MUHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOW OENEPALIMA
NMPUKA3
ot 20 gekabps 2012 roga N 1175H

06 yTBEPXOEHUN NOPAAKA HAa3HAYEHUA 1 BbINMUCHIBAHUA JNTIEKAPCTBEHHbLIX
npenaparoB, a Takxe dopm peuenTypHbix 611aHKOB Ha NeKapCTBEHHbIE NpenapaThl,
nopsaaka 0ddopMNeHns ykasdaHHbIX 6M1aHKOB, UX y4eTa U XpaHEHNS

(c uameHeHnamu Ha 30 uroHa 2015 roga)

[OKYyMEHT C U3MEHEHNAMWN, BHECEHHBLIMW:

npukasom MuHsapaBa Poccum ot 2 gekabpsa 2013 roga N 886H (Poccuinckas
raseta, N 294, 27.12.2013) (sctynun B cuny ¢ 1 aHBapsa 2014 roga);

npukazoMm MuHsapasa Poccum ot 30 mtoHs 2015 roga N 386H (OdmumnanbHbIn
WHTEepHeT-NopTan npasBoBON WHopMauun www.pravo.gov.ru, 10.08.2015, N
0001201508100053) (0 nopsigke BCTYNMEHUss B CWUy CM. OYHKT 2 npukasa
MuHsgpasa Poccum ot 30 mioHsa 2015 roga N 386H).

B cooTtBetcTBUM Cc nyHKTOM 16 yactm 2 ctatbu 14 PepepanbHoro 3akoHa ot 21
Hos6pss 2011 ropa N 323-03 "OO6 ocHoBax oOxpaHbl 30POBbsA rPayaaH B
Poccurckon Penepaummn” (CobpaHune 3akoHoaaTensctBa Poccuiickon deaepaunm,
2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446) n nyHkToM 5.2.179 lNonoxeHusa o
MuHncTepcTBe 3apaBooxpaHeHus Poccuiickon  Pepepauunu, YTBEPKOEHHOMO
noctaHoBneHveM [NpasutensctBa Poccurickon Peaepaumnn ot 19 uroHa 2012 roaa
N 608 (CobpaHue 3akoHogaTenbctBa Poccuinckon ®Pepepauun 2012, N 26,
cT.3526),

nprKasbiBato:

1. YTBEpauTh:

NnopsgoK Ha3HaYeHUs1 N BbINUCbIBAHUS JIEKAPCTBEHHbIX NpenapaTtoB CorfacHo
npunoxexuto N 1;

dopMbl peLenTypHbIX 6n1aHKoB cornacHo npunoxenuto N 2;

NopsAoK 0GOPMIIEHNs peLenTypHbIX BriaHKoB, UX yYeTa U XpaHEeHWUst COornacHo
npunoxeHunto N 3.

2. Hactoswmn npukas Bctynaet B cuny ¢ 1 nona 2013 roga.

MuHUCTp
B.CkBopuoBa

3apernctpmpoBaHo

B MMHMUCTEpCTBE oCTULUN
Poccuiickon ®egepanmm
25 noHa 2013 roga,
perncTpaunoHHbin N 28883

NMpunoxeHue N 1. NMopsaaoK HasHaYeHUA U
BbIMUCbIBaHUSA NeKapCTBEHHbIX NpenapaToB
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MpunoxeHne N 1

(c nameHennsimm Ha 30 mioHa 2015 roga)
. O6bwume nonoxeHus

1. Hactoawwmn nopsigok perynupyetr BOMPOCbl HAa3Ha4YeHUs U BbINUCbIBAHUA
nNeKkapCTBEHHbIX NpenapaToB Mpy oka3aHnM MeguULMHCKOM NOMOLLM B MeOULMHCKNX
opraHu3aumsax, UHbIX OpraHn3aumsx, OCyLLEeCTBAWMX MEQULUHCKYIO NOMOLb, U
nHaMBMAYyanbHbIMM  NpeanpuHMMaTensMy,  OCYLLECTBASIOWLMMU  MEAULMHCKYHO

AeATenbHOCTb (Aanee - MeguLUHcKas opraHmsanus).

1 Cratba 2 ®PenepanbHoro 3akoHa ot 21 Hoabpsa 2011 roga N 323-03 "O6
OCHOBax OXxpaHbl 300poBbA rpaxaaH B Poccunckon Pepepaummn” (CobpaHue
3akoHogaTenbcTBa Poccunckon degepaumm, 2011, N 48, c1.6724; 2012, N 26,
CT.3442, 3446).

2. HasHayeHve n BbINMCbIBaHWE fEKapCTBEHHbIX MpenapaTtoB OCYLUECTBSeTCH
nevyawmm BpayvyoM, denbllepoM, aKylepKkohn B Cllydae BO3JIOXKEHUA HA HUX
NOSIHOMOYMA  rlevawero  Bpaya B nopgajke, YCTaHOBJIEHHOM [PUKa30M
MuHUCTEPCTBA  30PABOOXPAHEHUS U COLIMANbHOIO  pa3BuTus  Poccumnckon
Pepepaumm ot 23 mapta 2012 roga N 2524 "O6 yrBepxaeHun [lopsiaka
BO3JIOXEHMS  Ha  penbaulepa,  akylepky pykoBOAUTENEM  MeOWLIMHCKOW
OopraHmsaLmMv Npy opraHM3aLnumn oKasaHusi NEPBUYHON MEONKO-CaHUTAPHOW MOMOLLIM
M _CKOpPOW MEAWULIMHCKOW MNOMO OTAesNbHbIX HKLIMA _fevallero Bpada Mo
HENOCPEeACTBEHHOMY OKA3aHWO MEAULIMHCKON MOMOLM NaLMEeHTY B Nepuoa
HabNaeHMsA 3a HAM M ero NevYeHusl, B TOM YMCIie N0 HA3HAYEHNO U NPUMEHEHWNIO
NEKapCTBEHHbIX  MpenapaToB,  BKMAKYas  HApKOTUYECKME  NEKapCTBEHHbIE
npenapartbl 1 _MNCUXOTPOMHbIE JIEKapCTBEHHbIE Mpenapatbl” (3aperncTpupoBaH
MuHuctepctBom toctuumm Poccuinckon depepaumm 28 anpens 2012 roga,
permctpaunoHHein N 23971), wuHAMBUAOyaNbHbIMW  NpeAnpUHUMaTENs MU,
OCYLLECTBMAIOWLMMMN  MEOULMHCKYID LeATenbHOCTb (Janee -  MeguuMHCKue
paboTHUKN).
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3. MeovumHckne paboOTHUKM BbLINUCLIBAKOT peuenTbl Ha NeKapCTBEHHbIe
npenaparbl 3a CBOEN MNOAMNUCHIO.

(AB3au B pegakuum, BBegeHHon B aencteme ¢ 21 aBrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

HasHayeHne 1 BbINUCbIBaHWE fEKapCTBEHHbIX MpenapaTtoB OCYLUECTBSAETCS
MeaNLIMHCKNM paboTHNKOM no MeXayHapO4HOMY HernaTeHTOBaHHOMY
HaMMEHOBAHMIO, @ MNPW €ro OTCYTCTBMM - TPYNNUPOBOYHOMY HauMeHoBaHuo. B
clfiydae OTCYTCTBMS MeXOyHapoOHOrO HenaTeHTOBAHHOrO HaWMMEHOBaHWUS W
rpynnMpPOBOYHOINO HaMMEHOBAHWUS JIeKapCTBEHHOro rnpenapaTa, JfeKapCTBEHHbIN
npenapat HasHayaeTCcss W BbINMUCbIBAETCA MEOULMHCKMM pabOoTHMKOM Mo
TOProBOMY HaUMEHOBaHWIO.

Mpn HaMM4YMM MeaUMLMHCKUX MoKasaHui (MHAMBMAYyanbHas HEenepeHoCUMOCTb,
MO XM3HEHHbIM MOKa3aHWAM) MO peLeHno BpadebHOM KOMUCCUM MeOMULMHCKON
opraHu3auun OCYLLECTBIIAETCA Ha3HayYeHne U1 BbINUCbIBAHWE FNEKapCTBEHHbIX
npenapartoB: He BXoOsWMX B cTaH4apTbl MEQULMHCKOW MOMOLUM; MO TOProBbiM
HanmeHoBaHuAM. PelueHve BpayebHOM KOMUCCUM MEOMULMHCKOW OpraHusauunm
duKcHMpyeTca B MeOUUMHCKUX AOKYMEHTax MnauueHTa W kypHane BpayvebHoun
KOMUCCUMN.

(AB3ay B pemakuun, BBegeHHon B gencteme ¢ 1 aHBapsa 2014 roga npukasom
MuHsapaea Poccum o1 2 aekabpsa 2013 roga N 886H.

MegvumHckue paboTHMKM OCYLLECTBIAOT Has3HadYeHve W BbliNWCbIBaHWE
neKapCTBEHHbIX MpernapaToB, MoAfeXalmx U3roTOBMIEHUIO U OTMYCKY anTeYHbIMU
opraHusauusamMu (Qanee - neKapCTBEHHble npenapatbl  UHAWBUAYASIbHOMO
N3roTOBNEHMS).

3.1. HasHayeHVe U1 BbINUCbLIBaHWE IleKapCTBEHHbIX NpenapaTtoB MNpu OKasaHuu
MEOULMHCKON MNOMOLWM B CTauMOHAPHbIX YCMOBUSX OCYLLECTBNSETCH Mo
MEeXOyHapOAHOMY  HeMnaTeHTOBaHHOMY,  FPYNMNMPOBOYHOMY UMM TOProBOMY
HaVMEeHOBaHMIO.

(MyHKT gononHUTENbHO BKIOYEH ¢ 21 aBrycTta 2015 roga npukazom MvH3gpasa
Poccum ot 30 noHsa 2015 roga N 386H)

4. PeuenT, BbINUCaHHbIN C HapyLlleHWEM YCTaHOBMEHHbIX HacToawwmM [lopsgkom
TpebGoBaHU, CYNTAETCA HEAENCTBUTESbHbLIM.

5. CeBegeHnst O HasHaA4YeHHOM UK BbINMCAHHOM JlEKApCTBEHHOM npenaparte
(HaMMeHoBaHVe nekapCTBEHHOro MpenapaTta, pa3oBas 4033, CNocob M KpaTHOCTb
npuemMa WM BBeAEHUs, ANMTENbHOCTb Kypca, O0OOCHOBaHME Ha3HaYeHust
NeKkapCTBEHHOTO NpenapaTa) yka3blBatoTCs B MEAWLMHCKOM KapTe nauneHTa.
PeuenT Ha nekapcTBEHHbI NpenapaT BbINUCbIBAETCS HA UMS NauueHTa, Oons
KOTOPOro npeaHa3HadeH nekapcTBEHHbI Npenapar.
PeuenT Ha nekapcTBeHHbIV npenapaT MOXET ObiTb MOMyYeH NauueHTOM Win

ero 3akKOHHbIM I'Ipe,D,CTaBVITeJ'IeMz. dakT Bbloaun peuenta Ha ﬂeKapCTBeHHbIVI
npenapar 3akKOHHOMY npencrtaBuUTento CbMKCVIpyeTCFl 3anncblo B MeauLMHCKON
KapTe nauymneHTa.

2 B OTHOLLEHUM NuLLa, YKasaHHOro B YacTu 2 cTatbu 20 denepanbHoro 3akoHa
oT 21 Hos6psa 2011 ropa N 323-93 "OO6 ocHoBax oxpaHbl 340pOBbA rpaxkaaH B
Poccuirickon Penepaummn” (CobpaHue 3akoHoaaTenscTBa Poccuiickon ®eaepaunn,
2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446; 2013, N 27, c1.3459, 3477; N 30,
cT.4038; N 39, cT1.4883; N 48, cT1.6165; N 52, ¢T1.6951; 2014, N 23, ¢1.2930; N 30,
cT.4106, 4206, 4244, 4247, 4257; N 43, c1.5798; N 49, ¢T1.6927; 2015, N 1, cT.72,
85; N 10, c1.1403, 1425; N 14, c1.2018; N 27, c1.3951; N 29 (u4acTb ), c1.4339,
4397, 4356, 4359).

(CHocka B pepakuuu, BBefeHHou B genctsme ¢ 21 aerycta 2015 ropa
npukasom Munsapasa Poccum o1 30 utoHs 2015 roga N 386H.
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6. 3anpelLaeTcs BbINUCLIBATb PELLENTbI Ha NlekapCTBEHHbIE NpenapaTbi:

6.1. MeauUMHCKNUM paboTHMKaM:

npv OTCYTCTBUM MEANLIMHCKUX MOKa3aHuM;

Ha nekapcTBEHHble npenapaTtbl, He 3apermcTpuMpoBaHHble Ha TeppuTopuUn
Poccunckon denepauymu;

Ha nekapCTBEeHHble npernapaTtbl, KOTOpble B COOTBETCTBUM C MHCTPYKUMEN MO
MEOULUMHCKOMY  MPUMEHEHUI0  UCMOMb3YTCA  TOMbKO B MEOULMHCKMX
opraHusauusx;

Ha HapKOTU4YeCKne cpeacTBa U NCUXOTPOMHbLIE BELLECTBA, BHECEHHbIE B CAMCOK
Il MepeyHa HaApPKOTUMECKUX CPEOCTB, MCUXOTPOMHLIX BEWECTB U MX NPEKYPCOPOB,
noanexauwmx  KoHtporto B Poccuiickon — depgepauun,  yTBEPXKOEHHOrO
noctaHoBneHnem [NpaButensctBa Poccurickon Pepepaumm ot 30 noHa 1998 roga

N 6813 (manee - [lepeyeHb), 3aperMcTpUpoBaHHbIE B KAYeCTBE IIEeKapCTBEHHbIX
npenapaToB 4715 fle4eHNs HapKOMaHWu;

3 CobpaHue 3akoHogaTenbcTBa Poccuiickon Penepauum, 1998, N 27, ¢1.3198;
2004, N 8, c¢T1.663, N 47, ¢T1.4666; 2006, N 29, c¢T1.3253; 2007, N 28, c1.3439; 2009, N
26, c1.3183, N 52, ¢T1.6572; 2010, N 3, ¢1.314, N 17, c¢1.2100, N 24, cT1.3035, N 28,
cT.3703, N 31, c1.4271, N 45, cT1.5864, N 50, c1.6696, cT.6720; 2011, N 10, cT1.1390,
N 12, c1.1635, N 29, ¢T1.4466, cT1.4473, N 42, c1.5921, N 51, ¢T1.7534; 2012, N 10,
cT.1232, N 11, ¢1.1295, N 19, ¢1.2400, N 22, cT1.2864, N 37, c1.5002, N 48, cT.6686,
N 49, cT.6861.

