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

MHUHHCTEPCTBO 3JIPABOOXPAHEHHS
POCCUCKOMN ®EJEPALIUU

ITPUKA3
ot 14 suBapsa 2019 r. N 4u

Ob YTBEPKIAEHUU ITOPSAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX INIPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHHPEIMAPATDIL, NOPAAKA O®POPMJIEHUA
YKA3AHHBIX BJIAHKOB, UX YYETA U XPAHEHUASA

(B pen. [Ipukaza Munsapasa PO ot 11.12.2019 N 1022#H)

B cootBercTBuM ¢ nyHkTOM 16 yactu 2 ctatbu 14 deaepanbHoro 3akoHa ot 21 Hos6ps 2011 r.
N 323-®3 "O0 ocHOBax OXpaHbI 370pOBbs TpaxknaaH B Poccuiickoit ®enepanuu" (CobOpanwue
3akoHomarenscTBa Poccuiickoit @eneparun, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014,
N 30, ct. 4257; N 49, ct. 6927; 2015, N 10, cT. 1425; N 29, c1. 4397; 2016, N 1, cT. 9; N 15, cT.
2055; N 18, cr. 2488; N 27, ct. 4219; 2017, N 31, cr. 4791; N 50, ct. 7544, 7563) u
noxnyHktamu 5.2.177, 5.2.179 u 5.2.180 Ilonmoxenuss o MUHHCTEPCTBE 3IpPaBOOXPAHEHHUS
Poccuiickoii ®enepauuu, yTBEpKIACHHOro IocraHoBiacHueM IIpaBurenscTtBa Poccuiickon
Oenepanun ot 19 urons 2012 r. N 608 (Cobpanue 3akononatenbcTBa Poccuiickoit denepannu,
2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33, cT. 4386; N
45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, cT. 4969; 2015, N 2,
cT. 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, cT.
6273), npuKa3bIBaro:

1. YTBepauTs:
MOPSIOK Ha3HAUEHHUSI JISKAPCTBEHHBIX MpenapaToB coryiacHo npuioxennto N 1;
(OpMBI pelenTypHBIX OJaHKOB Ha JICKAPCTBEHHBIE MTPETapaThl COriacHo mpuiaoxeruto N 2;

opsAI0K O(OpMIIEHHUSI PELENTYPHbIX OJIAHKOB Ha JIEKApPCTBEHHBIE Npernaparbl, UX ydeTa u
XpaHeHus coryiacHo npuinokeHuto N 3.
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2. [lpu3HaTh yTpaTUBILINMU CUILY:

npuka3 MunucrepcTBa 3apaBooxpaHeHust Pocculickoit @enepaunn ot 20 nexabps 2012 r. N
11751 "OO6 yTBepKIeHUH TOPsIKA Ha3HAYCHUS U BBIMMCHIBAaHUS JICKAPCTBEHHBIX MPEIApaToB, a
TaKke (opM peuenTypHbIX OJIAHKOB Ha JICKApCTBEHHBIC MpenapaThl, MOpsaKa OpOpMICHHS
YKa3aHHbIX OJIAHKOB, MX y4yeTa M XpaHeHus" (3aperucTpupoBaH MHHHUCTEPCTBOM HOCTHIIMH
Poccutickoit ®enepanuu 25 utons 2013 r., perucrpannonnsiii N 28883);

OYHKT 2 W3MEHEHMi, KOTOpble BHOCATCS B [lopsAnoK co3maHust M JESTEIbHOCTH BpauyeOHOM
KOMHCCHUM  MEQUUMHCKOW  OpraHW3aluy, YTBEPXKACHHBIM  NpukazoM  MuHHCTEpCTBA
3/IpaBOOXpPAaHEHHUS U coluanbHOro pa3Butusa Poccuiickoit denepanuu ot 5 mas 2012 r. N 5024,
n B llopsnok Ha3HaueHWs W BBIIMCHIBAHMS JIEKAPCTBEHHBIX IIPENAPATOB, YTBEPHKIACHHBIM
npuka3oM MuHucTepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 20 nexadps 2012 r. N
11751, yTBepkAeHHBIX ITpUKa3oM MunucrtepcrBa 31paBooxpanenus Poccuiickoit @eaepanun ot
2 npexabps 2013 r. N 886H (3apeructpupoBan MunucrepcTBoM toctuiuu Poccuiickoii
®enepauun 23 nexadpst 2013 r., peructpannonnsiii N 30714);

npuka3 MunucrepcTBa 3apaBooxpaneHust Poccuiickoit @enepaunu ot 30 urons 2015 r. N 386H
"O BHECEHMM HW3MEHEHHH B TNPWIOKEHUS K MpuKazy MuHHCTEpCTBA 3/1paBOOXPAHEHUS
Poccuiickoit ®enepauyu ot 20 nexabpst 2012 r. N 1175 "OO yTBepKIeHUHM TMOpsIKa
HA3HAUYEHUS U BBIIUCBHIBAHUS JICKAPCTBEHHBIX IIpenapaToB, a Takke (OpM peLenTypHbIX
OJTaHKOB Ha JICKAPCTBEHHBIE MPETIapaThl, MOpsaKa 0OPMIICHUS YKa3aHHBIX OJJAHKOB, UX y4eTa U
XxpaHeHus" (3apeructpupoBaH MunucrepctBoM toctuiu Poccuiickoit deneparnuu 6 aBrycra
2015 r., peructparonnsiii N 38379);

OYHKT 1 uW3MEHEHui, KOTOpbleé BHOCITCS B IpuUKa3 MMHHHUCTEPCTBA 3/paBOOXPAaHEHUs
Poccuiickoit ®enepamu ot 20 nexabps 2012 r. N 11758 "OO yTBepXaAeHUU MOpsaKa
Ha3HAYEHUS] M BBINMCHIBAHUS JIEKApPCTBEHHBIX IIpenaparoB, a Takxke (OpM peLenTypHBIX
OJIaHKOB Ha JIEKApCTBEHHBIE MPerapaThl, Mopsaka opopMIIEHUS YKa3aHHBIX OJaHKOB, UX y4eTa U
xpanenus" u npunoxenue N 2 k npukasy MunucrepctBa 3apaBooxpaHeHus Poccuiickoit
@eneparuu ot 1 aBrycta 2012 r. N 541 "OOG yrBepxkiaeHHH (GOpMBbI OJIAHKOB PELENTOB,
coJiepKallluX Ha3HAueHHE HApPKOTUYECKUX CPEJCTB WMJIM ICHUXOTPOMHBIX BEUIECTB, MOPSAIKA MX
U3TOTOBIICHUS, pACIpelesieHus,, pEerucTpalyy, Yydera U XpaHEHUs, a TakKe MpaBuil
oopmiieHnsa", yTBEp)KIEHHBIX TNpuKazoM MuHucTepcTBa 3/paBooxpaHeHus Poccuiickoit
@eneparun ot 21 ampenst 2016 r. N 2541 (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHUIIMH
Poccwuiickoit ®enepanuu 18 uronst 2016 r., peructpanuonnsiii N 42887);

IOYHKT 5 W3MEHEHHUH, KOTOpblE BHOCATCA B HEKOTOpbIE NpHKa3bl MUHUCTEpCTBA
3ApAaBOOXPAHEHUS M COUUaNBbHOrO pas3Butus Poccuiickoit ®enepaurn u  MuHHCTEpCTBA
3npaBooxpaHeHuss Poccuiickoit @enepanuu Mo BompocaM OOpallleHusi JIeKapCTBEHHBIX
MpernapaToB, COJEp)KalIMX HApPKOTUYECKHE CPEACTBA, IICUXOTPOMNHBIE BEIIeCTBA M HX
IIPEKYPCOPBL, U JIEKAPCTBEHHBIX CPEICTB, MOMIEKAIUX MPEIMETHO-KOIMUECTBEHHOMY YYETY,
YTBEPKICHHBIX IpHKa3oM MuHHCTEpcTBa 3apaBooxpaHeHus Poccuiickonn ®enepauynu ot 31
okts0pst 2017 r. N 882H (3apeructpupoBan MunuctepcTBoM roctunmu Poccuiickoit denepanyu
9 ssaBaps 2018 r., peructpaunonnsiii N 49561).

Munucmp

B.1. CKBOPL]OBA
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Ipunooicenue N 1
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 14 sneaps 2019 2. N 4n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
IHPEITIAPATOB

(B pen. Ilpukasza Munsapasa PO ot 11.12.2019 N 1022#)

. O0mue moJ10KeHUSA

1. Hacrosimuii mopsiiok ycTaHaBIMBAET IPaBUiIa HA3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB AJs
MEIUIMHCKOTO NPUMEHEHUsl (Jajiee - JIEKApCTBEHHBbIE Ipenaparbl) M OQOpPMIICHHUS HX
Ha3HAYEHUS MPU OKa3aHUHU MEIULMHCKOMN MOMOIIM B MEAULIMHCKUX OpraHu3anusx <lI>.

<1> Ilynukr 11 crateu 2 @enepanbHoro 3akoHa ot 21 HosiOps 2011 r. N 323-®3 "O6 ocHoBax
oXpaHbl 310poBbs TpaxnaaH B Poccuiickoit @enepanuu" (CoOpaHue 3aKOHOAATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, c1. 4791).

2. Ha3znaueHue eKapCTBEHHBIX MPENapaToB OCYLIECTBISAETCS JeHalluM BpadoM, (Gerabaiepom,
aKylIepKoll B cllydae BO3JIOKEHHMS Ha HHMX IIOJJHOMOUYMHM Ji€4alllero Bpada B TIOpPSIKE,
YCTaHOBJIEHHOM IIpHKa3oM MHUHHCTEPCTBA 3paBOOXPAHEHMST M COLMAIBHOIO pPa3BUTHUS
Poccuiickoit @enepaunu ot 23 mapra 2012 r. N 2521 "OO0 yrBepxkaenun [lopsinka Bo3noxeHus
Ha (enpmepa, aKylmepKky pPyKOBOAMTENIEM MEAMIMHCKOW OpraHM3allid TpU OpraHU3alUH
OKa3aHWs NEPBUYHOM MEIHMKO-CAHWTAPHOM IIOMOIIM M CKOPOM MEIMIMHCKOM IOMOIIU
OTAENbHBIX (DYHKIMI Jieyamiero Bpaya IO HENOCPEACTBEHHOMY OKAa3aHUIO0 MEIUIIMHCKON
MTOMOIIY NAIMEHTY B Meproj HaOIIOAEHUS 32 HUM M €r0 JEUEHHUs, B TOM YHUCIIE 110 Ha3HAYEHUIO
U TPUMEHEHHUIO JIEKapCTBEHHBIX IIPEMAapaToB, BKIIOYAs HAPKOTHYECKUE JIEKApPCTBEHHBIE
mpernapaTbl M I[ICUXOTPOIIHBIE JIEKApCTBEHHBbIE mpenaparbl” <2>, HMHIMBUIYaJbHBIMU
MIPEANPUHUMATEISIMH, OCYILECTBISIOIMMHI MEAULIMHCKYIO IEATENBHOCTD (J1ajee - MEAUIIMHCKHE
pabOTHUKN).

<2> 3apeructpupoBaH MunuctepctBoM roctunnu Poccuiickoir denepamuum 28 anpens 2012 r.,
peructpanonusii N 23971, ¢ u3MeHeHMsMH, BHECEHHBIMH IpHKa30M MMHHUCTEPCTBA
3npaBooxpaneHusi Poccuiickoit ®@enepauun ot 31 oktsi6ps 2017 r. N 882n (3apeructpupoBan

MunucrepctBoM toctuiiuu Poccuiickoit deneparu 9 suBaps 2018 r., perucrpaunonssiii N
49561).
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3. CBeneHMsl O Ha3HAUEHHOM JIEKAPCTBEHHOM Ipenapare (HauMEHOBAHUE JIEKAPCTBEHHOI'O
mpenapara, JO03MpPOBKa, CIIOCOO BBEJCHMS W INPUMEHEHHs, pPEXUM J03UPOBaHUS,
IIPOJOJDKUTENBHOCT JIEYEHMsI M OOOCHOBaHME HA3HAYEHMs JIEKQpCTBEHHOrO IIperapara)
BHOCSATCSI METUIIMHCKUM PAa0OOTHUKOM B MEIUIIMHCKYIO JJOKYMEHTAIIHIO MaIlUeHTA.

B cnyuasx, ykasaHHbIX B TyHKTax 9 - 12 Hacrosmiero Ilopsiaka, MEAMIIMHCKHIA paOOTHUK
oopmIsieT Ha3HAUYEHUE JIEKAPCTBEHHBIX MPENapaToB, B TOM YHUCIIE MOJIEKAIINUX U3TOTOBICHUIO
U OTIYCKY alTeYHbIMU OpraHM3aLUAMU (Aajiee - JIEKApCTBEHHbIE MPenapaTbl HHAUBUAYAIbHOIO
U3rOTOBJICHUS), Ha pelentypHoM OjaHke, o(pOpMIEHHOM Ha OyMaKHOM HOCHUTENE 3a CBOEH
MOJNKCHIO (anee - pernent Ha OyMaXHOM HOcWTeNe), U (MJIM) C COIJIacHs MAaIMeHTa WM ero
3aKOHHOI'O IpeACTaBUTeNs <3> Ha pelLenTypHoM OiaHke B (hopMe 3JIEKTPOHHOIO JOKYMEHTa ¢
WCIOJIb30BAHUEM YCWJICHHOW KBATM(UIMPOBAHHON DSJIEKTPOHHON MOAMHCH MEAMIUHCKOTO
paboTHuKa (anee - penent B opMe JISKTPOHHOTO JOKYMEHTA).

<3> B oTHONIEHUHU TIUIIa, YKa3aHHOTO B YacTH 2 ctatbu 20 PenepalibHOTO 3akoHa OT 21 HOAOpA
2011 r. N 323-®@3 "OO6 ocHOBax OXpaHBI 30pOBBSl IpaxknaH B Poccuiickoit ®enepanuu"
(CobOpanue 3axkonomarensctBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2013, N 48, cr.
6165; 2017, N 31, cT. 4791).

Peuient B popme 35IeKTPOHHOTO JOKYMEHTA, COAEpKAINi Ha3HAYCHNE HAPKOTUUYECKUX CPENICTB
NN HCI/IXOTpOHHLIX BCIICCTB, IIOAITNUCBIBACTCS C HUCIIOJIB30BAHUEM YCI/IJIGHHOI\/JI
KBTM(UIIMPOBAHHOMN AIIEKTPOHHOMN MOJIMKCH JIeyallero Bpada uiu (eipamepa, akylnepku, Ha
KOTOPBIX BO3JIOKEHbI (YHKIMHU JI€Yallero Bpaya, U COOTBETCTBYIOLIEH MeEAMIIMHCKON
opraHuzanuu <4>,

<4> Yacts 1 crathu 26 PenepanbHoro 3akoHa ot 8 sHBapst 1998 r. N 3-03 "O HapkoTHUECKUX
cpeactBax u  ncuxoTponHbix  BemectBax" (CoOpanme 3akoHonaTenbcTBa Poccuiickoit
Oeneparnu, 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
MPUHATHS  YIOJTHOMOYEHHBIM OpPraHOM HWCIOJNHUTENBbHON BiacTu cyOwbekTa Poccuiickoit
®denepani B COOTBETCTBUM ¢ NYHKTOM 4 ctaThu 6 DenepanbHoro 3akoHa ot 12 anpens 2010 r.
N 61-®3 "OO6 obpalieHuu JIEKapCTBEHHBIX cpeacTB" <5> pemieHHs 00 MCIOIB30BAaHUU Ha
Tepputopun cyoOwnekta Poccuiickoit ®Denepannu Hapsay C pelenTaMH Ha JICKapCTBEHHBIE
npemnapaTsl, 0POPMICHHBIMH Ha OYyMa)KHOM HOCHUTEJE, PEIETITOB Ha JICKAPCTBEHHBIC MPENapaThl,
c(OPMHPOBAHHBIX B (POpPME DIIEKTPOHHBIX JOKYMEHTOB.

<5> CoOpanue 3akoHomatenscTBa Poccuiickoit ®enepammu, 2010, N 16, ct. 1815; 2012, N 26,
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cT. 3446; 2017, N 31, ct. 4791.

4. Tlpn BbIIUCKE NalMeHTa W3 MEAMIMHCKOM OpraHu3aluy, B KOTOPOH €My OKa3bIBallach
MEIUIMHCKAss IOMOLIb B CTAllMOHAPHBIX YCJIOBUAX, JaHHOMY HAlMEHTY [0 PELIECHUIO
PYKOBOJUTENSI MEIUIMHCKON OpraHu3alMy Ha3zHadaroTcs ¢ odopMieHHeM peruenrta B ¢opme
ANIEKTPOHHOTO JOKYMEHTa W (Miu) Ha OyMa)kKHOM HOCHTENE (32 UCKIIOYCHHEM O(OPMIICHUS
pELenTOB Ha JEKapCTBEHHbIE MpenapaThl, MOAJeKAIUe OTIMYCKY OECIUIaTHO WM CO CKUIKOIN)
1100 BBIAAIOTCS (MTALMEHTY WU €T0 3aKOHHOMY MPEICTABUTEII0) OJTHOBPEMEHHO C BBIMUCKOH M3
UCTOpUU OOJIE3HU JIEKAPCTBEHHBIE Mpenaparhbl, B TOM YHUCJIE€ HAPKOTUYECKHE U MCUXOTPOIHBIC
JIEKapCTBEHHbIE Tpenaparbl, BHeceHHblEe B cnucku Il u |l mepeuHs HapKOTMUECKHX CpEICTB,
MICUXOTPOIHBIX BEIIECTB M MX IMPEKypcopoB, MOAJEKAIIUX KOHTpoi B Poccuiickoit
®enepaunu, yrBepKIeHHOro nocraHosiaenueM IlpasurensctBa Poccuiickoit denepanun ot 30
utons 1998 r. N 681 <6> (manee - IlepeueHp), CHIBHOACWUCTBYIOIIME JIEKAPCTBEHHBIC
MpernapaThsl, Ha CPOK MpreMa MAlMeHTOM 10 5 JHEH.

