )KU3HEHHO HEOOXOJMMBIX
U BaXHEHIIMX JIEKApCTBEHHBIX MpernaparoB <17>, mpu HETUNHYHOM TEYEHUH 3a00JeBaHMUS,
HAJIMYUH OCJIOKHEHUI OCHOBHOTO 3a0oyieBaHus M (MJIHM) COMYTCTBYIOIIUX 3a00JI€BaHHIA, NpPU
Ha3HAYEHUH JIEKapCTBEHHBIX IpenapaToB, OCOOEHHOCTH B3aUMOJIEHCTBUS U COBMECTUMOCTHU
KOTOPBIX COTJIACHO MHCTPYKLMSAM IO UX IPUMEHEHHUIO TPUBOJAAT K CHIDKEHHIO () ()EKTUBHOCTHU U
Oe3zomacHocTH (hapMakoTepanuu W (WJIHM) CO3JAOT MOTEHIMAIBHYIO OMACHOCTh ISl JKU3HU U


https://normativ.kontur.ru/document?moduleid=1&documentid=318780#l56

3/10POBbBSI TIAIIMEHTA.

<17> Ilyskr 1 crathu 60 denepanbuoro 3akoHa ot 12 anpens 2010 r. N 61-D3 "O6 obpamenun
nekapcTBeHHbIX cpeactB” (Cobpanue 3akoHomatenscTBa Poccuiickoit deneparmu, 2010, N 16,
ct. 1815; 2012, N 26, ct. 3446; 2014, N 52, ct. 7540).

B yka3zaHHbIX ciydasix Ha3HAu€HHUE JIEKApPCTBEHHBIX IMPenapaToB (PUKCUPYETCS B MEAUIIMHCKON
JOKYMEHTAIIMHU TAIUEHTA W 3aBEPSAETCs MOMMUCHI0 MEIUIIMHCKOTO PaOOTHUKA U 3aBEAYIOIIETO
otaeneHreM (OTBETCTBEHHOTO JCKYPHOT'O Bpaya WIIH APYroro yroJHOMOYECHHOTO JIUIIA).

29. MeauimHCKUi pabOTHUK METUIIMHCKONW OpraHu3anuu (ee CTPYKTYPHOTO MOApa3/ieieHHs),
PAacIoyIOKEHHON B CEIBCKOM HACENICHHOM IYHKTE, OCYIIECTBIISICT HAa3HAUYCHHUE JIEKAPCTBEHHBIX
MperapaToB B cay4yasX, yKka3aHHbIX B myHKTax 28 u 30 Hacrosmiero [lopska, e TMHOIHYHO.

30. ITo pemenuio BpaueOHOW KOMUCCHH TAIIMCHTAM IPU OKAa3aHUH UM MEIUIMHCKON MMOMOIIH B
CTAallMOHAPHBIX YCJIOBUSX HA3HAYalOTCSA JIEKAPCTBEHHBIE IIpENaparbl, HE BKIIOYEHHbBIE B
MepeueHb )KM3HEHHO HEOOXOIMMBIX M BAKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, B Cliydae UX
3aMEHBbI W3-32 UHANBU1YaIbHON HEIEPEHOCUMOCTH, 10 KU3HEHHBIM IMOKA3aHUSM.

Pemenne BpaueOHOW KoMHccUU (UKCHUPYETCS B MEAMIMHCKOW JIOKYMEHTAllUM MAllMeHTa U
KypHaJie BpaueOHOM KOMUCCHUH.

31. B caywasx oOciefoBaHUS M JICUEHUsS TPpaKJIaHUHA B CTAL[MOHAPHBIX YCIOBHSX B PaMKax
IIPEIOCTABIIEHUSI MEAMLMHCKUX YCIYyr Ha BO3ME3/IHOM OCHOBE 3a CYET JIMYHBIX CPE/ICTB
IpaXk1aH, CPEACTB IOPUINYECKUX JINLl U MHBIX CPEACTB HA OCHOBAHUU JOTOBOpA, B TOM YHUCIIE
JIOTOBOpa J0OPOBOJIBHOTO METUIIMHCKOTO CTpaxoBaHus <18>, eMy MoryT OBITh Ha3HAYEHBI
JIeKapCTBEHHbIE MPEIapaThl, HE BXOASIIUE B MepeUeHb )KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIINX
JIEKapCTBEHHBIX IPENaparoB, €CIM UX Ha3HAUYE€HUE U MPUMEHEHHE 00YCIOBIEHO MEIUIIMHCKUMHU
MTOKa3aHUSMHU.

<18> Ilocranosnenue [IpaBurensctBa Poccuiickoit deneparyu ot 4 okrabpsa 2012 r. N 1006
"O0 yrBepxkaeHun I[lpaBun mpeAocTaBieHUs] MEAUIIMHCKUMH OpPTaHU3AMAMHU  TIIATHBIX

memuiHackux yeryr” (Cobpanue 3akoHomatenscTBa Poccuiickoit @eneparmu, 2012, N 41, cr.
5628).

I11. HazHayeHne TeKapCTBEHHBIX MPENApPaToOB NMPH 0KA3aHUY NEPBUYHOM
MEIUKO-CAHUTAPHOM MOMOIIM, CKOPOH MEIUIMHCKOM MOMOIIU M NAJIMATUBHOMN
MeIMIUHCKON MOMOIIH

32. Ilpu oka3zaHUM MEPBUYHONW MEIUKO-CAHUTAPHOW MOMOIIM M MAJJIMATUBHOW MEIULIMHCKON
MIOMOIUIY B aMOYJIaTOPHBIX YCIOBHSIX Ha3HAU€HUE JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBIISAETCS
MEIULIUHCKUM PAa0OTHUKOM B CIy4asX TUIMYHOTO TE€UYEHHUS 3a00JeBaHUs MAIMEHTa UCXONs U3
TSDKECTH U XapakTepa 3a00sieBaHMs.
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33. Ha3znaueHue jeKkapCTBEHHBIX MPEMApaToOB M0 PEIICHUIO BpauyeOHOM KOMUCCHH MPU OKa3aHUHU
IIEPBUYHOM  MEIMKO-CAHUTAPHOM IIOMOLIM, MAJUIMATUBHOM MEIULMHCKOW MOMOIIM B
aMOyJIaTOPHBIX YCIOBUSAX TPOU3BOAUTCS B CIIydasiX:

1) 0IHOBPEMEHHOTO HAa3HAYCHUS OJJHOMY MAIMEHTY IIATH U OoJiee JICKapCTBEHHBIX IPENapaToB B
TEYEHHUE OJTHUX CYTOK MIIU CBBILIE NE€CATH HAMMEHOBAHUH B TEYEHUE OJJHOTO MECSLA;

2) Ha3HAYCHHS JICKAPCTBEHHBIX MPEMapaToB MPHU HETHUIIMYHOM TEUCHUH 3a0O0JICBaHUs, HATHIUH
OCJIO’)KHEHHUH OCHOBHOTO 3200JieBaHus U (MJIM) COIMYTCTBYIOMIMX 3a00JICBaHUM, TP HA3HAUCHUU
JIEKapCTBEHHbIX IpenapaToB, OCOOCHHOCTH B3aUMOJEHCTBHS U COBMECTUMOCTH KOTOPBIX
COTJIACHO MHCTPYKIHSM MO HMX TNPUMEHEHHUIO MPHUBOAAT K CHUKECHUIO A(PPEKTHBHOCTH H
0€30IaCHOCTH JICYCHHs MalyeHTa ¥ (WIM) CO3MA0T MOTCHIHAIBHYIO ONACHOCTH VIS KU3HH H
30POBbS NALUEHTA;

3) HepBHYHOrO HA3HAYCHHS IAIMEHTY HAPKOTUYECKHX U MCHXOTPOIHBIX JICKAPCTBEHHBIX
npenaparoB cnuckoB |l u 1l Tlepeuns (B ciyyae HPUHATHS PYKOBOAUTEIEM MEIUIIMHCKON
OpraHu3alMM pPEUIeHHUs O HEOOXOJMMOCTH COIJIACOBAHMS HA3HAUEHUS TAKUX JIEKapCTBEHHBIX
npenapaToB ¢ BpaueOHOIl KOMUCCHEI).

34. TloBTOpHOEC HA3HAYCHHE HAPKOTUYECKMX M TICHXOTPOIHBIX JICKAPCTBEHHBIX IPENapaToB
cuuckoB 1l u Il TlepeuHs mPOM3BOMMTCS MEIUIMHCKUM PAOOTHHKOM CaMOCTOSITCIIBHO
MalMeHTaM C BBIPAKEHHBIM OOJICBBIM CHHAPOMOM JIFOOOTO TEHE3a, HapyIICHHEM CHAa,
CYJIOPOXHBIMH COCTOSIHUSIMH, TPEBOKHBIMU paccTpoiicTBamu, (HOOUSIMHU, TICHXOMOTOPHBIM
BO30YKICHHEM.

35. Ilpu oka3aHMM CKOPOM MEIUIIMHCKOM MOMOLIM JIEKapCTBEHHbIE IpenapaThl HAa3HAYaIOTCS
MEIUIUHCKUM PaOOTHUKOM BBIC3THOW OpHTraabl CKOPOH MEIUIIMHCKON TTOMOIIH, MEIUITUTHCKIM
pabOTHHKOM MEIUIIMHCKOM OpraHu3alyy Npy OKa3aHUU METUIIMHCKOM MOMOIIH Ipa)IaHaM MpH
3a00JIeBaHUAX, HECUACTHBIX CIllyyasiX, TpaBMax, OTpPABJIECHUSAX M JIPYTUX COCTOSHUSAX,
TPeOYIOIINX CPOYHOI'O MEAUIIMHCKOTO BMEIIATENbCTBA.