6.2. nHanBMayanbHLIMU NpeanpUHUMaTEeNaMn, OCYLLECTBASIOWMMUA MEAULUHCKYHO
OEeATeNnbHOCTb, Ha HapKOoTUYecKkMe CcpeactBa WM MNCUXOTPOMHble BELIECTBA,
BHeceHHble B cnucku Il w il MepeyHs (oanee - HapKOTMYECKUE M NCUXOTPOMHbIE
nekapcTBeHHble npenapatbl cnuckos Il v lil Mepeyns).

(MyHKT B pegakuun, BBeAeHHoW B aencteue ¢ 21 asrycta 2015 roga npvkasom
Munsapasa Poccum ot 30 utoHa 2015 roga N 386H.

7. Peuentbl Ha nekapCTBEHHble MpenapaTbl BbIMUCLIBAIOTCS HA PeLenTypHbIX
6naHkax no doopmam N 148-1/y-88, N 148-1/y-04 (n1), N 148-1/y-06 (1) u N 107-1/1%,
YTBEPXKOEHHBIM HACTOSILLUM MPUKA3OM.

* BeposTHO, owmbka opurmHana. Crnegyet uutatb: "N 107-1/y". - MNMpumevaHue
nsrotosutens 6asbl AaHHbIX.

8. HapkoTunyeckune n ncuxoTpornHble nekapcTBeHHble npenapatbl_cnucka |l MepeyHs
(Banee - HapKOTMYECKME W MCUXOTPOMHbIE NeKapCTBEHHblE npenapatbl cnvcka I
[lepeyHsa), 3a  WCKIMIOMEHMEM  JNIeKapCTBEHHbIX  MpenapatoB B Buae
TpaHcaepMarbHbIX TepaneBTUYECKMX CUCTEM, BbIMUCHLIBAOTCA Ha ChneuunanbHOM
peuentypHoMm ©OnaHke no dopme,  YTBEPXOEHHOW Npuka3oM MuHMCTepcTBa
3apaBooxpaHeHuns Poccuiickon Pegepaumm ot 1 asrycta 2012 roga N 54H "O6
yTBepxaeHun  dopmbl  6riaHkoB  peuenToB,  coAepxalmx  HasHadYeHue
HaPKOTUYECKNX CPEeACTB WUIN NCUXOTPONHbLIX BELEeCTB, NopaaKa UX U3roTOBMEHUS,
pacnpegeneHvs, perMcTpaumm, y4yeTa u XxpaHeHus, a Takke npasui odopmieHusa”
(3aperncTtpupoBaH MuHMcTepcTBOM tocTuumm Poccunckon depepaumm 15 asrycta
2012 roga, pervcTtpaunoHHbii N 25190).

(MyHKT B pegakuun, BBeaAeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munsgpasa Poccum ot 30 utoHa 2015 roga N 386H.

9. PeuenTtypHbin 6naHk dopmbl N 148-1/y-88 npeaHasHayeH AN BbINMUCbIBAHUS:
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1) HApPKOTMYECKUX 1 NCUXOTPONHBIX NEKapCTBEHHbIX NpenapaToB cnvcka Il [Nepeyna
B BuAe TpaHcOepMarbHblX TepaneBTUYECKUX CUCTEM, MCUXOTPOMHbIX BELLECTB,
BHeCeHHbIX B cnucok lll [epeyHs, 3aperMcTpupoBaHHbIX B YCTAaHOBEHHOM MOpsaKe
B KayecTBe NeKkapCTBEHHbIX MpenapaTtoB (4aree - NCUXOTPOrHble NeKapCTBEHHbIE
npenapatbl cnucka lll MepeyHs);

(MoanyHKT B pepmakuuu, BBegeHHoM B pewncteue ¢ 21 asrycta 2015 roga
npvkazom Munsapasa Poccum ot 30 uoHs 2015 roga N 386H.

2) VHbIX NEeKapCTBEHHbIX MpenapaToB, Noanexawmx npeamMeTHO-KONMMYECTBEHHOMY
yYeTy (3a UCKIOYEHNEM NIEKapCTBEHHbIX NpenapaToB, OTNyckaeMbix 6e3 pevuenTta);

(MoanyHKT B pepakuuu, BBeaeHHoM B gencteue ¢ 21 asrycta 2015 roga
npukasom Munsapasa Poccum o1 30 utoHa 2015 roga N 386H.

3) nekapcTBEHHbIX MpenapaTtoB, obnagaroumx aHabornMy4eckonW akTMBHOCTbIO (B
COOTBETCTBUMN C OCHOBHbIM (dapMaKosiormM4eckum SeNCTBUEM);

(MogonyHkT B pepakuuun, BBegeHHon B aencteme ¢ 21 asrycta 2015 ropa
npukasomMm MuHagpasa Poccum ot 30 mnoHs 2015 roga N 386H.

4) nekapCTBEHHbIX MpenapaToB, YKasaHHbIX BOyHkTe 5 [lopagka ortnycka
dM3NYECKMM NMLIaM NEeKapCTBEHHbIX NPenapaToB And MeAULIMHCKOrO NPUMEHEHUS,
coepxaumx KpoMe MarblX KONMYeCTB HaPKOTUYECKUX CPEACTB, MCUXOTPOMHbLIX
BELLECTB M WX MNPEKYPCOPOB Apyrve dhapMakonormyeckme akTMBHbIE BeELecTBa,
yTBEepXAeHHOoro npukasom  MuHucTepctBa 3apasooxpaHenus  Poccuinckon
denepaumm ot 17 mas 2012 roga N 562H (3apermctpypoBaH MuHUCTEpPCTBOM
tocTuuumn Poccunckon epepaumm 1 noHa 2012 roga, permctpaunoHHbin N 24438);

5) nekapCTBEHHbIX MNpenapaToB WHAMBMAYANbHOMO W3rOTOBIIEHUS!, COOEPXaLLMX
HapKoTUYecKoe cpencTBO WM MCUMXOTPOrNHoe BewecTBo cnucka Il MepeyHs, w
apyrve papmakornormdyeckme akTMBHble BellecTBa B [03€, He MpeBbllaoLlen
BbICLLYIO pa3oByld 003y, W nNpu YCIOBMK, 4YTO ITOT KOMOMHUPOBAHHbLIN
NeKapCTBEHHbIN npenapaTt He SBMSeTCS HApPKOTUYECKMM UMM NCUXOTPOMHbBIM
nekapcTBEHHbLIM npenapaTom cnucka Il MepeyHs.

10. PeuenTypHble 6naHkm doopm N 148-1/y-04 (n), N 148-1/y-06 (1) npeaHa3Ha4eHbl
AN BbINWUCbIBaHMS NEKAPCTBEHHBIX MpenapaToB rpaxaaHaMm, MMELWMM NpaBo Ha
GecnnaTtHoe  nMonyYyeHVe  IeKapCTBEHHbIX  MNpenapaTtoB WM MosnydeHue
NEeKapCTBEHHbIX NpenapaToB CO CKUOKOM.

11. PeuenTypHbin 6nanHk doopmbl N 107-1/y npeaHasHadeH And BbiNUCbIBaHUSA:

NeKapCTBEHHbIX MNpenapaTtoB, YKa3aHHblX B NOyHKTe 4 [lopsagka oTtnycka
dm3n4ecKMM NMLam fekapCTBEHHbIX NPenaparoB And MeAULIMHCKOIo NPUMEHEHUS,
coaepxalmx Kpome MasbiX KOMMYECTB HAPKOTUYMECKUX CPeACTB, NCUXOTPOMHbIX
BELIECTB M WX MPEKYPCOpoB Apyrne hapMakonormyeckme akTvBHble BEeLIEeCTBa,
yTBEepXaeHHOoro npukasom  MuHucTepcTtBa  3apaBooxpaHeHusa  Poccuickon
®enepaumm ot 17 masa 2012 rona N 562H;

WHbIX NeKapCTBEHHbIX NPenapaToB, He yKasdaHHbIX B NyHkTax 8-10 HacTosAulero

Mopsaaka.

12. Npun BbINUCbLIBAHUW peLienTa Ha fekapCTBEHHbIV NpenapaT MHOMBUAYarbHOro
N3roTOBSIEHUSI HAaMMEHOBaHUSA HapPKOTUYECKMX W MCUXOTPOMHbIX JIeKapCTBEHHbIX
npenapatoB cnuckoB Il unlll_NepeyHsa, WHbIX neKapCTBEHHbIX MpenapaTos,
noanexawmx npegmMeTHO-KONMMYECTBEHHOMY YYeTy, MUWYTCA B Hadvarne peuenta,
3aTeM - BCe oCTarbHbl€ MHIPEONEHTDI.
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13. MNpu BbINUCLIBaHWUK peuenTa 3anpeLiaeTcy npesbIWwaTth npegernsHo JonyCTUMoe
KONMYeCTBO JIeKapCTBEHHOrO npenapata Ans BbINUCbIBAHWS Ha OAWH peuenT,
ycTaHoBneHHoe npunoxeHnem N 1 k Hactosuwemy [lopaaky, 3a MCKItoYeHUEM
cnyyas, ykasaHHoro B NyHKTax 15 un 23 HacTodulero [Nopsaaka.

(AB3au B pegakuum, BBegeHHom B aencteue ¢ 21 aBrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

He pekoMeHayeTcs npeBbIWaThb pPEKOMEHA0BaHHOE KONnM4eCcTBO
nekapCcTBEHHOro npenapaTta Ana BbINUCbIBAHUS HA OOWH pPeLenT, YCTaHOBSIEHHOE
npunoxeHvem N 2 K HacTosAweMy Mopaaky, 3a UCKIOYEHMEM CIyYaeB, YKa3aHHbIX
B NyHKTax 15, 22 n 23 HacTosulero [Nopaaka.

(AB3ay B pegakuun, BBeaeHHon B aenctaue ¢ 21 asrycta 2015 roga npukasom
MunsapaBa Poccum ot 30 uona 2015 rona N 386H.

14. Tlpn BbINUCLIBAHUM HAPKOTUYECKUX W  MCUXOTPOMHbIX JfleKapCTBEHHbIX
npenapatoB cnuckoB Il wnlll_TepeyHs, WHbIX neKapCTBEHHbIX MNpenapaTos,
noanexawmx npeamMeTHO-KONMMYECTBEHHOMY Y4eTy, [Ao03a KOTOpblX MpeBbllaeT
BbICLUMA OAHOKPATHbIN NpUeM, MeOUUWHCKMA paboTHMK nuweT [03y 3TOoro
npenapara nponucbio N CTaBUT BOCKMLATENbHbIV 3HaK.

15. KonnyecTBO BbINUCbIBAEMbIX HAPKOTUYECKNX N NCUXOTPOMHBIX JIEKAPCTBEHHbLIX
npenapatoB couckoB Il unlll_[NepeyHsa, WHbIX neKapCTBEHHbIX MpenapaTos,
noanexawmx npeamMeTHO-KONIMYECTBEHHOMY YYeTy, Mpy OKasaHuM nauueHTam,
Hy>KOaloLWMMCs B ANUTENbHOM fNIe4eHUN, NEPBUYHON MEOMKO-CaHUTAPHON NOMOLLM U
nanMMaTUBHON MELMULMHCKON NoMowm MOXeT ObiTb yBenmyeHo He Gonee yem B 2
pasa MO CpaBHEHMIO C MNpedenbHO A0NYCTUMbIM KOSIMYECTBOM JleKapCTBEHHbIX
npenaparToB A5 BbINUCbIBAHUS HA OAWH peuenT, ycTaHOBIEHHOe npunoxeHnem N
1 K HacTosuwemy MNopaaky, unnm pekoMeH4oBaHHbIM KONMYECTBOM JIEKapPCTBEHHbIX
npenapartoB A5 BbINUCbIBaHUS HA OAWH peLenT, ycTaHOBIEHHOe npunoxeHnem N
2 K HacTosweMy Mopaaky.

(Ab3au B pegakuum, BBegeHHon B aencteme ¢ 21 aBrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.

B cnyyasax, npeaycMoTpeHHbIX ab3auemM nepBbiM HACTOSLLEro MyHKTa, Ha
peuentax npoussBoguTcsa Hagnuchb "lNo cneuwansHOMy HasHa4YeHu", OTAENbHO
CKpenrneHHasi nognucbld MeAMLMHCKOro paboTHMKa W neyaTbio MeguLMHCKOW
opraHusauum "[ns peuentos”.

