006 yTBep>XAeHuU nopaaKa Ha3HAYeHUs JIeKaPCTBEHHbIX
npenapaToB, ¢opM peuenTypHbIX 6J1aHKOB Ha JleKapCTBEHHbIe
npenapartbl, nopAaka oopMaeHUA YKa3aHHbIX 0/1aHKOB, ux
yyeTa U XpaHeHus

Mpukas MuHUCTEpCTBa 34paBooxpaHeHns Poccuinckon ®epepauum - Ne 44 - o1 14.01.2019 - YTpaTun cuny

MWHWCTEPCTBO 3[IPABOOXPAHEHWS POCCUNCKOW ®ELEPALIAN
MPUKA3
MOCKBA

14 aHBapsa 2019 r. Ne 4H

06 yTBEpPXXAEHWUM NOopsiAKa Ha3HAYEeHUS IeKapPCTBEHHbIX NPEnapaToB, GopM peLenTypHbIX 611aHKOB Ha
NleKapCTBEHHbIe NpenapaThl, Mopsaaka opopMaeHNs YKa3aHHbIX BIaHKOB, NX y4yeTa U XpaHeHUs

3aperncTpmpoBaH MuHiocToMm Poccum 26 mapTa 2019 .

PernctpaunoHHbii Ne 54173

B cooTBeTCTBUM C MyHKTOM 16 YacTn 2 cTaTbk 14 PenepasnbHOro 3akoHa ot 21 HoA6psA 2011 r. Ne 323-03
"0O6 ocHOBax 0XpaHbl 340p0BbSA rpaxaaH B Poccuinckon ®enepauun” (CobpaHne 3akoHoaaTebCTBA
Poccunckon ®epepaumm, 2011, Ne 48, cT. 6724; 2013, Ne 48, cT. 6165; 2014, Ne 30, cT. 4257; Ne 49, cT.
6927; 2015, Ne 10, cT. 1425; Ne 29, ¢T. 4397; 2016, Ne 1, cT. 9; Ne 15, ¢T. 2055; Ne 18, cT. 2488; Ne 27, CT.
4219; 2017, Ne 31, cT. 4791; Ne 50, cT. 7544, 7563) v nognyHkTammn 5.2.177, 5.2.179 1 5.2.180 MNMonoxxeHus
0 MuHuncTepcTBe 3a4paBooxpaHeHns Poccuinckon ®eagepaumm, yTBEPXXAEHHOI0 MOCTAaHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunm oT 19 uioHs 2012 r. Ne 608 (CobpaHue 3akoHOAATENbCTBA
Poccunckon ®epepaumm, 2012, Ne 26, cT. 3526; 2013, Ne 16, cT. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812; No
33, cT. 4386; Ne 45, ¢T. 5822; 2014, Ne 12, cT. 1296; Ne 26, cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015,
No 2, cT. 491; Ne 12, cT. 1763; Ne 23, cT. 3333; 2016, Ne 2, €T. 325; Ne 9, cT. 1268; Ne 27, cT. 4497; Ne 28, CT.
47471; Ne 34, cT. 5255; Ne 49, ¢T. 6922; 2017, Ne 7, cT. 1066; Ne 33, cT. 5202; Ne 37, cT. 5535; Ne 40, cT. 5864;
Ne 52, cT. 8131; 2018, Ne 13, cT. 1805; Ne 18, cT. 2638; Ne 36, cT. 5634; Ne 41, cT. 6273), nprKasblBalo:

1. YTBEepauTe:

NopsAOK Ha3HayYeHNa IeKapCTBEHHbIX NpenapaToB COraacHo NpuioXKeHuo Ne 1;

hopMbl peuenTypHbIX 61aHKOB Ha JlIekapCTBEHHbIE NpenapaThl COrNacHO NpuaoXKeHuo Ne 2;

nopsioK 0hOpPMJIEHNS pPeLenTypHbIX 61aHKOB Ha JIeKapCTBEHHLIE NMpenapaThl, UX Y4eTa U XpaHeHns
COrnacHo npunoxxeHuio Ne 3.

2. MMpn3HaTb yTpaTUBLLUUMMK CUNY:

nprka3 MnHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 20 gekabps 2012 r. Ne 11751 "06
yTBEPXAEHUUN NOpSALKa Ha3HaYeHNS U BbIMACbIBaHUS IEKAPCTBEHHbIX NpenapaTos, a TakXe (hopm
peuenTypHbIX 61aHKOB Ha NEKAapPCTBEHHLIE MpenapaThl, NOpAAKa 0DOPMIEHUS YKa3aHHbIX 61aHKOB, NX
y4yeTa 1 xpaHeHuna" (3apernctpupoaH MUHNCTEPCTBOM OCTMLMKM Poccuinckon ®epeparmm 25 mioHa 2013 r.,
perncTpaumnoHHbIn Ne 28883);

NYHKT 2 U3MEHEHMNI, KOTOpPble BHOCATCS B [TOPALOK CO3AaHNA N AeATeNbHOCTY BpavyebHon KoMumccum
MeONLNHCKON OpraHu3aunmy, yTBepXXAEHHbIM NpMKa3zoMm MUHUCTEPCTBa 34PaBOOXPaHEHNA U COLMAIbHOIO
pa3suTus Poccuinckon ®egepauium ot 5 Masd 2012 r. Ne 502H, n B MopagoK HasHaYeHUS U BbIMUCLIBaHNS
NeKapCTBEHHbIX MPenapaToB, YTBEPXAEHHbIN NPpUKa3oM MUHUCTEpPCTBa 34paBooXpaHeHns Poccninckon
depepaummn ot 20 nekabpsa 2012 r. Ne 1175H, yTBEPXAEHHbIX NPUKa30M MUHUCTEPCTBA 3[paBOOXPaHEHUS
Poccuiickon ®epepaumm ot 2 aekabps 2013 r. Ne 886H (3apernctpuposaH MUHMCTEPCTBOM LOCTULMUN
Poccuinckon ®epepaunn 23 gekabps 2013 r., peructpaumoHHbin Ne 30714);

npvkas MnHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 30 noHa 2015 r. Ne 386H "O
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BHECEHUW N3MEHEHWIA B MPUI0XKEHNA K Nprkasy MUHUCTepCTBa 34paBooxpaHeHmns Poccuinckon depepauunm
0T 20 pekabps 2012 r. Ne 1175H "O6 yTBEpXAEHUM NOPAAKA HAa3HAYEHUS W BbIMUCLIBAHNS IeKapPCTBEHHbLIX
npenapaTos, a Takxe opM peLenTypHbiX 6/1aHKOB Ha IeKapCTBEHHbIE NpenapaThl, Nopaaka opopMaeHuns
yKa3aHHbIX B11aHKOB, NX y4YeTa 1 XpaHeHns" (3aperncTpupoBaH MMHNUCTEPCTBOM OCTULMK Poccuiickoi
®epepaumm 6 asrycta 2015 r., pernctpaunoHHbin Ne 38379);

NYHKT 1 M3MeHeHMIN, KOTopble BHOCATCS B NPMKa3 MUHUCTEpCTBa 34paBOOXpaHeHNs Poccunckom
®epepaumm ot 20 gekabpsa 2012 r. Ne 1175H "O6 yTBEpXKAEHWM NOPSAAKA HAa3HAYEHWNS 1 BbIMNCLIBAHUS
NeKapCTBEHHbIX MpenapaTos, a TakXe (opM peLenTypHbIX 6N1aHKOB Ha JlekapCTBEHHbIE npenapaTsl,
nopsiika 0hopPMIEHNS yKa3aHHbIX 6/1aHKOB, UX y4eTa 1 xpaHeHnsa" 1 npunoxexne Ne 2 K NprkKasy
MuHucTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 1 aBrycta 2012 r. Ne 54H "06 yTBEpXAEHUM
thopmMbl 61aHKOB peLenToB, COAEPXKALLUNX Ha3HaYeHNe HapKOTUYECKNX CPELCTB WA MNCUXOTPOMHbIX
BELLeCTB, NopsAKa UX U3roTOBJIeHNUS, pacnpefeneHns, peructTpaLmm, ydetTa n XxpaHeHUs, a TakxKe npasui
ohopmaeHns", yTBepXXAEHHbIX NpMKa3oM MuHMCTepcTBa 3a4paBooxpaHeHns Poccminckon ®epepaumm ot 21
anpens 2016 r. Ne 254H (3apernctpmpoBaH MUHUCTEPCTBOM OCTUL MM Poccunckon ®epeparium 18 nions
2016 r., pernctpaLmoHHbin Ne 42887);

NYHKT 5 U3MeHeHUn, KoTopble BHOCATCA B HEKOTOPbIE NprKa3bl MUHUCTEPCTBA 34PaBOOXPAHEHNSA U
coumansHoro passuTus Poccuinckon ®epepaumm u MMHUCTEPCTBa 34paBooxpaHeHns Poccnnckon
®epepaunm no Bornpocam obpalleHns NekapCTBEHHbIX MpenapaTos, COAepPXaLlnx HapKoTMYeckne
CpencTBa, NCMXOTPONHbIE BELLECTBA U UX NPEKYPCOpPbI, U JIeKapCTBEHHbIX CPEACTB, NoAJIeXaLLnX
NnpenMeTHO-KOJINYECTBEHHOMY YYETY, YTBEPXKAEHHbLIX MPUKa3oM MUHNCTePCTBa 34PaBOOXPaHEHNS
Poccuiickon ®epepaumm ot 31 okTa6ps 2017 r. Ne 882H (3apeructpnposaH MUHUCTEPCTBOM OCTULN
Poccuiickon ®epepaummn 9 aHBapsa 2018 r., pernctpaunoHHbin Ne 49561).

MwuHuncTp B.N.CkBOpLOBa

MpunoxeHune Ne 1

K Npunka3ly MnHucTepcTBa 34paBooxpaHeHns Poccuinckon ®egepauum
oT 14 aHBaps 2019 r. Ne 4H

Mopsapok
Ha3Ha4YeHNs JIeKapCTBEHHbIX NpPenapaToB
|. Obwme NonoXKeHuns

1. HacTosAwwmin Nopsiiok yCcTaHaBAMBAET NpaBuia Ha3HAYeHUs JIEKAPCTBEHHbIX NPenapaToB A
MeOVLMHCKOro NpMMeHeHns (fanee - NeKapCTBEHHbIE NpenapaThbl) U 0OPOPMIEHNS NX HA3HAYEHWS NPK
OKa3aHUN MeANLMHCKON NMOMOLLM B MEAULIMHCKIX OpraHu3aunsaxt.,

! NyHKT 11 cTaTby 2 ®efepantbHOro 3akoHa oT 21 Hoabps 2011 r. Ne 323-®3 "O6 ocHOBax OXpaHbl
300poBbA rpaxaaH B Poccuinckon Gegepaunn” (CobpaHne 3akoHogaTenbcTBa Poccminckon degepauny,
2011, Ne 48, cT. 6724; 2016, Ne 1, cT. 9, 28; 2017, Ne 31, cT. 4791).

2. Ha3Ha4yeHue nekapCTBEHHLIX NpenapaToB OCYLLECTBASETCS NevallinM BpavoM, henbllepoM, akyLIepKown
B C/ly4ae BO3J10XKEHMSA Ha HMUX NOJHOMOYUIA fievallero Bpaya B Nopagke, yCTaHOBAEHHOM MPUKa3oM
MuHMCTepCTBa 34paBOOXPaHEHNS U CoLMalibHOro pa3suTus Poccunckon ®enepaunn ot 23 mapta 2012 .
Ne 252H "O6 yTBEepXAeHMM [opaaKa BO3N0XKEHNS Ha (henballepa, akylwepKy pykoBogutenem
MeLMLMHCKON oOpraHn3aLmmn npu opraHm3aunm oKasaHns nepsmyHoOn MegnKo-caHUTapHON NoMoLm u
CKOPON MeJMNLIMHCKON NOMOLLM OTAENbHbIX (PYHKLMIA Nevallero Bpada no HeNnocpeaCcTBEHHOMY OKa3aHMo
MeAULMHCKOW MOMOLLM NauneHTy B nepnol HabtoaeHns 3a HUM U ero JIe4eHuns, B TOM Yucse no
Ha3Ha4YeHUo 1 NPUMEHEHWIO 1IeKapCTBEHHbIX NpenapaTos, BKJYaa HapkoTUYeCKme JleKapCTBeHHble
npenapaTsl ¥ NCUXOTPOMHbIE SleKapCTBEHHbIE NpenapaThl'?, MHAMBUAYaNIbHbIMU NPeANpPUHUMaTEN MY,
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OCYLLECTBAALWMMN MEANLMUHCKYIO AeATeNIbHOCTb (aanee - MeauLnHCKne paboTHUKN).

2 3aperncTpupoBaH MuHucTepcTeoM tocTmumm Poccninickon degepaunn 28 anpensd 2012 r.,
pernctpaumoHHbin Ne 23971, € U3MEHEHNUAMU, BHECEHHBIMY MPUKa3oM MUHUCTepCTBa 34PaBOOXPaHEHNS
Poccuiickon ®epepaumm ot 31 okTabpa 2017 r. Ne 882H (3apeructpnposaH MUHUCTEPCTBOM OCTULAM
Poccninckon ®Pegepaunn 9 sHaps 2018 r., perncrpaumoHHbin Ne 49561).

3. CBefeHmns 0 Ha3Ha4YeHHOM NeKapCTBEHHOM npenapaTe (HaMMeHOBaHWE NIeKapCTBEHHOIO NpenapaTa,
L03POBKa, Cnocob BBEAEHNS 1 MPUMEHEHWS, PEXUM L03UPOBAHNS, MPOLO/KUTENbHOCTb JIeYeHNsa u
060CHOBaHNe Ha3Ha4YeHUs 1eKapCTBEHHOrO nMpenapaTta) BHOCATCA MeAULNHCKAM paboTHUKOM B
MeLMLMHCKYIO JOKYMEHTaLMIO NaLneHTa.

B cnyyasx, ykasaHHbIX B NyHKTax 9 - 12 HacTosiwero MNopaaka, MeguuUMHCKUA paboTHNK ocopmaseT
Ha3HayeHMe NeKapCTBEHHbIX MPenapaToB, B TOM YAC/IE NOANEXALUNX U3FrOTOBAEHMNIO U OTMYCKY anTeYHbIMU
opraHu3aunamu (panee - nekapCTBeHHbIe NpenapaTthl UHAUBUAYaAIbHOrO N3rOTOBEHMNS), HAa peLenTypHOM
6naHke, 0hOpMAEHHOM Ha ByMa)kKHOM HOCUTESe 3a CBOEN NOAMNUCLIO (Aanee - peuenT Ha ByMaxHOM
HocuTene), u (nnm) ¢ cornacma naumeHTa Uy ero 3aKOHHOro NpeAcTaBUTeNs® Ha peuenTypHoM bnaHke B
(hopMe 3N1eKTPOHHOr0 AOKYMEHTA C UCMO0/Ib30BaHNEM YCUNEHHOW KBaIMMPULNPOBAHHON 31€KTPOHHON
NoAMNMCU MeULIMHCKOr0 paboTHMKa (fanee - peuenT B (hOpMe INEKTPOHHOr0 AOKYMEHTA).

PeuenT B (hopMe 31eKTPOHHOI0 LOKYMEHTA, COAEPKALLMN Ha3HaYeHne HapKOTUYeCKNX CPeaCcTB UK
NCUXOTPOMHBIX BELWECTB, MOAMWNCLIBAETCS C UCMO/b30BaHNEM YCUAEHHOW KBAINMULNPOBAHHON
3N1eKTPOHHON NOAMNUCK Nevallero Bpaya namn genbiliepa, akyLepkmn, Ha KOTOPbIX BO3I0XKEHbI (DYHKLAN
Nlevallero Bpaya, ¥ COOTBETCTBYIOLLEN MEANLIMHCKON OpraHn3aumnuns.

OcopMieHne peLLenToB B (hOpMe INEKTPOHHbLIX LOKYMEHTOB OCYLLECTBASETCA B C/lyHae NpUHATUS
YMOJSIHOMOYEHHbLIM OPraHOM UCMOJIHUTENbHON BAacTu cybbekTa Poccuiickon ®efepauny B COOTBETCTBUN C
NyHKTOM 4 cTaTby 6 ®efepanscHOro 3akoHa ot 12 anpens 2010 r. Ne 61-03 "06 obpalueHun
JIeKapCTBEHHbIX CPeacTB"> pewweHuns 0b ncnonb3oBaHUM Ha TeppuTopun cybbekTa Poccuiickon depepaunn
Hapsdy C peuenTaMm Ha IeKapCTBEHHbIe NpenapaThbl, OPOPMAEHHbLIMU Ha ByMaXKHOM HOCUTeNe, PELLENTOB
Ha NeKapCTBEHHbIe npenapaTbl, CHOPMUPOBAHHBIX B (HOPME INIEKTPOHHbLIX JOKYMEHTOB.

