MNMpuka3 Munsgpasa Poccum ot 20.12.2012 N 1175H (pea. ot
21.04.2016) O6 yTBepxaeHMM nopsaaKka Ha3Ha4YeHUsA n
BbINMUCbIBaHUA NleKapCTBEHHbIX NpenapaToB, a Takke ¢popm
peuenTypHbIX 6/1aHKOB Ha fleKapCcTBEHHbIe npenapartbl, nopsakKa
ocdopMIeHUs yKkasaHHbIX G51aHKOB, UX y4YeTa U XpaHeHUs

19 ceHTa6ps 2017 . 21:38

MWHWCTEPCTBO 3JPABOOXPAHEHVA POCCUCKOW ®EAEPALINA
MPUNKA3
oT 20 gekabps 2012 r. N 1175H

Ob YTBEPXXAEHWN NOPALOKA
HASHAYEHWA U BbINMNCbIBAHNA NEKAPCTBEHHbIX MPEMNAPATOB, A TAKXXE

®OPM PEUENTYPHbLIX BJTAHKOB HA JIEKAPCTBEHHbIE MNMPEMNAPATHI,
MOPAAKA O®POPMJIEHVNA YKASAHHbBIX B/IAHKOB, NX YUETA
N XPAHEHUNA

B cooTtBeTCcTBMM C NyHKTOM 16 YacTtu 2 ctatbun 14 defepasibHOro 3akoHa ot 21 Hos6ps 2011 r. N
323-®3 "O6 ocHoBax OxpaHbl 340poBbsA rpaxgaH B Poccuiickon Pepepauummn” (CobpaHue
3akoHogartenbcTBa Poccuiickonn depepaumm, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446)
M nyHkTom 5.2.179 MonoxeHnss o MuHUCTepcTBe 34paBooxpaHeHunss Poccuiickoin depepauuu,
YyTBEPXAEHHOrO noctaHoBsieHnem MpasuTtesnibcTBa Poccuiickoin Pepnepaunn ot 19 mioHsa 2012 r.
N 608 (CobpaHue 3akoHogatenoctBa Poccuiickoir degepaunn, 2012, N 26, cT. 3526),
npukasbiBalo:

1. YTBEpauThb:

Nnops40K Ha3HaYEeHNA N BbINUCbIBAHUA NEeKapCTBEHHbIX NpenapaTtoB COracHo npuaoxeHno N 1;
dhopMbI peuenTypHbIX 6/1aHKOB COracHo npuioxeHuo N 2;

NopsAoK 0oopM/IEHUs peLenTypHbIX 6/1aHKOB, UX yyeTa U XpaHeHUs COrnacHo npuaoxeHuo N
3.

2. HacTtosawwmii npykas BctynaeT B cuny ¢ 1 nons 2013 roga.

MwuHucTp
B.11.CKBOPLIOBA

MpunoxeHne N 1
K npukaly MuH3sgpasa Poccum

oT 20 gekabps 2012 r. N 1175H

NMOoPAAOK HASBHAUEHUNA U BbINMNCbIBAHNA NEKAPCTBEHHbBIX MPEMAPATOB
[. O6LMe NoNoXeHus
1. HacTtosilmii NopsiioK perynupyeTt BOMPOCbl Ha3HAYEHMS U BbINMUCbIBAHWUST NIEKAPCTBEHHbIX
npenapaTtoB NpW OKa3aHUM MeAULWHCKON MOMOWM B MEAULMHCKMX OpraHmM3aumsx, WHbIX
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opraHusaumsx, OCYLLLeCTBAAOLLNX MeOULINHCKYIO noMOLLb, n NHOMBUAYATbHLIMU
npegnpuHMMarteniaMn, oOcyLecTBNAIWUMA MeAULNHCKYIO AeATeNbHOCTbL (fanee - MeanumHckas
opraHusauus). <1>

<1> Cratbsa 2 PefepanbHOro 3akoHa ot 21 Hosb6ps 2011 r. N 323-d3 "O6 ocHoBax OXpaHbl
340poBbs rpaxgaH B Poccuiickoin depepaumn” (CobpaHne 3akoHogaTtenbcTBa Poccuiickoi
depepauunu, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

2. HasHauyeHMe W BbINUCbIBaHME JleKapCTBEHHbLIX MNpenapaTtoB OCYLLECTBIAETCA Jievalmm
BpayoMm, hesibaliepom, akyLepkor B ciydyae BO3MI0XKEHUSA Ha HUX NOSIHOMOYNIA Nevallero spada
B Mopsajke, YCTaHOBMIEHHOM Mpukasom MuHUCTEPCTBA 34paBOOXpPaHEHUS W COLMaslbHOro
pa3BuTua Poccuitickon ®egepauyumn ot 23 mapta 2012 r. N 252H "O6 ytBepxaeHun Mopsagka
BO3/IOXEHNss Ha (enbAllepa, akyllepky pykoBogutenem MefUUUHCKOW opraHusaumm npu
opraHM3aumm okasaHus MepBUYHON Me[UKO-CaHUTapHOM MNOMOLWM M CKOPOW MefMLMHCKOM
MOMOLUM  OTAE/NbHbIX (PYHKUMA fevawlero Bpada MNo  HenocpeACTBEHHOMY  OKasaHu
MeOULMHCKOM NOMOLLM NauneHTy B nepuog Habnio4eHNs 38 HUM U ero SieYeHusl, B TOM Y1cse no
Ha3Ha4YeHWI0 W1 MPUMEHEHMI0 JIEKAPCTBEHHbLIX MNpenapaToB, BK/IKYaA  HapKOTUYecKue
JIeKapCTBEHHbIe MnpenapaTbl U MCUXOTPONHbIE NleKapCTBEHHbIE Mpenapartsbl” (3apernctTpmposaH
MwuHucTepcTBoM tocTuumm Poccuiickon depepaumn 28 anpens 2012 r., pernctpaumoHHblii N
23971), vHOMBUOYA/IbHBIMW  MpeAnpUHUMATENAMU,  OCYLLECTBASWNMMA  MeAULUNHCKYHO
[eATeNbHOCTL (fasiee - MeguuUMHCKNe paboTHUKN).

3. MeguunHckme paboOTHUKM BbINMUCLIBAKOT peuenTbl Ha JleKapCTBEHHbIE Mpenapartbl 3a CBOeM
no4NUCHIO.

Ha3HayeHVe ” BbINUCbIBaHME JIEKAPCTBEHHbLIX MNpenapaToB OCYLLECTBAETCA MeAULNHCKUM
paboTHMKOM MO MeXAyHapoA4HOMY HenaTeHTOBaHHOMY HauMeHOBaHW, a Mpu ero OTCyTCTBUN -
rpynnUpPoOBOYHOMY HaVMeHOBaHWI0. B c/yyae OTCYTCTBUSA MeXAyHapoaHOro HenaTteHTOBaHHOro
HanMeHOBaHuS n rPynNMPOBOYHOIO  HauUMEHOBaHWA  fleKapCTBEHHOro  npenapara,
NeKapCTBEHHbI npenapar HasHavyaeTcs W BbINUCbIBAETCA MeAULMHCKUM pPaboTHUKOM Mo
TOProBOMY HaMEHOBaHMIo.

Mpy HaNUYMM MeaUUMHCKMUX nokasaHui (MHAMBMAYya/lbHasi HeNnepeHoCMMOCTb, MO XWU3HEHHbIM
nokasaHusAM) No peLleHnto BpavyebHO KOMUCCUN MeAMUMHCKOW opraHu3auumn ocyllecTBnseTcs
Ha3HayeHne U1 BbINUCbIBAHWE JlIeKApPCTBEHHbIX TMpenapartoB: He BXOAAWWUX B CTaHAapTbl
MeAMLUMHCKOM MNOMOLLUM; N0 TOProBbiM HaMMeHoBaHMsIM. PelleHne BpayebHON KOMUCCUM
MeAMLMHCKOM opraHnsaumm OUKCUpYeTcs B MeOUUMHCKUX AOKYMEHTax nauveHTa u XypHane
Bpa4yebHON KOMUCCUMN.

MeOuuuHckue pabOoTHMKM OCYLLECTBNAKOT Ha3Ha4yeHMe W  BbIMUCbIBAHME 1EKAPCTBEHHbIX
npenapaTros, MOAMEXalnxX W3roTOB/IEHVMIO M OTMNYCKY anTeyHbiMW opraHusauuamu (gasee -
JleKapCTBEHHbIe npenapartbl MHANBUAYaIbHOTO U3rOTOB/IEHNS).

3.1. HasHauyeHve /neKapCTBEHHbIX MpenapartoB MpU OKasaHUM MegULMHCKOW MoMowmM B
CTauMOHapHbIX YC/IOBUAX M UX BbINUCbIBaHWE B TpebOBaHWSAX-HakKafHbIX B COOTBETCTBUM C
MHCTpyKUumen o nopsiike BbINUCbIBAHUSA NEKaPCTBEHHbIX NpenapaToB 1 0OOpPMIEHNS PELLENTOB U
TpeboBaHUn-HaKNaAHbIX, YTBEPXAEHHON npuka3oM MuHUCTEpCTBa 34paBoOXpaHeHus W’
coumnansHoro passutusa Poccuiickonn ®epepaumm ot 12 ceBpansa 2007 r. N 110 "O nopsgke
HasHa4YeHUs 1 BbINUCbIBAHUSA /IEKAPCTBEHHbLIX NpenaparTos, U3LeNNin MeaNLMHCKOTO Ha3HavYeHus
N cneunasiM3MpoBaHHbIX MPOAYKTOB JfieyebHoro nurtaHua" <1.1>, ocyuwecTsBnserca Mo
MeXayHapoAHOMY HenaTeHToOBaHHOMY, rPyNMMPOBOYHOMY WU/IM TOPrOBOMY HaMEHOBaHMUIO.
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<1.1> 3aperucTtpupoBaH MnHUCTEPCTBOM OCTULUMKN Poccuitickon Pepepauum 27 anpensa 2007 r.,
pernctpaunoHHbii N 9364, C W3MEHEHMSIMW, BHECEHHbIMM MpuKazamum MuHUCTEpCTBa
3[paBooOXpaHeHns n coumansHoro passutnsa Poccuiickoin ®epepaumm ot 27 asrycta 2007 r. N
560 (3apeructpMpoBaH MUHUCTEPCTBOM tOCTULMK Poccuiickoin degepaumn 14 ceHtabpsa 2007 r.,
pernctpaunoHHblin N 10133), oT 25 ceHTs16pa 2009 r. N 794H (3apernctpmpoBaH MUHUCTEPCTBOM
tocTuymm Poccuiickoii depepaunn 25 Hos6psa 2009 r., permctpaumoHHbin N 15317), ot 20
AaHBapsa 2011 r. N 13H (3apeructpuposaH MuUHUCTepcTBOM toCTULMK Poccuiickon ®epepaummn 15
mapta 2011 r., peructpaumoHHbii N 20103), npvkasamy MuHUCTEpPCTBa 34paBoOXpaHeHus
Poccuiickoi ®epepaunmn ot 1 asrycta 2012 r. N 54H (3apeructpypoBaH MWHUCTEPCTBOM
tocTuymm Poccuiickoin depepaummn 15 aBrycta 2012 r., pernctpauynoHHbli N 25190), oT 26
dheBpansa 2013 r. N 94H (3apeructpuposaH MUHUCTEPCTBOM tOCTULMK Poccuiickoin Pepepaunm
25 nioHA 2013 1., peructpaunoHHbii N 28881).

4. PeuenT, BbIMUCAHHbLIA C HapylweHneM YCTaHOB/IEHHbIX HacToAWwMM lopsagkoMm TpeboBaHWiA,
cunTaeTcs HeaelCcTBUTENbHbIM.

5. CBefieHnss O Ha3HaA4YeHHOM, W BbINMMCAHHOM JleKapCTBEHHOM MpenapaTte (HavMmeHoBaHue
JIEKapCTBEHHOrO npenapara, pasoBasd [03a, Crocob M KPaTHOCTbL NpuemMa WAn BBEAEHWUS,
ANNTENBbHOCTL Kypca, 060CHOBaHWe Ha3HayeHWs JIeKapCTBEHHOrO npernapara) ykasblBatoTcs B
MeOULUMHCKOM KapTe naumeHTa.

Peuent Ha neKapCTBEHHbIA Mpenapar BbINWCbIBAETCA Ha WMMsS nNaumeHta, ANs KOTOporo
npefHa3HayeH fekapCTBEHHbIV npenapar.

Peuent Ha fiekapCTBEHHbI npenapar MOXeT OblTb MoJsly4YeH NauueHTOM WU ero 3aKOHHbLIM
npeactaButeneMm <2>. ®akT Bblgaun peuenta Ha JeKapCTBEHHbI npenapar 3akoHHOMY
npeacTaBUTeso PUKCUPYETCS 3anncblo B MEAULMHCKON KapTe nauveHTa.

<2> B OTHOLWEeHNN Nuua, ykasaHHOro B Yactn 2 ctatbi 20 degepasibHOro 3akoHa oT 21 HoA6pS
2011 r. N 323-93 "O6 ocHOBax OxpaHbl 340pOBbs rpaxgaH B Poccuiickoi depepauymmn”
(CobpaHue 3akoHogatenscTBa Poccuiickoin degepaumm, 2011, N 48, cT. 6724; 2012, N 26, cT.
3442, 3446; 2013, N 27, c1. 3459, 3477; N 30, cT. 4038; N 39, cT. 4883; N 48, cT1. 6165; N 52, cT.
6951; 2014, N 23, cT. 2930; N 30, cT. 4106, 4206, 4244, 4247, 4257; N 43, cT1. 5798; N 49, cT.
6927; 2015, N 1, cT1. 72, 85; N 10, cT1. 1403, 1425; N 14, cT. 2018; N 27, cT. 3951; N 29 (4acTsb |),
CcT. 4339, 4397, 4356, 4359).