IV. Ha3znauenmne JICKAPCTBCHHLIX IIpenmaparToB rpa;kKaianaM, HMCIOIIUM IIPaBO Ha
OecriaTHoe MOJIYICHHE€ JICKAPCTBCHHBIX IIPpEapaToB WJIHA IOJYYCHHE
JIEKAPCTBCHHbLIX IpPpemapaTonB CO CKHHKOﬁ, IpA OKa3saHuH HepBI/I‘IHOﬁ

MeﬂHKO-CaHHTapHOﬁ nmomMoiu

36. Ilpu oka3aHWM TEPBUYHOW MEIUKO-CAHHTAPHOW ITOMOIIM HA3HAYCHHE METUITUTHCKAM
pabOTHUKOM B COOTBETCTBMM CO CTaHAApTaMH MEAMIIMHCKOW momomu <19> nexapCTBEHHBIX
MperapaToB, OTIMYCKAEMBIX OECINIATHO WM CO CKHUJIKOW, OCYIIECTBIISICTCS Ha pPElenTypHOM
onanke Gopmbr N 148- 1/y-04 (;1) ¢ yderom pa3BuTHs 3a00JieBaHUS, OCOOCHHOCTEH TCUCHHS
OCHOBHOTO M COMYTCTBYIOMIETO 3a00JIEBaHUIA CIEIYIONIMM KaTeTOPUSM TPaXKIaH:

<19> IlynkT 4 yactu 1 craten 37 ®enepanpHoro 3akoHa ot 21 HosiOps 2011 r. N 323-03 06
OCHOBaX OXpaHbl 37J0pOBbs TpakaaH B Poccuiickoit denepanun” (CoOpanue 3akoHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, cr. 6724; 2018, N 53, ct. 8415).
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1) rpaxxaaHaM, UMEIONIMM MPABO Ha MOJYYCHHUE TOCYIaPCTBEHHON COIMAILHOM MOMOIIM B BUJIC
Habopa COLMAIBHBIX YCIYr, B COOTBETCTBHUH C IIEPEUYHEM JIEKAPCTBEHHBIX NpPENapaToB JUIS
MEIMIMHCKOTO NPUMEHEHMS, B TOM YHUCIIEC JICKAPCTBEHHBIX IPENaparoB M MEIULMHCKOTO
IIPUMEHEHHUS], Ha3HAYaeMBbIX I10 PELIEHUI0 BPAaueOHBIX KOMHUCCUN MEIUIMHCKUX OpraHu3auui

<20>;

<20> Yactp 2 cratbu 6.2 DepepanbHoro 3akona ot 17 wumroma 1999 r. N 178-®3 "O
rocynapcTBeHHoit  commanbHoi  momoru”  (CoOpanue  3akoHOAATeNnbcTBA — Poccuiickoit
®enepanun, 1999, N 29, cr. 3699; 2009, N 30, cr. 3739; 2010, N 50, cr. 6603; 2013, N 48, cT.
6165).

2) numaMm, OOJNBHBIM TeMOQMINCH, MYKOBUCIIMI030M, TMNO(U3apHBIM HAaHM3MOM, OOJIE3HBIO
lomre, 3710KkauecTBEHHBIMU HOBOOOPa30BaHUSAMHU JUMQPOUTHOM, KPOBETBOPHOU M POACTBEHHBIX
UM TKaHEW, PACCESHHBIM CKJIEPO30M, TE€MOJIMTUKO-YPEMHUYECCKHUM CHHIPOMOM, IOHOIICCKHM
apTPUTOM C CHCTEMHBIM HaudajaoM, Mykomonucaxapumo3om |, Il u VI tunos, num mnocne
TpPaHCIUTAHTAIlMA OpraHoB u (WJIM) TKaHEW B COOTBETCTBHU C IEPEYHEM JIEKAPCTBEHHBIX
mpemapaToB, yreepxaaeMbeiM [IpaBurensctBoM Poccuiickoit @eneparum <21>.

<21> Yacte 7 cratbu 44 OenepanbHoro 3akoHa oT 21 HosOpsa 2011 r. N 323-D3 "O6 ocHoBax
OXpaHbl 370pOBbs rpaxaaH B Poccuiickoii ®enepanuu” (CobOpanue 3aKOHOIATEILCTBA
Poccuiickoit ®enepaunu, 2011, N 48, ct. 6724; 2013, N 48, cr. 6165; 2016, N 18, cr. 2488;
2018, N 32, ct. 5092).

3) rpakaaHaMm, UMEIONIMM TPABO Ha MOJyYeHHE JIEKAPCTBEHHBIX MpPENapaToB OCCIUIATHO HIIH
MOJTyYeHUE JIEKAPCTBEHHBIX IPENapaToOB CO CKUAKON 3a CYET CPEICTB OIOJIKETOB CYOHEKTOB
Poccuiickoii @enepaunn, B COOTBETCTBMM C llepeuyHemM rpymnn HacelneHus W KaTeropui
3a00eBaHUN, TIpU aMOyJIaTOPHOM JICYEHHH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA M U3CIIUS
MEIHUIIMHCKOTO HAa3HAYeHHs OTIYCKAIOTCS M0 perenTaM Bpadel OecriaTHo, U [lepeyneM rpymm
HaceJIeHus, MpU aMOyJIaTOPHOM JICYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPENCTBA OTITYCKAIOTCS IO
penentam Bpauedd ¢ 50-poreHTHONW CKUAKOW CO CBOOOJHBIX II€H, YTBEPKIACHHBIMU
nocraHoBieHueM [IpaButensctBa Poccuiickoit @enepanuu ot 30 urons 1994 r. N 890 <22>;

<22> CoOpanmue 3akoHoaatenbcTBa Poceniickoit @eneparmu, 1994, N 15, cr. 1791; 1995, N 29,
cr. 2806; 1998, N 1, cr. 133, N 32, ct. 3917; 1999, N 14, ct. 1724, N 15, ct. 1824; 2000, N 39,
cr. 3880; 2002, N 7, cT. 699.

4) rpaxaaHaM, CTPaJAIONIMM >KU3HEYTPOXKAIOIIMMU M XPOHHYECKHMH TPOTPECCUPYIOIIMMHU
penkumu (opdaHHBIME) 3a00J€BaHUSIMU, MPUBOISIIMMHE K COKPALICHUIO MPOAOJIKHTEILHOCTH
KHU3HU IPaXJaH U UX HHBATUAHOCTH <23>.
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<23> [locranoBnenue [IpaBurenscrBa Poccutickoit ®eneparnuu ot 26 anpens 2012 r. N 403 "O
nopsinke BeaeHus DenepanbHOTO PETUCTpa JIUI, CTPANAIONIUX IHKU3HEYTPOXKAIIUMU |
XPOHUYECKMMH IPOTPECCUPYIOIIUMHU PeaAKuMu (OphaHHBIMK) 3a00JIEBAHUSAMH, TIPUBOIAIIMMHU K
COKPAICHHUIO MPOJIOJDKUTEIILHOCTH KU3HU TPAKIAH U UX WHBAIMIHOCTH, H €r0 PErHOHATBHOTO

cermenra” (Cobpanue 3akoHoaareabcTBa Poccuiickoit @eneparuun, 2012, N 19, cr. 2428; N 37,
cr. 5002).

ITpu odopmiennn perenta Ha Onanke ¢opmbel N 148-1/y-04 (1) Ha OyMakHOM HOCHTENE
o OpPMIISFOTCSI B IK3EMILISIPA, OJMH U3 KOTOPBIX OCTACTCS B alITCYHON OpraHU3aIliy, BTOPOH -
B MEJMIIMHCKOW JOKYMEHTAIINH TTAIlHCHTA.

37. IlpaBo Ha3HAuaTh JIEKAPCTBEHHBIE MPETAPATHI TPAXKAAHAM, UMEIOIIUM MIPAaBO Ha OecIIaTHOE
NIOJlyYeHHE JIEKAPCTBEHHBIX IpenapaToB WM IOJY4YEHUE JIEKAapCTBEHHBIX IIpenapaToB coO
CKUJKOH, TaK)Ke UMEIOT:

1) MmenuUHCKHE paOOTHUKH, pabOTAONIME B MEIUIIUMHCKON OPraHU3aIliH 110 COBMECTHUTEILCTBY
(B mpeaenax CBOCH KOMITICTCHIIHH);

2) MEIMIIMHCKHAE PAOOTHHUKHM CTAlIMOHAPHBIX OPraHU3aIMil COLMAILHOTO OOCIY)KUBAHHS IPU
HaJu4Yuu  JIMIEH3UM  Ha  OCYUIECTBICHHUE  MEIULMUHCKOM  JIESITEeIbHOCTU <24>,
npeaycMaTpuBarolieil  BBINOJAHEHHE paboT (OKa3aHWe YCIyr) IO OKa3aHHI0 TMEPBUYHOM
MEIUKO-CAaHUTAPHON TMOMOIIM B aMOyJIaTOPHBIX YCIOBHSX (HE3aBUCHMO OT BEIOMCTBEHHOM
MPUHAUIC)KHOCTH);

<24> Ilyakr 46 vactu 1 cratem 12 ®PenepanpHoro 3zakoHa ot 4 mas 2011 r. N 99-@3 "O
JIMIEH3UPOBAHUU OT/EBbHBIX BHIOB nestenbHocTH" (CoOpaHue 3akoHOmaTenbcTBa Poccuiickoi
®eneparmn, 2011, N 19, ct. 2716; 2012, N 31, cr. 4322; 2013, N 9, cr. 874; N 27, cr. 3477,
2014, N 30, ct. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, c1. 4342; N 44, c1. 6047; 2016, N
1, ct. 51; 2018, N 31, ct. 4838; N 32, ct. 5116; N 45, ct. 6841; N 53, ct. 8424).

3) MeauUMHCKHE pPAOOTHUKM MEAWIMHCKHX OPraHW3allvil, OKa3bIBAIOIIMX MEPBHYHYIO
MEINKO-CAaHUTAPHYIO TOMOIIb, MOABEAOMCTBEHHBIX (De/lepabHbIM OpraHaM HCIOJIHUTEIbHON
BJIACTH WJIM OpTaHaM UCIOJIHUTENbHOM BiacTu cyobekToB Poccuiickoit denepanuuy;

4) WHAMBUAYaJbHBIC MPEIIPUHUMATEIH, OCYIIECTBISIONINE MEIUIIMHCKYIO NESITENbHOCTh U
BKJIFOYEHHBIE B PEECTp MEIMIMHCKHX OpPraHM3allfil, OCYIIECTBISIOMNX JEATeIbHOCTh B chepe
00513aTeIbHOTO0 MEAULIMHCKOTO CTPAXOBAHMS.

38. IIpu Ha3HaYCHHNH JICKAPCTBEHHBIX MPEMapaToB TpakKIaHaM, HMEIOIIUM TIPaBO Ha OecIiaTHOe
MOJTyYeHHE JIEKAPCTBEHHBIX IpEnapaToB WM TMOJYYEHHE JIEKAPCTBEHHBIX IpEenapaToB CoO
CKUJIKOW, B pelenTe yKa3blBaeTcs HOMEp TejedoHa, M0 KOTOPOMY paOOTHHK anTeYHOH
OpraHu3alKi MPU HEOOXOJTUMOCTH MOXKET COIJacoBaTh ¢ MEIUIIMHCKUM PaOOTHUKOM 3aMEHY
JIEKapCTBEHHOTO Mpenapara.
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39. Ha3zHaueHue HapKOTMYECKHX M TICHXOTPOIHBIX JICKAPCTBEHHBIX TpernapartoB croucka Il
[lepeuns (32 WCKIOYCHHEM JICKAPCTBCHHBIX IMPENaparoB B BHJE TPaHCACPMATIbHBIX
TEPaNeBTHUECKUX CHCTEM, a TAKXKE JICKAPCTBEHHBIX IPENapaToB, COJEPIKAIIUX HAPKOTUIECKOE
CPE/ICTBO B COYCTAHUH C AaHTArOHMCTOM OIHMOUIHBIX PEIEHTOPOB) TPaKAaHaM, HMEIOLUM IPABO
Ha OeCIulaTHOE TOJyYeHHUE JICKAPCTBEHHBIX IMPENapaToB WM IOJYYEHHs JIEKaPCTBEHHBIX
MpermapaToB CO CKUAKOW, OCYIIECTBISETCS Ha perentypHoM Omanke dopmbr N 107/y-HII,
KOTOPOMY JOIOJHHUTEIBHO 0popMIIsieTCs perenT Ha penentypHom Oaanke ¢popmel N 148-1/y-04
(1) (B mByX aK3emIuIApax mpu 0HOPMIECHHH Ha OYMaKHOM HOCHTEIIE).