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

5. HasnaueHue JIEKapCTBEHHBIX IpENaparoB IpPHU OKa3aHUM MEIUIUHCKOM IOMOLIM B
CTAllMOHAPHBIX YCIOBUSAX B TPEOOBAaHUSAX-HAKIIAIHBIX, HAIIPABJISIEMbIX B allTE€YHbIE OPTaHU3AINH,
ABJIAIOIINECS CTPYKTYPHBIMHM TOAPA3ACICHUSAMM MEIULIUHCKON OpraHu3alny, B KOTOpPOU
OKa3bIBACTCSI MEIUIMHCKAs IOMOINb, OCYIIECTBIISIETCS B COOTBETCTBMM ¢ HMHCTpykmmen o
MOpSiIKE  BBIUCBHIBAHUS  JIGKAPCTBEHHBIX IpenapaTtoB W OQOPMIICHHMS  pELENnToOB U
TpeOOBaHUN-HAKIAIHbIX, YTBEPKIEHHOW MpHKa3oM MMHHUCTEpPCTBA 3/1paBOOXPAHEHUS U
couumansHoro pasButus Poccuiickoit @enepauun ot 12 ¢espans 2007 r. N 110 "O nopsake
HA3HAYEHUS U BBINUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, U3/1€INI MEAUIIMHCKOTO Ha3HAUEHUS
U CHeHaTM3UPOBAHHBIX MTPOIYKTOB JeueOHOro nuranus" <7>.

<7> 3apeructpupoBad MunucrepctBom toctuuiuu Poccuiickoit ®enepanuun 27 anpenst 2007 r.,
peructpauronHelii N 9364, ¢ u3MeHEHUsMH, BHECEHHBIMH IpUKa3aMHM MMHHHCTEpCTBA
3/IpaBOOXpaHEHMs U coumaibHoro pa3Butua Poccuiickoit @enepauuu ot 27 asrycra 2007 r. N
560 (3apeructpupoBan MunuctepctBoM roctuimu Poccuiickoit @enepannu 14 centsdps 2007


https://normativ.kontur.ru/document?moduleid=1&documentid=342686#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=342686#l286
https://normativ.kontur.ru/document?moduleid=1&documentid=224170#l957

r., perucrpammoHueii N 10133), or 25 centsops 2009 r. N 794n (3apeructpupoBaH
MunuctepctBoM toctuniun Poccuiickoit @enepanun 25 Hos0ps 2009 r., peructpanuonsusiii N
15317), ot 20 saBaps 2011 r. N 131 (3apeructpupoBan MuHUCTEPCTBOM IocTUlMK Poccuiickoi
@enepaunu 15 mapra 2011 r., perucrpanmonnsii N 20103), npuxazamu MuHuctepcrsa
3npaBooxpanenust Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 54n (3apeructpupoBaH
MunuctepctBom toctuiuu Poccuiickoit @enepanun 15 arycra 2012 r., peructpaunonssii N
25190), or 26 deBpans 2013 r. N 94n (3apeructpupoBaH MHHHCTEPCTBOM OCTHIIMH
Poccutickoit @eneparnuu 25 utons 2013 r., perucrpannonnsiii N 28881).

6. HazHaueHue J€KapCTBEHHBIX MPENApaTOB OCYLIECTBISETCS MEIUIIMHCKHM pPAOOTHHUKOM IO
MEXIYHApPOAHOMY HENATEHTOBAHHOMY HAaMMEHOBAaHWIO, a IMpU €ro OTCYTCTBHUM -
IPYIIIMPOBOYHOMY MJIM XMMUYECKOMY HaUMEHOBAHMIO. B ciydae OTCyTCTBUS MEXIYHAPOIHOIO
HEMAaTeHTOBAHHOIO HAWMEHOBAHMS M TIPYNIHPOBOYHOIO WM XMUMHUYECKOTO HAUMEHOBAHUS
JIEKapCTBEHHOI'O IIpernapaTa, JeKapCTBEHHbIN Ipernapar Ha3HayaeTcsl MEIUIUHCKUM paOOTHUKOM
110 TOPrOBOMY HaUMEHOBAHHIO.

[Ipy HaNMWYMKM MEAULMHCKUX MOKa3aHWW (MHAMBHUIyalbHAS HEMEPEHOCUMOCTD, MO KM3HEHHBIM
MOKa3aHWsAM) [0 pPEIICHUI0 BpAaYeOHOH KOMHCCHHM MEIWIMHCKOW opraHu3anmud —<8>
OCYIIIECTBIISIETCS Ha3HaueHHe U OGOpMIICHHE Ha3HAYEHUS JIEKApCTBEHHBIX MpernapaToB, He
BXOJISIIIMX B CTaHIAPTHl METUIIMHCKON MMOMOIIN, pa3pabOTaHHBIX B COOTBETCTBUH C HYHKTOM 4
cratb 10 @enepanbHoro 3akona or 21.11.2011 N 323-®3 "OO6 ocHOBax OXpaHbI 3/I0POBBS
rpaxnaan B Poccuiickoit ®enepauun" <9>, nub0 1mo TOProBbIM HauMEHOBaHMsIM. PerieHue
BpaueOHOM  KOMHCCHHM  MEAMIIMHCKOW  OpraHu3aluuud  (QUKCUpYeTCs B  MEAMIIMHCKON
JOKYMEHTAI[MH MallMeHTa U B KypHasie BpauyeOHOI KOMHCCHUU.

<8> IlIpuka3z Munznpascorpazputusi Poccun or 5 mas 2012 r. N 5020 "OO6 yTBepkacHUU
MOpsifIka CO3/IaHUSl U JIeATENIbHOCTH BpadyeOHONM KOMHCCHM MEIUIIMHCKOW opraHu3anun”
(3apeructpupoBan  Munioctom Poccum 9 wuions 2012 r., perucrpammonusii N 24516), ¢
M3MEHEHMSIMU, BHECEHHBIMHU INpuKazoM MunszapaBa Poccun ot 2 nexabps 2013 r. N 886Hn
(3apeructpupoBan MuntoctoMm Poccuu 23 nexadbpst 2013 r., peructpannonnsiii N 30714).

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

7. Ha3zHaueHue JeKapCTBEHHOTO INpernapara B pelente Ha OyMaKHOM HOCUTeNe MU perente B
(hopMe 3IEKTPOHHOTO JOKYMEHTa 0hopMIIIeTCs Ha UMsI TAllMeHTa, sl KOTOPOro MpeaHa3HaueH
JIEKApCTBEHHBIN ITpernapar.

Penent Ha OymakHOM HOcuTene, ohopMIIeHHBIH Ha perentypHoM Onanke ¢popm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (1), yTBepKIEHHBIX HACTOSIIMM IPHKA30M, a TaKXe pelent Ha
OymaxHOM Hocutesne, oQGOopMJIEHHbIH Ha penentypHoMm Onanke ¢opmbl N 107/y-HII,
YTBEPXKACHHON NpuKa3oM MuHucrepcra 3zapaBooxpaHeHusi Poccuiickoit ®@enepauuu ot 1
asrycta 2012 r. N 541 "OG yrBepxaeHun Gopmbl O1aHKOB PELIENITOB, COAEPKAIIMX HA3HAUCHHE
HAapKOTHYECKHUX CpPEACTB MM IICUXOTPONHBIX BEIIECTB, MOPSAKA MX HW3TOTOBJICHMS,
pacnpeziesieHus, perucTpalny, yuera U XpaHeHus, a Takxke npasui opopmiienus” <10> (nanee -
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dbopma N 107/y-HII), moxkeT OBITh MOJydYEH MAIIMEHTOM, €r0 3aKOHHBIM TPEJICTABUTEIIEM HIIH
JTUIOM, UMEIoIeM OQGOPMIICHHYI0O B COOTBETCTBHH C TPAXKIAHCKHM 3aKOHOAATEIHCTBOM
Poccuiickoit ®enepanuu JOBEPEHHOCTh OT IMAIMCHTa HA TPaBO MOJYYCHHS TAKOTO pelenTa
(manee - yroJHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBan MunucrtepcrBom roctuinu Poccuiickoit @eneparuu 15 aprycra 2012 r.,
peructpanronHbii N 25190, ¢ wu3MEHEHUsSMH, BHECEHHBIMH IpUKazaMu MUHUCTEPCTBA
3apaBooxpanenust Poccuiickoit @enepaunn ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM roctuituu Poccuiickoit deneparuu 27 HosOps 2015 1., peructpannonnusii N
39868), or 21 ampens 2016 r. N 254n (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @enepanun 18 uromnst 2016 1., peructpanuonnsiii N 42887), ot 31 oktsabps 2017 r.
N 882n (3apeructpupoBan MunuctepctBoMm roctutiuu Poccuiickoit denepanuu 9 siuBaps 2018
r., peructpauonHbiii N 49561).

Peuient B hopMe 37€KTPOHHOTO AOKYMEHTa (POPMUPYETCS C UCIOIB30BAHUEM T'OCYIapCTBEHHON
nH()OPMAIMOHHON cHUCTEeMBI B cdepe 3apaBooxpaHeHHs cyObekta Poccuiickoit denepammu,
MEIUIIUHCKON MH(POPMAIIMOHHON CUCTEMBI MEIUIIMHCKOM opraHu3anuu <1 1>,

<11> Cratbu 91 u 91.1 denepanpHoro 3akoHa oT 21 Hos6ps 2011 roga N 323-D3 "O6 ocHOBax
oXpaHbl 370poBbs TpaxkaaH B Poccuiickoit @Denepanuu" (CobOpaHue 3aKOHOIATETHCTBA
Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, c1. 3477; N
39, cr. 4883; N 48, ct. 6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, ct. 6927, 6928; 2015,
N I, cT. 85; N 10, cT. 1425; N 27, ct. 3951; N 29, cT. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055;
N 18, ct. 2488; N 27, c1. 4219; 2017, N 18, c1. 2663; N 31, c1. 4794).

dakT BBIJAYH peucnra Ha HeKapCTBeHHLIﬁ npemnapar 3aKOHHOMY MNPCEACTAaBUTCIO WU
YIIOJIHOMOYCHHOMY JIMIY (bHKCPIpyeTCH B MEIUILIMHCKOMH JAOKYMCHTAIUU IMaAlUCHTA.

8. MeauuuHCKUM pabOTHUKAM 3arnpernaercs oGopMiIsITh pelenTsl IpH OTCYTCTBUM Y HallMeHTa
MEIUIMHCKUX IMOKa3aHWN; Ha HE3aperUCTPUPOBAHHBIE JIEKAPCTBEHHBIE MpenapaTel <12>; Ha
JIEKapCTBEHHbIE TIpENaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIHMEW I10 MEIULUHCKOMY
MPUMEHEHUIO TNpeJHa3HAuYeHbl I NPUMEHEHHUs TOJIbKO B MEIWIMHCKUX OpraHM3alusX; Ha
HAapKOTUUYECKUE CPEJICTBA M IICUXOTPOIHBIE BellecTBa, BHECeHHble B cnucok Il Ilepeuns,
3aperucTpUpOBaHHBIE B KAyeCTBE JIEKAPCTBEHHBIX NPENapaTroB, B LEISAX NPUMEHEHHUS s
JICYEeHUs HAapKOMAaHUU.

<12> Pemenne CoBera EBpa3zuiickoii s5xoHoMHYeckoi koMuccuu ot 3 Hos0ps 2016 . N 78 "O
[IpaBunax perucTpamdd ¥ OKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB JUIS  MEIMIIMHCKOTO
IIPUMEHEHUS" (opunmanbHbIIR cauT EBpasuiickoro SKOHOMMYECKOIO COr03a
http://lwww.eaeunion.org/, 21 Hosiopst 2016 r.). Crates 13 deaepansHoro 3akoHa oT 12 ampens
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2010 r. N 61-®3 "O6 obOpamieHuH JIEKapCTBEHHBIX CPEJCTB JJIsi MEAMIIMHCKOTO MpUMEHEHHS"
(Cobpanue 3akononarenscTBa Poccuiickoit @enepamun, 2010, N 16, cr. 1815; 2015, N 29, cr.
4367; 2018, N 24, ct. 3407).

WuauBUyanbHbIM — MPEIIPUHUMATENISIM, OCYLIECTBISIONIMM MEAULUHCKYIO JeSTelIbHOCTb,
JOTIOTHUTENIBHO K TpeOOBaHMSAM, YKa3aHHbBIM B a03ale MepBOM HACTOAILIETO IYHKTA,
3ampenaercss opOpMIIATh peLenThl Ha HApKOTHYECKUE CPEICTBA U ICUXOTPOIHBIE BEILECTBA,
BHeceHHble B cnucku |l u [l Ilepeuns (nmamee - HApKOTMYECKHME UM IICUXOTPOIIHBIE
nexapcTBeHHble npenaparsl cnuckos |l u 11l [lepeuns).

9. Ilpn Ha3HAYEHWW HAPKOTHUYECKUX U MCHUXOTPOIHBIX JICKAPCTBEHHBIX MpernapaToB coucka Il
Ilepeuns, 3a MCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENApaTOB B BUJE TPaHCACPMAIBHBIX
TEPANeBTUYECKUX CUCTEM M JICKAPCTBEHHBIX IpEnapaToB, COJACPKAIIMX HAPKOTUYECKOE
Cp€ACTBO B COYCTAHUMMU C AHTArOHHCTOM OIMMOMAHBIX PCHCITOPOB, PCUCITHI Ha 6YMa)KHOM
HocHTele oopMIIIOTCS Ha perentypHoM Oiranke gopmer N 107/y-HIT.

10. Peuentypnsriii 61ank ¢popmbr N 148-1/y-88 odopmisieTcs npu Ha3HAYCHUH:

1) HapKOTUYECKUX U NCUXOTPOIHBIX JIEKAPCTBEHHBIX npenaparoB coucka Il Ilepeuns B Buze
TPaHCAEPMAJIbHBIX TEPANEBTUYECKUX CHUCTEM, HAPKOTHMYECKHMX JIEKAPCTBEHHBIX IIPENapaToB
cnucka |l Ilepeuns, comepkalmux HApKOTUYECKOE CPEACTBO B COUETAHUMH C AHTAarOHUCTOM
ONMOM/IHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHbIX NpenapaTos cuucka 11 [Tepeuns;

2) JIEKapCTBEHHBIX MPENapaToB, 00IaAI0NMUX aHAOOTMUECKON aKTHBHOCTBIO (B COOTBETCTBUU C
OCHOBHBIM (bapMaKoIOrH4ecKuM JECTBIEM) u OTHOCSIIIUXCS o
aHATOMO-TEPANEBTUYCCKO-XUMUUECKOW  KJIacCCU(pHUKAIMKA, PEKOMEHJO0BaHHOKH  BcemupHoii
opranuzanuen 3npaBooxpaHeHus (manee - ATX) <I13>, k anaGomuueckuM crepougaMm (KOX
A14A) (manee - nexapCTBEHHBIE Tpemaparbl, 00JagarolIie aHaOOJIMYEeCKOW aKTUBHOCTHIO B
COOTBETCTBUH C OCHOBHBIM (papMaKOJIOTHYECKUM JIEHCTBUEM);

<13> Cratbs 18 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpameHuu
JIEKapCTBEHHBIX CpPEeACTB s MeauuuHckoro mnpumeHeHus" (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2014, N 52, ct. 7540).

3) nexapCTBEHHBIX IMpenapaToB, yKa3aHHbIX B NMyHKTe 5 [lopsaka oTmycka GU3MYECKUM JIMIIAM
JIEKapCTBEHHBIX IPENapaToB JUIsl MEIUIMHCKOIO MPUMEHEHHMsSI, COJEPKAIMX KPOME MaJIbIX
KOJIMYECTB HAPKOTHYECKUX CPEJICTB, INCUXOTPOMHBIX BEIIECTB W HUX IPEKYPCOPOB Jpyrue
(apMakoIIOTHYECKHE AaKTHBHbIE BEIIECTBAa, YTBEP)KIACHHOTO MpHUKa3oM MuUHHUCTEpPCTBA
3/IpaBOOXpaHEHHUs U colraibHOro pa3zButus Poccutickoit deneparuu ot 17 mas 2012 r. N 5621
<14> (nanee - ITopsinok OTIycKa JI€KapCTBEHHBIX MPENapaToB);

<14> 3apeructpupoBan MunucrepctBoM toctuuiuu Poccuiickoir @eaepaunn 1 urons 2012 r.,
peructpauronHelii N 24438, ¢ u3MeHEHUAMH, BHECEHHBIMHM IpUKa3aMH MHHHCTEpPCTBA
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3npaBooxpanenuss Poccuiickoit ®@enepanmu ot 10 mrons 2013 r. N 369H (3apeructpupoBaH
MunucrepctBoM toctunimu Poccuiickoit @eneparuu 15 utons 2013 r., perucrpauuonusiii N
29064), or 21 aBrycra 2014 1. N 4651 (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIUU
Poccuiickoit ®@eneparun 10 centsopst 2014 r., peructpammonusii N 34024), ot 10 ceHtaOps
2015 r. N 6341 (3apeructpupoBan MuHuctepcTBoM roctuiuu Poccuiickoit deneparun 30
cearsiopss 2015 1., perucrpammonnbiii N 39063), or 31 oktsa6ps 2017 r. N 882
(3apeructpupoBan  MuHuctepcTBOM tocTuIuu Poccutickoii ®deneparuun 9 suBaps 2018 r.,
peructparonsbiii N 49561).