3 B OTHOLLEHWW NNLA, YKa3aHHOM0 B YacTu 2 cTaTbn 20 PefepansbHOro 3akoHa ot 21 Hoabps 2011 r. Ne
323-03 "O6 ocHoBax 0XpaHbl 340P0BbS FpaxkAaH B Poccunckon ®epepauun' (CobpaHue 3akoHogaTeNbLCTBA
Poccuinckon ®egepaunmn, 2011, Ne 48, cT. 6724; 2013, Ne 48, cT. 6165; 2017, Ne 31, cT. 4791).

4YacTb 1 cTaTbm 26 ®epepalsibHOro 3akoHa o1 8 siHBaps 1998 r. Ne 3-®3 "O HapkoTUYECKNX CpefcTBax U
ncuxoTponHbix BewecTBax" (CobpaHue 3akoHodaTensCcTBa Poccuickon ®epepaumm, 1998, Ne 2, cT. 219;
2003, Ne 27, cT. 2700; 2011, Ne 49, cT. 7019; 2013, Ne 48, cT. 6165; 2016, Ne 27, cT. 4238; 2017, Ne 31, cT.
4791).

5 CobpaHue 3akoHoaaTensCTBa Poccuninckon ®enepauun, 2010, Ne 16, cT. 1815; 2012, Ne 26, cT. 3446; 2017,
Ne 31, cT. 4791.

4. Tpy BbINMCKe MauMeHTa n3 MeguLUNHCKON OpraHn3anmm, B KOTOPO eMy OKa3sbiBaslaCb MeANLINHCKAS
MOMOLLb B CTaLMOHAPHbIX YCI0BUAX, AaHHOMY MaLMEHTY MO PELUEHUI0 PYKOBOAMTENS MeANLIMHCKON
OopraHu3auny Ha3Ha4vaTCa ¢ ohopMaeHNEM peLienTa B (hOpMe 3/IEKTPOHHOIO LOKYMEHTa 1 (uan) Ha
ByMa)kHOM HOoCUTene (3a UCKIYEHNEM 0hOPMIIEHNS PELLeNTOB Ha JIeKapCTBEHHbIE NpenapaTshl,
nofnexatmne oTnycky 6ecniaTHO UM CO CKMAKOMN) NMbBo BbIAAOTCS (MALUEHTY 1AW ero 3aKOHHOMY
NpeacTaBMTEN0) OAHOBPEMEHHO C BLIMNCKON M3 NCTOPUN BONIE3HMN NEKAPCTBEHHLIE MpenapaThl, B TOM
4yucJie HapKOTUYECKME U NCUXOTPONHbIE JSIeKapCTBEHHbIE MpenapaTbl, BHECEHHbIe B crnucku Il u Il nepeyHs
HapPKOTUYECKNX CPeLCTB, MCUXOTPOMHbIX BELLECTB 1 X NPEKYPCOPOB, MOANEXALUNX KOHTPOIO B
Poccuinckon ®degepaunmn, yTeepxAeHHOro noctaHosneHneM Mpasutensctea Poccunckon ®epepaumnm ot 30
nioHs 1998 r. Ne 681° (nanee - NepeyeHb), CUIbLHOLENCTBYIOLLNE IEKAPCTBEHHbIE NMpenapaThbl, Ha CPOK
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npuemMa NauneHTom 40 5 aHen.

6 CobpaHue 3akoHogaTensCcTBa Poccuinckon Gegepauun, 1998, Ne 27, cT. 3198; 2004, Ne 8, cT. 663; Ne 47,
CT. 4666; 2006, Ne 29, cT. 3253; 2007, Ne 28, cT. 3439; 2009, Ne 26, cT. 3183; Ne 52, cT. 6572; 2010, Ne 3, CT.
314; Ne 17, cT. 2100; Ne 24, cT. 3035; Ne 28, cT. 3703; Ne 31, cT. 4271; Ne 45, cT. 5864; Ne 50, cT. 6696, CT.
6720; 2011, Ne 10, cT. 1390; Ne 12, cT. 1635; Ne 29, cT. 4466, cT. 4473; Ne 42, cT. 5921; Ne 51, cT. 7534;
2012, Ne 10, 1. 1232; Ne 11, cT. 1295; Ne 19, cT. 2400; Ne 22, cT. 2864; Ne 37, cT. 5002; Ne 41, cT. 5625; Ne
48, cT. 6686; Ne 49, cT. 6861; 2013, Ne 6, cT. 558; Ne 19, cT. 953; Ne 25, cT. 3159; Ne 29, cT. 3962; Ne 37, CT.
4706; Ne 46, cT. 5943; Ne 51, cT. 6869; 2014, Ne 14, cT. 1626; Ne 23, cT. 2987; Ne 27, cT. 3763; Ne 44, CT.
6068; Ne 51, cT. 7430; 2015, Ne 11, cT. 1593; Ne 16, cT. 2368; Ne 20, cT. 2914; Ne 28, cT. 4232; Ne 42, CT.
5805; 2016, Ne 15, cT. 2088; 2017, Ne 4, cT. 671; Ne 10, cT. 1481; Ne 23, cT. 3330; Ne 30, cT. 4664; Ne 33, CT.
5182; 2018, Ne 27, cT. 4071.

5. Ha3Ha4veHne nekapCcTBEHHbIX NPenapaToB NpW 0Ka3aHUN Me4NLNHCKON NOMOLLM B CTaLMOHAPHbIX
YC/IOBUAX B TpGﬁOBaHI/IFIX-HaKJ'Ia,D,HbIX, HanpaBageMblX B afTe4YHble OpraHn3aunmn, apngarolimnecad
CTPYKTYPHbIMU Noapa3feeHns Mm MeguumHCKON opraHM3aunm, B KOTOPOM OKa3biBaeTCAa MeaANLUHCKas
MOMOLLb, OCYLLLECTBAAETCA B COOTBETCTBMM C IHCTPYKLUMEN 0 NOpsiAKe BbIMUCbIBAHWNS NEKAPCTBEHHbIX
npenapaToB 1 0hopMIeHUs peLenToB U TpeboBaHUN-HaKNAAHbIX, YTBEPXKAEHHON NpUKa3oM MUHNCTEpPCTBa
3[1lpaBOOXPaHEHNS 1 COLMaibHOrO pa3BunTusa Poccninckon ®Peagepaumn ot 12 despans 2007 r. Ne 110 "O
nopanke HadHa4eHusa N BbINMUCbIBaHNA IeKapPCTBEHHbLIX MpenapaTos, VI3,EI,eJ1I/II7I MeONLMNHCKOIro Ha3Ha4YeHuna n
cneunann3MpoBaHHbIX MPOAYKTOB leyebHoro nutaHmns"’.

7 3aperncTpupoBaH MUHUCTEPCTBOM tocTuLmMK Poccniickon Pepepaunn 27 anpensd 2007 r.,
perncTpaunoHHbin Ne 9364, C N3MEHEHNSIMUW, BHECEHHbBIMUW MPUKa3aMyn MUHNUCTEPCTBA 3PaBOOXPaAHEHNS 1
coumanbHoro passutusa Poccuinckon ®epepaumm ot 27 asrycta 2007 r. Ne 560 (3apeructpuposaH
MuHncTepcTBoM tocTULMKM Poccninckon ®epepaummn 14 ceHTabpsa 2007 r., perncTpaunoHHbin Ne 10133), oT
25 ceHTs6ps 2009 r. Ne 794H (3apernctpupoBaH MuHucTepcTeom ocTuumm Poccuinckon ®epepaumm 25
HoAbps 2009 r., perucTpaunoHHbii Ne 15317), oT 20 aHBaps 2011 r. Ne 13H (3apeructpupoBaH
MuHmncTepcTBoM tocTuLMn Poccuinckon ®epepaumm 15 mapta 2011 r., pernctpaumoHHbin Ne 20103),
nprkKasamm MnUHUCTEPCTBa 34paBooxpaHeHus Poccuinckon ®epepaunm ot 1 asrycta 2012 r. Ne 54H
(3apeructpmpoBaH MuHuCTepcTBOM tocTuLmm Poccuinckon ®egepauunm 15 asrycta 2012 r.,
pernctpaumoHHbin Ne 25190), o1 26 despans 2013 r. Ne 94H (3aperncTpvposaH MUHUCTEPCTBOM HOCTULMM
Poccuiickon ®epepaummn 25 nioHa 2013 r., pernctpaumnoHHbin Ne 28881).

6. HazHa4yeHne nekapCTBEHHLIX NPenapaToB OCYLECTBASETCS MEANUNHCKAM PaboOTHNKOM Mo
MeXIYHapoLHOMY HenaTeHTOBAaHHOMY HaVMMEHOBAHUIO, @ MPU ero OTCYTCTBUM - FPYMMMPOBOYHOMY UK
XUMNYECKOMY HaMMeHOBaHMI0. B ciiy4yae OTCyTCTBMA MeXAYHAPOLHOro HeMaTeHTOBAaHHONO HAaMMEHOBAHNS
W FPYNMNUMPOBOYHOMO MM XMMUYECKOr0 HaUMEHOBaHMNS IEKaPCTBEHHOr0 NpenapaTa, JIeKapCTBEHHbIN
npenapaTt Ha3Ha4YaeTcs MeANLUHCKAM paboOTHUKOM MO TOPrOBOMY HaUMEHOBAHMIO.

Mpy HaNN4YMM MeJULMHCKUX NOKa3aHui (MHAMBMAYabHAA HENEPEHOCUMOCTb, MO XXU3HEHHbIM MOKa3aHNAM)
no peLleHuto BpavyebHor KoMuccuyn MeanLMHCKON OpraHm3aunm® ocyLlecTBASEeTCA Ha3HavYeHme n
0hopMIeHNE Ha3HAYeHMNA IeKapCTBEHHbIX NPenapaToB, He BXOAALMX B CTaHAAPTbl MEANLIMHCKOW MOMOLLM,
pa3paboTaHHbIX B COOTBETCTBUM C NYHKTOM 4 cTaTbu 10 ®epnepanbHOro 3akoHa oT 21.11.2011 Ne 323-03
"06 ocHOBax OXxpaHbl 340p0BbA rpaxkdaH B Poccuinckon Gegepauunn™®, nnbo No TOProBbiM HAMMEHOBAHNSM,
PelueHne BpayebHON KOMUCCMN MEANLIMHCKOWN OpraHn3aummn (MKCUPYETCA B MEANLMHCKOW JOKYMEHTauun
naumeHTa u B XXypHane BpayebHOn KOMUCCMU.

8 Mpuka3 MuH3gpascoupa3suTna Poccum oT 5 Mas 2012 r. Ne 502H "06 yTBEpPXAEHNW NOPALKa CO3AaHNA U
AeATeNbHOCTU BpavyebHON KOMUCCUN MeANLNHCKON opraHu3aunn” (3apermctpmpoaH MuHiocTom Poccum 9
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nioHs 2012 r., pernctpaumoHHbin Ne 24516), C n”3MEHEHMAMM, BHECEHHbBIMM NMPUKa3oM MuH3gpasa Poccum
0T 2 pekabpsa 2013 r. Ne 886H (3apeructpmpoBaH MuHiocTom Poccum 23 gekabpsa 2013 r.,
permctpaumoHHbin Ne 30714).

9 CobpaHue 3akoHoaaTenbCTBa Poccuinckon ®enepauun, 2011, Ne 48, cT. 6724; 2014, Ne 49, cT. 6928; 2017,
Ne 31, cT. 4791; 2018, Ne 53, cT. 8415.

7. HazHauyeHne nekapCTBEHHOrO NMpenapaTa B peuenTe Ha ByMa)KHOM HOCUTesie unmn peuenTe B hopme
3NEeKTPOHHOr0 AOKYMeHTa OhOPMASETCA Ha UMA NaumeHTa, 419 KOTOPOro npefHa3HayveH JieKkapCTBEHHbIN
npenapar.

PeuenT Ha ByMa)kHOM HocuTene, 0hOpPMIIEHHbIN Ha peuenTypHoM bnaHke dopm Ne 107-1/y, Ne 148-1/y-88,
Ne 148-1/y-04(n), yTBEP)KAEHHbIX HACTOALLMM MPUKA30M, a TakXXe peLenT Ha ByMa>kHOM HocuTene,
ohopMEeHHbIN Ha peLenTypHoM 6naHke dopMbl Ne 107/y-HI1, yTBEpXAEHHO NPUKa3oM MUHUCTEPCTBa
3apaBooxpaHeHns Poccuinckon ®epepauum ot 1 aBrycta 2012 r. Ne 54H "06 yTBEepxxaeHnmn ¢opmbl 61aHKOB
peLenToB, COAEPXKaLLMX Ha3Ha4YeHNe HapKOTUHYECKUX CPeACTB UM NMCUXOTPOMHBLIX BELLECTB, NMOPALAKa UX
N3roTOBJIEHMA, pacnpeneneHns, perncTpaunmn, y4eta u XxpaHeHus, a Takxe npasun ohopmaeHns"o (ganee
- popma Ne 107/y-HM), MOXXeT BbITb NONYYEH NALUEHTOM, €ro 3aKOHHbIM NPeACTaBUTENEM NN JINLOM,
nMetoweM ohopMJIEHHYIO B COOTBETCTBMUN C FPaXKAaHCKUM 3aKOHOAATeNbCTBOM Poccuiickon ®epepaumm
LLOBEPEHHOCTb OT NauueHTa Ha NpaBo NoJly4eHUs Takoro pewenTa (fanee - yrnoaHOMOYEHHOe JIMLLO).
PeuenT B hopMe 31EKTPOHHOI0 AOKYMeHTa DOPMUPYETCS C UCMOJIb30BAHNEM rOCYAapCTBEHHOM
NH(OPMALIMOHHON CUCTEMBI B Chepe 3a4paBooxXpaHeHmns cybbekTa Poccuinckon ®epepaunm, MeAULIMHCKON
NH(OPMALMOHHON CUCTEMbI MEAULMHCKOW OpraHu3auug 2.

®aKT Bblfa4uM peLenTa Ha JlekapCTBeHHbIV NpenapaT 3aKOHHOMY MpeACcTaBUTENI0 WX YNOJTHOMOYEHHOMY
nnuy hUKCMpyeTcs B MEAULMHCKON AOKYMEHTALMM NaLuneHTa.

10 3apernctpmpoBaH MUHNCTEPCTBOM tOCTULMK Poccminckon ®epepaumm 15 asrycta 2012 r.,
pernctpaumoHHbin Ne 25190, € U3MEHEHUAMK, BHECEHHBIMW MPUKa3aMn MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccunckon ®egepaumm ot 30 noHa 2015 r. Ne 385H (3apeructpuposaH MUMHUCTEPCTBOM HOCTULLUN
Poccunckon ®epepaumm 27 Hoabpa 2015 r., peructpaumnoHHbiin Ne 39868), oT 21 anpensd 2016 r. Ne 254H
(3apeructpmnpoBaH MuHucTepcTBoM tocTuumm Poccuinckon ®egepauumn 18 nionsd 2016 r., perncTpaumoHHbIN
Ne 42887), oT 31 okTa6ps 2017 r. Ne 882H (3apernctpuposaH MUHUCTEPCTBOM IOCTULUN POCCMINCKOW
®epnepaunm 9 aHeapa 2018 r., perncTpaunoHHbin Ne 49561).

11 Ctatbn 91 n 91.1 ®epepanbHOro 3akoHa oT 21 Hos6pa 2011 roga Ne 323-93 "O6 0CHOBax OXpaHsbl
300poBbA rpaxgaH B Poccuinckon Gegepaunn” (CobpaHne 3akoHogaTenbcTBa Poccminckon degepaunu,
2011, Ne 48, cT. 6724; 2012, Ne 26, cT. 3446; 2013, Ne 27, cT. 3477; Ne 39, cT. 4883; Ne 48, cT. 6165; 2014,
Ne 30, cT. 4257; Ne 43, cT. 5798; Ne 49, cT. 6927, 6928; 2015, Ne 1, cT. 85; Ne 10, cT. 1425; Ne 27, cT. 3951;
Ne 29, cT. 4397; 2016, Ne 1, €T. 9, 28; Ne 15, cT. 2055; Ne 18, cT. 2488; No 27, cT. 4219; 2017, Ne 18, cT. 2663;
Ne 31, cT. 4794).