(AG3ay pononHuTenbHo BkMtodeH ¢ 21 aerycta 2015 roga npukasom
MunsapaBa Poccum ot 30 nions 2015 roga N 386H)

16. CocTtaB KOMOGMHMPOBAHHOIO fEeKapCTBEHHOrO npenaparta, ob6o3HaveHue
nekapcTBeHHOM  ¢opMbl U obpaweHne  MeguumHCKoro  paboTHuMka K
dhapmaL,eBTUHECKOMY pPabOTHMKY OO W3rOTOBMIEHUM W OTNYCKE JIEKAPCTBEHHOrO
npenapara BbINUCbIBAKOTCA Ha NTAaTUHCKOM A3bIKe.

[onycTuMble K UCMNOMb30BaHUIO peLenTypHble COKpaLeHUs npegycMoTpeHbl
npunoxeHvem N 3 k HacToswemy MNopaaky.

He ponyckaetcsa cokpaweHne 6rmM3Kux no HauMeHOBAHUSIM MHIPEOVEHTOB,
COCTaBIAOWMX JTeKapCTBEHHbIM Mpenapar, He MO3BOSIALWLMX YCTAHOBUTL, KaKow
WMEHHO NTeKapCTBEHHbIM Npenapar BbiNUCcaH.

17. Cnocob npvMeHeHWs nekapCTBEHHOro npenapaTta obo3HavyaeTcs C ykasaHuem
[03bl, YacTOTbl, BPEMEHN MpuemMa OTHOCUTENbHO CHa (YTPOM, Ha HOYb) WU €ero
ANNTENbHOCTU, a AN NeKapCTBEHHbIX NpenapaToB, B3avMOLENCTBYIOLLMX C NULLER,
- BPEMEHU 1X yrnoTpebneHnss OTHOCUTENbLHO npuema nNuy (40 efbl, BO BpeMs eabl,
nocre egbl).

18. lMpy HeoBbXOQUMOCTU HEMEAOSIEHHOrO MMM CPOYHOTO OTMYCKa JleKapCTBEHHOrO
npenapaTta nauveHTy B BEpXHEW 4acTu peLenta npocTaBnsTca 0603HavyeHus
"cito" (cpo4HOo) nnm "statim" (HemeaneHHo).
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19. lNpun BbINUCLIBaHUW peLenTa Ha fekapCTBEHHbIV npenapaT MHOMBUAYarnbHOro
N3roTOBMEHMS KONMMYECTBO XMOKUX hapMaLleBTUYEeCKX cybcTaHUmMi ykasbiBaeTcs
B MUIIMNMTPax, rpammax WwnM Kannsx, a ocTalbHblX apmMaueBTUYeCcKmxX
cybcTaHumm - B rpammax.

20. PeuenTbl, BbINMCaHHble Ha peuenTtypHoM 6naHke doopmbl N 148-1/y-88,
JencTBuTenbHbl B TedeHne 10 gHen.

C 1 ansapsa 2016 roga npukasom Munsapasa Poccum ot 30 mons 2015 rona N
86H nyHKT 20 HacCTOALLEro NpUNoXeHNst ByaeT M3NoXeH B HOBOW pefakLnm.

21. PeuenTbl Ha nekapcTBEHHble nNpenapaTthbl, BbINWCAHHbIE Ha PeLenTypPHbIX
6nankax cdopmbl N 148-1/y-04 (n) v doopmbl N 148-1/y-06 (11), 4EWACTBUTENbHLI B
TeYeHne 0QHOro Mecsilla Co AHS BbINMUCbIBAHMS.

PeuenTbl Ha nekapcTBeHHble npenapaThl, BbIMUCaHHbIE Ha peLenTypHbIX
6naHkax dopmbl N 148-1/y-04 (m)wn dopmbl N 148-1/y-06 (1), rpaxgaHam,
AOCTUILUMM MEHCMOHHOTO BO3pacTa, WHBanMgam MepBoW rpynnbl UM OeTsM-
WHBanMaam OencTBUTENbHbI B TEYEHME TPEX MECSLEB CO AHS BbIMUChIBAHUS.

[ns neyeHuss XpOHMYECKUX 3aborneBaHui ykaszaHHbIM KaTeropusiM rpaxaaH
peuenTbl Ha NekapCTBEHHble MpernapaTbl MOryT BbINUCHLIBATLCS Ha KypC NevYeHus
Jo 3 mecsiLes.

C 1 auBapsa 2016 roga npukazom Munsgpasa Poccum o1 30 uroHa 2015 roga N
386H B NyHKT 21 HAcCTOSALWEro NpunoxeHus 6yayT BHECEHbI U3MEHEHUS.

22. PeuenTbl Ha nekapCTBEHHble MpenapaTthbl, BbIMUCaHHblE HA PeLEenTypPHbIX
onaHkax dopmbl N 107-1/y, AeACTBUTENbHbI B TEYEHWE OBYX MECSALEB CO AHSA
BbIMUCbIBAHWS.

C 1 anBapsa 2016 roga npukazom MuHsapasa Poccum o1 30 moHsa 2015 roga N
386H B ab3au nepBbii MyHKTA 22 HACTOSALWEro MNpuroXeHns OyayT BHECEHbI
N3MEHeEHMS1.

Mpn BbINUCbIBAHUN MEOULMHCKUM pabOTHUKOM peuenTtoB Ha roToBble
nekapCcTBEHHble npenapaTbl W JleKapCTBEHHble npenapartbl MHOMBUOYaNbHOro
N3roTOBSIEHMS NaUMEHTaM C XPOHUYECKMMM 3aboreBaHUAMM Ha peLenTypHbIX
6naHkax ¢dopmbl N 107-1/y paspeluaeTcs ycTaHaBnMBaTb CPOK OENCTBUS pelenTta
B npegenax [[O OQHOMO roga W MpeBbllaTb pPeKoMeHOyeMoe KOnM4ecTBO
nekapCcTBEHHOro npenaparta Afa BbINUCbIBAHUS Ha OOWH pPeLenT, YCTaHOBIIEHHOE
npunoxeHvem N 2 Kk HacTogdLlemy [Nopsaaky.

Mpy BbINUCBLIBAHUM TakUX PELLENTOB MEAULNHCKUA pabOTHUK Aenaet NoMEeTKy
"MaymeHTy ¢ xpoHn4eckum 3aboneBaHnemM", ykasbiBaeT CPOK AENCTBUA peLenTta u
NepMoaMYHOCTb OTMNYyCKa fleKapCTBEHHbIX MpenapaTtoB M3 anTeyHoW opraHu3auum
Wn1n  MHOMBUAOYarnbHbIM  NpednpuHUMaTteneM,  MMelWwyMM  JMUEH3WI0  Ha
drapmMaueBTUYECKYD  AEATENbHOCTb  (eXeHeOernbHO, EeXeMEeCSYHO WU UMHble
nepuoabl), 3aBepseT 3TO yKka3aHue CBOEeW NOAMNMCHI0 M MMYHOW NevaTbio, a Takxe
neyaTbio MeguLMHCKON opraHmn3auum "[0na peuentos”.
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23. Peuentbl Ha npou3BoAHble  ©GapbUTypoBOW  KUCMNOTbI,  3denpuH,
ncesnoadpedpnH B YMCTOM BMAE U B CMeCUM C APYrMMU  fieKapCTBEHHbIMU
cpeacTBamu,  fieKapCcTBEHHble  Mpenapatbl, obnagalowme  aHabonmyeckon
aKTMBHOCTbIO, KOMOMWHVPOBaHHbIE FeKapCTBEHHbIE MpenapaTbl, coaepxalpme
KogewH (ero conu), ANs Jie4eHus NauMeHTOB C XPOHUYECKUMKU 3aboneBaHUs MU
MOrYT BbINUCbIBATbCS Ha KypC rnevyeHns 40 ABYX MecsLeB.

C 1 aHBaps 2016 roga npukasom MuHaapasa Poccum ot 30 utoHsa 2015 roga N
386H B ab3aL, nepBbI NYHKTa 23 HACTOSILLEro NPUIoXeHMs ByaeT U3noXeH B HOBOW

pedaKkLnn.

B aTtux cnyyaax Ha peuenTtax npou3Bogutcs Hagnucb “lMo cneumansHomy
HasHa4yeHno", OTAEerNbHO CKpenrieHHas MOAMUChbI0 MeAULMHCKOro paboTHuKa u
neyaTbio MeguLMHCKON opraHmn3auum "[na peuentos”.

Il. HasHayeHne nekapCcTBEHHbLIX NpenapaToB NPU OKasaHUn
MeAULIMHCKOMW NOMOLUM B CTaLMOHAPHbIX YCIOBUAX

24. pn oKkasaHUM NauueHTy MEeAWULMHCKOM MOMOLM B CTauMOHAPHbIX YCIIOBUSAX
Ha3Ha4YeHne  NeKapCTBEHHbIX NpenapaTtoB  NpoM3BOAMTCA  MeOUUMHCKUAM
pabOoOTHNKOM eQUHOMNMYHO, 3a UCKMKYEHNEM CIydaeB, YKa3daHHbIX B noanyHkTax 1-2
nyHkTa 25 HacTosulero MNopaaka, 6e3 BbINUCbIBaHUS peLenTa.

25. CornacoBaHve Ha3Ha4yeHUs §eKapCTBEHHbIX MNpenapaToB C 3aBefyloLmMm
OTOENEHNEM UMM OTBETCTBEHHLIM [OEXYPHbIM Bpayom 5nmMbo ApyruM  NvLOM,
YNOSIHOMOYEHHbLIM MPUKA30M [MaBHOMO Bpaya MeguUMHCKON OpraHvM3aumn, a Takxke,
NPy HanNM4YMK, ¢ BPa4yoM - KITMHUYECKNM hapMakonoroMm , Heo6xoaMmo B Cryyasx:

(AB3ay B pegakuun, BBegeHHon B aenctaue ¢ 21 asrycta 2015 roga npukasom
Munsapasa Poccum ot 30 utona 2015 rona N 386H.

1) OOHOBPEMEHHOIO HasHa4YeHuss NATM K Gonee IeKapCTBEHHbIX MNpenapaTos
OZIHOMY MaLEHTY;

2) Ha3HaYeHUs1 NeKapCTBEHHbIX MPENapaToB, HE BXOASALWMX B NEPEYEHb XU3HEHHO

HEODXOAMMbIX W BaXXHEWLUMX NeKapCTBEHHbIX NpenapatoB#, npu HETUNUYHOM
TedeHun 3aboneBaHusi, HanMM4YUM OCTIOKHEHW OCHOBHOrO 3aborneBaHus u (1nu)
conyTcTByloLMX 3aboneBaHVn, MPW Ha3HaA4YeHUM NEeKapCTBEHHbIX MpenapaTos,
0COBEHHOCTHN B3aMMOAENCTBUSI U COBMECTUMOCTW KOTOPbIX COrMIACHO MHCTPYKLINAM
MO UX NPUMEHEHMIO MPUBOASAT K CHWKEHUO 3pdeKTMBHOCTM M BGe3onacHoCTU
dapmakoTepanum n (MnM) cosfgarT MNOTEHUManbHYH0 OMacHOCTb ANA XU3HU U
310pOBbS NaLMeHTa.

4 Pacnopsxenue Mpasutenbctea Poccunckon Penepaumm ot 7 aekabpsa 2011
roga N 2199-p (CobpaHnune 3akoHogatenbctBa Poccuinckon Pegepaumm, 2011, N
51, c1.7544; 2012, N 32, c1.4588).

B ykasaHHbIX crnyy4asx HasHayeHwe fnekapCTBEHHbIX npenapaTtoB mKCUpyeTCs
B MEAMLMHCKUX LOOKYMEHTax MauneHTa M 3aBepsieTca nognucbto MeguuMHCKOro
paboTHMKa 1 3aBedyloLwero oTAerneHneM (OTBETCTBEHHOMO AEXYPHOro Bpaya wunm
APYroro ynorHOMOYEHHOro nmua).

26. MeguumHCKun paboTHUK MEOULMHCKON OpraHM3auun, pacrofiokeHHON B
CenbCKOM HacesieHHOM MyHKTE WM HacesleHHOM MyHKTe, pPacnosfiokeHHOM B
yAaneHHbIX W TPYAHOAOCTYMHbIX MECTHOCTHAX, OCYLECTBNSET Ha3HayeHue
neKapCTBEHHbIX NpenapaToB B CryyasX, YkasdaHHbIX B OYHKTax 25 1 27 HacTodaLlero
MMopsagka, eaUHONNMYHO.

(MyHKT B pegakuun, BBeAeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munaapaea Poccum ot 30 mnoHa 2015 rona N 386H.
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27. o peleHunto BpadebHom KOMUCCUN NaUMeHTamM Npu okasaHUmn UM MeguLMHCKON
NOMOLLWM B CTaLMOHAPHbIX YCIIOBMAX Ha3Ha4atoTCs flekapCTBEHHbIE NpenapaThl, He
BKIIOYEHHbIE B MEPEYEHb XM3HEHHO HEOOXOOAUMBIX U BaXKHENLLMX JIEKAPCTBEHHbIX
npenapaTos, B Crlydae MX 3aMeHbl U3-3a MHOAUBUAYaNbHON HENepeHoCMMOCTU, Mo
YXM3HEHHbIM MOKa3aHWsIM.

PeweHne BpadyebHOM KOMUCCUMU CMKCUMPYETCA B MEAULUMHCKUX LOKYMEHTax
nauueHTa 1 xypHare Bpa4ebHoOn KOMUCCUN.

