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[. O6mume monosxkenus

II. Hasnauenne nexapcreemmpix TIpCIIapaToOB NIPH OKAa3aHHH MENMIHHCKOH [IOMOIH B
CTAllMOHAPHBIX YCIIOBHSX

IIT. Haznauenme JIEKAPCTBCHHBIX IIPENapaToB PH OKA3aHHH [IEPBHYHOH MEIHMKO-CaHUTAPHOMH
TIOMOIIIH, CKOPOH MeIHIIMHCKON MOMOIIH U NaJUIMAaTHBHOH MEIUIIHHCKOM TTOMOTIH,

IV. Hasnauenue nekapcTBeHHBIX [IpCapaToB rpakJaHaM, HMEIOMHM IpaBoO Ha OecIUIaTHOe
HMOJIYICHHE JICKAPCTBEHHBIX IPEMApaToB HIH [OIyYeHHe JIEKApPCTBEHHBIX IPEIapaToB Cco
CKHJIKOH, IIPH OKa3aHHH IIEPBUYHOM MEJIHKO-CaHHTAPHOH TTOMOIIIH.



I. O6mmne nosoxkenus

1. Hasnavenue nexapcrenmpix TPCTIapaTos Ul MEIMIMHCKOrO MPUMEHEHHs (Iajee -
JICKapCTBEHHBIE MpPEnapaThl) OCYIIECTBISETCS benbmmepoM B ciydae BO3NOKEHHST Ha HuX
TOJTHOMOYHH JIeYaliero Bpaya, TPH OKA3aHHH MCJIHIMHCKOM IIOMOIIM B MeIHMI[HHCKUX
OPTaHM3AIMAX, B IOPANKE, YCTAHOBICHHOM IPHKA3OM Munucrepersa 3mpaBooxpanenns
COUHAIBHOrO pa3BuTHA Poccuiickoit Qenepaunu ot 23 mapra 2012 r. N 252g «O6
yrBepxaeHun [lopsinka Bosmoxenus na (hesbIIepa pH OpraHM3aNME OKa3aHHS EPBUYHOIA
MEIHMKO-CAHUTAPHOH TIOMOILH H CKOPOii MEIMIIMHCKON IOMOIIH OTIEBHAIX GbyHxuni neyamero
Bpada IO  HENOCPEACTBEHHOMY OKAa3aHHIO MeIHIHHCKOMN [IOMOIIK TAlHEHTY B MEPHO
HaOMIO/IGHAS. 32 HHM M ero JICUCHASA, B TOM 4YHCIC [0 HA3HAYEHHIO M MPHMEHEHHIO
JICKAPCTBCHHBIX  NIPENIapaToB, BKIIOYAA HAPKOTHYECKHE JIEKApCTBEHHBIE Ipemaparsl U
TICHXOTPOIIHBIC JIEKAPCTBEHHEIE IIPEMapaThIy».

2. CeesleHHs 0 HAa3HAYCHHOM ICKapCTBEHHOM Ipenapare (HaMMEHOBAaHHE JIEKaPCTBEHHOTO
[Ipenapara, NO03MPOBKA, CHoco0  BBEJEHHS W NPUMEHEHHS, pEXHM  JI03MPOBAHMUS,
[IPOZIOJKATENILHOCTE  JIEYEHHS! W OOOCHOBAaHME HA3HAYCHHS JIEKapCTBEHHOr0 IIpernapara)
BHOCATCS MC/IMITMHCKMM PabOTHHKOM B MEMLMHCKYIO JOKYMEHTAIHIO [IAMAEHTA,

3. Hasnauenne nexapcTBeHHBIX IIPCTIAPATOB MPH OKa3aHWHM METHIMHCKONH MOMOINH B
CTALHOHAPHBIX YCIIOBHAX MOXKET OCYIIECTBIATECS MOCPEICTBOM TpeOOBaHMH MeIMIIMHCKOMH
OPTaHU3AIMH, HANPABIACMBIX B AaNTeYHbIC OPraHM3ALMH, SBIAIOLIHECS CTPYKTYPHBIMH
NOAPA3ACIEHUIMH MEIULIMHCKON OpraHHU3aliiH.