8. MeanuunHckmm paboTHMKaAM 3anpeLwaeTcs oopMAAThL PeLLenTbl PN OTCYTCTBMM Y MaLMeHTa
MeOMLUNHCKNX MOKa3aHWi; Ha He3aperncTpMpoBaHHbIE NEKAPCTBEHHbIE MpernapaThli?; Ha EKapCTBEHHbIE
npenapaTbl, KOTOPbIE B COOTBETCTBUN C MHCTPYKLUMEN MO MEQULMHCKOMY NPUMEHEHNIO NpeaHa3HayeHbl
ONS NPUMEHEHNS TOJIbKO B MEAULIMHCKMX OpPraHM3aumnsax; Ha HapKoTUYeckme cpeacTsa N NCUXOTPOMHbIE
BelleCcTBa, BHECEHHble B CNNCOK Il MNepeyHs, 3aperncTpnpoBaHHbIE B Ka4eCTBe JIEKAPCTBEHHbIX
npenapaTos., B LiefIaX NpUMeHeHUs a5 Jle4eHUss HapKoOMaHUu.

NHOnBUAYaNbHLIM NPeanpuHUMATENAM, OCYLLECTBAAOWNM MEeAULNHCKYIO AeATeIbHOCTb, AOMNOJIHUTENbHO
K TpeboBaHMAM, yKa3aHHbIM B ab3aLe NepBoM HaCTOALWEr0 NyHKTa, 3anpeLwiaeTcs opopMaaTb peuenThbl Ha
HapKOTNYECKNe CPencTBa U NCMXOTPOMHbIE BELECTBa, BHeCeHHble B cnnucku Il u lll NMepeyHa (ganee -
HapKOTUYECKME N NCUXOTPOMHbLIE JIeKapCTBEHHbIE npenapaTbl cnnckos Il u 1l MNepeyHs).
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12 PelieHne CoBeTa EBpa3ninckon sKOHOMMYECKoM KoMmuccum oT 3 Hosibpst 2016 r. Ne 78 "O MpaBunax
perncTpaumm n 3KCNepTU3bl 1eKapCTBEHHbLIX CPEACTB AN MeANLMHCKOrO NpUMeHeHns" (ohuumanbHbIi
CcanT EBpa3ninCcKoro aKOHOMNYeCKoro cotosa http://www.eaeunion.org/, 21 Hosabpsa 2016 r.). CtaTba 13
depepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 "0O6 obpallleHnn NeKapCTBEHHbIX CPeACTB ANd
MeaunLUmMHCKoro npumeHeHus" (CobpaHue 3akoHofaTenbCcTBa Poccuinckon depepauun, 2010, Ne 16, CT.
1815; 2015, Ne 29, cT. 4367; 2018, Ne 24, cT. 3407).

9. MNpn Ha3Ha4YeHUN HAPKOTUYECKUX M NCUXOTPONMHbIX JIeKapCTBEHHbIX NpenapaTos cnucka Il MepeyHs, 3a
NCKJII0YEHNEM JIeKapCTBEHHbIX NpernapaToB B BUAE TPaHCAEPMaslbHbIX TepaneBTUYeCKUX CUCTEM U
JIeKapCTBEHHbIX NPEenapaTos, COAepXKalLnX HAPKOTUYECKOe CPeCTBO B COYETAaHUN C aHTarOHNCTOM
OMMOMAHLIX PELLenTOpPOB, peLuenTsbl Ha ByMaXKHOM HocuTene 0hopMAAIOTCA Ha peLenTypHoM BiaHke
opmbl Ne 107/y-HI.

10. PeuenTypHbIt 61aHK popMbl Ne 148-1/y-88 ohopMnseTca npu Ha3HaYeHUn:

1) HAPKOTUYECKMX N NCUXOTPOMHBIX NEKAPCTBEHHbIX NpenapaTos cnucka Il MNepeyHsa B Buae
TpaHcAepMasibHbIX TepaneBTUYeCKUX CUCTEM, HAPKOTUYECKUX JIeKapCTBEHHbIX NpenapaTos crnvcka ll
MepeyHs, cogepXxalumx HapKOTUYECKOe CPeCTBO B COMETaHUN C aHTarOHUCTOM OMMOUAHbIX PELLenTopoB,
NCUXOTPOMHbLIX JIEKAPCTBEHHbIX NnpenapaTos cnucka lll MNepeyHs;

2) neKapCTBEHHLIX NpenapaTos, 06nafatoLmnx aHabony4eckon akTUBHOCThIO (B COOTBETCTBUM C OCHOBHbLIM
(hapMaKkonorm4yeckmm AencTBneM) 1 OTHOCALLUXCS MO aHaTOMO-TepaneBTUYeCKO-XUMUYEeCKon
Knaccnpukaumm, peKoMeHgoBaHHON BceMnpHom opraHm3aumen 3apaBooxpaHeHns (ganee - ATX)13, K
aHabonunyeckum ctepompam (kop Al4A) (Danee - nekapCTBEHHbIE NpenapaThl, obnafjatoLme
aHaboIM4eCKON aKTMBHOCTbIO B COOTBETCTBMM C OCHOBHbBIM (PapMaKoIorM4yecknm AenCTBMEM);

3) nekapCTBEHHbLIX NPenapaToB, yKa3aHHbIX B MyHKTe 5 MNopagka oTnycka pusnyecknuM nmuam
JIeKapCTBEHHbIX NPenapaToB Aad MeAVNLIMHCKOr0 NMPUMEHEHUS, COAEPXKALLMX KPOME MasibiX KOJINYECTB
HapKOTUYECKMX CPeLCTB, MCUXOTPOMHbIX BELLECTB 1 X NPEKYPCOPOB Apyrue apMakosornyeckme
aKTVBHble BelLlecTBa, YTBEPXXAEHHOr0 Npuka3oMm MHUCTEPCTBa 34PaBOOXPaHEHNA U COLMalIbHOIro
pa3suTns Poccuinckon ®egepauum ot 17 masd 2012 r. Ne 562H* (ganee - Nopsnok 0TNyCKa JIeKapCTBEHHbIX
npenapaTos);

4) nekapCTBEHHbIX NpenapaToB UHAUBUAYANIbHOIO U3roTOBJIEHNS, COAEP KALLMX HAPKOTUYECKoe CpeaCcTBO
UM NCUXOTPOMHOE BellecTBo crnucka Il MepeyHs, n opyrue papmMakosiornieckme akTUBHble BeLLecTBa B
L,03€, He MPeBbILLAOLLEN BbICLLIYIO Pa30BYIO 403Y, ¥ MPY YCNOBWU, YTO 3TOT KOMOUHNPOBAHHbIN
JIeKapCTBEHHbIV MpenapaT He ABASeTCA HaPKOTUYECKMM WU NCUXOTPOMHBLIM JIeKapCTBEHHbLIM NpenapaToMm
cnucka Il MepeyHs;

5) nekapCTBEHHbLIX NpPenapaTos, NoANeXalUnX NpeaMeTHO-KONNYEeCTBEHHOMY YYETY, He Nepeync/eHHbIX B
noAnyHkTax 1 - 4 HaCcToAWEro NyHKTa (3a NCKIIYEHNEM NIeKapCTBEHHbIX NpenapaTos, 0TNyckaeMbix 6e3
peuenTa).

13 CtaTbAa 18 depepanbHOro 3akoHa o1 12 anpensa 2010 r. Ne 61-®3 "06 obpalyeHun nekapCTBEHHbIX
CpencTB ons MeanmunHCKoro npumeHeHus" (CobpaHue 3akoHogaTensCcTBa Poccunckon ®epepaumm, 2010,
Ne 16, cT. 1815; 2014, Ne 52, cT. 7540).

14 3apernctpmpoBaH MuUHMCTepCcTBOM tOCTULMK Poccminckon ®epepaumnm 1 nioHa 2012 r., perncTpaunoHHbIn
Ne 24438, ¢ n3MEHEHUSMU, BHECEHHBLIMU NPUKa3aMy MUHUCTepPCTBa 34paBoOXpaHeHNs POCCMINCKOW
®epnepaumm oT 10 noHs 2013 r. Ne 369H (3apernctpmpoBaH MUHUCTEPCTBOM HOCTULMK Poccumnckom
®epepaumnm 15 niona 2013 r., perncTpaunoHHbii Ne 29064), ot 21 aBrycta 2014 r. Ne 465H
(3apernctprpoBaH MnHncTepcTBOM tocTULMM Poccminckon ®epepaunn 10 ceHTabps 2014 r.,
pernctpaumnoHHbin Ne 34024), oT 10 ceHTabps 2015 r. Ne 634H (3apernctpupoBaH MUHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 30 ceHTabps 2015 r., peructpaumorHbii Ne 39063), oT 31 okTa6ps 2017
r. Ne 882H (3aperncTpmpoBaH MHNCTEpCTBOM toCcTULMUKM Poccuinckon Genepaunn 9 sHeaps 2018 r.,
perncTpaumoHHbIn Ne 49561).
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11. PeuenTypHbin 61aHK hopmbl Ne 148-1/y-04(n) ochopMasieTcs Npyn Ha3HAYEHUN NEKAPCTBEHHbIX
npenapaToB rpakaaHaM, MMeloLL MM NpaBo Ha becnnaTHOe NoslyYyeHMe eKapCTBEHHbIX MPenapaToB uan
noJiy4eHune IeKapCTBEHHbIX NPenapaToB CO CKUAKOM.

12. PeuenTypHbit 6n1aHK hopMbl Ne 107-1/y 0hopMAseTca Npy HazHaYeHWK:

1) nekapCTBEHHbIX NPenapaToB, YKa3aHHbIX B MyHKTe 4 MNopsagka 0TNyCKa JieKkapCTBEHHbIX NpenapaTos;

2) NIeKapCTBEHHbIX NPenapaToB, HE YKa3aHHbIX B MyHKTax 9 - 11 HacTosawero Mopsaaka.

13. MNpu Ha3Ha4YeHUN NeKapCTBEHHOro npenapaTta MHAMBUAYaNLHOIO U3roTOBNEHNSA B peuenTe Ha
BymaxxHOM HocuTene un (unn) peuente B hOpMe 3N1EKTPOHHOI0 AOKYMEHTA HAaMMEHOBAHWNSA EKAPCTBEHHbIX
npenapaToB, BKJIOYEHHLIX B NEPEYEHb JIEKAPCTBEHHbIX CPeACTB A9 MEANLMHCKOro NPUMEHeHNS,
noAnexxalmnx npeaMeTHO-KOIMYeCTBEHHOMY yYeTy® (fanee - 1eKkapCTBEHHbIe NpenapaThl, BKKYEHHbIE B
nepeyeHsb [MKY), yKa3biBaloTCA B Havasie peLenTa, 3aTeM - BCe 0CTallbHble MHIPEANEHTHI.

15 Mpuka3 MuUHUCTepPCTBa 3apaBooxpaHeHuns Poccuiickon denepaunn ot 22 anpens 2014 r. Ne 1831 "06
YyTBEPXAEHUMN NepeyHs NeKapCTBEHHbIX CPEACTB A1 MEAULNHCKOro NPUMeHeH s, nogaexxalynx
npeaMeTHO-KOMYeCTBEHHOMY yyeTy" (3aperncTpuposaH MMHNCTEPCTBOM OCTULMK PoCcCiACKOW
®epepaumnmn 22 niona 2014 r., pernctpaunoHHbii Ne 33210), € U3MEHEHUAMW, BHECEHHBLIMU NPUKa3aMm
MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 10 ceHTabps 2015 r. Ne 634H
(3apeructpupoBaH MuHncTepcTBoM tocTulmmn Poccuinckon ®epepaunn 30 ceHTsbps 2015 r.,
pernctpaumoHHbin Ne 39063), 0T 31 okTabps 2017 r. Ne 882H (3apernctpupoBaH MUHUCTEPCTBOM OCTULUN
Poccninckon ®epepaunn 9 sHeaps 2018 r., pernctpaumoHHbin Ne 49561), o1 5 anpens 2018 r. Ne 149H
(3apeructpmpoBaH MUHUCTEPCTBOM toCTULMK Poccminckon ®epepaumm 3 masd 2018 r., pernctpaunoHHbiin Ne
50961), ot 27 nions 2018 r. Ne 471H (3apernctpnpoBaH MMHUCTEPCTBOM toCTULMK Poccuinckon depepaunm
14 aBrycTta 2018 r., peructpaunoHHbin Ne 51885).

14. MNpu Ha3Ha4YeHUN NeKapCTBEHHOr0 NpenapaTta B peuenTe Ha 6yMa)KHOM HOCUTeNE U (1K) peuenTe B
(hopMe 3N1eKTPOHHOIr0 LOKYMEHTa 3anpeLlaeTcs NpeBbiwaTbh KOMYECTBO HAPKOTUYECKUX CPencTB Uaun
NMCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObITb BbIMWCAHO B OJHOM peLenTe, yCTaHOB/IEHHOE
npunoxeHnem Ne 1 K HacToswemy MopagKy, 3a UCKNIOYEHNEM CJTyvaeB, YKa3aHHbIX B MyHKTax 16 n 25
HacToswero lMopaaka.

15. MNpun HasHavyeHNN neKapCTBEHHbIX NPenapaTos, BKOYEHHbIX B nepeyveHsb MKY, 003a KOTOPbIX
MPEeBbILLIAET BbICLUNA OAHOKPATHBIA NpueM, MeaULIMHCKUA PaboTHNK 0603HaYaeT A03y 3Toro
JIeKapCTBEHHOr0 NnpenapaTa B peLenTe Ha ByMa)KHOM HOCUTEe MPOMUCLI0 C MPOCTaBIEHNEM
BOCKJIMLL@TENbHOI0 3HaKa U (1iM) NpoCcTaBAseT BOCKAMLATEbHbIA 3HaK Npy ohopMaeHUN peLlenTa B
(hopme 3N1EeKTPOHHOI0 LOKYMEHTA.

16. Konn4yecTBO Ha3HAYeHHbIX JIeKapCTBEHHLIX MpenapaToB, BKOYEHHbIX B nepedeHsb MKY, npu okasaHum
naumeHTaM, Hy)X4awLWwmmcs B ANTENbHOM Sie4eHnmn, NePBUYHON MeaNKO-CAaHUTAPHON NOMOLLN 1
naaJMaTUBHON MEOULMNHCKON NOMOLLN MOXXET BbITh YBENNYEHO C YHETOM KJANHUYECKMX PEKOMEHAALMNNA He
6osiee 4eM B 2 pa3a Mo CPaBHEHWIO C KOJIMYECTBOM HAapPKOTMYECKUX CPeacTB U MCUXOTPOMHbIX BELLECTB,
KOTOPOE MOXET ObITb BbINMUCAHO B OJHOM PeLIENTe, YCTAHOBAEHHbIM NMpunoxxeHnem Ne 1 K HacTosLeMy
Mopsanky.

B cnydasx, npefycMOTpeHHbIX ab3aueM nepBbIM HAaCTOALLENO NMYHKTa, Ha peLenTax Ha ByMa)kHOM
HOoCUTEeNe NPOU3BOANTCA HagNUCh "o cneunasbHOMY Ha3HaYeHUK", OTAENbHO 3aBepeHHas Nnognuchio
MeguUMHCKOro paboTHUKa 1 NevYaTbio MeaANLMHCKON opraHn3aunn "[1s peuenTtos”, Ha peuenTax B hopme
3JIeKTPOHHOr 0 LOKYMEHTa Npon3BoAnTCA oTMeTKa "o cneunanbHOMY Ha3Ha4yeHu0" C NPOCTaBJIEHNEM
YCUAEHHOWN KBaJIM(PULMPOBAHHON 31IEKTPOHHON NOANNCA MeAULINMHCKOro paboTHMKa.

17. CocTaB IeKapCTBEHHOr 0 NpenapaTa, JIeKapCTBeHHan opMa 1 obpalleHne MeauUMHCKOro paboTHMKa K
thapMaueBTnYeckoMy paboTHMKY 06 OTNyCKe SIeKapCTBEHHOro npenapaTta 0oOpMAAITCS Ha NTaTUHCKOM
A3blKe B POAMTENILHOM Nafexe.

Mpw obopMneHnn peuenTypHbiXx 61aHKOB AOMYCKAETCA UCMOIb30BaHMNE COKpaLLeHnin (npunoxxeHme Ne 2 K
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HacToswemy lMNopsaky).

