BBIIIMCKA U3 ITPUKA3A MunucrepcrBa 3apaBooxpanenust PO ot 14 suBaps 2019 r. N 41 «Ob
YTBEPXKAEHUU TIOPAAKA HA3HAYEHUSA JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PELEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE IIPEITAPATEI, ITOPAJKA

OO®OPMIJIEHMA YKA3AHHBIX BJIAHKOB, UX VUETA WU XPAHEHUMA (8 pen. Ilpuxasos
Munzapasa P® ot 11.12.2019 N 1022H, ot 08.10.2020 N 1075H)

HOPAJOK HASHAUYEHUSA JIEKAPCTBEHHBIX
IHPEITAPATOB

1. O0mue moJs10KeHud

1. Hactodmuil nopsaoK yCTaHABIMBAaET IPAaBWJIa HA3HAYCHMsI JIEKAPCTBEHHBIX IIPENapaToB JUIs
MEAMIMHCKOTO NMPUMEHEHHUS (Jlajiee - JIEKapCTBEHHbIE IpernapaThl) 1 OpOpPMIICHUSI UX Ha3HAUYEHUS
IIPY OKa3aHUU MEAULIMHCKON TOMOUIY B MEJUIIUHCKUX OpraHU3alusiX.

2. Ha3znaueHue JeKapCTBEHHBIX IMpENapaToOB OCYIIECTBISETCS JIEYalllUM BpayvyoM, (enbIaiepom,
aKylIepKoll B cCiy4ae BO3JIO)KEGHHS Ha HHUX IIOJHOMOYMM JI€Halllero Bpaya B MOPSJIKE,
YCTaHOBJICHHOM IPUKa30M MUHHCTEPCTBA 3[paBOOXPAHEHHUS U COLMAIBHOr0 pa3BUTUs Poccuiickoit
Oenepannn ot 23 mapta 2012 r. N 2521 "O6 yrBepxaenuu [lopsiaka Bo3noxkeHus Ha denbamepa,
aKyUIEpKy PYKOBOJMTENIEM MEAUIMHCKOW OpraHU3alMM MPU OPraHU3alUU OKAa3aHHs MEPBUYHOMU
MEINKO-CAaHUTAPHON TIOMOIIM M CKOPOM MEAMIMHCKOW MOMOIIM OTACTBHBIX (DYHKIHMA Jedamiero
Bpaya 10 HeMOCPEACTBEHHOMY OKa3aHUIO0 MEIUIIMHCKON MOMOIIM MAallMeHTy B MepHoJ HA0II0IeHUs
3a HUM M €ro JICYEHMs], B TOM YHCJIe 110 Ha3HAYEHUIO U MPUMEHEHUIO JIEKApCTBEHHBIX MPENaparos,
BKJIIOYAasi HAPKOTUYECKHUE JIEKAPCTBEHHBbIE IMpenaparbl M ICUXOTPOMHBIE JIEKAPCTBEHHBIE
npenaparbl”, WHIUBUAYATbHBIMH TPEANPUHAMATEISIMUA, OCYIIECTBISIONIMMU  MEIUIIUHCKYIO
JESTENLHOCTH (Jjajiee - MeTUIIUHCKHE PAOOTHUKH).

3. CBegeHuss O Ha3HAUEHHOM JIEKapCTBEHHOM IIpenapaTe (HaMMEHOBAaHUE JIEKapCTBEHHOI'O
npenapara,  JO03MpPOBKa, CIOCOO0  BBEJIEHMs U IPUMEHEHHUS, PEKUM  JI0O3UPOBAHMA,
IPOJOKUTEIBHOCTD JIEYeHNUs U 00OCHOBaHME HAa3HAYEHMs JIEKApPCTBEHHOT'O IperapaTa) BHOCATCS
MEIUIUHCKUM PaOOTHUKOM B MEAULIMHCKYIO JOKYMEHTAIUIO MTalUEeHTA.

B cnyuasx, yka3zaHHbIXx B TyHKTax 9 - 12 Hacrosmiero Ilopsnka, MeTuIMHCKUN paOOTHHK
oopMIIsIeT Ha3HAYCHHUE JIEKAPCTBEHHBIX MPEMapaToB, B TOM YHUCIE MOJISKAIINX U3TOTOBICHHUIO U
OTITYCKY AaNTEeYHBIMH OpraHU3alUsMU (Jajiee - JIGKAPCTBEHHBIC MpenapaThl HHIWBHIYaILHOTO
W3TOTOBJICHHsSI), Ha pelenTypHoM OjaHke, OQOPMICEHHOM Ha OyMa)KHOM HOCHTENE 3a CBOEH
MOAMKCHIO (Jasiee - penent Ha OyMaXKHOM HoOcWTeNne), u (WJIM) C COTJacusl TMAIlMeHTa WM €ro
3aKOHHOTO TIPEJICTABUTENS Ha peHenTypHOM OnaHke B (opMe SJIEKTPOHHOTO JOKYMEHTa C
UCIIOJIb30BAaHUEM  YCHJICHHON KBAIM(DHUIIMPOBAHHON AJICKTPOHHOW TOIIMUCH  MEAWIIHHCKOTO
paboTHHKa (anee - perent B GopMe JIEKTPOHHOTO TOKYMEHTA).