4) nexapCTBEHHBIX MpENnapaToB WHIUBUAYATHHOTO MU3TOTOBJICHUS, COJIEPKAIIUX HAPKOTHUYECKOE
CpeacTBO WM TIcuxoTpornHoe BemecTBo cnucka Il Ilepeuns, u npyrue dapmakonorunueckue
aKTUBHBIC BEUIECTBA B J103€, HE MPEBBIIIAIONICH BBICIIYIO Pa30BYIO /103y, U MPHU YCIOBHH, YTO
3TOT KOMOMHHpPOBAHHBIA JICKAPCTBEHHBIN Mpenapar He SBISETCS HAPKOTHYECKUM WU
MICUXOTPOIHBIM JIEKaPCTBEHHBIM Mpernaparom criucka |l Ilepeuns;

5) JNeKapCTBEHHBIX MPENaparoB, MOMJICKANIUX MPEIMETHO-KOJIUYECTBEHHOMY YYeTy, He
MIEPEYUCIICHHBIX B MOANMYHKTaX 1 - 4 HACTOSMIEr0 MyHKTa (3a MCKIIOYEHHEM JIeKapCTBEHHBIX
MpernapaToB, OTIIYCKaeMbIX 0€3 peLernTa).

11. Peuentypusiit Omank ¢opmber N 148-1/y-04 (1) odopmiseTrcs npu Ha3HAYCHUU
JICKapCTBCHHBIX IMIPEMapaToB TrpakJaHaM, HMEIONIMM TPaBO HAa OECIIaTHOE IOJYYCHUE
JICKaPCTBCHHBIX MPENapaTOB WU MOJTYYCHHE JICKAPCTBCHHBIX MPEIApaTOB CO CKUIKOM.

12. Peuentypusrii 6mank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHUH:

1) nmekapCTBEHHBIX MpenapaToB, yka3aHHbIX B myHKkTe 4 [lopsnka oTmycka JieKapCTBEHHBIX
IIpenaparos;

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

13. [Ipu Ha3HaYeHUM JIEKAPCTBEHHOTO IpernapaTa WHANBUAYAIBHOIO M3TOTOBJIEHUS B PELIENTE
Ha OyMa)XHOM HocuTesle M (MM) penente B (opMe 3JIEKTPOHHOIO JOKYMEHTa HauMEHOBAHMS
JIEKAPCTBEHHBIX IIPEMAapaToB, BKIIOYECHHBIX B IEPEYEHb JIEKAPCTBEHHBIX CPEICTB UL
MEIULUHCKOTO MPUMEHEHUS, MOUIekKAIUX IPeAMETHO-KOINYECTBEHHOMY yueTy <15> (nanee -
JIEKapCTBEHHbIE Mpernaparhl, BKIOUeHHbIe B nepedeHb [IKY), yka3piBatoTcss B Hadase peuenta,
3aTE€M - BCE OCTaJIbHbIE HHTPEAUECHTHI.

<15> Ilpuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoii @enepaunn ot 22 anpens 2014 r.
N 1831 "O0 yTBep:KICHUH TMEPEUHS JEKAPCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO TPUMEHEHUS,
MOJUIekKAIUX  IPEAMETHO-KOJIMYECTBEHHOMY y4ery" (3apeructpupoBaH MUHHCTEPCTBOM
octuuu Poccuiickoit ®enepammu 22 urons 2014 1., peructpanmonnbii N 33210), c
U3MEHEHUSAMH, BHECEHHBIMH IIpMKa3aMM MuHucTEpcTBa 3ApaBooxpaHeHus Poccuiickoit
@enepaunu ot 10 centsiops 2015 r. N 634n (3apeructpupoBaH MUHHCTEPCTBOM IOCTHULIUU
Poccuiickoit @enepannu 30 centsiops 2015 r., perucrpaunonusiii N 39063), ot 31 okts0ps
2017 r. N 882 (3apeructpupoBan MunucrepctBoM toctuuiun Poccuiickoit ®denepauuu 9
sauBapst 2018 r., perucrpaunonssiii N 49561), ot 5 ampens 2018 r. N 1491 (3apeructpupoBan
MunuctepctBom octuuuu Poccuiickoit ®@enepanun 3 mas 2018 r., perucrpauroHHbiii N
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50961), ot 27 wrons 2018 r. N 4711 (3apeructpupoBad MUHHCTEPCTBOM tocTUliMKM Poccuiickoi
®denepanuu 14 aBrycra 2018 r., peructparponssii N 51885).

14. Ilpu Ha3HA4YeHUU JIEKAPCTBEHHOTO MpenapaTta B peuente Ha OyMakHOM HOCHTENE M (WJIIH)
peuente B (GopMe DIEKTPOHHOIO JIOKYMEHTa 3alpellaeTcss MpPeBbIaTh KOJIUYECTBO
HAapKOTUYECKUX CPEJICTB WJIU ICUXOTPOIHBIX BELIECTB, KOTOPOE MOYKET OBITh BBINKMCAHO B
OJIHOM peliente, yctaHoBieHHoe npuiioskeHueM N 1 k Hacrosuiemy [lopsaky, 3a uckinoueHueM
Clly4aeB, yKa3aHHbIX B ITyHKTax 16 u 25 nactosuiero [lopsaka.

15. Ilpu Ha3HaueHUUM JEKapCTBEHHBIX IIpPENapaToB, BKJIIOYEHHBIX B nepedeHb [IKY, noza
KOTOPBIX MPEBBILIAET BHICIIUI OJHOKPATHBIN NpUeM, MEIULIMHCKUNA paOOTHUK 0003HAaYaeT 103y
3TOTO JIEKapCTBECHHOI'O TIIpernapara B pelente Ha OyMaXXHOM HOCHUTENE IIPONUCHIO C
IIPOCTABJICHUEM BOCKJIMLATEIBHOIO 3HAaKa W (MJIM) MPOCTaBISIET BOCKIMLATENbHBIA 3HAK IPU
oopmieHuu peuenta B GopMe 3IEKTPOHHOIO JOKYMEHTA.

16. KoaruecTBO Ha3HAYEHHBIX JCKAPCTBEHHBIX IPENaparoB, BKIIOYCHHBIX B mepeueHb 11KV,
OpH  OKa3aHWW TAlMCHTaM, HYKIAIOIUMCS B  JUIMTCIBHOM  JICUCHHH, ICPBUYHOM
MEIUKO-CAaHUTAPHOM MMOMOIIU U MaLTHATUBHON MEAMIIMHCKOM MOMOIIK MOYET ObITh YBEIHUYCHO
C Y4€TOM KIIMHHUYECKHUX PEKOMEHIAIMi He 0ojiee YyeM B 2 pa3a MO CPABHEHHUIO C KOJMUYECTBOM
HApKOTHYECKUX CPEACTB WM IICHXOTPOIHBIX BEIICCTB, KOTOPOE MOKET OBITh BBHINHCAHO B
OJTHOM perienTe, yctaHoBAeHHbIM npuioxkenneM N 1 k Hacrosimemy [lopsiaky. (B pexa. [lpukasa
Mumnzapasa P® or 11.12.2019 N 1022H)

B cnyuasx, mpeaycMOTpeHHBIX ab3alleM MepBbIM HACTOSIIEr0 ITyHKTa, Ha pelenTtax Ha
OyMaXHOM HOCHUTEJe Tpou3BoauTcs Haamuch "[lo crenuanbHOMY Ha3HA4YeHHIO", OTICIIEHO
3aBepeHHas MOAMKUCHI0 MEAUIIMHCKOTO pa0OTHHKA U MEYaThi0 MEAUIIMHCKON opranuzanuu "Jlns
perientoB", Ha pernentax B (GopMe 3IEKTPOHHOTO TOKyMeHTa mpousBoauTcs orMmerka '"I[lo
CHelHalbHOMY Ha3HAUYECHHUIO" ¢ TPOCTABICHUEM YCUJICHHOW KBaTU(UIIMPOBAHHON AJIEKTPOHHON
MOJNKCH MEAUIIMHCKOTO PaOOTHHKA.

17. CocTaB nekapCTBEHHOIO INpenapara, JiekapcTBeHHas (opMa M oOpallleHue MEeAULIUHCKOTO
paOoTHHKa K (QapmaleBTUdecKoMy paOOTHHKY OO0 OTIycKe JIEKapCTBEHHOIO Ipenapara
0 OpMIISIOTCS Ha JTATUHCKOM SI3bIKE B POJUTEILHOM IMaJIEXKeE.

IIpu ocdopmieHuN peUenTypHbIX OJIAHKOB JONYCKaeTCsl MCIOJIb30BAaHUE COKpallleHHH
(mpunoxxenue N 2 k Hactosimemy Ilopsinky).

[Ipy Ha3HaueHUM JEKAapCTBEHHOIO IIpernapara He JOMYCKAeTCsl COKpalleHHe OJIM3KUX I10
HaVMEHOBAHMAM HHIPEIUEHTOB, COCTABIIAIOLIMX JEKAPCTBEHHBIN Ipenapar, HE MO3BOJISIFOLINX
YCTaHOBUTh, KAKOM MMEHHO JIEKAPCTBEHHBIN ITpenapaTr Ha3HayeH.

18. Cnoco06 mnpuMeHeHus JEKapCTBEHHOro Ipemnapara 0003HAuaeTcs € YyKa3aHWEM J103bl,
4acTOThl, BpEMEHU IpPHEMa OTHOCUTENIbHO CHa (YTpPOM, Ha HOYb) M €ro UINTEIbHOCTH, a AJIs
JIEKapCTBEHHBIX MPENapaToB, B3aUMOJEHCTBYIOUIMX C MHUIIEH, - BPEMEHH HX YHOTpeOJIeHUs
OTHOCHTEIIBHO NpUEMa MUIIH (10 €1bl, BO BPEMS €/Ibl, TIOCIIE €/IbI).

19. Tlpu HEOOXOAMMOCTH HEMEJICHHOTO HIIM CPOYHOTO (B TEYEHHE ABYX pabO4YuX IHEH)
OTIyCKa JICKapCTBEHHOTO TMperapaTa MalUeHTy B BEPXHEW dYacTH perenta Ha OyMakKHOM
HOCHUTEJIC TPOCTaBIISAIOTCS 00o03HaueHus "Cit0" (cpouno) wim "statim" (HemeieHHO).
AHanmornunble 0003HAUYEHUsI TPOCTABISIOTCS B BHUAE OTMETOK TMpH O(GOPMIICHWU pelernTta B
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(hopMe AIIEKTPOHHOTO JOKYMEHTA.

20. Ilpu odopmieHHM Ha3HAYEHHUsS TOTOBOTO JICKAPCTBEHHOIO IIperapara B pelente Ha
OyMa)XHOM HOCUTEJNEe WIH peuente B (opMe BJIEKTPOHHOTO JOKYMEHTa KOJHYECTBO
JEUCTBYIOIMX BEIIECTB YKA3bIBAE€TCSA B COOTBETCTBUM C MHCTPYKLUUEW MO MEIUIMHCKOMY
MIPUMEHEHHUIO JIEKApCTBEHHOTO Mperapara.

[Ipu odopmieHnn HazHAUYEHHUS JIEKAPCTBEHHOI'O IpernapaTa UHIWBUYaJbHOTO M3TOTOBJICHUS B
perente Ha OyMa)XHOM HOCHTEJIE WM perente B (opMe IEKTPOHHOTO TOKYMEHTa KOJIMYECTBO
TBEPJBIX M CHIMyYuX (hapMaIeBTHUECKUX CyOcTaHIMi yka3biBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MIUUTHIIMTPAX, TpaMMax U Karuisx.

21. Penentbl Ha OymMa)kHOM HOcHUTeNe, B (hOpMe AJIEKTPOHHOTO JIOKyMEHTa, O(hOpMIICHHBIC Ha
penentypaom 6nanke Gopmel N 148-1/y-88 u mpenHasHaueHHBIC I OTITYCKA JICKAPCTBEHHBIX
MpernaparoB, MPEIyCMOTPEHHBIX NOANMyHKTamMu 2 - 5 mynkra 10 Hactosmiero [lopsiika,
JCUCTBUTEILHBI B TCUCHUE 15 THEH co JHS 0hOpPMIICHHSL.

22. Penentsl Ha OyMa)kHOM HOCHUTENE, B (hOpME SJIEKTPOHHOTO JOKyMEHTa, O(hOpMIICHHBIE Ha
peuentypuom Omnanke ¢opmel N 148-1/y-04 (1) w mnpeaHasHaueHHBIE [ OTIYyCKa
JIEKapCTBEHHBIX IpEnaparoB TIpaxJaHaM, ykKa3aHHbIM B nyHkre 11 Hacrosiuero Ilopsinka,
neiictButensHbl B TeueHue 30 gHel co AHS oQOpMIIEHHS, 32 HCKIIOUEHHUEM CIy4aeB
odopmIleHHs perenTa B cooTBeTcTBUU ¢ MyHKTamMu 39 u 40 Hactosmiero [lopsaka, mpu KOTOPBIX
OH JIEHCTBUTEJICH B TeueHue 15 mHer co musa opopmienus. (B pea. [Ipukaza MunsnpaBa PO ot
11.12.2019 N 1022H)

23. Penentsl Ha OyMa)kHOM HOcHUTeJE, B (hopMe 3JIEKTPOHHOIO JOKYMEHTa, O(pOpPMIICHHbIE Ha
peuentypHoMm Onanke ¢opmer N 148-1/y-04 (1) um mnpenHa3HaueHHBIE Ui OTITyCKa
JIEKapCTBEHHBIX IPEMapaToB TpakJaHaM, JOCTUTIIMM IE€HCMOHHOTO BO3pacTa, HWHBAIUAAM
NEepBON TIpymmbl, JIETAM-UHBaIMIAM, a TaKkKe TIpaxaaHaM, CTPAJAOIIUM XPOHHUYECKUMHU
3a00JeBaHUAMH, TPEOYIOIIMMU JAITUTEIHLHOIO KYpCOBOTO JIEUEHHUs, IeUCTBUTEIbHBI B TeueHne 90
JHEN co AHA 0pOPMIICHHUS.

Jlnst edeHuss XpOHWYECKHX 3a00JIeBaHUI YKa3aHHBIM KaTETOPUSM TPaKIaH JIEKapCTBEHHBIC
npenaparsl ¢ OQOpPMIIEHMEM pELENTOB Ha OyMa)KHOM HOCHUTENE WM pPeLenToB B (opme
AJIEKTPOHHOTO JOKYMEHTa MOT'YT Ha3HauaTbcsl Ha Kypc jedeHus qo 180 nueit. (B pen. Ilpukasa
Mumnzapasa P® or 11.12.2019 N 1022#H)

24. Peuentbl Ha OyMa)kKHOM HoOcHTelNe, B (opMe 3JIEKTPOHHOIO JIOKYMEHTa, 0(hOpMIIEHHBIE Ha
peuentypHoM Omanke ¢gopmbl N 107-1/y m mpenHazHaueHHbIE Ui OTIYCKa JIEKAPCTBEHHBIX
MperapaToB, MPEAYCMOTPEHHBIX MMyHKTOM 12 HacTtosmiero [lopsiaka, 1eCTBUTEIHHBI B TEUCHHE
60 nHeli co 1HS oopmIIeHUS.

[Ipy Ha3HAaYeHHWU TOTOBBIX JICKAPCTBEHHBIX IPEMapaToB U JIEKApCTBEHHBIX IPENaparoB
WH/IMBUYyAIGHOTO WM3TOTOBJICHUS TAMEHTaM C 3a00JIEBaHUSIMH, TPEOYIOUIMMH JUIUTEIHLHOTO
KypCOBOTO JieueHHs, ¢ odopmiieHHeM Ha peuentypHoMm Omanke ¢opmbl N 107-1/y penenra Ha
OyMa)XHOM HOCHTENE WIH B (hOpMe 3IEKTPOHHOTO JOKYMEHTA YCTaHABINBACTCS CPOK JEHCTBUSA
perenTa B pejesnax 10 0JJHOT0 KaJeHJapHOTo roja.

B CJIydac YCTAaHOBJICHUA CpPOKa I[GﬁCTBPISI peuciitTa B npeaciax A0 OAHOTO rojJa B PELCIITE
MMPOCTABJIICTCSA OTMCTKA "Tlo ClICOHUAJIBHOMY Ha3Ha‘-IeHI/IIO", 0003HayaeTcs CpOK JIeiCcTBUSA
PEUCITa U NEPUOANIHOCTE OTITYCKA JICKAPCTBCHHBIX IIPEIIapaToB U3 anTeYHOMN opranu3alvii UJIN
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WHIUBUAYAIBHBIM — MIpeAlpUHUMATENeM, HMEIOUIMM JIMIEH3UI0 Ha  (apMaleBTHYECKYIO
NEeSATEIbHOCTh <16> (eXKEeHEeAeNbHO, €XEMECAYHO W HHbIE TNEepuojibl). JlOMOJHUTENHLHO 3TO
yKa3aHHe 3aBepsieTCsl MOJIMUCHI0O M MEeYaThi0 MEAUIIMHCKOrO0 pa0OTHHKA, a TaKXkKe IeYaThio
MEAUIMHCKONW opranm3anuu "J{ns penentoB" (mis penenta Ha OyMaXHOM HOCHUTENE) WU
YCUJIEHHOHM KBaJIM(PUIIMPOBAHHOMN 3JEKTPOHHOM MOJMUCHI0 MEAMLMHCKOTO padOTHUKA U JUIIA,
YIOJHOMOYEHHOTO 3aBEPSITh IOKYMEHTHI OT UMEHH MEIUIIMHCKONW OopraHu3aiuu (s peuenTa B
(hopMe AIIEKTPOHHOTO JOKYMEHTA).

<16> Ilynkr 47 vactu 1 crateu 12 denepanbHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O
JTUIEH3UPOBAHUN OTJICIBHBIX BUIOB JesitenbHocTH (CoOpanue 3akoHomaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 19, cr. 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, ct. 6841; N 53, ct. 8424).