6. 3anpeLlaeTca BbINUCbIBATL PeELENTbl Ha /IeKapCTBEHHbIE Npenaparbl:

6.1. MeguUMHCKNM paboTHUKaM:

Mpn OTCYTCTBUM MEeAULMHCKUX NOKa3aHWi;

Ha JflekapCTBEHHble npenapartbl, He 3aperucTpupoBaHHble Ha Tepputopun Poccuiickoin
dPepepauny;

Ha /lekapCTBEHHble npenapartbl, KOTOpble B COOTBETCTBUW C WHCTPYKUMER MO MeAULUHCKOMY
NPUMEHEHUIO NCNO/b3YITCA TO/IbKO B MEANLMHCKUX OpraHu3auunsx;

Ha HapKoTUYeckne cpencTBa UM MCUXOTPOMHbIE BeLecTBa, BHECEHHble B cnucok |l NepeyHsa
HapKOTUYECKUX CPeACTB, NCUXOTPOMHbLIX BELLECTB U UX NPEKYPCOPOB, NoAsiexalmx KOHTPOo B
Poccuiickon  ®epepaumn, YTBEpPXAEHHOIO MocTtaHoBsieHneM [MpaBuTtenibcTBa POCCUIACKOM
depepauum ot 30 umoHa 1998 r. N 681 <3> (panee - lepeyeHb), 3aperncTpypoBaHHbIe B
KayecTBe NIeKapCTBEHHbIX NpenapaToB AJ/18 Ie4YeHUss HapKoMaHuu,
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<3> CobpaHue 3akoHogartenscTBa Poccuiickoin Pegepaumm, 1998, N 27, ct. 3198; 2004, N 8, cT.
663, N 47, cT1. 4666; 2006, N 29, cT1. 3253; 2007, N 28, cT1. 3439; 2009, N 26, cT1. 3183, N 52, cT.
6572; 2010, N 3, cT1. 314, N 17, cT. 2100, N 24, cT1. 3035, N 28, cT. 3703, N 31, cT. 4271, N 45,
CT. 5864, N 50, cT1. 6696, cT. 6720; 2011, N 10, cT. 1390, N 12, cT1. 1635, N 29, cT. 4466, CT.
4473, N 42, c1. 5921, N 51, cT1. 7534; 2012, N 10, cT. 1232, N 11, cT. 1295, N 19, cT. 2400, N 22,
CT. 2864, N 37, cT. 5002, N 48, cT. 6686, N 49, cT. 6861.

6.2. NHOMBUAYa/TbHLIMU npegnpuHuMaTensamu, OCYLLEeCTBALWNMU MeANLUNHCKYHO
AeATeNbHOCTb, Ha HapKoTUYecKne cpeacTBa U NCUXOTPOrNHbIE BELWECTBA, BHECEHHbIE B CrUCKY
n Il MepeyHs (fasiee - HAPKOTUYECKME U MCUXOTPOMHbIE SIeKapPCTBEHHbIE NpenapaTbl CNUcKos Il n
[l MepeyHs).

7. PeuenTtbl Ha JflekapCTBEHHble nMpenapartbl BbINMUCLIBAIOTCA Ha peLenTypHbIX 61aHkax
no coopmam N 148-1/y-88, N_148-1/y-04 (n), N _148-1/y-06 (1) u N_107-1/1, yTBEpPXAEHHbIM
HaCTOALLMM NPUKa30oM.

8. HapkoTuyeckne n NcUxXOTPONHble siekapCTBEHHble npenapaTbl cnucka Il MNepeyHa (panee -
HapKOTUYeCKMe W TNCUXOTPOMHblE JieKapCcTBEHHble nMpenapatbl cnucka |l MepeyHs), 3a
NCK/TIOYEHMEM NIEKapPCTBEHHbLIX MNpenapaTtoB B BuAe TpaHCAepMasibHbIX TepaneBTUYeCcKuX
CUCTEM, BbINUCLIBAOTCA Ha CrneuuasibHOM pelenTypHom 6naHke no opme, yTBEepXAeHHOM
npukasom MuHUCTepcTBa 3apaBooxpaHeHns Poccuitickoir ®egepaumn ot 1 aBrycta 2012 r. N
54H "O6 yTBepXAeHUn popmbl G/1AHKOB PELIENTOB, COAepXallMX Ha3HayeHne HapKOTUYeCKnX
CpeactB WM MNCUXOTPOMHLIX BELLECTB, Mopsagka WX WU3rOTOBNEHUA, pacnpefeneHus,
perncTpaunmn, ydyeta UM XpaHeHusa, a Takke npaswua odopmaeHus”  (3aperucTpupoBaH
MuHucTepcTBOM tOCTUUMK Poccuitickoir ®egepauun 15 aBrycta 2012 r., permctpaumoHHblin N
25190).

9. PeuenTypHbIii 611aHK hopmbl N 148-1/y-88 npegHasHayeH A/15 BbINUCbIBAHUS:

1) HapKOTMYECKUX K MCUXOTPOMHbLIX NeKapCTBEHHbLIX Npenapartos cnucka |l MepeyHsa B Buge
TpaHcAepMasibHbIX TepaneBTUYECKMX CUCTEM, MCUXOTPOMHbLIX BELLECTB, BHECEHHbIX B CMVCOK
Il MepeyHs, 3aperncTpMpoBaHHbIX B YCTAHOBMEHHOM MOPSAKE B KayecCcTBe JIeKapCTBEHHbLIX
npenapaToB (gasnee - NCUXOTPONHbIe NleKapCcTBEHHbIE npenapatbl cnucka Il Nepeyns);

2) VIHbIX JIeKapCTBEHHbIX MpenapaToB, Nogsexaliux npeameTHO-KONMYECTBEHHOMY Yy4yeTy (3a
NCKNIOYEHEM NNeKapCTBEHHbIX NpenaparTos, OTnyckaeMblx 6e3 peuenTa);

3) nekapCTBEHHbIX NpenapaToB, obnagarowmx aHaboIMyecko akTUBHOCTLIO (B COOTBETCTBMM C
OCHOBHbIM hapMaKko10rM4yeckumMm AeNCTBUEM);

4) nekapCTBEHHbIX MpenaparoB, yKa3aHHbIX B NyHKTe 5 lopagka otnycka ouM3vyeckum avuam
JIeKapCTBEHHbIX MnpenapaTtoB ANA MegUUMHCKOTO MPUMEHEeHUs, cofepXalnx Kpome MasibixX
KOJIMYECTB HapKOTUYECKUX CpPeAcTB, MCUXOTPOMHbLIX BELWEeCcTB M WX NPEKypcopoB Apyrve
(papmMakoniormyeckMe akTuBHble BeLllecTBa, YTBEPXAEHHOIo npukasoM MuHuCTepcTBa
3apaBooxpaHeHus Poccuiickor ®epepaumm oT 17 maa 2012 r. N 562H (3aperncrpupoBaH
MwuHUcTepcTBOM tocTULMK Poccuitickoit ®egepaummn 1 nioHa 2012 r., pernctpaumoHHbii N 24438);
5) nekapcTBeHHbIX NpenapaTtoB UHAMBUAYa/IbHOTO M3rOTOBJ/IEHUS, COAEPXALLMX HAPKOTUYEeCKoe
CPeACTBO WM MCUXOTPOMNHOEe BellecTBO cnvcka |l MepeyHsa, n gpyrve dapmMakosiormyeckme
aKTMBHble BellecTBa B [03e, He MpeBbllallleid BbICLLYH pa3oBylo A03Y, U MpU YC/I0BUW, YTO
3TOT KOMOMHMPOBAHHbLIA JIEeKAPCTBEHHbIA npenapar He SABNAETCA HapPKOTUYECKUM U/
MCUXOTPOMHbLIM JIEKAPCTBEHHLIM NpenapaTtom cnuvcka Il Nepeyxs.

10. PeuentypHbie 6naHku cdoopm N 148-1/y-04 (n), N 148-1/y-06 (n) npeAHasHayeHbl AN
BbINWCbIBAHWUA JNIEKAPCTBEHHbIX MpenapaToB rpaxjaHamM, UMeLwuM npaBo Ha OecnnartHoe
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nosly4eHne JeKapCTBEHHbIX MpenapaTtoB WKW MOMyYEeHUEe JleKapCTBEHHbLIX MpenapaTtoB Co
CKMUOKOW.

11. PeuenTtypHbIii 6naHk doopmbl N 107-1/y npeaHasHayeH Ans BbINUCbIBAHUS:

NIeKapCTBEHHbIX MpenapaTtoB, yka3aHHbIX B NyHkTe 4 Mopagka otnycka (oM3vyeckum nvuam
NeKapCTBEHHbLIX nNpenapaTtoB ANA MeAUUMHCKOTO NPUMEHEHUs, cofepXallinx, Kpome Masibix
KOJIMYECTB HAPKOTUYECKUX CPefcTB, MCUXOTPOMHbIX BeLWecTB M WX NPeKypcopos, Apyrve
(bapmakonormyeckMe akTuUBHble BeLllecTBa, YTBEPXAEHHOro npukasoM MuHuUcTepcTBa
3ApaBooxpaHeHns Poccuiickoit ®egepaumm ot 17 mas 2012 r. N 562H;

WHbIX /IEKAPCTBEHHbIX NpenapaTos, He Yka3aHHbIX B NyHKTax 8 - 10 HacTosAwero MNopsaaka.

12. MNpwu BbINUCbIBAHUM peLenTa Ha /IekapCTBeHHbI npenapar MHAMBUAYa/IbHOrO U3roTOB/IEHUSA
HaMMeHOBaHUSA  HapPKOTUYECKMX W  MNCUXOTPOMHLIX JIeKApPCTBEHHbLIX NpenapaTtoB CNUCKOB
1l v 11l MepeyHs, MHbIX NeKapCTBEHHbIX NpenapaTtos, noanexatwiux npegMmeTHO-Ko/IM4eCcTBEHHOMY
ydeTy, NULIYTCA B Havyasle peLenTa, 3aTeM - BCe OCTasibHble NHTPEeANEHTDI.

13. Mpw BbINUCBLIBAHUKN peuenTa 3anpeLlaeTca npesbiwaTb NpefesibHo 4ONYCTUMOE KOSIMYeCcTBO
JIeKapCTBEHHOro npenapara A/19 BbINUCbIBAHNA Ha OAMH peLenT, YCTaHOB/IEHHOE NPUI0XKEHNEM
N 1k Hactosawemy [lopsagky, 3a WUCK/IWYEHWEM  cnyyas, YKasaHHOro B MyHKTax
15 n 23 HacTosuero Nopsaaka.

He pekomeHAyeTCcA NpeBbillaTb peKoMeHA0BaHHOE KOMIMYECTBO J1IeKapCTBEHHOrO npenapara 4/
BbINMCbIBAHWUA Ha OOVH peLenT, yCcTaHOB/IeHHOe npuaoxeHnem N 2 K HacToawemy Nopaaky, 3a
NCKIOYEHMEM CrlyvaeB, YKa3aHHbIX B NyHKTax 15, 22 n 23HacTosAuero lNopsaaka.

14. Tpn BbINUCbIBAHUM HAPKOTUYECKUX U MCUXOTPOMHBLIX SIeKAPCTBEHHbIX NpenapaToB CNUCKOB
1l v Il MepeyHs, NHbIX NeKapCcTBEHHbIX NpenapaTos, NoAnexalimx npeamMmeTHO-KONMYeCTBEHHOMY
yyeTy, A03a KOTOPbIX NPEBbIWAET BbICLUNA O4HOKPATHBIA NpUem, MeAUUUHCKUIA paboTHUK nuweT
[103y 3TOro npenapara nNpornucbio 1 CTaBUT BOCKNULATE/TbHbIN 3HAK.

15. KonnyecTBO  BbIMUCbIBAEMbIX  HAPKOTUYECKUX U MNCUXOTPOMHbLIX  NIEKaPCTBEHHbIX
npenapaTtos cnuckoB Il n lll FlepeyHsa, WHbIX JIeKapCTBEHHbIX MpenapatoB, noAsexalnx
npegMeTHO-KO/IMYECTBEHHOMY YYeTy, Npu oKasaHuW naumMeHTam, Hy>KAalowWnMca B A/IUTENbHOM
NeYeHUN, NepBUYHON MeaUKO-CaHUTapHOM noMowmM U NaIMaTUBHOW MeAWLUMHCKOMW MOMOLLM
MOXeT OblTb YBENMYEeHO He Gosiee yeM B 2 pas3a No CPaBHEHWIO C MpefesibHO AOoMYyCTUMbIM
KOJIMYECTBOM  JlIeKapCTBEHHbIX npenapaTtoB ANA  BbINWCbIBAHWA Ha  OAWH  peLenT,
yCTaHOB/IeHHOe npuioxeHnem N 1 K HacTtoAwemy [llopagky, WAnM  peKkoMeHOO0BaHHbIM
KO/IMYECTBOM  JIEKApPCTBEHHbLIX NpenapaTtoB 4719  BbINUCbIBAHWMA Ha  OAMH  peuenT,
yCcTaHoB/IeHHOe npusioxeHnem N 2 K HacToswemy Nopsagky.

B cnyyaax, npenycMOTpeHHbIX ab3auemM NepBbiM HACTOSALWEro MNyHKTa, Ha  peuenTax
npounssoauTca Haanuchb "lNo cneunanbHOMY Ha3HayeHuo", OTAesIbHO CKpensieHHas NnoAnuchlo
MeAMLMHCKOro paboTHUKA 1 nevaTbio MeanLUHCKON opraHm3aumm "Ons peuenTtos”.

16. CoctaB KOMOMHMPOBAHHOIO JIEKAPCTBEHHOrO npenapara, 0603HaYeHne JekapCTBEHHON
bopmbl 1 obpalleHve MeauuUHCKOro paboTHuka K hapmaueBTuyeckomy paboTHMKY 06
N3roTOBNEHUM U OTMNYCKE JIEKAPCTBEHHOIO npenapaTa BbINUCLIBAKOTCA Ha NATUHCKOM A3bIKE.
JonycTuMblie K NCNOoJ1Ib30BaHNI0 peLenTypHble COKpaLLleHa npeaycMoTpeHbl npuaoxkeHem N 3 K
HacTosLweMmy [opaaky.

He ponyckaeTca cokpalleHue O6/IM3KMX N0 HaMMEHOBaHWAM WHIPeVeHTOB, COCTaB/IALWNX
NeKapCTBEHHbIM npenapart, He MNO03BONAWMX YCTaHOBUTb, KakKOW MMEHHO JfleKapCTBEHHbIN
npenapar BbIMMCaH.
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17. Cnocob npuvMEHeHUs JIeKapCTBEHHOro mnpenapara 0603Ha4YaeTcs C yKasaHuem [03bl,
4yacToTbl, BpeMeHN npuemMa OTHOCUTEsSIbHO CHa (YTPOM, Ha HOYb) U ero ANuTesIbHOCTWU, a AnA
NeKapCTBEHHbIX MNpenapatoB, B3avMOAENCTBYIOLMX C NULLEN, - BPEMEHW UX ynoTpebsieHns
OTHOCUTEJIbHO NpuemMa nun (80 efbl, BO BpeMs efbl, nocrie eapl).

18. Mpn HeobxogMMOCTM HeMeAsIEHHOTO WX CPOYHOro OTMnyCcKa JfleKapCTBEHHOro npenapara
nauueHTy B BEPXHEN YacTu peuenTta npoctaBnawTcs 0603HaveHns "cito”" (CpoyvyHo) munam “statim”
(HemeaneHHo).

19. MNpwu BbINUCbIBaHUM peLenTa Ha IeKapCTBEHHbIV npenapar MHAMBUAYa/IbHOrO U3roTOB/IEHMS
KOINYeCTBO XNOKMX hapMaleBTUYECKNX CyO6CcTaHUMi yKasblBaeTcs B MUIIUAUTPaAX, rpaMmmax
NN Kannsx, a ocTa/ibHbIX hapMaleBTUUYECKNX CyOCTaHLUMi - B rpaMmax.