Mpn Ha3Ha4YeHMM NIeKapCTBEHHOr0 NpenapaTa He A0MYCKAeTCa cokpalleHne 6anM3Kmx no HAaMMeHOBaHNAM
WNHFPeLNEHTOB, COCTaB/IAIOLWMX IEKAapCTBEHHbIN NpenapaT, He NO3BOJIAIOWMX YCTAaHOBUTb, KAKON MMEHHO
JleKapCTBEHHbIV NpenapaT Ha3HayeH.

18. Cnocob npuMeHeHWs NeKapCTBEHHOMO nNpenapata 0603HavYaeTCa C yKasaHUeM [03bl, YaCTOTbl, BpEMEHU
npvieMa OTHOCUTESIbHO CHa (YTPOM, Ha HOYb) 1 ero SANTeNbHOCTK, a A5 NeKapCTBEHHbIX NpenapaTos,
B3aMMOAENCTBYIOLUX C NULLEN, - BpEMEHU NX ynoTpebneHns 0THOCUTENbHO NpMeMa Num (40 efbl, BO
BpeMs efbl, MOC/E efbl).

19. MNpn HeobxoQUMOCTU HEMEJIEHHOIO UM CPOYHOrO (B TeYeHMe ABYX paboynx gHen) oTnycka
NeKapCTBEHHOro NpenapaTa nauueHTy B BEpXHel YacTu peLenTa Ha ByMaXKHOM HoCMTesle NPOCTaBAAITCS
0603HaueHuns "cito" (cpoyHo) nnn "statim" (HemegneHHo). AHanornyHble 0603HaYeHNS NPOCTABASIOTCA B
BMLEe OTMEeTOK Npu ohopMJIeHNI peLienTa B (hopMe 3JIeKTPOHHOIO LOKYMEeHTa.

20. Mpwn othopMNeHNN Ha3HAaYeHNS TOTOBOr0 JIEKAPCTBEHHOI0 NpenapaTa B peuenTe Ha ByMaxHOM
HocuTesie unn pelenTe B POpMe 3NEKTPOHHOr0 AOKYMEHTa KOJIMYeCTBO AeCTBYIOLLMX BELLeCTB
YyKa3blBaeTCsA B COOTBETCTBUN C MHCTPYKUMEN MO MEAULMHCKOMY MPUMEHEHNIO TEKAPCTBEHHOMO
npenapara.

Mpy ohopMaeHUN Ha3HavYeHUs 1eKapCTBEHHOr 0 npenapaTa NHOUBMAYaAIbHOO U3rOTOBJIEHUA B peLenTe Ha
ByMa)kKHOM HOCUTeNE WK peuenTe B (POPMe 3/IEKTPOHHOIO AOKYMEHTA KOJIMYECTBO TBEPAbIX U ChIMy4nx
thapmaLeBTnyecknx cybcTaHumn ykassiBaeTca B rpamMmax (0,001; 0,5; 1,0), XUAKMX - B MUAAUANTPAX,
rpaMMax u Kannsx.

21. PeuenTbl Ha ByMa)kHOM HoCUTeNe, B hOPME 3/IEKTPOHHOI0 AOKYMEHTa, 0ODOPMIEHHbIE Ha PELLENTYPHOM
6naHke opmbl Ne 148-1/y-88 1 npefiHa3Ha4yeHHble 4119 OTNYCKa NeKapCTBEHHbLIX NpenapaTos,
npegycMoOTPEHHbIX MOANyHKTaMmM 2 - 5 nyHKTa 10 HacToswero MNopsaka, 4eNCTBUTENbHbI B TevyeHme 15
AHEN co OHSA 0hopMAEHNS.

22. PeuenTbl Ha ByMa)KHOM HoCcUTeNe, B (hOPMe 3/IEKTPOHHOI0 JOKYMEHTa, 0DOPMIEHHbIE Ha PELLeNTYPHOM
6naHke opmbl Ne 148-1/y-04(n) n NnpefHa3HavYeHHbIe AN OTNYCKa JIeKapCTBEHHLIX NpenapaToB
rpakaaHam, yKa3aHHbIM B MyHKTe 11 HacTosAwero Mopsaaka, AencTBuTeNbHbl B TedeHne 30 gHeln co aHA
0hopMIeHNS, 3@ UCKIIIDYEHMEM CilyYaeB 0(hopMIeHNA peLienTa B COOTBETCTBMM C NyHKTamu 39 n 40
HacToswero Mopaaka, Npy KOTOPbIX OH AeACTBUTENEH B TedeHune 15 aHel co AHA opopMaeHMS.

23. PeuenTbl Ha ByMa)KHOM HOCUTeNE, B (hOPME 3/IEKTPOHHOI0 JlOKYMEHTa, 0DOPMIEHHbIE Ha PELLENTYPHOM
6naHke opmbl Ne 148-1/y-04(n) n NnpefHa3HavYeHHbIe AN OTNYCKa JIeKapCTBEHHLIX NpenapaToB
rpakgaaHam, 4OCTUMLLIMM NEHCUMOHHOIO BO3pacTa, MHBaMAaM nepBov rpynnbl, 4eTAM-UHBaANAAM, @ TaKXe
rpakgaHam, CTpajatoLnM XpoHNYecknMmn 3abonesaHmamm, TpebyowmmMmn ANTenbLHOro KypcoBoro
NneyeHns, LencTBUTeNbHbI B TeveHne 90 fHel co AHA 0hopMaIeHN .

0nd nevyeHnsa XpoHNYeckux 3abosieBaHNIn yKa3aHHbIM KaTErOpUAM rpakAaH NeKapCTBEHHbIE NMpenapaThl €
ohopMneHnem peLenToB Ha BYMa>KHOM HOCUTENE MK PeLenToB B (hOPMe /IEKTPOHHOr0 JOKYMEHTa MOryT
Ha3Ha4YaTbCs Ha Kypc nedveHunsa go 180 gHen.

24. PeuenTbl Ha ByMa>kHOM HOocUTene, B (hOpMe 3NEKTPOHHOIr0 AOKYMEHTa, 0(0OPMJIEHHbIE Ha peLLenTypHOM
6naHke opmbl Ne 107-1/y 1 npegHasHa4YeHHbIe 419 OTNyCKa IEKAapCTBEHHbIX NpenapaTos,
npefycMoTPeHHbIX NYHKTOM 12 HacToswero MNMopsaaka, AedCTBUMTENbHbI B TevyeHne 60 AHeln co OHA
ohopMIIEHNS.

Mpwn Ha3Ha4YeHWM roTOBbIX JIEKAPCTBEHHbIX NMPernapaToB 1 JIEKAPCTBEHHbLIX NMpenapaTos MHANBMAYaJIbHOI O
M3roToBNEHUS NaLuneHTaM ¢ 3aboneBaHmaMu, TpebyOLWMMN OAUTENLHOO KYPCOBOr0 IeYeHuns, €
odhopmsieHNeM Ha peuenTypHoMm BnaHke dopmbl Ne 107-1/y peuenTa Ha ByMa)kKHOM HocuTeNe nan B popme
3NEeKTPOHHOr0 fJOKYMeHTa YCTaHaBAMBAETCSA CPOK AENCTBUSA peuenTa B npejesiax 4o 04HOr0
KaneH4apHOro roga.

B cnyyae ycTaHOBNIEHUS CpOKa AENCTBUS peLienTa B Npefenax 40 OAHOro rofa B peuenTe NpocTaBiseTcs
oTMeTKa "o cneunanbHOMY Ha3HavyeHu", 0603HavYaeTCa CPOK AeNCTBMA peLenTa v NepuognMYHOCTb
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OTNYCKa SIeKapCTBEHHbIX NpenapaToB U3 anTeYHON OpraHM3aunumn nan MHANBUAYabHbLIM
npegnpuvHuMaTesneM, UMEKLWMM JIMLLEH3NIO Ha hapMaLeBTUYECKYIO AeATENbHOCTL® (eXXeHenenbHo,
€)XXeMeCA4YHO U NHble nepuoabl). LoNoAHNTENBHO 3TO yKa3aHne 3aBepsaeTca NoANUChI0 K NevyaTbio
MeOULUHCKOro paboTHMKaA, a TakXXe NevyaTbio MeaNLNHCKON opraHn3aumm "Ona peuenTtos" (ans peuenTa
Ha 6yMa)XKHOM HOCUTENE) NN YCUIEHHOWN KBanNMULMPOBAHHON 3NEKTPOHHOM MNOAMWCHI0 MeANLINHCKOrO
paboTHMKa 1 ML, YNOJHOMOYEHHOMO 3aBEPATb AOKYMEHTbI OT UMEHU MEAMLIMHCKON OpraHn3auum (ans
peuenTa B (hOpMe 3N1EKTPOHHOIO AOKYMEHTA).

16 MIyHKT 47 YacTn 1 cTaTbn 12 ®PenepasibHOro 3akoHa ot 4 Mas 2011 r. Ne 99-03 "O nnueH3nposaHum
OTAeNbHbIX BUAOB AeaTenbHocTn" (CobpaHune 3akoHopaTenbCcTBa Poccuinckon depepauun, 2011, Ne 19, cT.
2716; 2012, Ne 31, cT. 4322; 2013, Ne 9, cT. 874; Ne 27, cT. 3477; 2014, Ne 30, cT. 4256; Ne 42, cT. 5615;
2015, Ne 1, cT. 11; Ne 29, cT. 4342; Ne 44, cT. 6047; 2016, No 1, cT. 51; 2018, Ne 31, cT. 4838; Ne 32, cT. 5116;
Ne 45, cT. 6841; Ne 53, cT. 8424).

25. PeulienTbl Ha NpoM3BoAHbIE 6apObUTYPOBON KNCNOThI, KOMOMHMPOBaHHbLIE IEKAPCTBEHHbIE NpenapaThl,
cofepxxalime KoLeuH (ero conu), uHsle KOMBMHMPOBaHHbLIE NEKAPCTBEHHbIE MpenapaThl, Nogjaexatllme
NpPeaMeTHO-KOJIMYECTBEHHOMY YYETY, JIeKapCTBEHHbIE NpenapaThl, obnagatowme aHabonmyeckon
AKTMBHOCTbIO B COOTBETCTBUM C OCHOBHbLIM (hapMaKOoI0rM4eCKUM LeNCTBMUEM, AN1A IeYeHNS NalMeHTOB C
XPOHU4eckumm 3abonesaHns M MoryT oQOpMASaTLCA Ha KypC neveHmnsa ao 60 gHen.

B cnyyae, korga Kypc nedveHns coctasnseT 6onee 30 gHel LONOAHUTENBHO B peLenTax Ha ByMa)kHOM
HoCuTesie NPOM3BOANTCA Haanuch "o cneumanbHOMY Ha3HavyeHMK", 3aBepeHHas NoAnuCcbio MeguLMHCKOro
paboTHUKA 1 NeYaTblo MEAULMHCKON opraHu3aunn "0ns peuenTos", peuenTax B QOPME 3/EKTPOHHOI0
LOKYMEHTa Nnpon3BoAUTCA 0TMeTKa "o cneumanbHOMY Ha3HaYeHWI", C MPOCTaBEHNEM YCUIEHHON
KBaIM(MLMPOBAHHOM 3N1EKTPOHHOM NOANNCYA MEAULMHCKOro paboTHMKa 1 nnLa, YNOJHOMOYEHHOI0
3aBepATb OKYMEHTbI OT UMEHU MeANLUHCKON OpraHu3aLuu.

26. PeuenT Ha byMa)kHOM HocuTene, B (hopMe 3INEeKTPOHHOr0 AOKYMeEHTa, 0hOPMAEHHbIN C HapyLUeHNEM
YCTaHOBJ/IEHHbIX HAacToALWMM MopsaKoM TpeboBaHMIN, CHUTAETCA HEAENCTBUTENbHBIM.

Il. Ha3HaYeHUe NeKapCTBEHHLIX MPENapaToB NPU 0Ka3aHUM MeAMLUHCKON MOMOLLM B CTaLMOHAPHbIX
yCNOBUAX

27. Mpwn oKa3aHuu naumeHTy MeauUMHCKON MOMOLLM B CTALMOHAPHbIX YCIOBUSAX Ha3HaYeHne
JIEKapCTBEHHbIX NPenapaToB Npon3soanTcs 6e3 ohopMneHns peuenta MeANLUHCKUM paboTHUKOM
€0MHOINYHO, 3a UCKJIIYEHNEM CNy4aeB, YKa3aHHbIX B MyHKTe 28 HacTosAwero MNopaaka.

28. CornacoBaHme Ha3Ha4YeHMA NEKAPCTBEHHbIX NPenapaTos C 3aBeAyWnM oTAeIeHNEM UK
OTBETCTBEHHbIM AEXYPHbLIM BPa4oM iMbo ApyruMm AnLOM, YIOAHOMOYEHHbIM MPUKa30M MJIaBHOIO Bpaya
MeONLWHCKON OpraHn3aumnm, a TakxXe, Npu HaaNYnK, C BPavoM - KIMHUYECKUM hapMaKkoioroM Heobxoanmo
B C/ly4asx:

1) 04HOBPEMEHHOI0 Ha3HayYeHMs NATu 1 6osee NeKapCTBEHHLIX NPenapaToB 04HOMY MaLMEHTY;

2) Ha3Ha4YeHNs NeKapCTBEHHbIX MPenapaToB, HE BXOASALMNX B MepeYeHb XN3HEHHO HEOBX0ANMBIX 1
BaXXKHENLLMX IeKapCTBEHHbIX NpenapaToBy’, Mpu HETUNNYHOM Te4eHUn 3abosieBaHUS, HaANYm
OCJI0)KHEHMIN OCHOBHOI0 3abosieBaHUs 1 (Mn) conyTCTBYOLWMX 3aboneBaHnin, NPy Ha3HaYeHNN
JIeKapCTBEHHbIX NpenapaToB, 0C06eHHOCTM B3auMOAENCTBMSA 1 COBMECTUMOCTU KOTOPbIX COMJTAaCHO
NHCTPYKLMAM MO UX MPUMEHEHNIO NMPUBOAAT K CHUXEHWIO 3 (PEKTMBHOCTU 1 He30MacHOCTH
thapmakoTepanuu n (Uan) co3gatoT NOTEHUMANbHYIO ONACHOCTL AJ1S XXU3HW 1 300POBbS NaLUeHTa.

B yKa3aHHbIX C/ly4asax Ha3HavyeHme SieKapCTBEHHbIX MpenapaToB PUKCUPYeTCS B MeANLNHCKON
AOKYMEHTaLMUN NaUMeHTa 1 3aBepaeTCs NOANMUCbI0 MeEANLIMHCKOrO paboTHMKa 1 3aBedyHOLLEro
oTAeneHnem (0TBETCTBEHHOIO AEXYPHOro Bpaya nau Apyroro yrnojiHOMOYEHHOro Anua).

7 MyHKT 1 cTaTbn 60 PepepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 "06 obpalyeHunm
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NekapcTBeHHbIX cpencTs” (CobpaHue 3akoHomaTenscTBa Poccuinckon ®epepaumm, 2010, Ne 16, cT. 1815;
2012, Ne 26, cT. 3446; 2014, Ne 52, cT. 7540).

29. MeanUNHCKMIN pabOTHMK MeANLNHCKON opraHnsaumm (ee CTPYKTYPHOro noapasfneneHus),
Pacrnoo)XeHHON B CeNIbCKOM HACENIEHHOM MYHKTE, OCYLLECTBNISIET Ha3HAYeHNe NNIeKapCTBEHHbIX NMPenapaTos
B C/lyYasX, yKa3aHHbIX B MyHKTax 28 n 30 HacToswlero Mopsaka, eaAnHoIMYHo.

30. Mo pelweHunto BpayebHOM KOMUCCUM MaLMeHTaM NPY OKa3aHUM UM MeANLMHCKOW MOMOLM B
CTauMOHapPHbIX YCJNIOBUAX Ha3Ha4atloTCA JlIeKapCTBEeHHbIE NpenapaTbl, HE BK/IIO4YEHHbIE B NepeYvYeHb
YKN3HEHHO HeoBX0AUMBIX 1 BaXKHENLINX NeKapCTBEHHbIX MPenapaToBs, B C/ly4ae NX 3aMeHbl 13-3a
UHAMBUOYANbHON HEMEPEHOCMMOCTHU, MO XN3HEHHBIM MOKa3aHUAM.

PelweHmne BpayebHON KOMUCCUN HUKCMPYETCA B MEAMLIMHCKOM OOKYMEHTaLMN NaLneHTa n XypHase
BpayebHoOn KoMmuccum.