40. Ha3HayeHHMe HApPKOTUYECKHX M TICHXOTPOIHBIX JICKAPCTBEHHBIX TNpernaparoB choucka Il
[lepeuns B BUE TpaHCAEPMAIbHBIX TEPANEBTUYECKUX CUCTEM, HAPKOTHUYECKHX JIEKaPCTBEHHBIX
npenaparoB crnucka |l Tlepedns, conmepkamux HAPKOTHYECKOE CPEICTBO B COYCTAHHH C
AQHTAarOHUCTOM OITMOUIHBIX PELETITOPOB, ICUXOTPOITHBIX JIEKAPCTBEHHBIX MpenapaToB cuucka 11
[lepeuHs, JeKapCTBEHHBIX IpENapaToB, BKIIOUYEHHBIX B mepedeHb [IKY, nekapcTBEeHHBIX
IpenaparoB, 00JalalONMX aHAOOJMYECKOW AaKTUBHOCTBIO B COOTBETCTBUM C OCHOBHBIM
(hapMakoJIOTHYECKUM JCHCTBUEM, KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX
B nmoanyHkre 3 myHkra 10 macrosimero Ilopsiaka, mpenHazHaueHHBIE AJIS JICUCHHS TPaXkJaH,
UMEIOIIMX MPaBO Ha OECIUIaTHOE IOJIyYCHHE JICKAPCTBEHHBIX IpENapaToB WM IMOJyYCHHE
JIEKapCTBEHHBIX MPENapaToB CO CKHUJKOMW, OCYIIECTBISETCS Ha peuentypHoM Onanke ¢opmbl N
148-1/y-88, x KOTOPOMY JOMOJHUTEIBHO OQOPMIISETCS PEIETIT HAa PELENITYPHOM OiiaHKe POPMBI
N 148-1/y-04 (1) (B 1Byx 3K3eMIUIApax npu oGOpMICHUN Ha OyMa)KHOM HOCHTEIE).

Ipunoowcenue N 1

K Ilopaoky Haznauenus

JIeKApCMBEHHbIX NPenapamos, YmeepiCOeHHOMY
npuxazom Munucmepcmea 30pagooxpanenus
Poccuiickoti @edepayuu

om 14 aueaps 2019 2. N 4u

KOJINYECTBO HAPKOTUYECKHUX CPEACTB WJIHN
HCUXOTPOIIHBIX BEILIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OJIJHOM PEIEIITE

N |MexayHapoaHOe HemaTeHTOBaHHOE HauMeHoBaHue|  dopma BbITycKa U KomnuectBo
/1 HapKOTHYECKOTO U TICHXOTPOITHOTO JO3MPOBKA
JIEKapCTBEHHOT O IIpernapara
1 |bynpenopdun+Hanokcon TabneTku 60 TabneTok
CyOJMHTBaIbHBIE
0,2 Mr+0,2 mr (ymaxoBka,
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kpatHas N 20)

2 [bynpenopdun PactBop 11 uabekuui, (30 ammyn
0,3 mr/mi 1 mi (mImpuI-TIOOMKOB)
3 |bynpeHopdun TpaHcaepManbHbII
[TaCTBIPb
35 Mkr/yac 20 rutacTeIpeit
52,5 mkr/uac 10 mumacteipeit
70 mkr/yac S TIacThIpen
4 |lurunpoxoaenH Tabnerkn
[IPOJIOHTUPOBAHHOTO
ITEeCTBUS
60 mr 40 TabneTox
90 mr 30 TabieTox
120 mr 20 TabneTok
5 Mopdun PacTBOp 114 HHBEKIIUH,
[PacTBOP IS TIOAKOYKHOTO
BBEICHUS
10 mr/mt 1 vt 20 ammyn
(mpui-TrOOMKOB)
6 |Komeun+Mopdun+Hockanuu+IlanaBepun+TebannPacTtBop s noakoxxuoro20 ammyn
BBEICHUS
0,72+5,75+2,7+0,36+0,05
mr/mi 1wt
1,44+11,5+5,4+0,72+0,1
/M 1w
7 [Tpumenepuaux Tabnerku 25 mr 50 TabseTok
8 (Tpumenepuauu PacTBOp M1 MHBEKIUI
10 mr/mt 1 vt 20 ammyn
(mmpui-TEOOMKOB)
20 mr/mt 1 vt
9 Mopdun Tabnetku (Karcysbl)
MPOJIOHTUPOBAHHOTO
NIEHCTBUS
10 mr 180 tabmx. (xare.)
30 mr 60 Tabm. (kare.)
60 mr 40 Tabn. (kare.)
100 mr 20 Tabu. (kare.)
200 mr 20 tabun. (xame.)
10 Mopdun TabneTku
S mT 100 Tabmerox
10 mr 100 TabneTok
11 Mopdun Karum s npuema
BHYTPb
20 mr/mut 20 M 4 ¢irakona
12 Mopdun PacTBop 11 Ipuema

BHYTpPb (MOHOI03bI)




2 mr/mut 5 Mt
6 Mr/mit 5 M
20 mr/mut 5 Mt

100 ammryn /3
80 amrryn /3
30 amrya /3

13 |Okcuxonon+Hanokcon TabneTku
[IPOJIOHTUPOBAHHOTO
IEeCTBUS
5 mr+2,5 mr 100 TabiaeTok
10 mr+5 mr 60 Tabnerok
20 Mr+10 mr 40 TabneTox
40 mr+20 mr 20 TabneTok
14 [[TponmmoHMI(GEHUIITOKCUITHIIITAIICPUTUH Ta6serku 3ameunsie 20 |50 Tabnerok

MT"

15 ([@enTanun TpanciepManbHas
TepaneBTHYCCKas
cucreMa
12,5 mkr/aac 20 macteIpeit
25 Mkr/yac 20 mmacteIpeit
50 MKr/4yac 10 muacteipeit
75 Mkr/yac 10 muracTeipeit
100 mxr/4gac 10 muracteIpeit
16 |denTanmn TabaeTKu MO bA3BIYHBIC
0,1 mr 50 TadieToK
0,2 Mr
0,3 mr
0,4 Mr
0,6 mr
0,8 Mr
17 |[@entanmi Cripeil Ha3aJIbHBIN
dnakxon 50 Mkr/mo3a
2,0 M1 (10 mo3) 24 pnakona
3,2 mi1 (20 103) 12 nakoHOB
5,0 M1 (40 103) 6 drakoHOB
dnakon 100 mxr/mno3a
2,0 M1 (10 mo3) 12 bnakoHOB
3,2 mi1 (20 103) 6 ¢rakoHOB
5,0 M1 (40 m03) 3 (hrakoHa
dnaxon 200 Mkr/mo3a
2,0 mi (10 o3) 12 ¢pnakonoB
3,2 mi1 (20 103) 6 ¢drakoHOB
5,0 mi (40 1103) 3 prmakona
18 [byropdanoin PacTBOp /U MHBEKIININ
2 mr/mi 1 Mo 20 ammyn
19 [HanOydun PacTBOp M1 MHBEKIUI
10 mr/mi 1 mi 50 amrryi
20 mr/vut 1 Mo 25 amrmy
20 |[®enobapOuTan Tabnerku 50 TabieTok




5 mMr
50 mr
100 mr

Ipunooscenue N 2

K Ilopsoky nasnauenus

JIeKapPCMBEHHBIX NPENnapamos YmeeprucOeHHOMY
npuxazom Munucmepcmea 30pasooxpanerust
Poccuiickoii @edepayuu

om 14 aueaps 2019 2. N 4u

Cnpasouno

PEKOMEH/IOBAHHBIE K UCITIOJIb3OBAHHUIO
COKPAIIEHUSA TITPU O®OPMJIEHUU PELIEIITOB

CoxkpaliieHue IlonHOE Hanucanue IlepeBon

aa ana 0, TOPOBHY

ac., acid. acidum KKCI0Ta

aer. aerozolum a3p030J1b

amp. ampulla amITyJia

ag. agua Bosa

aq. purif. aqua purifikata BOJIa OYHIIICHHAS

but. butyrum Macito (TBepoe)

caps. capsula KarcyJsa

comp., CpS compositus (a, um) CJIO>KHBIN

D. Da (Detur, Dentur) Briaii (mycTh BBIIAHO, MTyCTh
Oy/IeT BBIIAHO)

D.S. Da, Signa Detur, Signetur Brimaii, 0003Ha4b [1ycTh
OyJIeT BhIIaHO, 0003HAYEHO

D.t.d. Da (Dentur) tales doses Brinaii (ITycts OyayT
BBIIAHBI) TAKKE 03B

dil. dilutus a3BEICHHBIN

Div. in p. aeq. Divide in partes aequales Pazneny Ha paBHBIE YacTH

emuls. emulsio OMYJIbCHS

extr. extractum DKCTPAKT, BBITSKKa

F. Fiat (fiant) [Tyctb 0Opazyetcst

(oOpasyrotcs)




gran.

granulum

paHyJIbl

qt., gtt qutta, guttae Karuist, Karju

qgtt. peror. guttae peroralis KaruIy JUIs IpueMa BHYTPb

inf. infusum HACTOI

in amp. In ampullis B aMITyJIax

in tab. in tab(u)lettis B TabJIeTKaX

in tab. prolong. in tab(u)lettis prolongatis B TabJIeTKaX C
[TPOJIOHTUPOBAHHBIM
BHICBOOOKICHHEM

in tab. prolong, obd. in tab(u)lettis prolongatis B TaOJIeTKAX C

obductis [IPOJIOHTUPOBAHHBIM

BBICBOOOXKICHUEM, TTOKPBITHIX
000JI04KO

lin. linimentum PKUJIKAst Ma3b

lig. liquor PKHJIKOCTh

lot. lotion ITOCHOH

m. pil. massa pilularum NIUTIOJIbHAS. Macca

membr. bucc. membranulae buccales I[JICHKHU 3alICYHBIC

M. Misce, Misceatur Cwmerraii (ITycts Oymer
CMEIIAHO)

mixt. mixtura MHKCTypa

N. numero Y1 CIIOM

ol. oleum Macio (GKHIKOE)

past. pasta rmacra

pil. pilula, pilulae [TVUTFOJISL, TTAJTEOJTA

D. aeq. partes aequales ABHBIE YACTH

ppt., praec. praecipitatus 0CaX ICHHBIN

pulv. pulvis OPOIIIOK

q. S. quantum satis CKOJIBKO TOTpedyeTcH,
CKOJILKO HaJI0

r., rad. radix KOpEHb

Rp. Recipe Bo3bmu

Rep. Repete, Repetatur [TosTopu (ITycts OymeT
[TOBTOPEHO)

rhiz. rhizoma KOPHEBUIIE

S. Signa, Signetur O06o03Haub ([Tycts Oyner
0003HAYEHO)

Sem. semen CeMsL

simpl. simplex MPOCTOM

Sir. Sirupus cHpoI

sol. solutio acTBOD

sol. peror. solutio peroralis acTBOP VIS IPUEMa BHYTPb

Spr. Spray Cripen

Spr. nas.