28. B cnyyasax obcreqoBaHvs U NeYeHns rpaxxaaHuHa B CTalnoHapHBIX YCIOBUSIX B
pamKax npenocTaBMeHVs MEAWLMHCKMX YCINyr Ha BO3ME3[HOM OCHOBE 3a cyeT
NMNYHBIX CPEACTB rpaxaaH, CPEeACTB PUONMYECKMX ML, U WHbIX CPEeACTB Ha
OCHOBaHMM [0rOBOPa, B TOM 4uMcrie [oroBopa [A0GpPOBOMBHOMO MeAWLMHCKOro

CTpaxoBaHusi®, eMy MOryT ObITb Ha3Ha4yeHbl NeKapCTBEeHHble npenapatbl, He
BXOASALLME B MEPEYEHb XUZHEHHO HEOOXOAMMBIX WM BaXKHEWLUMX FEKapCTBEHHbIX
npenapaToB, €CIN 3TO OrOBOPEHO YCIIOBMSIMU [1OrOBOpPA.

5 [MoctaHoBneHve [Mpasutensctea Poccuickon Penepaumm o1 4 ok1a6ps
2012 roga N 1006 "O6 yrtBepxaoeHuun [paBun npegocTaBneHUs MeaULMHCKUMMN
opraHv3aumamm _nnatHblX  meavunHckux yenyr' (CobpaHve 3akoHogaTenbcTBa
Poccunckon degepaumm, 2012, N 41, ¢1.5628).

29. B oTgerbHbIX CnyyYasx rno peLeHno pyKoBOAUTENS MEULMHCKOW opraHn3aunm
npy BbINMUCbIBAHUA U3 MEOUUMHCKOW OpraHM3auum nauueHTa, MMEKOLEro
COOTBETCTBYHOLUME MEOULMHCKME NOKa3aHUsa U HanpaBnseMoro Ans NpogosPKeHns
nevyeHnss B ambynaTopHbIX YCIOBMSX, MOMyT Ha3HadatbCs JmMbo BblgaBaTbCs
OOHOBPEMEHHO C BbIMMCKON M3 NCTOPUN BOMNE3HN HAPKOTUYECKNE U MCUXOTPONHbIE
nekapcTeBeHHble npenapatbl_cnuckoB Il um il MepeyvHqa, curbHOLENCTBYIOWME
nekapCcTBEHHbIE npenapaTbl Ha CPOK NpYemMa NauneHToM 40 5 AHEN.

(MyHKT B pegakumun, BBegeHHou B aencteue ¢ 21 asrycta 2015 ropa npukasom
MunsapaBa Poccum ot 30 utona 2015 rona N 386H.

lll. Ha3HayeHue N BbINUCbIBaHUE fIeKapCTBEHHbIX
npenapaTtoB NpU OKa3aHMM NepPBUYHON MEeOUKO-
CaHUTAPHOM NOMOLLU, CKOPON MEAULIMHCKON NOMOLLU U
nansimatTMBHON MeAULUHCKOW MOMOLLM

30. lMNpn okaszaHMM NEPBUYHON MEAUKO-CAHUTAPHOW MNOMOLWM M NanIMaTUBHOW
MEOULMHCKON NoMoWW B aMOynaTOpHbIX YCrIOBUAX Ha3HA4YeHUe M BbINUCbIBaHME
NeKapCTBEHHbIX MpenapaTtoB OCYLIECTBNSETCA MEAULMHCKMM paboTHMKOM B
ChnyyasX TUNUYHOIO TeyeHus 3aboneBaHUsa MnauueHTa WUCXoOs U3 TSHKECTU WU
XapakTepa 3abonesaHusi.

31. HasHayeHne U BbINUCbIBaHWE JlEKapPCTBEHHbLIX MpenapaToB MO peLleHUIo
BpayebHOM KOMUCCUM MPWU OKasaHUM MNEePBUYHOW MEAUKO-CAHUTaPHOW MOMOLLM,
nannMaTUBHON MeAULMHCKON NOMOLLM B amBynaTopHbIX YCIOBUAX NPOU3BOANUTCS B
cnyyasx:

1) 0OQHOBPEMEHHOIO Ha3Ha4YeHUsi OOHOMY MaUWEHTY NATK U Goree NeKkapcTBEHHbIX
npenapaToB B TEYEHME OOHWNX CYTOK UMM CBbILLE OECATM HAUMEHOBaHUIA B TEYEHNE
OfiHOro MecsLa;
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2) HasHadYeHUs fEeKapCTBEHHbIX MpPenapaTtoB MpU  HETUMUYHOM  TeYeHun
3aboneBaHns, HanMuYUM  OCFMIOXHEHWM  OCHOBHOro 3aboneBaHuss w©  (Mnu)
COMyTCTBYOWMX 3aboneBaHWn, MpU Ha3HA4YeHWM JIEKAapPCTBEHHbIX MNpenapaTos,
0COBEHHOCTU B3aMMOAENCTBUSE U COBMECTUMOCTW KOTOPbIX COMMAacHO MHCTPYKLIUAM
No WX MNPUMEHEHUIO MPUBOOAT K CHWKEHUIO 3EKTUBHOCTU M ©e30nmacHOCTU
dapmakoTepanun 1 (MnM) cosgarT MNOoTeHUMarbHYH OMacHOCTb ANA XU3HU U
3[10pOBbS NALNEHTA;

3) NEepBUMYHONO Ha3Ha4yeHUs MNauMEeHTYy HapPKOTUYECKMX U MCUXOTPOMHbIX
nekapcTBeHHbIx npenapatoB cnvckoB Il wnlll_lMepeyHsa (B cnyyae NpUHATUA
pyKoBOAUTENEM MEOULMHCKOM OpraHuM3aummM peweHnss O  HeobXoammocTu
COIMacoBaHUA Ha3HA4YeHUs TaKUX JeKapCTBEHHbIX MpenapaTtoB C BpadebHomn
Komuccuen).

(MoanyHKT B pepakuuun, BBegeHHon B aAencteme ¢ 21 aerycta 2015 ropa
npukasom Munsapasa Poccum o1 30 utoHs 2015 roga N 386H.

32. HasHayeHre 1 BbINUCbIBAHNE HAPKOTUYECKUX U NCUXOTPOMHbBIX NlEeKapCTBEHHbIX
npenapatoB cnuckos Il w lll MNepe4yHsa npounsBoanuTCA NauueHTam C BblpaXXeHHbIM
OoneBbIM CMHOPOMOM NOOOro reHesa, a Takke NaumeHTaMm C HapylleHMEM CHa,
CYOOPOXHbIMM ~ COCTOSHUSAMMW,  TPEBOXHBLIMW  paccTpoucTBamy,  Gobuamu,
NCUXOMOTOPHbIM BO3GY)XOEHMEM CaMOCTOATENIbHO MEeAUUUHCKMM pabOoTHMKOM
mbo MefuLMHCKMM pabOTHUKOM MO peLlleHnto BpadvebHon komuccumn (B cryyae
NPUHATUA PyKOBOAUTENEM MEOMULMHCKON OpraHn3aLumn peLieHms o HeobxoanmocTun
COrMacoBaHNA MNEepBUYHOINO Ha3Ha4YeHUs1 TaKUX JIeKapCTBEHHbIX MpenapaToB C
BpayebHON KoMUccuen).

(MyHKT B pegakuun, BBeAeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
Munsgpasa Poccum ot 30 utoHa 2015 roga N 386H.

33. lMpn okaszaHuUM CKOpPOA MeOMLMHCKOM MOMOLLM JieKapCTBEHHble npenaparthbl
HasHa4alTCsa MeaUUMHCKMM pPabOoTHWMKOM Bble3gHON BGpuragbl CKOPOWM MOMOLLM,
MeOWUMHCKUM  pabOTHMKOM  MeAWUMHCKOW  OpraHusaummM npu  OKa3aHuu
MEAWLMHCKON MNOMOWM rpaxgaHam npu 3aboneBaHusX, HecHacTHbIX Chyyasi,
TpaBmax, OTPaBrneHusX U APYrMX COCTOAHUAX, TPEOYIOLLMX CPOYHOTO MEAULIMHCKOrO
BMeLLaTenLcTBa.

IV. Ha3Ha4yeHue n BbiNnUCcbIiBaHUe NeKapCcTBEeHHbIX
npenapaToB rpaxaaHam, MMelLWmuM NnpaBo Ha becnnaTHoe
noslyyeHue neKapcTBeHHbIX NpenapaTtoB UMK Nosly4YyeHue
NleKapCTBEHHbIX NpenapaTtoB CO CKUWAKOWU, B paMKax
OKa3aHUA UM NepBUYHON MEeANKO-CaHUTAPHOU NOMOLLM

34. HasHayeHMe W BbINUCbIBAHWE JIeKApPCTBEHHbLIX MpenapaTtoB rpaxgaHam,
nvelwmM npaBo Ha GecnnaTtHoe norfyvYeHne neKapCTBEHHbIX NpenaparoB wiu
nony4yeHue nekapcTBEHHbIX NpenapaToB CO CKUAKOMW, NP OKa3aHUM UM NepBUYHON
MEANKO-CaHUTapHON MNOMOLLM OCYLUECTBMAAETCA MEAUUMHCKMM paboTHUKOM B
Cnyyasdx TUNUYHOIO TeyeHus 3aborfieBaHUsa nauueHTa WUCXoOs U3 TSHKECTU U
xapakTtepa 3aboneBaHus COrnacHO YTBEPXOEHHbIM B YCTAHOBMEHHOM MOPSAKE
cTaHgapTam MegMLUMHCKOM NOMOLLM, B TOM YUCIE:
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1) OTOEenbHbIM  KaTeropusiM  pPaXagaH, MWMEWMM npaBO Ha  MOsfyveHue
rocygapCTBEHHON couManbHOM Mnomoum B Buae Habopa couumanbHbiX YCryr, B
COOTBETCTBUM C MEPEYHEM JIEKAPCTBEHHbLIX NpenapaTtoB ANs MeAWLMHCKOro
NPUMEHEHUsi, B TOM 4WCMe JEeKapCTBEHHbIX MpenapaToB Ans MEAWLUHCKOTO
NPUMEHEHUsI, Ha3HA4YaeMblX MO PELUEHU BpayYeOHbIX KOMUCCUI MEAULMHCKMX

opraHusauuint ;
(MoanyHKT B pepakuuun, BBegeHHon B aencteme ¢ 21 asrycta 2015 ropa
npukasomMm MuHsgpasa Poccum ot 30 mnoHs 2015 roga N 386H.

i PacnopshkeHve [NpaButenbctBa Poccuiickor denepaummn ot 30 aekabps
2014 ropa N 2782-p "O6 yTBEpXOEeHUN MNEepeyHs XU3HEHHO HeobXoAUMbIX U
BaXXHENLUMX NEKapCTBEHHbIX npenapatoB Ha 2015 roa, a Takke nepedHen
NeKapCTBEHHbIX NpenaparoB Angd MeOWLIMHCKOrNOo MPUMEHEHUA U MUHUMAarbHOro
acCOpTMMEHTa JeKapCTBEHHbIX NpenaparoB, HEeOOXOAMMbBIX AnA  OKa3aHus
mMeauvumHckon nomoum" (CobpaHve 3akoHogaTtenbcTBa Poccuinckon depepaunm,
2015, N 3, c1.597).

(CHocka pononHuTenbHO BkodeHa ¢ 21 aerycta 2015 roga npvkasom
Munsapasa Poccum ot 30 nioHsa 2015 rona N 386H)

2) rpaxgaHam, — cTpagaloumm  3710Ka4eCTBEHHbIMM  HOBOOGpa3oBaHUAMM
MMAQONOHON, KPOBETBOPHOW W POACTBEHHbIX WM  TKaHeW, remModmnmen,
MYKOBMCLMOO030M, MNOGM3apHbIM  HaHU3MOM, OGonesHbio [owe, paccesHHbIM
CKIepo30M, a Takxe rpaxxgaHam nocrie TpaHcnraHTaumm opraHoB 1 (Unu) TkaHen, B
COOTBETCTBUM C MNEpPEeYHEM LEHTpanmM3oBaHHO 3aKynaemblX 3a CYeT CpeacTB
denepanbHoro  OwaxeTa  NeKapCTBEHHbIX  MpenapaTtoB,  yTBepXdaeMblM
Mpasutenbcteom Poccunckon ®egepaunm;

3) rpaxgaHam, MMEWWM MpaBO Ha MOSlyYeHMEe JeKapCTBEHHbIX MNpenapaToB
6ecnnaTtHO unNM nosfydeHMe feKapCTBEHHbIX NpenapaTtoB CO CKMOKOM 3a cyeT
cpeacte 6GtogxetoB cybbektoB Poccunckon denepaumm, B COOTBETCTBUM C
[MepeyHem rpynn HaceneHns W karteropur 3aboneBaHur, npuv ambynaTtopHOM
NeYeHn  KOTOPbIX feKapCTBEHHble CcpeacTBa W u3fgenvs  MeOWMLIMHCKOro
Ha3Ha4YeHUsa OTMYCKAKTCA MO peLientam Bpadven BecnnartHo, u [lepeyHem rpynm
HaceneHusl, Npu ambynaTopHOM JIEYEHUM KOTOPbIX [EeKapCTBEHHblE CpeacTBa
OTMNYCKalTCA NO _peuentaMm Bpayen ¢ 50-NpOLLEHTHOM CKUAOKOW, YTBEPXOEHHbIMU
noctaHoBneHnem lMNpaButensctea Poccurickon Penepaumm ot 30 nona 1994 rona

N8907;
(MoanyHKT B pepmakuuu, BBegeHHoM B pencteue ¢ 21 asrycta 2015 roga
npukasom Munsapasa Poccum o1 30 utoHa 2015 roga N 386H.