4. MemumuHckuM paboTHHKaM 3anpemaercs oQOpMISTe PELeNTHl NMPH OTCYTCTBHH y
TTAMCHTA MCIMUMHCKUX [TOKA3aHUH; Ha He3aperuCTPHPOBAHHEIE J€KapCTBEHHBIE MpeIaparkl; Ha
JICKApCTECHHBIC MPENApaThl, KOTOPblE B COOTBETCTBHH C HMHCTPYKIHEH TIO MEIUIIMHCKOMY
TNIPUMCHCHHIO TIpE/HA3HAYeHBl /Ul IPHMEHEHHS TONBKO B METHITMHCKHX OpraHu3alisaX; Ha
HapKOTHYCCKHE CPEACTBA M IICMXOTPOIIHBIC BEIIECTBA, BHECEHHBIE B crmcok II Iepeuns,
3apCruCTPHPOBAHHDBIC B KAa4eCTBE JICKAPCTBEHHBIX TNPENapaToB, B IE/IAX IPUMEHEHHUS VIS
JeYCHHS HAapKOMaHHH.

5. CocraB J€KapCTBEHHOrO lipenapata, JekapcTBeHHas QopmMa wu  oOpalneHue
MCIMIUHCKOTO pabOTHHKA K (hapMalleBTHIECKOMY paboTHHKY 06 OTImycKe JeKapcTBEHHOTO
npenapata Ha OyMaXHOM HOCHTeNe O(GOPMISIIOTCH HA JATHHCKOM HJIH PYCCKOM SI3BIKE B
POIMTC/ILHOM Mafexe, 3a MCKIMOYEHHEM OGOPMIEHHS pelentoB B (opme 3JIEKTPOHHOTO
AOKYMEHTA, OCYIICCTBIACMOI0 HA pYCCKOM si3bIKE. IIpM HasHaueHHH JIEKapCTBEHHOTO
Tpeliapata HE JOMYCKAETCs COKPAIIEHWE HAWMEHOBAHHH WHIPEIUEHTOB, COCTABIISMIOIINX
JICKapCTBEHHBIH Ipernapar, He MO3BOJSIOMMX YCTAHOBHTH, KAKOH HMEHHO JIEKApPCTBEHHBIH
npernapar Ha3HayeH.

6. Croco® NpUMEHEHHs JeKapCTBEHHOTO Ipenaparta 06O3HAYACTCH C YKa3aHHEM IIyTH
BBC/ICHHA, JIO3BI, 4aCTOTBI, BPEMEHH IPHEMAa OTHOCHTENLHO CHA (YTpoM, Ha HOYb) H €ro
JUIHTCIILHOCTH, a JUIsl JICKAPCTBEHHEIX MPENapaToB, B3aHMOAEHCTBYIONNX ¢ MHIIEH, - BPEMEHH
X yNOTpeOIIeH s OTHOCHTETBHO pHeMa AT (110 €/IbI, BO BPEMS €J1bl, TOC/Te €71bl).

II. Hasnavenne J1ekapcTBeHHBIX npenapaTroB NpH OKa3saHHU MeIHUHHCKOH MOMOIH B
CTANHOHAPHBIX YCJIOBHAX

7. Ilpu oOKa3aHHM NAUMEHTy MEIHIMHCKOH ITOMOIIM B CTAllHOHAPHBIX  YCJIOBHAX
HA3HAYCHUC  JICKAPCTBCHHBIX —MPENapaToB  NPOM3BOMMTCS Ge3 o(OPMICHHS pelernTa
MEIMIHHCKUM pabOTHHKOM €{HHOTHYHO.

8. Corlacoanne HasHaYeHHs JIEKAPCTBEHHBIX MPEMAPATOR C 3aBENYIOLIMM OTAEICHHEM
HIIH OTBETCTBEHHBIM NCKYPHBIM BPayOM JIMOO APYrHM JIUIOM, YIOJHOMOYEHHBIM IIPHKA30M B
cIyJasix:



1) omHoBpemenmoro Hasmawenms maTH H 0OoJiee N€KapCTBEHHBIX IperapaToB OmHOMY
NaIHEeHTY;

