3apeructpmpoBaHo B MuHiocte Poccum 25 nioHa 2013 r. N 28883

MWHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUM

NMPUKA3
ot 20 pekabpa 2012 r. N 1175H

Ob YTBEPKAEHUN NOPALOKA
HA3HAYEHUA U BbINMUCbIBAHUA NEKAPCTBEHHbIX MPEMAPATOB, A TAKXKE
®OPM PELIENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbIE NPEMNAPATbI,
NOoPAAKA O®OPM/IEHMNA YKA3AHHbIX B/IAHKOB, UX YYETA
N XPAHEHMUA

B cooTtBeTcTBMM € NyHKTOM 16 Yactn 2 ctatbm 14 depepanbHoOro 3akoHa ot 21 Hoabpa 2011 r. N
323-d3 "O6 ocHoBax oOxpaHbl 3400pOBbA rpaxgaH B Poccuiickon degepauymmn"” (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepauuun, 2011, N 48, cr. 6724; 2012, N 26, cT1. 3442, 3446) un
nyHktom 5.2.179 TonoxeHns o MwuHUCTepcTBe 3a4paBooxpaHeHua Poccuitckolt  Degepauuuy,
YTBEPXKAEHHOro noctaHosneHuem lNpasutenbcrtsa Poccuinickon Pepepaumm oT 19 mioHa 2012 r. N 608
(CobpaHue 3akoHoaaTenbcTBa Poccuiickoit depepaumm, 2012, N 26, cT. 3526), npuKasbiBalto:

1. YTBepauThb:

nopsaAoK Ha3HAYeHMUA U BbINMCbIBAHUA NEKAPCTBEHHbIX MPENAPATOB COrIAacHO npuaoxKeHuto N 1;

dopMbl peLenTypHbIX 6/1aHKOB COr/1acHO npuoskeHuto N 2;

nopsagoK opopmaeHMA peLLenTypHbIX 61aHKOB, UX yYeTa U XPaHEHWUS cornacHo npunoxeHuto N 3.

2. Hactoawwmii npumkas sctynaet B cuay ¢ 1 nona 2013 roaa.

MuHucTp
B.1.CKBOPLIOBA

MpunoxkeHne N 1
K NpuKa3y MunH3gpasa Poccuum
oT 20 nekabpa 2012 r. N 1175H

NOoPAAOK
HA3SHAYEHUA U BbINUCbIBAHUA NEKAPCTBEHHbIX MPEMNAPATOB

I. Obuwme nonoxKeHus

1. HacToAwmi nopagoK peryivpyetr BOMPOCbI HA3HAYeHMA U BbINMUCbIBAHUA JIEKAPCTBEHHbIX
npenapaTtoB nNpuv OKasaHUM MEAWUMHCKOM MNOMOWM B MEAUUMHCKUX OpraHusaumsax, WHbIX
OpraHM3aumaAx, OCyLLECTBAAOWMX MeAULIMHCKYIO MOMOLLb, U UHAMBUAYANbHBIMU NPeanpPUHUMaTENAMM,
OCYLLECTBAAWUMN MEeANLNHCKYIO AeATeNbHOCTb (fanee - MeaULUMHCKasa opraHnsauus). <1>

<1> CraTbs 2 depepanbHoro 3akoHa oT 21 Hosbpa 2011 r. N 323-03 "O6 ocHoBax OXpaHbl
340p0BbA rpaxkaaH B Poccuiickoit Pegepaummn” (CobpaHre 3akoHoaaTenbcTBa Poccuitickoit Peaepauunu,
2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

2. HasHayeHune 1 BbINUCbIBaHME NNEKapPCTBEHHDbIX MPENapPaToB OCYLWECTBNAAETCA N1Ie4HalllMM BpPa40OM,
d)enbp,u.lepom, aKyu.lepKoﬁ B Cny4yae BO3/10XKEeHMA Ha HUX NONHOMOYMM nevyaulero spadya B nopAagke,
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YCTAaHOBNEHHOM MpUKaszom MWHUCTEPCTBA 34paBOOXPAHEHUA U coLUManbHOro passBuTuA Poccuiickoi
depepaunmn ot 23 mapta 2012 r. N 252H "O6 yTBepraeHun lNopaaka BO3noXKeHWs Ha denbauepa,
aKyllepKy pyKoBoguTenem MeAUUMHCKON OpraHM3auMm Mpu OpraHM3auMM OKasaHMA MepBUYHOM
MeANKO-CaHNUTAaPHON MOMOLLM U CKOPOM MeAULMHCKOM NOMOLLM OTAeNbHbIX GYHKLNI nevallero Bpaya
Nno HenocpeacTBEHHOMY OKa3aHMI0 MEAULMHCKON MOMOLLM NALMEHTY B Nepuoa HabaogeHUA 33 HUM U
ero Nle4eHnsa, B TOM YMCAEe NO HA3HAYEHUID U MPUMEHEHMUIO NEKAPCTBEHHbIX NpPenapaToB, BK/AHOYas
HApPKOTMYECKME JIEKApPCTBEHHble MpenapaTbl W MNCUXOTPOMHbIE  NEKAPCTBEHHble npenapatbl”
(3apeructpuposaH MuHUcTepcTBOM tocTuumMmn  Poccuiickoih  depepaumm 28 anpena 2012 r,
pernctpaumoHHbii N 23971), wuHAMBMAYaNbHbIMU  NPEANPUHMMATENAMW,  OCYLLECTBAAOLMMMU
MeAULIMHCKYIO AeATeNbHOCTb (Aanee - MeAnUUHCKUE paboTHUKN).

3. MeguumMHCcKMe PabOTHUKM BbINMCLIBAIOT PELLENTbl HA JIeKapCTBEHHble MnpenapaTtbl 3a CBOEeW
NnoAnuChbio U C YKasaHMEM CBOEN A0KHOCTHU.

Ha3sHauyeHMe UM BbINUCbIBAaHME NEKAPCTBEHHbIX MPENapaToB OCYLECTBAAETCA MEANLMHCKUM
paboOTHMKOM MO MeXAyHapoAHOMY HENaTeHTOBaHHOMY HAaMMEHOBaHMIO, a MpPU ero OTCYTCTBUWU -
rPyNnNMPOBOYHOMY HAMMEHOBAHWIO. B cnydae OTCYTCTBMA MEXAYHAPOAHOro HEenaTeHTOBaHHOro
HaMMEHOBaHMA W TPYNNUPOBOYHOrO HAMMEHOBAHWUA JIEKAPCTBEHHOro MnpenapaTta, NeKapCTBEHHbIN
npenapaT Ha3Ha4YaeTca U BbIMUCbIBAETCA MeANLMUHCKMM PaboOTHUKOM MO TOProBOMY HaMMEHOBaHMUIO.

B cnyyae nHamMBuayanbHON HENEPEHOCMMOCTU U (MK) MO KMU3HEHHBIM NOKa3aHUAM MO PELUEHUIO
BpauyebHOW KOMMUCCUMM MEOULMHCKOM OpraHM3auMyM HasHauyeHWe U BbINUCbIBAHWE N1€KAPCTBEHHbIX
npenapaToB, B TOM YMC/Ie HE BXOAAWMX B CTAaHAAPTbl MEAMUMHCKOM MOMOLLM, OCYLLECTBAAETCA NO
TOProBbIM HaMMeHOBAHUAM. PelleHne BpayebHOM KOMUCCUM MEeOULMHCKOM OopraHM3aummn ukcupyertca
B MEAULMHCKUX AOKYMEHTaX NauMeHTa U KypHane BpayebHOn Komnccuu.

MeanuMHCKME pPabOTHUKM  OCYLLECTBAAIOT Ha3HayeHMe U BbIMUCbIBAHME JIEKAPCTBEHHbIX
npenapatoB, MOAJIeXKalUMX W3rOTOBAEHUIO UM  OTMNYCKY anTeyHbIMW oOpraHusaumamu (ganee -
JIeKapCTBEHHbIe NpenapaTtbl MHAWBUAYabHOTO U3rOTOBAEHMSA).

4. PeuenT, BbIMMCAHHbLIN C HapyLeHMeM YCTaHOB/EHHbIX HacToAwmMm [Mopagkom TpeboBaHMM,
CYMTaETCA HeAEeNCTBUTENbHDBIM.

5. CBeAeHMA O Ha3HAYeHHOM W BbIMMCAHHOM JIEKApPCTBEHHOM npenapate (HaMmeHoBaHMe
JIeKapCTBEHHOrO NpenapaTa, pa3oBas [03a, cNocob 1 KPaTHOCTb NPUEMA UKW BBEAEHMUA, ANUTENIbHOCTb
Kypca, 060CHOBaHME Ha3HaYeHWs NIeKapCTBEHHOrO npenapaTa) yKasblBaloTcA B MeOMLMHCKOM KapTe
nauueHTa.

PeuenT Ha neKapCTBEHHbIA MNpenapaT BbINUCbIBAETCA Ha WMMA NaAUMEHTa, ANA KOTOpPOro
npeaHa3HayeH IeKapCTBEHHbIN Npenapar.

PeuenT Ha NeKapcTBEHHbIM MpenapaT MOKeT ObiTb NoAy4yeH MALMEHTOM WM €ro 3aKOHHbIM
npeactasutenem <1>. ®aKT Bblgauyn peuenTa Ha IeKapCTBEHHbIN NpenapaT 3aKOHHOMY NpeAcTaBUTeNo
dUKcHnpyeTca 3anmcbto B MEANLIMHCKOM KapTe NauneHTa.

<1> B oTHOWeEHNU NK1uUa, YKa3aHHOro B Yactn 2 ctatbn 20 deanepanbHOro 3akoHa ot 21 HoAbps
2011 r. N 323-93 "O6 ocHoBax oxpaHbl 340pOBbA rpaxaaH B Poccuitickolit degepauumn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaunu, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446).

6. 3anpeLLaeTca BbINMCbIBATb PELLENTbl HAa IEKAPCTBEHHbIE NpenapaTbl:

6.1. MeOULMHCKMM pabOTHUKaM:

NnpW OTCYTCTBUN MEOULUMHCKMX NOKA3aHUI;

Ha JleKapCTBEHHble MpenapaTtbl, He 3aperucTpMpoBaHHble Ha Tepputopun Poccuitckol
depepauny;

Ha NeKapCcTBEHHble NpenapaTtbl, KOTOpble B COOTBETCTBMM C WHCTPYKLMEN MO MeaULUHCKOMY
NPUMEHEHWMIO NCMOJIb3YHOTCA TO/IbKO B MeAULIMHCKUX OPraHU3aumsaXx;

Ha HapKOTUYECKMe CpeacTBa WM MCUXOTPOMHblE BelwecTBa, BHeceHHble B cnucoK |l MNepeyHa
HAaPKOTUYECKUX CPEeaCTB, MCUXOTPOMHbLIX BELLECTB M WX NPEKYPCOPOB, MOANENKALLMX KOHTPOAHO B
Poccuitckoin Pepepaunu, yTeepaeHHOro noctaHoBaeHMem MNpasutenbctea Poccuiickon ®epepaumm ot
30 nioHA 1998 r. N 681 <1> (panee - MepeuyeHb), 3apernCTPUPOBAHHbIE B KauyecTBe /IEKAapPCTBEHHbIX
npenapaTos A/1A e4eHUA HAPKOMAHWW;
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<1> CobpaHue 3akoHoaaTenbcTBa Poccuiickoit degepaunm, 1998, N 27, ct. 3198; 2004, N 8, cT.
663, N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cTt. 3439; 2009, N 26, cT. 3183, N 52, cT. 6572;
2010, N 3, cT. 314, N 17, cT. 2100, N 24, c1. 3035, N 28, cT. 3703, N 31, cT. 4271, N 45, cT. 5864, N 50, CT.
6696, cT. 6720; 2011, N 10, cT. 1390, N 12, cT. 1635, N 29, cT. 4466, cT. 4473, N 42, c1. 5921, N 51, cT.
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. WHOVBUAYANbHBIMU npeanpuHMMmaTenamu, OCYLLECTBAAKOLWNMMU MeANUMHCKYHO
[EeATeNbHOCTb, Ha NIEKAapPCTBEHHbIE NpenapaTbl, coaepKalline HapKoTUYEeCKne cpeacTsa M NCUXOTPONHbIE
BelecTBa, BHeceHHble B cnncku |l m Il Nepeyns.