20. PeuenTbl, BbiNMCaHHble Ha peuenTypHoM 6naHke dopmbl N 148-1/y-88, AeACTBUTENbHbI B
TeyeHue 15 aHel co AHA BbINUCbIBAHWS.

21. PeuenTbl Ha flekapCTBEHHbIE NpernapaTbl, BbiMUCaHHbIE Ha peLenTypHbIX 61aHkax popmbl N
148-1/y-04 (n) v doopmbl N 148-1/y-06 (n), pencteutenbHbl B TeyeHne 30 AHEW CO [AHA
BbINUCbIBAHWUS.

PeuenTtbl Ha NlekapCTBEHHble MnpenapaTtbl, BbiMMCaHHble Ha pelenTypHbIX 6naHkax popmbl N
148-1/y-04 (n1) n chopmbl N 148-1/y-06 (n), rpaxpgaHam, AOCTUTIMM MEHCUMOHHOIO BO3pacTa,
WHBa/IMA4AM MNepBOW Tpynnbl, AeTAM-UHBaMgaM, a Takke rpaxgaHam, CTpajarLlum
XpOHMYeckuMu  3aboneBaHuAMM,  TpebylwMMn  OJIMTE/IbHOTO  KYPCOBOrO  Jle4yeHus,
AeCTBUTENbHbI B TedeHne 90 AHel Co AHA BbINUCbIBAHWS.

Ana neyeHns XpoHMYecKux 3abonieBaHWii yKasaHHbIM KaTeropusiM rpaxpgaH peuenTtbl Ha
lekapCTBEHHble npenapartbl MOryT BbINMUCbIBATLCA Ha Kypc eveHus no 90 gHei.

22. PeuenTbl Ha fleKapCTBEHHbIE MpenapaTsl, BbiMMCaHHbIE Ha peLenTypHbIX 61aHkax hopmbl N
107-1/y, penicTBnUTENbHbI B TedeHne 60 AHel Co AHA BbINUCbIBAHWS.

Mpy BbINUCbIBAHUN MEAUUMHCKMM pPabOTHMKOM pPeuenTtoB Ha rOTOBble /1IeKapCTBEHHbIE
npenapaTtbl W NleKapCcTBEHHble npenapartbl WHAMBUAYa/IbHOrO W3roTOB/MIEHMA MauneHTam cC
XPOHUYeCKMMN 3aboneBaHMAMU Ha peuenTypHbiX 6naHkax popmbl N 107-1/y pa3pellaeTcs
yCTaHaBNMBaTb CPOK AeicTBMA peuenta B npegenax Ao0 OQHOMO roga W MpeBblllaTb
peKkoMeHayemMoe KOJIMYECTBO JIEKapCTBEHHOIo npenaparta A/ BbIMUCbIBaHUA Ha OAWH pelenT,
ycTaHoB/ieHHoe npusioxeHnem N 2 K HacTodwemy NMopagky.

Mpn BbINUCbIBAHUN TakWUX PeLLenToB MeAUUMHCKWIA paboTHWK AenaeT nomeTky “"lauyneHTty c
XPOHMYeckMM 3aboneBaHMeM", ykasblBaeT CPOK AelCTBMA peuenta U NepuMoaMyHOCTb OTMycKa
NeKapCTBEHHbIX  npenapartoB M3 afnTeyHO  opraHuMsaumm  wam  UHAUBUAYa/IbHbIM
npegnpuHuMmaresnieMm,  UMewwWuM  NUULEeH3N  Ha  (papmaueBTUYecKy  AeATesIbHOCTb
(exxeHeneNbHO, eXeMecsiYHO M UHble Mepuoapl), 3aBepsieT 3TO ykasaHue CBOel MOANUCHI0 U
INYHOW NeyaTbio, a TakKe neyarbio MeanLNHCKON opraHm3aumm "Ans peuenTtos”.

23. PeuenTbl Ha npousBogHble 6apbuTypoBO KUCNOTbl, KOMOWHUPOBAHHbIE JIEKAPCTBEHHbIE
npenapaTtbl, cogepxawme KogewH (ero cosiv), WHble KOMOWHWPOBAHHbIE N1eKapCTBEHHbIE
npenapartbl, nognexaiive npeameTHO-KONNYEeCTBEHHOMY YYeTy, JIeKapCTBEHHble Mnpenaparhl,
obnagatoLime aHaboIMYecKo akTMBHOCTbIO B COOTBETCTBUM C OCHOBHbLIM (hapMako/10rmyeckum
AeCcTBMEM, AN15 NIeYEeHUs NauneHTOB C XPOHUYECKUMM 3a00/1eBaHUAMM MOTYT BbIMUCbIBATLCA Ha
Kypc neveHnsa oo 60 AHeN.

B 3tmx cnyyadx Ha peuenTtax npoussogutca Hagnucb "o cneyyasibHOMY HasHavyeHu",
OTAENbHO CKpensaeHHas noAnucbld MeOUUUHCKOro paboTHMKa WM nevatbld  MeauUMHCKOM
opraHusauunu "Ona peuentos”.
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Il. HasHaueHne nekapcTBEeHHbIX NpenapaToB NPy oka3aHUn
MeOULUMHCKOM NOMOLLM B CTaUMOHAPHbIX YCNOBUAX

24. Mpu okaszaHuM nauneHTy MeauLMHCKOW MOMOLLM B CTauMOHapHbIX YC/I0BUSAX Ha3HayeHue
NIeKapCTBEHHbIX npenapaToB MNPOU3BOAUTCA MeAULMHCKMM pPaboTHUMKOM e[MHONNYHO, 3a
NCKNIOYEHMEM C/lyvyaeB, yKasaHHbIX B noAnyHktax 1 - 2 nyHkra 25Hactosuwero lNopsaka, 6e3
BbINUCbIBAHWSA peLenTa.

25. CornacosaHue HasHauyeHWsi NeKapCTBEHHLIX MPenapaToB C 3aBeAyloWwmnM OTAE/IEHNEM UMK
OTBETCTBEHHbIM [EXYPHbIM Bpayom /inbo ApYyruM NNLLOM, YNOSTHOMOYEHHbIM MPUKa3oM r/1aBHOro
Bpaya Me[WLUMHCKOM opraHusauuuM, a TaKke, NpyM Havumi, C BpayoM - K/IUHUYECKUM
(hapmako1Iorom Heo6XxoAUMO B Crlyyasix:

1) oAHOBPEMEHHOIO Ha3HaYeHns NATK 1 6osiee IeKapCTBEHHbIX NMpenapaToB O4HOMY MaLVeHTy;
2) Ha3Ha4YeHWs IeKapCTBEHHbIX NMPenaparos, He BXOAALLNX B NepeyvyeHb XU3HEHHO He06X0AMMbIX
N BaXKHEMLMX JIeKapCTBEHHbIX MNpenaparoB <4>, npuv HEeTUNUYHOM TeyeHun 3abosieBaHus,
Ha/IMYNN OC/NOXHEHUI OCHOBHOro 3abonieBaHUsA U (MM) CONYTCTBYHOLWMX 3aboseBaHuid, npu
HasHa4YeHUN JieKapCTBEHHbIX MpenaparoB, OCOGEHHOCTVM B3auUMOAENCTBUS W COBMECTUMOCTU
KOTOPbIX COrMIaCHO MHCTPYKUMAM MO MX MPUMEHEHUIO NPUBOAAT K CHUXEHUIO 3DPEKTUBHOCTA 1
6e3onacHocTu hapmakoTepanuu u (Uim) co3faloT MOTEeHUMasIbHYH0 OMacHOCTb AN XU3HU U
3[,0pOBbs NayneHTa.

<4> PacnopsbkeHuve MNpasutensctea Poccuitickoin ®epepauun ot 7 gekabps 2011 r. N 2199-p
(Cob6paHue 3akoHopatenbcTBa Poccuiickoin depgepaumm, 2011, N 51, cT. 7544; 2012, N 32, cT.
4588).

B yKasaHHbIX cnyyasx HasHayeHue NeKapCTBEHHbIX NnpenapatoB (UKCUpyeTca B MeLULMHCKNX
[OKYMeHTax nauuMeHTa W 3aBepsAeTcsa MNoANMUCbI0 MeAUUUHCKOTO paboTHMKa M 3aBefyloLllero
oTAeneHveM (OTBETCTBEHHOIO AEXYPHOro Bpaya Uam Apyroro ynosiHOMOYEeHHOro niua).

26. MeguuuHCKMIA  pabOTHUK MEOUUMHCKON OopraHusauun, pacrosiOXEHHONW B CE/IbCKOM
Hace/leHHOM [MyHKTe WAM  HaCe/IeHHOM MNYHKTe, pacnosio)KeHHOM B  YAalleHHbIX U
TPYAHOAOCTYMHbIX MECTHOCTAX, OCYLLEeCTB/SeT Ha3HayeHue JieKapCTBEHHbIX MpenapaTtoB B
cnlyyasx, ykasaHHbIX B MyHKTax 25 N 27 HacTodulero Nopsagka, e ANHONNYHO.

27. Mo pelueHno BpavyebHOM KOMUCCUX NauueHTam Npu okasaHum UM MeauLMHCKOM oMol B
CTalMOHapHbIX YCMOBUAX Ha3HayaloTCA JIeKapCTBEHHble npenapaTbl, He BK/IHYEHHble B
nepeyeHb XXU3HEHHO HEOOXOAMMbIX M BaXHEWLWNX NIeKapCTBEHHbIX MpenapaTos, B C/yvae ux
3aMeHbl 13-3a UHAMBUAYa/IbHOW HENEPEHOCMMOCTM, MO XU3HEHHBLIM NOKa3aHWUSM.

PelueHmne BpayebHO koMUccum OMKCMpyeTCsa B MeAMLMHCKMX OKYMEHTaxX naumMeHTa u XypHane
BpayebHON KOMUCCUN.

28. B cnyyasax obcnefioBaHUA U /IeYeHUs rpakjaHuHa B CTauMOHapHbIX YC/IOBMAX B pamkax
npefocTaBneHns MegULUHCKUX YCyTr Ha BO3ME34HON OCHOBE 3a CYET NINYHbIX CPeACTB rpaXxiaH,
CPeACTB HpUaNYecKnX Nny, U UHbIX CPeACcTB HA OCHOBaHMM O0rosopa, B TOM yucne Aorosopa
[06POBO/ILHOIO MeAMLMHCKOro cTpaxoBaHusa <5>, eMy MOryT ObiTb Ha3Ha4YeHbl NIeKapCTBEHHbIE
npenapaTtbl, He BXoAsLMe B NepevyeHb XU3HEHHO HEOOXOAMMbIX N BaXXHENLINX IeKaPCTBEHHbIX
npenaparos, eC/11 3TO OrOBOPEHO YC/1I0BUSAMU OroBOpA.
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<5> [NocTtaHoBneHnne Mpasutenbctea Poccuiickon ®epepaymm ot 4 oktsaopa 2012 r. N 1006 "O6
yTBEpXAeHun MNpaBun npefocTaBfieHns MeanuMHCKAMKN opraHn3aumsaMmmn nnaTHbIX MeanuuHCKUX
ycnyr" (CobpaHue 3akoHogaTenbctea Poccuiickoii degepaunn, 2012, N 41, cT. 5628).

29. B oOTAenbHbIX cAyvasx Mo PeLIeHUo pykoBoAUTENS MeAMUMHCKOW opraHusaumi npu
BbIMUCbIBAHUM M3 MEAMUMHCKOM opraHMsaumm nayueHTa, WMEKLWEero CcooTBeTCTBYOLWME
MeAMLUMHCKME MoKasaHus W HanpaBnsemMoro Ans MpoAo/DKEeHUs nevyeHuss B aMOyniaTOpPHbIX
YCNOBUAX, MOTYT HasHayaTbCA NNMO0 BblgaBaTbCA OAHOBPEMEHHO C BbIMUCKOW M3 UCTOPUU
60/1e3HN HAPKOTUYECKME U MCUXOTPONHbIE JIeKapCTBEHHbIE npenapartbl cnuckos |l v lliMNMepeyns,
CUbHOAENCTBYIOLLME NIEKAPCTBEHHbIE MpenapaTbl Ha CPOK NpuemMa naymMeHTom 4o 5 aHeN.

lll. Ha3zHayeHne 1 BbiNUCbIBaHWE NeKapCTBEHHbIX NpenapaTos
Npv OKasaHuu NepBUYHON MeaNKO-CaHUTapHOM NOMOLLM, CKOPO

MeAULIMHCKOI MOMOLLM U NanvaTMBHONK MeaULMHCKOM MOMOLLM

30. MNpn okazaHMM NEPBUYHON MeAMKO-CAaHUTAPHON MOMOLM U NasIIMATUBHOW MeLULMHCKOM
NMOMOLLM B aMBy/laTOPHbIX YCNOBUSX HAa3HaYeHNe N BbINUCbIBAHWE JIEKAPCTBEHHbIX NpenapaTos
OCYLLLeCTBNAETCA MEeOUUUHCKUM PabOTHUKOM B C/lydasix TUMUYHOTO TeyeHus 3abosieBaHus
nauueHTa UCcXoas U3 THKECTU 1 xapakTepa 3aboneBaHus.

31. HasHauyeHMe W BbINUCbIBaAHME JNIEKAPCTBEHHbLIX MpenapaTtoB MO peLleHnio BpavebHOoM
KOMWUCCUU MPU OKa3aHUN NepPBUYHON MeMKO-CaHNUTaPHOW MOMOLLM, NannaTMBHOW MegULNHCKON
MOMOLLM B aMBy/1laTOPHbIX YCNOBUSAX NMPOU3BOAMUTCS B C/lyvasx:

1) ogHOBPEMEHHOI0 Ha3Ha4YeHNsa 04HOMY naumMeHTy NATK 1 601ee IeKapCTBEHHbIX NpenapaTos B
TeyeHne OAHNX CYTOK UK CBbille AeCATU HAMMEeHOBaHWI B TeyeHne O4HOro Mecsua,;

2) HasHayeHns NekapCTBEHHbIX MpenapaToB NpyY HETUMUYHOM TeYeHUn 3aboneBaHnst, HaInM4mm
OC/TIOXXHEHWI A OCHOBHOrO 3abosieBaHusa 1 (M) CONyTCTBYHOLMX 3ab60N1€eBaHNA, NPU Ha3HAYEeHUN
NEKapCTBEHHbIX MpenapaTtoB, OCOOEHHOCTM B3aMMOAENCTBUSA W COBMECTMMOCTU KOTOPbIX
COrNacHO WHCTPYKUUAM MO WX MPUMEHEHUIO MNPUBOSAT K CHWKEHUK 3JEKTUBHOCTU W
6e3onacHoCTN hapmakoTepanun n (UanM) co3garT NOTEHUUaIbHYIO OMacHOCTb ANSA XU3HU U
3[10pOBbS NaUNEHTa;

3) NepBMYHOrO Ha3Ha4YeHUs naunMeHTy HapKOTUYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapaTtoB cnuckoB |l n 1l MepeyHa (B cnyvae nNpPUHATUSA PyKOBOAMTENIEM MeLULMHCKOM
opraHM3aunm pelleHns 0 HeobXOAUMOCTM COrnacoBaHUA Ha3Ha4YeHUs Takux eKapCTBEHHbIX
npenapaTtos C Bpa4yeOGHON KOMUCCHEN).

