006 opraHusauum padotbl no opmupoBaHuio NepeyHs
JIeKapCTBEHHbIX CPeacTB, OTNyCKaeMblX NO peuentaMm Bpaya
(dbenbawepa) NnpyM oOKasaHUKM AONOJIHUTENILHOM DecnaaTHOM
MeAULUUHCKOW NOMOLLM OTAEJNIbHbIM KaTeropusaM rpa>kaaH,
MMEeIOLL MM NPaBo Ha NoJIyYeHUe rocyfapCcTBeHHOMU COuMaJIbHOM
noMoLLu

Mpukas - Ne 93 - 0T 15.02.2006 - MMHUCTEPCTBO 34PaBOOXPAHEHUSA 1 COLMANbHOIO Pa3BUTUA « YTpaTWua cuiy

MPUKA3

MuHMCTepCTBa 34PaBOOXPaHEHNS

1 coumanbHoro pa3suTns Poccuinckon depepaunmn

oT 15 cbespans 2006 r. N 93

06 opraHunsauum paboTbl N0 hopMmpoBaHuto NMepeyHs

JIeKapCTBEHHbIX CPEACTB, OTMYCKaeMbIX Mo peLenTam Bpaya (enbaepa)

npv 0Ka3aHUM JOMNOJIHUTENbHON BecnnaTHON MeANLNHCKON NOMOLLIN

OTAENbHbIM KaTEropusaM rpa>kgaH, MMerLLMM Npaso

Ha NoJly4YeHne rocyaapCTBEHHOWN COLManbHON MOMOLLN

3aperuncTpuposaH MuHtocTom Poccun 6 mapta 2006 r.

PernctpaunoHHbin N 7559

B uensx peanunsaumm ctatbh 6.2 PeaepasibHOro 3akoHa ot 17 miona 1999 r. N 178-03 "O rocysapCTBEHHOW
coumnanbHon nomowmn" (CobpaHue 3akoHogaTenscTBa Poccnnckon Gegepaunn, 1999, N 29, cT. 3699; 2004,
N 35, cT. 3607), B COOTBETCTBMM C NyHKTOM 5.2.101 lMNMonoxeHns o0 MMHUCTEPCTBE 34PaBOOXPaHEHMNA 1
coumnanbHoro pa3sutus Poccuiickon depgepaunin, yTBepKAEHHOr0 NOCTaHOBAEHEM [paBUTENLCTBA
Poccuinckon ®epepaumm ot 30 ntoHa 2004 r. N 321 (CobpaHue 3akoHomaTenbCcTBa Poccuiickon ®epepaumu,
2004, N 28, cT. 2898; 2005, N 2, cT. 162), npuKasblBalo:

1. YTBepanThb MonoxeHune 06 opraHmnsaumm paboTbl No hopMmpoBaHuto NepeyHs neKkapCTBEHHbIX CPEACTB,
OTMNyCKaeMbIX MO peuenTam Bpaya (henbaliepa) Npu okasaHWM AONONHUTENbHON BecnnaTHON
MeONLUHCKON NOMOLLN OTAENbHbIM KaTeropmsam rpaxkaaH, MUMeLWUM nNpaBo Ha nosyyYeHne
rocyapCTBEHHOM COLMAJIbHON MOMOLLM, COrJTaCHO MPUJIOXKEHMIO.

2. lenapTaMeHTy hapMaLleBTUYECKON AeATeNIbHOCTH, obecneyeHmnsa bnarononyyms YenoBeka, Hayku,
obpasoBaHua (H.H.BonoanH) npu hopMmmpoBaHny MepeyHs neKapCTBEHHbIX CPeACTB, OTMYCKaeMbIX Mo
peLenTaM BpaYa (henbawepa) Npy 0KasaHUM OOMNOJHUTENbHOW BecnaaTHON MeaNLMHCKOM MOMOLLM
OTAENbHbIM KaTEeropusaM rpa>kaaH, MMelL MM NpaBo Ha NoJly4yeHne rocy4apCTBEHHON COLMaibHOWM
NMOMOLLY, PYKOBOACTBOBATLCA MN0SIOXKEHNEM, YTBEPXKAEHHBIM HACTOSALL MM NPUKA30M.

3. KOHTpOJIb 3@ MCMOSIHEHNEM MPUKAa3a BO3/I0XKUTb Ha 3aMecTuTens MMHNCTpa 34paBoOXpaHeHNs 1
coumanbHoro passutusa Poccuiickon ®enepaumm B.M.Ctapoaybosa.