7. PeuenTbl Ha NeKapcTBEHHbIe NpenapaTbl BbIMUCbIBAOTCA HA peLenTypHbIX 6aaHKax no popmam
N 148-1/y-88, N 148-1/y-04 (n), N 148-1/y-06 (n) u N 107-1/1, yTBep*AeHHbIM HAaCTOALLMM MPUKA3OM.

8. HapkoTuyeckMe W MNCUXOTPOMNHbIE JIEKAPCTBEHHbIE npenapatbl cnucka Il lMepeyHa
BbIMWUCbIBAIOTCA HA CMNeuManbHOM peuenTypHom 6naHke no Gopme, YTBEPKAEHHOW MPUKa3om
MuHUCTepCTBA 34paBooOXpaHeHns Poccuitickoit Pepgepaumm ot 1 asrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOPMbl 6NAaHKOB PELLENTOB, COAEPMKALLMX HA3HAYEHME HAPKOTUYECKUX CPeacTB Mau
NCUXOTPONMHbIX BELWECTB, MOPAAKa UX U3FOTOBAEHUA, pacnpeaeneHna, permcTpaumm, yueta n xpaHeHus,
a Takxe npasun opopmneHna" (3apermctpmpoBaH MuHUCTEPCTBOM tOCTMLMK Poccuninickon depepaumm
15 aBrycta 2012 r., pernctpaumnoHHbiin N 25190).

9. PeuenTypHbiit 6naHK popmbl N 148-1/y-88 npeaHasHaueH A5 BbINUCbIBAHUA:

1) NCUXOTPOMHbIX BelWecTs, BHECEHHbIX B cnucok |l MepeyHA, 3aperucTpMpoBaHHbIX B
YCTaHOB/IEHHOM TOpPAAKE B KayecTBe JIeKAapCTBEHHbIX MpenapaToB (ganee - MCUMXOTPOMHbIE
NleKapcTBeHHble npenapaTbl cnucka lll MepeyHs);

2) VHbIX IeKaPCTBEHHbIX NPenapaTos, Nog/exKalmnx NnpeaMeTHO- KOJIMYECTBEHHOMY YYeTy;

3) nekapcTBeHHbIX NpenapaTos, o61agaloLnx aHaboNNYECKOM aKTUBHOCTbIO;

4) nekapcCTBEHHbIX MPEnapaTos, yKasaHHbIX B MyHKTe 5 MopAgKka oTnycka ¢U3MYECKUM nuuam
JNIEKAPCTBEHHbIX NPenapaToB A8 MEAULMHCKOTO NPUMEHEHMA, COAEPKALLMX KPOME MasbiX KOJIMYECTB
HAPKOTMYECKNX CPEACTB, MCUXOTPOMHbIX BELLECTB M MX NPEKypcopoB apyrne dapmaKosornyeckue
aKTMBHblEe BELLECTBA, YTBEPXKAEHHOro npuKasom MuHUCTEPCTBA 3A4paBooxpaHeHna Poccuiickoit
depepaunmn ot 17 maa 2012 r. N 562H (3apernctpuposaH MUHUCTEPCTBOM OCTULUN Poccuinckol
depepaunn 1 nioHa 2012 r., pernctpaumoHHbin N 24438);

5) nekapcTBeHHbIX NPenapaTtos UHAMBUAYANbHOIO W3rOTOB/IEHUA, COAEPMKALMX HAapPKOTUYECKoe
CpPeacTBo MM MNCUXOTPOMHOE BelecTBo cnucka Il MepeyHa, u apyrme dapmaKoiormyeckme akTMBHble
BelecTBa B [03e, He MpPEeBblWAOWEN BbICWIYHO pPa3oByl A[03y, W MpU  YCNOBUKM, 4YTO ITOT
KOMOWHWPOBAHHbIN NIEeKAPCTBEHHbIN MpenapaT He ABNSETCA HAPKOTUYECKMM WAW MCUXOTPOMHbLIM
NleKapCTBeHHbIM npenapatom cnucka |l MepeyHa.

10. PeuentypHble 6naHkM ¢dopm N 148-1/y-04 (n), N 148-1/y-06 (n) npeaHasHauyeHbl ANA
BbINUCbIBAHMA JIEKAPCTBEHHbIX NPEnapaToB rpaxgaHam, UMeWMM nNpaBo Ha becnaaTHoe noJsiydeHue
JIeKapCTBEHHbIX NPENAPATOB MM NOJIyYEHME IEKAPCTBEHHbIX MPENAPaTOB CO CKUAKOW.

11. PeuenTypHbiit 61aHK popmbl N 107-1/y npeaHasHaueH A1 BbINUCbIBAHUA:

JIeKapCTBEHHbIX MPEenapaToB, YKa3aHHbIX B MNyHKTe 4 [MopafKka OTNycka ¢M3MYECcKMM nuuam
NIeKAPCTBEHHbIX MPENapaToB AN1A MEANLMHCKOrO MPUMEHEHUA, COAEPKALLMX, KPOME MaJbIX KOJINYECTB
HAPKOTUYECKUX CPEeacCTB, NCUXOTPOMHbLIX BELECTB WU UX MPEKypPCopoB, apyrve dapmaKosiornyeckue
aKTMBHble BELLECTBA, YTBEPXKAEHHOro npuKasom MuHUCTEpPCTBA 34paBooOXpaHeHna Poccuiickoit
depepaunm o1 17 mada 2012 r. N 562H;

WHbBIX JIEKAPCTBEHHbIX NPenapaToB, He YKa3aHHbIX B NyHKTax 8 - 10 HacToAwero MopAaaka.

12. Mpw BbINUCBIBAaHUWN pELLENTa HA NIEKAPCTBEHHbIN NpenapaTt MHAMBUAYANBbHOFO U3roTOB/EHUA
HaVMMeHOBaHMA HAaPKOTUYECKMX N MCUXOTPOMHbIX JIEKAaPCTBEHHbIX NpenapatoB cnuckos |l u Il MNepeyns,
WMHbIX NEeKapCTBEHHbIX MpenapaTos, NoAneXKawux MnpegMeTHO-KONMYECTBEHHOMY YyeTy, NUuyTca B
Hayane peLenTa, 3aTem - BCe OCTa/ibHble UHIpeANEeHTbI.

13. Mpwn BbINUCBIBAHMW peLLenTa 3anpeLLaeTca NpeBbiWwaTh NpeaesbHO A0NYCTUMOE KOAUYeCcTBO
NleKapCTBEHHOro npenapara ANA BbINUCbIBaHUA Ha OAMH peuenT, YCTaHOoBAeHHoe npuaoxeHnem N 1 K
HacTosawemy [MopaaKy, 3a UCKAOYEeHMEeM Cay4Yasn, YKazaHHOro B NyHKTe 15 HacToAwero Mopaaka.

He pekomeHayeTca npesbiaTb PEKOMEHA0BAHHOE KONNYECTBO JIEKapCTBEHHOroO npenaparta ana
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BbIMUCbIBAHMA Ha OAMH peuenT, YyCTaHOBAeHHOoe npunoxeHmem N 2 K Hactoawemy [lopaaky, 3a
UCKIOYEHUEM C/lyYaeB, YKa3aHHbIX B NYHKTax 15 u 22 HacTtoAwero Nopaaka.

14. Mpwn BbINUCBIBAHUM HAPKOTUYECKUX U NCUXOTPONMHbIX IeKapCTBEHHbIX NpenapaTtos CNUCKoB Il u
Il NMepeyHA, MHbIX IEKAPCTBEHHbIX MpenapaTos, MOAJEeXalnX NpeaMeTHO-KOJIMYECTBEHHOMY Y4eTy,
[03a KOTOPbIX MPEBbIWAET BbICWUMIA OAHOKPATHLIA NpUem, MeaUUUHCKUIA PaboTHMK nNuweT A03y 3Toro
npenapaTta NPONMUCbIO U CTAaBUT BOCKAMLLATENbHbIM 3HaK.

15. KonmyecTtBo BbIMUCbIBAEMbIX HAPKOTUYECKUX U MCUXOTPOMHbIX NEKAPCTBEHHbIX MpenapaTos
cnnckos Il mn Il TlepeyHA, WHbIX NEKAPCTBEHHbIX NpenapaTos, nogaexawmx npegmeTHo-
KO/NIMYECTBEHHOMY Y4YeTy, NMpPM OKa3aHWW MNauMeHTam MNanAMaATUBHOM MEAMLMHCKON MOMOLLM MOXKET
6bITb yBE/NIMYEHO He 60nee yem B 2 pasa NO CPABHEHMUIO C NpeaenbHO AONYCTUMbIM KOJIMYECTBOM
NIeKapCTBEHHbIX NpenapaToB 414 BbINUCbIBAHMA HA OAWH peuenT, ycTaHoBNeHHoe npuaoxeHnem N 1 K
HacToAwemy [lopAaKy, WANM pPEeKOMEHAOBAHHbIM KOAMYECTBOM JIEKAapPCTBEHHbIX NpenapaTtos AA
BbIMUCbIBAHMA HA OANH peuenT, ycTaHoBAeHHOe npuaoxeHnem N 2 K HacToAawemy MopAaaky.

16. CoctaB KOMOWMHWMPOBAHHOIO JIEKAPCTBEHHOrO npenapata, ob6o3HayeHWe JIeKapCTBEHHOWM
dopmbl 1 obpaleHne meguLMHCKOro paboTHUKa K dapmMaLLeBTMYECKOMY PabOTHMKY 06 M3rOTOBAEHUU U
OTNYCKe NeKapCTBEHHOIO Npenapara BbIMUCbIBAOTCA HA JITATUHCKOM A3bIKe.

JonycTMmble K MCNONb30BaHUIO peLenTypHble COKpaLLeHUA npeaycmoTpeHbl npunoxeHmem N 3 K
HacToAwemy MNopagkKy.

He ponyckaeTcAa coKpalweHue 6/M3KUX MO HAaMMEHOBAHMAM WHIPEAWEHTOB, COCTaBASAIOLLUX
NIeKapCTBEHHbIN NpenapaT, He NO3BONAKLWMX YCTAaHOBUTb, KAaKOM MMEHHO NeKapCTBEHHbIM npenapat
BbIMMCaH.

17. Cnocob npumeHeHUs NeKapCTBEHHOIO npenapaTa 0603HaYyaeTca ¢ yKasaHUeM A03bl, YacTOTbl,
BPEMEHU Mpuema OTHOCUTENIbHO CHa (YTPOM, Ha HOYb) U €ro AJIUTENbHOCTU, a ANA JIeKapCTBEHHbIX
npenapaTos, B3aUMOAENCTBYIOLMX C NULLEN, - BpEMEHWN UX YyNOTPebBAEHNA OTHOCUTENIbHO NPUEMA NULLM
(mo eabl, BO Bpems eapl, nocne eapl).

18. Mpu HEobxoAMMOCTM HEMEAJEHHOIO WM CPOYHOTO OTMYCKAa JIEKAPCTBEHHOro npenapaTa
naumMeHTy B BepPXHEW YacTu peuenTa MpocTaBaAaloTca 0603HaveHusa "cito" (cpouHo) mam "statim"
(HemeaneHHo).

19. Mpwn BbINUCbIBAHUM pPeLenTa Ha JIeKapCTBEHHbIN NpenapaT MHAMBUAYA/IbHOIO U3rOTOB/IEHMUA
KO/IMYECTBO KUAKUX (PapMaLeBTUYECKMX CYOCTAHUMIA YKasblBAaeTCA B MWIIMAUTPAX, FPamMmax Wau
Kannax, a oCcTasbHbIX papmMaLeBTUYECKUX CyBCTaHUNI - B rpamMmanx.