CHocka 6 nognyHkTa 3 npegblgywen pepakuum ¢ 21 asrycta 2015 roga
CUYUTaEeTCA CHOCKOW 7 noanyHKTa 3 HacTosiwen pedakuumn - npukas MuH3gpasa
Poccum ot 30 nioHs 2015 roga N 386H.

7 CobpaHve 3akoHogaTenbcTBa Poccuiickont ®epepauum, 1994, N 15,
cT.1791; 1995, N 29, c1.2806; 1998, N 1, c1.133, N 32, ¢1.3917; 1999, N 14,
cT.1724, N 15, c1.1824; 2000, N 39, cT1.3880; 2002, N 7, cT.699.
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4)  rpaxgaHaMm, — CTpajalolyM  XKM3HEYrpoXalWwWMMU U XPOHUYECKUMMU
nporpeccupyloumMm  peaknumm  (opdpaHHbIMK)  3aboneBaHnsaMKU, NPUBOOALMMA K

COKpALLEHMIO NPOAOIPKUTENBHOCTU XU3HU rpaxkaaH v UX UHBanuaoHOCTM® .
(MoanyHKT pononHuTeneHO BKbdeH ¢ 21 aerycta 2015 roga npvkasom
MuHsapasa Poccum o1 30 mtoHa 2015 roga N 386H)

% MocTaHoBneHve MpasutenscTBa Poccuitckon Genepaumm ot 26 anpensa 2012
roga N 403 "O nopsigke BeneHuss deneparnbHOro perncTpa vy, cTpagarolmx
YXU3HEYTPOXAIOLLMMU N XPOHUYECKMMU NPOrPECCUPYIOLLMMUN peakumMmn (opdbaHHbIMM)
3aboneBaHvaAMM, MPUBOAALLMMW K COKPALLEHMIO MPOLOIPKATENBHOCTM  XKU3HM
rpagaH M WX WHBANMOHOCTM, WU €ero pervoHanbHoro cermeHta" (CobGpanve
3akoHogaTenbcTBa Poccuiickon ®eaepaunn, 2012, N 19, c1.2428; N 37, ¢1.5002).

(CHocka pononHuTenbHO BKodeHa ¢ 21 aerycta 2015 roga npvkasom
Munsapasa Poccum ot 30 uioHsa 2015 rona N 386H)

35. lMpaBo BbINUCbIBATL peLENTbl HA JIEKapCTBEHHbIE MpenapaTtbl rpaxgaHam,
MMEWMM NpaBo Ha GecnnaTtHoe MomnyyYeHVe nekapCTBEHHbIX MpenapaToB Win
nosy4YeHne NekapCTBEHHbIX NPenapaToB CO CKMOKON, TAKXe UMEIT:

1) MeanumnHCKne pa6OTHMKI/I, pa60Ta+0LLu/|e B MeOULMHCKOM opraHmsauumn no
COBMECTUTENBLCTBY (B npegenax CBOEMN KOMI'IeTeHLI,VIM);

2) MeguuuHCKMe  pabOTHMKM  CTauMOHAPHbIX  Yy4pexaeHwd  coumarbHOro
obCnyKMBaHNa 1M UCNpPaBUTENbHBIX YYpeXaeHui (He3aBUCMMO OT BE4OMCTBEHHOM
NPUHaANEXHOCTN);

3) wMeguuuHCckMe pPabOTHUKM  MEAMUMHCKMX  OpraHmM3auuin,  OKasblBakoLLMX
MEOWLMHCKYI MOMOLLb B CTaLMOHAPHbLIX YCINOBUSIX, B Crlydae, NpeayCcMOTPEHHOM
nyHKTOM 29 HacToswero [lopaaka;

4) mMeguuuHCKne paboTHMKM  MEOMUMHCKMX — OpraHu3auui,  OKasblBatoLMX
NEPBUYHYI0 MELMKO-CAHUTapPHYI0 MOMOLLb, MOABEAOMCTBEHHbIX heageparnbHbiv
opraHam MWCMOMHWUTENbHON BfACTU WM OpraHaMm  WUCMOSHUTENbHOW  BracTy
cybbekToB Poccuiickon ®enepaumu:

a) rpaxgaHam, pacxofbl Ha 6ecnnaTHoe nekapcTBeHHOe obecneyeHre KOTOpbIX B
COOTBETCTBUM C 3akoHodaTenbcTBoM Poccuiickon depepaummn NoKpbiBaKOTCA 3a
cYeT cpencTB deaepansHoro boaxeTa;

6) WHbIM KaTeropusiM rpaxgaH, pacxodbl Ha ©OecnnatHoe rekapCTBEHHOE
obecneyeHne KOTOpPbIX B COOTBETCTBUM C 3aKoHogaTenbcTBoM Poccuimckon
denepaumm NOKPbLIBATCA 3@ CYET CPEACTB OKAXETOB pasfMYHbIX YPOBHEWN WU
obs3aTenbHOro MegmuMHCKOro CTPaxoBaHUS;

5) nHouBMAayanbHble NpeanpUHUMaTENK, 3aHUMaKrLLMECs YacTHOW MeOULMHCKON
NPaKTMKOM N BKIKOYEHHbIE B PEECTP MEAULIMHCKMX OpraHn3aL i, OCYLLIECTBISOLLMX
AeaTenbHOCTb B cdhepe 06513aTenbHOro MeamLMHCKOro CTpaxoBaHus.

36. He ponyckaeTcs BbiNMCbIBaHWE PELENTOB Ha flekapCTBEHHbIE npenapaTbl Ans
neYeHns rpaxgaH, MMelwmx npaBo Ha GecnnaTtHoe MofydYeHne neKapCTBEHHbIX
npenapaToB WM MOSflydYeHMe JIeKapCTBEHHbLIX MNpernapaTtoB CO  CKWAOKOMW,
MEANLMHCKMMW pabOoTHUKaMN CaHATOPHO-KYPOPTHBLIX OpraHn3auuii, MeaULMHCKMMU
paboTHMKaMM MEAMLIMHCKMX OpraHuM3auui, okasblBatoWMX MELULMHCKYH MOMOLLb
CTaLMOHAPHO MMM B YCIIOBMSX AHEBHOMO CTauMoOHapa, 3a UCKIMOYEHMEM crydyasi,
npeaycMoTpeHHOro NyHkToM 29 HacTosuero Mopsaaka.
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37. Mpu BbINUCBIBaHWM PELLENTOB Ha JleKapCTBEHHbIE NpenapaTbl AN JeYeHust
rpaxkaaH, MMetoLLWX NpaBo Ha 6ecnnaTHoOe NonyYyeHne NeKkapcTBEHHbIX NpenapaTos
UM NoslyyeHne NeKapCTBEHHbIX MpenapaTtoB CO CKWUOKOW, YKa3blBAaeTCs HOMEp
TenedoHa, Mo KOTOpOMYy pabGOTHMK anTe4yHOW opraHu3aumMm npu HeobGXoaAMMOCTW
MOXET cormacoBatb C MeOWUUMHCKUM pPaBGOTHUKOM CUHOHUMMWYECKYID 3aMeHy
NeKapcTBEHHOrO Npenapara.

38. Ha peuentypHom GnaHke dopmbl N 148-1/y-04 (n1) v doopmbl N 148-1/y-06 (n)
peLenT BbINUCbIBAETCA MEOULMHCKMM pabOTHUKOM B ABYX 3K3eMnsipax, C O4HUM
3K3eMNApOM KOTOPOro naumeHT obpallgetcs B anTeyHyo opraHusauuio. Bropon
3K3emnnap peuenTta npMobLIaeTcs K MEAULMHCKOM KapTe NaumeHTa.

(MyHKT B pegakumun, BBegeHHou B aencteue ¢ 21 asrycta 2015 roga npukasom
MunsapaBa Poccum ot 30 utonsa 2015 rona N 386H.

39. HapkoTmyeckme u MNCUXOTPOMNHbIE NEKApPCTBEHHble npenapatbl cnucka i
[MepeyHa Ona neyeHuss rpaxaaH, UMelwmx npaBo Ha 6GecnnatHoe nonydeHve
NeKapCTBEHHbIX MNpenapaTtoB UM MOfyYeHUss feKapCTBEHHbIX MpenapaTtoB Co
CKMOKOW, BbINUCBLIBAOTCA Ha  CneunanbHOM — peuentypHom  OnaHke  Ha
HapKOTMYECKOe CPefCTBO M NCUMXOTPOMHOE BELLIECTBO, K KOTOPOMY LOMOSTHUTENBbHO
BbINUCbIBAOTCA peuenTbl B ABYX IK3eMnnapax Ha peuentypHom 6naHke dopmbl N
148-1/y-04 (n) nnm chopmbl N 148-1/y-06 ().

(MyHKT B pegakumun, BBegeHHou B aencteue ¢ 21 asrycta 2015 roga npukasom
MuHaapasa Poccum ot 30 mnoHa 2015 rona N 386H.

40. [lcuxoTponHble nekapcTBeHHble npenapaTbl cnvcka Il NepeyHsi, WHble
NeKapcTBEHHblE CpeacTBa, noarexawpe npegMeTHO-KONIMYECTBEHHOMY Y4YeTy,
nekapcTBeHHble npenapaTtbl, obrnagaloume aHabonMy4eckon aKTUBHOCTLIO,
KOMOBUHMPOBaHHbIE NEKaPCTBEHHbIE NpenapaThbl, yKa3aHHble B NoANyHKTE 4 nNyHKTa
9 HacTosulero nopsaaka, npefHasHavyeHHble ANS NeYeHUst rpaaaH, UMeLmX
npaBo Ha 6GecnnaTHoe NONyYyeHWe NEKapCTBEHHbLIX NpenapaToB UMM MosyYyeHune
NeKapCTBEHHbIX NPenapaToB CO CKMAKON, BbIMMCHIBAKOTCS HA peLenTypHOM GnaHke
N 148-1/y-88, Kk KOTOpOMY [AOMOMHUTENBHO BbINMUCBIBAOTCA peuenTbl B ABYX
aK3emMnnspax Ha peuenTypHom bnaHke chopmbl N 148-1/y-04 (1) vrm doopmbl N 148-
1/y-06 (n1).

(MyHKT B pegakummn, BBegeHHou B aencteue ¢ 21 asrycta 2015 roga npukasom
Munsapasa Poccum ot 30 uona 2015 ronga N 386H.

MpunoxeHue N 1. NpepenbHO gonycTuMoe KONMM4ecTBO
OTAENbHbIX HAPKOTUYECKMUX U NCUXOTPONHBLIX
JfleKapCTBEHHbIX npenapaToB ANS BbINUCbIBaHUSA Ha OAUH
peuent

Mpunoxenve N 1
K Mopsiaky
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N n/n HanmeHoBaHve dopma Bbinycka u KonunyecTtBo
HapKOTUYECKOro U A031poBKa
NCUXOTPOMHOro
neKapCTBEHHOIO
npenapara

1. BynpeHopdmH TabneTku ons 50 Tabn.
CcybrnHreanbHoOro
npuema 200 mkr n 400
MKF

2. BynpeHopdmH PacTBop ons 30 amnyn nnu
WHBEKLUIA, amnynbl, LLNPUL-TIOONKOB
wnpuvu-Trodukn 300
MKr/mn 1 mn
amnynbl 300 Mkr/mn 2 15 amnyn
M1

3. BynpeHopdmH TpaHcaepmarnbHas
TepaneBTnyeckas
cuctema
35 MKr/y 20 nnacT.
52,5 MKy 10 nnacr.
70 MKr/y 5 nracrt.

4. OurnppokogeunH (ONK Tabnetku

KoHTuHYC) NPOSIOHMMPOBAHHOIO

OencTBus ons npuema
BHYTpPb
60 mr 40 Tabn.
90 mr 30 Tabn.
120 mr 20 Tabn.




MopdmHa

PactBop ons

WHBEKL WA, pacTBOp
A59 NOOKOXHOro
BBeaeHus amnynbel 10
mr/mMn 1 mn

20 amnyn

(Mo3nuwmsa B pegakumm, BBeaeHHon B aencteme ¢ 21 asrycta 2015 roga
npukasom Munagpasa Poccum o1 30 noHa 2015 roga N 386H.

OmHonoH PacTteop ans 20 amnyn
NOAKOXHOro BBEAEHUS,
amnyrnbl 1% n 2% no 1
M1
Mpomenon Tabnetku gna npuema || 50 Tabnetok
(TpumenepuanH) BHYTPb 25 Mr

(Mo3nuwmsa B pegakuum, BBeaeHHon B aencteme ¢ 21 asrycta 2015 roga
npukasom Munagpasa Poccum o1 30 nona 2015 rona N 386H.

Mpomegon
(TpumenepuanH)

PactBop ons
WHBEKLUA, amnyribl
(wnpwuu-Tro6mKKM) 10
mr/mn 1 mn, 20 mr/mn 1
M

20 amnyn
(wnpwu-
TIOOUKOB)

(Mo3nuwmsa B pegakumm, BBeaeHHon B aencteme ¢ 21 asrycta 2015 roga
npukasom Munagpasa Poccum o1 30 nona 2015 rona N 386H.

MopdwH (MCT KOHTUHYC
Unn gpyrve aHasnoru
NPOAOIHKUTENBHOCTHIO
JencTBunsa He meHee 12
yacos)

Tabnetku (kancynbl)
NPOAJSIEHHOrO
OencTBusa ons npuema

BHYTPb

10 mr 180 Ttabn. (kanc.)
30 mr 60 Tabn. (kanc.)
60 mr 30 Tabn. (kanc.)
100 mr 20 Tabn. (kanc.)
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H 200 mr

H 20 Tabn. (karnc.)

(Mosnuwmsa B pegakumm, BBeaeHHon B aencteme ¢ 21 asrycta 2015 roga

npukaszom MuHsgpasa Poccum ot 30 noHa 2015 roga N 386H.