spray nasale

CIIpel Ha3aJbHbIN




supp. suppositorium CBCua

susp. Suspensio CYCIICH3USI, B3BECh

tabl. tab(u)letta ra0yeTka

t-ra, tinct. tinctura HacTOMKa

STT Systemata Therapeutica TpaHcAepMalibHas
Transcutanea [TepalieBTUYECKasa CucTeMa

ung. unguentum Ma3b

\vitr. vitrum CKIISTHKA

Ipunooicernue N 2
K npuxa3y Munucmepcmea 30pagooxpanerus

Poccuiickoii @edepayuu

om 14 sneaps 2019 2. N 4n

®OPMA PELEITYPHOT'O BJIAHKA N 107-1/y

MMHMCTEPCTBO 3IPAaBOOXPAHEHUS
Poccumickon denmepaumnm
HamMeHOBaHMe (mTaMII)

MeIOULIMHCKOM opraHm3alumm

HUS
HamMeHOBaHMe (MITaMII)
VHIOIMBUOYAJIBbHOTO NPeINpPMHMMATES
(yxkazaThk ampec, HOMEp M OaTy
JIULEeH3UM, HaUMeHOBAaHME opIraHa
TOCyIOapCTBEHHOM BJIACTH,

BHIIABIIET'O JIULIEH3UIO)

Konm ¢opmur mo OKY]

Kon yupexneHmsa no OKIIO
MemmumHCKas IOOKYyMEHTAlLMUA
dopma N 107-1/y
YTBepXIeHa IIPpMKa30M

MuHMCTEepCcTBa 3OpaBoOoXpaHe

Poccunickon denmepaumnm

or 14 suBapsa 2019 r. N 4H


https://normativ.kontur.ru/document?moduleid=1&documentid=318890#l0

PELIEIT

(B3POCJIBIM, HOETCKMM — HYXHOE MNONUEPKHYTH)
"w "w 2 O T
daMmnmsa, MHMLMAJE MMEHM M OTUecTBa (IocJiedHee - [IPpM HaJluMuuu)
naumMeHTa
JaTa poxIoeHUd
damMmaMsa, MHMLMAJE MMEHM M OTuecTBa ([ocjelHee — IIPM HaJIU4UU)
Jedamero Bpada (despruepa, akKyllepKu)

Rp.

pyO. | xorI.
pyO. | kor.
py0D. |kom.

[Ioanmco



" I1edaThb Jiedalle'O Bpada M.

IT.

(noonnuce ¢esbpnumepa,

aKylepKM)

PellenT perMcTBUTeJIeH B TeueHme 60 pgHer, mo 1 roma (

)

(HyXHOEe MOOUEepPKHYTH) (yxkazarhb

ObopoTHad CTOPOHAa

KOJIMueCTBO

MeCHdleB)

OTMEeTKa O Hal3HAUEHUU JIEKAPCTBEHHOTO
npernapaTa IO pelleHMrIo Bpaue®HOM KOMMCCUU

[IopuroroBmII

[TpoBepmn OTnycTmi

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



MYHMCTEPCTBO 3OPAaBOOXPAaHEHUSA

Poccurickon demepaumm Kom ¢opmer mo OKYI 3108805
MemmMuyHCKas IOOKYMEHTALMsA

HamMeHOBaHMe (WITaMII) dopma N 148-1/y-88

MEeIMULVHCKOMY OPTaHM3alun YrBEepxImeHa IPUKaB30M

MyHMCTEpPCTBa 3OPaBOOXPAaHE

HUSA
HavMmeHOBaHMEe (WTaMII) Poccurickom denepaumm
VMHIOVBUOYAJIBHOT'O [NPEIIPUHMMATEIA or 14 sgueapsa 2019 r. N 4H

(ykazaThk amgpec, HOMEP M IOaTy
JIMMLIEH3VIM, HaVMMEHOBaHME OpI'aHa
TOCyIapCTBEHHOM BJIACTH,

BHIDABIIET'O JIMILIEHS3UIO)

Cepusa N
PELENT " " 20
T.
(maTa oQOpPMJIIEHUS—PELEelNT
a)
(B3POCIEM, IOeTCKMM — HYXHOE INOINUEPKHYTH)
daMmImMsa, MHMULMAJBE MMEHM M OTUeCcTBa (IocJiedHee - I[IPpM HaJluMuuu)
nauMeHTa

JaTa poxnoeHud

Anopec wMecTa xuTeJbCcTBa MIM N MeOMUMHCKOM KapTh aMOyJiaTOpPHO
TO


https://normativ.kontur.ru/document?moduleid=1&documentid=318890#l0

IIaumMeHTa, IIoJIiydvarumel'O MeIMIVMHCKYK IIOMOIb B am@ynaTopHux YCIIOBUMAX

daMuIiInsa, MHMLMAJIE MMEHM M OTUeCTBa (nmocynennee - Inpmn HaJIM4UM)

Jeyamero spada (denpamepa, aKylepKu)

Pyb. Kom. Rp:

[lognmMche M nedaThb Jieyaller'o Bpaua
(noonuce ¢Qesproumepa, akKyllepKu) M
LI

PellenT meMcTBUTEJIEH B TeueHUe 15 nHen

ObopoTHas CTOPOHAa

OTMeTKa O HasHauYeHUM JIEKAPCTBEHHOI'O
npernapaTa 10 PEleHMI BpaduebOHOM KOMUCCUU




[TopuroTOBMII

[IpoBepm

OrnycTui

MUHMCTEPCTBO 3OPaBOOXPAHEHUS

HA

Poccumckon

oM

HMA

RRZ8%1

4y

MITamMmrI

Konm MeIMUMHCKOM OpTaHu3alun

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

demepaumnm

YTBEPXIE

IpuKas

MuHMCTepCcTBa 3OpaBoOXpaHe

Poccumickom demepa

or 14 suBaps 2019 r.

N




ITam

Kon MHOVMBMOYyAJIBHOTO IIpedlIpMHVIMaATEeJIA

Kon dopmer mo OKYJI 3108

805
dopma N 148-1/y-04
(1)
Kon Kon ICTOUHMK OMHAHCHUPOBAHMA:|S OIJIATH:
KaTeropmumn HO30JIOTUUECKOM
TpaxnaH GOPMEL
(rmo MKE) (IOOUYEepPKHYTH) (IOOUYEpPKHYTH)
1l.demepanbHE OOIOXET 1 BecnmnaTHO
2. Bomxer cybwmekTa 2. 50%
Poccunickom denmepaumum
3. MyHMUMIAJBHBEN OBIXeT
PELEIIT Cepusa N IaTa BHIMCKNM: 20 .
damMmnmsa, MHMLUMAJE MMEHM M OTUecTBa ([IocJelHee - IIPpU HaJlWudUM)
nalumeHTa IlaTa poxIeHuda
CHWJIC

N roJsinca
o6sa3aTeJIbHOTO
MeOUMLIMHCKOT'O



https://normativ.kontur.ru/document?moduleid=1&documentid=318890#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

crpaxoeara: | | [ [ [ | | [ [ [ [ P [ [ [ [ ] ] | [I[]]

HOMep MeIOMLMHCKOM KapTel IIalMeHTa, IIoJiydarmel'o MeIVMUIVMHCKY IIOMOIb
B

aM6ynaTopme YCIIOBUMAX

damMmamsa, MHMLMAJE MMEHM M OTuecTBa ([IocjelHee — IIPU HaJIUUUU)

Jedamero Bpada (despnuepa, akKyllepKu)

Pyob. Korm. Rp:

s 5

s N 1 1 -

[lognuche ¥ nevaThk Jledallero Bpaua
(noonuce Qesprouepa, akKyllepKu) M.II.

PellenT perMcrBUTEJIeH B TeueHme 15 guen, 30 ghen, 90 ngHem
(HyXHOE NONUEPKHYTH)

OTNylWeHO I[10 pPelLenNTy: ToproBOe HaMMeHOBaHMue
I OO3UPOBKA :

JaTa ormnycka: " " 200 1. [KojmuecTBO:

[[oUTOTOBMIL: [[poBepMII: OTnnycTnmi:




(IMHMS OTpBIBA)

Kopewok peuenTypHOro OJlaHKa
HarvMeHOBaHMUE
JIEeKapCTBEHHOT'O Ipernapara:

IIO3MPOBKA @

Crnoco® NPUMMEHEHUS:
[[OONOIXUTEJIEHOCTD

Ha 1 npuewm:

KosmmuecTBO npreMOoB B IE€Hb:

oHeM

pas
ern.

ObopoTHad CTOPOHAa

OTMeTKa O Ha3HAUYEHUUM JIEKAPCTBEHHOTI'O

npenapaTa oo pemeHun BpauebHOM KOMUCCUU

[TourorToBmI

[lpoBepui

OTnycTmi

Ipunooscernue N 3
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 14 aueaps 2019 2. N 4u

HOPAJOK O®OPMJIEHUSA PELHEIITYPHbBIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATDI, UX



YUYETA U XPAHEHUA

I. Odpopmienne penenta Ha OyMa:KHOM HOCHTeJIe

1. Ha peuenrtypubix Omankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B neBom
BEpXHEM YINIy TIPOCTABISCTCS INTAMI MEIUIMHCKOW OpraHM3alMd C yKa3aHHeM ee
HaMMEHOBaHMs, ajipeca U TeliedoHa.

JlononuutenbHO Ha penentypuoMm Omanke ¢opmbel N 148-1/y-04(n) mpocraBisercss Ko
MEIWIIMHCKOW  OpraHM3alud B COOTBETCTBUM ¢ OCHOBHBIM  TOCYAapCTBEHHBIM
peructparroHHbiM HoMepoM (nasiee - OI'PH).