20. PeuenTbl, BbiNMCaHHble Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, AeicTBUTENbHbI B
TeyeHune 10 aHen.

21. PeuenTbl Ha JIeKapCTBEHHbIE MpenapaTbl, BbIMMCAHHbIE HA PeLenTypHbIX 6aaHkax dopmbl N
148-1/y-04 (n) n dopmbl N 148-1/y-06 (n), AencTBUTENbHbI B TeYeHWEe OAHOTO MeCALa CO AHA
BbIMUCbIBAHUA.

PeuenTbl Ha NeKapcTBEHHbIE NpenapaTbl, BbiNMCaHHblE HAa PeLenTypHbIX 6aaHkax ¢opmbl N 148-
1/y-04 (n) n dopmbl N 148-1/y-06 (n), rparkaaHam, AOCTUFWIMM NEHCMOHHOIO BO3pacTa, UHBaAMAAM
nepBon rpynnbl U 4eTAM-UHBAINAAM AeNCTBUTE/IbHbI B TEYEHME TPEX MECALLEB CO AHA BbINUCbIBAHMSA.

Ona neyeHUs XpOHUYECKUX 3aboneBaHUIM YyKa3aHHbIM KaTeropusm rpax[aaH peuentbl Ha
NleKapCTBeHHbIe NpenapaTtbl MOTYT BbINUCLIBATLCA HA KYpC iedeHna A0 3-X MecALEeB.

22. PeuenTbl Ha /ieKapcTBEHHbIe MpenapaTbl, BbIMMCAHHbIE HA PeL.enTypHbIXx 6aaHKkax ¢opmbl N
107-1/y, AeACTBUTENbHbI B TEYEHWNE ABYX MECALEB CO AHA BbIMUCbIBAHUA.

Mpw BbINUCbIBAHUN MEAULMHCKMM PabOTHMKOM PeLLenToB Ha FOTOBblE IEKAPCTBEHHbIE NpenapaThbl
W NeKapCTBeHHble npenapatbl MHAMBUAYANbHOrO W3rOoTOBAEHWA MaUUMEHTAM C  XPOHUYECKMMMU
3aboneBaHMAMM Ha peuenTypHbix 6naHkax ¢opmbl N 107-1/y paspelwaercs ycTaHaB/AMBaTb CPOK
OEeNcTBus peuenta B Mpeaenax A0 OAHOrMO roga M NpeBbllaTb PEKOMEHAYEMOe KOMYeCTBO
JleKapCTBEHHOro npenaparta 4/1A BbINUCbIBAHMA Ha OAMH peuenT, ycTaHoBAeHHOoe npunoxkeHnem N 2 K
HacToAwemy MNopagkKy.

Mpu BbLINUCBIBAHUN TaKUX PELENTOB MeAULMHCKUI pPaboTHUK AenaeT nomeTky "MaumeHTty c
XpOHUYECKUM 3aboneBaHMem", yKasbiBaeT CPOK [AeNCTBMA peuenta U MNepuoaMyYHOCTb OTMyCKa
NIEKAPCTBEHHbIX NpenapaToB M3 anTe4HOM OpraHusauum UANM UHAMBUAYANbHbIM NpeanpUHMMaTENEM,
UMEIOLLMM JINLEH3NIO Ha dapMaleBTUYECKYID AeATe/IbHOCTb (eXXeHeAeNbHO, eXemecAYHO W MHble
nepuvoabl), 3aBepAeT 3TO YKa3aHWe CBOeW NOANWCbID M JIMYHOW MeyaTbio, a TaKXkKe MeyaTbio
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MeanUMHCKOM opraHm3aumn "Ons peuentoB”.

23. PeuenTbl Ha npoun3BogHble 6apbuUTypoBOI KNCAOTLI, 3deapuH, ncesaosdenpuH B YACTOM BUAE
M B CMecU C ApYyrMmMM NeKapCTBEHHbIMW CPeAcTBaMM, JIeKapCTBeHHble npenapaTtbl, obnagatouue
aHaboNMYECKOM aKTUBHOCTbIO, KOMBUHMPOBAHHbIE JIEKAPCTBEHHbIE NPenapaTbl, cogepKalime KoaeuH
(ero conu), gna neyeHus NaUMEHTOB C XPOHUYECKMMM 3a601eBaHUAMM MOTYT BbIMUCbIBATLCA Ha KypC
NleyeHna oo ABYX MecALEB.

B 3TMX cnyyasx Ha peuenTax Npom3BoaMTca Hagnucb "lMNo cneunanbHOMY HazHaYeHUo", oTAeNbHO
CKpen/ieHHana noAnucbio MeAMUMHCKOro paboTHUKA M MeyaTbld MeAULMHCKON opraHusaumm "[Ons
peuenTtoB".

Il. HasHauveHune NEKaPCTBEHHbIX NPENAapPaToB NP OKa3aHUU
Me,CI,MLI,MHCKOﬁ NOMOLUN B CTaUMOHAPHbIX YC/I0BUNAX

24. Mpwn OKazaHMM NALMEHTYy MeAMLMHCKOM MOMOLLM B CTALMOHAPHbLIX YCIOBUAX HasHauyeHue
NeKapcTBEHHbIX NPenapaToB NPOU3BOAUTCA MEAULMHCKMM PabOTHUKOM e4MHONIMYHO, 32 UCKIOYEeHNEM
C/lyyaeB, yKasaHHbIX B nognyHKTax 1 - 2 nyHKTa 25 HacToswero Mopaaka, 6e3 BbinMcbiBaHWA peLenTa.

25. CornacoBaHve HasHayeHMA JIeKapCTBEHHbIX MPEenapaToB C 3aBeAyloWwUM OTAEe/eHUMEM WU
OTBETCTBEHHbIM AEXKYPHbIM BPayoM 60 APYrMm NULOM, YNTOAHOMOYEHHbIM NPUKA30M F1aBHOTO Bpaya
MeAMLMHCKOM OpraHM3aLmm, a TaKkKe C BPauyoMm - KIMHUYECKUM GapMaKoI0orom HeobXoAMMO B C/IyYanx:

1) ogHOBPEMEHHOTO Ha3HaYeHMA NATU U 6olee 1eKapCTBEHHbIX MPenapaTos OAHOMY NaLMUEHTY;

2) Ha3HaYyeHUs JIeKapCTBEHHbIX NPEenapaToB, He BXOAAWMX B MepeyeHb KU3HEHHO HeobXxoanuMbIX
N BaXKHEWLWMX JIeKapCTBEHHbIX MpenapaTos, <1> npu HETUMUYHOM TeyeHuu 3abosieBaHUA, HaANuun
OC/NIO’KHEHWI OCHOBHOro 3aboneBaHua W (MAK) COMNyTCTBYHOLWMX 3aboneBaHWMiA, NPU Ha3HAYEHWUM
JIeKapCTBEHHbIX MpenapaToB, OCOHGEHHOCTM B3aMMOLENCTBMA M COBMECTMMOCTM KOTOPbIX COr1acHo
MHCTPYKLUMAM MO WX TMPUMEHEHUIO TMPUBOAAT K CHUXEHUo 3OdeKTUBHOCTM M HesonacHocTU
dbapmakoTepanuu un (Mim) co3gatoT NOTEHUMAbHYIO ONacHOCTb A4S YKU3HW U 340PO0BbA NaLMeHTa.

<1> PacnopsaxeHue MNpasutenbctsa Poccuiickoit ®epepaumn ot 7 gekabps 2011 r. N 2199-p
(CobpaHue 3akoHoaaTenbcTsa Poccuinckont deaepaumm, 2011, N 51, ct. 7544; 2012, N 32, cT. 4588).

B yKasaHHbIX CAy4yasx Ha3HaAYeHMe JIeKAapCTBEHHbIX MpenapatoB ¢GUKCMpyeTca B MeAUMLMHCKUX
OOKYMeHTax MauMeHTa W 3aBepaeTca MNoAnucbid MeaMUMHCKOro paboTHMKA W 3aBeaylouLero
oTaeneHnem (OTBETCTBEHHOIO AEKYPHOTO Bpayva MAKN APYroro yrnoJHOMOYEHHOro NLa).

26. MegMUMHCKUIA paboTHUK MeAMUMHCKOW OpraHM3auMu, pPacrosioXXeHHOW B CEe/bCKOM
HaceneHHOM MYyHKTE WAW HACe/NIeHHOM MyHKTe, PacnoNOXEeHHOM B YAANEHHbIX U TPYLAHOAOCTYMHbIX
MECTHOCTAX, OCYLLECTB/IAET Ha3HAaYeHMEe NEKAPCTBEHHbIX MPEenapaToB B C/y4asAX, YKa3aHHbIX B NyHKTe 25
HacToawero MNopAgKa, eAMHOANYHO.

27. Mo pelleHnto BpayebHON KOMUCCUM NAUMEHTAM NPU OKa3aHUM UM MESULUMHCKON NOMOLLM B
CTALMOHApPHbIX YCI0BMAX HA3HAYaKOTCA JIeKapCTBEHHble MpenapaTbl, He BK/AKOYEHHbIE B MepeyveHb
KM3HEHHO HEObXOAMMBIX M BaXKHEWLWWMX SIEKAapPCTBEHHbIX NPenapaToB, B C/y4ae MX 3ameHbl M3-3a
WHAMBUAYAIbHOM HENEPEHOCMMOCTM, NO *KU3HEHHbIM MOKA3aHUAM.

PelweHne BpauyebHOM KOMUCCUM PUKCUPYETCA B MEAMULMHCKMX OOKYMEHTAX NaLMeHTa U KypHane
BpayebHO KoMUCCUN.

28. B cayyanax obcnenoBaHUs WM fIeYEeHUA TpaXKgaHWHA B CTALMOHAPHbLIX YC/IOBUSX B PamKax
NnpeaocTaBieHUA MeAUUMHCKUX YCAyr Ha BO3ME34HOM OCHOBE 33 CYET JIMYHbIX CPeACcTB rpaKaaH,
CPeacTB OPUOMYECKUX JINL, U WHBbIX CPEeACcTB Ha OCHOBAaHMM 40roBopa, B TOM 4uMCae A0roBopa
006POBONBHOIO MEANUMHCKOrO CTpaxoBaHMA <1>, emy MoOryT 6biTb Ha3Ha4yeHbl JIeKapCTBEHHble
npenapaTtbl, He BXOAALWME B MNepevYeHb MKU3HEHHO HEeOoOXOAMMBIX U BAXKHEWMLIMX JIeKapCTBEHHbIX
npenapaToBs, eCc/iv 3TO OrOBOPEHO YCIOBUAMU AOTOBOPA.

<1> MocTtaHoBneHune Mpasutenbctea Poccuitckoit Peaepaunn ot 4 oktabpsa 2012 r. N 1006 "0O6
yTBEpXKAeHUM MpaBua NpeaocTaBNAeHUs MeANLUNHCKMMM OPraHM3aumMaMm NAaTHbIX MeAULMHCKMX yeayr"
(CobpaHue 3akoHoaaTenbcTBa Poccuiickoit depepaumm, 2012, N 41, cT. 5628).
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29. B oOTgenbHbIX CAy4aax MO pPeLeHUIo PYKoBOAUTENA MeAMUMHCKOW OpraHusaumMm npu
BbINUCbIBAHUN U3 MEANUNHCKOM OpPraHM3aunmn naumeHTa, UMeoLWero COOTBETCTBYIOLME MeaULIMHCKME
MoKasaHMA W HanNpaBAsAeMOro AAA MNPOJO/MKEHUA NedvyeHns B amMOynaTOpHbIX YCNOBUAX, MOFYT
Ha3Ha4yaTbCcA MO0 BblAABaTbCA OAHOBPEMEHHO C BbIMMCKON M3 UCTOpUM 60NE3HM HAPKOTUYECKME U
NCUXOTPOMHbIE SIeKapCTBEHHble npenapatbl cnuckos Il u Il MepeyHa Ha cpok npuema naumeHTom Ao 5
AHen.