31. B cnyyaax obcnenoBaHUs 1 eYeHUs rpakaaHnHa B CTaLMOHaPHbIX YCNOBUSX B paMKax
NpeaocTaBNeHNS MEANLMHCKNX YCAYr Ha BO3ME3AHON OCHOBE 3a CYET JIMYHbIX CPeACTB rpaxkiaH, CpeacTs
ropunanvecknx amu n NHbiX CpeacTs Ha OCHOBaHWK OOroBopa, B TOM 4Yucjie JoroBopa ,ElO6p080J'IbHOFO
MeONLMNHCKOro CTpaxoBaHmAe, eMy MOryT ObiTb Ha3HaYeHbl NeKapCTBEHHbIE NpenapaThl, He BXOAALWMeE B
nepeyveHb XXN3HEHHO HEODXOAUMbIX 1 BaXKHENLINX NEKAPCTBEHHbIX NPENapaToB, eC/N UX HAa3HAYeHNE U
npuMeHeHne o0bycnoBneHo MeQULMHCKUMI MNOKa3aHNSMM,

18 MocTaHoBneHue MNpaBuTenscTBa Poccuinckon ®epepaumm ot 4 okTabpsa 2012 r. Ne 1006 "O6
yTBepxxaeHuu Mpasun npefocTaBaeHns MegULMHCKMMI OpraHn3aumsaMm niaTHbIX MegULUHCKUX ycayr"
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2012, Ne 41, cT. 5628).

Ill. Ha3Ha4yeHne nekapCTBEHHbLIX NPENapaToB NpW 0Ka3aHUM NePBUYHON MEeANKO-CaHUTApPHOW MOMOLLK,
CKOPOWA MeAWNLMHCKON MOMOLLW 1 MasnaTUBHON MEeANLIMHCKON MOMOLLM

32. MNpwn 0Ka3zaHUM NEPBNYHON MEANKO-CaHUTAPHON MOMOLLMN U NaIMaTUBHON MeQULNHCKON MOMOLLN B
aMbynaToOpHLIX YCIOBUSX Ha3HAYeHWEe SIeKapCTBEHHLIX NPenapaToB OCYLLEeCTBAAETCS MeAULNHCKAM
PaboTHMKOM B C/ly4asix TUMMYHOIO TeveHMs 3aboneBaHNs NaUMeHTa NCXOAA U3 TSXKECTU U XapaKTepa
3abonesaHus.

33. Ha3zHayeHune nekapCTBEHHbIX NpenapaToB Mo peLleHnto BpayebHon KOMUCCUM NpK OKa3aHuW NepBrUYHON
MeLMKO-CaHUTapHOM NOMOLLM, NAaNANATUBHON MEANLMHCKOM MOMOLLK B aMByaTOPHbIX YC10BMAX
NPOV3BOAUTCA B Clly4asX:

1) 04HOBPEMEHHOI0 Ha3Ha4YeHMs 0AHOMY MaUUEHTY NATK 1 Bonee NEKaPCTBEHHbIX MPENapaToB B TEYEHNE
OOHUX CYTOK WK CBbILLe AeCATU HaUMEHOBaHWI B Te4eHne 04HOro MecaLa;

2) Ha3Ha4YeHNs NeKapCTBEHHbIX MPenapaToB MPM HETUMUYHOM Te4yeHUn 3abonesaHmns, Hann4mm
OCJI0)KHEHMIN OCHOBHOI0 3abosieBaHUs 1 (Mnn) conyTCTBYOLWMX 3aboneBaHnin, NPy Ha3HaYeHNN
NeKapCTBEHHbIX NpenapaTos, 0COBEHHOCTM B3aMOAENCTBNSA U COBMECTUMOCTMN KOTOPbIX COrlacHO
NHCTPYKLMAM MO UX MPUMEHEHNIO NMPUBOAAT K CHUXXEHMIO 3PDEKTUBHOCTY 1 6E30MacHOCTM NeyeHuns
nauuveHTa n (1an) co3falT NOTEeHLMaNbHYO ONAaCcCHOCTb A1 XXU3HW 1 3L0POBbA NaLNeHTa;

3) NepBMYHOro Ha3Ha4YeHUSA NaLMEeHTY HAaPKOTUYECKMX N MCUXOTPOMHbIX JIeKapCTBEHHbLIX MpenapaToB
cnuckos Il u Il MepeyHs (B cayvae NPUHATUA PYKOBOAUTENEM MEAULUHCKON OpraHu3aLmny peLeHuns o
Heobxo4MMOCTW COrflacoBaHUS Ha3HaAYeHUs TakKuNX JlekapCTBEHHbIX NpenapaTos ¢ BpavyebHon KoMmuccuen).
34. [TOBTOpPHOE Ha3Ha4YeHne HAaPKOTUYECKMX W MCUXOTPONMHbLIX IeKapCTBEHHbIX npenapaTos cnnckos Il u lll
MepeyHsa Npom3BOANTCSA MEANLMHCKUM PabOTHUKOM CaMOCTOATENIbHO MaLMeHTaM C BblpaeHHbIM 601eBbIM
CUHAPOMOM N06Oro reHesa, HapyLWeHNEM CHa, CYA0POXXHbIMU COCTOAHUAMMW, TPEBOXKHbLIMU
paccTponcTBamu, Gobnsamm, NCUXOMOTOPHbLIM BO3OYKAEHUEM.

35. Mpwn 0Ka3zaHUM CKOPON MeANLNHCKON NOMOLLN JIeKapCTBEHHbIE MpenapaTbl Ha3HaYalTCA MeaNLMHCKUM
paboTHUKOM Bble3aHOWN Bpuragbl CKOPON MEANLUHCKON NOMOLLN, MEAULNHCKM PaboTHUKOM MeOULMHCKON
opraHu3auny Npy okasaHUM MegnLMHCKOW MOMOLLM rpaXkaaHaM npu 3aboneBaHnax, HeCHaCTHbIX CNlyYasnx,
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TpaBMax, 0TPABIEHUSX U APYrUX COCTOSHUAX, TPEOYIOLLMX CPOYHOro MEANLIMHCKOrO BMELLATEIbCTBA.

IV. Ha3HayeHue neKapCTBEHHbIX NPeNapaToB rpaXkiaHaM, NMeLLIM NpaBo Ha becnnaTHoe NoJslyyeHne
JIeKapCTBEHHbIX NPEenapaToB Wan NoayyYeHne NeKapCTBEHHbIX MPenapaToB CO CKUAKON, Npy OKa3aHun
NepBMYHON MeONKO-CaHNTAPHON MOMOLLN

36. Mpwn 0Ka3zaHUM NEPBMNYHON MEONKO-CAaHNTAPHOW NOMOLLM Ha3HaYeHne MeANLUHCKMM PaboTHUKOM C
y4eTOM CTaHAapTOB MeAMLIMHCKON NOMOLLN® leKapCTBEHHbIX NpenapaTos, 0TNyCcKaeMbix 6ecnnaTHO naun co
CKMIKOW, rpaXaaHaM, MMeKLWUM npaBo Ha obecneyeHne NeKapCTBEHHbLIMU NpenapaTaMm 3a CHET CPEeAcTB
6104KeTHbIX acCUrHOBaHW hefepansHoro bioaxeTa n 6rogxeTos cybbekToB Poccuickon ®enepavuu,
OCYLLEeCTBAAETCS Ha peLenTypHoM 6naHke opmbl Ne 148-1/y-04 (n).

Mpw ocbopmneHun peuenta Ha bnaHke gopmbl Ne 148-1/y-04 (n) Ha ByMaxHOM HoCcMTene ohopMAATCS OBa
3K3eMnasApa, OANH N3 KOTOPbIX OCTAeTCs B aNnTE4YHON OpraHu3auunm, BTOPON - B MEANLINHCKON
LOKYMEeHTaLUn nauneHTa.

C 1 sanBaps 2021 r. B pepakuuu Mpukasa MruHucTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot
08.10.2020 Ne 1075H)

19 CtaTbsa 37 ®epepanbHOro 3akoHa ot 21 Hoabps 2011 r. Ne 323-d3 "O6 ocHoBax 0xpaHbl 340POBbS
rpaxkaaH B Poccuinckon ®epepaumnmn' (CobpaHue 3akoHogaTenscTBa Poccuninckon ®enepauun, 2011, Ne 48,
CT. 6724; 2018, Ne 53, cT. 8415). (C 1 anBaps 2021 r. B pegakuuu MNMpukasa MnuHMCTEepCTBa
34paBooxpaHeHns Poccunckon ®egepauum ot 08.10.2020 Ne 1075H)

37. MNpaBo Ha3HavyaTb IeKapCTBEHHbIE NpenapaThl FpaXkaaHaM, NMeLLM NpaBo Ha becnnaTHoe
nosy4YeHne NeKapCTBEHHbIX NPenapaToB UK NoJlyYeHne NeKapCTBEHHbIX MPenapaToB CO CKUAKON, Takxe
NMeloT:

1) megunumHckme paboTHUKK, paboTatoLine B MeAULMHCKON OpraHM3aLm no COBMeCTUTENbCTBY (B
npegenax CBoOen KOMNeTeHUnn);

2) MeanunHCKne paboTHUKM CTalMOHaPHbIX OpraHM3aLmin coumansHoro 0bCnyXmBaHus npu Haanyum
JINLUEH3MUN Ha OCYLLECTBJIEHNE MEAMNLIMHCKON AeAaTeNbHOCTN?®, NpeayCcMaTpuBaloLLEN BbINOJIHEHNE paboT
(oKa3aHue ycnyr) No OKasaHuio NepBMYHON MeANKO-CaHUTapPHON NOMOLLK B aMBynaTOPHbIX YCNOBUAX
(He3aBMCMMO OT BEAOMCTBEHHON NPUHAANEXHOCTN);

3) MeanunHCKne paboTHMKN MEANLMHCKUX OpraHn3aLnii, OKa3biBaloLLMX MNEPBUYHYIO MEANKO-CAHUTAPHYIO
MOMOLLb, NOABELOMCTBEHHLIX hefiepanbHbiM OpraHam UCNOIHUTENIbHON BAACTW WAN OpraHaM
NCNOJIHUTENBbHON BlacTu cybbekToB Poccuiickon denepauuu;

4) nHamBMAyanbHble NPeanpPUHMMATENN, OCYLLECTBASIOWME MEAULNHCKYIO AEeATENbHOCTb U BK/OYEHHbIE B
peecTp MeaULMHCKUX OpraHn3aunii, OCyLLECTBASIOWMNX OeATeNbHOCTb B chepe 0653aTeNbHOro
MeLMNLMHCKOr0 CTPaxoBaHMs.

20 NyHKT 46 4yacTn 1 cTaTbn 12 ®epepanbHOro 3akoHa oT 4 mas 2011 r. Ne 99-03 "O nvueH3npoBaHMn
OTAEeNbHbIX BUAOB AeaTensHocTn" (CobpaHume 3akoHoaaTenbCcTBa Poccuinckon depepauun, 2011, Ne 19, ¢T.
2716; 2012, Ne 31, cT. 4322; 2013, Ne 9, cT. 874; Ne 27, cT. 3477; 2014, Ne 30, cT. 4256; Ne 42, cT. 5615;
2015, Ne 1, cT. 11; Ne 29, cT. 4342; Ne 44, cT. 6047; 2016, No 1, cT. 51; 2018, Ne 31, cT. 4838; Ne 32, cT. 5116;
Ne 45, cT. 6841; Ne 53, cT. 8424).

38. MNpun Ha3Ha4YeHMN IeKapCTBEHHbIX MPenapaToB rpa)kgaHaM, UMeKL M NpaBo Ha becniaTHoe
NnoJly4eHmne NeKapCTBEHHbIX NpenapaToB WK NoJlyYeHne NeKapCTBEHHbIX NpenapaToB CO CKUOKOW, B
peLenTe yKa3bliBaeTcsa HoMep TesiethoHa, Mo KOTOPOoMY paboTHMK anTeyHOM opraHm3auumn npu
HeobX04MMOCTW MOXKET COrflacoBaTb C MEAULUHCKUM PabOTHUKOM 3aMeHY JIeKapCTBEHHOr0 NpenapaTa.
39. Ha3Ha4YeHne HapKOTMYECKUX N NMCUXOTPOMHbIX IeKapCTBEHHbIX NpenapaToB cnucka Il MepeyHs (3a
NCKJIIOYEHNEM NIeKapCTBEHHbIX NPenapaToB B BUAE TPaHCAepPMasibHbIX TePanNeBTUYECKUX CUCTEM, a TaKXKe
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JIeKapCTBEHHbIX MpenapaToB, CoAepXKallnxX HapKoTUYeCcKoe CpencTBO B COMETAHUN C aHTaroOHUCTOM
OMMOMAHLIX PELLEeNTOPOB) rpaXkAaHaM, MMeloLL MM NpaBo Ha becnnaTHoe NosyYyeHne NeKapCTBEHHbIX
npenapaToB WaW MNOAYyYeHNA JIeKaPCTBEHHbIX MPenapaToB CO CKUAKON, OCYLLECTBASETCA Ha peuenTypHOM
6naHke opmbl Ne 107/y-HIM, K KOTOPOMY AOMNONHUTENBHO OPOPMAAETCSA PELENT Ha pPeLenTypHoM baHke
opmbl Ne 148-1/y-04(n) (B ABYX 3K3eMmnasapax npu opopmaeHun Ha bymMaxxHoM HocuTene).

40. HazHa4yeHne HapKOTUYECKMX W MCUXOTPOMHLIX J1IeKapCTBEHHbIX NpenapaTos crnncka Il MepeyHsa B Buae
TpaHcLepMalibHbIX TepaneBTUYeCKUX CUCTEM, HAPKOTUYECKUX JIeKapCTBEHHbIX NpenapaTos crnucka i
MepeyHs, cogepxallnx HapKoTUYeCcKoe CpenCcTBO B COYETaHUM C aHTaroHMCTOM OMUOUAHbLIX PeLenTopos,
NMCUXOTPOMHbIX JIEKAPCTBEHHbLIX NpenapaTos cnucka lll NepeyHsa, nekapCTBEHHLIX NpenapaTos,
BKJIIOYEHHbIX B nepeyeHb [KY, nekapcTBeHHbIX npenapaTos, obnagatolwmx aHabonm4yeckon akTUBHOCTbIO B
COOTBETCTBUM C OCHOBHbIM (hapMaKoI0rM4eckMm AenCTBNEM, KOMOUHMPOBAHHbLIX JIEKAPCTBEHHbIX
npernapaTtos, yka3aHHbIX B NoAnyHKTe 3 nyHkTa 10 HacToswero Mopsfika, npefHa3HaYeHHble A5 neYeHns
rpakgaH, MMeLLMX NpaBo Ha 6ecniaTHoe NoNyYeHNe NEKAaPCTBEHHLIX NPenapaToB Un NoJlyyeHune
JIEKapCTBEHHbIX NPenapaToB CO CKMAKOW, OCYLLECTBAETCS Ha peuenTypHoM 6naHke opmbl Ne 148-1/y-88,
K KOTOPOMY LOMOJHUTENbHO 0DOPMAAETCS peLenT Ha peuenTypHoM BnaHke dopmbl Ne 148-1/y-04(n) (B
ABYX 3K3eMnaigpax npu 0hopMaeHnn Ha ByMa>kHOM HocuTene).

MpunoxeHue Ne 1

K MopsfAKy Ha3Ha4YeHNs NeKapCTBEHHbIX MPEnapaTos, YTBEPKAEHHOMY Npuka3oM MnHucTepcTea
3[paBooxpaHeHns Poccunckon Gegepauunm

oT 14 aHBaps 2019 r. Ne 4H

Konn4yeCcTBO HapKOTMYECKUX CPEACTB WM NCUXOTPOMHbIX BELLECTB, KOTOPOE MOXET ObITb BbIMWCAHO B
O0OHOM peuenTe

MpunoxeHus K Mopagky Ne 1 - 2 n npunoxxexnme Ne 2 K npukasy He npusoaaTca. CM. opumumnanbHbI
WHTepHeT-nopTaa nNpaBoBon nHgpopMauun http://www.pravo.gov.ru. (B npunoxxeHune Ne 2 K npnkasy
BHECEHbI U3MeHeHNs - Npunka3 MuHncTepcTBa 3gpaBooxpaHeHmns Poccninckon ®egepaumm ot 11.12.2019 Ne
1022H)

MpunoxeHune Ne 2

K MopsiAKy Ha3HaYeHNs NeKapCTBEHHbIX MPenapaTos, YTBEPKAEHHOMY Npuka3oM MUHMCTepCTBa
34paBooxpaHeHus Poccnickon degepauun

oT 14 anBaps 2019 r. Ne 4H

PekomMeHOOBaHHbIE K MCMO0JIb30BaHWNIO COKPaLLEHNS
npu ohopMSIeHNN peLLenToB

Ne

n/n

CokpalueHune

MonHoe HanncaHue

MepeBog

1.

aa

ana

Mo, NOPOBHY

2.
ac., acid.
acidum

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 12 n3 25



KNCNoTa

3.

aer.
aerozolum
a’p030Jib

4,

amp.
ampulla
amnyna

5.
aqg.
aqua
BOZa

6.

aq. purif.

aqua purificata
BOZA OYMLLEHHAA

7.

but.

butyrum

Macno (Teeppoe)

8.

caps.
capsula
Kancyna

9.

comp., Cps
compositus (a, um)
CNOXXHbIN

10.