Cepus penentyproro 6manka ¢opmbr N 148-1/y-04(1) Brirodaer koa cyowbekta Poccuiickoit
deneparyiv, COOTBETCTBYIONIMI IBYM TMeEpBbIM IHdpam OOIEpOCCHICKOTO KiIacCHPHUKATOPa
00BEKTOB aJIMUHHUCTPATUBHO-TeppUTOpUaiibHOTO nenenus (nanee - OKATO).

Pasperaercs n3roraBnuBarh penentypHbiii 01aHk Gopmel 107-1/y ¢ mOMOIIBIO KOMITBIOTEPHBIX
TEXHOJIOTUH.

2. Ha peuentypHblx OnaHkax, OQOpPMIISIEMBIX HHAWBHUIYaIbHBIMU TMPEANPUHUMATEISAMH,
MMEIOIIUMHU JIMIICH3UI0 Ha MEIUITMHCKYIO JACSITEILHOCTD, B BEPXHEM JICBOM YTy THIOTPadCKIM
CcrocoboM WM MyTeM MPOCTaBJICHUS ILITamIma JOJKEH OBITh yKa3aH aJpec MHAWBHIYaTbHOTO
MpeAnpUHUMATEIIsI, HOMEp U JaTa JIMIEH3MH, HAUMEHOBAaHHUE OpraHa rocyJdapCTBEHHOM BJIAaCTH,
BBIJABIIIETO JIMLIEH3HUIO.

3. Peuenrtypubie Omanku ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) 3amonHsroTcs
MEIUIIMHCKUM PaOOTHUKOM Pa300pPUUBO, YETKO, YSPHUIAMHU HIIH IAPUKOBON PYIKOH.

4. Jlomyckaetrcsi odopMmiieHHE BCEX pEKBU3HTOB (3a HCKIOYeHHeM pekBusura “Tloamuch
nevarero Bpava (moamuck ¢enpamiepa, akyepku') perentypHbix 61ankoB Gopmsl N 107-1/y u
dopmer N 148-1/y-88 ¢ ucrosp30BaHUEM MeYATAIONINX YCTPOWCTB.

5. Ocdopmnenne peuentypHbix OnankoB ¢opmbr N 148-1/y-04(n) Brirouaer mmppoBoe
KOJIMPOBAHUE.

[udpoBoe koarpoBaHUE YKAa3aHHBIX PELIENITYPHBIX 0JIAaHKOB BKJIIOYAET:

1) xon meauumHckoi opranuzanuu (OI'PH) win kox MHIMBHIYaTBHOTO MPEANPHUHAMATEIS B
COOTBETCTBUHU ¢ OCHOBHBIM I'OCYapCTBEHHBIM PETMCTPALlMOHHBIM HOMEPOM HMHIUBUAYAIBHOIO
npeanpunumarens (maisee - OI'PHUII), mpocTaBnsieMblii NMpH W3TOTOBJICHHH PEIETITYPHBIX
0JIaHKOB;

2) KOJI KaTeropuy TpakIaH, UMEIOUIMX TPaBO Ha TOJYYCHHE JIEKapPCTBEHHBIX NpEnapaTroB B
COOTBETCTBUHM cO crathei 6.1 denmepanmpHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
TOCYJapCTBEeHHON couuanbHOM momoum” <1>, W KOA HO30JI0THYEeCKOH (opMmbl 110
MexnyHaponHOU cTaTHCTHUeCKON kiaccudukarmenn Oonesnerr (manee - MKB), 3amonHsiembie
JeyaliiM BpayoM IyTeM 3aHECEHUs KaXJoW HHU(pBl B IMycTble SYEWKH, MPU 3TOM TOYKA
MIPOCTABIISIETCA B OTACIbHON sSUEHKe;
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<1> CoOpanue 3akonomarenscTBa Poccuiickoit @eneparnuu, 1999, N 29, cr. 3699; 2009, N 30,
ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormerka 00 ucTouHMKe (QuHaHCHpoBaHus ((penepanbHblii OKET [1], OromKeT cyObeKTa
Poccuiickoit deneparuu [2], myHununanbHeii Owopker [3]) W mpoleHTE OIUIATHI pelenTa
(6ecmmarno [1], 50% [2]);

6. B penenrypusix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade
"damususl, MHAIMAIBI MMEHU U 0T4YecTBa (IOCIICIHES - MPU HAJIMYKMK) MAIMEeHTA" YKa3bIBAIOTCS
(bamuTus, THUIMAIBI UMCHU M OTUecTBa (IPU HAJMYKH) MMAI[UCHTA.

7. B peuentypubix O0mankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) B rpade "lata
POKIEHHS" yKa3bIBACTCS JaTa POKIACHHs MalMeHTa (4UCII0, MECSII, TOJ).

JlomoHUTENBHO B perenTtypHbix Omankax ¢popmbl N 148-1/y-88 u popmer N 107-1/y mis nereit
B Bo3pacte 10 1 rozaa B rpade "JlaTa pokneHus" yKa3plBaeTCsl KOJIMYECTBO MOJIHBIX MECSIIEB.

8. B peuentypubix Omankax ¢opmbel N 148-1/y-04(n) B rpadax "CHUJIC" u "N mnonuca
00s3aTEBHOTO  MEJMIMHCKOTO  CTPaxOBaHUS ~  YKa3bIBAIOTCS  CTPAaxOBOW  HOMeEp
WH/IMBUYAILHOTO JIMIIEBOTO cueTa rpaxknanuHa B [lencnonnom ¢onne Poccuiickoit denepanyn
(CHWJIC) (npu HaM4Mu) ¥ HOMEP MOJIMca 0053aTeIbHOTO MEAUIIMHCKOTO CTPaXOBaHHMS.

9. B penenrtypubix Omankax (opmbr N 148-1/y-88 B rpade "Aapec mecra KHUTEIbCTBA HIIH
HOMEpP MEIUIIMHCKOHN KapThl MalMeHTa, OJTYYaI0IEro MEIUIIMHCKYIO TOMOIIb B aMOYJIaATOPHBIX
ycIoBHsIX", yKa3bIBaCTCS aApec MecTa IKHTEIbCTBa (MecTa mpeObIBaHMS WM MecTa
(baKTHYECKOTO MPOKMBAHMS) TAlACHTA WM HOMEP MEIUIIMHCKOW KapThl MAIMEHTa,
MOJIYYAIOIIEr0 MEAUIIMHCKYIO TTOMOIIh B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> [Ipuka3 MunmcTepcTBa 31paBooxpanenust Poccuiickoit @enepanuu ot 15 nekadbps 2014 r.
N 834n "OO yTBepXkAeHUU YHUPUUIUPOBAHHBIX (OPM MEAMLIMHCKOW JOKYMEHTAlUH,
WCTIOJB3YyEeMBIX B MEAMIMHCKAX OPTaHM3AlUAX, OKA3bIBAIOUINX MEIUIIMHCKYIO TIOMOIIh B
aMOyJaTOPHBIX YCIOBHUSIX, M MOPSIKOB MO UX 3aIOJHEHHI0" (3aperucTpupoBad MUHHUCTEPCTBOM
toctuun  Poccuiickoit ®eneparmu 20 despanst 2015 r., peructparmonnsiii N 36160), ¢
U3MEHEHMSIMH, BHECEHHbIMH TIpuKa3oM MuHHCTepcTBa 3apaBooXpaHeHus Poccuiickoit
®enepanun ot 9 sHBaps 2018 r. N 2 (3apeructpupoBan MuHUCTEPCTBOM tocTUIMH Poccuiickoit
denepanuu 4 anpens 2018 r, peructpannonnsiii N 50614) (nanee - npukas N 834H).

B peuentypubix Omankax ¢opmbr N 148-1/y-04(;1) B rpade "Homep MeauumHCKON KapThl
MalyeHTa, MOJTYYaloIIero MEIUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBHUSX' yKa3bIBaeTCs
HOMEp MEIUIIMHCKOW KapThl MAIMEHTA, TOJTyYaroero MEJUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX
YCIOBHSX <3>.
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<3> [Ipuka3 N 834H.

10. B rpade "®damuins, HHANHAAIBI KIMEHH M OTYeCTBa (ITOCICAHEE - MPH HAJIMYUH) JICUAIIEro
Bpaya (denpamepa, akymepku)" peuentypHbix OnankoB ¢popm N 148-1/y-88, N 107-1/y u N
148-1 /y-04(1) pydHBbIM CITIOCOOOM HITH C TIOMOIIBIO IITaMIIa YKA3bIBAIOTCS (GaMUJIHs, HHAIIHAIIBI
UMEHU M oTdecTBa (IOCIIEAHEE - TPU HAIWYHMU) MEAUIMHCKOTO PaOOTHHKA, HAa3HAYMBIIECTO
JIEKapCTBEHHBIE MPenapaTbl 1 0POPMHUBIIETO PELET.

11. B rpade "Rp" peuentypusix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
YKa3bIBACTCSL:

1) HawWMeHOBaHHWE JICKAPCTBEHHOro  mpemapata  (MEXIYHApOAHOE  HEMAaTeHTOBAHHOE
HaMMEHOBAHKE, TPYINITUPOBOYHOE WM XMMHUYECKOC HAaMMEHOBAaHUE, TOPrOBOE HAaUMEHOBAHMUCE)
Ha JJATHHCKOM sI3bIKe, (hopMa BBIITYCKa, TO3HUPOBKA, KOJIMYECTBO;

2) crmoco0d MpUMEHEeHHUs JEKapCTBEHHOro IMperapara Ha TOCyJapCTBEHHOM si3bike Poccuiickoit
@enepanuy WIM Ha TOCyAapCTBEHHOM s3blke Poccuiickonn denepanuu U rocyIapCTBEHHOM
SI3BIKE PECIYOJIMK ¥ MHBIX sI3bIKaX Hapo10B Poccuiickoii denepammm <4>.

<4> Yactsp | crateu 15 3akona Poccumiickoit @eaepannu ot 25 oktsaops 1991 r. N 1807-1 "O
si3bpIKax HapoJ10B Poccwuiickoii @enepanuun’ (Bemomoctu che3na Hapoaubix aenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHomaTenbcTBa Poccuiickoii
Ddenepanun, 1998, N 31, cr. 3804) (manee - 3akon N 1807-1).

12. Tlpm odopMIIEHUH pEUenTypHBIX OJAHKOB 3alpeniaeTcsi OTrPaHHYUBATHCS OOIMIMMHU
yKazaHUsIMHM, Hanipumep, 'BryTtpennee"”, "M3BecTHO".

13. PenenTt, odopmieHHbli Ha perentypHoMm Onanke dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1), mOAMKUCHIBACTCS MEAMIIMHCKUM PAaOOTHUKOM H 3aBEPSIETCS €0 MeYaThio.

Peuent, odopmueHHblii Ha peuentypHoM Onanke ¢opmbr N 148-1/y-88 u  dopmer N
148-1/y-04(;1) MOTMONHUTENBHO 3aBEpSCTCS TMEUaTbl0 MEAMIMHCKON opranm3aiuu s
penenToB".