25. Penentbl Ha TMPOU3BOJHBIE OAPOUTYPOBON KHUCIOTHI, KOMOMHUPOBAHHbBIE JIEKAPCTBEHHBIC
npenaparbl, COJEp)Kallue KOJAEUH (ero CojM), WHble KOMOMHHMpPOBAHHBIC JIEKAPCTBEHHBIC
mpemnapaTsl, MOAJNEKAIUE MPEIMETHO-KOJUYECTBEHHOMY Y4YeTy, JIEKApCTBEHHBIE TMpernaparsl,
obamaronye aHabOJINIECKOW aKTUBHOCTHIO B COOTBETCTBUHU C OCHOBHBIM (DapMaKOJIIOTHYECKUM
JeiicTBUeM, AJIs JICUEHUS MAllMeHTOB C XPOHMYECKUMHU 3a00JIeBaHUSAMU MOTYT OOpPMIIATHCA Ha
Kypc JieueHus 10 60 nHei.

B cnyuae, xorma kypc seudeHust coctaBisier Oosiee 30 IHEH JOMOTHUTENHHO B pelLENTax Ha
OyMa)kHOM HocuTene npousBoauTcss Haanuch "[lo crnenmanibHOMY Ha3HaueHHIO", 3aBEpEeHHas
MOAMHUCHI0 METUIIMHCKOTO PAaOOTHHUKA M MEYaThI0 MEIUIIMHCKON opranu3aruu "Jis perentos",
peuentax B (QopMe 3JIEKTPOHHOTO JOKyMEeHTa mpou3BoauTcs ormerka "[lo crenuanbHOMY
Ha3HAYEHUI0", C TMPOCTABICHUEM YCHJIEHHON KBaIM(DUIMPOBAHHOM 3JIEKTPOHHOM MOANKCU
MEIULUHCKOTO0 pabOTHUKA M JIMILA, YIOJIHOMOYEHHOTO 3aBepATh JIOKYMEHTHl OT HWMEHHU
MEIUIUHCKON opranu3aiui. (B pen. [Iprkasa Munsapasa PO or 11.12.2019 N 1022H)

26. Pernient Ha OymMa)kHOM HocuTene, B ¢opMe 3JIEeKTPOHHOTO JOKYMEHTa, OQOPMIICHHBIN ¢
HapyLIEHUEM YCTaHOBJICHHBIX HACTOSIIUM [Topsinkom TpebOBaHUH, CUYHATAETCA
HEJIEUCTBUTEILHBIM.

1. HazHa4veHue JieKAPCTBEHHBIX MPENAPATOB NMPHU OKA3aHUHU
MeTUIMHCKOM MOMOIIM B CTAIMOHAPHBIX YCJI0BUAX

27. Ilpn oka3zaHWM MALMEHTY MEAUIMHCKON MOMOIIM B CTAIIMOHAPHBIX YCIIOBUSX HA3HAUEHUE
JIEKApPCTBEHHBIX TIPEMApaTOB TMPOU3BOAMUTCS 0e3 odOopMIICHHs] perenta MEeTUIIMHCKUM
pabOTHUKOM EIUHOIUYHO, 32 WCKIIOYEHHEM CIIy4aeB, YKa3aHHBIX B IYHKTE 28 HACTOSIIEro
[Topsinka.

28. CormacoBaHue Ha3HAYCHUS JICKApCTBCHHBIX IIPCIIApaTOB € 3aBCAYIOIIHUM OTACIICHUCM HIIN
OTBCTCTBCHHBIM OCKYPHBIM BpadvoOM 00 ApyruM JMNOOM, YIIOJHOMOYCHHBIM IIPHUKa3oM
TJIaBHOI'O Bpayda MCHHHHHCKOﬁ opraHusanuvu, a TakKxe, IMpyu HAJIMYHUHU, C BpAa4UOM - KIIMHUYCCKHUM
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(hapmMaKkosI0roM HEOOXOAUMO B CITydasiK:
1) OIHOBPEMEHHOI0 Ha3HAUCHHUS TISITH M O0JIee JICKAPCTBEHHBIX MPENapaToB OAHOMY MAIMEHTY,

2) Ha3HAYEHUS JICKAPCTBEHHBIX MIPENapaToB, HE BXOAANIMX B IIEpEUEHb )KU3HEHHO HEOOXOIUMBIX
U BaXXHEHIIMX JIEKAPCTBEHHBIX MpenaparoB <l17>, mpu HETHUINHYHOM TEYEHHH 3a00JieBaHMUS,
HAIMYMH OCJIO)KHEHHH OCHOBHOTO 3a00yieBaHUS U (MJIM) CONMYTCTBYIOUIMX 3a00JICBaHMA, MPH
HA3HAYEHUH JIEKApCTBEHHBIX IpEnapaTtoB, OCOOCHHOCTH B3aUMOJICHCTBUS U COBMECTUMOCTH
KOTOPBIX COTJIACHO MHCTPYKLHUSAM IO UX IPUMEHEHHUIO IPUBOJAT K CHIDKEHHIO 3()(h)eKTUBHOCTH H
6e3omacHocTH apMakoTepanuu U (WIK) CO3Jal0T MOTEHIUAIBHYI0 OMAcCHOCTh JUISl )KM3HU U
310POBbS ALIUEHTA.

<17> Ilynkr 1 crareu 60 ®enepanbuoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpamenuu
nekapcTBeHHBIX cpenctB" (CobOpanue 3akoHomaTenbcTBa Poccutickoit deneparuu, 2010, N 16,
ct. 1815; 2012, N 26, ct. 3446; 2014, N 52, cT. 7540).

B YKa3aHHbIX ClIydadX Ha3HAUYCHHUEC JICKAPCTBCHHLIX IMPCIIapaToB q)HKCprCTCﬂ B MGILHHHHCKOﬁ
AOKYMCHTAIIMU IMAOWCHTA U 3aBCPACTC NOANNCHIHO MEIUIMHCKOI'O pa6OTHI/IKa H 3aBCAYHOLICTO
OTACIICHUECM (OTBGTCTBCHHOFO ACKYPHOI'O Bpada WK APpYroro ynoJlHOMOYCHHOI'O J'II/II_[a).

29. MeauuuHCKUi paOOTHUK MEAMIIMHCKONW OpraHu3alnuy (€€ CTPYKTYpPHOTO MOApa3/IeiIeHHUs),
PacIioyIOKEHHON B CEIbCKOM HACEJICHHOM IIYHKTE, OCYLIECTBISET Ha3HAYEHHE JICKapCTBEHHBIX
IIPenapaToB B CIIydasix, yKkazaHHbIX B yHKTax 28 u 30 Hacrosmero [Topsaka, eTMHOIMYHO.

30. ITo PCHIICHUTO Bpaqe6H0171 KOMHCCHUH IMAlTUCHTAM IIPU OKA3aHUH UM MEIUIIMHCKOM ITOMOIIH B
CTalMOHAPHBIX YCIOBUAX HA3HAYAIOTCA JICKAPCTBCHHLBLIC IIPCIiapaTbl, HC BKIIOYCHHBLIC B
MEpCUCHb KU3HCHHO HeO6XO,Z[I/IMBIX U BaKHEHIINX JICKApCTBCHHBIX IIPEIIapaToB, B CJIydac HUX
3aMCHBI U3-3a HHHHBH,HyaHBHOP’I HETICPCHOCUMOCTH, I10 )KU3HCHHLIM IMTOKA3aHUSM.

Pemenune BpaueOHONH KOoMHMCCHM (UKCHUPYETCS B MEAMIIMHCKOW JIOKYMEHTAllUM MallMeHTa U
KypHaJie BpaueOHOM KOMUCCHUH.

31. B cnyyasx obcinenoBaHus U JICUEHUS TPaKAAHWHA B CTAllMOHAPHBIX YCJIOBMSIX B paMKax
IIPEIOCTABIICHUS] MEIMIMHCKUX YCIYyr Ha BO3ME3ZAHONM OCHOBE 3a CUET JIMYHBIX CPEJCTB
rpaXx/iaH, CPEeICTB IOPUINYECKUX JIUILl U MHBIX CPEJCTB HAa OCHOBAHUHU JIOTOBOpA, B TOM HHCIIE
JI0OTOBOpa J00pPOBOJIBHOTO METUIIMHCKOrO CTpaxoBaHus <18>, eMy MOryT OBITh Ha3HAa4eHBI
JIEKapCTBEHHbIE MpenapaTthbl, HE BXOASIINE B I€PEUYEHb KU3HEHHO HEOOXOJUMBIX U BaXKHEHIINX
JIEKapCTBEHHBIX MPENaparoB, €CIM UX Ha3HAaYeHUE U MPUMEHEeHHE 00YCIOBICHO MEAULIMHCKUMHU
MTOKa3aHUSMHU.

<18> Ilocranosnenue IlpaBurtennctBa Poccuiickoit @enepanuu oT 4 oktsiOps 2012 r. N 1006
"O6 yrBepxkaeHun IIpaBun mpenocTaBieHHs MEAULIMHCKUMHM OPTaHU3aLUSMH  IJIaTHBIX

MeaunuHckux yeayr" (Cobpanue 3akoHonarenbcTBa Poccuiickoit @enepanun, 2012, N 41, cr.
5628).
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I1l. HazHaueHue JieKapCTBEHHBIX NMPENApaTOB NPU 0KA3AHUM
NEePBUYHON MeIUKO-CAHUTAPHOU MOMOILIU, CKOPO MeIUIMHCKON
MOMOIIY U NAJIMATUBHON MeTUUUHCKON MOMOIUU

32. Ilpu oxazaHUM NEPBUYHOU MEIUKO-CAHUTAPHON MOMOIIU U MAJUTMATUBHON MEAUIIMHCKON
MTOMOIIIA B aMOYJIaTOPHBIX YCJIOBHIX HAa3HAYCHHE JICKAPCTBEHHBIX MPENapaTOB OCYIIECTBIISICTCS
MEIUIIMHCKUM PAaOOTHUKOM B CITy4asiX TUIMYHOTO TEUCHHS 3a00JIeBaHUs MAlMEHTA UCXOISI U3
TSOKECTH U XapakTepa 3a00JIeBaHMsI.

33. Ha3znayenue JieKapCTBEHHBIX IPENapaToB [0 PEUICHUIO BpaueOHOM KOMHUCCUU MPU OKa3aHUU
MEPBUYHOM  MEIMKO-CAHUTAPHOM IOMOLIM, NaJUIMaTUBHOM MEIWLIMHCKOW IOMOIIM B
aMOyJIaTOPHBIX YCIOBUSAX ITPOU3BOJAUTCS B CIIyHasiX:

1) 0omHOBpEMEHHOTO HAa3HAYEHUS OJJHOMY MAIMEHTY IMATH U 00JIee JIEKapCTBEHHBIX IpenapaToB B
TEUEHUE OJTHUX CYTOK WJIH CBBILIE JECSATH HAMMEHOBAHUI B TEYEHUE OJTHOIO MECALA;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB IpU HETUIIMYHOM TEUECHUH 3a00JIeBaHUS, HAJIUYUU
OCJIO’)KHEHUIH OCHOBHOI'O 3a00J1€BaHMs U (UJIM) COIYTCTBYIOIIUX 3a00JIEBaHUMN, IPU Ha3HAUYECHUU
JICKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJCHCTBHUS M COBMECTUMOCTH KOTOPBIX
COTJIaCHO HHCTPYKOHUAM 10 HUX HNPHUMCHCHHUIO IPUBOAAT K CHHUIKCHHIO 3(1)(1)€KTI/IBHOCTI/I u
0€30IaCHOCTH JIeYEeHUs MaleHTa U (WIKM) CO3/1al0T MOTEHUUAIBHYIO ONACHOCTb IJIS JKU3HU U
3JI0pOBbsI MAIIEHTA;

3) NepBUYHOrO HA3HAYEHUS MALMEHTY HAPKOTUYECKUX M ICHUXOTPOIHBIX JIEKapCTBEHHBIX
npenapatoB cruckoB Il u Il Tlepeuns (B ciayyae NpuHATHS PYKOBOJUTENIEM MEAMIIMHCKON
OpraHu3alMi PEUIeHHUs O HEOOXOJUMOCTH COTJIACOBAHUS HA3HAYECHUS TAKHUX JICKApCTBEHHBIX
IIpernaparoB ¢ BpaueOHOM KoMuUccHeR ).

34. IloBTOpHOE Ha3HAYEHHE HAPKOTHYECKHX M IICUXOTPOMHBIX JIEKAPCTBEHHBIX MpPENapaTroB
ciuckoB Il u Il Tlepeunss mnpow3BOAMTCS MEIUIIMHCKAM pPaOOTHHKOM CaMOCTOSITEIBHO
nmanueHTaM C BBIPAKCHHBIM 0O0JIEBBIM CHUHAPOMOM JIF000T0 réie3a, HapymceHuEM CHa,
CYJIOPOXHBIMH COCTOSIHUSIMH, TPEBOKHBIMU paccTpoiicTBaMu, (OOUAMHU, TICHXOMOTOPHBIM
BO30YKICHHEM.

35. Ilpu oka3zaHMM CKOPOW MEIMIIMHCKON IMOMOIIM JIEKaPCTBEHHBIE MpenapaTbl Ha3HAYarOTCs
MEJUIIMHCKUM paOOTHUKOM BBIE3THON OpHUTa/bl CKOPOH MEAMIIMHCKON MOMOIIH, MEIUIIMHCKUM
pabOTHUKOM MEIUIIMHCKON OpraHM3alluy MPH OKa3aHUH METUITMHCKOM MOMOIIY Tpa)aaHaM pH
3a00J71€BaHUAX, HECYACTHBIX CIydasx, TpaBMax, OTPABICHUSIX U JPYTUX COCTOSIHUSX,
TPEOYIOMHMX CPOUYHOTO METUITMHCKOTO BMEIIATEIHCTRA.

V. HaznayeHne jieKapCTBEHHBIX MPENapaToB IPazkIaHaMm,
HMEIOIIUM MPaBo HA OecIIaTHOE MoJyuYeHHe JIeKapCTBEeHHbIX
NpenapaTroB UM MOJyYeHHe JIeKAPCTBEHHBIX MPenapaToB co

CKHM/IKOIi, IPH OKA3aHUHU NEPBUYHON MeIUKO-CAHUTAPHOM MOMOIIH

36. HpI/I OKa3aHHuH HepBHQHOﬁ MCﬂHKO-CaHHTapHOﬁ IIOMOIIM Ha3HAa4Y€CHHUEC MCIANIHWHCKHUM
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pabOTHUKOM B COOTBETCTBUU CO CTaHJapTaMU MEIUIIUHCKOW momomm <19> jiekapCTBEHHBIX
MpermapaToB, OTIMYCKAEMBIX OECIJIATHO WM CO CKHJIKOW, OCYIIECTBIISICTCS Ha PEIENTYPHOM
omanke ¢Gopmbl N 148-1/y-04 (;1) ¢ ydyeroM pa3ButHs 3a00J€BaHUS, OCOOCHHOCTEH TEUCHUS
OCHOBHOT'O H COITYTCTBYIOIIIETO 3a00JIEBaHUI CIICTYIONIUM KaTErOpHUsIM I'PaK/IaH:

<19> IlynkT 4 yactu 1 crateu 37 ®enepanbuoro 3akoHa ot 21 HostOpst 2011 r. N 323-03 "O6
OCHOBaX OXpaHbI 370pOBbs TpakaaH B Poccuiickoit denepanun" (Cobpanue 3aKOHOAATEIHCTBA
Poccutickoit ®deneparuu, 2011, N 48, ct. 6724; 2018, N 53, ct. 8415).

1) rpaxaaHam, UMEIOIIMM IPABO Ha MOJYYEHHE TOCYAapCTBEHHONW COLIMAIIbHOW MOMOIIU B BHUJIE
Habopa COLMAJIbHBIX YCIYr, B COOTBETCTBHM C IEPEYHEM JIEKAPCTBEHHBIX IPENapaToB MAJis
MEOULUHCKOTO TPUMEHEHUs, B TOM YHCJE JIEKAPCTBEHHBIX MPENApPaToOB UII MEIULMHCKOTO
MIPUMEHCHHUSI, HA3HAYaeMbIX 10 PEIICHUIO BPAayeOHBIX KOMHCCHH MEIUIIMHCKHX OpraHU3alui
<20>;

<20> Yactp 2 crathu 6.2 ®enepanbHoro 3akoHa ot 17 wmioms 1999 r. N 178-®3 "O
rocynapcTBeHHoll  couumanbHo  momouu"  (CoOpanue 3akoHogarenbcTBa  Poccuiickoit
@enepanun, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cr.
6165).

2) numaMm, OONBHBIM TeMOQHINCH, MYKOBHUCIIMIO030M, TUHO(U3APHBIM HAHH3MOM, OOJIC3HBIO
I'omre, 3m0KaueCTBEHHBIMA HOBOOOPAa30BaHUSAMHU JTUM(OUIHON, KPOBETBOPHOM M POACTBEHHBIX
UM TKaHEW, PaCCeSTHHBIM CKIIEPO30M, T'€MOJIMTHKO-YPEMHUYECKUM CHHIPOMOM, FOHOUIECKHM
apTPUTOM C CHCTEMHBIM HayajoM, Mykomnoiucaxapuzozom |, Il u VI tumnos, aun mnocie
TPAaHCIUTAHTAIlUA OPraHOB W (WMJIM) TKaHEH B COOTBETCTBHH C TEPEYHEM JIEKAPCTBEHHBIX
npenapaToB, yreepxaaeMbiM IIpaBurensctBom Poccuiickoit denepanun <21>.

<21> Yacte 7 crateu 44 denepanbHoro 3akoHa oT 21 Hos0ps 2011 r. N 323-®3 "O6 ocHoBax
oXpaHbl 310poBbs TIpaxaaH B Poccuiickoit ®enepanun" (CoOpaHue 3aKOHOIATEIbCTBA
Poccwuiickoit ®enepanun, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2016, N 18, ct. 2488;
2018, N 32, ct. 5092).