D.

Da (Detur, Dentur)

Boipan (MycTb BbiAaHo, MycTb 6yaeT BbligaHO)

11.

D.S.

Da, Signa Detur, Signetur

Bbigan, 06o3Hayb MycTe ByaeT BbifaHo, O603Ha4YeHo

12.

D.t.d.

Da (Dentur) tales doses

Boipan (MycTb 6yayT BblAaHbl) Takue O03bl

13.
dil.
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dilutus
pa3BefleHHbI

14,

Div. in p. aeq.

Divide in partes aequales
Pasgenu Ha paBHble YacTun

15.
emuls.
emulsio
3MYJIbCUS

16.

extr.

extractum
3KCTPAKT, BbITAXKA

17.

F.

Fiat (fiant)

MycTb 0bpa3syeTcs (obpa3sytoTcs)

18.

gran.
granulum
rpaHy bl

19.

gt., gtt

gutta, guttae
Kanns, Kanam

20.

gtt. peror.

guttae peroralis

Kanau 4N npreMa BHyTpb

21.

inf.
infusum
HacTown

22.

in amp.

in ampullis
B aMnyiax

23.

in tab.

in tab(u)lettis
B TabneTkax

24,
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in tab. prolong.
in tab(u)lettis prolongatis
B TabsieTKax C NPOSIOHrMPOBaHHbLIM BbICBODOXXAEHNEM

25.

in tab. prolong, obd.

in tab(u)lettis prolongatis obductis

B TabsieTKax C NPOSIOHrMPOBaHHbLIM BbICBODBOXXAEHNEM, MOKPLIThIX 060/104KON

26.

lin.
linimentum
XUAKas Ma3b

27.

lig.

liquor
KNOKOCTb

28.

lot.
lotion
JIOCbOH

29.

m. pil.

massa pilularum
nuobHaa Macca

30.

membr. bucc.
membranulae buccales
MJEHKW 3alleyHble

31.

M.

Misce, Misceatur
Cmewwan

(MycTb byneT cMewwaHo)

32.

mixt.
mixture
MUKCTYpa

33.

N.
numero
4yncsiom

34.
ol.
oleum

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

Ctp. 1513 25



Macao (Kunagkoe)

35.
past.
pasta
nacTa

36.

pil.

pilula, pilulae
NWAOASA, NI

37.

p. aeq.

partes aequales
paBHble YacTu

38.

ppt., praec.
praecipitatus
0CaXXOEHHbIN

39.

pulv.
pulvis
MOPOLLOK

40.

g.s.

quantum satis

CKO/bKO NOTpebyeTcs, CKONbKO Halo

41,

r., rad.
radix
KOPEHb

42.

Rp.
Recipe
Bo3bmu

43.

Rep.

Repete, Repetatur

MoeTopwn (MycTb 6yaeT NOBTOPEHO)

44,

rhiz.
rhizoma
KOPHEBMLLE

45,
S.
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Signa, Signetur
0603Hayb (MycTb 6yneT 0603Ha4eHO)

46.
sem.
semen
cems

47.
simpl.
simplex
NpPoCTOoN

48.

sir.
sirupus
cupon

49,

sol.
solutio
pacTBop

50.

sol. peror.

solutio peroralis
pacTBOp A1 NpMeMa BHYTPb

51.
Spr.
spray
cnpen

52.

spr. nas.

spray nasale
Crpen Ha3asbHbIN

53.

supp.

suppositorium

CBeYa, CynnosuTopumn

54,

susp.

suspensio
CyCrneH3us, B3BECb

55.

tabl.
tab(u)letta
TabneTka

56.
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t-ra, tinct.
tinctura
HacTolKa

57.

STT

Systemata Therapeutica Transcutanea
TpaHcaepmanbHasa TepanesTudeckas Cucrtema

58.

ung.
unguentum
Ma3b

59.

vitr.
vitrum
CKSIHKa

MpunoxeHue Ne 3
K NpunkKa3ly MnHucTepcTBa 34paBooxpaHeHns Poccuinckon ®egepauum
oT 14 aHBaps 2019 r. Ne 4H

Mopsnok
oopmMieHNs peLenTypHbiX 61aHKOB Ha lekapCTBEHHbIE NMpenapaThl, NX y4eTa N XpaHeHUS
I. OcbopmneHune perienTta Ha ByMaKHOM HoCcUTene

1. Ha peuenTypHbix 61aHkax popm Ne 107-1/y, Ne 148-1/y-88 1 Ne 148-1/y-04(n) B N€BOM BEPXHEM Yry
npocTaBaseTCcsa WramMmn MeANLUHCKON OpraHn3auny € yka3aHWeM ee HauMeHOBaHUA, agpeca v TenegoHa.
[lononHNTENbHO Ha peuenTypHoM 6naHke opmbl Ne 148-1/y-04(n) NpocTaBAseTCA KOA MeANLUHCKON
opraHmM3auum B COOTBETCTBMN C OCHOBHbLIM FrOCYAapPCTBEHHbIM PErMCTPaLIMOHHBIM HOMEPOM (Janee - OFPH).
Cepus peuenTypHoro 6naHka ¢opmbl Ne 148-1/y-04(n) BkatovaeT Kog cybbekTa Poccuinckon depepaunu,
COOTBETCTBYIOLLNA ABYM NepBbIM Lndpam 06LLEepOCCUNCKOro KnaccugmrkaTopa 06beKToB
aAMUHUCTPATUBHO-TEppUTOPUANLHOro aeneHns (ganee - OKATO).

Pa3peluaeTcsa n3rotaBnmsaTh peLenTypHble 6naHku opmbl Ne 107-1/y n chopmbl Ne 148-1/y-04(n) ¢
MOMOLLbIO KOMMbIOTEPHbLIX TEXHOJIOT A,

2. Ha peuenTtypHbix 6naHkax, ohopMaseMbix UHAUBUAYANbHLIMW NPEANPUHUMATENAMU, UMEIOLLMU
JINLLEH3UIO Ha MEOULMHCKYIO AEeATEeSIbHOCTh, B BEPXHEM NEBOM Yry TMNorpadckuM cnocobom nnm nytem
NPOCTaBAEHUS WTaMMna LO/MKEH ObITb YKa3aH agpec MHAMBMAYaNbHOrO NpeanpuHMMaTens, HoMep 1 gaTa
NNLEH3MKN, HAUMEHOBaHWe OpraHa rocy4apCTBEHHON BIACTU, BblAABLUENO JIULEH3NIO.

3. PeuenTypHble 6naHku dopm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n) 3anonHA0TCA MEANLNHCKIM
paboTHMKOM pa3bopynBO, YETKO, YHEPHUAAMUN NN LLIAPUKOBON PYYKON.

4. llonyckaeTcs opopMaEHNE BCEX PEKBU3NTOB (3a UCKIIIOYEHNEM pPeKBU3UTa "MoaAnnch Nevyallero Bpaya
(noanuce henbaliepa, akyLepkmn") peuenTypHbix 6naHkoB opmbl Ne 107-1/y n dpopmbl Ne 148-1/y-88 ¢
MCMNOJIb30BaHMEM MevaTaloLnx YCTPONCTB.

5. OchopmneHune peuenTypHbix 6i1aHkoB hopMbl Ne 148-1/y-04(n) BKAOYaET UUGPOBOE KOAMPOBAHNME.
LincppoBoe KoanpoBaHue yKkasaHHbIX peLenTypHbIX 61aHKOB BKOYaeT:

1) kog meguunHcKon opraHm3aumm (OFPH) nnan Kog nHaMBMAYanLHOro NpPeanpuHMMaTesNs B COOTBETCTBUN
€ OCHOBHbIM rocyiapCTBEHHbIM PerucTpauuoHHbLIM HOMEPOM MHAMBUAYAIbHOIO NpeanpuHumMaTens (oanee
- OFPHWM), npocTaBAsSEMbI NPU U3rOTOBJIEHUN PELIENTYPHbIX 6/1aHKOB;

2) KoL KaTeropum rpa)kaaH, UMeLmx npaso Ha NosyyYyeHne NeKapCTBEHHbIX NpenapaToB B COOTBETCTBUNY
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co cTaTben 6.1 PegepanbHOro 3akoHa ot 17 mons 1999 r. Ne 178-®3 "O rocygapCTBEHHOM COLINAJIbHOWN
NoMoLLM"E, M KOL HO30/10rM4eckon popMbl Mo MexxayHapo4HOM CTaTUCTUYECKOW KnaccugmrKaLumen
6onesHen (panee - MKB), 3anosiHgeMble neYalyM Bpa4yoM NyTeM 3aHECEHUS KaX 4o undpbl B NyCcTble
AYenKKn, NPY 3TOM TOYKa NPOCTABAAETCA B OTAENbHON AYelKe;

3) oTMeTKa 06 NCToYHUKe huHaHcMpoBaHUs (hedepansHbi 6ogxeT [1], brogxeT cybbekTa Poccuinckon
depepaumnn [2], MyHuumMnansHbIn 6iogxeT [3]) n npoueHTe onnaThl peuenTa (becnnatHo [1], 50% [2], nHon
% [3]);

4) WTPUXKOA - AOMONHUTENbHbLIA PEKBU3UT (B C/ly4ae N3roTOBNEHNS Ha TeppuTopumn cybbekTa Poccuinckonm
depepaumm peuenTypHoro 61aHKka C UCMOb30BaHNEM KOMMbIOTEPHbIX TeXHOOr ). ([lonosHeH - NMpukas
MuHucTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 11.12.2019 Ne 1022H)

t CobpaHue 3akoHogaTenbcTBa Poccuiickon Pepepaunn, 1999, Ne 29, cT. 3699; 2009, Ne 30, cT. 3739; 2010,
Ne 50, cT. 6603; 2013, Ne 48, cT. 6165.

6. B peuenTypHbix 6naHkax opm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n) B rpace "damunns,
WHULMaNbl UMEHW U OTYeCTBa (NocnefgHee - Npy HaAn4yMK) NauneHTa" yKasblBaloTCa aMuans, nHuLmManb
UMeHW 1N 0TYeCTBa (NPU HaIMYUK) NauneHTa.

7. B peuenTypHbix 6naHkax dopm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n) B rpacbe "OaTa poxaeHuns"
yKa3blBaeTCA AaTa POXKAEHMA NauMeHTa (41cno, mecsu, roa).

JononHNTENLHO B peuenTypHbix 6naHkax ¢opmbl Ne 148-1/y-88 n hopmbl Ne 107-1/y ons peten B Bo3pacTe
no 1 ropa B rpagpe "[aTta poxxgeHua" ykasblBaeTCs KONMYECTBO MOHbIX MeCcsLeB.

8. B peuenTypHbIx 6naHkax opmbl Ne 148-1/y-04(n) B rpacax "CHUJIC" n "Ne nonuca oba3aTenbHOro
MeLMLIMHCKOr0 CTPaxoBaHUS" yKa3biBalOTCA CTPAXOBON HOMEP MHANBUAYANLHOMO IMLLEBOrO CHeTa
rpa)xgaHuHa B NeHcnoHHoM oHae Poccniickon ®eaepaumn (CHUIC) (npyn Hanny4mm) n Homep noanca
06543aTeNbHOro MeANLMHCKOro CTPaxoBaHMs.

9. B peuenTypHbix 6naHkax dopmbl Ne 148-1/y-88 B rpace "Agpec MecTa XWUTenbCTBa Uan HoMep
MeLMLMHCKON KapTbl MauueHTa, Noay4yalowWwero MeaMUMHCKY0 NOMOLb B aMBynaTOpHbIX yCnoBmax",
yKa3blBaeTCs agpec MecTa XUTenbCTBa (MecTa npebbiBaHNa M MecTa (hakTU4eCKoro NpoXXnBaHus)
nauveHTa nanm HoMep MeaNUNHCKON KapTbl NaLMeHTa, NosyYanLwero MegmumMHCKY0 NOMOLLb B
ambynaTopHbIX YCNOBUSAX?.

B peuenTypHbix 6naHkax dopmbl Ne 148-1/y-04(n) B rpade "Homep MeANLIMHCKOWN KapTbl NaLWEHTa,
noayYyalowero MegnLMHCKY0 NOMOLLb B aMBynaTOPHbIX YCI0BMAX" YKa3biBAaeTCS HOMEP MeANLNHCKON
KapTbl NaLMeHTa, NoayyaroLLero MeAULMHCKY0 NOMOLLb B aMBynaToOpHbIX yCI0BUAX3.

2 Mpuka3 MnHUCTepCTBa 3a4paBooxpaHeHns Poccuinckon ®epepaumm ot 15 gekabpsa 2014 r. Ne 834H "06
yTBEPXAEHMUN YHUPULNPOBAHHbBIX (HOPM MEANLNHCKON AOKYMEHTaUNW, NCMONb3YEMbIX B MEOULMHCKNX
OpraHM3aunax, OKasbiBaloWwmx MeANLNHCKYIO MOMOLLL B aMOynaTOPHLIX YCIOBUSX, U MOPALKOB MO UX
3anoaHeHn0" (3apernctpmpoBaH MMHMCTEpPCTBOM toCcTULMK Poccninckon ®epepauun 20 despans 2015 r.,
perncTpaumnoHHbin Ne 36160), C U3MEHEHUAMW, BHECEHHBIMU NMPUKa3oM MUHUCTEPCTBA 34paBOOXPaHEHNS
Poccuiickon ®epepaumm ot 9 aHBaps 2018 r. Ne 2 (3apeructpnpoBaH MUHUCTEPCTBOM OCTULAM
Poccninckon ®eapepaunn 4 anpensa 2018 r, pernctpauunoHHbii Ne 50614) (nanee - npnka3s Ne 834H).

3 MNpwvkas Ne 834H.

10. B rpacpe "®amunng, nHULMaNbL UIMEHW U 0THYECTBa (NoCnefHee - MPU HaAU4YMKM) nevallero Bpada
(dhbenbawepa, akywepkn)" peuenTtypHbix 61aHkoB dopm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n)
PY4HbIM CNOCOBOM MK C MOMOLLLIO LUTAaMNa YKa3biBATCA PaMUANS, UHALLKAMLI UMEHW 1 0THECTBa
(nocnepHee - Npu HaAMYMM) MeANLUMHCKOro paboTHMKA, Ha3Ha4YMBLLErO IeKapCTBEHHbIE NpenapaThbl 1
ohopMuMBLLErO peuenT.

11. B rpacpe "Rp" peuentypHbix 61aHkoB hopm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n) yka3biBaeTCs:
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1) HanMeHoBaHMe NeKapCTBEHHOrO NpenapaTa (MexayHapoAaHoe HenaTeHTOBAHHOE HaMeHOoBaHNe,
rpynnupoBOYHOE WM XUMUYECKOEe HAaMMEHOBaHWE, TOProBoe HAaMMEHOBAHWE) Ha TATUHCKOM A3blke, (hopMa
BbIMyCKa, A03MPOBKa, KOJINYECTBO;

2) cnocob npMMeHeHNs NIeKapCTBEHHOIO NpenapaTa Ha rocyaapCTBEHHOM a3blke Poccuiickon deaepaunmn
WA Ha rocyfapCTBEHHOM fi3blke Poccuinckon ®enepauunm 1 rocyaapCTBEHHOM A3blke pecnybank n UHbIX
A3blkax HapogoB Poccuinckon Gegepauumn®,

4YacTtb 1 ctaTby 15 3akoHa Poccuiickon ®enepaumm oT 25 okTabpsa 1991 r. Ne 1807-1 "O s13bikax Hapoa0B
Poccunckon ®epnepaummn” (Begomoctn cbesga HapoaHbix genytatos PCOCP n BepxosHoro Coseta PCOCP,
1991, Ne 50, cT. 1740; CobpaHue 3akoHogaTenbcTBa Poccuinckon ®epepaumm, 1998, Ne 31, cT. 3804)
(nanee - 3akoH Ne 1807-1).