Penent B opMe AJIEKTPOHHOTO JOKYMEHTA, COAepKaIIUi Ha3HaAYeHNE HAPKOTHUYECKHUX CPEJICTB MIIH
NICUXOTPOIHBIX BEIECTB, MOAMUCHIBACTCS C HCIOJB30BAaHUEM YCHJIEHHON KBaJU(HUIMPOBAHHON
AIIEKTPOHHOM MOJIMUCH JIeYalllero Bpada WM (Qesbamiepa, aKylepKd, Ha KOTOPBIX BO3JIOKEHBI
(GyHKLIMY JIeHaiero Bpaya, 1 COOTBETCTBYIOLICH MEAUIIMHCKOW OpraHn3aIiHy.
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Odopmitenne pernentoB B GOpME MEKTPOHHBIX TOKYMEHTOB OCYIIECTBIISIETCS B Cllydae MPUHATHA
YIOJIHOMOYECHHBIM OPTraHOM HCIIOJTHUTEIIBHOW BiacTH cyObekTa Poccuiickoii ®enepanuu B
COOTBETCTBUM C NYHKTOM 4 ctathl 6 DenepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHuu JIEKapCTBEHHBIX CPEACTB" perieHus 00 HCIOJIb30BAaHUU HA TEPPUTOPUH CyOBEKTa
Poccuiickoit @enepanuu HapsiLy ¢ pelenTaMy Ha JIGKAPCTBEHHBIE TpenapaTsl, 0(pOpMICHHBIMU Ha
OyMa)XHOM HOCHUTENe, PEIENTOB Ha JIEKApCTBEHHBIE Mpernaparbl, cHOPMUPOBAHHBIX B (opme
AJIEKTPOHHBIX JOKYMEHTOB.

4. llpu BbIIHMCKE MaLMEHTAa W3 MEIULMHCKOM OpraHu3alu, B KOTOPOH €My OKa3blBajach
MEAMIIMHCKAs TIOMOIIb B CTAal[MOHAPHBIX YCIOBHUSX, JAHHOMY NAlUEHTY [0 PELIECHUIO
PYKOBOIMTENS MEIUIIMHCKOW OpraHM3alii Ha3HA4alTcs ¢ odopmiieHHeM perenta B (opme
3JICKTPOHHOTO JOKyMEeHTa W (Wiau) Ha OyMaXHOM HoOcuTene (3a HMCKIoYeHHuEeM ohOopMIICHUS
pEIenTOB Ha JIEKAPCTBEHHBIC MPENapaThl, MOAJICKAIINE OTIYCKY OSCIUIATHO WIIA CO CKHIIKOK) 00
BbIIal0TCA (MAIIMEHTY WK €ro 3aKOHHOMY IPECTaBUTEII0) OJTHOBPEMEHHO C BBITUCKOMN U3 UCTOPHUH
0OJIe3HW JICKAPCTBEHHBIC IMpernaparbl, B TOM YHCJI€ HAPKOTUYECKHE U TCUXOTPOITHBIE
JIeKapCTBEHHbIE MpenapaThl, BHeceHHble B cnuckud |l u |l mepedyns HapKOTHYECKUX CPEICTB,
MICUXOTPONHBIX BEIIECTB M UX MPEKYPCOPOB, MOMJIEKAUX KOHTpou0 B Poccuiickoit Denepannu,
YTBEpKJI€HHOTro nocraHoBieHueM llpasurtenscrBa Poccuiickoit @enepaunu ot 30 urona 1998 r. N
681 <6> (nmanee - [lepeueHb), CHIIBHOAECHCTBYIOIINE JIEKAPCTBEHHBIE MIpENapaThl, HA CPOK MpHUEMa
HalMEHTOM JI0 5 nHeH.

5. Ha3HaueHue JEKapCTBEHHBIX IMPEMapaToB MpH OKA3aHUU MEAMLIMHCKOW TOMOLIM B
CTAIlMOHAPHBIX YCIOBUAX B TPeOOBaHUSIX-HAKIAIHBIX, HAIMPABJISIEMbIX B alTeYHbIe OpraHU3aIUH,
SBIISIOIIMECS.  CTPYKTYPHBIMH — TIOJPA3JCIICHUSIMA  MEIUIIMHCKOH OpraHu3ali, B KOTOPOM
OKa3bIBACTCSI METUIIMHCKASL TTOMOIIb, OCYIIECTBIISIETCS B COOTBETCTBHH ¢ UHCTpYKIIMEH O MOpsIIKe
BBINKCBIBAHUS JIGKAPCTBEHHBIX TPETapaToB M OQOPMIICHHS PEIENTOB U TpeOOBaHHI-HAKIIAIHBIX,
YTBEP)KJIECHHOM MpHKa3oM MUHHCTEpCTBA 3/[paBOOXPAHEHUS U COLMAIbHOrO pa3BuTHs Poccuiickoi
Oenepannun ot 12 deBpans 2007 r. N 110 "O mnopsanke Ha3HAYEHUS ¢ BBIMUCHIBAHUS
JIEKapCTBEHHBIX MPENnaparoB, HU3JENUA MEIUIIUHCKOTO Ha3HA4YeHHs M CIEIHaTu3UPOBAHHBIX
IPOJYKTOB JIEUeOHOrO MUTAHUS" .

6. Ha3zHaueHue JeKapCTBEHHBIX IPENapaToB OCYILECTBIIAETCS MEIUIUHCKUM DPAOOTHUKOM I10
MEXIYHAPOJAHOMY HEIATEHTOBAHHOMY HAMMEHOBAHUIO, 4 IIPH €r0 OTCYTCTBUU - TPYNIIMPOBOYHOMY
UM XUMHUYECKOMY HAaMMEHOBAaHHUIO. B cilydae OTCYTCTBHMS MEXIyHApOIHOTO HENATEHTOBAHHOIO
HaVMEHOBAHMS U IPYIIIAPOBOYHOIO WIIM XMMUYECKOTO HAUMEHOBAHMS JIEKAPCTBEHHOTI'O Mperapara,
JIeKapCTBEHHBIH Mpenapar Ha3HavyaeTcs MEAULMHCKUM paOOTHUKOM 110 TOPrOBOMY HAMMEHOBAHUIO.