3) rpaxaaHaM, UMEIOIIMM IPaBO HA IMOJIyYE€HHE JIEKApPCTBEHHBIX IMpernapaToB OECIUIaTHO WIIU
MOJTyYeHHE JIEKApCTBEHHBIX IPENnapaToB CO CKHJIKOH 3a CYET CPEeACTB OIO/IKETOB CyOBEKTOB
Poccuiickoit ®enepannn, B COOTBETCTBUM C llepeyHeM TIpynmn HaceleHHWs M KaTeropuil
3a0oseBaHud, NMpU aMOyJIaTOPHOM JIEYEHHU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA U M3AEIHS
MEIUIIMHCKOTO0 Ha3HAaYeHHs OTIYCKAIOTCS 0 pelenTaM Bpadeil OecriaTtHo, U [lepeuneM rpymm
HaceJIeHHs, NMpH aMOyJaTOPHOM JIEYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEJCTBA OTIYCKAIOTCS IO
perienitaM  Bpade ¢ S0O-TIPOIIEHTHOM CKUAKOWM €O CBOOOAHBIX II€H, YTBEPKIACHHBIMHU
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nocraHosieHueM [IpaButenscTBa Poccuiickoit @enepanuu ot 30 utonst 1994 r. N 890 <22>;

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

4) rpaxgaHaM, CTpaJalOUIMM XU3HEYTPOXKAIOIIMMU M XPOHMUYECKHUMM IPOrPECCUPYIOLUIMMHU
penkumu (opdanHbIMU) 3a00J€BaHUAMHU, MPUBOIAIIUMHU K COKPALICHUIO MPOAODKUTEILHOCTH
YKU3HU TPaXK/laH U UX UHBAIMIHOCTH <23>.

<23> [locranonenue IIpaBurenbctBa Poccuiickont ®enepamnuu ot 26 anpens 2012 r. N 403 "O
nopsizke BeaeHus DenepanbHOTO PETUCTpa JIUI, CTPANAIONIUX JKH3HEYTPOXKAIIUMU |
XPOHUYECKUMH MPOTPECCUPYIONIMMH peIKkuMH (opdaHHBIMU) 3a00I€BaHUSIMH, TPUBOISIIUMU K
COKPAIIICHHUIO MPOJIOJDKUTESIIEHOCTH KHU3HU TPAKIAH U UX WHBAIATHOCTH, U €T0 PETHOHAIBHOTO
cermeHTa" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit @enepamuu, 2012, N 19, cr. 2428; N 37,
cT. 5002).

[Ipu odopmienun penenta Ha Omanke (opmbr N 148-1/y-04 (;1) Ha Oyma)kHOM HOCHTENE
o OpPMIISFOTCSI B DK3EMILISIPA, OAMH U3 KOTOPHIX OCTACTCS B alITCUYHON OpraHU3AIMH, BTOPOU -
B MEJMIIMHCKOW JOKYMEHTAIIUH TTAIlHCHTA.

37. IlpaBo Ha3HauyaTh JIEKAPCTBEHHBIC TIPEeNapaThl rpak/ilaHaM, UMEIOIUM TPaBo Ha OecriiaTHOE
MOJIyYEHUE JIEKapCTBEHHBIX NPENaparoB WM IMOJYyYEHUE JIEKAPCTBEHHBIX IPENapaTroB Co
CKHJIKOM, TaK)K€ UMEIOT:

1) meaumHCKHE paOOTHUKH, pabOTAIOIINE B MEAUITMHCKON OpPraHU3aIluu 110 COBMECTUTEIHCTBY
(B Ipenenax CBOEH KOMIETEHIIUN);

2) MeAMIMHCKHE pabOTHUKM CTAallMOHAPHBIX OpPraHM3alMi COLMAJIBHOTO OOCTYXHBAaHHUS NpU
HaJIMYUM  JIMIEH3MM  Ha  OCYIIECTBIEHHWE  MEIMLMHCKOM  JAEATEIbHOCTH — <24>,
IpelycMaTpuBalollieil BBIIIOJIHEHWE padoT (OKa3aHME YCIayr) IO OKa3aHWIO IEePBUYHOMN
ME/IMKO-CAaHUTApHOW IMOMOIIM B aMOyJaTOPHBIX YCIOBHUAX (HE3aBHCHMO OT BEIOMCTBEHHOM
IIPUHAJUJIEKHOCTH);

<24> Ilyekt 46 vactu 1 crathu 12 denepanpHoro 3akoHa ot 4 mas 2011 r. N 99-@3 "O
JIMIICH3UPOBAHUU OTIIENBbHBIX BUIOB JesterbHOCTH" (CoOpaHue 3aKkoHOmaTeNbCTBa Poccuiickoit
Oenepanun, 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
I,cr. 51; 2018, N 31, ct. 4838; N 32, c1. 5116; N 45, cT. 6841; N 53, cT. 8424).
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3) MenuuuHCKME paOOTHUKM MEAMLUMHCKMX OpraHU3alil, OKa3blBAIOIIMX MEPBUYHYIO
ME/IMKO-CAaHUTAPHYIO TOMOIIb, TOABEIOMCTBEHHBIX (elepaabHbIM OpraHaM HCHOJIHHUTEIbHOM
BJIACTH WJIM OpPTaHaM UCIIOJHUTENBHOM BilacTu cy0bekToB Poccuiickoit ®enepanuuy;

4) uHIUBHUAYaATbHBIE MPEAIPUHUMATENH, OCYIIECTBIAIONINE MEIUIMHCKYIO ACSITEIbHOCTh U
BKJIFOYEHHBIC B PEECTP MEIUIIMHCKUX OpraHU3alllid, OCYIIECTBIISIONINX ACITEIBHOCTD B cepe
00513aTEILHOTO MEAUIIMHCKOTO CTPaXOBaHMSI.

38. IIpu Ha3HAYCHHUH JICKAPCTBEHHBIX MPENapaToB rpakaaHaM, UMEIOLINM MPaBo Ha OECIUIaTHOE
IIOJyYeHHUE JIEKAPCTBEHHBIX IpEenapaToB WM IOJY4YEHHE JIEKapCTBEHHBIX IIpenapaToB Co
CKUJIKOH, B pelente yKa3blBaecTcs HOMep TenedoHa, MO0 KOTOpOMY pabOTHHK anTeuyHOU
OpraHu3alK IIPU HEOOXOAMMOCTH MOXKET COIJacoBaTh ¢ MEIUIMHCKMM PAOOTHUKOM 3aMEHY
JIEKapCTBEHHOT'0 Mpenapara.

39. Ha3zHaueHue HapKOTHYECKUX M TICHXOTPOIHBIX JICKAPCTBEHHBIX TpernaparoB crucka Il
[lepeuns (3a WCKIIOYCHHEM JICKAPCTBEHHBIX IPEMapaToB B BHIE TPaHCACPMAIbHBIX
TEPANEBTHUECKUX CHCTEM, a TaKXe JICKAPCTBEHHBIX MPENapaToB, COJACPKAIIMX HAPKOTHIECKOE
CPEACTBO B COYETAHUH C AaHTArOHUCTOM OTHMOMIHBIX PEUENTOPOB) rPpaX1aHaM, UMEIOIIUM ITPABO
Ha OECIUIaTHOE TIOJyYEHHUE JIEKAPCTBEHHBIX IPENapaToB WU IOJYYCHUS JIEKapCTBEHHBIX
MpEenapaToB CO CKHUIKOW, OCYIIECTBIAETCS Ha peuentypHoMm Omanke ¢opmber N 107/y-HII,
KOTOpPOMY JIOTIOJIHUTEIHHO 0hopMIIsieTcsl pelenT Ha peuentypHom Oianke ¢hopmbl N 148-1/y-04
(1) (B IBYX 3K3eMILIsIpax mpu ohopMIICHHH Ha OYMa)KHOM HOCUTEJE).

40. HazHayeHne HApKOTUYECKMX M TICHXOTPOMHBIX JICKAPCTBEHHBIX mNpemapartoB choucka Il
[lepeuns B BUjE TpaHCIEPMAIbHBIX TEPAEeBTUYECKUX CUCTEM, HAPKOTHUYECKHX JIEKAPCTBEHHBIX
npenaparoB crnucka |l Tlepedns, comepamux HApPKOTHYECKOE CPEICTBO B COYETAHHH C
AHTAarOHUCTOM OIMOUIHBIX PELETITOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaToB coucka I11
Ilepeuns, nexkapCTBEHHBIX IIpenapaTroB, BKIIOYEHHBIX B InepedeHb [IKY, nexapcTBeHHBIX
IpenaparoB, 00JaJAlOMIMX aHAOOJMUYECKOW AaKTUBHOCTBIO B COOTBETCTBUM C OCHOBHBIM
(hapMaKkoIIOTHIECKUM JCHCTBUEM, KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, yKa3aHHBIX
B noanyHkre 3 myHkrta 10 Hacrosimero Ilopsinka, mpeqHasHaueHHbIE IS JIGYEHUS T'pakJaH,
UMEIOIIMX MpaBO Ha OeCIulaTHOE TIOJIydeHHe JIEKApCTBEHHBIX IPENapaToB WM IOJyYeHHE
JIEKapCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIIECTBIsETCS Ha perentypHoM OsaHke ¢opmbl N
148-1/y-88, Kk KOTOPOMY JOTOTHUTEIHHO 0QOPMIISETCS PEIEenT Ha PelenTypHOM OTaHKe (hOPMBI
N 148-1/y-04 (1) (B ABYX 9K3eMILISIpax Mpu 0QPOPMIICHHH Ha OyMa)KHOM HOCHTEIE).

Tpunoowcenue N 1

K Ilopaoky nazuauenus

JIEKapCMBEeHHbIX NPenapamos, YmeepHcOeHHOMY
npuxazom Munucmepcmea 30pasooxpanenus
Poccuiickoti @edepayuu

om 14 sneaps 2019 2. N 4n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB WJIHN
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IHCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXKET
BbITh BBIIIUCAHO B OJHOM PEIEIITE

N |MexayHapoHoe HemaTeHTOBaHHOE HauMeHoBaHue|  dopma BhIycKa U KomuuecTBo
/1] HapKOTUYECKOTO U IICUXOTPOITHOTO JI03UPOBKa
JICKapCTBEHHOT'0 Ipernapara
1 |bynpenopdunt+Hanokcon Tabnerku 60 TabneTok
CyOJIMHTBaJIbHbIC
0,2 mr+0,2 Mr (yrmaxkoBka,
kpatHas N 20)
2 |bynpenopdun PactBop ayia unbeknui, |30 ammyn
0,3 mr/ma 1 M (TmpuI-TEOOUKOB)
3 |bynpenopdun TpaHcaepMaabHbIT
[1aCTHIPb
35 MKr/4ac 20 miacTeipeit
52,5 MKr/49ac 10 nmtacteipeit
70 MKT/9ac S muIacTeipei
4 |lurunpoxkoaenH TaOmeTkn
[TPOJIOHTUPOBAHHOTO
ITeCTBUA
60 mr 40 TabneTok
90 mr 30 TabneTok
120 mr 20 TabneTok
5 Mopdun PacTBOp M1 HHBEKIUH,
[pacTBOP IS OJKOKHOTO
BBE/ICHUS
10 mr/mit 1 mn 20 ammyn
(InpHUI-TIOOMKOB)
6 [Komennt+Mopdun+Hockanuu+IlanaBepun+TebannPacTBop A moakokHOTo20 amIty
BBE/ICHUS
0,72+5,75+2,7+0,36+0,05
Mr/mi 1 Mo
1,44+11,5+5,4+0,72+0,1
Mr/Ma 1 Mo
7 |[Tpumenepuaux TabneTku 25 mr 50 TabneTok
8 [Tpumenepuaun PacTBop 11 HHBEKIUI
10 mr/mo 1 Mo 20 ammyn
(IIpHUI-TIOOUKOB)
20 mr/mi 1 mi
9 [Mopdun TaGnerku (KarcyJisl)

HpOJ’IOHFHpOBaHHOFO
IneficTBUS

10 mr

180 Tabm. (karme.)




30 mr

60 Tabu1. (kare.)

60 mr 40 Tabm. (kare.)
100 mr 20 Tabmn. (kame.)
200 mr 20 Tab. (karme.)
10 Mopdun TabneTku
S mr 100 Tabnerox
10 mr 100 tabieTox
11 Mopdun Kannu s npuema
BHYTPb
20 mr/mut 20 vt 4 ¢urakona
12 Mopdun PacTBop 114 IpuemMa
BHYTPH (MOHOO3BI)
2 Mr/mMit 5 mit 100 amrryi /3
6 Mr/mi 5 mi 80 ammyn /3
20 Mr/mit 5 Mo 30 ammyo /3
13 |Oxcukonon+HanokcoH TaOeTkn
[POJIOHTUPOBAHHOTO
InercTBUA
S Mr+2,5 mr 100 TabneTox
10 mMr+5 mr 60 TabneTok
20 mr+10 mr 40 Tabnerox
40 mr+20 mr 20 TabneTok
14 [[MponroHMI()EHMUIAITOKCUITHIITHIICPH TTH Tabnerku 3ameunsie 20 [S0 TabneTox
MT
15 |[@enTanun TpancnepManbpHas
TepaneBTHYECKas
cucreMa
12,5 mxr/yac 20 rutacTeipeit
25 MKr/4ac 20 mutacTeipeit
50 MKr/4yac 10 rutacTeipeit
75 MKr/4ac 10 muracTeIpeit
100 MKr/4ac 10 rutacTeipeit
16 |denTanun TabneTKH MOabI3LIYHbIE
0,1 mr 50 TabmeTok
0,2 Mr
0,3 Mr
0,4 mr
0,6 Mr
0,8 mT
17 |@enTanun Crnipeli Ha3aJIbHBIN

dnakon 50 Mkr/mo3a
2,0 M (10 mo3)

3,2 M1 (20 103)

5,0 mit (40 mo3)
daaxon 100 Mxr/mo3a

2,0 M (10 mo3)

24 ¢naxona
12 ¢pnaxonoB
6 pakoHOB

12 ¢pnakoHoB




3,2 M (20 103)
5,0 M1 (40 103)
diakod 200 MKr/mo3a
2,0 mut (10 103)

6 (akoHOB
3 dhnakona

12 ¢akoHoB

3,2 Mt (20 103) 6 (akoHOB

5,0 mu1 (40 103) 3 dnakona
18 |byropdanon PacTBOp 111 MUHBEKITUI

2 mr/mn 1 mn 20 amryn
19 HanOydun PacTBOp 111 MHBEKITUI

10 mr/mit 1 M 50 ammyn

20 mr/mi 1 mi 25 amrtyin

20 |®enobapbuTan

TabeTku
5 MT

50 Mr
100 mr

50 TabieToK

JIeKApCMBEHHbIX NPEnapamos YmeepiCOeHHOMY

npuxazom Munucmepcmea 30pagooxpanerus

Ipunooicenue N 2

K Ilopaoky nasnauenus

Poccuiickoii @edepayuu

om 14 sneaps 2019 2. N 4n

Cnpaesouno

PEKOMEH/IOBAHHBIE K HCITIOJIb3OBAHHUIO
COKPALIEHUA ITPU O®OPMJIEHHUU PELIEIITOB

(B pen. Ipukaza Mun3zapasa PO ot 11.12.2019 N 1022H)

N n/n CokpaleHue [TonHOE HanMcaHue ITepeson
1. aa ana 10, TOPOBHY
2. ac., acid. acidum KHCJI0Ta
3. aer. aerozolum a3p030J1b
4. amp. ampulla amITysia
5. ag. agua BOJIA
6. aq. purif. aqua purificata BO/Ia OUHIIICHHAS
7. but. butyrum Macito (TBepoe)
3. caps. capsula Karcya
0. comp., Cps compositus (a, um) CITOJKHBIN
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Brinaii (ITycts BeImaHo,

10. D. Da (Detur, Dentur) [Tycrs Gyger BhLIaHO)
Brinaii, 0003Haub [1ycTh

11. D.S. Da, Signa Detur, Signetur [0yzaeT BbiaHo,
00603HaYEHO

12. D.t.d. Da (Dentur) tales doses Boinait (Iycrs oynyr
BBIJIaHBI) TAKKE JO3bI

13. dil. dilutus [pa3BeICHHBIM

14. Div. in p. aeq. Divide in partes aequales |Pa3nenu Ha paBHBIC YacTh

15. emuls. emulsio OMYJIbCHS

16. extr. extractum PKCTPAKT, BBITSDKKA

17. 3 Fiat (fiant) [1ycts obpasyercs
(06pazyrorcs)

18. gran. granulum rpaHyJIbI

19. ot., gtt gutta, guttae Karuis, Kari

20. gtt. peror. guttae peroralis AT UL ipHeMa
BHYTPb

21. inf. infusum HACTOI

22. in amp. in ampullis B aMITyJIax

23. in tab. in tab(u)lettis B TabJIeTKAX
B TaOJICTKaX C

24, in tab. prolong. in tab(u)lettis prolongatis [mposoHrupoBaHHBIM
BHICBOOOKICHUEM
B Ta0JIETKaX C

bs in tab. prolong, obd. in tab(g)lettis prolongatis [mpoJOHTHPOBAaHHBIM

obductis BEICBOOOK/IEHUEM,

MOKPBITHIX 000JI0YKOM

26. lin. linimentum PKUIKAs Ma3hb

27. lig. liquor PKHJIKOCTD

28. lot. lotion ITOCHOH

29. m. pil. massa pilularum MYUTIONTHHAST Macca

30. membr. bucc. membranulae buccales  [mienku 3amie4yHbIe

31. M. Misce, Misceatur Cuewaii (TTycts Gynet
CMEIIIaHO)

32. mixt. mixtura MUKCTypa

33. N. numero YCIIOM

34, ol. oleum Macio (GKUIKOe)