32. HasHayeHue 1 BbINUCbIBAHNE HAPKOTUYECKMX U MCUXOTPOMHbLIX SIeKAPCTBEHHbIX NpenapaTros
cnucko Il n Il TlepeyHa npou3BOAUTCA MauueHTaMm C BblpaXeHHbIM 60/1eBbIM CUHAPOMOM
nboro reHesa, a Takke nauMeHTam C HapyleHWeM CHa, CYLOPOXHbIMW COCTOSAHUSAMMU,
TPEBOXHbLIMW paccTpoincTBamu, PobMsAMM, MCUXOMOTOPHLIM BO30YXAEHWEM CaMOCTOATE/IbHO
MeAMLMHCKMM paboTHUKOM NM60 MeANLMHCKMM PaboTHMKOM MO PeLLUEHM0 BpayebHONn KoMMccun
(B cnyyae npuHATUA pykoBoAUTENEM MeAUUMHCKOW opraHu3auumn pelleHusi 0 Heob6XxoAnmocCTy
corfiacoBaHvsi MEepPBUYHONO Ha3HaYeHUA TakuxX JeKapCTBEHHbIX MNpenapartoB C BpavebHou
KoMuccuen).

33. Mpn okazaHUM CKOPON MeAMLMHCKOW NMOMOLWM SIeKapCTBEHHbIE npenapartbl Has3HavakTCH
MeAMLUMHCKMM paboTHUKOM Bble3[HON Gpuragbl CKOPOM NOMOLUM, MEeAUUMHCKUM PaboTHUKOM
MeAMLMHCKOM opraHu3auyum npu  okKasaHuM MefuUMHCKOM MOMOLWM  rpaxjaHam npu
3a60/1eBaHNAX, HECHYACTHbIX C/ydasx, TpaBMax, OTpaBNeHUsAX U ApYrnx COCTOAHUSAX, TPebyroLmnx
CpPOYHOro MeAMLNHCKOro BMeLLaTesibCTaa.
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IV. HasHayeHne 1 BbINUCbIBaHWE NIEKAPCTBEHHbIX
npenaparos rpaxjgaHam, MMeroLLM NpaBo Ha 6ecnnarHoe nosyyvyeHune

NeKapCTBEHHbIX MPenapaToB UK NoNyYeHne NeKapcTBEHHbIX
npenapaToB CO CKWUIKOM, B paMKax OKa3aHus
M NepBUYHOW MEANKO-CaHUTAPHO NMOMOLLM

34. Ha3Ha4yeHve 1 BbiNCbIBaHWE NIEKaPCTBEHHbIX NpenapaTos rpaxgaHam, MMerLmmM npaso Ha
6ecnniatHoe MoOJlydYeHWe JIEKAPCTBEHHbIX MpenapaTtoB WM  MOJIyYeHME  JleKapCTBEHHbIX
npenapaTtoB CO CKUAKOW, NPW OKasaHUM WM NEPBUYHON MeAMKO-CaHUTapPHOW MNOMOLLM
OCYLLLEeCTBNSAETCA MEeOUUUHCKUM PaboTHUKOM B C/yvasix TUMUYHOIO TedeHus 3abosieBaHus
naumeHtTa WuCXoAs W3 TAXKECTM U Xapaktepa 3ab0/eBaHUA COr/laCHO YTBEPXAEHHbIM B
yCTaHOB/IEHHOM NMopske cTaHAapTaM MeAULMHCKOW NMOMOLLM, B TOM YMChe:

1) oTaenbHbIM KaTeropusm rpaxgaH, MMeEKLWMM npaBO Ha MoJslyvyeHne rocyaapCTBEHHOW
coumanbHOM nomMowm B BUAe Habopa couuasibHbIX YCyr, B COOTBETCTBMM C MNepeyHeM
JIeKapCTBEHHbIX MpenapartoB AN MeLULMHCKOTO NPUMEHEHUSA, B TOM 4YUC/Ee JIeKapCTBEHHbIX
npenapartos 4/19 MeAMLMHCKOro NPUMEHEHNs, Ha3HavyaeMblxX N0 peLleHnto BpavyebHbIX KOMUCCUI
MeAMLMHCKMUX opraHm3aumii <6>;

<6> PacnopshkeHue MNpaButenbctBa Poccuiickon ®epgepaunn ot 30 aekabpsa 2014 r. N 2782-p
"O6 yTBEPXAEHUMN NEPEUHS XKNZHEHHO HEOOXOAMMbBIX U BaXKHENLIMNX /IeKapCTBEHHbIX NpenapaToB
Ha 2015 rog, a Takke NepeyHein NekapCcTBEHHbIX NpenaparoB ANs MeANLNHCKOro NPUMEHEHNS 1
MWHUMa/IbHOTO acCOPTUMEHTa JIeKapCTBEHHbLIX MNpenapartoB, HeoOXoAuMbIX AN1S OKasaHus
MeanuuHckor nomoln” (CobpaHne 3akoHogatensctea Poccuiickoh depepaunn, 2015, N 3, cT.
597).

2) rpaxpaHam, CTpagalwuMm 3/10Ka4eCTBEHHbIMW  HOBOOOGpa3oBaHMAMU  NIMMEOMAHOMN,
KPOBETBOPHOMW W POACTBEHHBLIX MM TKaHei, remodouaneinr, MyKOBMUCLMA030M, rMnogom3apHbIM
HaHM3MOM, 60sie3Hbl0  [oWe, paccesiHHbIM  CK/IEpO30M, a Takke rpaxgaHam rnocne
TpaHcnaaHTauMn opraHoB W (MAM) TKaHel, B COOTBETCTBMM C MEpPeyvYHEM LEHTpPasIM30BaHHO
3aKynaembiX 3a CYeT CpeAcTB doefepasibHOrO 6roopKeTa JieKapCTBEHHbIX MpenapaTos,
yTBEpXAaembim MpaBuTtenibcTBOM Poccuiickoin ®epepaumnu;

3) rpaxpgaHam, MMeLWMM NpaBo Ha MoJlydyeHne NekapCTBEHHbIX MpenapaToB 6ecnsiaTtHO Wau
noslyyeHne ieKapCTBEHHbIX MNpenapaTtoB CO CKMAKOW 3a CYeT CPeacTB OlKeTOB CyObeKToB
Poccuiickoli  ®epepaumn, B COOTBETCTBMM C [lepeyHem rpynn HaceneHms u KaTteropui
3a60s1eBaHNin, NpU ambynaTtopHOM JIeHEHUN KOTOPbIX JIEKAPCTBEHHbIE cpefcTBa U u3genus
MeAMLMHCKOro HasHayeHus OTNycKalTcsa No peuentam Bpadven 6ecnnatHo, u [lepeyHem rpynn
HaceneHus, nNpu amoynaTtopHOM JIeYEHUN KOTOPbIX JIeKapCTBEHHbIE CPeAcTBa OTNyCcKakTCA No
peuentam Bpayeli €  50-NPOLEHTHON  CKMAOKOW,  YTBEPXAEHHbIMW  MOCTAHOB/IEHWEM
MpasutenscTea Poccuiickoit Pegepaumm ot 30 nions 1994 r. N 890 <7>;

<7> Cob6paHune 3akoHogaTtenbcTBa Poccuiickonn ®egepauunn, 1994, N 15, ct. 1791; 1995, N 29,
CT. 2806; 1998, N 1, c1. 133, N 32, cT. 3917; 1999, N 14, cT. 1724, N 15, cT. 1824; 2000, N 39,
cT. 3880; 2002, N 7, cT. 699.
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4) rpaxpgaHam, cTpagalowmM >KUIHEYTpoXarWnMM N XPOHUYECKUMU NPOrPeCCUpYOLLUMN
peakumn (opdpaHHbIMK) 3a60/1€BaHNAMK, NPUBOAALMMM K COKPaLLEHMIO NPOLO/IKUTETbHOCTU
XWU3HU TpaXkaaH U X UHBaUTIMAHOCTU <8>.

<8> NMocTtaHoBNeHne MpasuTtenbcTBa Poccuiickon ®egepaunn ot 26 anpens 2012 r. N 403 "O
nopsake BefeHusa defepanbHOro perncrpa v, CTpafarwlmx >KU3Heyrpoxawwumm u
XPOHUYECKMMU nporpeccupyrowmnmm pegkumm (opcpaHHbiMm) 3aboneBaHnsMA, NMPUBOLALLNMUN K
COKpAaLLEHNO NPOAO/HKUTENBHOCTU XNU3HU TPpaxKaaH U UX MHBaANIMAHOCTU, U €ro permoHasibHoro
cermeHTa" (CobpaHue 3akoHogaTesnibcTBa Poccuiickoit ®egepauyunn, 2012, N 19, cT. 2428; N 37,
cT. 5002).

35. MNMpaBso BbINUCbIBaTL peuenTbl Ha JleKapCTBEHHbIE NpenapaTbl rpaxiaHam, UMerLWwumM npaso
Ha 6ecnnaTtHoe MoJslydYeHMe JIeKapCTBEHHbIX MpenapaTtoB WKW MNOMyYEHUE JIeKapCTBEHHbIX
npenapaToB CO CKNAKOWN, TaKKe MMEIOT:

1) meguuuHckne paboTHMKK, paboTarwmue B MeMLMHCKONW opraHn3auumn no COBMecTUTe IbCTBY
(B Nnpegenax cBOe KOMMNETEHLMW);

2) MeguuMHCKME PpaboTHUKM CTauUoOHApPHbIX YUYPEXAEHWA COLMa/ibHOTO OOCAYXUBAHUS U
ncnpaBuUTesbHbIX YUpexaeHuin (He3aBUCMMO OT BELOMCTBEHHOM NPUHAL/IEXHOCTN);

3) MeauuMHCKMe paboTHMKN MeAULMHCKUX opraHn3aunii, okasbiBatolwmx MeauLMHCKY0 NMOMOLLb
B CTaLMOHapHbIX YC/I0BUAX, B C/lyvae, NpesyCMOTPeHHOM NyHKTOM 29 HacToswero MNMopsaaka;

4) mMeauuMHCKMEe pabOTHUKM MeOUUMHCKMX OpraHu3auuii, okasblBalowmMx NepBUYHYIO MeaMKO-
caHuUTapHyl nomMoub, MNOABEeAOMCTBEHHbIX hefepasibHbIM opraHam WMCNOSHUTENbHOW BlacTu
NN opraHam NUCNosHUTENbHOW BacTn cybbekToB Poccuiickoin ®epepaumu:

a) rpaxgaHam, pacxobl Ha 6ecnsiaTHoe JlekapCTBEHHOE o6ecrneyeHne KOTopbIX B COOTBETCTBUU
C 3aKoHoAaTesnibcTBOM Poccuiickort defepauun NokpbIBatOTCA 3a CYET CPefcTB dpefepasibHOro
6rooxKeTa,

6) MHbIM KaTeropusam rpaxagaH, pacxofbl Ha 6ecrnnartHoe fekapcTBeHHoe obecnevyeHmne KOTopbIX
B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuiickoli ®efepauny NoKpbIBAKTCA 3a CYET CPefcTB
6H0KETOB pa3/INYHbIX YPOBHEN 1 0683aTENbHOr0 MEANLMHCKOTO CTPaxoBaHWUS;

5) nHauBmayasibHble NpeanpuHMMarTen, 3aHMMaromnecs YacTHON MeOMUUHCKON NPaKTUKON U
BK/TIOYEHHbIE B peecTp MefULMHCKMX OopraHu3aunii, ocyLecTBASWMX AeAaTeNbHOCTb B cdepe
06a3aTeNbHOr0 MEANLUHCKOTO CTPaxoBaHus.

36. He ponyckaeTcsi BbiNMCbiIBaHME pPeLEnTOB Ha JleKapCTBEHHbIE Npenapartbl ANA NevyeHus
rpaxpaH, uMerwmx npaBo Ha 6ecnnaTHoe MoJlyYeHWe JfieKapCTBEHHbIX MpenapaTtoB W/u
noslydeHrne NiekapCTBEHHbIX NpenaparoB CO CKUAKOW, MeAMLMHCKUMU paboTHUKaMW caHaTOpPHO-
KYPOPTHbIX  OpraHusauuii, MeguuUHCKAMW  paboTHMKaMKU  MeLUUUHCKUX — OpraHusauui,
OKasbIBaKOLWNX MEANLMHCKYIO NMOMOLLb CTauMOHapHO UMK B YCOBUAX AHEBHOrO cTaumoHapa, 3a
NCKNIOYEHMEM criydas, NnpeayCMOTPEHHOro nyHkToMm 29HacTosdulero lNopsaaka.

37. MNpu BbINUCbIBAHMM pPELIENTOB Ha JleKapCTBEHHbIE nNpenapartbl A8 JIeYEeHUA rpaxiaH,
MMEeLWNX npaBo Ha OGecrnsiatHoe MNoJlyvYeHne JieKapCTBEHHbIX MpenapaTtoB WM NoslyvyeHue
NEKapCTBEHHbIX MpenapaTtoB CO CKUAOKOW, YKa3blBaeTcAa HoOMep TenedoHa, Mo KOTOpOMY
paboTHMK anTeyHoi opraHusauum npyv HeobXoAUMOCTUM MOXET corfiacoBaTb C MeAULMHCKAM
paboTHUKOM CUHOHUMWYECKYIO 3aMeHy JIekapCTBEHHOro npenapara.

38. Ha peuentypHom 6naHke doopmbl N 148-1/y-04(n) v doopmbl N 148-1/y-06(n) peuyent
BbINUCbIBAETCA MeAWUMHCKAM paboTHUMKOM B [ABYX 3K3eMnaspax, C OAHWM 3K3eMNAspoMm
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KOTOPOro nauveHT obpaliaetcsa B anTeyHyi opraHusauuto. BTopoit ak3emnnsp peuenTa
npuobLyaeTcs K MeAULMHCKOM KapTe nauneHTa.