[Ipy HaMMYUM MEAMIMHCKUX IOKa3aHWH (MHIMBUIYyaJdbHasi HENEPEHOCHUMOCTb, MO XHU3HEHHBIM
MOKa3aHUAM) 110 PEHICHUI0 BpauyeOHOW KOMHCCUU METUIIMHCKON OpraHu3anun <8> OCyIIeCTBISIETCS
Ha3HayeHHe U oopmileHne Ha3HAYeHHS JEKAapCTBEHHBIX MPENapaToB, HE BXOSAIIMX B CTaHIApPTHI
MEIUIIUHCKON TOMOIIH, pa3pabOTaHHBIX B COOTBETCTBUU ¢ INYHKTOM 4 ctatbu 10 denepanbHOro
3akoHa or 21.11.2011 N 323-®3 "OO6 ocHOBax oOXpaHbl 3J0pOBbs TpaxiaaH B Poccuiickoii
®eneparun'", 11060 MO TOPrOBHIM HAMMEHOBAaHUSAM. PemieHne BpaueOHON KOMUCCHM METUIIMHCKOM
opraHu3anuu (QUKcUpyeTcs B MEAUIIMHCKOW JOKYMEHTAllMM MaleHTa U B KypHaie BpaueOHOU
KOMHCCHH.

7. HaznaueHue JIEKapCTBEHHOr'O IpernapaTra B pelente Ha OyMaKHOM HOCHUTENE WM pelenTe B
dbopMe 3IIEKTPOHHOTO JOKYMeHTa odopmiiseTcss Ha MMs MalMeHTa, JJisi KOTOpOro IpeaHa3HadyeH
JIEKApCTBEHHBIN IIpenapar.
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Penient Ha OymakHoM Hocutene, opopMIIeHHBIH Ha peuentypHoMm Omanke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (1), yTBEp>KIEHHBIX HACTOAIIMM IIPUKA30M, a TakKe pelenT Ha
OyMa)kHOM HocuTelne, ohopMIIEHHBIN Ha penentypHoM Omanke Gopmbel N 107/y-HII, yTBepKaeHHOI
npukazoM MunHucrepcTBa 31paBooxpanenus Poccuiickoit @enepaunn ot 1 aBrycra 2012 r. N 540
"O06 yrBepkaeHuu (HOpMBI OJIAHKOB PEIIETITOB, COACPKAIMUX HA3HAYCHHE HAPKOTHUYECKUX CPEICTB
WM TICUXOTPOIHBIX BEIIECTB, MOPSIKa UX H3TOTOBIICHUS, paclpeesieHus, perucTpaluu, ydyera u
XpaHeHus1, a Takxke mpaBmi opopmiieHus" (manee - ¢dopma N 107/y-HII), moxker ObITh MOTy4YeH
MAIMEHTOM, €r0 3aKOHHBIM MPEJICTABUTENIEM WJIH JTUI[OM, UMEIOLIEM O(hOPMIICHHYIO B COOTBETCTBUU
C rpakAaHCKUM 3aKOHOIaTeNbcTBOM Poccuiickoit deaepaiuy 10BEpEHHOCTh OT NAMEHTA Ha MPABO
MOJIyYEHUs TAKOTO perenTa (fanee - ynoJHOMOYEHHOE JIULIO).

Peuenit B opMe 3MEKTPOHHOTO JOKYMEHTa (POPMUPYETCS] C MCIOIB30BAHUEM TOCYAAPCTBEHHOM
uH(pOPMaLlMOHHON cucTeMbl B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoit denepauuu,
MEAUIIMHCKONW HH(POPMAITMOHHON CUCTEMBI METUITMHCKON OpTaHHU3aIliH.

daxkTt BblIa4YM pCUcrTa Ha JIeKapCTBeHHI)If/i npenapar 3aKOHHOMY IMPCACTABUTCIIO HIIN
YIIOJHOMOYCHHOMY JIMITY (I)I/IKCI/IpyeTCH B MCﬂHHHHCKOﬁ JAOKYMCHTAIIUU IMAaUCHTA.

8. MG,HI/II_[I/IHCKI/IM pa6OTHI/IKaM 3alpeiacTcAa 0(1)OpMJ'I$IT]':> PCUCIITHI IMPpU OTCYTCTBUH Yy ITAalIUCHTA
MCIUIIMHCKHUX HOK&BaHI/If/'I; Ha  HE3ApCTUCTPUPOBAHHLBIC  JICKAPCTBCHHBLIC  IPCHaparTshl; Ha
JICKAPCTBCHHLIC IIp€laparbl, KOTOPBIC B COOTBCTCTBHU C HHCTPYKI_IPIGI;'I no MCEIUINUHCKOMY
MNPUMCHCHUIO TMPEAHA3HAYCHBI [JIA IMPUMCHCHUA TOJBKO B MCIAUIHMHCKUX OpraHu3anugax; Ha
HAapKOTHYCCKHUEC CpCaACTBA W IICUXOTPOIIHBIC BCHICCTBA, BHCCCHHBLIC B CIIMCOK 1 HepeqHH,
3apCruCTPUPOBAHHBIC B KAYCCTBEC JICKAPCTBCHHBLIX IMPCIIApPAaTOB, B LCIIAX NPUMCHCHHUA JI JICUCHUA
HAapKOMaHHWH.