14. Ha omuom peuentypuom Omanke ¢opmbr N 148-1/y-88 u ¢dopmer N 148-1/y-04(x)
paspelaerTcsi OCYLICCTBIISATh Ha3HAYeHHE TOJBKO OJHOTO HAWMEHOBAaHHS JIEKAPCTBEHHOTO
npernapara.

Ha omnom penentypnom Onanke ¢opmbl N 107-1/y pasperaercss OCyIIeCTBIATh Ha3HAYCHUE
TOJBKO OJIHOTO HAaWMEHOBaHMs JIEKapCTBEHHOTO Ipemapara, oTHocsmierocs no ATX «k
antuncuxorndeckum cpeactam (kogq N 05A), ankcuonmutukam (kox N 05B), cHoTBOpHBIM U
cenatuBHbIM cpeactBaM (kox N 05C), antuaenpeccantam (kox N 06A) m He mojexariero
MIPEIMETHO-KOJIMYECTBEHHOMY YY€Ty, U JI0 TPeX HaWMEHOBaHUH JIEKaPCTBEHHBIX INPETapaToB -
JUTSL MHBIX JICKAPCTBEHHBIX TPEnapaToB, HE OTHECEHHBIX K BhIIeykazaHHbIM ATX.

15. Vcnpasienus B perienTe He TOMYyCKalOTCs.
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16. IIpu obopmirennn perentypabix 6ankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
Ha JICKApCTBEHHBIC ITpenaparhbl, Ha3HAYCHHBIE TI0 PEIICHUIO BpauyeOHONH KOMHUCCHH, HAa 000poTe
pelenTypHoro OJaHKa CTaBUTCS CICUaIbHAs OTMETKa (IIrramn).

17. Ha peuentypHom Onanke ¢opmbr N 148-1 /y-04(;1) BHM3Y uMeeTcs JIMHUS OTPBIBA,
pazaersionias pelenTypHbIi OJIaHK U KOPEIIOK.

Kopemok ot penenta, 0popMICHHOTO Ha YKa3aHHOM PELENTYPHOM OJIaHKE, BbIAACTCS MAlUEHTY
(ero 3aKOHHOMY MPEICTABUTENIO) B aNTCUYHOW OPraHMU3allMH, Ha KOPEIIKE JENAcTCs OTMETKA O
HaWMEHOBAHHHM JICKAPCTBEHHOTO Mpernapara, J03UPOBKe, KOJIMYECTBE, CII0CO0E MPUMEHEHHUS.

18. OdopmieHne crnenuaibHOrO0 PEUEnTypHOro OJaHKa Ha HApKOTHYECKOE CpEACTBO U
MICUXOTPOITHOE BEUIECTBO OCYIIECTBISIETCS B COOTBETCTBMH C MpPHKa3oM MuHHUCTEpCTBa
3npaBooxpanenusi Poccuiickoit @enepanuu or 1 aprycra 2012 r. N 54n "OO0 yTBepKICHHUH
¢dopMBbl  OJIIAHKOB  PELENTOB, COJCPKALIMX HAa3HAUYEHHE HAPKOTUYECKUX CPEACTB HIIH
MICUXOTPOITHBIX BEILECTB, MOPSAIKA MX W3TOTOBIICHHS, PACIpENEICHUs, PeruCTpaluy, ydera H
XpaHEeHHs, a TaKxKe MpaBuil oopmieHus " <5>.

<5> 3apeructpupoBan MunucrepctBom roctuiuu Poccuiickoit @enepanuu 15 aBrycra 2012 r.,
peructparonusii N 25190, ¢ w3MeHeHHWsIMHM, BHECEHHBIMH IpHKa3amMu MUHHCTEPCTBA
3apaBooxpaneHuss Poccuiickoit @enepannu ot 30 mrons 2015 r. N 385u (3aperucrpupoBan
MunucrepcTBoM roctuiiuu Poccuiickoit @enepannu 27 Hos6ps 2015 1., perucrpaunonnsiii N
39868), or 21 ampems 2016 r. N 254u (3aperucrpupoBaH MHMHHCTEPCTBOM FOCTHIHH
Poccwuiickoit ®eneparuu 18 utons 2016 r., peructparmonnsiii N 42887), ot 31 oktsiops 2017 .
N 882u (3apeructpupoBan MunucrepcTBoM toctunuu Poccuiickoit @eneparun 9 suBaps 2018
r., peructpaimonsbiii N 49561).

1. Odopmiienue peuenta B popMe 3J1eKTPOHHOTO JOKYMEHTA

19. Pement B  ¢dopmMe  BNEKTPOHHOIO  JOKYMEHTa,  HOJNHCAHHOTO  YCHJIEHHOU
KBIN(UIIMPOBAHHON AIIEKTPOHHOM MOJAINUCHI0, (DOPMHUPYETCS] MEIULUHCKUM pPaOOTHUKOM,
CBEIEHUS] O KOTOPOM BHECEHbI B (hefepalibHbI PErucTp MEAMLMHCKUX PAOOTHUKOB <6>, a
TaK)X€ MpU YCIOBUU PErucTpalil MEIUIMHCKOW OpraHu3alMu, B KOTOpOH odopMmiseTcs
peuent, B QenepaibHOM peecTpe MEIUIMHCKUX OpraHu3anuidi </> eAMHOW rocynapCTBEHHOMN
MH(POPMAITMOHHON cHUCTeMBbl B cdepe 37ApaBOOXPAHCHUS M TMOIKIIOUEHUS TaKOW MEIUITUHCKON
OpraHu3ali K TOCYAApCTBEHHOM WH(POPMALMOHHOM cucteMe B cdepe 3ApaBOOXpaHEHUs
cyobekta Poccuiickoit @eneparu <8>.

<6> Ilynktel 6, 7 [Tom0XeHHs O eMHOIN TOCYAapCTBEHHOW MH(POPMAITMOHHOW cUCTeMe B cdepe
3/IpaBOOXpaHEHUs], YTBEpKACHHOTO moctaHoBieHueM [IpaButenbctBa Poccuiickoit denepanuu
ot 5 mas 2018 r. N 555 (Cobpanue 3akoHonarenbctBa Poccuiickoir ®enepanuu, 2018, N 20, cT.
2849; N 49, cr. 7600; N 50, cr. 7755; 2019, N 6, ct. 533) (manee - ITomoxxeHHre O €IMHOM
cHucTeMe).


https://normativ.kontur.ru/document?moduleid=1&documentid=306567#l0

<7> IlynkTs! 9, 10 [TonoxxeHus 0 €AUHON cUCTEME.

<8> Crarpu 91 u 91.1 denepansHoro 3akona ot 21 Hosi6ps 2011 roga N 323-03 "O6 ocHoBax
OXpaHbl 370pOBbs rpaxaan B Poccuiickoii ®emepannu” (CobpaHue 3aKOHOIATEILCTBA
Poccwuiickoit @enepanun, 2011, N 48, cr. 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, ct. 6927, 6928; 2015,
N 1, ct. 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, ct. 4219; 2017, N 18, ct. 2663; N 31, ct. 4794).

20. IIpm ocdopmienun perenta B (opMmMe 5SJICKTPOHHOTO JIOKyMEHTa Ha JIEKapCTBEHHBIC
npenaparbl, ykazaHHble B moanmyHkTrax 2 - 5 myHkrta 10 m mynkre 12 Ilopsnaka HasHadueHHs
JICKApCTBEHHBIX IPENapaToB, YTBEPXKIEHHOIO HACTOSIIMM NPUKAa30M, M OTIYCKaemble 3a
MIOJTHYIO CTOMMOCTb, 3aIIOJIHSOTCS CIEIYIOIINE PEKBU3HUTHI:

1) xox cyowekta Poccuiickoit ®@enepanuun mo OKATO, omnpeaesnsiomuii rocyaapCTBCHHYIO
nHPOPMAIIMOHHYIO cHcTeMy B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit Denepanuu B
KOTOPOH chopMUPOBaH perent B GopMe AIEKTPOHHOTO JTOKYMEHTA,;

2) HaMMEHOBaHWUEC MEIAMIIMHCKOW OpraHu3aiuu, ajapec, TeiaeoH wiu (HaMuins, HHUIUAAIIBI
UMEHH H oTdecTBa (HOCIEAHES - NP HAIMYHAK) HWHIUBHIYAILHOTO MPEINPHHAMATES,
HMMEIOIIETO JINLIEH3UI0 Ha MEIMLIIUHCKYIO JIESITEIbHOCTD, €T0 aJIpec;

3) OI'PH ropumudeckoro juma (Meauiuackoi opranusaiuu) win OIPHUII unauBHUyaIbHOTO
NpeaIpUHUMATEIS;

4) nata opopmiteHus perenra (yKa3bIBaeTCs YKCII0, MECSIL, TO);

5) nara okoHuaHWs NCUCTBHs perenta (HopMHUPYETCs TOCYAAPCTBEHHOW HH(MOPMAITMOHHOM
cucteMoil B cdepe 3apaBooxpaHeHust cyonekta Poccuiickoit denepaniiu B COOTBETCTBUU CO
cpokamu aeictBus perentoB: 15 mueit, 30 nueit, 60 aueit, 90 aueit, 1o 1 roaa);

6) yHHKaJIbHBI HOMEp perenTa (GOpMUPYETCS TOCYIapCTBEHHON MH(POPMAIIHOHHON CHCTEMOi
B c(epe 3nmpaBooxpaneHus cyorekta Poccuiickoit denepanun u obecrnedynBaeT OJHO3HAYHYIO
UICHTU(PUKAIUIO perenTa B popMe dIEKTPOHHOTO JokyMmeHTa B codetanuu ¢ OKATO, OI'PH
wm OI'PHUIT);

7) ormetku "Cit0" (cpouno) mim “statim" (HememIeHHO) MPHU HEOOXOIMMOCTH CPOYHOTO HITH
HEMEJICHHOTO OTITYCKa JICKAPCTBEHHOTO Mpernapara MaiueHTy;

8) anpec mamuenTa (yka3bIBaeTCs TIOYTOBBIH aIpec MecTa KUTENbCTBa (MecTa MpeObIBaHMS UIIN
MecTa (DaKTHUECKOTO MPOXKMBAHMA) C YKa3aHHMEM WHJAEKCAa, HaMMEHOBAaHHS Kpas, 001acTH,
pecyOIMKH, aBTOHOMHOTO OKPYTa, HAMMEHOBAHUS HACEJICHHOTO MYHKTA, HAUMEHOBAHHUS YITHIIbI
(mpocmiekTa, mepeyika, mpoesna), Homepa jJaoma (¢ ykazaHHeM KopIlyca, IpHU HaJIHu4uu), HoMepa
KBapTHPBHI);