39. HapkoTuyeckne u MNCUXOTPOMNHbIE JiekapCcTBEHHbIe npenaparbl cnvucka |l MepeyHsa (3a
NCK/TIOYEHMEM NIeKapPCTBEHHbLIX MNpenapartoB B BUAE TpaHCAEpPMasibHbIX TepaneBTUYecKux
CUCTEM) ONA NleYeHUa rpaxkaaH, UMerLwmux npaso Ha 6ecnsartHoe MNoslydyeHne NeKapCTBEHHbIX
npenapaToB WM MNONYYEHUS JleKapCTBEHHbIX MNpenapartoB CO CKUAKOW, BbIMUCHLIBAOTCA Ha
creuvasibHOM peuenTypHoM 6/1aHKe Ha HapKOoTU4Yeckoe CpefCcTBO U MCUXOTPOMNHOE BELLEeCTBO, K
KOTOPOMY [OMNOJIHUTE/IbHO BbINUCLIBAIOTCA pPelenTbl B ABYX 3K3eMnidpax Ha peuenTypHOM
6naHke dopmbl N 148-1/y-04 (1) unu popmbl N 148-1/y-06 ().

40. HapkoTuyeckne WM MNCUXOTPOMHble NeKkapCcTBeHHble npenapartbl cnucka |l MepeyHs B Buae
TpaHcaepMasibHbIX TepaneBTUYECKUX cucTem, NMCUXOTPOMHbIE NeKapCTBEHHble
npenapartbl cnvcka |l MNepeyHsa, WHble nekapCTBEHHble cpeAcTBa, noanexaiiue npegmeTHOo-
KO/IMYECTBEHHOMY  y4yeTy, JieKapCTBeHHble npenapartbl, obnagawwue aHaboM4yeckomn
aKTMBHOCTbIO, KOMOGUMHUPOBAaHHbIE SIeKapCTBEHHbIE Npenaparbl, ykasaHHble B NOANYHKTE 4 NyHKTa
9 HacTosllero nopsgka, npefHasHayeHHble ONA NevYeHusa rpaxpaH, UMeLWmux npasBo Ha
6ecrnniatHoe TMoOJlydYeHWe JIEKAPCTBEHHbIX MpenapaTtoB WU MOJIyYEHME  IeKapPCTBEHHbIX
npenaparoB CO CKUAKOW, BbINUCbIBAOTCA Ha peLenTypHom 6n1aHke N 148-1/y-88, K KOTOpOMY
[OMO/THATE/IbHO BbINUCLIBAKOTCA PeLenTbl B ABYX 3K3eMnspax Ha peuenTypHoM 6/1aHke hopMbl
N 148-1/y-04 (n) nnn doopmbl N 148-1/y-06 (n).

MpunoxeHne N 1
K MopAaaKy HasHa4YeHnsA 1 BbiNUCbIBaHUA

NleKapCTBEHHbIX NpenapaTos,
YyTBEPXAEHHOMY MPMKA30M
MwuH3gpasa Poccun

oT 20 gekabps 2012 r. N 1175H

NMPEAENBHO AOMNYCTUMOE KOJIMYECTBO
OTAENBbHbLIX HAPKOTUYECKNX N NMCUXOTPOIMNHbIX NTEKAPCTBEHHbIX

MPEMNAPATOB A/1A BbINMNCbIBAHA HA OAVH PEUENT

HanmeHoBaHe HapKOTUYECKOTo U
MCNUXOTPOMNHOro J/IEKapPCTBEHHOTO

in npenapara dopma BbiNycKka 1 A031POBKa Konunyectso
Tabnetkn ons cy6IMHIBaIbHOTO
L BynpeHopdvH npuema 200 mkr n 400 MKr 50 Tabn.
30 amnyn nnu
PacTBop 0N1A NHbEKLMIA, amny/ibl, Lwnpuu-
5 BynpeHopdmH LNpuU-To6MKM 300 MKr/mn 1 mn THOOUKOB

amnysbl 300 MKr/Mn 2 M 15 amnyn
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TpaHcaepMasibHasi TepaneBTuyeckas

3 BynpeHopduH cuctema

35 MKr/y 20 nnacT.
52,5 MKr/4 10 nnacrt.
70 MKr/y 5 nnacr.

TabneTkn NPoNOHIMPOBAHHOTO

4 AnrngpokogenH (ArK KOHTUHYC) AEeNCTBUS ANS npuemMa BHYTpb
60 mr 40 Tabn.
90 mr 30 Tabn.
120 wr 20 Tabsn.

PacTBop N5 MHbEKLMiIA, pacTBop 415
NMOAKOXHOro BBeAeHuns, amnysibl 10
5. MopdouH Mr/mn 1 Mo 20 amnyn
PacTBop 418 NOAKOXHOro BBEAEHNS,
amnysnbl 0,72 + 5,75+ 2,7 + 0,36 + 0,05
mr/manl44+115+54+0,72+0,1

5 OmHONoH Mr/mn 20 amnyn
7. Mpomenon (TpUMenUpUanH) TabneTtkn gna npyema BHyTpb 25 Mr 50 Tabnetok
PacTBop ona MHbEKUMIA, amny/ibl 20 amnyn
(wnpuu-Tr06ukn) 10 mr/mn 1 mn, 20 (wnpwuy-
8. Mpomegon (TpyumenupuanH) Mr/mn 1 M THOOUKOB)
MopdonH (MCT KOHTUHYC nnu gpyrve
aHanoru NpoAo/HKUTENTbHOCTLIO TabneTkn (Kancynbl) NPOASIEHHOrO
9. AencTBNS He MeHee 12 yacoB) AeCTBUSA ANS npuemMa BHYTpb
180 Tabn.
(kanc.)
60 Tabsn.
(kanc.)
10 mr 30 Tabn.
30 Mr (kanc.)
60 Mr 20 Tabn.
(kanc.)
100 mr
20 Tabn.
200 mr (kanc.)
Tabnetkn ansa 6ykkanbHoro npvema 10
10 Mpocuaon Mr 1 20 mr 50 Tabn.

11. Mpocupon PacTtBop ansa nHbvekumii, amnynel 10 mr/ 50 amnyn



12.

13.
14.

15.
16.

17.

18.

M1 Mn
TpaHcaepmMasibHaa TepaneBTnyeckas

deHTaHunN cuctema
12,5 mKr/yac 20 nnacrt.
25 mKr/vac 20 nnacT.
50 mkr/uac 10 nnacr.
75 MKr/vac 10 nnacr.
100 mkr/uac 10 nnacr.

TabneTkn NoAbSA3bIYHbIE

0,1 wmr; 0,2 wr;
0,3 mr; 0,4 wr;
®PeHTaHun 0,6 mr; 0,8 mr 50 Tabnetok
KogevH (kogevHa cpocdoar) MopoLuok 0,2r

PacTtBop ana npuema BHyTpb 66,7%,

HaTpus okcubyTtupar cupon An1a npuema BHyTpb 5% 2 pnakoHa
ByTopdhaHon PactBop onsa nHbekumii 2 mr/mn 1 mn 20 amnyn
HanbyduH PacTBop 4151 UHbEKL I
10 mr/mn 50 amnyn
20 mr/mn 25 amnyn
deHobapbuTan Tabnetkn 50 mr, 100 mr 50 TabneTok

MpunoxeHne N 2
K MopAaaky HasHa4YeHUsA 1 BbINUCbIBAHNUSA

NeKapCTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY NPYKA30M
MwuH3gpasa Poccun

oT 20 aekabpsa 2012 r. N 1175H

PEKOMEHOOBAHHOE KOJIMYECTBO
OTAE/NbHbLIX NEKAPCTBEHHbIX NMPEMNAPATOB /1A BbINMNCbIBAHNA

HA OZIMH PELIEMT

N HanmeHoBaHMe nekapCTBEHHOro npenapata  ®opma Bbinycka 1 Jo3MpoBKa  KosimyecTBo



n/n
KoMOGUHMPOBaHHbIE NIeKapCTBEHHbIE
npenapartbl, cogepxawme KogenH (conu

Ko4enHa) Bce nekapcTBeHHble QOpMbI He bonee
1. 0,2 r<*>
OdhbenpvHa rugpoxnopus n Apyrue conm
5 athepvHa MopoLuok 06T
TeodeapviH, TeodeapuH-H, Heo-
3 TeotheapuH Tabnetku 30 Tabn.
4 ConyTaH PacTtBop 50 mn, 30 mn 1 dpnakoH
Cna3moBepasirnd, CnasmoBepanrnH-Heo Tabnetkn 50 Tabn.
[pyrne KOMOUHNPOBaHHbIE NEKAPCTBEHHbIE
npenaparsl, cogepxatine sapegpuHa
rmapoxsopua v nognexaiine npeameTHo-
5 KO/IMYECTBEHHOMY YyYeTy Bce nekapcTBeHHble POPMbI 1 ynakoBka
Kom61HUpoBaHHbIE SieKapCTBEHHbIE
npenapaTsl, cogepxaLliue ncesgoadpesprHa
rmapoxnopua v nogaexalime npeamMmeTHo-
. KONIMYECTBEHHOMY YYeTy Bce nekapcTBeHHble PopMbl 1 ynakoBka
8 KnoHnguH Tabnetkn 0,075 wmr; 0,15 mr 1 ynakoBKa
PacTtBop ansa nHbekymii 0,1 mr/mn 1 ynakoeka
Kannu rnasHoie 0,125%, 0,25%, 5 To6uK-
0,5% pacTtBop KanesnbHUy,
JlekapcTBeHHble npenaparbl, 06nagatwowme Bce nekapcTBeHHble hopmebl (3a
aHab0/1MyecKol aKTUBHOCTBIO (B NCK/TIIOYEHMEM JIEKAPCTBEHHbIX
COOTBETCTBUN C OCHOBHbIM doopM 4/ HAPY>KHOTO NMPUMEHEeHUs
9 (hapmMakonornyecknm gencrTenem) - renu, Kpembl, masu) 1 ynakoBka
Kom61HMpoBaHHbIE fleKapCTBEHHbIE
npenapartbl, cogepxatine
heHUNNponaHoaMnH 1 nognexatine
10 npeAMeTHO-KONIMYECTBEHHOMY YyYeTy Bce nekapcTBeHHble JOpMbI 1 ynakoBka
11.YTpatun cuny. - Npukas MuHsgpasa Poccum ot 30.06.2015 N 386H
12 BeH3obapbutan Ta6netkn 50 mr, 100 mr 1 ynakoBka
13 MpumnaoH Tabnetkn 125 mr, 250 mr 1 ynakoBKa

<*> [Tpyn BbINUCLIBAHUN N OTMyCKe /IeKapCTBEHHOro npenapaTa, CoAepXallero cosv KoaeuHa,
NPOV3BOANTCS NEPECUET Ha KOJIEMH OCHOBaHME.
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MpunoxeHne N 3
K MopAaKy HasHa4YeHUA 1 BbINUCbIBAHUA

NleKapCTBEHHbIX NpenapaTos,
YTBEPXAEHHOMY NPUKa30oM
MwuH3apasa Poccun

oT 20 gekabps 2012 r. N 1175H

CnpaBoyHO

AOMNYCTUMBIE K UCTIMOJIb3OBAHNKO PELEEMNTYPHbBIE COKPALLEHNA

COszLU'eHM [MonHoe HanucaHne
ana
aa
) acidum
ac.acid.
ampulla
amp.
aqua
ag. g
) aqua destillata
ag. destill.
butyrum
but. 4
compositus (a, um)
comp., cps
Da (Detur, Dentur)
Da, Signa
Detur, Signetur
D.S.
Da (Dentur) tales
doses
D.t.d.
_ dilutus
Dil.
divide in partes
div.in '
aequales
p.aeq.
extractum
extr.
¢ fiat (fiant)
utta, guttae
qtt. a g
) infusum
inf.
, in ampullis
in amp.

in tabl. in tab(u)lettis

MepeBopn
no, NopoBHY
Kucnorta
amnyna
BOAA
ANCTUNNMPOBaHHasA BoAa
mMacno (Teepaoe)
C/IOXHbI

Bbigaii (nycTb BblgaHo, NycTb 6yaeT
Bbl4aHO0)

Bbigaii, 0603Haub
MycTb 6yaeT BblgaHo, 0603HaYeHO

Bobigaii (MycTb 6yayT BblAaHbl) Takme
[03bl

pa3BefeHHbI

pasfenn Ha paBHble YacTu
SKCTPAaKT, BbITSHKKA
MycTb 06pa3syeTcs (06pasytoTcs)
Kanss, kanau
HacTou
B amnynax

B TabsieTkax



ol.
past.
Ppl.
p.aeq.
ppt.,praec.
pulv.
g.s.
r.,rad.
Rp.
Rep.
rhiz.

S.
sem.
simpl.
Sir.
sol.
supp.
tabl.
t-ra, tinct.
ung.

Vitr.

linimentum
liquor
massa pilularum
Misce, Misceatur
numero
oleum
pasta
pilula
partes aequales
praecipitatus
pulvis
guantum satis
radix

Recipe

Repete, Repetatur

rhizoma
Signa, Signetur
semen
simplex
sirupus
solutio
suppositorium
tab(u)letta
tinctura
ungquentum

vitrum

Xnakasi Masb
XUOKOCTb
nunNbHas macca
Cwmewaii (MycTb 6ygeTt cmellaHo)
4yncrom
Macno (kmakoe)
nacra
nunona
paBHble YacTu
OcaxaeHHbIN
MopoLuok
CKkonbKo noTpebyeTcs, CKOIbKO HaA0
KOpeHb
Bo3bmun
MosTopu (MNycTb 6yaeT NOBTOPEHO)
KOpHeBWULLEe
O603Haub (MycTb 6yaet 0603HaYEHO)
cems
NPOCTOA
cupon
pacTsop
cBeva
Tabnetka
HacTolika
Ma3sb

CK/TAHKa

Mpunoxexne N 2



K npukasy MuH3gpasa Poccuu
oT 20 gekabps 2012 r. N 1175H

PELIENTYPHBbIV BNAHK

MMHMCTepCTBO SO0PaBOOXPAaHEHMA

Poccumickon denepaumm Kon dopmer mo OKYJ 3108805
MeouuMHCKas IOKYMEHTAalMd

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

MEOULMHCKOM OpTaHM3aLun YTBEepXOeHa NPUKA30M

MyHMCTEpCTBa 30PaBOOXPaHEHUS
Poccurickonm demepaumun
or 20 pmexabps 2012 . N 1175

D000 0000

(DaTa BHIMCKM pelenTa)

PEOEIT

(B3pOCIBEIL, IOEeTCKUM — HYXHOE MNOOUYEPKHYTH)

®.M.0. naumeHTa

(MOJIHOCTRIO)
BospacT
Alpec WM HOMep MeIOMUMHCKOM KapThl IalMeHTa, [IoJiydallel'o MeIMIMHCKYI IIOMOLIb
B aMOyJIQaTOPHEIX YCJIOBMAX

®./1.0. Jsevdamero Bpauda

(MOJIHOCTHIO)
Py6 Kon Rp
loonmMce M JMUYHAS [IeYUaThb
Jevamero Bpaua M.II.