WHauBuayallbHBIM — NPEAIPUHUMATENAM, OCYLIECTBIAIOIIMM  MEIULUHCKYIO  A€ATEIbHOCTD,
JIOTIOJTHUTEIBHO K TPeOOBAHMSM, YKa3aHHBIM B a03alle IepBOM HACTOSAIIErO MYyHKTA, 3alpelaeTcst
oopMIIATH pelenTsl Ha HAPKOTUYECKHE CPEACTBAa U TICUXOTPONHbBIE BEIIECTBA, BHECEHHBIE B
cnucku Il u [l Tlepeuns (nanee - HAPKOTMYECKHE U MCUXOTPOIHBIE JIEKAPCTBEHHBIE IMpenapaThl
ciuckoB II u III Ilepeuns).

9. Ilpy Ha3HAYeHHMU HAPKOTHYECKUX M IICUXOTPOIMHBIX JIEKApPCTBEHHBIX IpernaparoB coucka Il
[lepeuns, 3a HUCKIIOYEHHMEM JIEKAPCTBEHHBIX IMPEMaparoB B BUAE  TpPaHCIEPMAIbHBIX
TepaneBTUUECKUX CUCTEM U JIEKapCTBEHHBIX MPENapaToB, COACPKALIMX HAPKOTUYECKOE CPEACTBO B
COYETaHWM C AHTAarOHHCTOM OIMOWIHBIX PEHENTOPOB, pEUenThl Ha OyMa)XHOM HOCHTENe
odopmistoTes Ha perentypHoM 6manke Gpopmbl N 107/y-HII.

10. Penentypusiit 01ank ¢popmel N 148-1/y-88 odopmisiercst npu Ha3HAUEHUU:

1) HapKOTHYECKHX U TICHXOTPOIHBIX JIeKapCTBEHHbIX mpenapatoB coucka Il Ilepeuns B Buze
TPaHCACPMAIIBHBIX TEPANIEBTUUECKUX CUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IIPENApAaTOB CIHCKA
IT Ilepeuns, coaepkamuX HAPKOTHYECKOE CPEACTBO B COYETAHMU C AHTArOHHUCTOM ONMUOMIHBIX
pEeLenTopoB, IICUXOTPOIHBIX JIEKAPCTBEHHBIX Ipenaparos cnucka Il Iepeyns;

2) JNEeKapCTBEHHBIX MPENapaToB, O0JAAIMMX aHAOOJUYECKON aKTUBHOCTBHIO (B COOTBETCTBHHU C
OCHOBHBIM (bapMakoIOrH4ecKUM NENCTBUEM) u OTHOCSIINXCS 1o
AHAaTOMO-TEPANEBTUYECKO-XUMUYECKON KJ1acCupUKaluy, PEKOMEHI0BaHHOMN Bcemupnoi
opranm3aiuei 3apaBooxpanenus (ganee - ATX, k anabonuyeckum crepounnam (kox A14A) (manee -
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JeKapCTBeHHbIE TpenapaTsl, oOjajaromme aHaO0OJIMYeCKOW AaKTHBHOCTBIO B COOTBETCTBUU C
OCHOBHBIM (DapMaKOJIOrMUECKUM JICHCTBHUEM);

3) JIeKapCTBEHHBIX IPEMapaToB, YKa3aHHbIX B IyHKTe S5 Ilopsiaka oTmycka (GU3MYECKUM JIMIIAM
JIEKAPCTBEHHBIX MPENapaTtoB JUisi MEAUIIMHCKOIO TPUMEHEHHsS, COJEPXKAIUX KpOME MajbIX
KOJIMYECTB HAPKOTUYECKHX CPEJCTB, IICHXOTPOIHBIX BEIIECTB M HUX MPEKYpCOPOB JpyTHE
dbapMaKkoIOTHYECKHEe  aKTHBHBIC  BEIIECTBA,  YTBEPXKJACHHOTO  TpHUKa3oM  MuUHHCTEpCTBA
3paBOOXPAaHEHUS U colMaibHOTO pa3BuTusa Poccuiickoin @enepauun ot 17 mag 2012 r. N 562H
(manee - IlopsiioK OTIyCKa JIEKAPCTBEHHBIX MPENApaToB);

4) nexkapCTBEHHBIX IPENapaToB HWHIUBUIAYAIbHOI'O M3TOTOBIEHUS, COJAEPKAIIUX HAPKOTHUECKOE
cpeAcTBO Win ncuxorponHoe BemiectBo cmnucka Il ITlepeuns, u npyrue ¢apmakonorundeckue
AKTHBHBIC BEILECTBA B J]03€, HE MPEBBIIIAONICH BBICIIYIO PA30BYIO 103y, U IIPU YCIOBHUH, YTO 3TOT
KOMOMHUPOBAHHBIN JIEKApCTBEHHBIN Ipernapar He sBJISETCS HApKOTUYECKUM WM HNCUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToMm cnucka Il [lepeuns;

5) JICKAPCTBCHHLBIX  IIPCIapaToB, nmomicxKamux MpeaAMCTHO-KOJIMYCCTBCHHOMY  YUCTY, HE
NEPEYNCICHHBIX B TOANMYHKTaX | - 4 HacTOALIEr0 MyHKTa (32 MCKIIOUYCHHEM JIEKApCTBEHHBIX
[IPENapaToB, OTIIYCKAEMbIX O€3 peLenTa).