35. past. pasta rmacTa

36. pil. pilula, pilulae MTVTEOJTSL, TTVJTEOJTH

37. p. aeq. partes aequales ABHBIE YaCTH

38. ppt., praec. praecipitatus 0CaX ICHHBIN

39. pulv. pulvis MOPOIIIOK

40. g. S. quantum satis CKOIIBKO nOTpebyeTed,
CKOJIBKO HAJI0

A1. r., rad. radix KOpEHb




42, Rp. Recipe Bo3bpMu
[loBTopu (Ilycts Oyner
43. Rep. Repete, Repetatur
MOBTOPEHO)
44, rhiz. rhizoma KOPHEBHIIE
45. S. Signa, Signetur Obosnaus (Ilycts Oynet
0003HAYCHO)
46. sem. semen ceMs
47, simpl. simplex IPOCTOI
48. Sir. sirupus CHpOII
49. sol. solutio [pacTBOp
50. sol. peror. solutio peroralis PACTBOP JUIA TpHEMaA
BHYTPb
51, Spr. Spray cripeit
52. Spr. nas. spray nasale Cripeil Ha3aJbHBIN
53. supp. suppositorium CBeYa, CYMIO3UTOPHI
54, Susp. SUSpensio CyCIIeH3Hsl, B3BECh
55. tabl. tab(u)letta rabyeTKa
56. t-ra, tinct. tinctura HaCTOMKa
. 'TpancaepManbHas
o7, STT Systemata Therapeutica TepaneBTuyeckas
Transcutanea
Cucrema
58. ung. unguentum Ma3b
59. vitr. vitrum CKJISTHKA

MMHMCTEPCTBO 3OPaBOOXPAHEHUS

Ipunoowcenue N 2

K npukasy Munucmepcmea 30pagooxpaHenuisl

Poccuiickoii @edepayuu

om 14 aueaps 2019 2. N 4u

(B pen. Ipukaszsa MumHznpaBa PO or 11.12.2019 N 1022H)

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

Kon dopwmer o OKY]
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Poccurickon demepaumm Kon yupexnmenma no OKIIO
MemmumHCKas IOOKYyMEHTAlMUA

HammMeHOBaHme (mwTam) dopma N 107-1/y

MeIVLVHCKOM OpTaHM3aluum YTBepxIOeHa IIPUKA30M

MyHMCTEpPCTBa 3OPaBOOXPAaHEe

HUSA
HavMmeHOBaHMe (WTaMIl) Poccurickom denepaumm
VMHIOVBUOYAJIBHOT'O MNPEIIPUHMMATEIA or 14 sgueapsa 2019 r. N 4H

(ykazarThb ampec, HOMEP M IaTy
JIMLEH3MM, HalVMMEHOBaHME OpIr'aHa
TOCyIapCTBEHHOM BJIACTH,

BHIDABIIET'O JIMILIEHSBUIO)

PELEIIT
(B3POCIEIM, IOeTCKMM — HYXHOE INOINUEPKHYTH)
" " 2 O I‘
damMuaMsa, MHMLMAJE MMEHM M OTUuecTBa ([ocjelHee — IIPU HaJIUYUU)
naumueHTa
JaTa poxneHud
daMmIIMsa, MHMULMAJE MMEHM M OTUecTBa (IocJiedHee -— [PM HaJluuuu)

Jledamero Bpada (dernpmmepa, akKyllepKM)

py0. |xomo. | Rp.



py0. |kom. | Rp.
py0. |xkomo.| Rp.
[loonuce

1 I[IedYaThb Jiedalmero Bpauda
II.

PeuenT mencTBUTeJieH B TeueHue 60 nHeN,

(momnuck ¢QeJpauepa, akKylepKu)

)

(HyXHOEe MNOINUEPKHYTH)

ObopoTHass CTOPOHAa

o 1 rToma

(

(yxkasarob
KOJINMUeCTBO

MeCHdleB)




OTMeTka O Ha3HAUYEHUU JIeKAPCTBEHHOTO
npernapaTa IO peleHuin BpauebHOM KOMUCCUN

[TpuroTOoBMII [TpoBepmn OTnycTmi

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

MVUHMCTEPCTBO 3OPaBOOXPAHEHUS

Poccurickom demepaumm Kon dopmer mo OKYJ 3108805

MemuuMHCKAS OOKYyMEHTALMA
HamMeHOBaHMe (WITaMII) dopma N 148-1/y-88
MENUUMHCKOM OpTraHM3aLmnn YTBEepXIeHa IPUKa30M

MuHMCTepCcTBa 3OpaBoOoXpaHe

HUS
HammveHnoBaHme (wTamil) Poccunickon denmepaumnm
VMHIVBUOYAJBHOTO MNPEenIPUHMMATEIS or 14 guBapsa 2019 r. N 4H

(yxkazaThk ampec, HOMEp M OaTy
JIMLEH3MM, HalMMEHOBaHMEe OpIr'aHa
TOCyIOapCTBEHHOM BJIACTH,

BHIIABIIET'O JIULIEH3UIO)
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PEOEIIT " " 20
T.

(maTa odQopMIIeHUA-pPELEenT
a)

(B3pOCIEIM, IOEeTCKMM — HYXHOE INONUEPKHYTH)
damMmaMsa, MHMLMAJE MMEHM M OTuecTBa ([IocjielHee — IIPM HaJIU4dUU)

nalumMeHTa

JaTa poxnoeHud

Anpec MecTa XuUTeJNbCcTBa MIM N MEIMIMHCKOM KapThH aMOyJIaTOpHO
TO

IIauMeHTa, I[IoJIiyduaKumeIl'O MeIMIVMHCKYK IIOMOIb B aM6yJ'[aTOprIX YCIIOBUMAX

daMmImMsa, MHMULMAJE MMEHM M OTUeCcTBa (IocJiedHee - [PM HaJuuuu)

Jledamero Bpada (besnpmmepa, aKylIEepKM)

Pyb. Kom. Rp:



[lognuce M IeyaThb Jieyvamero Bpaua
(momnmchk Qesbprumepa, akyLlepKM) M
L.

PellenT mDeMCTBUTEJIEH B TeueHUe 15 mHen

ObopoTHad CTOPOHAa

OTMeTKa O Ha3HAUYEHUU JIEKAPCTBEHHOTO
npernapaTa 0o pelleHUin BpauebHOM KOMUCCUN

[TourorToBmMI [TpoBepm OTnycTmi

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

(B pen. Ilpukaszsa MumH3npaBa P® or 11.12.2019 N 1022H)

MMHMCTEPCTBO 3IpaBOOXpPaHeHUd YTBEPXIE
HA
Poccurickom demepaumnm MECTO IJId MTPUX-KOIJAL*> npmkas
oM

MuHMCTepCcTBa 3OPaBOoOXpaHe
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HIMA

nrm

Tamr

Kon MemMLMHCKOM

Poccumckom denmepa

2019 . N

OpI'aHM3al M

Tamm

Kon mMHIOVMBUOYyAJIBHOTO IIpealrnpmMHMaTEeJIA

Kon dopmer mo OKYJI 3108

805
dopma N 148-1/y-04
(1)
Kon Kon ICTOUHMK OMHaAHCUPOBAHMA: |[$ OIJIATH:
KaTeropumn HO30JIOTUUYECKOM
IpaxnaH bopMEL
(o MKB) (IOOUYEepPKHYTH) (MOOUYEepPKHYTH)

1. denepanbHHM OIXET

2. Bomxer cybmexkTa
Poccumickom denepauun

3. MyHMUMIOAJNBLHBM OIXeT

1 BecnmnaTHO
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PEIEIT Cepwusa N HaTa odopmiieHMA: 20 .
dammnma, MHMLMAJB MMEHM M OTUECTBAa ([IOoCJiedHee - MPpM HaJIMYUM)
naumeHTa IaTa poxOeHmA
CHUMJIC

N nojgmca
obsg3aTeJIbHOTO
Me IVMIIVMTHCKOTI'O
CTpaxXxoOBaHMA:

HomMep MeIMLMHCKOM KAapPTH IallMeHTa,

B

aMOyJIaTOPHEIX YCJIOBUSAX

II10JIydJanmero MeIMIMHCKYIIO IIOMOIb

damMmIivda, MHMULMAJIE VMMEHU U

Jedamero Bpada (desnbnumepa,

oTuecCTBAa

aKylIIEPKM)

(nocyenHee - HOpM HaJIUYUUMU)

I[lognmce M rneyaThb Jiedaller'o

Bpauda




(mopnmuch denbrmepa, akylEepKM) M.II.

PellenT permcrBUTeJiIeH B TeueHme 15 gHen, 30 gHem, 90 gHem
(HyXHOEe MNOOUEepPKHYTH)

OTNyIWEHO I10 PeLenTy: ToproBOe HaMMEeHOBAaHMue
1 OO3UPOBKA:
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OTMeTka O Ha3HAUYEHUU JIeKAPCTBEHHOTO
npernapaTa IO peleHuin BpauebHOM KOMUCCUN

[TpuroTOoBMII [TpoBepmn OTnycTmi

Ipunoscenue N 3

K npuxazy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 14 sineaps 2019 2. N 4n

HOPAJOK O®OPMJIEHUSA PELEIITYPHbBIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATBI, UX
YYETA U XPAHEHUSA

(B pen. [Tpukaza Munsapasa P® or 11.12.2019 N 1022#)

l. OdopMmienne penenta Ha OyMaKHOM HOCUTeJIe

1. Ha peuentypubix Onankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B neBom
BEPXHEM VYIJIy TPOCTABISIETCS INTAMII MEAWIWHCKOW OpraHu3allii C YKa3aHHeM ee
HaWMEHOBaHMS, ajipeca u TesnedoHa.

JlononuutenbHo Ha peuentypHoMm Omanke ¢opmbel N 148-1/y-04(;1) mpocrtaBisieTcss KOA
MEIUIMHCKOW  OpraHM3allid B COOTBETCTBMH ¢ OCHOBHBIM  TOCYIapCTBEHHBIM
perucTpanoHHbIM HoMepoM (nanee - OT'PH).

Cepus penentyproro Omanka ¢opmbr N 148-1/y-04(:1) Brimrowaer koj cyobekTa Poccuiickoit
deneparyiv, COOTBETCTBYIOUIMM IBYM MepBbIM IHdpam OOIIEpOCCHHCKOTO KiIacCUpHUKATOpa
00BEKTOB aIMUHUCTPATUBHO-TEppUTOpUaNbHOTrO AeneHus (naiee - OKATO).

Paszpemaercss wm3roraBmmBath penentypueie OmaHku  ¢gopmber N 107-1/y w dopmer N

148-1/y-04(;1) ¢ moMOIIbI0 KOMITBIOTEPHBIX TexHosoruil. (B pen. Ilpukaza Munzapasa PD ot
11.12.2019 N 1022#H)
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2. Ha peuentypHbix OiaHkax, OGOpPMISEMBIX HWHAMBUAYAIbHBIMH IpPEINPUHUMATEISIMH,
MMEIOIIMMHU JIMLEH3UI0 HA MEIUIUHCKYIO JIeTEIbHOCT, B BEPXHEM JIEBOM YTy THIIOTpa(CKUM
CrocoOOM WM MyTeM MPOCTaBJICHUS ILITamIa JOJKEH OBITh yKa3aH aJpec MHAWBHIYaJTbHOTO
IIpeAIPUHUMATENS,, HOMEP U JaTa JUMLEH3UU, HAUMEHOBAaHUE OpraHa rocy/1apCTBEHHOW BIIACTH,
BBI/IABILIETO JIMIIEH3UIO.

3. Peuentypusie Omanku ¢gopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x1) 3anomHstoTCs
MEIUIIMHCKUM paOOTHUKOM pa300pUnBO, YETKO, YSPHUIIAMH HITU MAPUKOBOU PYUIKOM.

4. Jlomyckaercs odopMIICHHME BCEX PEKBH3UTOB (3a HCKiIOYeHHeM pekBu3uTa "lloamuchk
Jevaiero Bpaya (moanuch ¢enpamepa, akymepku') peuentypabsix 61ankoB popmer N 107-1/y u
¢dopmbr N 148-1/y-88 ¢ ucnonp3oBaHneM Me4aTaroNMX YCTPOUCTB.

5. Odopmnenue penentypubix OmankoB (opmer N 148-1/y-04(;1) Brmtouaer nudpoBoe
KOJMPOBaHUE.

[MudpoBoe koaMpOBaHUE YKa3aHHBIX PELENTYPHBIX OJAHKOB BKIIIOYAET:

1) kon megunuuckoi opranuzanuu (OI'PH) unu xox MHAMBUAYaTbHOTO MpPEINPUHUMATENS B
cOOTBETCTBUHU ¢ OCHOBHBIM T'OCYIapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM WHIMBUAYAIBHOTO
npennpunumarens (nanee - OI'PHUII), mpocraBnsemblil npu M3roTOBIEHUM PELENTYPHBIX
0JIaHKOB;

2) KO KaTeropuH rpak[JaH, UMCEIOUIMX IPaBO Ha TOJYYCHHE JIEKAPCTBEHHBIX IPENapaToB B
COOTBETCTBUHM cO crathei 6.1 denepampHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O
TOCY/IapCTBEHHOW coumManbHOM momomu" <I1>, ¥ KOA HO30JIOTUYECKOH (OPMBI  II0
MexnyHaponHoll cTatuctuyecko kinaccuduxarmeit oonesneit (nanee - MKB), 3amnonnsembie
JeyalidM BpayoM IyTeM 3aHECeHUs KakJIoW HU(phl B MycTble SYEHKH, NMPU ITOM TOUYKA
MIPOCTABIISIETCA B OTAEIBHON sSTUEHKe;

<1> Cobpanue 3akoHomarenscTBa Poccuiickoit @enepammu, 1999, N 29, ct. 3699; 2009, N 30,
cT. 3739; 2010, N 50, cr. 6603; 2013, N 48, cT. 6165.

3) ormeTka 00 McTOouHMKE (uHaHCHpOBaHUS ((enepanbHblil Oroxer [1], OromxkeT cyObekTa
Poccuiickoit ®@enepanuu [2], MyHHIIUNAIBHBIA OrO/KET [3]) ¥ MpOIEHTE OIUIaThl pelenTa
(6ecrumatro [1], 50% [2], uroi#t % [3]); (B pex. [Ipukaza Munzapasa P® ot 11.12.2019 N 1022H)

4) WTPUX-KOJ - TOTOJHUTEIbHBIA PEKBU3UT (B Cydae U3TOTOBICHUS HA TEPPUTOPHH CyOBEKTa
Poccuiickoit  ®enepanuu  penentypHOro OJlaHKa C  HCTOJIB30BAHHEM  KOMIBIOTEPHBIX
texHosorui). (B pen. [Ipukaza Munsapasa PO ot 11.12.2019 N 1022#H)

6. B penentypubix Onmankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(m) B rpade
"damMuKs, MTHUIAIBl UMEHU U 0TYeCTBa (IOCieHee - MPH HAJTMYMHU) HalKueHTa" yKa3blBaloTCs
(bamunus, THUIMATIBI MMEHU M OTYECTBa (TIPU HAJMYUH) AIIUEHTA.

7. B peuentypueix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) B rpacde "/ara
pokeHust" yKa3bIBaeTCs 1aTa POKICHUS MAIMEeHTa (YMCII0, MECSI, TO).
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JlonomuuTenpHO B penentypHbix O1aHkax Gopmbl N 148-1/y-88 u dopmer N 107-1/y nnsa nereit
B Bo3pacte 710 1 rona B rpade "/lata poxacHus" yka3zbIBaeTCs KOJUYECTBO MOJHBIX MECSIICB.

8. B penentypubeix Omankax ¢opmber N 148-1/y-04(1) B rpadax "CHMJIC" u "N momuca
00s3aTeTPHOTO  MEAMIIMHCKOTO  CTpaxoBaHUsA"  YKa3bIBAIOTCS  CTPaxoBOM  HOMEp
WH/IMBUIyAILHOTO JIMIIEBOTO cueTa rpaxknanuHa B [lencnonHom ¢onne Poccuiickoit deneparyu
(CHWJIC) (mmpu Hanmu4uu) ¥ HOMEP IMOJIKca 0053aTeIbHOTO METUIIMHCKOTO CTPAaXOBaHUS.

9. B penentypubix 6mankax ¢opmbr N 148-1/y-88 B rpade "Azmpec mecra KUTENbCTBA WU
HOMEp MEIUIIMHCKON KapThl MAlMeHTA, IMOMYYaIoIIero MEIUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX
ycloBUAX'", YKasbIBaeTCs aJpec MecTa >JKUTENbCTBAa (MecTa TpeObIBaHUS WM MecTa
(aKTHYECKOr0 MPOXKMBAHMSA) TMAIMEHTa WIMA HOMEp MEIUIMHCKOW KapThl MAalWeHTa,
MOJTYYAIOIIEro MEAUIIMHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBHAX <2>.

<2> Ilpuka3z MunucrepctBa 31paBooxpanenusi Poccuiickoit ®enepanuu ot 15 nexabps 2014 r.
N 834 "OO0 yrBepxkAeHUM YHUPUIUPOBAHHBIX (OPM MEIUIIMHCKONW JOKYMEHTAIIHH,
WCIIONB3YEMBIX B MEAMIIMHCKUX OpPraHU3aIUsaX, OKAa3bIBAIOIIMX MEIUIIMHCKYIO TMOMOIIL B
aMOYJIaTOPHBIX YCIOBUAX, U MOPSAIKOB [0 UX 3aNOJHEHUIO" (3aperucTpupoBad MUHHCTEPCTBOM
toctuiimu  Poccuniickoit ®@enepaunu 20 ¢espans 2015 r., perucrpanmonnsiii N 36160), c
W3MEHEHUSMHU, BHECEHHbIMU TMpHKazoM MuUHHUCTepCTBAa 3apaBooxpaHeHUs Poccuiickoit
Oenepanun ot 9 suBaps 2018 r. N 2 (3apeructpupoBan MunucrepcTBoM toctuiii Poccuiickoi
Oenepanun 4 anpeins 2018 1, peructpaunonnsiii N 50614) (nanee - mpuka3 N 834n).