9) HOMEp ANEKTPOHHOW MEIUIIMHCKOW KapThl MAllMEHTa B FOCYJapCTBEHHONH MH()OPMAIMOHHON
cucteme B chepe 3apaBooxpaneHus cyorekra Poccuiickoit @enepanuy;

10) damwuust, uMsi, 0T4eCTBO (TIPU HAJTMYWH) MAI[MEHTA MTOJHOCTHIO;

11) nmara poxaeHus mnarmeHTa (yKa3plBaeTCs YHCIO, MeECAl, Trof), Uil aered a0 1 roma
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JOIIOJIHUTECIIBHO YKA3bIBACTCS KOJIMYCCTBO IIOJIHBIX MECALICB,

12) damunusi, MHADKHAIBI UMCHM M OT4YecTBa (MOCICAHEE - MPH HATUYMH) MEIMIUHCKOTO
paboTHUKA OTHOCTHIO;

13) HauMeHOBaHWE JIEKAPCTBCHHOro Tpemapara (MEKIYHApOJAHOE  HEMATeHTOBAHHOE
HaMMEHOBAHKE, TPYINITUPOBOYHOE MM XMMHUYECKOC HAaMMEHOBAaHUE, TOPrOBOE HAUMEHOBAHMUCE)
Ha JJATUHCKOM SI3BIKE, J1I03UPOBKA, JOpMa BBIITYCKa, KOJIUYECTBO;

14) cnoco0 mpuMeHeHHs JCKapCTBEHHOIO NpernapaTa Ha rocyIapCTBEHHOM si3bike Poccuiickoi
denepani WM Ha TOCYJApCTBEHHOM si3bike Poccuiickoil denepanud U rocynapCTBEHHOM
SI3bIKE PECYOJIMK U MHBIX sI3bIKax HapoaoB Poccuiickoit denepanun <9>.

<9> Yacrte 1 crareu 15 3akona N 1807-1

15) mpu3sHak yTBepXkICHHs Ha3HAYCHHUS JICKAPCTBEHHOTO Iperapara 10 PEIICHUI0 BpayeOHOM
KOMHUCCUH MEJIUIMHCKON OpraHu3aluu;

16) oTMeTKa O Ha3HAYCHUHU JIEKAPCTBEHHOTO MperapaTta MO PEHICHHI0 BpavyeOHOW KOMHCCHH
MEIUIMHCKOW OpraHu3allii B CIyd4asX, YKa3aHHBIX B a0O3ame BTOopoM myHkTa 6 Ilopsaka
Ha3HAYEHUS JIEKAPCTBEHHBIX MPENApaToB, YTBEP>KIEHHOT0 HACTOSIILIUM IPUKA30M;

17) ormeTka 0 crenuaIbHOM Ha3HAYCHHH JIGKApPCTBEHHOTO mperapara (3amoHseTcsi B Crydasx,
yKazaHHBIX B myHKTax 16 um 25 Ilopsaka HasHa4eHHs JIEKAPCTBEHHBIX IIpenapaTos,
YTBEPKIECHHOTO HACTOSIIIIM PUKA30M);

18) ormeTka O CHOEIMATbHOM Ha3HAYEHHHM JIGKAPCTBCHHOTO TIpernapara MalMeHTy ¢
3a0oneBaHueM, TPEOYIOIIUM JJIMTEIBHOTO KYpCOBOTO JiedeHHs (3amojHseTCs B Cliydae,
yKa3zaHHOM B myHKTe 24 Ilopsaka HazHaueHUS JIEKAPCTBEHHBIX IPENapaToB, YTBEP)KIECHHOTO
HACTOSIIMM TPUKA30M) C MPOCTABICHUEM NIEPHOANIHOCTH OTITYCKa JIEKAPCTBEHHOTO TIpernapara,

19) mpu odopmieHun penenta B (OpME IJIEKTPOHHOTO IOKYMEHTa Ha JIGKapCTBEHHBIC
npernaparsl, yKa3zaHHble B moanyHkTax 2 - 5 myHkta 10 um mynkre 12 [lopsaka HazHaueHHs
JIEKapCTBEHHBIX IPENapaToB, YTBEP>KACHHOTO HACTOSIIUM MHPUKA30M, TpakAaHaM, UMEIOIUM
MpaBo Ha OECIUIATHOE MOJyYEHHE JIEKAPCTBEHHBIX MPETapaToB WM MOJTYYCHUE JIeKapCTBEHHBIX
IIPENapaToB CO CKUAKOW, 3alONHSIOTCS PEKBU3UTHI, MPeTyCMOTpPEHHbIe MoAmyHkTamu 1 - 18
HACTOSILEro MyHKTA, a TAK)KE CIEAYIOIINE PEKBU3HUTHI:

a) KaTeropusi TpaxIaH, UMEIOUIMX MPaBO Ha IMOJYYEHHE JIEKapCTBEHHBIX IpErnapaToB B
COOTBETCTBUM cO cTatbedl 6.1 denepanpHOoro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
rOCy/IapCTBEHHOW COMAIBHOM oMo' <10>;

<10> Cobpanue 3akonomatenbcTBa Poccuiickoit @eneparuu, 1999, N 29, cr. 3699; 2009, N 30,
ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cr. 6165.
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0) xoj Ho3ooruueckoi popmel 1o MKB;

B) uctouHuk ¢uuancupoBanus (1 - denepanbhblii O0KET, 2 - OrOKET cyObekTa Poccuiickoi
deneparyu, 3 - MyHHIUATBHBIA OFOJIKET);

r) pasmep omuiathl (1 - 6ecriatHo, 2 - 50%);

1) CTpaxoBOW HOMEp HHIMBUAYaJbHOIO JIMIIEBOTO cyeTa rpaxkaaHuHa B [leHCHMOHHOM (oHIe
Poccuiickoit ®enepanuu (mpu nanmyun) (CHUJIC);

e) HOMCp IoJiuca 00513aTEILHOIO MCIUIHUHCKOI'O CTpaxOBaHUA.

21. Ilpu mpocTaBieHHH OTMETKH, YKa3aHHOW B moanyHkre 16 mynkra 20 nacrosimero [lopsiaka,
perient B (GopMe 3JIEKTPOHHOIO JOKYMEHTa IOJIMCHIBACTCS YCHUJICHHON KBaIU(pHUIIUMPOBAHHOM
ANIEKTPOHHON TOJIMKUCKHIO Tpeaceaarelss WM CeKpeTaps BpaueOHON KOMHCCHU MEAWITUHCKOM
OpraHu3alyy, MpH MPOCTABICHUU OTMETOK, YKa3aHHBIX B moianyHkrax 17 u 18 mynkra 20
Hactosmiero llopsiaka, - YCHJICHHBIMH KBaTH(PHUIIMPOBAHHBIMU JJIEKTPOHHBIMH  TTOIUACIMU
COOTBETCTBYIOIINX MEIUITUHCKAX PAOOTHUKOB.

22. Tlo TpeOOBaHMIO MAIMEHTA WJIM €r0 3aKOHHOTO MPEACTABUTENS O(DOPMIISCTCS 3K3EMILISIP
perenita B OpMe 3IIEKTPOHHOTO JOKYMEHTa Ha OYMa)XHOM HOCHTENE, B TOM YHCJIE IIYTEM €ro
odopmiieHnss Ha perentypHbix Onankax ¢gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) c
oTMeTKoH "' Jly0nuKaT 3JeKTPOHHOTO TOKyMeHTa' .

I11. Yuer peuentypHbIX 6J1aHKOB

23. VYuer peuentypHeix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3rOTaBIMBAEMbIX THIOrpapcKuM crocoOoM (anee - pelenTypHbie ONaHKH, MOAJIEKAIINS
y4eTy), OCYIIECTBISIETCS B IKypHaJaX yueTa, NPOHYMEPOBAaHHBIX, MPOIIHYPOBAHHBIX H
CKpEIUICHHBIX TOANUCHIO PYKOBOJHUTEINS U MEYaThi0 MEAUIIMHCKON OpraHU3alMy WM TONUCHIO
VHIUBHUIyaIHOTO TIPEIIPUHIMATEsI, UMEIOLIETO JIMIICH3NIO Ha MEUIINHCKYIO JIESTeTbHOCTb.

24. )XypHnan ydera peuentypHbix 6nankoB gopmbr N 107-1/y conepxut crenyromue rpadsi:
1) HoMep TI0 MOPAAKY;

2) B pasaene "Tlpuxon'™

a) 1aTa perucTpanny J0KyMEHTa, MTOTBEPKIAIOIETO MOCTYIICHHUE;

0) HOMep U J1aTa TIOKYMEHTA, OJATBEPIK/IA0IIETr0 MOCTYIUICHHE, HANMEHOBAHHE TIOCTABIIHUKA,
B) 00I11ee KOJIMYECTBO MOCTYIMHUBIIMX PEIIENTYPHBIX OJIAHKOB,;

r) Qamuiaus, WHHIUHAIBI WMEHM M oOT4ecTBa (MOCienHee - NpPHU HAJTMYUU) U TOJIHUCH
OTBETCTBEHHOTO MEIHMIIMHCKOTO paOOTHWKA, TOJYYMBIIETO pEIENTypHble OJaHKA OT
IIOCTaBIIINKA,

3) B pa3aene "Pacxon’™:
a) JaTa BbIJJAud PEIENTYPHBIX OJAHKOB;

0) KOJMYECTBO BBIAAHHBIX PEIENTYPHBIX OJTaHKOB;
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B) (damuius, WHHUIHAIBI UMEHH M OTYecTBa (MOCIEAHEE - NPH HATUYUH) OTBETCTBEHHOI'O
MEIHUIIMHCKOTO pabOTHUKA, MOIYYUBIIETO PEleNTYpPHbIC OJaHKH;

T) MO/MUCH OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHUKA, MOJYYMBIIErO PEeNTYPHbIC OJIaHKH;

4) ¢damunusl, WHUNUMAIBI MMEHH M oOT4decTBa (MOCHEIHEEe - MPU HAIUYMU) W IOIIHCH
OTBETCTBEHHOT'0 MEIMIIMHCKOTO paOOTHHKA, BBIAABILIETO PELENITYPHbIE OJIaHKH;

5) ocTaToK perenTypHbIX OJIaHKOB.