12. NMpu ohopMNeHnn peLenTypHbIX 61aHKOB 3aMnpeLlaeTcs OrpaHNYMBaTLCA 0OLLMMIM YKa3aHNAaMN,
Hanpumep, "BHyTpeHHee", "3BecTHO".

13. PeuenT, ohopMneHH:bIN Ha peuenTypHoM BnaHke dhopm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n),
NoAMNMCbIBAETCA MEANLUNHCKMM pabOTHMKOM 1 3aBEPAETCS ero nevyaThbio.

PeuenT, odhopMaeHHbIN Ha peLenTypHoM bnaHke dopMbl Ne 148-1/y-88 1 hopmbl Ne 148-1/y-04(n)
LOMNOSHUTESNIbHO 3aBEPSETCS NevYaTblo MEAULUHCKON opraHu3auny "Ons peuentos".

14. Ha ogHoM peuenTypHoM b6naHke dopmbl Ne 148-1/y-88 n hopmbl Ne 148-1/y-04(n) pa3pewaeTtcs
OCYLLECTBJIATb Ha3HaYeHNE TONbKO O4HOIr0 HaMMEeHOBaHNS JIEKapCTBEHHOIO nNpenapaTa.

Ha ogHom peuenTypHoMm 6aaHke ¢opmbl Ne 107-1/y pa3pellaeTcs oCyLWeCcTBAATL Ha3HaYeHne ToIbKO
O04HOr0 HaVMMEHOBAHWS NeKapCTBEHHOMO NpenapaTa, 0THocAWeroca no ATX K aHTUNCUXOTUYECKUM
cpencteam (kog NO5SA), aHkcnonmTmkam (kog NO5B), cHOTBOpHBLIM 1 cefaTuBHbIM cpeacTeam (kog NO5C),
aHTnaenpeccaHTam (kog NOGA) n He moanexxallero npeaMeTHO-KOIMYEeCTBEHHOMY YYETY, U A0 TPeX
HaMMEHOBAHUN NeKapCTBEHHbLIX MPENapaToB - A8 UHbIX JIEKAPCTBEHHbIX NPenapaToB, HE OTHECEHHbIX K
BbllLieyKa3aHHbIM ATX.

15. UcnpaBneHns B peLenTe He OONYCKaTCA.

16. Mpwn opopmneHnmn peuenTypHbiX 61aHKoB ¢opm Ne 148-1/y-88, Ne 107-1/y n Ne 148-1/y-04(n) Ha
JIEKapPCTBEHHbIE MpenapaThl, Ha3HaYeHHbIe MO peLleHunto BpavyebHom Komuccum, Ha 06opoTe peLenTypHOro
6naHKa CTaBUTCA cneunanbHas oTMeTKa (WwTamn).

17. Ha peuenTtypHoM 6naHke dopmbl Ne 148-1/y-04(n) BHM3Y UMEETCA IMHUA OTPbIBA, pPa3aensaioLLas
peLenTypHbI 61aHK 1 KOPELLIOK.

KopeLlok oT peLienTa, 0hOpMJEHHOI0 Ha YKa3aHHOM peuenTypHoM B6naHKe, BblgaeTcs naumeHTy (ero
3aKOHHOMY MpeACTaBUTes0) B anTe4YHOW OpraHn3aLmm, Ha Kopellke aenaeTcs 0OTMeTKa 0 HauMeHOBaHUK
JIeKapCTBEHHOrO NpenapaTa, A03MPOBKe, KOJINYeCTBe, cnocobe npumeHeHus.

18. OchopmneHmne cneumansHOro peuenTypHoro 61aHka Ha HAPKOTUYECKOEe CPEeCTBO U NMCUXOTPOMHOE
BELLECTBO OCYLLECTBASETCSA B COOTBETCTBUMN C NPMKa3oM MUHUCTEPCTBA 34paBOOXpaHeHNS POCCUMCKON
®epepaumm ot 1 aBrycta 2012 r. Ne 54H "0O6 yTBEepxaeHUN hopMbl 61aHKOB peLienToB, CoAepXXaLLnx
Ha3Ha4YeHNe HapKOTUYECKUX CPEACTB UAN NCUXOTPOMHbLIX BELECTB, NOPSAAKa UX U3rOTOBJIEHMS,
pacnpegeneHns, perucTpaunmn, yieta n XxpaHeHus, a Takxxe npasua ohopmaeHns"s.

5 3apernctpupoBaH MMHMCTEPCTBOM tocTuumn Poccuinckon ®enepauum 15 asrycta 2012 r.,
perncTpaunoHHbIin Ne 25190, ¢ NI3MEHEHMAMM, BHECEHHBIMW MPUKa3aMn MUHUCTEPCTBA 3[1paBOOXPaHEHNS
Poccunckon ®epepaumm ot 30 noHa 2015 r. Ne 385H (3apeructpuposaH MUHUCTEPCTBOM HOCTULAN
Poccuiickon ®epepaummn 27 Hoabpsa 2015 r., pernctpaunoHHbin Ne 39868), ot 21 anpens 2016 r. Ne 254H
(3apeructpmnpoBaH MUHUCTEPCTBOM toCcTULMK Poccuinckon ®egepauun 18 nionsd 2016 r., perncTpaumoHHbIN
Ne 42887), oT 31 okTa6ps 2017 r. Ne 882H (3apernctpuposaH MUHUCTEPCTBOM IOCTULUN POCCMNCKOW
®epepaumnm 9 aHeapsa 2018 r., perncTpaunoHHbin Ne 49561).
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II. OcbopmneHune peuenTa B hOpMe 3JIEKTPOHHOIO AOKYMEHTA

19. PeuenT B (hopMe 3/1EKTPOHHOI0 AOKYMEHTA, MOANUCAHHOIO YCUIEHHON KBAaNNMULNPOBaHHOW
3N1EKTPOHHOM NOANUCHIO, (POPMUPYETCH MEANLIMHCKUM PabOTHUKOM, CBEAEHUSA O KOTOPOM BHECEHbI B
henepanbHbI PErncTp MEANLNHCKMX PabOTHMKOB®, a TakXXe Npu YCJI0BUU PErNCTPaLUmn MeaNLNHCKON
opraHu3aunn, B KOTOpon 0hOpMASETCA peLenT, B (hellepajlbHOM peecTpe MeanLUMHCKUX OpraHm3aunin’
€VHON roCygapCTBEHHON NH(OPMALIMOHHON CUCTEMbI B Chepe 3 PaBOOXPaHEHNS 1 MOAKIIIOYEHNS Takon
MeOMLNHCKOM OpraHn3aumm K rocyaapCTBeHHON MHGOPMaLMOHHON CUCTEME B Chepe 34paBO0XPaHEHNS
cybbekTa Poccuiickon GepepaLimms.,

6 MyHKTbI 6, 7 M0ON0XKEHNS O €ANHON rOCYAapCTBEHHOWN NHGOPMALIMOHHON CUCTEME B cdepe
3[1paBOOXPaHEHNS, YTBEPXXAEHHOI0 NOCTaHOBeHMeM lNMpaBuTenbCTBa Poccninckon denepaumm ot 5 mas
2018 r. Ne 555 (CobpaHue 3akoHofaTenbCcTBa Poccuinckon ®epepaumu, 2018, Ne 20, cT. 2849; Ne 49, cT.
7600; Ne 50, cT. 7755; 2019, Ne 6, cT. 533) (nanee - NMonoxxeHne o egnHON cnucteme).

" MyHKTb! 9, 10 MNMoN0XKEHNA 0 efMHON CUCTeMe.

8 Ctatbk 91 n 91.1 ®enepanbHOro 3akoHa oT 21 Hoabpsa 2011 roga Ne 323-03 "O6 ocHoBax oxpaHbl
3[10p0oBbA rpaxaaH B Poccuinckon denepauun” (CobpaHue 3akoHomaTenbcTBa Poccuinckon depepaunu,
2011, Ne 48, cT. 6724; 2012, Ne 26, cT. 3446; 2013, Ne 27, cT. 3477; Ne 39, cT. 4883; Ne 48, cT. 6165; 2014,
Ne 30, cT. 4257; Ne 43, cT. 5798; Ne 49, cT. 6927, 6928; 2015, Ne 1, cT. 85; Ne 10, cT. 1425; Ne 27, cT. 3951;
Ne 29, cT. 4397; 2016, Ne 1, cT. 9, 28; Ne 15, cT. 2055; Ne 18, cT. 2488; No 27, cT. 4219; 2017, Ne 18, cT. 2663;
Ne 31, cT. 4794).

20. Mpwu othopmneHnn peuenTa B hOpMe 3JIEKTPOHHOIO AOKYMEHTa Ha JlIeKapCTBEHHbIe npenapaThl,
yKa3aHHble B NoANyHKTax 2 - 5 nyHkTa 10 u nyHkTe 12 MNopsifaka Ha3HaYeHUs NeKapCTBEHHbIX NPenapaTos,
YTBEPXXAEHHOIO HAaCTOALWMM MPUKA30M, U OTMYCKaeMbIE 3a MOJIHYI0 CTOUMOCTb, 3aM0IHATCS cneayloLine
PEKBN3UTbI:

1) kop cybvekTa Poccuinckon ®epepaunn no OKATO, onpegensiowmii rocy4apCcTBeHHY0 NHGOPMaLMOHHYIO
cmMcTeMmy B cdhepe 34paBooxpaHeHns cybbekTa Poccuinckon ®enepauim, B KOTOPO ChOPMUPOBAH peLenT B
(hopMe 3N1eKTPOHHOr0 OKYMEHTa;

2) HaUMeHOBaHMe MeaNLNHCKON opraHn3aunm, agpec, TenedoH nav pamMmnana, UHALNaNb UMEHN U
0TYecTBa (nocnenHee - NPU HaMYNN) MHAMBUAYANLHOIO NPeAnpPUHUMATENS, UMEIOLLLEr0 INLIEH3MIO Ha
MeONLUNHCKYIO OeATeNbHOCTb, ero ajpec;

3) OI'PH topuaunyeckoro nmua (MeanumHckon opraHmsaunn) nam OrPHUM nHanemngyansHoOro
npeanpuHuUMaTens;

4) paTa oopmneHuns peuenTta (yKa3biBaeTCa YAC/0, Mecal, roa);

5) paTa oOKOHYaHUS LencTBUs peuenTa (hopMmpyeTca rocy4apCTBEHHON MHGOPMALMOHHON CUCTEMON B
cthepe 3apaBooxpaHeHuns cybvekTa Poccminckon ®egepauim B COOTBETCTBMM CO CPOKaMU OENCTBUSA
peuenToB: 15 gHen, 30 gHen, 60 aHewn, 90 aHen, fo 1 roga);

6) YHMKanbHbIN HOMep peLenTa (hopMUpyeTCs rocyapCTBEHHON NH(OPMALIMOHHON CUCTEMOW B cdepe
3apaBooxpaHeHns cybbekTa Poccuinckon ®epepauny n obecnevymBaeT 04HO3HAYHYIO NAEHTUUKALNIO
peuenTa B (hOpMe 3/1IeKTPOHHOI0 AOKYMeHTa B codeTaHum ¢ OKATO, OI'PH nan OTPHIAM);

7) oTmeTKM "cito" (cpoyHo) unm "statim" (HemeaneHHO) Npyu HEOBXOAUMOCTM CPOYHOIO U HEMEJIEHHOI 0
OTMNYCKa JIeKapCTBEHHOr o npenapaTa nauneHTy;

8) agpec naumeHTa (yKa3blBaeTCA NOYTOBbIA agpec MecTa XUTenbCcTBa (MecTa npebbiBaHWa UK MecTa
(haKTUYECKOro MPOXXMNBaHWA) C yKa3aHMEM MHAEKCA, HAaMMEHOBaHUS Kpas, obnactu, pecnybankn,
aBTOHOMHOIO OKpYyra, HaMeHOBaHNS HAaCeIeHHOr 0 MNyHKTa, HAMMEHOBaHUA YunLbI (TpoCcneKTa, Nepeynka,
npoespna), HoMepa goMa (C yKasaHMEM Kopryca, Mpu Haan4umn), HoMepa KBapTupbl);

9) HOMep 3JIeKTPOHHON MeANLUHCKON KapTbl NauMeHTa B rocyapCTBEHHON NH(OPMALMOHHON CuCTeMe B
cthepe 3apaBooxpaHeHns cybbekTa Poccuinckon ®egepaumm;
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10) hamunms, ums, 0TY4ECTBO (NPW HAANYMK) NALMEHTa NOJIHOCTHIO;

11) paTa poXXgeHusa nauneHTa (yKasblBaeTCsa YMCN0, Mecsl, rof), ond geten o 1 roga LOMNOAHUTENBHO
YKa3blBaeTCA KONYECTBO NOJIHbIX MECSLIEB;

12) hammnus, HMUManbl UMEHN 1 OTYECTBa (MocnenHee - MPU Haanyumn) MeanUnHCKoro paboTHMKa
MOJIHOCTbIO;

13) HavMeHoBaHWe NeKapCTBEHHOrO nNpenapaTa (MeXxayHapogHoe HenaTeHTOBaHHOE HavMeHoBaHue,
rpynnupoBOYHOE MM XUMUYECKOe HaMMEeHOBaHWe, TOProBoe HaMMeHOBaHWE) Ha NAaTUHCKOM A3blKe,
[03UPOBKa, (hopMa BblMyCKa, KOJNYeCTBO;

14) cnocob npuMeHeHNs nekapCTBEHHOr0 NpenapaTa Ha rocyaapCcTBEHHOM si3blke Poccuinckon ®enepauun
WA Ha rocyfapCcTBEHHOM fi3blke Poccuinckon ®egepauunm 1 rocyaapCTBEHHOM A3blke pecnybank n UHbIX
A3blkax HapogoB Poccuinckon ®egepaunmn®,

?°YacTtb 1 cTtatbn 15 3akoHa Ne 1807-1

15) npu3HaK yTBEP>XAEHNSA Ha3HaYeHNa NeKapCTBEHHOMO NpenapaTa Mo peLleHnto BpayebHon KoMmuccmm
MeLMLMHCKON opraHu3aLmu;

16) 0OTMEeTKa 0 Ha3Ha4YeHMUN NIEKApPCTBEHHOr O NpenapaTa Mo peLleHnto BpadebHON KOMUCCMN Me4NLIMHCKON
opraHu3auum B Ciyyasx, yka3aHHblx B ab3aue BTOpoM nyHKTa 6 MNopsika Ha3HavYeHNs eKapCTBEHHbIX
npenapaTos, yTBEP)KAEHHOI0 HAaCTOALWMM NPUKa30M;

17) oTMeTKa 0 cneumanbHOM Ha3HaYeHUN NeKapCTBEHHOMO NpenapaTa (3anofiHAeTCs B Cyyaskx,
yKa3aHHbIX B NyHKTax 16 1 25 MNopsafka Ha3HavyeHna NeKkapCcTBEHHbIX NpenapaTos, YTBEPXKAEHHOr0
HaCTOALLMM NPUKA30M);

18) oTMeTKa 0 crneLmanbHOM Ha3Ha4YeHUN NeKapCTBEHHOMO NpenapaTa NnauneHTy ¢ 3abonesaHnem,
TpebyLnM AIMTENbHOr0 KypCcoBOro neyeHuns (3anosiHAeTCs B C/lyvae, yka3aHHOM B MyHKTe 24 MNopsiaka
Ha3Ha4YeHUs NeKaPCTBEHHbIX MPENapaToB, YTBEPXAEHHOIr0 HACTOALLMM NPUKA30M) C NPOCTaBAEHNEM
NepruoanyHOCTM OTMYCKa NeKapCTBEHHOMO NpenapaTa;

19) npu ocopMaeHun peuenTta B POpMe 3N1EKTPOHHOIO AOKYMEHTA Ha JIEKAPCTBEHHbIE NpenapaThl,
yKa3aHHble B NoAnyHKTax 2 - 5 nyHkTa 10 u nyHKTe 12 MNMopsaaka Ha3Ha4YeHUs NekapCTBEHHbIX NpenapaTos,
YTBEPXXAEHHOr0 HAaCTOSLLMM NPUKA30M, FrpaXkaHaM, UMeL MM NpaBo Ha becnnaTHoe NoslyyeHune
NEeKapCTBEHHbIX MpenapaToB Uan NoyYyeHne NeKapCTBEHHbIX NpenapaToB CO CKUAKON, 3an0aHAITCS
PEKBM3UTbI, MPEAYCMOTPEHHbIE NOANYHKTaMK 1 - 18 HacTosALWeEero NyHKTa, a TakXxe cielyolne pekBu3nThl:
a) KaTeropusa rpakaaH, MMetoLLMX NpaBo Ha NoJlyYeHne NeKapCTBEHHbIX NpenapaToB B COOTBETCTBMM CO
CTaTben 6.1 ®enepanbHOro 3akoHa ot 17 uonsg 1999 r. Ne 178-®3 "O rocyapCTBEHHOW COLMANIbHON
nomoLuu"to;

6) kog Ho3onornyeckom opmel No MKB;

B) UCTOYHMK (hrHaHcupoBaHua (1 - henepanbHbin BloaxeT, 2 - blogxeT cybbekTa Poccuiickon degepaunn,
3 - MyHUUMNanbHbIN 610aXeT);

r) pa3mep onnatel (1 - 6ecnnaTtHo, 2 - 50%, 3 - nHon %);

[l) CTpaxoBoW HOMEepP UHAMBNAYANLHOrO MNLEBOr0 CYeTa rpakgaHnHa B NMeHCMoHHOM oHae PoCCUMInCKoN
®epepaumm (Npy Hanu4mm) (CHUNC);

€) Homep nosmca 0653aTenbHOro MEAMLIMHCKOrO CTPax0BaHMS.