I1l. HazHayeHMe n BbINUCbIBAHWE NEKAPCTBEHHbIX NPenapaTos
Npu OKasaHUM NePBUYHON MeANKO-CaHUTAaPHOM NOMOLLM, CKOPOW
MeaNLMHCKOM NOMOLLM M NAaNIMATUBHON MeAULIMHCKON MOMOLLN

30. MNpn OKasaHMM MEPBUYHON MEAMKO-CAHUTAPHOM MOMOLLUM M MNaNANATUBHOW MeEAMLNHCKON
NOMOLLM B ambByNaTOPHbIX YCNOBUAX Ha3HA4YeHME W BbINUCbIBAHWE NEKAPCTBEHHbIX MpenapaTos
OCYLLECTBNAETCA MEAULUMHCKMM PabOTHUKOM B CNy4asx TUMUYHOTO TeyeHua 3aboneBaHMA NauMeHTa
NCXOAA U3 TAMKECTU U XapaKTepa 3aboseBaHus.

31. HaszHauyeHWe U BbINMUCbIBaHME IEKAPCTBEHHbIX MPenapaToB Mo peleHuto BpadyebHoM Komuccum
NpW OKasaHWUM MNEePBUYHON MELMKO-CAHUTAPHOW MNOMOLUM, MAANMATUBHOM MEAMLMHCKOW NOMOLIM B
ambynaTopHbIX YCNOBUAX NPOU3BOAUTCA B CIYYasX:

1) ogHOBPEMEHHOIO HAa3HAYeHMA O4HOMY MaLMEHTY NATM U 6osiee NeKapCTBEHHbIX NPENapaToB B
TeYeHWe OAHMX CYTOK UM CBbILE AeCATU HAMMEHOBAHWIM B Te4EeHWEe OHOTo MecALa;

2) Ha3HayeHMUs JIeKapPCTBEHHbIX MPEenapaToB MpPuM HETUMUYHOM TedeHUM 3aboneBaHusA, HaIuuum
OCJ/IOKHEHU OCHOBHOro 3aboneBaHus U (Mam) conyTcTBylOWMX 3a60neBaHUN, NPU Ha3HAYEHUU
NIeKapCTBEHHbIX MpenapaToB, OCOHEHHOCTM B3aMMOLENCTBMA M COBMECTMMOCTM KOTOPbIX COrAacHo
WHCTPYKLMAM NO WX MPUMEHEHMUIO NPUBOSAT K CHMXKEHWIO 3ddeKTMBHOCTM M He3onacHocTu
dbapmakoTepanum n (M1un) co3LatoT NOTEHLMANBHYIO OMACHOCTb AJ1A }KU3HM U 340POBbA NALMEHT];

3) Ha3HaYyeHWss HAPKOTMYECKUX M MCUXOTPOMHbIX NEKAPCTBEHHbIX npenapaTtos cnuvckos Il v Il (B
C/lyd4ae MPUHATUSA pPyKoBOAUTENEM MELMLMHCKOM OpraHusaumMm pelweHns o HeobxoammocTtu
COr/NlacoBaHMA Ha3Ha4YeHUA ¢ BpayebHo Komuccuen).

32. Ha3HayeHne W BbINUCbIBAaHUE HAPKOTUYECKMX M MCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaTos
cnuckos Il n 1l nponsBoanTCs MauMeHTam C BblpaxeHHbiM 60seBbiM cMHAPOMOM ntoboro reHesa
CaMOCTOATE/IbHO  MeAMLUMHCKUM PaboTHUKOM NGO MEAUUMHCKMM pPaboTHUMKOM MO  peLleHuUto
BpayebHOM Komuccun (B ciydae NPUHATUA PYKOBOAUTENIEM MEAMLMHCKOM OPraHM3aumMm pelleHus o
HeobX04AMMOCTM COrNacoBaHMA Ha3sHauYeHUs ¢ BpavyebHon Komuccumeit).

33. Mpu OKasaHWW CKOPOM MEeAMLMHCKOM MOMOLLM NeKAapCTBEHHble MpenapaTbl Ha3HayatoTcA
MEeANUMHCKMM  pabOTHMKOM Bble3aHOW Opuragpl CKOPOM MNOMOLWM, MeAUULMHCKMM PaboTHUKOM
MeANUMHCKON OpraHu3aLMm Mpu OKasaHMM MEeOUUMHCKOM NOMOLWM rparkaaHam npu 3aboseBaHUsX,
HECYACTHbIX CAy4YasXx, TPaBMax, OTPABAEGHUAX M APYrUX COCTOAHMUAX, TPeOyoWMX CPOYHOro
MeAMUMHCKOro BMeLlaTebCTBa.

IV. HasHauyeHue 1 BbINUCbIBaHME NEKAPCTBEHHbIX NPENAPaToB
rpaxgaHam, UMerLWmMm Npaso Ha becnnaTHoe nonyvyeHue
NIeKapCTBEHHbIX NPenapaToB UAK NOJyYeHUE NEeKAPCTBEHHbIX
npenapaToB CO CKMAKON, B paMKax OKasaHMA MM NepPBUYHOM
MeAMKO-CAHUTAPHOM MOMOLLM

34. HasHa4yeHWe 1 BbINUCbIBaHUE NNEKAPCTBEHHbLIX NPenapaTtoB rpa*gaHam, MMerLwnm npaBo Ha
b6ecnnaTHoe nonyyeHne NeKapCrBeHHbIX NMpenapatoB UM noaydyeHmne NEKapPCTBEHHbIX NMpenapatoB CO
CKI/I,CI,KOIL/‘I, Npu OKasaHun mMm I'IepBM‘-IHOI‘;i ME,D,MKO-CBHMTapHOl)'I nomouwnm ocyuwecrTsndaeTca megnumMHCKUm
pa6OTHI/IKOM B C/lydaAaX TUNUYHOIoO Te4YeHuA 3aboneBaHuA nauneHTa Ucxoaa n3 TAXKECTU U XapaKTepa
3abonesaHuna cornacHo yTBEPXKAEHHbIM B YCTAaHOBJIEHHOM nMopAAgKe CTaHAApPTam Me,CI,MLI,VIHCKO[;I
nomouin, B Tom 4ncne:

1) OTAEeNbHbIM KaTeropuam rpaxgaH, uWmewnwnmm npaso Ha NoayvyeHwme FOCYAapCTBEHHOI\;I
cou,maanoﬁ nomowmn B snge Ha6opa COUMaNbHbIX YCNyr, B COOTBETCTBUN C NepeyHEM NNEKAPCTBEHHbIX
npenapaTos, YTBEPXAEHHbIM MpuKasom MUHUCTepCTBa 34PaBOOXPAHEHMA U COLMANIBHOMO Pas3BUTMA
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Poccuiickoit degepaunm ot 18 ceHTabpa 2006 r. N 665 "O6 yTBepKAEHUN NepeyHA NeKapCTBEHHbIX
CpeAcTB, OTMYCKAaeMbIX MO peuenTam Bpaya (denbawepa) Nnpy okasaHMM AONOJHUTENbHOM BecniaTHOM
MEOVLMHCKON MNOMOLWM OTAENbHbIM KaTeropuMam rpaxgaH, WMelWMmM MpaBo Ha NoayvyeHue
rocyaapcTBeHHOW coumManbHol nomouwm" (3apernctpupoBaH MUHUCTEPCTBOM HOCTULMU Poccuinckoit
depnepaunn 27 ceHtabps 2006 r., perucTpaumoHHblin N 8322) ¢ U3SMEHEHUAMM, BHECEHHbIMM NPUKa3amm
MWHUCTEPCTBA 34PaBOOXPAHEHMA M COLMANbHOrO pas3BuTuA Poccuiickoit ®epepaumnn o1 19 oKtAbpA
2007 r. N 651 (3apeructpupoBaH MuHUcTepcTBOM tocTMLMK Poccuiickolt ®eaepaumm 19 oktabpa 2007
r., peructpaumoHHbii N 10367), ot 27 asrycta 2008 r. N 451H (3apeructpupoBaH MWHUCTEPCTBOM
tocTnumnmn Poccuinckoit ®eaepaumm 10 ceHTabpsa 2008 r., peructpaumoHHbii N 12254), oT 1 aekabpa 2008
r. N 690H (3apernctpupoBaH MuHuUcTepcTBOM tocTMumMK Poccuiickoit ®eaepaumm 22 pexkabpa 2008 r.,
pernctpaumnoHHbiit N 12917), ot 23 pekabpa 2008 r. N 760H (3apeructpupoBaH MuHUCTEPCTBOM
tocTnumnm Poccuinckoit epepaumm 28 aveapsa 2009 r., permctpaumoHHblin N 13195), ot 10 Hosi6pa 2011 r.
N 1340H (3apernctpupoBaH MuHUCTEPCTBOM tocTMUMKM Poccuiickon ®Pepepaumm 13 Hosbpa 2011 r.,
pernctpaumnoHHbiin N 22368);

2) rpaxkgaHam, CTpaJarolMm  3/10KQYeCTBEHHbIMM  HOBOOOpPa3oBaHMAMW  AUMOOUAHOW,
KPOBETBOPHOM U POACTBEHHbIX UM TKaHel, remopuaneis, MyKoBucungo3om, rmnodmsapHbIM HAHU3MOM,
60ne3Hbto MoLwe, pacceAHHbIM CKNEPO30M, @ TAK¥Ke rparkAaHam nocae TpaHChAaHTaLmMmM opraHos U (uam)
TKaHeWn, B COOTBETCTBMM C MEepevyHeM LLeHTPa/IM30BaHHO 3aKymnaemblX 3a cyeT cpeacTs denepasnbHOro
6104 KeTa IeKapPCTBEHHbIX MPenapaTos, yTeep:aaembim MNpasutenbcteom Poccuiickolt ®eaepaumm;

3) rpaxgaHam, MMeKLWMM MPaBo Ha NOJAyYeHWe NIEKAPCTBEHHbIX MpenapaToB 6ecnnaTtHoO Mau
NnoJsly4eHne NeKapCTBEHHbIX NPENapaToB CO CKUAKOM 3a cyeT cpeacTs 6roaxeToB cybbekToB Poccuiickoi
depepaunn, B cooTBeTcTBMMU C [lepeyHem rpynn HaceneHus W Kateropuin 3abosieBaHuid, npu
ambynaTopHOM JieYeHUU KOTOPbIX JIEKAPCTBEHHbIE CPEACTBA U U3LENNA MEAMUMHCKOrO HasHayYeHus
OTMNYCKAlOTCA MO peuentam Bpayeil HecnnatHo, n MNepeyHem rpynn HaceneHusa, nNpu ambynaTopHoOM
JNIeYEeHNN KOTOPbIX JIEKAPCTBEHHbIE CPEACTBA OTNYCKAKOTCA MO peuentam Bpayeh ¢ 50-npoLeHTHOMN
CKUAKOM, YTBEPKAEHHbIMM NocTaHoBAeHuem NpasutenbcTBa Poccuiickon ®Peaepaunm ot 30 uiona 1994
r. N 890. <1>

<1> CobpaHue 3akoHoaaTenbcTBa Poccuiickoinn ®epepaumn, 1994, N 15, ct. 1791; 1995, N 29, cT.
2806; 1998, N 1, cTt. 133, N 32, ¢1. 3917, 1999, N 14, c1. 1724, N 15, cT1. 1824; 2000, N 39, cT. 3880; 2002,
N 7, cT. 699.