2) HA3HAYEHHS NEKAPCTBEHHBIX TIpENapaToB, He BXOJAIIHX B IMEPEYCHb IKU3HEHHO
HCOOXOIUMBIX M BayKHEHIIHX JICKApCTBCHHBIX IIPENApATOB, [IPH HETHIIHYHOM TeUeHHH
3a00J1EBAHMS, HATMYHH  OCIOKHEHHH OCHOBHOTO 3a00Ji€BaHHs ¥ (HyH) CONYTCTBYOIIHX
3a0oJieBaHuif, MpH HasHaYeHHH JICKapCTBECHHBIX TIPENapaToB, 0COOEHHOCTH B3aUMONEHCTBHS H
COBMECTHMOCTH KOTOPBIX COIIACHO MHCTPYKLHSAM 10 HX MPHMEHEHHIO TIPUBOIAT K CHUIKEHMIO
3bdEKTHBHOCTH U Ge3omacHoCTH hapmakoTepanun ®w (wm) cosmaior MOTEHIHABHYIO
OMACHOCTL JUI1 OKH3HH ¥ 3J0pPOBBS  IalMeHTa. B YKa3aHHBIX Cllydyasx Ha3HAYeHHE
JICKAPCTBCHHBIX TIPENapaTtoB (HKCHPYETCS B  MeIHIMHCKON JOKYMEHTAIHH [alUeHTa u
3aBEPACTCA  TOANMMCRIO  MENMLIHHCKOrO  paGoTHHKA  H 3aBEIYIONIETO  OTJEJIEHHEM
(OTBETCTBEHHOrO JIEXKyPHOTO Bpaya UK Pyroro yrnoJHOMOYEHHOrO JTHIA).

9. Ilo pemennio BpaueGHON KOMHCCHH [TAIMCHTaM TIPH OKa3aHHH UM MeIHIIHHCKOM
[IOMOIIIH B CTAllHOHAPHBIX YCIOBHAX HA3HAYAIOTCS JICKapCTBEHHEIE [IPENApaThl, HE BKIIOYEHHbIE
B HCPEYCHE XKH3HEHHO HEOOXO/MMBIX M BaXKHEHIITHX JIEKAPCTBEHHBIX IPEnapaToB, B CIy4ae HUX
3aMCHBI M3-32 MHJMBHIyallbHOH HETIEPEHOCHMOCTH, IO JKH3HEHHBIM MOKA3AHHSM. Pemenue
BPaueOHOH KOMHCCHH (MKCHPYeTCS B METHIIMHCKOR JOKYMEHTAl[MH TAMEHTA W JKypHAiIe
BpauyeOHOH KOMHCCHH.

10. B ciaywasx obcnemoBanus u nevyenus TPOKIAHHHA B CTallMOHADHBIX YCIOBHUSX B
PaMkax Ipe0CTaBIeHHA MEAUUMHCKHX YCIYT Ha BO3ME3IHON OCHOBE 33 CYET JTHYHEIX CPE/CTB
TP&XKIaH, CPeICTB IOPHIAMIECKUX JTHII H MHBIX CPEACTB HA OCHOBAHHH JIOTOBOpa, B TOM YHCIIE
A0roBopa JI0OPOBOJIBHOTO MEIHITHHCKOIO CTpaxoBaHHUsA, €My MOTYT OBITh Ha3HAYEHBI
JICKapCTBEHHEIC [IPENApaThl, HE BXOALIME B IICPEYEHD KH3HEHHO HEOOXOMMMBIX U BAKHEHIIIX
JICKapCTBEHHBIX IIPEMapaToB, €CJIM WX HAa3HAYEHHE W IPHMEHEHHe 00yCIIOBIIEHO MEIUIIHTHCKIMH
[IOKa3aHUsAMH. 9

III. Hasuavenne JekapcTBeHHBIX NpenapaTos NpH OKAa3aHHH NePBHYHON MeIHKO-
CAHUTAPHOH MOMOIM, CKOPOH MEIHNHHCKOH MOMOMH M NATTHATHBHOH MeIHUHHCKOH
MOMOIIH

11. Tlpm oxasanuum nepBHYHOl MEIUKO-CAHUTAPHOH TIOMOINM H HaUTHATHBHOMN
MCIMIMHCKOH OMOIIK B aMOyJIATOPHBIX YCIOBHSIX HAa3sHAYEHHEe JICKapCTBEHHBIX IIPETIapaToB
OCYUIECTBIIACTCS MEMIMHCKMM DPAabOTHUKOM B CIy4asX THIMYHOTO TEYEHHs 3a60IeBAHHS
MallHeHTa UCXOMA U3 TSUKECTH M XapakTepa 3ab0/1eBaHus.