10. Mpocuoon TabneTtkun ons 50 Tabn.
OyKKaneHoro npuema
10 mrn 20 mr

11. Mpocupon PacTteop ans 50 amnyn

UHbEeKuMn, amnynel 10
mr/mn 1 mn

(Mosnuwmsa B pegakumm, BBeaeHHon B aencteme ¢ 21 asrycta 2015 roga

npukaszom MuHsgpasa Poccum ot 30 noHa 2015 rona N 386H.

12. ®eHTaHunN TpaHcaepmanbHas
TepaneBTMyeckas
cuctema
12,5 MKr/yac 20 nnacr.
25 MKr/yac 20 nnact
50 mkr/yac 10 nnacr.
75 MKr/vac 10 nnacr.
100 mKkr/vac 10 nnacr.

13. deHTaHun TabneTtkn 50 TabneTok
noabsasbiyHble 0,1 mr;
0,2 mr; 0,3 mr; 0,4 wr;
0,6 wmr; 0,8 mr

14. KogewvH (kogenHa MopoLuok 0,2r

cpocpar)
15. Hatpusa okcnbytupat PacTBop ans npuema 2 donakoHa

BHYTpb 66,7%, cupon
A5 npyemMa BHyTpPb
5%
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16. ByTopdaHon PacTteop ans 20 amnyn
UHBbeKUnn 2 mr/mn 1
Mn

17. HanbydmH PactBop ons 50 amnyn
nHbekuni 10 mr/mn 20 || 25 amnyn
Mr/mMn

18. deHobapbuTan Tabnetku 50 mr, 100 50 Tabnetok
Mr

(Mo3numa pononHUTENLHO BKNoYMeHa ¢ 21 asrycta 2015 roga npukasom
Munagpaa Poccum ot 30 mnons 2015 roga N 386H)

MpunoxeHue N 2. PekomeHaoBaHHOE KONNYeCTBO
OTAENbHbIX JIeKAapCTBEHHbIX nNpenapaToB Ans
BbINUCbIBaHUSA Ha OAUH peuenT

MpunoxeHne N 2
K Mopsagky
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N n/n HavmeHoBaHue dopma Bbinycka u KonnyecTtBo
nekapcTBEHHOro [031poBKa
npenapara
1. KombuHmpoBaHHble Bce He 6bonee 0,2 r*

NeKapCTBEHHbIE
npenaparbl, cogepxaLime
KoOewnH (Conn KogenHa)

JleKapCTBEHHbIE

dopmbl

2. AdpegpurHa rmgpoxnopua m MopoLuok 06r
apyrve conu agegpuHa
3. TeodenpvH, TeodenpvH- Tabnetku 30 Tabn.
H, Heo-TeodeapuH
4, ConyTtaH Pacteop 50 mn, 30 || 1 donakoH
M1
5. CnasmoBeparnruH, Tabnetku 50 Tabn.
CnasmoBepanrmH-Heo
6. Opyrne kom6uHMpoBaHHble || Bce 1 ynakoBka
neKapCTBEHHbIE nekapCcTBEHHbIE
npenaparbl, cogepxaLime dopMbl
adhenpuviHa rmgpoxnopva v
noanexaipe npeameTHo-
KONMMYECTBEHHOMY YYeTy
7. KombuHmpoBaHHble Bce 1 ynakoBka
nekapcTBEHHbIE neKapCcTBEHHblE
npenaparbl, cogepxaLime dopMbl
nceegoadenpuHa
rMapoxsiopug v
nognexawpe npegmeTHo-
KONMYEeCTBEHHOMY y4eTy
8. KnonnauH Tabnetkn 0,075 mr; || 1 ynakoBka
0,15 mr
PactBop ons 1 ynakoBka

nHbekuum 0,1
Mr/mn




Kansnm rmasHble 5 TIo6 K-
0,125%, 0,25%, KanenbHuy,
0,5% pacTBOp
9. AHabonnyeckne ropMoHb!: Bce 1 ynakoBka
MeTaHapOCTEHOSIOH, neKapCTBEHHbIE
OkcaHgponoH Petabonun, || dopmbl
HaHgpornoH, ®eHobonun,
CwvnabonuH n gpyrve
10. KombBu1HMpoBaHHbIe Bce 1 ynakoBka
neKapCTBEHHbIE neKapCTBEHHbIE
npenaparbl, cogepxawme dopMbl
deHmnnponaHonaMmuH u
nogsiexawupye npegmeTHo-
KONMYEeCTBEHHOMY y4eTy
11. Mosunuusa ytpatuna cuny ¢ 21 aerycta 2015 roga - npukas MuH3sapasa
Poccuun ot 30 nioHa 2015 roga N 386H..
12. BeH3obapbutan Tabnetkn 50 mr, 1 ynakoBka
100 mr
13. MpumMmnaoH Tabnetkn 125 wr, 1 ynakoBka
250 mr

* py BbINUCbIBAHUM K OTMYyCKe NeKapCTBEHHOro npenaparta, cogepXallero

coku kogenHa, npon3soauUTCcsd nepecyeT Ha KogenH ocHoBaHUe.

Mpunoxexnue N 3. [lonycTUMbIe K UCNOSTIb30BaHUIO

peuenTypHble COKpaLleHus

MpunoxeHne N 3
CnpaBo4HO
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CokpalueHue MonHoe HanucaHue Mepesop
aa ana no, NOPOBHY
ac.acid. acidum Kucrorta
amp. ampulla amnyna
aq. aqua BoAda
aq. destill. aqua destillata AVCTUNIMPOBaHHasi Boga
but. butyrum mMacno (TBepaoe)
comp., cps compositus (a, um) CIOXHbIN
D. Da (Detur, Bbigan (nyctb
Dentur) Bbl4aHO, NyCTb
OGyaeT BblaaHO)
D.S. Da, Signa Bbigain, o603Haub
Detur, Signetur MycTb ByaeT BbIAaHO,
ob6o3HayeHo
D.t.d. Da (Dentur) tales Bbigan (MycTtb 6yayT
doses BblaHbl) Takue A03bl
Dil. dilutus pa3BeaeHHbIN
div.in p.aeq. divide in partes pasgenu Ha paBHble

aequales

4acTun




extr.

qtt.

inf.

in amp.

in tabl.

lin.

lig.

m. pil.

ol.

past.

Ppl.

p.aeq.

ppt., praec.

pulv.

extractum

fiat (fiant)

qutta, quttae

infusum

in ampullis

in tab(u)lettis

linimentum

liquor

massa pilularum

Misce, Misceatur

numero

oleum

pasta

pilula

partes aequales

praecipitatus

pulvis

quantum satis

OKCTPAaKT, BbITAXKA

MycTb obpasyeTtcs
(obpasytotcs)

Kannd, Kanmm

HacTown

B aMmnyrnax

B TabneTkax

AXMaKada Ma3b

XUOKOCTb

nunJfibHaa Mmacca

Cwmewan (MycTtb 6yget
CMeLLaHo)

YNCJIOM

mMacno (>kuakoe)

nacTta

NMANKJIA

paBHblE HaCTun

OcakneHHbIN

MNopoLuok

Ckonbko notpebyetcs,
CKOINbKO HaA0



r., rad. radix

Rp. Recipe
Rep. Repete, Repetatur
rhiz. rhizoma

S. Signa, Signetur
sem. semen
simpl. simplex
sir. sirupus
sol. solutio
supp. suppositorium
tabl. tab(u)letta

t-ra, tinct. tinctura

ung. unquentum
vitr. vitrum

KOpeHb

Bo3bmu

MosTopwm (MycTb Bynet
NOBTOPEHO)

KOpHEBULLE

O6o3Haub (MycTb 6yaet
0603Ha4YeHo)

cemMA

npocTomn

cvpon

pacTeop

cBe4ya

TabneTtka

HacTomka

Ma3b

CKJTAHKa

NMpunoxeHue N 2. Popmbl pelenTypHbIX

OonaHkoB



C 1 auBapsa 2016 roga npukazom MuHsgpasa Poccum ot 30 uroHa 2015 roga N
386H B npuroxeHne N 2 "®opmbl peuenTypHbIX BriaHKoB" K HacTosLEMY NpuKasy
OyayT BHECEHbl U3MEHEHUS.

MpunoxeHne N 2

®opma N 148-1/y-88

PELIENTYPHbIN BNAHK

MWHMCTEPCTBO 30paBOOXPaHEHNS
Poccuinckon ®egepaunm

HavmeHoBaHwve (wramn) Kog dpopmbl no OKY[] 3108805
MeouumHcKas AoKyMeHTauus
MeOMLUHCKOW opraHm3aL um ®dopma N 148-1/y-88

YTBEpXOeHa NpuKasom
MuHMCTEepCTBa 34paBOOXPaHEHNS
Poccuitckon ®enepaunn

oT 20 pekabpsa 2012 roga N 1175H

PELIEMT

(Gama ebinucku peuyernma)
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(B3poOCnbI, AETCKUIA - HYXXHOE NO4YEPKHYTb)

®.N.0.
nauueHTa

(monHocmeto)

BospacTt

Anpec v N MeauLMHCKO KapTbl aMGynaTopHOro naumeHTa (MCTopumn passutusi pebeHka)

®.1.0. nevallero Bpaya

(monHocmeto)

Py6. Kon. Rp:

MNognunck 1 nn4Has M.IM.
neyaTb Jfieyallero Bpaya

PeuenTt genctesuteneH B Teyenune 10 gHen



®opma N107-1ly

PELIEMTYPHbIN BINAHK*

MWHMCTEPCTBO 30paBOOXPaHEHNS
Poccuinckon degepaunm

HavmeHoBaHwve (wramn) Kog dopmbl no OKY[]
3 Kopg yupexaennst no OKIMNO
MeANLNHCKOW opraHn3ai nn MeauumHcKas AOKyMeHTauuna

dopma N 107-1ly

YTBepxgeHa nprkasom
MuHMcTepcTBa 34paBoOOXpPaHEHNS
Poccuiickon ®egepanmmn

oT 20 aekabps 2012 roga N 1175H

PELENT
(B3pOCnbI, 4ETCKUM - HYXXHOE NOOYEPKHYTb)




®.1.0. nauyneHTa

BospacTt

@.N.0. nevallero Bpaya

py6.l kon.I Rp.

Moanuncke M NMYHaga NeyaTb fevallero Bpaya M.IM.

PeuenT gencrteureneH B



TeyeHue 2 mecaues, Ao 1 roga (

(HEeHyXHoe 3a4epKHymb) (yKazampb Kornu4ecmaeo mecsiyes)

* - Ona peuenTypHbIX BMaHKOB, N3rOTOBMAEMbIX U MOMHOCTBLIO 3anofHAEMbIX C
NCNOMb30BaHNEM  KOMMbIOTEPHbLIX  TEXHOMOMMK, BBOOATCA  AOMNOMHUTESbHbIE
PEKBU3UTLI (HOMEpP 1 (Unn) cepusi) 1 MecTO ANS HAaHECEHUS LUTPUX-Koaa.

®opma N 148-1/y-04(n)

PELIENTYPHbIN BNAHK

MWHUCTEPCTBO 34 paBOOXPaHEHNSI
Poccuinckon ®egepaunn

il

LLramn
npvkasom MuHncTepcTBa
34paBoOXpaHeHns
Poccuiickon depepaunm
Kon meaunumHCKom opraHusamm oT 20 aekabps 2012 roga

N 1175H

INIINENEAEEE AN

Koa dopmel no OKY[]
3108805
®opma N 148-1/y-04 (n)

Kon Kon NcTOYHMK % onnarbl: Kog
KaTeropuu || HO30rorM4ecKom || prHaHCUpPOBaHUS: || (MOQYEPKHYTB) || IEKapCTBEHHOIO
rpaxgaH dopMbI (NO (noayepkHyTb) 1. BecnnatHo cpencTtea
MKB-10) (3anonHsetca B
anTe4yHou
opraHu3saumn)
S[|S|S|LI|LIJ.]|LIT PeoepansHbin |2.50%
2. CyobekT
Poccunckon
denepauymu
3.
MyH1uMNanbHbIN
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PELENT Cepus N Harta
BbIMUCKU

d.N.0. [HaTta

naumeHTa poXxaeHus

CHUNC

N nonuca

obs3aTenbHoro

MeOULMHCKOro

CTpaxoBaHUS:

;]

20 .

Aapec nnm N MeauuMHCKOW KapThl
amOynaTopHOro nauueHTa

®.1.0. nevallero Bpada

(ucmopuu passumusi pebeHka)

Py6.1 Kon.I Rp:

S S S B I oo IO

v Signa. e




(koA nevawlero Bpaya)

MNognucbh 1 nn4Hasa nevatb M.T1.
nevatlero Bpaya

Peuent pencteuteneH B Tedenne 5 gHen, 10 gHen, 1 mecsaua, 3 mecsueB

(HEHy)XHOE 3a4epKHYTb)

........................ (3anonHseTcsa cneymanMcTom
anTeyvyHoW opraHnsauum)

OTnyweHo No peuenTy:

TOpFOBOG HanmveHoBaHMe 1 0O3NpPOoBKa:

Hata otnycka: " " 20 KonnyecTBo:

r.

MpwuroToswun: MpoBepwurn: OTtnycTun:

................................................. (MMHMA
OTpbiBa)

Kopelliok peLenTypHoro

OnaHka

HanmeHoBaHue
neKkapCTBEHHOIO

npenapara:

[o3nposka:

Cnocob npMmMmeHeHus:

MpooomkMTENbHOCTL aoHen
KonnyecTBo npnemos B pas
A€Hb:

Ha 1 npuem: en.