B penentypubix Omankax ¢opmbel N 148-1/y-04(1) B rpade "Homep MequIMHCKON KapThl
ManueHTa, MOJy4Yarolero MEIUIMHCKYI0 TOMOIIb B aMOyJIaTOPHBIX YCIOBHSX'" yKa3bIBaeTCs
HOMEpP MEJUIIMHCKOM KapThl MAIMEeHTa, MOIYyYaoiero MEAUIMHCKYIO TOMOIIb B aMOyJIaTOPHBIX
yCIOBUSX <3>.

<3> [Ipuxa3 N 834H.

10. B rpade "damunus, nHUIMATIB UMEHU U OTYECTBa (MOCIEIHEe - MPU HAJUYMHU) JIeYallero
Bpaua (¢enpamepa, akymepkn)" penentypHsix OixankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11) py4HbIM CHIOCOOOM HJIM C MOMOIIBIO IITaMIIa YKa3bIBAIOTCS (haMHIIUS, HHUIIHAIBI
UMEHH W oT4ecTBa (TOCIEIHEe - TPU HAIWYAW) METUIIMHCKOTO pa0OTHHKA, HA3HAYHMBIIETO
JIEKapCTBEHHBIE MPeTapaTbl 1 O)OPMHUBIIETO PEIICTIT.

11. B rpade "Rp" penentypusix O6mankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
yKa3bIBACTCS:

1) HauMeHOBaHME JIGKAPCTBEHHOro  Ipemapara  (MEXAyHapoJHOE  HEMaTeHTOBAaHHOE
HauMEHOBaHME, IPYNIHPOBOYHOE MM XUMHUYECKOE HAUMEHOBAaHUE, TOPrOBOE€ HAWMEHOBAHUE)
Ha JIATUHCKOM $I3bIKe, (popMa BBIMTYCKA, I03UPOBKA, KOJTUYECTBO;
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2) cnoco0 NMpUMEHEHUs JICKapCTBEHHOI'O INpernapaTra Ha rocylapcTBEHHOM s3blke Poccuiickoit
@enepanuy WIM Ha TOCyAapCTBEHHOM s3blke Poccuiickonn denepauuu U rocylapCTBEHHOM
A3BIKE PECIyOJIMK U MHBIX s3bIKaxX Hapos1oB Poccuiickoit denepannn <4>.

<4> Yacts | crateu 15 3akona Poccuiickoit @enepanun ot 25 oktsaops 1991 r. N 1807-1 "O
a3bpIkax HapoJoB Poccuiickoit @enepanun"” (Benomoctu cbe3na HapoaHbix aenyratoB PCOCP u
Bepxosnoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue 3akoHomarenscTBa Poccuiickoii
Ddeneparun, 1998, N 31, ct. 3804) (mance - 3akon N 1807-1).

12. Tlpu odopmiIeHHH pEUENTYpHBIX OJAHKOB 3allpeIlaeTCs OrPAaHUYUBATHCA OOIIMMH
yKa3aHUsIMHM, Hanpumep, "Buyrpennee", "M3BecTHO".

13. Penent, odgopmieHHblii Ha peuentypHom Onanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanuchiBaeTCs MEAULIMHCKUM PAOOTHUKOM U 3aBEPSETCS €ro MeyaThlo.

Peuent, odopmnenusiii Ha peuentypHom Omanke ¢opmbl N 148-1/y-88 u ¢opmer N
148-1/y-04(;1) nOMOTHUTENHHO 3aBepsieTCs TeYaTbl0 MEAWLIMHCKOW opraHu3amud "Jlms
peuenToB".

14. Ha omnom peuentypHom Omanke ¢opmbr N 148-1/y-88 u dopmer N 148-1/y-04(i)
paspemraercsi OCYIIECTBIIATh HA3HAUYEHUE TOJBKO OJHOTO HAWMEHOBAHUS JICKAPCTBEHHOTO
mpernapara.

Ha omgnom penentypHom Omanke ¢gopmbl N 107-1/y paspemaercs OCyIIeCTBIATh HazHauCHHE
TOJBKO OJHOTO HAaWMEHOBaHMs JICKapCTBEHHOIO Mpemnapara, oTHocsuierocs mno ATX «k
arTuncuxorndeckum cpeactBaM (kox N 05A), ankcnomutukam (kox N 05B), cHOTBOpHBIM U
cenatuBHbIM cpenactBaMm (kog N 05C), antupenpeccantam (koq N 06A) u He mojuiexaliero
MIPEIMETHO-KOJIMYECTBEHHOMY YYEeTy, U J0 TpeX HauMEHOBaHHWH JIEKapCTBEHHBIX IMPETapaToB -
JUTSL MHBIX JIEKAPCTBEHHBIX TPENapaToB, He OTHECEHHBIX K BhIIIeyKazaHHbIM ATX.

15. McnipaBnenus B penente He JOIYCKAKTCS.

16. ITpu oopmnennu penentypubix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
Ha JIEKapCTBEHHbIE IpenapaThl, HA3HAYCHHbIE 110 PEHICHUI0 BpauyeOHOM KOMHUCCHH, HA 000poTe
pelenTypHoro 0jJaHKa CTaBUTCA CHelManbHas OTMETKa (IITam).

17. Ha peuentypuom Omanke ¢opmbsl N 148-1/y-04(;1) BHM3Yy uMeeTcs JHHHUS OTpHIBA,
paszensomas pelenTypHbIi OJIaHK U KOPEIIOK.

Kopemok ot penenita, 0popMIEHHOTO Ha YKa3aHHOM PELENTYPHOM OJIaHKE, BbIIA€TCS MAUEHTY
(ero 3akOHHOMY TPEACTABUTENIO) B alTEYHONW OpraHU3allMd, Ha KOpEIIKE JENAeTCsl OTMETKa O
HAaUMEHOBAHHH JIEKAPCTBEHHOTO TIperapara, J03UpOBKe, KOJIUYECTBE, CIIOCO0E MPUMEHEHUS.

18. OdopmieHne CcnenualbHOTO PENENnTypHOTO OJIaHKa Ha HAPKOTHYECKOE CPEICTBO U
MICUXOTPOMTHOE BEIIECTBO OCYIIECTBIISIETCS B COOTBETCTBUM C MpUKa3oM MUHHCTEpCTBA
3napaBooxpanenust Poccuiickori @enepanuu ot 1 aBrycra 2012 . N 54n "OOG yTBepkacHUH
¢bopMBbI  OIIaHKOB  pEIENTOB, COJACP)KAIIMX Ha3HAUYEHHWE HAPKOTHYECKUX CPEICTB WU
IICUXOTPOMHBIX BCUICCTB, MOPAJAKA UX H3TOTOBJICHUA, PACHPCACICHUA, PErUCTpalvv, y4€Ta U



https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599
https://normativ.kontur.ru/document?moduleid=1&documentid=354157#l0

XpaHeHHUs, a TaKXKe MpaBuil oopmiieHus" <5>.

<5> 3apeructpupoBan MunucrepctBoM octunu Poccuiickoit ®enepanuu 15 aBrycra 2012 r.,
peructpauronHelii N 25190, ¢ u3MeHEHMAMH, BHECEHHBIMM IpUKa3amMu MUHHCTEpPCTBA
3npaBooxpanenust Poccuiickoit ®@enepanmu ot 30 mrons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM roctuniun Poccuiickoit @enepanun 27 Hos6ps 2015 r., peructpanuonssiii N
39868), or 21 ampens 2016 r. N 254n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMH
Poccwuiickoit ®enepanuu 18 uromns 2016 r., peructpanuonnsiii N 42887), ot 31 oktsaops 2017 t.
N 882n (3apeructpupoBan MunuctepctBoM roctuniuu Poccuiickoit ®eneparnuu 9 ssuBaps 2018
r., peructpannonnsiii N 49561).

1. Odopmiienue penenrta B gopme 3JIeKTPOHHOIO TOKYMEHTA

19. Pement B  QopMe  DIEKTPOHHOTO  JOKYMEHTAa,  IOAMHCAHHOTO  yCHUJICHHOU
KBATU(UIIUPOBAHHON AIIEKTPOHHON MOMIMUCKHI0, (HOPMUPYETCS MEIUIIMHCKUM pPaOOTHHKOM,
CBEJICHHUS O KOTOPOM BHECEHBI B (heJepaibHBIA PETUCTP MEAWIIMHCKUX PaOOTHHKOB <6>, a
TaKKe€ MpPU YCIOBUU PETHCTPAllMU METUIIMHCKOM OpraHu3alii, B KOTOpOH odopmiseTcs
perient, B QelepaibHOM PEeecTpe MEIUIIMHCKAX OpPTaHM3aiuid <7> €IUHOW TOoCyIapCTBEHHOM
MH(OPMALIMOHHON CHCTEMBI B cepe 31paBOOXpaHEHUsS M MOAKIIOUEHUS TaKOW MEAMIIMHCKOU
OpraHu3ali K TOCYAApCTBEHHOM WH(POPMALMOHHON cucteMe B cdepe 31paBOOXpaHEHUS
cyowekta Poccuiickoit @enepanuu <8>.

<6> Ilynktsl 6, 7 [lonoxkeHus: 0 eqUHON TOCYAapCTBEHHON MHGOPMAIMOHHON cUcTeME B cepe
3paBOOXPAHEHUS, YTBEPKACHHOTO NocTaHoBIIeHHEM [IpaBurennbctBa Poccuiickoit denepannu
ot 5 mas 2018 r. N 555 (Cobpanue 3akoHonatenbctBa Poccuiickoit @enepanuu, 2018, N 20, cT.
2849; N 49, cr. 7600; N 50, ct. 7755; 2019, N 6, cr. 533) (manee - IlomoxkeHue o equHOU
cucreme).

<7> IlynkTtsl 9, 10 IonmoxkeHust o eqUHON CHUCTEME.

<8> Cratpu 91 u 91.1 denepansroro 3akona ot 21 HosOps 2011 roma N 323-D3 "O6 ocHoBax
OXpaHbl 370pOBbsi TpaxaaH B Poccuiickoit ®enepanuu" (CoOpaHue 3aKOHOIATEIHCTBA
Poccutiickoit @enepamuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N
39, ct1. 4883; N 48, c1. 6165; 2014, N 30, cT. 4257; N 43, cT. 5798; N 49, cT. 6927, 6928; 2015,
N 1, cr. 85; N 10, cr. 1425; N 27, ct. 3951; N 29, cr. 4397; 2016, N 1, c1. 9, 28; N 15, cT1. 2055;
N 18, ctr. 2488; N 27, c1. 4219; 2017, N 18, c1. 2663; N 31, cT. 4794).

20. Ilpu odopmienun peunenta B (opMe >IEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHbIE
mpenapaTsl, yKa3aHHble B MOAMyHKTax 2 - 5 myHkta 10 u nmynkte 12 [lopsnka HazHaueHus
JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKICHHOIO HACTOSLIUM IIPUKA30M, U OTIIyCKaeMbIe 3a
MIOJIHYIO CTOUMOCTD, 3aIIOJIHAIOTCS CIEAYIOIINE PEKBUZHUTHI:

1) xon cyowekta Poccuiickoit ®@enepammun nmo OKATO, ompenensitonuii TocynapcTBEHHYIO
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nH(pOpMaLIMOHHYIO cucTeMy B cdepe 3apaBooxpaHeHust cyobekTa Poccuiickoit ®denepanuu B
KOTOpOi1 chopmupoBaH perent B popme 3JIEKTPOHHOTO IOKYMEHTA;

2) HauMEHOBAaHME MEIMIIMHCKOW OpraHu3aliu, aapec, TeaedoH WU (QamMuiivs, HWHHUIIHAIBI
MMEHM M OT4yecTBa (TMOcieqHee - NpH HAIWYUU) WHIAUBUIYAIBHOTO MpEAIpUHUMATENS,
MMEIOLIETO JINLEH3UIO Ha MEAUIIMHCKYIO IEATEIbHOCTD, ET0 apPEC;

3) OI'PH ropuanyeckoro numa (MeauuuHCKoM opranu3anuu) win OI'PHUIT uaauBuyaasHOTO
NpeANPUHUMATEIIS,

4) nata odopmieHHs perenTa (yKa3bIBAeTCs YUCIIO, MECSII, TON);

5) nmata okoHuUaHuUs JeHCTBUS peuenta (dopMupyercs rocylapcTBEHHOW HHQPOPMAIMOHHOM
cucTeMoil B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit denepanuu B COOTBETCTBUU CO
cpokamu aeucTBus perenToB: 15 quent, 30 aueit, 60 nueit, 90 quet, 1o 1 rona);

6) yHHKQJIBHBI HOMEp penenTa ((hopMupyeTcs rocyIapcTBEHHOW MH()OPMAIMOHHONW CHCTEMOM
B cdepe 3npaBooxpaHeHus cyobekta Poccuiickoit @enepari 1 o0ecrieunBaeT OJHO3HAUYHYIO
UICHTH(UKAIUIO perenta B popMe AIEKTPOHHOTO JokymeHTa B couetannu ¢ OKATO, OI'PH
niu OT'PHUID);

7) ormetku "Cito" (cpouno) wau "statim" (HememIeHHO) IpH HEOOXOAUMOCTH CPOYHOIO HIIH
HEME]ICHHOTO OTITyCKa JICKApCTBEHHOTO Mperapara NalueHTy;

8) agpec marueHTa (yka3pIBaeTCs MOUYTOBBINA aJIpec MeCTa >KUTENIbCTBA (MecTa MPeObIBaHMS UITH
MecTa (PaKTHUECKOTO MPOXKHMBAHUS) C yKAa3aHWEM HHJICKCA, HAaMMEHOBAHMS Kpas, OOJacTH,
pecnyOJIMKH, aBTOHOMHOT'O OKPYTa, HAMMEHOBAHMSI HACEJICHHOTO MTYHKTa, HAUMEHOBAHUS YIUI[bI
(mpocmiekTa, nepeyiika, mpoes3aa), Homepa JiomMa (C ykazaHueM Kopryca, pu HaJIM4YKK), HOMepa
KBapTUPHI);

9) HOMEp FNMEKTPOHHONW MEIUIIMHCKON KapThl MallMeHTa B rOCYAapCTBEHHON MH(OpMaIMOHHON
cucreme B cepe 3apaBooxpaHeHus cyobekTa Poccuiickoii deneparum;

10) pamunus, ums, OTYECTBO (MPU HATMYKMH) NALUEHTA MTOJIHOCTHIO;

11) AaTra PpOXIACHUSA IMallUCHTA (y1(a3I>IBaeTC$I qucjio, MCECAI, FO,Z[), I JIeTed 1o 1 roaa
AOMOJHUTEIIBHO YKA3bIBACTCA KOJUYCCTBO ITOJHBIX MECALICB,

12) (l)aMI/IJ'II/IH, HMHHUIKMAJIbl MMCHHU M OTYCCTBA (HOCJ'IG)IHCC - IIpHu HaJ'II/I‘lI/II/I) MCIOUIIMHCKOTI'O
pa6OTHI/IKa IMOJTHOCTBIO,

13) HaumMmeHOBaHWE JIEKAPCTBEHHOrO Tpemapara (MEXIYHAapOJHOE HEMaTeHTOBAHHOE
HAaUMEHOBaHHE, TPYNIHPOBOYHOE WMIM XMMHUYECKOE HAMMEHOBAaHWE, TOPrOBOEC HAWMEHOBAHHE)
HAa JIATHHCKOM SI3bIKE, I03UPOBKa, opMa BBITTyCKa, KOTUYECTBO;

14) crioco6 nmpuUMeHeHUs JIEKapcCTBEHHOIO Iperapara Ha rocylapcTBEHHOM si3bike Poccuiickoit
denepanuy WIM Ha TOCyAapCTBEHHOM s3blke Poccuiickoin denepanuu M rocyIapCTBEHHOM
sI3bIKE pecnyOJIMK M UHBIX A3bIKax Hapoa0B Poccuiickoii @enepanun <9>.