10 CobpaHune 3akoHomaTenbCTBa Poccuinckon depepaunn, 1999, Ne 29, cT. 3699; 2009, Ne 30, cT. 3739;
2010, Ne 50, cT. 6603; 2013, Ne 48, cT. 6165.

21. Npw npocTaBneHN OTMETKU, YKa3aHHON B NoANyHKTe 16 nyHkTa 20 HacToswero MNopsaaka, peuenT B
(hopMe 3NeKTPOHHOr0 AOKYMEHTa NOAMUCLIBAETCSH YCUNEHHOW KBaIU(PULUPOBAHHON 371€KTPOHHON
NOAMWCLIO NpeacenaTens uan cekpeTaps BpavyebHon KOMUCCUN MEAVLMHCKOW OpraHmn3auum, npu
NPoCTaBJIEHUN OTMETOK, YKa3aHHbIX B nognyHkTax 17 n 18 nyHkTa 20 HacToswwero Nopaaka, -
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YCUAEHHbIMU KBaANGULNPOBAHHBIMY 3IEKTPOHHbLIMW MNOAMUCAMU COOTBETCTBYOLMX MEANLINHCKNX
paboTHMKOB.

22. Mo TpeboBaHMIO NaLMeEHTa MU ero 3aKOHHOIro NpeACcTaBnTeNs 0hOPMASETCS IK3EMMIAP peLenTa B
hopMe 31eKTPOHHOr0 AOKYMeHTa Ha ByMa)kHOM HOCUTese, B TOM YMCe NyTeM ero 0hopMAEHNS Ha
peuenTypHbix 6naHkax opm Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(n) c oTmeTKon "AybnukaT
3JIEKTPOHHOI0 fLOKYMeHTa".

lll. YyeT peuenTypHbix 61aHKOB

23. YyeT peuenTtypHbix 6naHkos popm Ne 107-1/y, Ne 148-1/y-88 1 Ne 148-1/y-04(n), N3roTaBanBaeMbix
Tunorpadckum cnocobom (panee - peuenTypHble BnaHkW, NoAsexXallne y4eTy), OCyLLeCTBASETCS B
XKYpHaJsiax yyeTa, NPOHYMePOBaHHbIX, MPOLLUHYPOBAHHbLIX Y CKPErJIeHHbIX MOAMUCbI0 PYKOBOAUTENSA U
nevyaTbio MEANLIMHCKON OpraHM3aLmm uav noagnucbio MHAMBMUAYaNbHOrO NpeanpuHUMaTenNs, UMeILLEero
JINLLEH3MI0 Ha MeAULMHCKYIO AeATeNIbHOCTb.

24. XXKypHan yyeTa peuenTypHbix 61aHkoB ¢opmbl Ne 107-1/y comepxuT cnefytowine rpadsbi:

1) HoOMep No NopsaKy;

2) B pasgene "Mpuxon":

a) paTa perucTpaunn LOKYMeHTa, NOATBEPXKAALWEro NoCTynjaeHune;

6) HoMep 1 faTa LOKYMEHTa, MOATBEPXKAAIOLLEro NOCTYNAeHNe, HaMMEHOBaHNe NOCTaBLUUKA;

B) obLuee KONMYeCTBO NOCTYNUBLLMX peLlenTypHbIX 61aHKOB;

r) hamuans, HMLMabl UMEHN U O0TYeCTBa (NocieHee - Mpu Haan4umn) N NOANUCL OTBETCTBEHHOIO
MeLMLMHCKOro paboTHMKa, NOAYYMBLLErO peLenTypHble 61aHKK 0T NOCTaBLLMKA;

3) B pa3gene "Pacxon":

a) AaTa BblAayu peuenTypHbIX 61aHKOB;

6) KOIM4eCTBO BblAaHHbIX peLenTypHbIX 61aHKOB;

B) (haMuNuns, MHULMANbI UMEHW 1 0TYeCTBa (MocnefHee - Npu Han4um) OTBETCTBEHHOMO MeAULMHCKOro
paboTHMKa, Nony4MBLIEro peuenTypHble bnaHku;

r) NOANNCb OTBETCTBEHHOIrO MEAULMHCKOr0 paboTHMKa, MOJyYMBLIEro peuenTypHble BiaHKu;

4) haMunus, nHuLmManbl UMeH 1 0TYeCTBa (NocaefHee - Npu HaJuyYnm) 1 NOANUCL OTBETCTBEHHOI O
MeLMLMHCKOro paboTHMKa, BblLABLIEro peLenTypHble bnaHku;

5) ocTaToK peuenTypHbIX 61aHKOB.

25. XKypHan yyeTa peuenTypHbiX 61aHKoB ¢opm Ne 148-1/y-88 1 Ne 148-1/y-04(n) cogepXxuT cnegyroLime
rpadol:

1) HoMep No NopaaKy;

2) B pa3zgene "Mpuxon":

a) flaTa perncrTpaumm LOKYMeHTa, NOATBEPXAAKOLLEro NOCTYMNIeHUE;

6) HoMep 1 faTa LOKYMeHTa, MOATBEPXKAAOLLEro NoCcTynaeHme, HaMeHoBaHWe NoCTaBLUUKa;

B) obLlee KONMYeCTBO NOCTYNUBLLMX PELLENTYPHbIX 61aHKOB;

) cepum 1 HoMepa peLenTypHbIX 61aHKOB;

L) KONNYeCTBO peLenTypHbIX 6/1aHKOB Mo cepumsm;

e) hamunna, nHAUMaNbl UMEHN 1 OTYeCTBa (NocsieiHee - NPy Hann4ymMm) U NOANNCL OTBETCTBEHHOI0
MeLMLMHCKOro paboTHMKa, NoyYMBLLErO peLenTypHble 6i1aHKK OT NOCTaBLLMKa;

3) B pa3gene "Pacxon™:

a) faTa BblAayu peuenTypHbIX 61aHKOB;

6) cepumn 1 HoMepa BblAaHHbIX peLenTypHbIX 6/1aHKOB;

B) KOJINYECTBO BblJaHHbLIX peLenTypHbIX 611aHKOB;

r) haMunns, HMLMaIbl UMEHN N 0TYeCTBa (MocaefHee - Npu Haan4nmM) OTBETCTBEHHOIO MeAULIMHCKOro
paboTHMKa, NoNy4MBLIEro peuenTypHble BnaHky;

L) NOANUCb OTBETCTBEHHOr0 MeAULMHCKOro paboTHUKa, NOy4YmMBLLEro peLenTypHble bnaHkuy;
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4) haMunns, NHMLMaNbl UMeHW 1 0TYeCTBa (MocaedHee - Npu HaAUYUM) N NOSNUCL OTBETCTBEHHOMO
MeLMLMHCKOro paboTHMKa, BbILABLIEro peLenTypHble naHku;

5) ocTaToK peuenTypHbIx 61aHKOB.

26. Y4eT cneumanbHbIX peuenTypHbIX 61aHKOB Ha HapKOTMYECKOe CPeCTBO M NCUXOTPOMHOE BELLECTBO
OCYLLECTBASETCA B COOTBETCTBMM C NpMUKa3oM MUHUCTEPCTBa 34paBooXpaHeHus Poccuinckon ®epepaunm
oT 1 aBrycta 2012 r. Ne 54H "06 yTBEpXaeHUMN hopMbl 61aHKOB PELIENTOB, COAEPXKALLMX Ha3HaYeHNe
HaPKOTUYECKNX CPELACTB UM NCUXOTPOMHbLIX BELLECTB, NOpsSAKa UX U3rOTOBNEHUS, pacnpeneneHuns,
pernctpaunm, y4eta n XpaHeHus, a Takxke npasua oopmneHns"t,

11 3aperncTpmpoBaH MnHNCTEPCTBOM tocTUL MM Poccuinckon ®epepaumm 15 asrycta 2012 r.,
perncTpaunoHHbin Ne 25190, C NI3MEHEHMAMMN, BHECEHHBIMW MPUKa3aMn MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccuiickon ®epepaumm ot 30 noHA 2015 r. Ne 385H (3apernctpuposaH MUHMCTEPCTBOM OCTULMUN
Poccuinckon ®epepaummn 27 Hosbpsa 2015 r., peructpauunoHHbin Ne 39868), oT 21 anpensa 2016 r. Ne 254H
(3apeructpmpoBaH MUHUCTEPCTBOM toCTULMK Poccuinckon ®egepauun 18 uions 2016 r., pernctpaumoHHbIN
Ne 42887), oT 31 okTabpsa 2017 r. Ne 882H (3apeructpmpoBaH MUHUCTEPCTBOM OCTULMUKN PoccnMinckon
®epepaumnm 9 aHBapa 2018 r., perncTpaunoHHbIn Ne 49561).

27. YyeT peuenToB, 0hOpMAEHHbIX B JOPME 3N1EKTPOHHOIO AOKYMEHTA, OCYLLECTBAAETCS B
rocyapCTBEHHOM MHGOPMaLIMOHHONM CUCTEME B chepe 3apaBooxpaHeHns cybbekTa Poccninckon
depepaunm NOCPeCTBOM BEAEHUSA €ANHOI0 peecTpa peLenToB, 0hOPMIIEHHbIX B (DOPME 3NEKTPOHHbIX
LOKYMEHTOB.

IV. XpaHeHue peuenTypHbiXx 61aHKOB

28. MeonUMHCKMeE opraHn3aumm noayyatoT Heobxoanmble peLenTypHble 61aHKK, N3roTOBEHHbIE
TunorpadCKmm cnocobom, Yepes opraHbl ynpasaeHUa 34paBoOXPaHEHNEM UK OpraHn3aLunm,
YMO/IHOMOYEHHbIE Ha 3TO OpPraHaMu NCMOJHUTENLHOM BlacTu cybbekToB Poccuiickon ®eagepauuu.

29. PeuenTypHble 61aHKK, NoANexXallne yYeTy, XpaHATCA OTBETCTBEHHbIM JINLLOM, Ha3HAYE€HHbIM
PYKOBOAUTENEM MEOULMHCKON OpraHn3aLum, B 3anMpaemMoM MeTauIn4eckoMm LwKady (cende) nam
MeTa/INYECKOM SLLMKE.

30. MHanBmayanbHbIn NpeanpuHUMaTeNb, UMEOLWNA ANLEH3NIO HA MEANLNHCKYIO OeATeNbHOCTb, XPaHuT
peuenTypHble 61aHKK, Noanexalue y4eTy, B 3aNMpaeMoM MeTaSIMYECKOM WKady (cende) nnm
MeTa/JIM4EeCKOM SILLMKE.

31. MpoBepKa COCTOSAHNSA XpPaHEHUS, y4eTa, aKTUYECKOro Han4Ma U pacxolia peLenTypHbIX 6J1aHKOB,
nogsexawiunx y4yeTy, O4MH pa3 B KBapTas OCYLLeCTBASETCSA KOMUCCMEN, CO34aHHON B MEANLUHCKON
opraHusauuu.

32. PeuenTypHble 6n1aHKkK, ohopmMisieMble Ha ByMa)KHOM HOCUTESE U NoaeXXaluue y4eTy, BblAaloTCs
MeaNUUHCKMM paboTHMKaM, MMeLW MM NpaBo 0POPMIEHNS PELLEeNTOB, MO PaclopsXXeHMO rNaBHOro Bpaya
WUKn ero 3amecTuTens.

Mony4eHHble peuenTypHble 61aHKN Ha 6YMa)XKHbIX HOCUTENAX XPaHATCA MeANLUMHCKMMUN paboTHUKaMK B
nomMelleHnsax, obecneyvmBaroLLMX Nx COXPaHHOCTb.

33. XpaHeHue cneumanbHblX peLenTypHbix 61aHKOB Ha HAPKOTUYECKOe CPeACTBO U NMCUXOTPOMHOE
BELLLECTBO 1 BblAay4a YKa3aHHbIX peLenTypHbiX 61aHKOB MeAULMHCKOMY pabOoTHMKY OCYLLECTBASETCA B
COOTBETCTBMM C NPUKa3oM MUHUCTepPCTBa 34paBooxpaHeHns Poccuinckon ®egepauum ot 1 aBrycta 2012 r.
Ne 54H "O6 yTBEpXXAEHMM hopMbl 61aHKOB peLenToB, COAepXKalluX Ha3HaYeHne HapKOTUYECKNX CPeacTB
WU NCUXOTPOMHbLIX BELLECTB, NOPSALKa UX U3roTOBJIEHMA, pacrnpeneneHns, perncTpauum, yvyerta un
XpaHeHus, a Takxxe npasun opopmiaeHmna”t2,

12 3apernctpmpoBaH MUHNCTEPCTBOM tOCTULMK Poccminckon ®epepaumm 15 asrycta 2012 r.,
pernctpaumoHHbin Ne 25190, ¢ U3MEHEHUAMN, BHECEHHBIMW MPUKa3aMn MUHUCTEPCTBA 34PaBOOXPaHEHNS
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Poccninckon ®epepaumm ot 30 noHsa 2015 r. Ne 385H (3apeructpmnposaH MMHUCTEPCTBOM HOCTULMM
Poccuinckon ®epepaumm 27 Hoabpsa 2015 r., peructpaumnoHHbin Ne 39868), oT 21 anpensa 2016 r. Ne 254H
(3aperncTpupoBaH MnHNCcTepCcTBOM toCTULMK Poccuinckon ®egepaumm 18 nona 2016 r., perncTpaunoHHbIRn
Ne 42887), oT 31 okTa6ps 2017 r. Ne 882H (3apernctpupoBaH MUHUCTEPCTBOM HOCTULNN POCCMICKOW
depepaumnm 9 aHeapsa 2018 r., pernctpaunoHHbIn Ne 49561).

34. MporpaMMHO-TEXHUYECKNE CpeCTBa roCyAapCTBEHHbIX MHPOPMaLIMOHHBIX CUCTEM B Chepe
3[1paBOOXPaHEHUS, MEANLIMHCKUX MHPOPMALIMOHHBIX CUCTEM MeAMLMHCKUX OpraHmM3aLnin obecneynsatoT
XpaHeHWe 3/1eKTPOHHbIX peLenToB, 0hOPMSIEHHbIX B (DOPMe 3NIeKTPOHHbLIX LOKYMEHTOB, B Te4YeHMe CPOKOB,
YCTAHOBJ/IEHHbIX 419 XPaHEHUS peLenToB, 0hOpPMEHHbIX HA COOTBETCTBYIOLLMX (hOpMax peLenTypHbIX
61aHKOB Ha ByMa)XKHOM HocuTenets,

B3 TIyHKT 14 npaBua 0TNycKa NeKapCTBEHHbIX NpenapaTos A8 MegnLMHCKOro NPUMEHEHUs, B TOM Yucie
NMMYHOBMONOrNYECKUX SIeKapCTBEHHbIX NpenapaTos, anTe4YHbIMY OpraHn3aunsaMun, UHANBUAYaAbHbIMU
npeanpuHUMaTeNs M1, UMEOLUMA NINLEH3NIO Ha (hapMaLleBTUYECKYI0 AeATEeNbHOCTb, YTBEPKOAEHHbIX
nprkKa3oM MuHmncTepcTBa 34paBooxpaHeHuns Poccuinckon ®epepauum ot 11 miona 2017 r. Ne 403H
(3apeructpupoBaH MuHNCTEPCTBOM toCTULMK Poccuinckon ®epepaunn 8 ceHTabpsa 2017 r.,
perncTpaumoHHbin Ne 48125).
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