MuHucTp M.HO.3ypabos

MpunoxxeHne

MONOXEHMWE

06 opraHm3aunm paboTbl Mo opMUpPOBaHMIO epeyHs NeKapCTBEHHbLIX CPEACTB, OTMYCKAaeMbIX M0
peuenTam Bpayda (enbalepa) Npyu oKasaHUN LOMOAHUTENIbHON

6ecnnaTHON MeANLNHCKON NOMOLLN OTAE/bHbIM KaTeropuam rpaxkaaH,

MUMEeLLNM NPaBo Ha MNOyYeHME roCyapCTBEHHOWN COLMaNbHON MOMOLLN

1. HacTosiwee MNMono)eHne HanpasieHo Ha ynopsgoyeHme paboTel No hopMupoBaHmio MepeyHs
JleKapCTBEHHbIX CPEACTB, OTMYyCKaeMbIX Mo peLenTam Bpaya (enbalepa) npm okasaHum LONOAHUTENbHOM
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BecnnaTHON MeANLMHCKON NOMOLLM OTAE/bHLIM KaTeropusM rpaxkjaH, UMeLLM NpaBo Ha nojy4YeHne
roCcyfapCTBEHHOW coLManbHON noMowwm (fanee - NepeyeHs).

2. NepeyeHb hopMUpyeTCa C y4eToM NpeanoXxxeHunin cybbekToB obpalleHns nekapCTBEHHbIX CPeACTB,
OpraHoB yrpaB/eHUs 3apaBooxpaHeHneM cybbekToB Poccminckon deagepaumm, y4eHbiX 1 CNEeLMaancTos B
chepe 34paBOOXPaHEHNS, COAEPXKALLUX CBELEHUS O:

- rOCyapCTBEHHOW perncTpauny NeKapCTBEHHOro CpeacTBa (Konus perncTpauroHHOro yAoCTOBEPEHUS);
- MEXAYHapO4HOM HeMAaTEHTOBAHHOM HaVMEHOBaHWUW NEKAaPCTBEHHOMO CPeACTBa B COOTBETCTBUN C
rocyfapCTBEHHbIM PEeCcTPOM NeKapCTBEHHbIX CPEACTB, B C/lyvae, eCc/iv JleKapCTBEHHOe CPeACcTBO He MMeeT
MeXIYHapoLHOro HeMaTeHTOBAaHHOr0 HAMMEHOBaHMS, YKa3blBaeTCSA 3aMeHSIoLLEee ero Ha3BaHue
(Toprosoe, opurnHanbHoe, HayyHoe);

- IeKapCTBEHHbIX JOPMax B COOTBETCTBUW C rOCYAAaPCTBEHHLIM PEECTPOM JIEKaPCTBEHHbIX CPECTB;

- hapMakoTepaneBTUYECKON rpynne NeKapCTBEHHOr0 CPeACTBa;

- KJIMHNYECKOWN 3(h(PEKTUBHOCTN JIEKAPCTBEHHOMO CPEACTBA (LLeNeBON KOHTUHIEHT, PEXUM [03MPOBaHUS,
ANNTENbHOCTb MPUMEHEHNS, HEOOXOAUMOCTb CreunanbHbIX HAaBLIKOB WAW YC0BUIA NPY Ha3HaYeHNN,
CCbINKN Ha KJIMHUYeCKMe peKoMeHaaunm, MHhopMaL s 0 AoKa3aTebHOCTU NpeAcTaBeHHbIX AaHHbIX) C
yKa3aHneM UCTOYHMKa onybimkoBaHma (konuu paboT npunaratoTcs);

- 6e30nacHOCTY NEeKapCTBEHHOMO CPeACTBa C YKa3aHMeM UCTOYHUKa onybankoBaHus (Konum paboT
npunaratwTcs);

- TepaneBTNYeCKON 3KBMBANIEHTHOCTU NMEeLWUMCA B MNepeyHe neKapCTBEHHbIM CPeACTBaM C yKa3aHUeM
NCTOYHMKA onyb6anKoBaHus (konum paboT npunaraTcs);

- pe3ynbTaTbl (hapMaKOIKOHOMUYECKNX NCCNef0BaHWI.

3. Mo pe3ynbTaTaM aHanM3a cBeAeHWN, NpefyCMOTPEHHbIX MYHKTOM 2 HacTosLero MonoxeHus,
NPVHUMAETCS peLlleHne 0 BOSMOXHOCTMW BKJIIOYEHUS JIeKapCTBEHHOI0 cpefcTBa B lNepeyeHb (MCKNYeHns
NEeKapCTBEHHOro cpeacTsa us MepeyHs).