®opma N 148-1/y-06(n)

PELIENTYPHbIN BNAHK

MVIHI/ICTepCTBO 34paBOOXpaHEeHUA

Poccuickon degepauum MECTO ONA WTPUX-KOOA

MeguumnHckasa opraHu3auus

il

npvkasom MuHuctepcTea
3[1paBOOXpaHeHns
Poccuickon depepaumm
ot 20 pekabpsa 2012 roga
N 1175H

LLUTamn

Kog OIMPH Kog dopmbl no OKY[]
3108805

T eomewsomers



Kog Kog
KaTeropum HO30510MMYEeCKOM
rpaxgaH

(no MKB-10)

PELIEMT Cepuis

®.N.0. nauneHTa

MNcToYHNK % onnaTbl U3 Peuent

dMHaHCUpPOBa- || UICTOYHMKA AencTBUTErneH
B

HUS: dmHaHCMpoBaHWS: || TedeHue 5
[OHen,

1) 1) 100% 10 oHen,

depepanbHbin [ 2) 50% (Hy>xHOe 1 mecsaua,

oromxeT

2) 6rogxeT NOAYEPKHYTb) 3 mecsaues

cybbekTa (HyxHOEe

Poccuiickon NOAYEPKHYTb)

depepaumm

3)

MYHULMNAnbHbIN

GrooxeT

(Hy>xHOE

NOL4YEPKHYTb)
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Nara CHUNC
poOXOeHnst

N nonmca
obda3aTenbHoro
MeANLMHCKOro
CTpaxoBaHus

N MeguUMHCKOM KapTbl amBynaTopHOro naumeHTa (McTopust pasBuTus pebeHka)

®.1.0. nevawlero
Bpaya

Kon
nevatlero Bpaya

BeinucaHo: (3anonHseTcsa cneunanucToM anTeyHon opraHu3awnm)

Rp: OTnyweHo no peuenty:

[ata otnycka

Kop nekapcTBeHHOro

D.t.d. npenaparta

[losupoBka Toprosoe
HavMeHoBaHue

KonnuecTtBO

eauHuL,

Signa

Moanunck nevallero Bpaya KonnuecTtBo




N ITMYHaA neyarb Jieyallero Ha o6|.uy+o

Bpaya cymmy
M.I.

..................................................... ("MmHKna

oTpblBa)

Kopewwok PELIEITA Cepus ? oT

Cnocob npMmeHeHus: HanmeHoBaHmne nekapCTBEHHOro

MpooomkMTEeNnbHOCTL OHen  npenapata

KornnyecTBo npnemos B pa3

A€eHb

Ha 1 nprnem en. [osuposka:

NMpunoxeHue N 3. NMNopsaaok opopmneHus
peuenTypHbIX OTaHKOB Ha NeKapCTBEHHbIe
npenapartbl, UX y4yeTa U XpaHeHuUsA

MpunoxeHne N 3

(c uameHeHnamu Ha 30 uoHa 2015 roga)

l. OchopmneHune peuentypHbIX 651aHKOB

1. Ha peuenTtypHbix 6naHkax doopmbl N 107-1/y, HE UMEIOLLMX HOMEP U (MNnn) ceputo,
MeCTO AN HaHeceHus wrpux-koga, N 148-1/y-88, N 148-1/y-04 (n) n N 148-1/y-06
(1) B NNEBOM BEPXHEM YIMy MPOCTABNAETCS LUTAMMN MEOMLMHCKOM opraHu3auum ¢
yKasaHnem ee HanMeHoBaHusi, agpeca v TenedoHa.

[ononHutensHo Ha peuenTypHbiX 6rnaHkax dopmbl N 107-1/y, nmetowmx Homep
n (Unn) ceputo, MeCTO ANs HaHeceHus WwTpux-koaa, N 148-1/y-04 (n) n N 148-1/y-06
() npocTaBnseTcs Kog MeauLMHCKON opraHn3aumm.

Cepus peuentypHoro 6naHka coopmbl N 148-1/y-04 (n) v doopmbl N 148-1/y-06
(1) BknovaeT koa cybbekta Poccunckon depepaumn, COOTBETCTBYOLMIA OBYM
nepBbIM umndppam O6LepoCcCMnCcKoro knaccudmkaropa 06bekToB
a4MWHUCTPaTUBHO-TeppuTopuanbHoro genexmsa (OKATO).



http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/902392071
http://docs.cntd.ru/document/1200000127
http://docs.cntd.ru/document/1200000127

2. Ha peLenTypHbIX BnaHkax, odpopMrAemMbIx nHanBMAYyansHbLIMU
npeanpuHMMaTens My, UMELWMMA NIULEH3UIO Ha MEAWMLUMHCKYIO OesdTeNbHOCTb, B
BEpPXHEM NEeBOM Yrfy TMnorpaddCknMm cnocobomM unu nytem npocTaBfieHns wramna
AomkeH ObITb ykasaH agpec Bpadva, HOMep W Jarta NMUeH3WUM, HauMmeHOBaHue
opraHa rocygapCTBEHHOW BIiacTu, Bbl4aBLLEro MULEH3MIO.

3. PeuentypHble ©OnaHku doopm N 148-1/y-88, N 107-1/y wnN_148-1/y-04 (n)
3aMosHATCS BpavoM pa3bopyumBo, YETKO, YEPHUTAMM UIM LLAPUKOBOW PYYKOM.

4. [lonyckaeTcs opopMIieHme:

1) BCeX pekBU3NTOB peLenTypHbix BriaHkoB dropmbl N 107-1/y, nmetowpmx HoMep u
(urm) ceputo, MecTo AN HaHeceHus wTpuxkoaa, u dopmbl N 148-1/y-06 (n) ¢
NCNONb30BaHNEM KOMMbHTEPHBLIX TEXHOMOMIA;

2) BCex peKBU3UTOB (3a MUCKMYeHneM pekBuauta "lMoanvchk nevawlero Bpaya")
peuenTypHbix ©6raHkoB dopmbl N 148-1/y-88 un doopmbl N 107-1/y (He umeromx
HOMEp WM (UnM) cepuo, MECTO ANS HAHECEHUs! LUTPUXKOA4A) C MCMONb30BaHMEM
nevartaroLLMX YCTPOUCTB.

(MyHkT 4 B pepakuun, BBedeHHom B pencteue ¢ 21 aerycta 2015 ropa
npvkazom MuHsapasa Poccum ot 30 uoHs 2015 roga N 386H.

5. Ochopmnenure peuenTtypHbix 6rnaHkoB dopmbl N 148-1/y-04 (1) v doopmbl N 148-
1/y-06 (1) BkNtovaeT B cebs umdpoBoe KogNpPOBaHME.
LindopoBoe koampoBaHme ykaszaHHbIX peLenTypHbIX 611aHKOB BKIOYaeT B ceds:

1) koo MeauuMHCKOM  opraHu3aumm B cooTBeTcTBUM C  OCHOBHbIM
rocygapCTBeHHbIM perncTpaunoHHeiM Homepom (OIPH), npocTtaBnsiembin npu
N3roTOBMEHUN peLienTypHbIX 6raHKOB;

2) kop kateropun rpaxagaH (SSS), nmetoLmx NpaBo Ha NonyyYeHne NekapcTBEHHbIX
npenapaTtoB B COOTBETCTBMM CO cTatben 6.1 PegepanbHoro 3akoHa oT 17 wwong

1999 roga N 178-®3 "O rocymapCTBEHHON coumarbHoi nomoum” ', w Kopn
Hozornornyeckon dpopmbl (LLLLL) no MKB-10, 3anonHsemble nevyawmm Bpayvom
nyTeM 3aHECEHUs KaXaon uudpbl B MNycTble S4YEVKW, NpU  3TOM TOYKa
NPOCTaBMAETCA B OTAENbHOM AYENKE;

! CobpaHwue 3akoHogaTenscTBa Poccuiickon deagepaumm, 1999, N 29, ¢1.3699;
2004, N 35, cT.3607.

3) oTmeTKa 06 MCTOYHMKE dmHaHCUpoBaHus (deaepanbHbin GrogxeT [1], OroaxeT
cybbekTa Poccuiickon ®egepaumm [2], myHuumnaneHeln 6rogxeT [3]) n npoueHTe
onnatbl peuenta (6ecnnatHo [1], 50% [2]), ocywecTBnsemas MeguuUHCKUM
paboTHUKOM;

4) kog MegMUMHCKOro paboTHMKa YyKasblBaeTcsl MeAWUMHCKMM PabOTHMKOM B
COOTBETCTBUM C YCTAHOBMNEHHLIM OPraHOM WCMOSHUTENbHON BracTu cybbekTa
Poccuitckon ®enepauun B 06racTu oxpaHbl 340pOBbs rpaxaaH NepeyHEM KOAoB
MEAUNLMHCKMX pPabOTHWKOB, WMEKWMX TMpPaBO Ha BbIMWUCKY JIeKApCTBEHHbIX
npenaparos;

5) Ko, NekapCcTBEHHOIO NnpenapaTa, NPoCTaBNAeMbIi B anTe4YHOW opraHu3auum npu
OTI'IyCKe J'IeKapCTBeHHbIX npenapaTOB, BbIMCAHHbLIX Ha peu,enTyprlx 6]'IaHKaX
dopmbl N 148-1/y-04 (1) n doopmbl N 148-1/y-06 (11).

6. B peuenTypHbix 6naHkax dopmbl N 148-1/y-88, N 107-1/y, dopmbl N 148-1/y-04
(n) ndopmbl N 148-1/y-06 (n) (ganee - peuentypHble 6naHkm) B rpadgpax "d.M.0.
nauueHTa" ykasblBaloTCs NOMHOCTLIO hamMunns, UMsi U OTYECTBO NaLMeHTa.
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7. B peuenTypHbix 6naHkax dopmbl N 148-1/y-88 u dopmbl N 107-1/y B rpace
"BospacT" ykasblBaeTCs KONMYeCcTBO NOSHbLIX NIET NauMeHTa.

B peuenTypHbix 6naHkax dopmbl N 148-1/y-04 (n) v dopmbl N 148-1/y-06 (1) B
rpacge "[aTta poxgeHus" ykasbiBaeTCcA gata poXaeHus naumeHTa (Yicro, mMecsu,
rog).

8. B peuenTypHbIx 6naHkax doopmbl N 148-1/y-04 (1) v doopmbl N 148-1/y-06 (1) B
rpagax "CHWJIC" mn "N nonmca obdAsatenbHOro MeguuMHCKOro cTpaxoBaHus"
YKa3bIBalTCH CTPaxoBON HOMEP UHAMBMOYASNBHOMO NMUEBOroO CYETa rpaxaaHnHa B
MeHcunoHHOM doHae Poccuickon depepaumm (CHAJC) (npy Hanuymnm) 1 Homep
nonmca o6a3aTenbHOr0 MeAULMHCKOrO CTPaxoBaHusI.

(MyHKT B pegakuun, BBeaeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
MuHsgpasa Poccum ot 30 mtoHa 2015 roga N 386H.

9. B peuenTypHbix 6raHkax cdoopmbl N 148-1/y-88, cdopmbl N 148-1/y-04 (n) w
dopmbl N 148-1/y-06 (n) B rpacde "Agpec wrim N MeguLMHCKOM KapTbl
ambynaTopHOro nauueHTta (MCTopun pas3BuTUS pebGeHka)" ykasbiBaeTcs agpec unm
HOMEp MEAULMHCKON KapTbl ambynaTopHOro nauueHTa (MCTOpUM pasBUTUS
pebeHka).

C 1 aHBaps 2016 roga npukasom MuHagpasa Poccum ot 30 utoHsa 2015 roga N
386H NyHKT 9 HacTosLLEro NpUroXxeHns 6yaeT N3foXxeH B HOBOW peaakLuu.

10. B rpace "®.N.O. nevawero Bpaya" peuenTypHbiXx 6GnaHKOB yKasblBaloTCS
NMONMHOCTBLIO (hbaMuUnnst, UMS, OTYECTBO (NPU HaNMYMM) MeguLMHCKOro paboTHUMKA,
WUMEIOLLEro NPaBO HA3HAYEHUSI U BbINUCbIBAHUA NEKAPCTBEHHBLIX NpenapaTos.

(MyHKT B pegakuun, BBeaAeHHoW B aencteme ¢ 21 asrycta 2015 roga npvkasom
MuHsgpasa Poccum ot 30 mtoHa 2015 roga N 386H.

11. B rpacbe "Rp" peuenTypHbIX 651aHKOB yKa3blBaeTCs:

1) Ha naTMHCKOM £A3blke HauUMEHOBaHWE JNEeKapCTBEHHOrO  npenapara
(MexxgyHapogHOe HenaTeHTOBaHHOE WM rPYNnUPOBOYHOE, MO0 TOProBoe), ero
[031POBKa;

2) Ha pycCKOM WM PYCCKOM W HaLMOHanbHOM $i3blkax CMoco® MNpUMEHEeHUs
nekapcTBEHHOrO npenapara.

12. 3anpeLuaeTcs orpaHM4YnBaTbLCA OBLLMMK YKa3aHUAMU, Hanpuvep, "BHyTpeHHee",
"N3BecTHO".

Paspelwialotca TOMbKO MNPUHATLIE MpaBuiaMyM  COKpalleHust 0B03HayYeHui;
TBEpAble M Cbinydne drapMaleBTUyeckne cybcTaHLmMm BbiNMUCHIBAOTCSA B rpaMmax
(0,001; 0,5; 1,0), xmMoKne - B MUNMUNUTPaX, rpaMmmax u Kanssx.