11. Peuentypusiii 6mank gopmsl N 148-1/y-04 (1) opopmiisiercs mpu Ha3HAYSHUH JIEKAPCTBEHHBIX
MpernapaToB TpaxkJaHaM, UMEIONUM MPABO Ha OECTUIATHOE MOJydeHHUE JICKAPCTBEHHBIX TPerapaToB
WIN TIOJYYCHHUE JICKAPCTBEHHBIX MTPETapaToOB CO CKHUJIKOM.

12. Penentypusriii 61ank ¢popmel N 107-1/y opopmiisercs mpu Ha3HAYCHUH:

1) nexkapcTBEHHBIX IpernapaTroB, yka3aHHbIX B OyHkTe 4 Ilopsiaka oTmycka JeKapCTBEHHBIX
[Iperaparos;

2) NlekapCTBEHHBIX MPENapaToB, HE YKa3aHHBIX B MyHKTax 9 - 11 Hacrosmero Ilopska.

13. Ilpn Ha3Ha4YeHHM JIEKAPCTBEHHOTO IpernapaTa WHAMBUAYAJIbHOTO M3TOTOBJIEHHUS B PELENTE Ha
OyMa)xHOM HocuTene W (WiIM) peuente B (opMe 53IEKTPOHHOTO JIOKYMEHTa HauMEHOBaHMS
JIEKAPCTBEHHBIX IIPENaparoB, BKIIOYEHHBIX B MEPEYEHb JIEKAPCTBEHHBIX CPEACTB  JUIA
MEIUIUHCKOTO TPUMEHEHUs, MOJUIekKalMX MPeIMeTHO-KOJIMYECTBEHHOMY Yydery (nmanee -
JIEKapCTBEHHbIE IpernapaThl, BKIOYeHHbIe B rnepeueHb [IKY), yka3piBaroTcs B Hayaie pelenta,
3aTEM - BCE OCTaJIbHbIC UHTPEIUECHTHI.

14. Tlpu Ha3HaAYeHMM JIEKApCTBEHHOrO Ipenapara B peLenTte Ha OyMa)KHOM HocHUTene U (Win)
peuente B (hopMe AIIEKTPOHHOTO TOKYMEHTA 3alpeliaeTcs MPeBbIIaTh KOIMYECTBO HAPKOTHUECKUX
CPeACTB WM TICHXOTPOIHBIX BEMIECTB, KOTOPOE MOXKET OBITh BBITUCAHO B OJHOM pEIICITE,
ycraHoBlIeHHOe npuiiokeHueM N 1 k Hactosimemy [Topsaky, 3a HCKITIOUEHHEM CIy4aeB, YKa3aHHbBIX
B myHKTax 16 u 25 nacrosmero [Topsaka.

15. Ilpn Ha3HaYeHUM JIEKAPCTBEHHBIX NPENApaToB, BKIOYEHHBIX B nepedeHb [IKY, nosa xoropbix
MPEBBIIIAET BBICHIMI OJHOKPATHBIM NpueM, MEIULIHUHCKUA pabOTHUK 0003HAYaeT 103y STOro
JIEKapCTBEHHOTO Mperapara B pelente Ha OyMaKHOM HOCUTENEe MPOMHUCHIO C MPOCTABICHHEM
BOCKJIMIIATEIILHOTO 3HaKa U (WUJIM) IPOCTABIISIET BOCKJIMIIATEIbHBIN 3HAK MpU 0OpMIIEHUH pelienTa
B (hopMe IIEKTPOHHOTO JJOKYMEHTA.

16. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IIpENapaToB, BKIOUEHHBIX B nepedeHs [IKY, mpu
OKa3aHWM MalMeHTaM, HYXJAIOIIUMCS B JUINTEIILHOM JICUEHUH, NEPBUYHON MEAMKO-CaHUTApHOU
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MOMOIIH U MaJUTMATUBHON MEIUIIMHCKOW TTOMOIIUA MOXET OBITh YBEIHMYEHO C YY€TOM KIIMHUYECKUX
pexoMeHanuii He 0oJiee 4yeM B 2 pas3a [0 CPaBHEHMIO C KOJMYECTBOM HApPKOTUYECKUX CPEICTB WUITU
TICUXOTPOIMHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBITUCAHO B OJHOM PEIEMNTE, YCTAaHOBICHHBIM
npunoxenueM N 1 k Hacrosmemy llopsnky. (B pen. Ilpukaza MunzapaBa PO or 11.12.2019 N
1022H)

B cnyuasix, mpenycMOTpEeHHBIX a03alieM MEepBBIM HACTOSIIETO IMYHKTA, HAa PelenTax Ha OyMaKHOM
HOCHTENIe Tpou3BoAUTCS Haanuch "[lo cneunasbHOMY Ha3HAYCHMIO", OTIENBbHO 3aBEepPEHHAs
MOJMMCHI0 MEAWIIMHCKOTO PAa0OTHHUKA M TIEYaThI0 MEAWIIMHCKON opranm3aruu "J{ns penenTtos", Ha
perentax B (opMe SIEKTPOHHOIO JOKyMEeHTa mpousBoautcs otmeTrka '"Ilo cnenuanbHOMY
Ha3HAuYeHUIO" C TPOCTABICHHWEM YCHJICHHOH KBaTU(UIIMPOBAHHOW SJIEKTPOHHOH MOJIIHCH
MEAMIIMHCKOTO PabOTHHKA.

17. CoctaB JeKapCTBEHHOTO Iperapara, JIeKapcTBeHHas (opma u oOpalmieHHe MeIUIITHCKOTO
paboTHuKa K (apmarieBTHUeCKOMY pPAaOOTHHKY 00 OTIYCKE JIEKapCTBEHHOrO IIpernapara
O0(OPMIISIFOTCS] Ha JITATHHCKOM SI3BIKE B POJTUTCIIBHOM ITaJICKeE.