25. XKypuan yuera peuentypasix O0mankoB Gopm N 148-1/y-88 u N 148-1/y-04(n) comepxwut
CIIeTyIoIHe Tpadbl:

1) HoMep 10 MOPSAKY;

2) B pazaene "Tlpuxon'™

a) 1aTa perucTpanuy J0KyMEHTa, TOITBEPKIAIOLICTO MOCTYILICHHUE;

6) HOMep U J1aTa TOKYMEHTA, OATBEPIKIA0IICr0 NOCTYIUICHHE, HANMCHOBAHHE TIOCTABIIHUKA,
B) 00I1Iee KOJIMYECTBO MOCTYIMHMBIIMX PELIENTYPHBIX OJIAHKOB,;

I) CepUU ¥ HOMEpa PEIENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJAHKOB [0 CEPHsIM;

e) damunus, WHUIMANBI MMEHH ¥ OTYecTBa (MOCIEAHEE - TPU HAJTMYUHM) U IOIIHCH
OTBETCTBEHHOI0 MEJMIIMHCKOTO pabOTHMKA, MOJYYMBILErO pEUenTypHble OJIaHKH OT
[IOCTaBUIUKA;

3) B pazzaene "Pacxon’™:

a) JIaTa BbIJJAuy PELENTYPHBIX OJIAHKOB,;

0) cepuu 1 HOMepa BBITAHHBIX PEIENTYPHBIX OJIAHKOB;
B) KOJINYECTBO BBIIAHHBIX PEICNITYPHBIX OJTaHKOB;

r) (l)aMI/IJ'II/IH, nHunuajbl UMCHH M OTYCCTBA (HOCJ'IGILHCC - IIpu HaJ'II/I‘lI/II/I) OTBCTCTBCHHOI'O
MCIHUIIMHCKOI'O pa6OTHI/IKa, MOJIYYHUBHICTO PECUCIITYPHBIC 6J'IaHKI/I;

,Z[) noAnucCh OTBETCTBCHHOTO MCIUITMHCKOI'O pa6OTHI/IKa, IMOJIYYUBHICTO PECUCIITYPHBIC 6J'IaHI(I/I;

4) (l)aMI/IJ'II/IH, nHUuajlbl HMCHHM MW OTYCCTBaA (HOCJ'IeI[Hee - Hpu HaJ'II/I‘lI/II/I) n TIIO0AIIHMCH
OTBE€TCTBCHHOI'O MCIHUIIMHCKOTI'O paGOTHI/IKa, BbIAABHICTO PCLCIITYPHBIC 6J'IaHKI/I;

5) ocTaTok penenTypHbIX OJTaHKOB.

26. YueT crnenuanbHbIX PelenTypHbIX OJaHKOB Ha HAPKOTHYECKOE CPEACTBO U NCUXOTPOIHOE
BEIIECTBO OCYIIECTBIISIETCS B COOTBETCTBUM C MpPHKa30oM MHHHCTEPCTBA 3IIPaBOOXPAHEHHUS
Poccuiickoit @eneparun ot 1 aBrycra 2012 r. N 54u "OO6 yrBepxnaeHuu (HopMbl OJIaHKOB
PEIIenTOB, COJAEepKANINX Ha3HAUYCHHE HAPKOTHUYECKHX CPEACTB WM TICHXOTPOITHBIX BEIIECTB,
MOpsiKa UX U3TOTOBJICHUS, paclpe/ieeHus, PerUCTPalliy, yUeTa U XpaHEHUs, a TaKXkKe MPaBUI
oopminenus” <11>.
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<11> 3apeructpupoBan MunucrepctBoM octunn Poccuiickoit deneparmu 15 asrycra 2012 r.,
peructpanronnbii N 25190, ¢ wu3MeHeHUsMH, BHECCHHBIMH IpUKa3aMH MUHUCTEPCTBA
3npaBooxpaneHust Poccuiickort @enepannu ot 30 mrons 2015 r. N 385H (3apeructpupoBan
MunuctepctBoMm roctuituu Poccuiickoit ®enepanun 27 Hos6pss 2015 r., peructpanronnsii N
39868), or 21 ampens 2016 r. N 254n (3apeructpupoBaH MUHHUCTEPCTBOM HOCTHIIMU
Poccuiickoit ®deneparnuu 18 urons 2016 r., peructparumonnsiii N 42887), ot 31 okrsa6ps 2017 r.
N 882 (3aperucrpupoBan MunuctepcTBoM roctuimuu Poccuiickont ®eneparuun 9 suBaps 2018
r., peructpanuonHbiii N 49561).

27. Yder penentoB, OQOPMIICHHBIX B (OpPME AJIEKTPOHHOTO JTOKYMEHTA, OCYIIECTBISETCS B
rOCy/IapCTBEHHOW MH(POPMAIIMOHHON cucTteMe B cepe 3apaBooxpaHeHus cyorekTa Poccuiickoit
denepanii  TOCPEICTBOM BEIEHHSI €IMHOTO pPEECTpa penenTtoB, OQOpPMIECHHBIX B (opme
AJIEKTPOHHBIX TOKYMEHTOB.

V. XpaHneHue penentypHbIX 0JJAHKOB

28. MenuuuHCKHUe OpraHU3aliy MOIy4aloT HEOOXO0AUMBIE pellenTypHbIe OIaHKH, OOPMIIEHHBIE
TUMIOTPAPCKUM CIIOCOOOM, Uepe3 TEePPUTOPHAIBHBIC OpPraHbl YIPABJICHHS 3APABOOXPAHCHHEM
WIM OpraHU3aliy, YIOJIHOMOYEHHBIE HA 3TO OpraHaMH HCIIOJIHUTEIbHON BIIACTH CYOBEKTOB
Poccuiickoit @eneparuu.

29. PenienitypHbIe OJIaHKH, TOJICKAIINE YIETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAUTEIIEM MEAUIIMHCKOW OpraHM3aliH, B 3allUpacMOM MeTautnueckoMm mikady (cefide)
WJIM METaJNIMYECKOM SIIUKE.

30. HunmuBunmyanbHBIH —TpeANpPUHUMATENb, WMEIOIMA  JHIEH3HI0O HAa MEIMIUHCKYIO
JeATeNILHOCT, XPAHUT pelenTypHble OJaHKW, TOMISKAIIMEe Y4YeTy, B 3alupacMoM
MeTandeckoM mkady (ceide) nim MeTaMIeckoM sIInKe.

31. TIpoBepka cOCTOSIHUSI XpaHEHHs, ydeTa, (PaKTUUECKOr0 HAIMYHUS M PacxXo/a PelenTypHBIX
0JIaHKOB, MOJUIEKALINX YYETy, OJUH pa3 B KBApTaJl OCYLIECTBIISIETCS KOMUCCUEH, CO3aHHON B
MEJUIIMHCKOW OpTraHu3aIiu.

32. PenentypHble OnaHKH, oQopmisieMble Ha OyMaXHOM HOCHTEIEC W TOJIEKAIIHE YYeTy,
BBIJIAIOTCSI MEIUIMHCKMM pabOTHHKaM, MMEIOUIMM TpaBo O(OPMIIEHUS pPELENnToB, IO
pacnopsKEHUIO TI1aBHOTO Bpaya MM €ro 3aMECTUTEI.

HOJ’Iy‘-IeHHI)Ie PEUOCITYPHBIC OJlaHKM Ha 6YMa)KHBIX HOCHUTCIIAX XPaHATCA MCOAWIUWHCKUMHA
pa60THI/IKaMI/I B IOMCHOICHUAX, O6CCHC‘II/IBaIOHH/IX HUX COXPaHHOCTb.

33. XpaHeHHE CHENHMATBHBIX PEIENTYpPHBIX OJaHKOB Ha HAapKOTHYECKOE CPEICTBO H
MICUXOTPOITHOE BEIIECTBO M BblJaya YKa3aHHBIX PpELEeNTYpHBbIX OJaHKOB METUIIMHCKOMY
pabOTHUKY OCYIIECTBISETCS B COOTBETCTBUU C TPUKA30M MUHHUCTEPCTBA 3IPaBOOXPAHEHHS
Poccuiickoit @eneparun ot 1 aBrycra 2012 r. N 54u "OO6 yrBepxaeHuu (opMbl OJIaHKOB
PEIIenTOB, COJAEepKANINX Ha3HAUYCHHE HAPKOTHUYECKHX CPEACTB WM TICHXOTPOITHBIX BEIIECTB,
MOpsiIKa UX U3TOTOBJIEHUS, paclpe/ieieHus, perUCTpalliy, y4eTa U XpaHEeHUs], a TaKXkKe MPaBUI
oopminenus” <12>.
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<12> 3apeructpupoBan MunucTepcTBOM ocTuImu Poccutickoit @enepanuu 15 aprycra 2012 r.,
peructparonusiii N 25190, ¢ wu3MeHeHHMsIMHM, BHECEHHBIMHM MpHKa3aMu MUHHCTEPCTBA
3apaBooxpaneHust Poccuiickoit @enepannu ot 30 mrons 2015 r. N 385u (3aperucrpupoBan
MunucrepcrBoM roctuiiuu Poccuiickoit @enepanynu 27 Hos6ps 2015 r., perucrpaunonnsiii N
39868), or 21 ampens 2016 r. N 254u (3aperucrpupoBaH MHMHHUCTEPCTBOM FOCTHIIUH
Poccwuiickoit ®eneparuu 18 utonst 2016 r., peructparmonnsiii N 42887), ot 31 oktsi0pst 2017 .
N 882u (3aperucrpupoBan MunuctepcTBoM rocTuimu Poccuiickoir ®eneparuun 9 susaps 2018
r., peructpannonnsiii N 49561).

34. IlporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYJapCTBEHHBIX MH()OPMAIIMOHHBIX CHUCTEM B cdepe
3/IPaBOOXPAHEHHs], MEIMIHMHCKUX WH()OPMAIIMOHHBIX CHCTEM MEIUIMHCKUX OpraHU3aIui
o0ecreynBaOT XpaHEHUE HIIEKTPOHHBIX PELENTOB, OPOPMICHHBIX B (hOpME 3IIEKTPOHHBIX
JOKYMEHTOB B TEUCHHE CPOKOB, YCTAHOBIJICHHBIX JUIS XPaHEHHS PELenToB, OPOPMIICHHBIX Ha
COOTBETCTBYIOIINX (hopMax pelenTypHBIX OJaHKOB Ha OyMakHOM Hocutene <13>.

<13> [IyHKT 14 npaBui OTIyCKa JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHHUS,
B TOM YHUCJIE IMMYHOOHOJIOTHUECKHX JIEKAPCTBEHHBIX MIPENapaToB, allTeYHBIMUA OPTaHU3aLUSIMH,
WH/IMBUIYAIGHBIMA TIPEANPUHUMATENISIMU, WMEIOIIMMHU JIMICH3UI0 Ha (apMareBTHYECKYIO
IeATeNIHOCTh, YTBEP)KICHHBIX NpPUKa3oM MUHHCTEpCTBAa 37paBooXpaHeHus Poccuiickoi
®epepaumn ot 11 wrons 2017 r. N 403n (3apeructpupoBaH MUHHCTEPCTBOM HOCTHIIMU
Poccwuiickoit ®enepanuu 8 centsiops 2017 r., peructpanuonusiii N 48125).


https://normativ.kontur.ru/document?moduleid=1&documentid=300023#l97