35. MpaBo BbINUCLIBATb PELLENTbI Ha IEKAPCTBEHHbIE NPENapaThbl FParkAaHam, MMEOLWMM NPaBo Ha
6ecnnaTtHoe MnoJiydyeHMe NEKAPCTBEHHbIX MPENApPaToOB WM NOJYyYEeHWE SIeKapPCTBEHHbIX MpernapaTos co
CKMAKOW, TaK¥Ke UMELOT:

1) megmumMHCKMe paboOTHMKK, paboTatowme B MeAMLMHCKOW OpPraHM3aummn no COBMeCTUTENbCTBY
(B npepenax cBoeit KOMNeTEHUMN);

2) MegMUMHCKME pPabOTHUKM CTAUMOHAPHbLIX YYPEXKAEHUNA COUMANbHOrO ObCAyXKMBaHUA U
NCNPaBUTENbHbIX yUYpeKaeHU (He3aBUCMMO OT BEAOMCTBEHHOM NPUHALNENKHOCTH);

3) megmMuMHCKME PabOTHUKN MEANUMHCKMX OPraHM3aLMii, OKasblBaOLWMX MeAULIMHCKYIO MOMOLLLb
B CTALMOHApPHbIX YCNOBUAX, B Caydae, NpeaycCMOTPEHHOM NyHKTOM 29 HacToAwero MNopAaaka;

4) meguuMHCKME PaboTHUKU MeAMLUMHCKUX OpPraHuM3auMii, OKasbiBalOLWMX MEePBUYHYIO MeaMKO-
CaHUTapHyl MNOMOLLb, NOABEAOMCTBEHHbIX deaepanbHbIM OpraHaM MCMNOJHUTENbHOW BAACTU MK
opraHam MCNoIHUTENIbHOM BiacTM cybbeKkToB Poccuinckoin ®epepaumm:

a) rpa)kaaHam, pacxoabl Ha becniaTHoe NeKkapcTBEHHOe obecneyeHne KOTOPbIX B COOTBETCTBUM C
3aKoHoaaTenbCTBOM Poccuitickoin Pepepaumm NOKPbIBAKOTCA 3a cYeT cpeacTB deaepanbHOro broaxKeTa;

6) MHbIM KaTeropmam rpa*kaaH, pacxoapl Ha becnnaTtHoe nekapcTBeHHoe obecnevyeHne KoTopbIX B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickol Pepepaunn NOKpbIBAKOTCA 3a CHET CpeacTB HroaKeToB
pa3fINYHbIX yPOBHEN 1 06A3aTENbHOr0 MEANLMHCKOTO CTPAX0BaHUSA;

5) vHAMBUAYaNbHble NpeanpUHMMATENN, 3aHUMAIOLMECA YACTHOW MEANUMHCKON MPaKTUKON U
BK/IIOYEHHbIE B PEECTP MEOMULMHCKMX OpraHu3auuii, OCYyLLEeCTBAAIOWMX AeATe/IbHOCTb B cdepe
0653aTeNbHOro MegMLMHCKOro CTPaxoBaHus.

36. He ponyckaeTca BbINWCbIBAHWE PELENTOB Ha JIEKAapCTBEHHble Npenapatbl ANA NedyeHus
rpaxgaH, MMelowunx npaso Ha becnsiiaTHoe MOoAyYeHWE SIeKAPCTBEHHbIX MPernapaToB MKW MoJyYeHue
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NIEKapCTBEHHbIX MPEMAPAaTOB CO CKUAKOW, MEAUUMHCKMMWU pPaboTHMKAMKU CaHaATOPHO-KYPOPTHbIX
OpraHusaumn,  MeguUMHCKUMKM  PaboOTHUMKAMM  MEAMUMHCKUX  OpraHusauuii,  OKasblBatoLMX
MEONLIMHCKYIO MOMOLLb CTaLMOHAPHO MM B YCNOBUAX AHEBHOIO CTALMOHApPa, 38 UCKAKOYEHMEM CyYas,
npeaycMoTpeHHOro NyHKTom 29 HactoAwero lMopAaaka.

37. Mpn BbINUCbIBAaHUWM peLenToB HA JIeKapCTBEHHble npenapaTtbl AAA JIeYeHUA rparkaaH,
MMeLWMX npaBo Ha 6GecnnatTHOe MNOAydYeHWE JNIEKAPCTBEHHbIX MPEnapaToB  WMAM  MOJyYeHue
JIEKapCTBEHHbIX MPEnapaToB CO CKMAKOM, yKasblBaeTcs Homep TenedoHa, MO KOTOpPomMy pPaboTHMK
anTeYHOM OpraHusaumm npu HeobXoAMMOCTM MOMKET COrnacoBatb € MeAUUMHCKUM pPaboTHUMKOM
CMHOHMMMYECKYIO 3aMeHY NeKapCTBEHHOro npenaparTa.

38. Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (n) n dopmbl N 148-1/y-06 (n) peuent
BbINWUCbIBAETCA MEAMLMHCKMM PabOTHUKOM B 3-X 3K3eMNAspax, C ABYMA 3SK3eMNAspamu KOTOporo
naumeHT obpalLaeTca B anTeYHY opraHM3aLmto.

39. HapKoTnyeckme n NCMxoTpOnHbIe NeKapcTBeHHble npenapaTbl cnucka |l MNepeyHa ana neyeHma
rpaxgaH, Mmetowmx npaBo Ha HecnnaTHoe MoJsiydeHUEe JIEKAPCTBEHHbIX NPEnapaToB WAM MOAyYeHUA
JIeKAPCTBEHHbIX MPenapaToB CO CKUAKOM, BbIMMUCLIBAOTCA Ha CMNeunanbHOM peuenTypHom GaaHKke Ha
HapKOTMYEeCKoe CpPeacTBO W MCUXOTPOMHOE BeLW,EecTBO, K KOTOPOMY AOMOJHUTENbHO BbIMMCHIBAKOTCA
peuenTbl B 3-X 3K3eMniApax Ha peuentypHom 6naHke ¢popmbl N 148-1/y-04 (n) nnm dpopmbl N 148-1/y-
06 (n).

40. MMcuxoTponHble NeKapcTBeHHble npenapatbl cnucka Il MepeyHA, MHble NeKapcTBEHHbIE
cpencTea, noanexawme  nNpegMeTHO-KOIMYECTBEHHOMY  y4YeTy, JIeKapCTBEHHble  npenapatbl,
obnagaowme aHaboNMYECKO aAKTUBHOCTbIO, KOMOMHMPOBAHHbIE JIEKAPCTBEHHbIE MpenapaTbl,
YKa3aHHble B MOANYHKTe 4 NyHKTa 9 HAcToAWero nopsagKa, NpeAHa3HayYeHHble ANA NeYeHUA TPaXKaaH,
MMeloLWMX npaBo Ha 6OecnnatHoe MNOMydYeHWE JIEKApPCTBEHHbIX MPEenapaToB  WMAWM  MOJyYeHue
NleKapCcTBEHHbIX MPenapaToB CO CKMAKOM, BbINUCbIBAlOTCA Ha peuentypHom 6naHke N 148-1/y-88, K
KOTOPOMY [OMOJIHUTENIbHO BbIMUCLIBAIOTCA PeLenTbl B 3-X 3K3eMnaspax Ha peuentypHom 6naHke
dopmbl N 148-1/y-04 (n) unn dopmbl N 148-1/y-06 (n).

MpunoxkeHne N 1

K NMopAaaKy Ha3HaYeHMA U BbINUCbIBAaHUA
NleKapCTBEHHbIX NpenapaTos,
yTBEPXAEHHOMY NPUKa3om
MwuH3pgpasa Poccmun

oT 20 nekabpa 2012 r. N 1175H

MPEAENTBHO AOMNYCTUMOE KOJIMYECTBO
OTAENIbHBIX HAPKOTUYECKUX N MCUXOTPOIMHbIX TEKAPCTBEHHbIX
MPENAPATOB A1A BbIMNCbIBAHUA HA OAWNH PELLENT

N HammMveHOBaHMeE dopMa BHIIyCKa M OO3MPOBKA KommnuecTBO
n/mo HAPKOTUUECKOTO

M IICUXOTPOIIHOT'O
JIeKapCTBEHHOTO IpelnapaTa

1. BynpeHnopbunH TabjeTky 10Jis
CyOIMHTBAaJIBHOTO IpMeMa
200 Mxr m 400 MKID 50 TabJs.
2. BynpeHnopduH PacTBOp IJid MHBEKLUM,
AMITYJIBl, WIIPKUL—TIOOUKM 30 amMnyn wiam

300 mMxr/mut 1 Mo WIPML - TIOOMKOB
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aAMITY JIE

300 Mxr/mMit 2 Mi 15 amnya
3. BynpeHopbunH TpaHCcIOepMalJibHag
TepaneBTHUYecKkas CucTeMa
35 Mkr/u 20 nrnacrt.
52,5 MKr/u 10 njacr.
70 MKT/u 5 mjacr.
4. INTUIPOKOOEMH TabneTku
(OIT'K KoHTHMHYC) IPOJIOHTUPOBAHHOTO
OeMCTBUS IJid IpueMa
BHYTPb
60 MT 40 Tabi.
90 wmT 30 Tabm.
120 Mo 20 Taba.
5. MopdrHa I'MOPOXJIOPUL PacTBOpP 0OJ18 MHBEKLMM,
PaCTBOP OJIg IIOOKOXHOI'O
BBeImeHMs aMmnyJiel 10 Mr B
1 Mx 20 ammyJs
6. OMHOIIOH PacTBOp IJig IIOOKOXHOI'O
BBeIEHUS, aMIOyJiel 1% u 2%
mo 1 mi 20 ammys
7.| IpomMemos (TpuMenepuIMHa TabjeTKM IJia IpUeMma
TUIOPOXJIOPUI) BHYTPb 25 MU 50 Tabm.
8.| IpomMenosn (TpuMeNepUIMHA PacTBOp IJig MHBEKLUM,
TUOPOXJIOPUL) amnysel 1 u 2% no 1 Mo 20 amnyn
WIIPULL— TIOOUKN 20 wnpwnii—
1 m 2% no 1 M TIOOMKOB
9. MopbmHa cynbdarT TabneTky u
(MCT XOHTMHYC MIM IOpyIue KallCyYJIEl IIPOOJIEHHOTO
aHaJioTu OeMCTBMA IJId npueMa
IPOOOJIXUTEJIbHOCTHIO BHYTPb
OeMICTBMSA He MeHee 10 MD 160 Taba.
12 uacos) 30 Mmr 60 Tab.
60 mT 20 TabJ.
100 Mo 20 TabJ.
200 mr 20 Tabu.
10. [Ipocumont TabjeTku 10Jjia OyKKAJIbHOT'O
npuema 10 mMr m 20 MT 50 Tabim.
11. [Ipocunon PacTBOp IOJ8 MHBEKLMIM,
amniysiel 10 Mr B 1 ma 50 amnyn
12. deHTaHUN TpaHCcOepMasibHa g
TepaneBTUUYECKAs CUCTEMA
12,5 Mmxr/ugac 20 mmacr.
25 Mkr/uyac 20 nnacr.
50 mxr/uac 10 nmace.
75 Mmxr/uac 10 nacr.
100 mxr/uac 10 macr.
13. deHTaAHUI TabyieTKM [IOIOBSA3bBIUHEE

0,1 mr; 0,2 Mr;
0,3 mr; 0,4 mr;
0,6 mr; 0,8 Mmr

50 TabneTok




14.| Komemn (xomemHa ¢ocoarT) [Topomox 0,2 o
15. HaTpus oxcubyTuparT PacTBOp IJjsa IpMeMa BHYTPb
66,7%, cupomn mjg npmueMma
BHYTPL 5% 2 GJjiakoHa
16. ByTopbaHomn PacTBOp IJig MHBEKLUN
2 Mr/min 1 Mot 20 amnyi
17. Hanbybuu PacTBOp OJsa MHBEKLUUMN
10 Mr/mMit 50 ammoys
20 Mr/mm 25 amnyi