[Tpu opopmiteHnU perenTypHBIX OJaHKOB JOMYCKACTCS UCTIOIB30BAaHUE COKPANICHUH (IIPUIIOKCHHE
N 2 k Hacrosimemy [lopsaxy).

[Ipy Ha3HaueHMM JIEKAPCTBEHHOI'O IIpernapara He JAOINYCKAaeTCsl COKpauleHue ONM3KUX 110
HalMEHOBAHUSAM HHIPEIUEHTOB, COCTABJIAIOLIMX JIEKApCTBEHHBIM INpernapar, HE MO3BOJISIOIINX
YCTaHOBUTH, KAKOM UMEHHO JIEKAPCTBEHHBIN IIpernapaT Ha3HauEH.

18. Crioco0 mpuMeHeHHUsl JIEKapCTBEHHOTO IpernapaTa 0003HavyaeTcs C yKa3aHHUEM J103bl, YacCTOTHI,
BPEMEHU IIpHEMa OTHOCHTEIBHO CHA (YTPOM, Ha HOYb) M €r0 JUTUTEIBHOCTH, a JIJIS JICKApCTBEHHBIX
IIpenapaToB, B3aUMOJCHCTBYIOIUX C MULIEH, - BpEMEHH MX YNOTPEOICHHs] OTHOCUTEIBHO MpHeEMa
YA (0 €bl, BO BPEMS €JIbl, TOCIIe €/Ibl).

19. Ilpu HEOOXOIMMOCTH HEMEUIEHHOTO WJIM CPOYHOTrO (B T€UEHHUE JBYX pabouyux JHEH) OTIycKa
JIEKapCTBEHHOTO TIpernapaTa MalUeHTy B BEpXHeW wvacTh peuenta Ha OyMakKHOM HOCHTENe
MpoCcTaBIsIOTC  0003HaueHust "cito" (cpouno) wunu "statim" (HeMenJeHHO). AHaJOTUYHBIC
0003HaueHMsI MPOCTABIIAIOTCS B BUE€ OTMETOK MU OGOPMIICHHH pelenTa B popMe 3JIeKTPOHHOTO
JTIOKYMEHTA.

20. Ilpu odopmiieHnn Ha3HAUYEHUS TOTOBOIO JIEKAPCTBEHHOI'O Mpernapara B pelente Ha 0yMaKHOM
HOCHUTeNle WU pelente B (popMe 3JIEKTPOHHOIO JOKYMEHTa KOJMYECTBO JAECUCTBYIOLIMX BEIIECTB
YKa3bIBaA€TCA B COOTBETCTBUU C I/IHCTp}/KIIHeﬁ o MECAUIMUHCKOMY NMPUMCHCHUIO JICKAPCTBCHHOTO
npernapara.

[Tpu odopmieHnn Ha3Ha4YeHMs JIEKAPCTBEHHOTO Ipernapara WHIMBUIYaJbHOTO HM3TOTOBJICHUS B
peuente Ha OyMa)KHOM HOCHUTENE WM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJIHUYECTBO
TBEPJABIX U CHITYyYUX (apManeBTHUYECKHX cyOcTaHIMi ykasbiBaeTcss B rpammax (0,001; 0,5; 1,0),
KUAKUX - B MIWITWIATPaX, TpaMMax U Karusax.

21. PenenTsl Ha OyMa)XHOM HocHTene, B (GopMe JIIEKTPOHHOTO JTOKYMEHTa, O(OopMIIEHHBIE Ha
peuentypHoM Onanke ¢Gopmbl N 148-1/y-88 u mpemnasHadyeHHBIC I OTMYCKa JIEKAPCTBEHHBIX
MpenaparoB, MPeAyCMOTPEHHBIX MoAnyHKTamMu 2 - 5 mnyHkta 10 Hacrosuero Ilopsjka,
JIEHCTBUTENLHBI B TeUCHHE 15 MHEH co aHS opopMIICHUSI.

22. PenenTsl Ha OyMa)XHOM HocHTene, B (GopMe JIIEKTPOHHOTO JTOKYMEHTa, o(opMIIeHHBIE Ha
peuentypaoM Oanke ¢hopmbl N 148-1/y-04 (;1) u nmpegHa3HaYEHHBIE JIs OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB rpaxjiaHam, ykazaHHbIM B myHKTe 11 Hacrosimero Ilopsiaka, 1edcTBUTENbHBI B TEUCHUE
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30 nue#t co aHA oQOpMIICHHS, 32 UCKITIOUEHHEM CiIydaeB O(OpMIICHHS pelernTa B COOTBETCTBHU C
nyHktamu 39 u 40 nacrosmero [lopsiaka, mpu KOTOPBIX OH JIEMCTBUTENICEH B TE€UEHHUE 15 JqHEH co
nHst opopmutenus. (B pex. [lpukaza Munsnpasa PO or 11.12.2019 N 1022h)

23. PeuenTsl Ha OyMaXHOM HOcCHUTeNe, B (popMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
peuentypaoM Osanke ¢hopmbl N 148-1/y-04 (;1) u npegHa3HauYEHHBIE JIs OTIYCKa JIEKApCTBEHHBIX
IpenapaToB TpaxkJaHaM, JOCTUTIIMM TIEHCHOHHOTO BO3pacTa, WHBAJIUAAM IIEPBOM TPYIIIIHL,
NeTAM-UHBAIUAAM, a TaKKe TpakIaHaMm, CTPaJalolUM XPOHUYECKUMHU 3a00JICBaHUSIMU,
TPeOYIOUIMMH JJIUTEIBHOTO KYpCOBOTO JICUCHHS, JIEHCTBUTENbHBI B TedueHue 90 nHel co AHA
odopMIIeHHUS.