13. Peuent, BbINUCaHHbIM Ha peuenTypHOM OraHke, nNoOANUCbIBaETCS
MeANLMHCKUM pabOTHUKOM 1 3aBePSIeTCS ero NIYHON neyaTbio.

[ononHutensHO peuenT, BbINUCaHHbIN Ha peLenTypHoM 6riaHke doopmbl N 148-
1/y-88, dopmbl N 148-1/y-04 (1) v dopmbl N 148-1/y-06 (11), 3aBepsieTca neyvaTbto
MeAULMHCKOM opraHnsaumm "0na peuentos”.

14. Ha ogHom peuentypHom 6niaHke dopmbl N 148-1/y-88, doopmbl N 148-1/y-04 (1)
n doopmbl N 148-1/y-06 (1) paspeluaeTca BbINUCbIBATb TOMbKO OA4HO HaMMeHOBaHMe
neKkapCTBEHHOro npenapara; Ha ogHoMm peuenTtypHom 6naHke cdopmbl N 107-1/y -
He Gonee Tpex HaMMEHOBaHWI NiekapCTBEHHbIX NpenapaTos.

15. WcnpaBneHna B peuenTte, BbIMMCAHHOM Ha pelenTypHoM 6naHke, He
JornyckatTcs.
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16. Cpok gencTtsBus peuenTa, BbINMUCAHHOIO Ha peuenTypHoM 6raHke dopmbl N
148-1/y-88 (10 aHen), dopmbl N 107-1/y (2 mecsaua, ao 1 roga), dopmbl N 148-1/y-
04 (n) wdopmbl N 148-1/y-06 (n) (5 gHen, 10 gHen, 1 mecqu, 3 mecsdua)
yKasblBaeTCsi NyTEM 3a4epKUBaHNS NN NOAYEPKUBAHNS.

C 1 anBapsa 2016 roga npukazom MuHsapasa Poccum o1 30 moHsa 2015 roga N
386H B NyHKT 16 HacTosLero NnpunoxeHns 0yayT BHECEHbI UBMEHEHUS.

17. Ha obopoTtHoM cTopoHe peuenTypHoro 6naHka dopmbl N 107-1/y (3a
UCKMIOYEHNMEM  peuenTypHoro  OmaHka,  MONMHOCTbK  3aroSiHAEMOro  C
NCNOMb30BaHNEM KOMIMbIOTEPHbIX TEXHOMOMI), peuenTypHoro 6naHka cdopmbl N
148-1/y-88 wndopmbl N 148-1/y-06(n) neyataetca Tabnuua CneayoLLero
coaepXaHus:

MpurotoBun MNpoBepun OTtnycTtun

18. lNpun BbINUCKE NEeKapCTBEHHOro npenapaTta no peLeHnto BpadebHon Kommccum
Ha ob6opoTe peuenTypHoro 6naHka doopmbl N 107-1/y, doopmbl N 148-1/y-88, dropmbl
N 148-1/y-04 (n) w dopmbl N 148-1/y-06 (n1) cTtaBuUTCA cheuuanbHagd OTMeTKa
(wramn).

(MyHKT B pegakuun, BBeAeHHoM B aencteme ¢ 21 asrycta 2015 roga npvkasom
MunaapaBa Poccum ot 30 mnoHa 2015 rona N 386H.

19. Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (1) v cdoopmbl N 148-1/y-06 (1)
BHU3Y UMEETCS NIMHUSA OTPbIBA, pasgenstowas peLenTypHbIi GriaHK U KOPELLIOK.

Kopellok oT peuenTa, BbINMUCAHHOIO Ha YyKa3aHHOM peLenTypHOM 6naHke,
BblOaeTcs nauueHTy (nvuy, ero npeacTaBnsiolemMy) B anTe4YHOW opraHM3auum, Ha
KOpellke [fenaeTcss OTMeTKa O HavMMEHOBaHWM JIeKapCTBEHHOro npenapara,
A03MPOBKE, KONM4ecTBe, cnocobe NpMMeHeHusl, U OH ocTaeTcs y nauueHTa (nuua,
€ro NpeACcTaBsoOLLEro).

20. OdpopmrieHne cneuunansHOro peuentypHoro 6naHka Ha HapKoTU4ecKoe
CPEACTBO W MNCUMXOTPOMHOE BELECTBO OCYLLECTBSAETCA B COOTBETCTBUM C
npukasom MuHUCTEpCcTBa 3apaBooxpaHeHus Poccuinckon Penepaiimm ot 1 aBrycta
2012 roga N 54H "O6 yrBepxaeHun dopmbl 6raHKOB peLenToB, CoAepKalumx
Ha3HaYeHNe HAPKOTUYECKUX CPEACTB WM MCUXOTPOMHbIX BELLIECTB, NOpsaka KX
W3roTOBMEHWSA, pacnpeaeneHuns, permcTpaunn, y4etTa n XxpaHeHusl, a Takke npaBun

odopmneHns”.

Il. YyeT peuenTtypHbIX 6/1aHKOB.

21. Y4eT peuenTypHbix 6naHkoB dopm N 107-1/y, N 148-1/y-88 n N 148-1/y-04 (n),
M3roTaBnMBaeMbIX Tunorpadckum criocobom (ganee peuenTypHble GraHKu,
noanexawme y4yeTy), OCYLUECTBIISIETCA B >KypHanax y4yeta, MpPOHYMepOBaHHbIX,
MPOLUHYPOBAHHbLIX W  CKPENeHHbIX MoAMNUCbI  PYKOBOAMTENS U MNeYaTbio
MEAMLMHCKOW OpraHu3auum unm nognucbio MHAMBUAYanbHOro npeanpuHuMaTens,
NMEIOLLIEro NMLEH3MI0 Ha MeQULIMHCKYIO 0esATeNbHOCTb.

22. XXypHan yyeTa peuenTypHbix 6riaHkoB dopmbl N 107-1/y cogepxut cnegyrome
rpadbi:

1) HOMep No NopsiAKy;
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2) B pasgerne "lMpuxon":

a) AaTta percTpaumm NPUXO4HOro JOKYMEHTa;

6) Homep 1 faTta NPUXOAHOrO AOKYMEHTA, Ha3BaHVe NOCTaBLUMKA;
B) obLLee KonNM4ecTBO MNOCTYNMBLLMX peLenTypHbIX 611aHKOB;

r) ®.M.0. n noanucb OTBETCTBEHHOTO MEAULMHCKOrO pabOoTHMKA, MOSy4MBLIETO
peuenTypHble 6n1aHKM OT NOCTaBLLMKA;

3) B pasgerne "Pacxon":
a) naTa BblAayn peuenTypHbIX 6aHKoB;
6) KOnNM4eCcTBO BbIAaHHbLIX PeLenTypHbIX OraHKOoB;

B) ®.1.0. OTBETCTBEHHOIO MEAULMHCKOro paboTHMKA, NOMy4YMBLLETO PELLENTYPHbIE
OnaHKu;

r) noanUCb  OTBETCTBEHHOMO  MEAMLMHCKOTO  pabOoTHUKa,  MONyYUBLLETO
peLenTypHble GraHKuy;

4) ®.1.0. n nognucb OTBETCTBEHHOrO MEOMLMHCKOro paboTHMKA, BblAaBLUEro
peLenTypHble 6raHku;

5) octatok peuenTypHbIX 611aHKOB.

23. XKypHan yveta peuenTypHbix 6rnaHkos doopm N 148-1/y-88 n N 148-1/y-04 (n)
coaepxuT crnegytope rpadbi:

1) HOMep no NopsAKy;

2) B pasgene "MMpuxon":

a) garta permcTpauum NPUXogHOro 4OKYMEHTa;

6) HOMep v faTa NPUXOAHOro JOKYMEHTa, Ha3BaHMe NOCTaBLUMKA;
B) obLLee KOnMYecTBO NOCTYNUBLLMX peLenTypHbIX 61aHKOB;

r) cepum n HoMepa peLenTypHbIX 61aHKOB;

[) KONMMYECTBO peLienTypHbIX O/1aHKOB MO cepusim;

n*) ®.1.0. n nognMcb OTBETCTBEHHOrO MELULMHCKOro paboTHMKa, MOosy4mBLIErO
peuenTypHble 6aHKM OT NOCTaBLLYIKA;

* Hymepauuss cooTBeTCTBYET opurnHarny. - [NpumevaHune nsrotosutens 6asbl
AaHHbIX.

3) B pasgerne "Pacxon":
a) gata BblAayn peLenTypHbIX 6raHKoB;
6) cepun 1 HoMepa BblAaHHbIX peLenTypHbIX 61aHKOB;

B) KOnnM4ecCTBO BblAaHHbIX pelenTypHbIX OGnaHKoB;
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r) ®.1.0. oTBETCTBEHHOIO MeaULMHCKOro paboTHWMKA, NOMyYMBLLErO peLenTypHble
OnaHKu;

A) noaonucb  OTBETCTBEHHOTO  MeOMLMHCKOrO  paboTHMKa,  MONy4MBLUENO
peLenTypHble GraHKuy;

4) ©.M.0. n nognuCb OTBETCTBEHHONO MeOMUMHCKOro paboTHWKa, BblOaBLUEro
peuenTypHble BraHKu;

5) octatok peLenTypHbIX 611aHKOB.

24. Y4yeT cneumanbHbiX peLenTypHbiX GfaHKOB Ha HapKOTUYeCcKoe CPencTBO U
NCUXOTPOMHOE BELLECTBO OCYLUECTBMSETCA B  COOTBETCTBUM  C NPUKa3oM
MuHucTepcTBa 3apaBooxpaHenna Poccunckon Penepaumm ot 1 aBrycta 2012 rona
N 54H "O6 yrBepxaeHun dhopmbl GNAHKOB pELIENTOB, CoAepXallMX HasHaYyeHue
HapPKOTUYECKUX CPeaCTB WM NCUXOTPOMHbLIX BELWIECTB, Nopaaka X U3roTOBNEHWUS,
pacnpefeneHus, perucTpaiLmm, y4etTa U XxpaHeHnd, a Takxke npasun odopmnieHms”.

lll. XpaHeHne peuenTypHbIX 6/1aHKOB.

25. B kaxgon mMeanumHCKon opraHunsauunmn npukasomMm pykoBoauUTENA Ha3Ha4YaeTCA
ML o, OTBETCTBEHHOE 3a XpaHeHne N y4eT BCeX BUOOB peLenTypHbIX GnaHKoB.

26. PeuenTypHble 6naHku, noanexawme yyeTy, XpaHsaTCs OTBETCTBEHHbBIM JINLIOM,
Ha3Ha4YeHHbIM pPYKOBOAUTENEM MEAUUMHCKOW OpraHuMsauuu, nog 3aMKoM B
MeTannMyeckom Lwkady (cende) nnm MeTannMyeckom sALLmKe.

27. NHameuayanbHbIN NpegnpuHUMaTtenb, UMEWMN NIMLEH3NIO HA MEeAULIMHCKYHO
AEeATenbHOCTb, XpaHUT peuenTypHble BrnaHku, noanexawme yvyety, nog 3aMKom B
MeTannMyeckom Lwkady (cende) nnm MeTanMyeckom sLLmKe.

28. TllocTosiHHO [OencTBylOWAs KOMUCCUS, co3faBaemMas B MeOuLMHCKOW
opraHusauuun, nNpoBepsieT COCTOSIHWME XpaHEeHUs, yveTa, (hakTUYecKoe Hanmuune m
pacxoq peuenTypHbIX 6/1aHKOB, Nognexawmx y4eTy, OgMH pa3 B KBapTarn.

B cnyyae HecoBnageHUs KHWKHOTO oOcCTaTka peuenTypHbiX 6raHkos,
noanexawmx yyeTy, ¢ gakTU4eCckuM Harnm4inem nnuo, OTBETCTBEHHOE 3a XpaHeHune
N yvyeT peuenTypHbiX OrnaHKoB, HECeT OTBETCTBEHHOCTb, MpPenyCMOTPEHHYIO
3akoHogaTenscTBoM Poccuickon ®egepauun.

29. PeuenTypHble OnaHku, nognexawme y4yeTy, BblAATCA MeOULUHCKUM
paboTHMKaM, VMEILM MPaBO BbIMUCLIBAHUA PELIENTOB, MO PaCMOPSKEHNIO
rMaBHOro Bpava Unm ero 3amecTuTens.

MonyyeHHble peuenTypHble OnaHkWM, noanexalme y4eTy, XpaHaTcs
MEAULIMHCKMMW pabOoTHUKaMN B MOMELLEHUSIX, 06eCcneYmBatoLLMX UX COXPaHHOCTb.

30. XpaHeHue cneumnanbHbIX peuenTypHbIX 61aHKOB Ha HAPKOTUYECKOe CPEACTBO U
NCUMXOTPOMHOE BELWECTBO M Bbldaya YKa3aHHbIX PeLEenTypHbIX GnaHKoB
MeOULUMHCKOMY paboTHMKY OCYLIEeCTBNASETCA B COOTBETCTBMM  C MPUKa3OM
MuHucTepcTBa 3apaBooxpaHennsa Poccunckon Penepaumm ot 1 aBrycta 2012 rona
N 544 "O6 yTBEepxaeHun dopmbl OrNaHKOB pPELIENTOB, COAEpXallMX HasHayYeHue
HaAPKOTUYECKUX CPEeaCTB UMW NCUXOTPOMHbIX BELLECTB, NopsaaKka UX U3roTOBMEHWUS,
pacnpegenenund, perucTpaumm, y4eta u XpaHeHus, a Takke npasun odopmnieHns”.
Pepakums LOKyMEHTa C y4eToM

M3MEHEHUn 1 AONONHEHWI NOAroTOBNEHA

3A0 "Kopgekc"
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