MpunokeHune N 2

K NopAaaKy Ha3HayeHMA U BbINUCbIBAHUA
NleKapCTBEHHbIX NpenapaTos,
yTBEPXAEHHOMY NPUKa3om
MwuH3pgpasa Poccmun

oT 20 nekabpna 2012 r. N 1175H

PEKOMEHAOBAHHOE KO/IMYECTBO
OTAENbHbIX NEKAPCTBEHHbBIX NPEMAPATOB 19 BbIMUCHIBAHMSA
HA OZIMH PELIENT

N HavMeHOBaHME JIEKAPCTBEHHOTO dopma BHIIyCKa KommuecTBO
n/o npenapara M IO3MPOBKA
1. [KoMOMHMPOBaHHEIE JIEKaPCTBEHHEHE Bce He Bojyee 0,2 T
pernapatThl, coIepxXaliMe KOoIeUH JIeKapCTBEHHEE <x >
(conmu komewHa) bopMeL
2. |S¢empmHa T'MOPOXJIOPUI M OpyIue [Topomox 0,6 r
conu sdernprHa
3. Teobenpmu, Teobenmpmu-H, TabneTku 30 TabJ.
Heo-Teobenpun
4. CostyTaH PacTBOp
50 Mz, 30 mim 1 drmakon
5. Crna3MoBepaiTuH, TabneTku 50 TabJ.
CnasMmoeepajirmH-Heo
6. IpyTrue KOMOUHMPOBAaHHBIE Bce 1 ynakoBka
JIeKapCTBEeHHEE IIpelnapaTH, JleKapCTBEeHHEE
comepxauye sdenpmHa bopMEL
TUOPOXJIOPUL ¥ IIOIJIeXalme
IpeIMeTHO-KOJIMUEeCTBEHHOMY
yueTy
7. |KoMOMHMPOBAHHEIE JIeKAPCTBEHHBIE Bce 1 ynmakoBka
npernapaTs, CoIepXalme JIeKapCTBEHHBE
ncesnosbenpmHa I'MIPOXJIOPUIL bopMEL
M nonjiexamyue IpeIMeTHO—
KOJIMUECTBEHHOMY yueTy




KimoHmouu TabjieTkn
0,075 mr; 0,15 wMmr 1 ymakoBka

PacTteOp mna

UHDBE KL UM
0,1 Mr/Mn 1 ynakoBka
Kannu riiasHbee 5 ToOMK-KaleJjbHULL

0,125%, 0,25%,
0,5% pacTBOpP

9. AHabosiM4eCcKMe T'OPMOHEL: Bce 1 ynakoBka
MeTaHOPOCTEHOJIOH, JIeKapPCTBEHHEE
OxcaHOpoJioH Petrabosumi, dopmeL
HauopoJson, ®eHoBONMII,
CuntaboJiMH 1 mpyrue
10. [KoMOMHMPOBAHHEIE JIeKapPCTBEHHBIE Bce 1 ynakoBka
npenapatTsl, coIepxXalue JIeKapPCTBEHHEE
beHMIIPONAaHOJIaMMUH U bopMEL
nomJiexamye npeiMeTHO—
KOJIMUECTBEHHOMY YydeTy
11. deHOBapbOUTaT TabneTxu 30 TabmeTox
50 mMr, 100 mT
12. Benzobapburan TabjgeTku 1 ymakoBka
50 mMr, 100 mT
13. [MprMMIOOH TabjeTku 1 ynmakoBKa

125 mr, 250 wmr

<*> [pn BbINUCbIBAHWUM N OTMYCKE JIeKapPCTBEHHOro npenaparta, COAepXKalllero Co/M KOoAewHa,

npon3soaunTCA NnepecyeT Ha KoAenH OCHOBaAHMKE.

MpunorkeHune N 3

K NMopAaaKy Ha3Ha4yeHuUA M BbINUCbIBAHMUA
JIeKapCTBEHHbIX NPENapaTos,
YyTBEPKAEHHOMY NPUKa3omM
MwuH3apasa Poccun

oT 20 gekabpa 2012 r. N 1175H

CnpaBoyHO
AONYCTUMBIE K UCMNOJIb3OBAHNIO PELLENTYPHbBIE COKPALLLEHUA
CokpalieHue [IoslHOe HanMcaHue [lepeBon
aa ana 110, IOPOBHY
ac.acid. acidum KMCJIOTa
amp . ampulla aMmIryJjia
aq. aqua BOIA
ag. destill. aqua destillata OVUCTUIIMPOBaHHAsS BoIa

but. butyrum MacJo (TBepnoe)



comp., Cps
D.

D.t.d.

Dil.

div.in p.aeq.

extr.
f.

qgtt.
inf.
in amp.
in tabl.
lin.
lig.
m. pil.
M.

N.
ol.
past.
Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

r.,rad.

Rp.
Rep.

rhiz.

sem.

simpl.
sir.
sol.

supp .
tabl.

t-ra, tinct.

ung.
vitr.

compositus (a, um)
Da (Detur,
Dentur)
Da, Signa
Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes
aequales
extractum
fiat (fiant)

qutta, guttae
infusum
in ampullis
in tab(u)lettis
linimentum
liquor
massa pilularum
Misce, Misceatur

numero
oleum
pasta
pilula
partes aequales
praecipitatus

pulvis
quantum satis

radix
Recipe
Repete, Repetatur

rhizoma
Signa, Signetur

semen
simplex
sirupus
solutio
suppositorium
tab (u) letta
tinctura
unquentum
vitrum

PELLENTYPHbIA BNAHK

CJTOXHEBIN
Beimar (mycTb BBIIOAHO,
nycTb OyIOeT BBEIIOAHO)
Beimanm, o6o3Haub
I[lycTe OynmeT
BEIIAHO,
0BO0OBHAUYEHO
Boimam (IlycTes OynoyT
BEIIAHEI) TakKMe IOO3H
pasBeOeHHBN
pa3menn Ha
PaBHEIE UYaCTU
BDKCTPaKT, BHTIXKA
[IycTp obpasyeTcs
(obpaszywoTcsa)
KarJjs, Kaljau
HacTou
B aMIyJjiax
B TabjeTkax
XMIKas Mashb
XKMIOKOCTDB
OMJJIbHasS Macca
Cmeman (IIycTb
OymeT CMelaHo)
YMCIJIOM
MacJio (XmumokKoe)
nmacra
TINJIIOJIA
PaBHEIE YacCTHU
OcaxmeHHBN

[Mopomoxk

CxonpkO norpebyeTcsHd,
CKOJIBKO HaIo
KOpPeHb
BoszbmMmum
[HorTopm (IIycTb
OyHmeT IIOBTOPEHO)
KOpHeBUIIE
O6o3Haub (IIycTb
OymeT ODOO3HAUEHO)
ceMms
IPOCTOM
cupon
pacTBOpP
cBeua
TabjeTka
HacToOMKa
Maszb
CKJISAHKa

MpunorxkeHue N 2
K npuKkasy MuHsgpasa Poccum
oT 20 gekabpna 2012 r. N 1175H



MUHMCTEPCTBO 3IOPaBOOXPaHEHMSI
Poccumickon demepalum

HamMmeHOBaHMe (WTaMII)
MEIMIIMHCKOM OpTaHM3alLUn

PEOEIT

(B3pPOCIEI,

Kom dopmer mo OKYI 3108805
MenmumMHCKas HOOKyMeHTalusa
dopma N 148-1/y-88

YTBepXIeHa IPpUKas30M
MyHMCTepCcTBa 3IOPaBOOXPaHEHUs
Poccurickonm denmepaumnm

or 20 mexabps 2012 . N 1175H

~ 0000+ 000;

(DaTa BEIIMCKU peuenTa)

OEeTCKUM — HYXHOE INOOUEPKHYTH)

®.M.0. maumeHTa

BozpacTt

(ITOJIHOCTHIO)

Appec mau N MeIMUMHCKOM KapTH aMOyJIaTOPHOTO IHalMeHTa

(McTOopUM paszBUTHA pebeHKa)

®.11.0. Jseuamero spada

[loonmce M JIMUHAA I[IedaTb
Jjiedamero Bpada

(ITOJIHOCTHIO)

PeuenrT mencrTBuTeJieH B TeueHme 10 mHenl

MMHMCTEPCTBO 3OPaBOOXPaHEHUs
Poccurickon denmepauun

HavMeHoBaHMe (WITaMII)
MEIULUMHCKOM OpTaHM3alumn

PELLENTYPHbIX BNAHK <*>

Kon dopmer mo OKY[

Kon yupexnenmsa no OKIIO
MemomuMHCKAasaA IOOKyMeHTaLMUsa
dopma N 107-1/y

YTBepXIOeHa NPUKas30M
MuyHMCTEepCTBa 3IPaBOOXPaHEeHMUd
Poccurickon denmepalumnm

or 20 mexkabps 2012 r. N 1175H

PELEINT
(B3pOCIBI, IOEeTCKMM — HYXHOE INOIOUEPKHYTH)
" " 20 I‘.

®.M.0. nmaumeHTa
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BospacrTt
®.11.0. Jjeuamero Bpada

o
<
o)
=
o)
]
ol
o

g
<
G
"
o
|
o
S

HOHHMCB n JIMYHAaA IIe4YaTb
Jevaumero Bpaua M.II.

PeuenT mencTBUTEJIEH B TeueHue 2 Mecsauer, 1 roma ( )
(HEHYXHOE BaUYEepKHYTHb) (ykazaTbk KOJIMUUECTBO MeCHleB)

<*> [1na peuenTypHbIX 61aHKOB, M3rOTOBAAEMBIX M NOJIHOCTLIO 3aMOJIHAEMbIX C MCNO/Ib30BaHMEM
KOMMbIOTEPHbIX TEXHO/MOTMUIM, BBOAATCA OOMONHUTENbHbIE PEKBU3UTLI (HOMep U (MAn) cepus) U MecTo
ONA HaHeCeHMA WTpUX-Koaa.

PELLENTYPHbIN BNAHK

MMHMCTEPCTBO 3OPaBOOXPaHEHUs
Poccurickon demepalun
YTBEPXIEHA

npuKasoM MMHMCTEpCTBa 3IPaBOOXPAaHEHUSI

Poccurickon demepalun
liTamn or 20 gmexabpsa 2012 r. N 1175u
Koxm
MEeIMLMHCKOM OpIraHM3aluumn

Kon dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)

Kon xa- |Kon HOBOJOTM- [McTOuHMK Gm— |$% OIJIaTH: Kon JsiexkapCTBEHHOTI'O
TEeTopUM |[dUeckom GOpME HAHCUPOBAaHMA: | (HIoOoUuepK-— cpencTra (3anoJjiHAgeTCcsH
rpaxnaH (o MKB-10) (nomuepk- HYTh) B QlTEYHOM OpIraHM3alUMn)

HYTE)

1. Becnmnar-

1. demepanb- [HO

HEBIN 2. 50%

2. CybmekT

Poccumckom

denmepaunm

3. MyHuuMU-

I1aJlb HEIM
S |S [S |L (L |L L
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PELOEIT Cepusa N IaTa BHIIMUCKMA: 20 T.

®.MM.0. maumeHTa JaTa poxnoeHuA

CHHMIJIC

N nommca o6g3aTesIbHOTO
MEeOUILIMMHCKOI'O
CTPaxOBaHUS !