Jlist nmedeHus XPOHMUYECKUX 3a00JIeBaHUN yKa3aHHBIM KATETOPHUSM TpakJIaH JIEKapCTBEHHBIC
npenapatel ¢ O(GOpPMIICHHEM pEIeNnTOB Ha OyMa)XHOM HOCHTENE WM pPelenToB B Qopme
AJIEKTPOHHOI'O JIOKYMEHTa MOT'YT Ha3HadaThCcsi Ha Kypc jedenus no 180 nueit. (B pen. Ilpukasa
Munzapasa PO or 11.12.2019 N 1022#)

24. PeuenThl Ha OyMaXHOM HOCHTENE, B (OpMe 3JICKTPOHHOTO JIOKyMEHTa, O(QOpPMIICHHBIC Ha
peuentypaoMm Omanke Gopmbel N 107-1/y u mpeaHasHadeHHBIE I OTHYCKA JIGKAPCTBEHHBIX
npenapaToB, MPEAyCMOTPEHHBIX MyHKTOM 12 Hactosmiero [Topsiika, nedcTBUTEIbHBI B TeueHHE 60
JHEH co JTHS 0(OPMIICHHSI.

[Ipy Ha3HaYeHWH TOTOBBIX JIEKAPCTBEHHBIX IIPENaparoB M JIEKAPCTBEHHBIX IIPErapaToB
WHIWBUIYAIbHOTO H3TOTOBIICHUS TAllMEHTaM C 3a00JICBaHUSMH, TPEOYIOMUMHU UTUTEIHLHOTO
KypCcOBOTO JieueHus, ¢ odopMieHHeM Ha penentypHoM Onanke dopmbl N 107-1/y peunenrta Ha
OyMaXHOM HOCHUTENIC WM B (OpME 3JICKTPOHHOTO JOKYMEHTA YCTAaHABIMBACTCS CPOK JCHUCTBHUS
pelienTa B mpejenax A0 OJHOTO KaJleHIapHOIo roja.

B cnydae ycraHOBieHHs Cpoka JAEHCTBHs pelenTa B Mpenenax J0 OAHOTO roja B pelente
npoctasisierca otMeTka "[lo crnennanbHOMY Ha3HaueHUIO", 0003HAYaeTCsl CPOK JAEUCTBUS pellernTa
U TEpUOAWYHOCTh OTIYCKA JIEKAPCTBEHHBIX MpernaparoB M3 aNTeYyHOW OpraHu3aluy MU
HHIWBHUIYaJIbHBIM NpCANIPUHUMATECIICM, HUMCIOIIIUM JIUIICH3HUIO Ha @apMaHeBTI/I‘ICCKYIO
NeSTEIbHOCTD (€KEHENIeIbHO, €KEMECSIYHO M HHbIE IMepHoAbl). J(OMONHUTENBHO 3TO yKa3aHHe
3aBCPACTCA MOAMUCHBIO M TMEYATBIO MCIUITMHCKOI'O pa6OTHI/IKa, a TaKXC II€YaTbiO MeI[HHHHCKOﬁ
opranmzaiuu "/Ing peuentoB" (i peuenta Ha OyMaXHOM HOCHUTENE) WIM YCHUIJIEHHOU
KBAIM(ULUMPOBAHHON  DJIGKTPOHHOM  MOJAMHUCHIO  MEIULUHCKOrOo  paOOTHMKAa UM JIMIA,
YIIOJIHOMOYEHHOTO 3aBepsATh JOKYMEHTBHl OT MMEHM MEIUIIMHCKOM opraHu3anuu (A peuenta B
dbopme IEKTPOHHOTO JOKYMEHTA).

25. Penentsl Ha NpPOM3BOAHBIE OapOUTYPOBOIl KHCIOTHI, KOMOMHHpPOBaHHBIE JIEKApPCTBEHHBIE
npenaparhl, coJep)Kaliue KoJeuH (ero coyim), HHble KOMOWHUpPOBAHHBIE JIEKAPCTBEHHBIE
penaparsl, IOJUIeKAIUE IPEIMETHO-KOJIMYECTBEHHOMY YYETy, JIEKapCTBEHHbIE IIpenaparsl,
oOnajaromye aHabONUYEeCKOH AaKTHBHOCTBIO B COOTBETCTBHHM C OCHOBHBIM (hapMakKOJIOTMYECKUM
JeiicTBUeM, JJIsl JICYEHUs MAleHTOB C XPOHUYECKUMHU 3a00JIEBaHUSIMHU MOTYT O(DOpMIISATHCS Ha
Kypc aedeHus 10 60 quei.

B cnywae, korma kypc seueHus coctaBiser Oojee 30 AHEH JOMONHUTENBHO B pelenTax Ha
OyMaXHOM HoOcHTelle Tpous3BoauTcs Haamuch "[lo cnenuanbHOMY Ha3Ha4YeHHIO", 3aBEpEHHAS
MOJMUCHI0 MEIUIIMHCKOTO pabOOTHUKA M TMEYaThi0 MEAWIIMHCKOW opranm3ammu "Jlns peuento',
perentax B (QopMe ODIEKTPOHHOTO JTOKyMEHTa mpousBoautcs oTmeTka "llo crenmambHOMY
Ha3HAUYEHUIO", C TIPOCTABICHUEM YCWJIEHHOW KBaJU(HUIMPOBAHHON SJICKTPOHHOM IOAMUCH
MEAMIMHCKOTO pPAa0OTHHKA U JIMIA, YIOJHOMOYEHHOTO 3aBepsATh JOKYMEHTbl OT HMEHHU
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MEIUIIMHCKON opranu3aiui. (B pea. [Ipukasa Munzapasa PO ot 11.12.2019 N 1022H)

26. Pement Ha OymMaXHOM HocuTene, B (opMe DIEKTPOHHOTO JOKYMEHTa, O(OPMIIEHHBIA C
HapyIIEHHEM YCTaHOBICHHBIX HacTosiuM [lopsinkoM TpeOoBaHuii, cCuuTaeTCA HEACHCTBUTEIBHBIM.