PeuenT pmemcTBUTEJIEH B TeueHme 15 nHen

PELIENTYPHBIN B/TAHK<*>

MMHMCTEPCTBO 3OPAaBOOXPAHEHMS Konm dopwmer nmo OKY/[
Poccumickon denmepaumum Kon yupexnenmsa no OKIIO
MemmumHCKasag OOKYyMeHTAalLMUs
HavMeHOBaHMeE (IITAMII) dopma N 107-1/y
MEIMUMHCKOM OpPTaHM3alUn YTBEepXIeHa IPUKa30M

MuHMCTEepPCTBa 3IPaBOOXPaHEHNI
Poccunckon demepalum
or 20 pmexabpsa 2012 r. N 1175

PELEIT
(B3pOCIEI, IETCKMM — HYXHOE NOOUEPKHYTH)
" " 20 I‘.
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®.1.0. naumeHTa
BospacTt
®.11.0. Jseuamero Bpaua

Homnuche M JIM4YHAA IedaTb
Jeyamero Bpaua M.II.

Peuent pemcrTBuUTeJieH B TeueHme 60 gHewm, 1 Toma ( )
(HeHyXHOe BaUepKHYTh) (YyKaszaTh KOJIUUECTBO MeCHdleB)

<*> - [N peuenTypHbIX  6/1aHKOB, M3rOTOBASAEMbIX W MOJIHOCTBK — 3amnofIHAEMbIX C
MCNO/Ib30BaHNEM KOMMbIOTEPHbLIX TEXHOIOTNIA, BBOAATCSA AOMNOHUTE/bHbIE PEKBU3UTLI (HOMEP U
(nnun) cepus) 1 MeCcTo ANA HaHeCEeHUS LITPUX-Koaa.

PELIEMNTYPHbIVN BJTAHK
MMHMCTEPCTBO 30pPaBOOXPaHEHUs
Poccurickonm demepauun
YTBEPXIEHA
nprukKasoM MMHMCTEpCTBa 3OPaBOOXPaHEHUS
Poccurickon demepaumun
MlraMmno or 20 gpmexabps 2012 . N 1175Hu
Konm
MeOMLMHCKOM OpraHM3aluumn

Konm dopmer no OKY[ 3108805
dopma N 148-1/y-04 (i)

Koga
HO30/10rM4YecKoin NcTOUHMK Kopg, nekapctBeHHOro
Kopg . .
aterop doopmbl (Nno MKB-  cbnHaHcupoBaHus: % onnaTbl: cpeAcTBa (3anoniHAeTCs B
KaTteropum Vi
10 NoA4YEPKHYTb NOAYEPKHYTb) anTeyHoWn opraHusaumm
rpakaaH ) (noauepkHyTb)  (NOAYEPKHYTE) p Ljm)
1. depepanbHbiii 1. becnnatHo
2. Cy6bekT
Poccuiickoi
depepaunm 2. 50%

S §$ S L L L .
3. MyHnuunanibHbIN

PELEIT Cepus N IaTa BHIIMCKU: 20 T.



http://legalacts.ru/doc/ok-011-93-obshcherossiiskii-klassifikator-upravlencheskoi-dokumentatsii-utv/

®.1M.0. nmaumeHTa HaTa poXOeHUA

CHNNC
N nosinca o6s3aTenbHOro mMegnumMHCKOoro
CTpaxoBaHUA:
HoMep MeOMLMHCKOM KapThl naluMeHTa, [NOoJydYaolero MeOULMHCKYI rnoMoums B

aMOyJIaTOPHBIX YCJIOBUAX

®./1.0. Jseuamero Bpaua

(ko JledvameIro Bpauda)
lMomnuce M JMUHAA IIedaThb Jiedallero bBpada M.II.

Peuent pemcrTBuUTeJeH B TeueHue 15 muem, 30 nHemt, 90 nHenl
(HEHYyXHOEe BaUYEepKHYTH)
—————————— (3anosHAeTCcA CHeuMaaMCTOM alTeYHOM OpraHM3auuy) ——-——————-

ToproBoe HanmeHOBaHWe 1 [03UPOBKa:
OTnyLieHo no peuenTy:

W KonunyecTBo:
Jdata otnycka: " 20r.

MpoBepwn. oTnycTun:
MpuroTtoBun: posep y

--------------------------------------------- (IMHNA OTPBIBA) -----=-====mmmmmmmmmmm oo oo

Cnocob npmMeHeHus:
KopeLllok peuenTtypHoro 6naHka

MpoJoMKNTENLHOCTL AHen
HanmeHoBaHue NeKapcTBEHHOro
npenapara:

KonnyecTtBo NpMemMoB B AeHb: _ pa3s

Ha 1 npuem: en.
[o3npoBkKa:

PEUEMNTYPHbIN BJ/TAHK
MUHMCTEPCTBO 3OPaBOOXPAaHEHMUS
Poccumickon denmepaumum MECTO IJIA HNTPUX-KOIOA
YTBEPXIOIEHA
nprkKasoM MUHMCTEpCTBa 3IPaBOOXPaHEHUS
Poccunckon demepalum
MemmMumMHCKAass OpTaHM3alusa or 20 gmexabps 2012 . N 1175H

LLLLPPPPP P L] xom topuer mo VA s108805

dopma N 148-1/y-06 (J)
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Kon Kon VIcTOUHMK OOMHAHCU- $ omnJyaTe M3 |Peuent
KaTeropmMy Ha30JIOTUUYECKOM pOBaHMA: MCTOYHMKA OeCTBUTEe—
rpaxnaH bopMEL 1) ¢enmepanbHBl OIOIXET |MHAHCUPOBA- |JIeH B Tedue-—
(mo MKB-10) 2) OwnmxeT cybbekTa HMSA : HUEe
Poccurickon demepaumm (1) 100% 15 muen,
3) MYHMLUMIIAJbHBI 2) 50% 30 nuemn,
OmxeT (HyxHOe nom-|90 mHem
(HyXHOEe MNOOUEPKHYThH) UEPKHYTH) (HYyXHOE
IOOUEepK—
HYTh)

PEOEIT Cepmusa N oT

®.1.0.

nauMeHTa

DaTa CHUIJIC

POXIOEHUSA

N noymca o00643aTeJIbHOT'O

MEeOULMHCKOT'O

CTpaxOBaHUSA

HoMep MeOMUMHCKOM KapThl HalMeHTa, oJjiydamnumero MeOULMHCKYIO IoMoums B

aMOyJIaTOPHBEIX YCJIOBUAX

®.M.0. Jjeuamero Bpaua

Kon smeuamero Bpaua

BEINMCAHO @ (3anoyHaeTCsH creumajmcToOM anTeuyHON

opraHu3alun)

OTnymeHoO 10 pelLenTy:

Rp: IDaTa oTnycka
Kon 5ekapCTBEHHOTIO
npenapaTa
D.t.d. ToproBoe HaMMeHOBaHME
JosupoBKa
KommmuecTBO enmHMIl
Signa KommuecTBO

llomonmuce Jedamwero bpada

Ha ofbmyin cyMMmy

" JIMdHaA IledaTb Jiedallero Bpada

Kopemox PENEIITA

Cnnocob NpMMeHEeHUd:
[pOOONIXUTENIEHOCTb

Cepusa

oT

KonmmuecTBO MNpPMEeMOB B HOeHb:
Ha 1 npuewm:

noHem HamMeHOBaHMe JIeKapCTBEHHOT'O
pas npenaparTa:
en. HOo3MpOBKaA @

Mpunoxexve N 3

K npukaly MuH3sgpasa Poccum



oT 20 gekabps 2012 r. N 1175H

NOPSAOK
O®OPM/EHVSA PELIENTYPHbIX B/TAHKOB HA JIEKAPCTBEHHBIE MPEMAPATHI,

NX YYETA N XPAHEHUA

|. OchopmrieHne peuenTypHbIX 6/1aHKOB
1. Ha peuenTypHbIx 6naHkax dpopmbl N 107-1/y, He nmerwmnx Homep 1 (Uiv) cepuo, MecTo 4/
HaHeceHus wTpux-koaa, N 148-1/y-88, N 148-1/y-04(n) n N 148-1/y-06(/1) B 1€BOM BEPXHEM Yy
NpocTaBnseTcs wramn MeguLMHCKOM opraHusaumm ¢ ykasaHWeM ee HaumeHOBaHWs, agpeca u
TenedoHa.
[lononHUTeNbHO Ha peLenTypHbIX 6/1aHkax popmbl N 107-1/y, Melowmx HoMep n (Un) cepuio,
MecTo AN HaHeceHus wTpux-koga, N 148-1/y-04(n) n N_148-1/y-06(11) NpocTaBNsAeTCA KOp,
MeOULMHCKOM opraHn3aunm.
Cepusa peuentypHoro 6naHka oopmbl N 148-1/y-04(1) n doopmbl N 148-1/y-06(1) BKAOYAET KO,
cyobekta  Poccuitickon — depepauun,  COOTBETCTBYWOLWMA  ABYM  NepBbiM  Uudpam
O6Lepoccuiickoro knaccudukaropa 06bekToB aAMUHUCTPATUBHO-TEPPUTOPUAIILHOTO AeNeHns
(OKATO).
2. Ha peuenTypHbix 6naHkax, OCOpMISEMbIX WHAMBUAYAIbHBIMU NPeAnpUHUMAaTENSIMU,
NMELLMMMN JIMLEH3NI0 HA MEeLULUHCKYI0 AeATeNIbHOCTb, B BEPXHEM JIEBOM YI/1y TUNOrpadiCKnm
Cnocobom uv nytem NPoCTaB/ieHNs LWTamna Ao/HKeH OblTb yka3aH afpec WMHAWBUAYa/TbHOro
npeanpuHMMaTens, HoOMep u garta SIMLEH3K, HaMMeHOBaHe opraHa rocy4apCcTBEHHON BacTw,
Bbl4ABLUETO JINLEH3NIO.
3. PeuentypHble 6naHkm popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n1) 3an0sHAKOTCA
MeOUUNHCKUM paboTHUKOM pa3bopunBo, YETKO, YEPHUIAMU U/N LLIAPUKOBOW PYUKOMN.
4. [lonyckaeTcs opopmieHue:
1) BCex pekBU3NTOB peuenTypHbIx 6naHkoB doopmbl N 107-1/y, UMeOLWmMX HOMep 1 (Unn) ceputio,
MeCTo /19 HaHeceHua wTpuxkoda, W dopmbl N 148-1/y-06(s1) ¢ UCMNO/b30BaHMEM
KOMMbIOTEPHbIX TEXHOJIOTUIA;
2) BCeX pPeKkBM3UTOB (3a UCKNYeHMeM pekBmsuTa "lMognucb nevailero spadva’) peuenTypHbIX
6naHkoB doopmbl N 148-1/y-88 n doopmbl N 107-1/y (HE UMeroWwmx Homep n (Unum) cepuo, MecTo
NS HAHECEHUA WTPUXKOAA) C UCNOIb30BaHMEM nevaTatoLmx YCTPOCTB.
5. OdopmneHne peulenTypHbix 6n1aHkoB oopmbl N 148-1/y-04(n) n dpopmbl N 148-1/y-06
(n)BkNtoYaeT B cebs unpoBoe KogupoBaHue.
LindopoBoe KoampoBaHme ykasaHHbIX peLenTypHbIX 6/1aHKOB BK/IOYAET B CeOS:
1) koA MeOMUMHCKOM opraHu3aumm B COOTBETCTBUM C  OCHOBHbIM  rOCYyAapCTBEHHbIM
perncTpaunoHHbiMm HomepoMm (OFPH), npoctaBnsemblii Npyv  M3rOTOBNEHUUN peuenTypHbIX
6/1aHKOB;
2) Ko4 kateropun rpaxgaH (SSS), nmerowmx npaBo Ha NoslydyeHne fieKapCTBEHHbIX Npenaparos
B COOTBETCTBMM CO cTatbeil 6.1 defepasibHOro 3akoHa ot 17 wmong 1999 r. N 178-#3 "O
rocyfapCTBEHHOW coumanibHOW nomowm™ <1>, n kog Ho3zonormnyeckor popmbl (LLLLL) no MKB-
10, 3anonHsAemMbie fevaliM BpayoM NyTeM 3aHECEHUs KaXAoin Lmdpbl B NyCTble syeliku, npwu
3TOM TOYKa NPOCTaBNSAETCH B OTAE/IbHOW s4elike;
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<1> CobpaHue 3akoHogatesnbcTBa Poccuiickon ®egepauunn, 1999, N 29, ct. 3699; 2004, N 35,
cT. 3607.

3) oTmMeTKa 06 MCTO4YHMKE (puHaHcMpoBaHuA (dheaepanbHblin 6lomKeT [1], GloAXeT cybobekTa
Poccuitickoi ®epepaumn [2], MyHuMuuMnasbHbld GlogpkeT [3]) M npoueHTe onnaTbl peuenTa
(6ecnnatHo [1], 50% [2]), ocyLiecTBNAeMas MeAULMHCKUM PaboTHUKOM;

4) Kopg, MefUUMHCKOro paboTHUKA ykasblBaeTcs MefULMHCKMUM PaboTHUKOM B COOTBETCTBUWN C
YyCTaHOB/IEHHbIM OpraHoM WCMNOSHUTENbHOM Bnactu cybbekta Poccuiickon ®epepaunn B
obnacTn oxpaHbl 340POBbA TpaxaaH NepevyHem KOAOB MeAUMLMHCKMX PabOTHWKOB, WUMELUX
npaBo Ha BbINUCKY JSIEKAPCTBEHHbLIX NPenapaTos;

5) ko4 NnekapCTBEHHOro rnpenaparta, MPOCTaB/ISeMblii B anTe4YHOW opraHm3auumn npu OoTnycke
NIEKapCTBEHHbIX NpenapaTtoB, BbIMWCAHHbLIX Ha peuenTypHbIX 6naHkax hopmbl N 148-1/y-
04(n) v chopmbl N 148-1/y-06(n).

6. B peuentypHbIx 6naHkax doopmbl N 148-1/y-88, N 107-1/y, cdoopmbl N 148-1/y-04(1) n doopmbl
N 148-1/y-06(n) (nanee - peuentypHble 6naHku) B rpadax "®.N.0. nayneHTa" ykasblBalTCHA
MOJIHOCTBIO haMUNNA, UMSA U OTHECTBO (MPU HaSIMYMK) NayneHTa.

7. B peuenTypHbiX 6naHkax popmbl N 148-1/y-88 n popmbl N 107-1/y B rpadpe "Bospact"
yka3blBaeTCA KOMMYEeCTBO MOJIHbIX NeT nauueHTa, a A8 geTeid B Bo3pacte no 1 roga -
KOJINY4eCTBO MNOJIHbIX MECSLEB.

B peuentypHbix 6naHkax doopmbl N 148-1/y-04(n) v doopmbl N 148-1/y-06(n) B rpadpe "Adata
pOXAeHNA" ykasblBaeTca garta poxaeHunsa naumeHta (4Mcno, Mecsu, rog).