12. HasmaueHue JekapcTBEHHBIX TIpCrapaToB IO PENICHHIO BPa4eOHOH KOMHCCHH MpH
OKA3aHWH NMEPBUYHOH MEHKO-CAHHTAPHOM [IOMOIIY, MAJUTHATHBHON MeIHIMHCKOM IIOMOIIU B
aMOyIaTOPHBIX YCIIOBHSAX MPOM3BOAMTCS B Ciydasx: 1) OHOBPEMEHHOro Ha3HAYEHHUs OIHOMY
NALHCHTY MATH K OOJiee JIEKAPCTBEHHBIX MPENapaTtoB B TEUCHHE OIHUX CYTOK WIIM CBBIIIE
ACCATH HANMCHOBAHHI B TEUEHHME TPUALIATH JHEH; 2) HAa3HAYECHUS JIEKapCTBEHHEBIX IMpernapaToB
PY HETHIIMYHOM TEYCHHH 3a00JIEBaHMsI, HATHYHH OCTOKHEHHH OCHOBHOTO 3aGONICBAHHUS M
(M) comyTCTBYIOIMX — 3a00JeBaHMI, NpH  HAa3HAYEHHH JIEKapCTBEHHBIX MPENaparos,
OCOOEHHOCTH B3aHMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COrJIaCHO MHCTPYKIHMAM [10 HX
TIPUMCHCHHUIO TIPHBOMAT K CHIXKCHHIO 3 ()EKTHBHOCTH M 0€30IIaCHOCTH JIeYeHHs TAIlHeHTa W
(M) CO3MAIOT MOTEHUHATBHYIO OIIACHOCT JUTS JKHU3HH 1 3JI0POBbS MAaIlHEHTA; 3) MEPBHYHOIO
HasHAICHUS MAMCHTY HAPKOTHYECKHX M IICHXOTPOIHBIX JEKAPCTBEHHBIX IIPEMapaToB CIHCKOB
Il i III Tlepeuns (B ciyuae OPUHATHA PYKOBOIUTENEM METHIMHCKOM OpraHu3alyy peuleHus 0O
HEOOXOMMOCTH COITIACOBAHHS HA3HAYEHHS TaKHX JIEKapCTBEHHBIX IIPENapaToB C BpayeOHOM
KOMHUCCHEH).

13. T[loBTopHOe HasHayeHWe HAPKOTHYECKHX W INCUXOTPOIHBIX  JIEKAPCTBEHHBIX
npenapatoB  cnuckoB Il wm I Ilepeuds mnpoM3BOmHTCS MeEIHMIHHCKHAM paboTHHKOM
CaMOCTOATCIIPHO MM  €[HHOIMYHO ©O€3 yd4acTHsi BpaueOHOH KOMHCCHH MAMUEeHTAM C



BRIDXKEHHBIM  OOJEBBIM  CHHIPOMOM  JTFOGOTO I'CHE3a, HapYIIEHHeM CHA, CYIOPOMKHBIMH
COCTOSTHHSIMH, TPEBOKHBIMH PacCTPOHCTBAMH, bobusmu, [ICHXOMOTOPHEIM BO30YKIEHHEM.

14. Tlpu oxazanun CKOPOH MEIMIIMHCKOH MOMOIIH JICKapCTBEHHbIE  IIpenapaThl
Ha3HAYal0TCAd MEAMLMHCKAM PabOTHHKOM BBIC3IHOM OpHransl ckopoit [IOMOIIH, MEIUITHHCKAM
PabOTHHKOM MeIHITHHCKO] OpraHH3alMH DY OKa3aHWHM MEAMIMHACKO TTOMOIIH rpakJaHam Mmpu
3a00NIEBAHUSIX, HECYACTHBIX ClIyHqasX, TpaBMaX, OTDABIEHHSX H OPYIUX COCTOSTHHSAX,
TPEOYIOIIHX CPOYHOTO MeTHITMHCKOTO BMEIIATENLCTBA.

IV. HasHauenme sexaperBenmbix MpENnapaTos rpakaaHaM, HMEOIUMM NpaBo Ha
OecruiaTHoe mosyvenue JIEKAPCTBEHHBIX MPENapaTOB HJIH NOJyYeHHE JIeKAPCTBEHHbIX
TIPENapaToB o CKUIKO, IPH 0KA3aHUH IePBHIHOI MEeAHKO-CAHHTAPHOMH NOMOIIH.