4. B uenax nonyvyeHuns nHgopmaumm o noTpebHOCTU 0Te4YeCTBEHHOI0 3 paBOOXPAaHEHNS B KOHKPETHbIX
NEeKapCTBEHHbIX MpenapaTax MOryT 3anpallnBaThCa NpeaioXeHns no MopMuposaHuto NMepeyHs ot
OpraHoB yrnpaBieHns 34paBooxpaHeHnem cybbekToB Poccuinckon Gegepauun.

5. MepeyeHb hopMMpyeTCs Ha OCHOBAHUMK:

- 0(hOpMIEHHbIX Haanexawum obpasom aaHHbIX 06 3pdhekTuBHOCTY 1 Be3onacHOCTM NpenapaTa npu
onpefeneHHoOM 3aboneBaHnmn, CMHAPOME USIN KIMHUYECKON CUTyauun;

- 0(hOPMIEHHBIX Hanexawum 0bpas3om AaHHbIX TepaneBTUYECKON 3KBMBAZIEHTHOCTU NpenapaTa
NleKapCTBEHHbIM CPeACTBAM CO CXOXUMU MexaHU3MaMmn (hapMakoaornyeckoro AencTens;

- pe3ynbTaToB PapMaKO3KOHOMUYECKUX NCCNef0BaHWI IEKapCTBEHHOro CpeacTBa B npenenax ogHomn
thapMakoTepaneBTUYeCKOW rpynnbl B COOTBETCTBUM C OBLLENPUHATLIMU METOAMKAMU OLEHKU
3KOHOMUYECKOoW 3DHEKTUBHOCTN NPUMEHEHUSA NpenapaTa;

- Heob6X0AUMOCTM NPUMEHEHUS NEKAPCTBEHHOr0 CpeAcTBa A5 JleYeHns naTonorun, npecbnagaowmnx B
CTPYKTYype 3a601eBaeMOoCTI SIbFOTHbLIX KaTeropuin rpakfiaH, XxapakTepm3yoLLNXCA BbICOKMMU
nokasaTensMm CMePTHOCTY 1 TPebyIoLWMX 3HaYUTENbHBLIX (OMHAHCOBLIX 3aTpaT;

- BOCTpeboBaHHOCTM (COLMaNbHOM 3HA4YMMOCTN) KOHKPETHOMO JIEKaPCTBEHHOIO CPeACTBa NPaKTUYECKNM
34 paBOOXPaHEHNEM 1 HaCeNeHneM;

- Ha/IN4YMA NIeKapCTBEHHOIr0 CPeACTBa B YTBEPXKAEHHbIX B YCTAaHOBIEHHOM NOpsALKe CTaHA4apTax
MeONLUHCKON NOMOLLN.

JlekapCTBeHHbIE CpeAcTBa BKAKOYAOTCA B [lepeyeHb No4 COOTBETCTBYIOLLUMU MEXAYHAPOAHBIMU
HenaTeHTOBaHHbIMY HaVMEHOBAHUAMMU (B CyYae OTCYTCTBUSA MEeXAYHapO4HOr0 HeNaTeHTOBaHHOIO
HaMMeHOBaHWA YKa3blBAaeTCA 3aMeHSIOLLEE ero Ha3BaHMe).

6. lna nony4veHns oLeHkn paspabaTbiBaemoro MNepeyHa MOryT NprBAeKaTbCa NPodeccnoHalbHble
MeauunHcKme coobulecTsa, accoumnauum B chepe obpalleHns nekapCTBEHHbIX CPEACTB, BeAyLUne yYeHble 1
CneunanncTbl.
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7. MNpoekT MepeyHs NpeacTaBiSeTCs Ha paccMoTpeHne B PapMaKoIormyeckmin KoMuTetT MMHUCTEpPCTBa
3[paBOOXpaHeHNs 1N CoLMaibHOrO pa3BuTua Poccninckon ®epepaumn (Lanee - ®apmMakoaorn4eckun
KOMUTET).

8. ®apMakonorm4yecknin KOMUTET MO pe3ynbTaTaM PacCMOTPEHUA NpoekTa lNepeyHs NpuHuMaeT
peKOMeHAaLmMmM No BKIKYEHMWIO IEKaPCTBEHHbIX CPeACTB B [lepeyeHb (MCKAOYEHNIO NEKAPCTBEHHbIX
cpencTs u3 lNepeyns).

9. B cnyyae HeobxoammocTm B [MepeyeHb MOryT BblTb BHECEHBLI U3MEHEHWS, KaK MPaBWJIO, HE paHee Yem
yepes WecCTb MecsLeB C MOMEHTa ero yTBep)XaeHus.
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