8. B peuentypHbix 6naHkax dpopmbl N 148-1/y-04(n) n dpopmbl N 148-1/y-06(11) B rpadpax
"CHWUNC" n "N nonuca o6s3aTeslbHOro MeguUMHCKOro CTpaxoBaHUA" yKasblBalOTCA CTPaxoBoOW
HOMep WHAMBUAYa/IbHOrO NMLEBOr0 cyeTa rpaxgaHuHa B [MeHCMOHHOM dhoHAe Poccuiickoit
®epepaumm (CHWMIC) (mpyv Hamumn) n HOMep mnonmca o0b6a3arefnibHoro  MeAuuMHCKOro
CTpaxoBaHus.

9. B peuenTtypHbIX 6naHkax dpopmbl N 148-1/y-88 B rpadpe "Agpec unnm Homep MeauLUHCKOW
KapTbl MauueHTa, Mosy4valwero MegULMHCKY0 MNOMOWb B aMOy/iaTopHbIX — yC/1oBUAX"
yka3blBaeTCA MOJIHbIA MOYTOBbLIA afpec MecTa XuTenbcrBa (MecTa npebbiBaHUSA WM MecTa
(baKTMYecKkoro MpoXuBaHUSA) nauyneHTa WM HOMep MeOULMHCKOM  KapTbl  NaumeHTa,
nosiyyaroLLero MeanUUHCKYo NOMOLLb B aMOy/1aTOPHbIX YCNOBUSX <2>.

<2> Mpurka3 MuHUCTepcTBa 34paBooxpaHeHns Poccuiickoin ®epepaummn ot 15 aekabps 2014 r. N
834H "O6 yTBEPXAEHUN YHUPULMPOBAHHBLIX (DOPM MEeAMULMHCKOW AOKYMEHTAaL MU, NUCNO/b3YeMbIX
B MEAMUMHCKMX oOpraHmsauuax, OoKasblBaloWwmuxX MeAUUMHCKYI0 MOMOWb B aMOynaTtopHbIX
YCNoBuAX, W MOPAAKOB MO WX 3anofiHeHuo" (3aperncTpyposaH MUWHUCTEPCTBOM  HOCTULMN
Poccuiickoii Pepepaunn 20 aHBapsa 2015 1., pernctpaumoHHbii N 36160).

B peuentypHbix 6naHkax doopmbl N 148-1/y-04(n) n doopmbl N 148-1/y-06(n) B rpace "Homep
MeOUUMHCKOM KapTbl nauueHTa, nosyyvarolwero MeauuMHCKYI0 MOMOLWb B aMbynaTopHbIX
ycnoBusix" ykasblBaeTCA HOMep MeAWLMHCKON KapTbl nauueHTta, nosydvarowero MeguumMHCKYH
MOMOLLIb B amBynaToOpHbIX YC/TI0BUAX.

10. B rpade "®.M.0. nevawiero Bpaya" peuenTypHbIX 6/1aHKOB YKa3blBatOTCA MOJIHOCTbIO
hamununsa, uMsg, O0T4eCTBO (MPU HaNMuMK) MeOULMHCKOTo paboTHUKa, VMEKLEero mnpaso
HasHa4YeHns 1 BbINUCbIBAHUA SIeKapCTBEHHbIX NpenapaTos.

11. B rpache "Rp" peuenTypHbIX 6/1aHKOB yKa3blBaeTCH:
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1) Ha nNaTMHCKOM A3blke HaVMeHOBaHWe JIeKapCTBEHHOro npenapata (MexayHapogHoe
HernaTteHToBaHHOE WY rpynnMpoBOYHOE, SIMO0 TOProBoe), ero 403UPOBKa, KOJIMYECTBO;

2) Ha pPyCCKOM WM PYCCKOM W HauMOHasIbHOM fA3blkaX CMNOco6 MpUMeHeHUs fieKapCTBEHHOro
npenapara.

12. 3anpeLuaeTcs orpaHMuYMBaTLCA OOLLNMUN YKasaHNAMU, Hanpumep, "BHyTpeHHee", "/13BeCcTHO".
PaspelualoTcs TO/IbKO NPUHATbIE NpaBuiamMmun cokpalleHuss 0603HavYeHu; TBepable U cbinyyne
hapmaueBTUUeckme cybctaHuum BbinUcbiBatoTcA B rpammax (0,001; 0,5; 1,0), xuakve - B
MUNNUANTPAxX, rpaMmmax u Kkannsx.

13. PeuenT, BbINMCaHHbIA Ha peLenTypHOM 6/1aHke, NoAnucbiBaeTcs MeguLMHCKUM PpaboTHUKOM
N 3aBepseTcsa ero JIMYHOM nevarbio.

[lononHUTeNbLHO peuenT, BbINUCaHHbIN Ha peuenTypHom 6naHke dhopmbl N 148-1/y-88, doopmbi N
148-1/y-04(n) n cbopmbl N 148-1/y-06(n), 3aBepsieTcs neyaTblo MeANLUMHCKOM opraHusaumm "Ons
peLenToB"”.

14. Ha ogHom peuenTtypHom 61aHke doopmbl N 148-1/y-88, chopmbl N 148-1/y-04(n) n doopmbl N
148-1/y-06(n) paspewlaetca BbINUCbIBATb TOMIbKO OAHO HaMMEHOBaHWEe 1eKapCTBEHHOIo
npenapara; Ha 04HOM peLenTypHoM 61aHke chopmbl N 107-1/y - He 6osiee Tpex HaMeHOBaHWI
JleKapCTBEHHbIX NpenapaTos.

15. NcnpaBneHus B peuenTe, BbIMMCAHHOM Ha peLenTypHOM 61aHKe, He J0mnycKatTCs.

16. Cpok gencTtsmsi peuenTa, BbINMMCAHHOTO Ha peuenTypHoM 6naHke chopmbl N 148-1/y-88(15
AHen), dbopmbl N _107-1/y (60 gHei, go 1 roga), dhopmbl N 148-1/y-04(n) n doopmbl N 148-1/y-
06(n) (15 pHei, 30 gHeit, 90 AHel) yka3biBaeTCcA NyTeM 3a4epknBaHusa Ui nogvyepKknBaHns.

17. Ha 06OpOTHOW CTOpOHe peuenTypHoro O6naHka doopmbl N 107-1/y (3a WCKNOYEHMEM
peuentypHoro 6naHka, MOMHOCTLIO 3aro/IHAEMOro0 C  WCMOMIb30BaHNEM  KOMMbIOTEPHbIX
TEeXHO/0rni), peuentypHoro 6naHka doopmbl N 148-1/y-88 n chopmbl N 148-1/y-06(n1)nevataeTcs
Tabnvua crefyoLulero cogepaHus:

MpoBepn OTNyCcTU
I'Ip|/|r0T0|3|/|“Io P N y

n
18. MNpwn BbINUCKE NEeKaPCTBEHHOrO npenapara no peLleHnto BpavyebHon Komuccum Ha ob6opoTe
peuenTypHoro 6naHka popmbl N 107-1/y, dpopmbl - N 148-1/y-88, cdoopmbl N 148-1/y-
04(n) n chopmbl N 148-1/y-06(1) cTaBUTCA cneumnanbHas oTMeTka (Ltamn).
19. Ha peuenTypHom 6naHke popmbl N 148-1/y-04(1) v cpopmbl N 148-1/y-06(n1) BHU3Y nMeeTcs
JIMHWUSA OTPbIBA, pasgensoLan peuentypHbllii 611aHK 1 KOPELLOK.
Kopelwok OT peuenTa, BbIMMCAHHOIO Ha yKa3aHHOM peuenTypHOM 6n1aHKe, BblAaeTcs naumeHTy
(nvuy, ero npepcTasnsAloWLEMY) B anTe4yHOW opraHvM3auum, Ha Kopellke AenaeTcs OTMeTKa o
HavMeHOBaHUN /IeKapCTBEHHOro npenapara, [03MpoBKe, KoNnyectse, cnocobe npuMeHeHus, v
OH OCTaeTcs y nauueHTa (/mua, ero npeAcTaBnsioLLero).
20. OdpopmrieHVe cneuvanbHOro peuenTypHoro 6s1aHka Ha HapKoTUYecKoe CpefcTBo U
MCUXOTPOMNHOE BeLLeCTBO OCYLLECTBNSAETCA B COOTBETCTBUM  C Npukasom MuHucTepcTsa
3apaBooxpaHeHus Poccuiickoin ®egepauun ot 1 asrycta 2012 r. N 54H "O6 yTBEepxaeHuu
hopmbl  6/1@HKOB  peLenToB, cofepXalwmx HasHayeHue HapKOTUYECKUX CpeacTs  wunu
MCMXOTPONHbIX BELLEeCTB, Nopsaka MX W3roTOB/EHWA, pacrnpefefnieHus, perucrpauun, yyeta u
XpaHeHus, a Takke npasus opopmieHnA".

[I. YueT peuenTtypHbIx 6/1aHKOB
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21. YueT peuenTypHbix 6nadHkoB chopm N 107-1/y, N 148-1/y-88 u N___148-1/y-04(n),
n3rotaB/iMBaeMbIX Tunorpagckum crnocobom (panee - peuenTypHble 6M1aHKW, nognexatiue
yuyeTy), OCYLLeCTB/SETCA B >XypHaslax YydyeTa, MNPOHYMEPOBAHHbIX, MPOLUHYPOBAHHbIX W
CKpPEM/IEHHbIX NOAMNUCLI0 PYKOBOAUTENA U NeyaTbid MeAULMHCKOW opraHu3auny unn nognucbto
NHAMBUAYA/TLHOTO NpeanpuH1UMaTens, UMerLLLero JIMUeH3no Ha MeSULNHCKY AeATeNNbHOCTb.
22. XXypHan yyeTa peuenTtypHbIX 6naHkoB dpopmbl N 107-1/y cogepxuT cnegyowime rpadbl:

1) Homep No NOpsAKY;

2) B pa3gersne "Tpuxon™

a) gara permcrpaunm npuxogHoro JOKYMEHTa,

6) HOMep 1 gaTta NPUXOLHOr0 AOKYMEHTa, Ha3BaHue NoCTaBLUMKa,

B) 06LLee KOIMYeCTBO NOCTYNUBLLMX PeLenTypHbIX 6/1aHKOB;

N ®.1M.0. n nognucb OTBETCTBEHHOINO MEAMLMHCKOrO paboTHMKA, NOSyYMBLUEro peuenTypHble
G1aHKM OT NOCTaBLUNKA,

3) B pasgene "Pacxopg™

a) Aata Bblgaun peuenTypHbIX 6/1aHKOB;

6) KO/IMYECTBO BblAaHHbIX PEeLEenTypPHbIX 6/1aHKOB;

B) ®.1.0. OTBETCTBEHHOIO MEAULMHCKOIo paboTHUKA, NONYYMBLLETO peLenTypHble 6/1aHKu;

) No4NUCb OTBETCTBEHHOIO MeAMLMHCKOro paboTHNKA, NOJyYMBLUErO peLenTypHble 6/1aHKu;

4) ®.1.0. n noagnucb OTBETCTBEHHOrO0 MeAuUMHCKOro paboTHMKa, BblAaBLIEro peuenTypHble
ONaHKu;

5) ocTaTok peLenTypHbIX 6/1aHKOB.

23. )XypHan yyeTa peuentypHblx 6s1aHkoB hopm N 148-1/y-88 u N_148-1/y-04(n) conepxuT
cnepytouwme rpagbi:

1) HOmep No NopPAAKY;

2) B pa3gene "lMpuxon™

a) gata perucrpaunm npuxogHoro JOKYMeHTa,

6) HOMep 1 gaTta NPUXOLHOr0 AOKYMEHTA, Ha3BaHMe NoCTaBLUVKa,;

B) 06LLEee KO/IMYeCTBO NOCTYNUBLLMX PeLenTYpPHbIX 6/1aHKOB;

) cepun n HoMepa peLenTypHbIX 61aHKOB;

[1) KONNM4YeCcTBO peLenTypHbIX 6/1aHKOB N0 Cepusim;

n) ¢.1.0. n noanucb OTBETCTBEHHOrO0 MeLULMHCKOIO paboTHWMKA, MOJTyYMBLUErO peLenTypHble
6naHKM OT NOCTaBLUMKA,

3) B pa3gene "Pacxopn™

a) Aata Bblgaun peuentypHbIX 6/1aHKOB;

6) cepun N Homepa BblAaHHbIX peLenTypHbIX 6/1aHKOB;

B) KO/IMYECTBO BblaHHbIX peLenTypHbIX 6/1aHKOB;

) ®.1.0. 0TBETCTBEHHOIO MeUUNHCKOro paboTHUKa, NONYYMBLLEro peLenTypHble 6/1aHKu;

A1) nognNncb OTBETCTBEHHOIO MeAMLMHCKOro paboTHNKA, NosTyYMBLLErO peLenTypHble 61aHKu;

4) ®.1.0. n noagnucb OTBETCTBEHHOrO0 MeAuUMHCKOro paboTHMKa, BblAaBLIEro peuentypHble
6naHku;

5) ocTaToK peLenTypHbIX 6/1aHKOB.

24. Y4yeT cneumanbHbIX peuenTypHbiX 6/1aHKOB Ha HapKoTUyeckoe CpeAcTBO U MCUMXOTPOMHoe
BELLEeCTBO OCYLEeCTB/ISeTCA B COOTBETCTBUWM C NpukasoM MuHUCTEpCTBa 34paBOOXpaHeHus
Poccuitickoi ®epepaummn ot 1 asrycta 2012 r. N 54H "O6 yTBepxAeHMU (popmbl GMaHKOB
peLenToB, cojepXawux HasHavyeHne HapKOTUYEeCKUX CPefcTB WM MNCUXOTPOMHbIX BELLECTB,
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nopsiika Ux U3roToBMEHUS, pacnpeneneHns, perucTpaunn, ydyeta n XxpaHeHus, a takke npasun
ochopmneHus".