Anpec uay N MeOMUMHCKOM KapTH aMOyJlaTOPHOI'O
nauMeHTa

(McTOopUM pas3BUTKUA pebOeHKa)

®.11.0. Jjeuamero spada

Py6. |Kom. Rp:
D S I O A S
O e I o Y P
(kon Jeuamero Bpauda)
[loonuch M JM4YHAaA [I€eYaThb Jiedallero Bpada M.II.
PeuenT mencTBuUTeJIeH B TeueHme 5 pgHem, 10 muHem, 1 mMmecsdua, 3 MecHdleB
(HEeHYyXHOEe 3BaUYepKHYTh)

—————————— (3amoyiHAeTCA CHeUMaMCTOM alTeUHOM OpIraHM3auum) —-———--——-
OTnymeHo IO PeLenTy: ToproBoe HaMMEHOBAaHME
———————————————————— 1 IO3MPOBKa:

Hara ornycka: " " 20 T. KommuecTBo:

[IPUTOTOBMII : [Iporepwm: OrnycTn:
——————————————————————— (IMHMSA OTPHBA) —————————————————————————

Kopemoxk pelLenTypHOTO OJlaHKa Crnocob npMMeHeHUS :

——————————————————————————— [IpPOnOIIXUTEJIEHOCTE oHeu

HammMveHOBaHME

JIEKAPCTBEHHOT'O IIpelnapara: KonmmuecTBO NpPMEMOB B IEHb: pas3

Ha 1 npuewm: en.
Jo3upoBKa:

PELLENTYPHbIX BNAHK



MUHMCTEPCTBO 3IOPaBOOXPAHEHMSI

Poccurickon demepalum

MECTO IJIA HNTPUX-KOIA

YTBEPXIEHA

npMuKasoM MyHMCTEpPCTBAa 3IPAaBOOXPAaHEHUSI
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Kopemox PENEIITA Cepua N oT

Crnocob NpMMEeHEHUI:

[IpOOOJIXUTEJIbHOCTD noHemn HanvMeHOBaHME JIEKAPCTBEHHOTO
KonmnuecTBO NPMUEMOB B IEeHb: pas npernapara:
Ha 1 npuewm: en. Io3MpoOBKa :

MpunorkeHune N 3
K npuKasy MuHsgpasa Poccum
oT 20 aekabpna 2012 r. N 1175H

nopPAAOK
O®OPMJIEHMA PELEENTYPHbIX BJJAHKOB HA NEKAPCTBEHHDbIE NMPEMAPATDI,
NUX YYETA U XPAHEHMUA

I. OpopmneHme peLenTypHbIXx 6N1aHKOB

1. Ha peuentypHbix 61aHKax dopmbl N 107-1/y, He nmelowmx Homep U (Mamn) cepuio, mecto aaa
HaHeceHuA wTpux-koga, N 148-1/y-88, N 148-1/y-04(n) n N 148-1/y-06(n) B8 neBom BepxHem yriay
NpocTaBAfeTcA WTamn MeAUUMHCKOM oOpraHuMsauMM C YKasaHMeM ee HaMMeHOBaHWs, agpeca U
TenedoHa.

[ononHntenbHo Ha peuenTtypHbiX 61aHKkax dopmbl N 107-1/y, umetowwmx Homep U (Maun) cepuio,
MecTo A1A HaHeceHusa wTpux-koga, N 148-1/y-04(n) n N 148-1/y-06(n) npocrasnserca Kog,
MeANLMHCKOMN opraHM3auum.

Cepua peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BKAtOYaeT Kog,
cybbeKkta Poccuiickoit depepaumu, COOTBETCTBYHOWMM ABYM nepBbiM undbpam Ob6uiepoccuiickoro
Knaccudukatopa 06bEKTOB aAMUHUCTPATUBHO-TEpPUTOPUAIbHOro geneHuns (OKATO).

2. Ha peuenTypHbix 6naHKax, opOpMASEMbIX WHAMBUAYANbHBIMW MNPEANPUHUMATENAMMU,
UMEIOLWMMU NINLUEH3NIO HA MEOULMHCKYIO OEATeNbHOCTb, B BEPXHEM JEBOM YAy Tunorpadpckum
cnocobom maM nyTem MNPOCTaBAEHMSA WTamna AoskeH OblTb YKasaH agpec Bpadva, HOmep W AaTa
JNINLUEH3UN, HAMMEHOBAHWE OpPraHa rocy4apCTBEHHON BNACTH, BblAABLUETO JINLLEH3MIO.

3. PeuenTtypHble 6a1aHKK dpopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHAOTCA Bpayom
pa3bopumBO, YETKO, YEPHUIAMM UM LUAPUKOBOWN PYYKOW.

4. [onyckaetrca odopmaeHMe BCEX PEKBU3UTOB peuLenTypHbix 6naaHkos ¢dopmbl N 107-1/y,
MMeLWmnx Homep U (MaM) cepuio, MecTo AN HaHeceHus wWwTpux-koga v dopmbl N 148-1/y-06(n) c
NCNO/Ib30BaHMEM KOMMbIOTEPHbIX TEXHOIOTMIA, @ TaKKe opopmeHme peLenTypHblx 61aHKkoB dopmbl N
148-1/y-88 n dopmbl N 107-1/y (He umerowmx Homep u (MAKN) Cepuio, MECTO ANA HAHECEHUA LUTPUX-
Ko4a) C UCMONb30BaHNEM KOMMbIOTEPHbIX TEXHOJIOTUI, 32 UCKAOYeHnem rpadbl "Rp" (HaMmeHoBaHMe
JIeKapCcTBEHHOTO NpenapaTa, ero A03MPOBKa, KOIMYECTBO, CNOCO6 M NPOAO/IKUTENIBHOCTb NPUMEHEHMS).

5. OdopmneHne peuentypHbix 6naHkos ¢dopmbl N 148-1/y-04(n) u dopmbl N 148-1/y-06 (n)
BK/toYaeT B ceba undposoe KogMpoBaHHUe.

Lindposoe KoanpoBaHMe yKasaHHbIX peLenTypHbIX 61aHKOB BKAOYAET B cebs:

1) Ko4 MeAMLMHCKOW OpraHusauum B COOTBETCTBMM C OCHOBHbIM TFOCYA3pPCTBEHHbIM
pernctpaunoHHbim Homepom (OFPH), npocTaBasemblit Npu U3roTOBAEHUN PeLLeNTYPHbIX 61aHKOB;

2) Kog, KaTeropmu rpaxkgaH (SSS), umetoLwmx NpaBo Ha NoJlyYeHMEe NEKAPCTBEHHbIX NPENAPaToB B
COOTBETCTBUM CO cTaTben 6.1 PeaepanbHOro 3akoHa ot 17 nons 1999 r. N 178-®3 "O rocyaapcTBeHHOM
coumanbHoM nomouwm" <1>, u Kog Hosonoruyeckon Gpopmbl (LLLLL) no MKB-10, 3anosiHAeMble fieyallmm
BPAYOM MyTEM 3aHECEHMA KaxKaon unbpbl B NycTble AYEMKW, NpuM 3TOM TOYKa NPOCTaBAAeTCA B
OTAEeNbHOM AYeEnKe;
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<1> CobpaHue 3aKoHoaaTenbcTBa Poccuiickoint ®epepaummn, 1999, N 29, ct. 3699; 2004, N 35, cT.
3607

3) oTmeTKka 06 UCTOUYHMKe PuHaHcMpoBaHUus (deaepanbHbit Broaxket [1], 6roaxeT cybbekTa
Poccuitckoit depepaumnmn [2], myHULmMnanbHbi 6logxkeT [3]) n npoueHTe onnaTtbl peuenta (becnnatHo
[1], 50% [2]), ocyuiecTBAsieMan MeAULMHCKUM PaboTHUKOM;

4) Kog, MeaMUMHCKOro paboTHMKa yKasblBaeTcA MeAUMLMHCKMM PaboTHMKOM B COOTBETCTBMM C
YCTAaHOBNEHHbIM OPraHOM WCMONHUTENbHOM Bnactu cybbvekta Poccuiickoit Pepepauum B obnactm
OXpaHbl 340P0OBbA FPaAXKAAH NepeYHEM KOLO0B MeANLMHCKUX PabOTHMKOB, MMEIOLLMX NPABO HA BbIMUCKY
NIeKapCTBEHHbIX NpenapaTos;

5) Koa neKkapcTBeHHOro npenapaTa, NPOCTaBASEMbI B anTEYHOW OpraHW3auuM Npu OTNycKe
NIeKapCTBEHHbIX NPenapaToB, BbINUCAHHbIX Ha peuenTypHbIX 6aaHKax popmbl N 148-1/y-04(n) n dopmbl
N 148-1/y-06(n).

6. B peuentypHbix 61aHKax dopmbl N 148-1/y-88, N 107-1/y, dopmbl N 148-1/y-04(n) u dopmbl N
148-1/y-06(n) (manee - peuentypHble 6bnaHkn) B rpadax "®.M.0. naumeHTa" yKkasbiBaloTcA NOAHOCTbIO
bammnma, UMa 1 0TYECTBO NaLMEHTa.

7. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-88 u dopmbl N 107-1/y B rpade "Bospact"
YKa3blBAETCA KOIMYECTBO MOHbIX SIET NALMEHTA.

B peuentypHbix 6naHKax dopmbl N 148-1/y-04(n) u dopmbl N 148-1/y-06(n) B rpacde "fata
poxaeHuMA" yKasblBaeTca AaTa PoXKAeHUsA nauneHTa (YMcno, mecsad, roa).

8. B peuentypHbix 61aHKax ¢opmbl N 148-1/y-04(n) n popmbl N 148-1/y-06(n) 8 rpadax "CHUAC"
m "N nonuca o06s3aTeNIbHOIO MEAMLMHCKOrO CTpaxoBaHMA" YyKas3bIiBAlOTCA CTPaxoBOM HoOmep
WHAMBMAOYANbHOTO NIMLLEBOFO cyeTa rparkgaHuHa B [leHcMoHHom ¢oHae Poccuiickon Pepepaunu
(CHWUNC) n Homep nonunca 0bA3aTeNbHOTO MeAULIMHCKOrO CTPaxoBaHus.

9. B peuenTypHbIX 61aHKax popmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) u dopmbl N 148-1/y-
06(n) B rpade "Agpec mam N MeAMUMHCKOM KapTbl ambynaTOpHOro naumeHTa (MCTOpUM pPasBUTUA
pebeHKa)" yKasblBaeTcA agpec Uau HOMep MeAULMHCKOM KapTbl ambynaTopHOro nauueHTa (McTopun
pa3suTmAa pebeHkKa).

10. B rpade "®.1N.0. nevawero Bpaya" peuentypHbix 6/1aHKOB YKa3biBalOTCA NOJHOCTbIO Gamuams,
UMA, OTYECTBO MEAMUMHCKOrO pPaboTHUKA, MMEIOWEro MpaBO Ha3HA4YeHMA U BbIMUCbIBAHUA
JIeKapCTBEHHbIX NpenapaTos.

11. B rpade "Rp" peuenTypHbIX 61aHKOB YKa3blBaeTca:

1) Ha JNATMHCKOM A3blKe HAMMEHOBAHWE NEKApPCTBEHHOTO npenapata (MexayHapoaHoe
HenaTeHTOBAHHOE WM rPYNNMPOBOYHOE, MO0 TOProBOE), Ero [O3UPOBKA;

2) Ha PYCCKOM WM PYCCKOM WM HAUMOHANbHOM A3blKax CNocob MpMMEHeHMA SIeKapCTBEHHOTO
npenapara.

12. 3anpewiaeTca orpaHMUNBaTbCA O6LLMMM YKa3aHUAMM, Hanpumep, "BHyTpeHHee", "U3BecTHO".

PaspelwatoTca TONbKO NPUHATbIE NPaBUAaMK COKpalleHMs o603HaYeHW; TBepable U Cbinyyne
dapmaueBTMUECKME cybCTaHUMM BbiNUcbiBatoTca B rpammax (0,001; 0,5; 1,0), sKkugkue - B MUAAUAUTPAX,
rpammax u Kannsx.

13. PeuenT, BbINMCaHHbIN Ha peuenTypHOM 6aaHKe, NO4NMCbIBAETCA MEANLMHCKUM PabOTHUKOM
W 3aBepAeTCcA ero IMYHOM neyaTbio.

[lonoNHUTENBHO peuenT, BbiNMUCaHHbIN Ha peuenTypHom 6aaHke ¢popmbl N 148-1/y-88, dopmbl N
148-1/y-04(n) n ¢dopmbl N 148-1/y-06(n), 3aBepseTcA neyatblo MeAULMHCKON opraHusaumm "[ns
peuenTtoB".

14. Ha ogHom peuentypHom 6naHke ¢popmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) n dopmbl N
148-1/y-06(n) paspeluaeTtca BbINUCbIBATb TO/IbKO OAHO HaMMeHOBaHWE IeKapcTBEHHOro npenapara; Ha
ogHOM peuenTypHom 6aHke ¢opmbl N 107-1/y - He 6onee Tpex HaMMEHOBaHWIA JIEKAaPCTBEHHbIX
npenaparos.