<9>Yacrte | crareu 15 3akona N 1807-1
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15) mpusHak yTBep:KIEHUS Ha3HAYCHHUs JIEKAPCTBEHHOTO Mperapara Mo pemeHUI0 BpadyeOHOU
KOMHUCCUH MEIULMHCKON OpraHu3aluu;

16) orMeTka 0 Ha3HAYCHHH JIEKAPCTBEHHOIO Iperapara MO PeleHHIO BpayeOHOW KOMUCCHH
MEIUIMHCKOW OpraHu3alliyd B Clly4dasx, yKa3aHHBIX B a0O3ame BTopoM myHKTa 6 Ilopsaka
Ha3HAYCHUS JICKApPCTBEHHBIX IPEMapaToB, YTBEP KICHHOTO HACTOSIINM IIPUKA30M;

17) orMeTKa O crienajibHOM Ha3HAYEHHH JIEKAPCTBEHHOIO Ipemnapara (3amoaHseTcs B ClyJasx,
yKa3aHHbIX B mNyHKTax 16 wu 25 Ilopsnka Ha3HauyeHWs JIEKAPCTBEHHBIX IIPEINapaTroB,
YTBEPKACHHOT'O HACTOSALIUM MPUKA30M);

18) ormerka O cHeqUaJbHOM Ha3HAYEHMM JIEKAPCTBEHHOIO Ipernapara MalUeHTy C
3a0ojeBaHrueM, TpeOYIOIUM JIUTEIBLHOTO KypCOBOTO JIGUEHHUS (3aloiHAeTCs B Cllydae,
ykazaHHOM B nyHkTe 24 [lopsinka Ha3HAueHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KIACHHOTO
HACTOAIIUM IPUKA30M) C POCTABICHUEM MEPUOIUYHOCTH OTITYCKA JIEGKAPCTBEHHOTO Mpernapara;

19) nmpu odopmiienun pemnenta B ¢GopMe INIEKTPOHHOTO JIOKYMEHTAa Ha JIEKAPCTBCHHBIC
npenaparbl, yka3aHHble B HoAmyHKTax 2 - 5 myHkta 10 m mynkre 12 Ilopsaka HazHaueHuUs
JIEKapCTBEHHBIX IPENapaToB, YTBEPKACHHOI'O HACTOSIIMM IPUKa30M, FpakJaHaMm, UMEIOIIUM
IIpaBO Ha OeCIIaTHOE IMOJIyYeHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYeHHE JIEKapCTBEHHBIX
MPErapaToB CO CKUIKOW, 3alONHSIOTCS PEKBU3HUTHI, MPEIYCMOTPEHHBIC MOANyHKTamMu | - 18
HACTOAILIET0 MYHKTA, a TAKXKE CIEAYIOIINE PEKBU3UTHI:

a) KaTeropus TpaXIaH, HWMCIOIIUX IPABO HA IOIYYCHHE JICKAPCTBCHHBIX IPENaparoB B
COOTBETCTBUHU cO cratheir 6.1 demepanbHOoro 3akoHa ot 17 wumroms 1999 r. N 178-®d3 "O
rocyaapcTBEHHOM couuanbHoi nomouu" <10>;

<10> CoOpanue 3akoHomarenscTBa Poccmiickoit denepanuu, 1999, N 29, ct. 3699; 2009, N 30,
ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

0) xox Ho3osmoruveckoit Gpopmel no MKB;

B) UcTOYHUK (uHaHcupoBaHus (1 - denepanbHblil 6romKeT, 2 - GromKeT cyObekTa Poccuiickoit
®denepannn, 3 - MyHULIUTIATHHBINA OFO/IKET);

r) pazmep omuiatel (1 - 6ecriatHo, 2 - 50%, 3 - unoM %); (B pen. [Ipukaza Munznapasa PD ot
11.12.2019 N 1022r)

1) CTpaxoBOl HOMEp HMHIWBUIYaJIbHOTO JIMIEBOTO cuera rpaxaaHuHa B [lencuonHoM ¢Qonze
Poccuiickoit ®enepanuu (npu vHanuuun) (CHUJIIC);

€) HOMep ToJinca 00513aTeTLHOTO MEUITMHCKOTO CTPAaXOBaHUSI.

21. Ilpu mpocTaBiieHNM OTMETKH, YKa3aHHOM B moAnyHKTe 16 mynkra 20 Hacrosmero Ilopsnka,
peuent B (GopMe >IEKTPOHHOTO JOKYMEHTa MOJIHMCHIBAECTCS YCHJICHHON KBAIM(UIIMPOBAHHOM
AJIEKTPOHHON MOJIUCKHIO Tpejaceaarens WIH ceKpeTaps BpaueOHOM KOMHUCCHU MEAMIIMHCKON
OpraHM3alyy, MpU IMPOCTABIECHUM OTMETOK, YKa3aHHBIX B noamyHkrax 17 u 18 mynkra 20
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HaCTOAIICIO Hopﬂzu(a, - YCUJICHHBIMUA KBaJ'II/I(l)I/IL[I/IpOBaHHI)IMI/I OJICKTPOHHBIMH IIOAIIHUCAMU
COOTBECTCTBYIOIIUX MEIUIITUHCKHX pa6OTHI/IKOB.

22. Ilo TpeOGoBaHMIO MAlMEHTa WM €ro 3aKOHHOTO MpEACTaBUTENS OPOPMIIIETCS SK3EMIUIIP
peuenTa B popMe IEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HOCHTEIIE, B TOM YHCIIE ITyTEM €ro
opopmiienus Ha pernentypHbix Omankax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(x) ¢
otMeTKo# "J[yOmuKkar 3JeKTpOHHOTO JTOKyMeHTa" .

1. YueT pennenTypHbIX 0JIAHKOB

23. VYuer penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTABIMBAEMBIX TUHOTPAQCKUM CIIOCOOOM (fanee - pelentypHble OJaHKH, MOJJICKAIINe
y4eTy), OCYIIECTBISICTCS B JKypHaJaX Yydera, MPOHYMEPOBAHHBIX, MPOIUIHYPOBAaHHBIX H
CKPETUICHHBIX MOAIMKUCHI0 PYKOBOIUTEINS M TIEYaThI0 MEIUIIMHCKON OpraHW3aI[iy WIH TTOITHCHIO
WHIUBUAYAITBHOTO TIPS IITPHHUMATEIS, IMEIOIIETO JIMIICH3WIO Ha MEIUITUHCKYIO JIeITeIbHOCTb.

24. Kypnan yueta peuentypHsix 61ankoB ¢dopmel N 107-1/y comgepxut ciaenyromiue rpadsoi:
1) HOMEp TI0 OPSIKY;

2) B pazzaene "[Ipuxoxn:

a) JaTa perucTpanuy JTOKyMEHTa, TOATBEPIKIAIOIIETO OCTYIUICHNUE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPKIAIOIIET0 TOCTYIUICHUE, HANMEHOBAHHE MTOCTABIIHNKA;
B) 00IIIee KOJIMYECTBO MOCTYHUBIINX PEIETITYPHBIX OJIAHKOB,

r) ¢damMuwins, WHUIHAIBI WMEHH M OTuecTBa (IMOCIEAHee - TMpU HAIWYUH) U TOAMKCH
OTBETCTBEHHOTO MEJMIIMHCKOTO PpaOOTHUKA, TMOJYYUBIIETO pEHENTypHbIE OJIAHKH OT
MMOCTAaBIIHKA;

3) B paznene "Pacxon":
a) JaTa BBIJAYM PELENTYPHBIX OJIaHKOB;
0) KOJIMYECTBO BBIAAHHBIX PEIENTYPHBIX OJIAHKOB;

B) q)aMI/IJ'II/ISI, HHUIKaJIbl UMMCHU MU OTYCCTBaA (nocnenHee - Ipu HaJ'II/ILII/II/I) OTBE€TCTBCHHOI'O
MCIHUIMHCKOI'O pa6OTHI/IKa, TOJIYUYNBLICTO PCUCIITYPHLIC 6J'IaHKI/I;

r) noAIMUCh OTBETCTBCHHOT'O MCAUITMHCKOT'O pa6OTHI/IKa, MOJIYYUBHICTO PCLCIITYPHBIC 6J'IaHI(I/I;

4) (baMI/IJ'II/IH, HHUIOallbl HMMCHH MW OTYCCTBaA (HOCJ’ICI{HCC - [pu HaJ'II/I‘{I/II/I) n TIIO0AIIHMCHh
OTBE€TCTBCHHOI'O MECIHUIIMHCKOT'O paGOTHI/IKa, BBIABIICTO PCUCIITYPHBIC 6HaHKI/I;

5) OCTaTOK pelenTypHbIX OJaHKOB.

25. Kypnan ydera penentypHbix OmankoB Gopm N 148-1/y-88 u N 148-1/y-04(11) conepxut
crenyromue rpador:

1) HOMep 1O MOPSAKY;

2) B pazzaene "[Ipuxoxn":



a) JaTa PerucTpauuy J0OKyMEHTa, OATBEPIKIAIOIIET0 OCTYIUICHNUE;

0) HOMep U J1aTa JOKYMEHTa, MOITBEPKIAIOIET0 MOCTYIJICHNE, HANMEHOBaHHE ITOCTABIINKA;
B) oOI11ee KOJIMYECTBO MOCTYIHMBIINX PEIENTYPHBIX OJIaHKOB;

I') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB,

1) KOJINYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) GdaMunus, WHUIUMAIBI WMEHH € OT4YecTBa (MOCIEAHEEe - MPU HATUYHH) U MOJIHUCH
OTBETCTBEHHOTO MEAMIIMHCKOTO pabOTHUKA, TMOJYUYUBIIETO pEUeNnTypHble OJIAaHKH OT
IIOCTaBIIUKA;

3) B paznene "Pacxoxn":

a) JlaTa BblJAuu PELENTYPHbIX OJIaHKOB;

0) cepur 1 HOMEpa BBIJAHHBIX PEIENTYPHBIX OJTaHKOB;
B) KOJIMYECTBO BBIAHHBIX PEIENTYPHBIX OJIAHKOB;

r) damMuiaus, WHUNUAATGI UMEHH W OT4YecTBa (TIOCIIEAHEE - TPU HAJMYUH) OTBETCTBEHHOTO
MEIUIIMHCKOr0 pabOTHHUKA, MOJIYYUBIIETO PELENTYPHbIE OJaHKU;

I[) noAIMuCh OTBETCTBCHHOI'O MCIUIIMHCKOI'O pa6OTHI/IKa, MOJIYYHUBUICTO PECUCIITYPHBIC 6J'IaHKI/I;

4) damunms, WHUIWAIBI WMEHU M oT4decTBa (TOCIEHHEE - TPH HAIWYUU) W TIOAIIKCH
OTBETCTBEHHOT'O MEIUIIMHCKOTO pa0OTHUKA, BEIIABIIETO PEIENTYPHBIC OJaHKH;

5) ocTaTok perenTypHbIX OJIaHKOB.

26. Yyer cnenuagbHbIX pelEenTypHbIX OJIAaHKOB Ha HApPKOTHYECKOE CPEACTBO M ICHUXOTPOIHOE
BELIECTBO OCYLIECTBIIIETCS B COOTBETCTBHMM C IPUKa30M MUHMCTEpPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®@enepanun ot 1 aBrycta 2012 r. N 54H "OO yrtBepxkiaeHun (oOpMbl OIaHKOB
PELIENTOB, COJAEPKAIMX Ha3HAYCHHE HAPKOTHUYECKUX CPEACTB WM IICHUXOTPOIHBIX BELIECTB,
MOPSAJIKA UX U3TOTOBJICHUS, pAaCIpe/IeICHUs], PETUCTPALIUY, y4eTa U XPaHEHHUs, a TaKXKe MpaBuil
odopmiienus" <11>.

<11> 3apeructpupoBan MunucrepcrsoM roctuiuu Poccniickoit @enepanuu 15 asrycra 2012 .,
peructpauronHelii N 25190, ¢ u3MeHeHHsAMH, BHECEHHBIMM IpUKa3aMM MMHHCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®@eneparuu ot 30 umrons 2015 r. N 385H (3apeructpupoBan
MunuctepctBoM toctuiiun Poccuiickoit @eneparuu 27 nos6ps 2015 r., peructpanuonsusii N
39868), or 21 ampens 2016 r. N 254 (3apeructpupoBaH MMHUCTEPCTBOM OCTUIMH
Poccuiickoit ®enepannu 18 utons 2016 r., peructpaunonusiii N 42887), ot 31 oktsa6ps 2017 r.
N 882 (3apeructpupoBan MunuctepcTBoM toctuuuu Poccuiickoit ®eneparuu 9 siaBaps 2018
r., peructpanuonHbiii N 49561).

27. Yuer peuentoB, opOpMIEHHBIX B (OpME DSJIEKTPOHHOTO TOKYMEHTA, OCYIICCTBIISETCS B
rocynapcTBeHHON MH(OPMAIIMOHHOM cucTeMe B cepe 3mpaBooxpaHeHus cyobekTa Poccuiickoi
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@Oenepallii  MOCPEJCTBOM BEICHHS €IUHOTO peecTpa peuenToB, OPOPMIICHHBIX B (opme
ANEKTPOHHBIX TOKYMEHTOB.

V. Xpanenue penentypHbIX 0JIAHKOB

28. MeaunuHCKHE OpraHM3alUd  TOJXY4aloT HEOOXOAMMBIE  pelenTypHble — OJIaHKH,
M3TOTOBJICHHBIE TUIIOTPA()CKUM CIOCOOOM, Yepe3 OpraHbl YIpPABICHHS 31PAaBOOXPAHEHUEM WM
opranu3anvu, YIOJHOMOYCHHBIC Ha 3TO OpraHaMHu HWCITOJTHUTEILHOM BJIACTH CYGLGKTOB
Poccwuiickoit ®enepanuu. (B pen. [Ipukaza Munzapasa PO ot 11.12.2019 N 1022H)

29. PenentypHble OJaHKHU, TOJICKAIINE YUETY, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYECHHBIM
PYKOBOJUTENIEM MEAWIIMHCKOW OpraHW3allid, B 3alUpacMoOM MeTajutmdeckoM mkady (ceide)
WJTU METAJUTMYECKOM SIIITUKE.

30. WuauBuayadbHBIH  NpEeANPUHUMATENh, HWMEIONIMH  JIMIICH3WI0 HAa  MEIUIIUHCKYIO
JeSTeIbHOCTh, XPAaHUT pEUENTypHble OJIAHKH, MOJUIeKAIUEe Yy4eTy, B 3alUpacMoM
MeTamuiyeckoM mkady (ceide) Ui MeTalIHuecKoM SIIHKE.

31. IIpoBepka coCTOSIHUSI XpaHEHMs], yueTa, (PAKTUUECKOro HaJIMYMs U Pacxoja PeLenTypHBIX
0JIaHKOB, IMOJUIEXkKAIUX Yy4eTy, OJUH pa3 B KBapTaJl OCYLIECTBISAETCS KOMUCCHEH, CO3JaHHON B
MEIULMHCKOW OpraHu3aluy.

32. PenentypHble OiaHKu, odopmisieMble Ha OyMa)KHOM HOCHUTENE M IMOAJEXKAIIUE Y4YeTy,
BBIAIOTCSI MEAMLIMHCKUM paOOTHUKAM, HMEIOLMM IpaBO OQOPMIIEHHUS pELENTOB, IO
pacnopsKEHUIO II1aBHOTO Bpaya WM €ro 3aMECTUTEIS.

HOJ'Iy‘ICHHI)Ie PCUCITYPHBIC OlaHKM Ha 6YMa)KHLIX HOCHUTCIIAX XPAHATCA MCEAULUHCKUMU
pa6OTHI/IKaMI/I B IOMCUICHUAX, 06eCHGIII/IBaIOH_II/IX X COXPAaHHOCTD.

33. XpaHeHue CHEIMAIbHBIX pPELENTYpHbIX OJaHKOB Ha HApKOTHMUYECKOE CpEeICTBO H
MICUXOTPOITHOE BEIECTBO M BblJaua YKa3aHHBIX pPEHENTYpHbIX OJAHKOB MEIUIMHCKOMY
pabOTHHKY OCYLIECTBISIETCS B COOTBETCTBUU C INPUKA30M MUHHUCTEPCTBA 3PaBOOXPAHEHMS
Poccuiickoit ®@enepanun ot 1 aBrycta 2012 r. N 54H "OO yrBepxkaeHun (OpMbl OIaHKOB
PELENTOB, COJAEPKAIMX Ha3HAYCHHE HAPKOTHUYECKUX CPEACTB WIIM IICUXOTPOIHBIX BELIECTB,
MOPSAJIKA UX U3TOTOBJIEHUS, PACIPE/IEICHUs], PETUCTPALIUY, YIeTa U XPaHEHUs, a TaKKe MPaBUII
opopmiienus" <12>.

<12> 3apeructpupoBad MunucrepctsoM roctuiuu Poccuniickoit @enepanmu 15 asrycra 2012 r.,
peructpauuonHelii N 25190, ¢ u3MeHEHHSAMH, BHECEHHBIMHM IpUKa3aMM MMHHCTEpCTBA
3npaBooxpanenusi Poccuiickoit @eneparuu ot 30 umrons 2015 r. N 385H (3apeructpupoBad
MunuctepctBoM toctuiiun Poccuiickoit @eneparun 27 nos6ps 2015 r., peructpanuonusii N
39868), or 21 ampens 2016 r. N 254 (3apeructpupoBaH MMHUCTEPCTBOM IOCTHUIHH
Poccuiickoit ®enepannn 18 utons 2016 r., peructpanuonnsiii N 42887), ot 31 oktsa6ps 2017 r.
N 882 (3apeructpupoBan MunuctepcTBoM toctuuuu Poccuiickoit @eneparun 9 siuBaps 2018
r., peructpanuonHbiii N 49561).
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34. IIporpaMMHO-TEXHHYECKHE CPEICTBA TOCYIaPCTBEHHBIX MH(MOPMAIIMOHHBIX CHCTEM B cepe
3/IpAaBOOXPAHEHHS, MEAMIMHCKUX HH(OOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX OpTaHU3aluii
00ecreunBaOT XpaHEHUE O3JICKTPOHHBIX PELENTOB, O(GOPMIICHHBIX B (OpPME 3IICKTPOHHBIX
JOKYMEHTOB B T€UCHHE CPOKOB, YCTAHOBJICHHBIX Ui XpAaHEHHs PELENnTOB, O()OPMIICHHBIX Ha
COOTBETCTBYIOLINX (hopMax pelenTypHbIX OJaHKOB Ha OyMakHOM HocuTene <13>.

<13> [IyHKT 14 npaBui OTIYCKa JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO TPUMEHEHHUS,
B TOM YHCJI€ IMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX MPENapaToB, allTeYHbIMUA OPraHU3aLUsIMH,
WHIMBUYAIbHBIMA TPEANPUHUMATENIIMH, HMEIOIIMMH JIMLIEH3UI0 Ha (apMaleBTUYECKYIO
NesTeIbHOCTh, YTBEP)KICHHBIX IpUKa3oM MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit
@enepaunu ot 11 wmrona 2017 r. N 403 (3apeructpupoBaH MUHUCTEPCTBOM IOCTHULIUU
Poccwuiickoit @enepanuu 8 centsops 2017 ., perucrpauuonusiii N 48125).
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