[ll. XpaHeHne peuenTypHbIX 61aHKOB
25. B kaxgo MeauuUMHCKON opraHu3aumm npukasoM pPyKOBOAMTENSt HasHadvaeTcs nuuo,
OTBETCTBEHHOE 3a XpaHeHne N y4yeT BCeX BUA0B peLenTypHbIX 6/1aHKOB.
26. PeuenTypHble 6n1aHku, nognexatmne yyety, XpaHaTcs OTBETCTBEHHbIM JINLOM, HA3HAYEHHbIM
pykoBoauTeneMm MeguUUHCKOW opraHusaumu, noj 3aMKOM B MeTasliMyeckoM wwkady (ceidpe)
NN METa/T/INYECKOM SILLMKE.
27. ViHouBmAayasibHbIA  NpeanpuHMMatesib,  UMEWLWWA  NIMUEH3NI0  Ha  MeOUUUHCKYHO
[eATeNIbHOCTb, XpaHUT peuenTypHble ©OnaHkW, noAnexawme ydety, nog 3aMKOM B
MeTanmyeckom wkadyy (ceridhe) nnnm MeTan/In4yeckoM simnke.
28. TlOCTOSAHHO AelcTBytOWasi KOMWUCCUS, co3gaBaemMas B MEOUUMHCKON opraHm3auunu,
NpoBepseT COCTOsIHME XpaHeHus, ydveTa, (hakTU4yeckoe Hamume U pacxof peuenTypHbIX
6/1aHKOB, NoAsiexatmx ydety, OguH pas B kBapTasl.
B cnyyae HecoBnafeHUs KHWKHOIO ocTatka peLenTypHbiX 6/1aHKOB, nogjiexalimx yyeTy, C
(paKTUYECKUM Has/IM4MeEM /MU0, OTBETCTBEHHOE 3a XpaHeHWe U y4yeT peuenTypHbIX G/1aHKOB,
HeceT OTBETCTBEHHOCTb, NPeAyCMOTPEHHYI0 3aKoHOAaTe/IbCTBOM Poccuiickoin ®enepaumu.
29. PeuentypHble 6naHku, nognexaiwime Yy4yeTy, BblAalOTCA MeAUUMHCKAM paboTHMKaM,
MMEeLWNM NpaBo BbINMUCbIBAHUA pPELLenToB, MO PacnopshXeHWo [NaBHOro Bpava Wan ero
3amecTutens.
MonyyeHHble peuenTypHble 6GnaHky, nognexawme yyeTy, XpaHAaTca  MeAULUHCKUMMU
paboTHYKaMK B NOMeELLEHNSAX, 0b6ecnevmBaroLnX UX COXPaHHOCTb.
30. XpaHeHue crneuuasnbHbIX peuenTypHbiX 6/1aHKOB Ha HapKOTUYeckoe CpeacTBO U
NMCUXOTPOMNHOE BELWECTBO M Bblgaya YKasaHHbIX peuenTypHbIX 6/1aHKoB MeaULMHCKOMY
paboTHMKY OCYLLEeCTB/ISETCA B COOTBETCTBUWM C Mpukaszom MUHUCTEpCTBa 34paBoOXpaHEeHus
Poccuiickoi ®epepaumm oT 1 aerycta 2012 r. N 54H "O6 ytBepxaeHun dropmbl 61aHKOB
PeLENnToB, coAepXalux HasHayeHne HapKOTUYECKUX CPeACTB WM MCUXOTPONHbIX BELLEeCTB,
nopsiika MX U3roTOBMEHUS, pacnpenenieHns, permcTpaunn, ydyeta n XpaHeHns, a Takke npasun
odhopmsieHuna".

CypnebHas npakTuka u 3akoHogaTtenbctBo — lNpukas MuH3sgpaBa
Poccun ot 20.12.2012 N 1175H (pea. ot 21.04.2016) O6 yTBepxxaeHUn
nopsiika Ha3Ha4YeHUsA U BbINUCbIBAHUA NeKapCTBEHHbIX NpenapaTos, a
TaKxe ¢hopM peLenTypHbIX 651aHKOB Ha NNeKapcTBeHHbIe npenaparhbl,
nopsaka ohopMneHus ykasaHHbIX 6/1aHKOB, UX y4YeTa U XpaHeHuUs

<Mucbmo> Mun3apasa Poccum o1 01.07.2016 N 1466/25-4 <O6 MCnoib30BaHUM pPeLenTypPHbIX
6n1aHkoB doopmbl N 107/y-HIM "cTtaporo obpasua’>
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YkasaHHoe orpaHudeHue (0o 1 uonsa 2016 r.) kacanocb Tonbko peuenTypHbiX 6nadHkos N 107-1/y, N
148-1/y-88, N 148-1/y-04(n), narotaBnuBaembix TMnorpadCckmm cnocobom.

B cBasn c Tem, 4yto peuentypHble 6naHku dhopmbl N 107/y-HI1 usrotasnusatotca MwuH3gpasom
Poccun ueHTpanmsoBaHHo, 6naHkm "ctaporo obpasua” He nognexaT YHUUTOXEHUIO U OOMMKHbI 6bITb

NOJTHOCTbIO NCMNOJIb30BAHbI.

<MuncbMo> MuH3apaBa Poccum 0T 14.01.2016 N 25/25-4 <O npoaneHnn cpoka Ucnoib30BaHuns
peuenTypHbix 61aHKOB "cTaporo obpasua>

2. Mpukasom Munsgpasa Poccun ot 30 wutoHa 2015 r. N 386H "O BHeCceHUM U3MEHEHUN B
npunoxeHns K npukady MuHucTepcTsa 3gpaBooxpaHeHusi Poccunckon depepauum ot 20 gekabps
2012 r. N 11751 "O6 yTBepXOeHUM nOpsiAka Ha3HAYeHUS W BbIMUCbIBAHUS FEKAPCTBEHHbIX
npenapaToB, a Takke OpM peLenTypHbIX ONaHKOB Ha feKkapcTBEHHble Mpenapatbl, nopsiaka
0POpPMIIEHUS yKa3aHHbIX OMnaHKoB, UX yyeTa U xpaHeHus" (ganee - npuka3d N 386H) B dopmbl
peuenTypHbix 6rnadkoB N 107-1/y, N 148-1/y-88, N 148-1/y-04(n), nsrotaBnmBaemble TUNorpagCckum
cnocobom, 6binn Takke BHECEHbI HEOHXOAMMbIE U3MEHEHNS.

<[Mncbmo> MuH3gpasa Poccum o1 21.10.2015 N 25-4/10/2-6290 <O pa3bAaACHEHUW HOBbIX
TpeboBaHuii, NpeabsaBASEMbIX K XpaHEHUIO, MEPEBO3KEe U YYEeTY HAPKOTUYECKUX CPEeACTB U
MCUXOTPOIMHbIX BELLECTB, a Takke TpeboBaHuii N0 Ha3HaYeHWUIO 1 BbINUCbIBAHUIO HAPKOTUYECKNX U
MNCUXOTPOIMHbIX J1IEKAPCTBEHHbIX NpenapaToB>

- paspewaeT BbINMUCbIBaHWE TpaHcAepMarbHbIX TepanesTudecknx cuctem (ganee - TTC),
coAepXallmx HapKkoTuyeckue cpeacTtsa, Ha peLenTypHbIx 6raHkax dopmbl N 148-1/y-88;

- paspellaeT UCMorb3oBaHMEe MevyaTawwmx YCTPOUCTB npu odopmneHun peuentoB opmbIN
148-1/y-88, B TOM 4ucrne npegHasHa4YeHHbIX ANSA BbIMUCbIBAHUS MNCUXOTPOMHbLIX FEKapCTBEHHbIX
npenapatoB n TTC, cogepxallinx HapKoTUYeCcKne cpeacTea;

<MuncbMo> Poc3gpaBHaasopa ot 30.10.2015 N 011-1859/15 "O HOpMaTMBHbIX MPaBOBbIX aKTax,
pernameHTupyowmnx oé6opor HC n MNB"

- npukas MuHuctepcTBa 3gpaBooxpaHeHus Poccunckon ®epepaumm ot 20.12.2012 N 1175H "O6
YTBEPXOAEHMUN NOPsiAKa Ha3HAYeHUs N BbINUCLIBAHUSA NEKapCTBEHHbLIX NpenapaToB, a Takke opm
peuenTypHbIX Gr1aHKOB Ha NekapCTBEHHbIe npenaparbl, Nopsaka oPOPMIIEHNsT YKka3aHHbIX 6naHKoB,
nX yyeTta n xpaHeHus".

<Mwucbmo> MunH3apaBa Poccum o1 28.05.2015 N 17-9/10/2-2519 <[Mo BONPOCY opraHmnsaLmm
MeANLMHCKOW NOMOULM NauneHTam naaiMaTmBHOro npodunna>

HasHayeHne HapKOTUYECKMX CpeAcTB OCYyLecTBRsSeTCa MeAWUUHCKUM pabOTHMKOM eOUHONUYHO
cornacHo npukasy MuHsgpasa Poccun ot 20.12.2012 N 11754 "06 yTBepxgeHun nopsgka
Ha3Ha4YeHNs N BbINUCbIBAHUSA NEKAPCTBEHHbIX NpenapaToB, a Takke PopM peuenTypHbIX 6riaHKoB Ha
neKkapCTBEHHbIE npenapaTthl, nopsaka opopMneHnss ykazaHHbIX 611aHKOB UX yYeTa U XpaHeHus" npu
OCYLLECTBMEHNN NEPBUYHON MEOUKO-CAHUTAPHOW U NannmaTMBHON MegULNHCKON NOMOLLM.
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OnpepenexHve KOHCTUTYLUMOHHOIO Cyaa P® o1 04.02.2014 N 373-O "O6 0oTKa3e B MPUHATUMN K
PACCMOTPEHMIO Xa100bl rpaxaaHky LLlapadyTanHoBoi JleicadH VIpekOBHbI HA HApYLLEHNE ee
KOHCTUTYLMOHHbIX NpaB Mo/10XeHUAMM YacTu 2 ctatb 71 PegepasibHOro 3akoHa "O6 obpalleHnm

NIeKapCTBEHHbIX cpeacTB” un Yyactun 3.3 ctatbu 34 PegepasibHOro 3akoHa "O pasmelleHnn 3aKka3oB Ha
NOCTaBKM TOBAPOB, BbINOJHEHNE PAOOT, OKa3aHue YCAYT A58 F0CYAAPCTBEHHbBIX U MYHULIMNA/1bHbIX

HYXA
[MyHKT 3 MNopsgka Ha3HaAYeHUA U BbINUCbIBAHUA NIEKAPCTBEHHbLIX NpenapaToB (YTBEPXOEH NpuUKa3om
MwuHuctepcTBa 3apaBooxpaHeHus Poccunckon depepaumm ot 20 gekabpsa 2012 roga N 1175H)
TaKkKe YyCTaHaBMMBaeT, YTO B YKa3aHHbIX Cryvasix NEeKapCTBEHHbI npenapaTt HasHayaeTcs no
TOProBOMY HaWMEHOBAHMWIO, PABHO KakK WU B Cry4YyasiXx OTCYTCTBMS Yy JIEKApCTBEHHOro npenapaTta
MeXOyHapOAHOro HENATEHTOBAHHOIO M rPYNNMPOBOYHONO HAMMEHOBAHUMN.

<Muncbmo> MuHsapasa Poccun o1 04.07.2013 N 25-4/10/2-4818 <O npoaneHum cpoka
MCNoNb30BaHNA peLenTypHbix 61aHKOB cTaporo obpasua>

MuHucTepcTBO 3gpaBooxpaHeHus Poccuiickon ®depepauumn coobuiaeT, 4TOo opraHam ynpasneHus
34paBoOXpaHeHnem cybbekToB Poccuiickon degepaumm Heobxoaumo obecneynTb BBEAEHNE HOBbIX
opM peLenTypHbIX 6N1aHKOB B COOTBETCTBUM C TpeboBaHusaMn npukaszos MuHsgpasa Poccun ot 20
aekabpsa 2012 r. N 1175H "O6 yTBep)XaeHUM Nopsiaka HasHavyeHUst U BbINUCbIBAHUA NeKapCTBEHHbIX
npenapaTtoB, a Takke (OpM peLenTypHbIX OMaHKOB Ha nekapcTBeHHble npenapaTbl, Mopsaka
odhopMIieHUs yKa3aHHbIX 6naHKoB, UX yyeta U xpaHeHusa" (3apermctpuposaH MuHioctom Poccun 25
moHa 2013 r., pernctpaumnoHHbln N 28883) n ot 20 gekabps 2012 r. N 1181H "O6 yTBepxageHUn
nopsiika HasHa4YeHUs 1 BbINUCbIBaHUS MEOULNHCKUX U3AeNni, a Takke dopM peLenTypHbIX 6naHkos
Ha MeguuMHCKMe usgenus, nopsaka ogopMMeHUsa ykasaHHblX 6rnaHkoB, MX yveTa U XpaHeHus"
(3apeructpuposaH Muntoctom Poccun 25 nioHa 2013 r., peructpauunoHHbin N 28882).

<Mwucbmo> MuH3apaBa Poccum o1 17.10.2013 N 25-4/10/2-7719 <O npukasze MunH3apaBa Poccum ot
20.12.2012 N 1175H>

B yacTtHocTu, B [lopsagke Ha3HaYeHUA N BbINUCbIBAHUS NIEKapCTBEHHbIX NpenapaToB, YTBEPXXOEeHHOM
npukasom (ganee - Nopagok):

1) npegycMOTpeHO yBenuyeHne [0 2-X pa3 KONMMYecTBa BbIMUCbIBAEMbIX HAPKOTUYECKUX W
NMCUXOTPOMHBIX JIEKAPCTBEHHbIX NpenapaToB Npu okasaHUWM NauyneHTam nannnaTtMBHOM MeaNUUHCKON
NOMOLL;

<[ncbmo> MuH3apaBa Poccum o1 13.01.2014 N 25-4/10/2-79 <O TpeboBaHusax k 060poTy
KogenHocoaepXallnx npenapaTtoB U NeKapCTBEHHbIX CPEeACTB, CoAepXallMX Masible KOMYecTBa
heHobapbutana>

- OTnycka on3n4eckum nuuam no peuentam, BbiNMCaHHbIM Ha peuenTypHbIX 6naHkax hopmbl N 148-
1/y-88 (npukas Munsgpascoupassutns Poccun ot 17 maa 2012 r. N 562H "O6 yTBepxaeHus
Mopsagka oTnycka oM3n4eckMM nuuam fekapcTBEHHbIX NpenapaToB A1 MeAULMHCKOrO NPUMEHEHMS,
cogepxalwmx Kpome MarblX KONMMYECTB HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbLIX BELWECTB U UX
npekypcopoB  apyrve  dapmakonormdeckme  akTuBHble  BewectBa") (ganee -  npukas
MwuH3sgpaBcoupassutus Poccum ot 17 masa 2012 r. N 562H).
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<Muncbmo> MuHsapasa Poccun o1 18.09.2015 N 25-4/10/2-5433 <O [NepeyHe /iIekapCTBEHHbIX
cpeacTB ANna MeAUUNHCKOIO NPUMEHEHUd, noanexalimx npegMeTHO-KONNYeCTBEHHOMY yyeTy>

- noanexaT BbINUCbIBAHWIO Ha peuenTypHbIX OGnaHkax dopmbl N 148-1/y-88 B COOTBETCTBUM C
TpeboBaHusaMmu npukasa MuHsgpaBa Poccum ot 20 gekabps 2012 r. N 1175H "O6 yTBepxaeHuu
nopsiika HasHa4yeHUs N BbINUCbIBAHUA NEKapCTBEHHbIX MpernapaToB, a Takke (PopM peuenTypHbIX
GnaHKOB Ha nekapCTBeHHble npenapaTbl, nopsaka oOpMIEHNs yKasdaHHbIX 6naHKoB, UX yyeTa U
XpaHeHns";
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