15. Tpu oxasanuu mepBHuHOlM MEHKO-CAaHUTAPHOU MOMOINH HAa3HAYEHHE MeIHUIIMHCKHM
PabOTHHKOM Ha OCHOBE KIMHWYECKHX PCKOMEHIAIMA ¥ C Y4EeTOM CTaHIapTOB MeIHIHHCKOMN
TTOMOIIIH JIEKAPCTBEHHBIX IPENapaToB, OTIYCKAEMbIX GECIIATHO MM CO CKHJIKOH, TpaKjaaHaMm,
MMCIOIIMM MTPaBo Ha o0ecrevYeHne JIeKapCTBeHHBIMH IpenapaTaMy 3a CYET CPeJICTB OIOKETHBIX
ACCHTHOBAHMH (elepabHOro GIO/DKETA U BIOKETOB cyoBekToB Poccmiickoit Menepanmu,
OCYIICCTBIIACTCA Ha PELENTYpHOM Oianke N 148-1/y-04(x). Ilpu odopmiaenun penenra Ha
Onanke dopmer N 148-1/y-04(:1) Ha 6ymakHOM HOCHTEIE O(GOPMIIIOTCS 1B 3K3EMTLISPa, OIUH
M3 KOTOPBIX OCTAaeTCs B anTevHON OpPraHH3allMH, BTOPOH - B MeIUIMHCKOIN JIOKYMEHTAIHH
NanyueHTa.

16. TlpaBo HasHauaTh JeKapCTBEHHbIE lIpenaparsl rpaxkjaHaM, HMEIOIIMM I[paBO Ha
OecruiaTHoe  mosydeHHe JIeKapCTBEHHbIX NpEIapaToB HIH IMOJyYEHHE JIEKAPCTBEHHBIX
[PEIIApaToOB €O  CKUAKOH, Takke HMEOT: 1) MeIMuMHCKHE paGOTHHKH, paborarorue B
MEIMIMHCKOH OpraHn3allul [0 COBMECTHTEIBCTBY (B mpenenax cBoeil KoMIeTeHIHH); 2)
MCIHUNHCKAE PaOOTHUKM CTalHOHAPHBIX OPraHM3aIMH CONHAIBLHOIO oOcnyXuBaHus Ipu
HAIMIHK JIMICH3MA HA OCYIICCTBIEHHE MEMIMHCKON JICATeIBHOCTH, npeaycMatpuBarommei 10
BBIMTOIIHEHHE paboT (OKa3aHHE YCIIYT) 10 OKA3AHHEO [EPBHYHOL Me/IMKO-CaHHTAPHOH OMOIIHU B
aMOyJIaTOPHBIX YCIIOBAAX (HE3aBHCHMO OT BeJIOMCTBEHHOMH IIPHHAUIEIKHOCTH); 3) MEAHIIHHCKHE
PabOTHUKM METMIMHCKHX OpraHM3allHi, OKA3BIBAIOLIHX MEPBHYHYIO MEIHKO-CAaHUTAPHYIO
[TOMOIIE, ITOABCAOMCTBEHHBIX (DeAepalbHBIM OpraHaM HCIIOJHUTEIBHOH BIACTH HIIM opraHam
HCTIOTHUTENBHOW  BIACTH CYOBEKTOB  PoccHiickoii OQenepannn; 4) HHIMBHIYAIbHBIE
IPCANPHHUMATEITH, OCYIIECTBIIOIMNE MEIHIIMHCKYIO IesATeNbHOCT: M BKIIOYEHHBIE B peectp
MCIHIIMHCKAX OpraHu3allMi, OCYIIEeCTBIAIOIIMX IeATeLHOCTE B cepe obs3aTensHOrO
MEIMIIHHCKOrO CTpaxoBaHusl.

17. Ilpu HasHa4YeHWH JIeKApCTBEHHBIX NPENapaToB TpakJaHaM, HUMEIOIAM MpaBO Ha
OccrulaTHOE  MONMy4YeHHWe JeKAapCTBEHHBIX NpenapaToB HWIM MOJIy4eHHE JIEKAPCTBEHHBIX
TIPETIApaToB €O CKMAKOM, B PELENTe yKa3hBACTCH HOMEp TeiedoHa, 110 KOTOpOoMY pabOTHHK
ANTEIHON OPraHM3alMK NPH HEOOXOAMMOCTH MOYKET COTIACOBATD C MEJIMIIHHCKUM PabOTHHKOM
3aMEHY JIEKapCTBEHHOTO Mpernapara.
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