15. NcnpaeneHusa B peLenTe, BbINMCAHHOM Ha peLenTypHOM B1aHKe, He JOMNYCKatoTCA.

16. CpoK aenctsmA peLenTa, BbINMCAHHOIO Ha peuenTypHom 6naHke ¢opmbl N 148-1/y-88 (10
AaHent), dopmbl N 107-1/y (2 mecaua, go 1 roaa), popmbl N 148-1/y-04(n) u dopmbl N 148-1/y-06(n) (5
AHel, 10 gHei, 1 mecau, 3 mecsLa) yKasbIBAaeTCA NyTeM 3a4ePKMBAHUA AW NOSYEPKMBAHUS.



17. Ha obopoTHOW cTOpoHe peuenTypHoro 6naHka ¢opmbl N 107-1/y (3a wuckaoyeHnem
peLenTypHoro 6naHKa, NMOIHOCTbIO 3aMOJIHAEMOro C MCMNOJ/Ib30BAHMEM KOMMbIOTEPHbLIX TEXHOIOTWI),
peuentypHoro 6naHka ¢opmbl N 148-1/y-88 un dopmbl N 148-1/y-06(n) neyataetca Tabauua
CnefytoLero cogepaHusa:

MpuroToBMI [IpoBepun OrnycTui

18. Mpwu BbINMCKE NIEKAPCTBEHHOro NpenapaTta No peleHuio BpayebHoW Komuccum Ha obopoTe
peuentypHoro 6naHka ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) ctaBuTCA chneuymanbHas
oTMeTKa (wTamn).

19. Ha peuentypHom 6naHKke ¢popmbl N 148-1/y-04(n) u dopmbl N 148-1/y-06(n) BHU3Y MmeeTca
JIMHUA OTPbIBA, pPa3gensaowas peLenTypHbIi 61aHK U KOpeLloK.

KopeloK oT peLenTa, BbINMMCAaHHOrO Ha YKa3saHHOM peLenTypHom 6naHKe, BblAAETCA NaUMUEHTY
(nvuy, ero npeacTaBnAlowemy) B anTeYHOM OpPraHuW3auMu, Ha KOPELWKe JenaeTcd OTMEeTKa o
HaMMeHOBaHMM NeKapCTBEHHOrO npenaparta, AO3MPOBKe, KoAuyecTBe, cnocobe MpUMMEHeHUs, U OH
OCTaeTcs y naumeHTa (n1ua, ero NpeacTaBastoLLero).

20. OdopmneHue cneumanbHOro peuenTypHoro 67aHKa Ha HapKOTUYECKOe CpeacTBo W
NMCUXOTPOMHOE  BELLeCTBO  OCYLLEeCTBASETCA B  COOTBETCTBUM C  MNpuMKasom  MUHKUCTEpCTBa
3apaBooxpaHeHus Poccuitickon Pegepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBepaeHUn Gopmbl
61aHKOB pPeuenToB, COAEpPMKaLLMX Ha3HAYEHWEe HAPKOTUYECKUX CPEeACTB WU MCUXOTPOMHbLIX BELLECTB,
nopagKa WX W3roTOBNEHWA, pacnpefesieHus, PEerucTpaumm, y4yeTa M XpaHeHusa, a TaKkKe npasBun
odopmnenuns".

II. YueT peuenTtypHbix 61aHKOB

21. YyeT peuentypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3roTaB/iMBaembIX TUNorpapckum crnocobom (panee - peuenTypHble 6aHKKM, Nogaexaline yyety),
OCYLLECTBNAETCA B XKypPHanax yyeta, NPOHYMEPOBAHHbIX, NPOLHYPOBAHHbLIX U CKPEnieHHbIX NOANUCHI0
pyKOBOAMTENA W NEYaTbld MEAMUMHCKOM  OpraHM3aumm UWAWM  NOAMUCBbID  UHAWBUAYANbHOIO
npeAnpUHUMATENS, UMEIOLLETO NINLEH3MI0 HA MEANLMHCKYIO AeATeNbHOCTb.

22. ypHan yyeTa peuenTypHbix 61aHKoB dopmbl N 107-1/y coaeput cneayrolime rpadbi:

1) Homep No NopaaKy;

2) B pasgene "Mpuxon'":

a) AaTa perncTpaumm NpUXoaHoOro LOKYMEHTa;

6) HoMep ¥ gaTa NPUXOAHOro AOKYMEHTA, Ha3BaHWE NOCTaBLUUKA;

B) o6Liee KO/IMYECTBO NOCTYNUBLUMNX PELLENTYPHbIX 6N1aHKOB;

r) ®.1.0. u noanucb OTBETCTBEHHOrO MeAMLMHCKOro pPaboTHUKA, MOJIYYMBLLETO PELEenTypHble
6/1aHKKN OT NOCTaBLUNKA;

3) B pasgene "Pacxon":

a) fiaTa BblAauM peLenTypHbIX 6/1aHKOB;

6) KONNYECTBO BblAAHHbIX PELLENTYPHbIX 61aHKOB;

B) ®.1.0. 0TBETCTBEHHOIO MeAMLMHCKOro PaboTHMKa, NOYYMBLIETO peuenTypHble 6l1aHKuy;

r) nognNMcb OTBETCTBEHHOIO MeANLMHCKOTO PaboTHMKa, MONYYMBLLETO PeLLENTYPHblIe 61aHKY;

4) ©.M.0. 1 nognNucb OTBETCTBEHHOTO0 MEAMLIMHCKOrO pPaboTHMKa, BbIAABLUIErO peuenTypHble
61aHKu;

5) ocTaToK peuenTypHbIx 61aHKOB.

23. XypHan ydyeTa peuenTypHbix 6naHkoB dopm N 148-1/y-88 m N 148-1/y-04(n) copepsut
cnegytowme rpadbl:

1) Homep No NopaaKy;

2) B pasgene "Mpuxon'":

a) AaTa perncTpaumm NpUXoaHoOro LOKYMEHTa;

6) HoMep 1 gaTa NPUXOAHOTO AOKYMEHTA, Ha3BaHWE NOCTaBLUMKA;

B) 06LLLee KOIMYECTBO NOCTYMNUBLLMX PELLENTYPHbIX 6/1aHKOB;
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r) cepumn n Homepa peuenTypHbIX 61aHKOB;

A1) KONMYECTBO peuenTypHbIX 61aHKOB MO CEPUAM;

n) ®.1.0. n nognucb OTBETCTBEHHOrO MEAMULMHCKOro PaboTHWMKa, NOSYYMBLUEro peuenTypHble
6/1aHKM OT NOCTaBLLUNKA;

3) B pasaene "Pacxon':

a) AaTa BblAauM peLenTypHbIX 6/1aHKOB;

6) cepum n Homepa BblAaHHbIX PeLenTypPHbIX 61aHKOB;

B) KOJIMYECTBO BblAAHHbIX peuenTypHbIX 6/1aHKOB;

r) ©.1.0. oTBETCTBEHHOIO MeANLMHCKOTO PaboTHMKA, MOIYYMBLLETO PELLENTYPHbIE BaHKK;

4) noanncb OTBETCTBEHHOTO MeAMLMHCKOro paboTHMKa, NOYyYMBLUETO peLenTypHble 61aHKK;

4) ®.M.0. 1 nognucb OTBETCTBEHHOTO MEAMLMHCKOrO PaboTHMKA, BbIAABLIErO pPeLenTypHble
61aHKu;

5) ocTaToK peuenTypHbIX 6/1aHKOB.

24. YyeT cneumanbHbIX peuenTypHbiX ON1aHKOB Ha HapKOTMYECKOoe CpeacTBO M MCUMXOTPOMNHoe
BELLECTBO OCYLLECTBIAETCA B COOTBETCTBMM C NPUKa3soM MMHUCTEPCTBA 34paBOOXpPaHeHUsA Poccuiickol
depepaunn ot 1 asrycta 2012 r. N 54H "O6 yTBepxaeHUM popmbl 61aHKOB peLenToB, coaeprKalimx
Ha3HayeHMe HapPKOTMYECKUX CPeaCTB WAU MCUXOTPOMHbIX BewecTB, MNopAdKa WX W3roToB/EHWUA,
pacnpegeneHus, perncTpaumm, ydeTa u XpaHeHus, a TakKe npasua opopmaeHuns".

[Il. XpaHeHuMe peuenTypHbIX 61aHKOB

25. B Kaxpgoh MeaMUMHCKOM OpraHM3auuu MNpuUKasoM pPYKOBOAWUTENS HA3Ha4vaeTcs /nuo,
OTBETCTBEHHOE 33 XpaHEHME M y4eT BCeX BUA0B peLenTypHbix 61aHKOB.

26. PeuenTypHble 61aHKKN, NogneXalme yyeTy, XPaHATCA OTBETCTBEHHbIM JIMLLOM, Ha3HaYeHHbIM
pyKoBOAUTENIEM MEAMUMHCKON OpraHusauMu, noj 3aMKOM B MeTanivyeckom wkady (ceride) mnu
MEeTaNIMYECKOM ALLMKE.

27. UhgmBuayanbHbii npegnpuHUMaTeNb, UMEIOLLMN NLEH3UIO HA MEAULMHCKYIO AEATENbHOCTD,
XPaHUT peuenTypHble 61aHKK, Nnogaexalme yyeTy, nof 3aMKOM B MeTanimyeckom wkady (celride) nam
MeTaN/IMYECKOM ALLMKE.

28. MoCTOAHHO AeNCTBYIOWLaa KOMUCCUSA, co34aBaeman B MeAULUMHCKOM opraHu3auum, npoBepseT
COCTOAIHME XPaHEeHWA, yyeTa, GaKTUYECKOe HaAMYMe U PAcXoh PeuenTypHbIX 61aHKOB, noasexalumnx
y4yeTy, OAMH pa3 B KBapTan.

B cnyyae HecoBnafZeHMs KHWUMKHOMO OCTaTKa PeLenTypHbiXx O/1aHKOB, Moa/ealmx yyeTy, ¢
baKTUYECKMM HasMuMem JIMLO, OTBETCTBEHHOE 33 XpPaHEHME U yyeT peuenTypHbiX 61aHKOB, Hecet
OTBETCTBEHHOCTb, NPeAyCMOTPEHHYIO 3aKoHOoAaTenbcTBOM Poccuinckon ®epepaumm.

29. PeuentypHble 6naHKW, MoANe)Kalwme y4yeTy, BbIAATCA MeAUMUMHCKUM pPaboTHUKaM,
UMeloLW MM NPaBo BbINUCbIBAHMA peL,enToB, N0 PAacNOPAXKEHWUIO FAaBHOMO Bpayva UK ero 3amectuTens.

MonyyeHHble peuenTypHble 6AaHKK, NOANENKALLME YUETY, XPAHATCA MEOULMHCKUMM PaboTHUKaMK
B NOMeLLeHUAX, 06ecrneymBatoLLLmMX UX COXPAHHOCTb.

30. XpaHeHue cneumanbHbIX peuenTypHbIX 61aHKOB HAa HAPKOTUMYECKOE CPEACTBO U NCUXOTPOMHOE
BELLLECTBO M BblAaya YKa3aHHbIX pPeLenTypHblXx 6J1aHKOB MeaANLMHCKOMY PabOTHUKY OCYLLEecTBAAETCS B
COOTBETCTBUM C NPUKazom MuHUCTepPCTBA 34paBooxpaHeHma Poccuiickoin ®egepaumm ot 1 asrycta 2012
r. N 54H "O6 ytBepxaeHuUn ¢dopmbl 6NAHKOB pPeLEenToB, COAEPrKalLMX Ha3HAYeHWe HaAPKOTUYECKMX
CPeACTB UM NCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3rOTOBNEHUSA, pacrnpeaeneHuns, perucTpauum, yyeta
W XpaHeHUA, a TakKe npasua obopmaeHuns".
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