I1. HazHa4yeHHe JIeKAPCTBEHHBIX NPENapaToB NPU OKA3aHUH
METULIMHCKOU MOMOIIH B CTAMOHAPHBIX YCJIOBHUSAX

27. Ilpyn oOKa3aHWMM MNALMEHTYy MEIUUUHCKOM INOMOIIM B CTAalMOHAPHBIX YCIOBHUSAX Ha3HA4YCHHE
JIEKapCTBEHHBIX MPENapaToB MPOU3BOAMUTCS 0e3 OPOpPMIICHHS pelenTa MEIUIMHCKUM PaOOTHUKOM
€IMHOJIMYHO, 3a HCKIIIOUEHUEM CIIy4aeB, yKa3aHHBIX B IMyHKTe 28 HacTosauiero [lopsnaka.

28. CornacoBaHue€ Ha3HAU€HUs JIEKAPCTBEHHBIX IPENApaToB C 3aBEAYIOIIMM OTIECJIECHHUEM WIN
OTBETCTBEHHBIM JICKYPHBIM BPayoM JIMOO JIPYTUM JIUIIOM, YIIOJIHOMOYEHHBIM MPUKA30M IJIABHOTO
Bpayda MGHHHHHCKOﬁ opranu3anvv, a TakKXke, IIpd HaJIW4Iuk, C BpadOM - KIMHHUYCCKUM
(apmakosoroM He0OXOAUMO B CITydasX:

1) OJHOBPCMCHHOI'O HA3HAYCHU A IIATU U boiee JICKAPCTBCHHBIX NPCIApPaTOB OAHOMY ITAIITUCHTY,

2) Ha3HAYCHUs JICKaPCTBEHHBIX IPENapaToB, HE BXOAALINX B MEpEUCHb KU3HEHHO HEOOXOAUMBIX U
Ba)XHEHIINX JIEKAPCTBEHHBIX MpenaparoB <17>, Npu HETUINMYHOM T€UEHUU 3a00JIeBaHUs, HATUUUU
OCJIO’)KHEHUN OCHOBHOI'O 3a00j€BaHMs W (WMJIM) CONYTCTBYIOUIMX 3a00jeBaHUll, IpU Ha3HAYEHUU
JIEKapCTBEHHBIX IpenapaToB, OCOOEHHOCTH B3aUMOJICHCTBHS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLIUSAM TI0 HMX TPUMEHEHHUIO TPUBOMAT K CHIKECHUIO S(PQPEKTHBHOCTH W 0€30MacHOCTH
dapmakoTepanuu 1 (WIn) cO3Aat0T NOTEHIHATIBHYIO ONACHOCTb JUIS KU3HH U 37J0POBbs NAllUEHTA.

B YKa3aHHbIX CJIYy4asaX HA3HAYCHUC JICKAPCTBCHHBIX IIPCIIApaTOB (I)I/IKCI/IpyeTCSI B MEIMIIMHCKOH
JOKYMCHTAIIMU MalMCHTA M 3aBCPACTCA MNOANHMCBIO MCEIHUIMHCKOIO pa60THI/IKa M 3aBCAYIOLICTO
OTACICHUEM (OTBCTCTBGHHOFO ACXKYPHOI'0O Bpaida WK Apyroro yrnmoJHOMOYECHHOI'O J'II/II_[a).

29. MeauuuHCKUM paOOTHUK MEIMIIMHCKONW OpraHu3aluu (ee CTPYKTYpHOTO MOJpa3/eleHus),
PacIoJIOKEHHOW B CEIbCKOM HACEIEHHOM ITYHKTE, OCYHIECTBISIET HA3HAYCHHME JICKApPCTBEHHBIX
IpenapaToB B CllydasiX, ykazaHHbIX B myHKTax 28 u 30 Hacrosuero [lopsaka, eAMHOINYHO.

30. Ilo pemenuto BpaueOHONW KOMHCCHUM TAIMEHTaM TPH OKa3aHWUM UM MEIUIIMHCKOW MOMOIIH B
CTAIlMOHAPHBIX YCIOBHUSIX HA3HAYAIOTCS JIEKAPCTBEHHBIE IMpernapaThl, HE BKIIOUEHHBIC B MEpPEUCHb
YKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydae WX 3aMEHBI U3-3a
WHAWBUIYaIbHON HEIEPEHOCUMOCTH, T10 )KU3HEHHBIM ITOKa3aHHSIM.

Pemrenune BpaueOHON KOMHCCUU (PUKCUPYETCS] B METUIIMHCKOM IOKyMEHTAllMU NallueHTa U )KypHae
BpaueOHOW KOMHUCCHH.

31. B cmydasx oOciemoBaHUsl W JIEYEHHs TpaKJIaHWHA B CTAllMOHAPHBIX YCIOBUSX B pPaMKax
IIPEAOCTABICHNs MEAUIMHCKUX YCIYr Ha BO3ME3JHOW OCHOBE 3a CUET JIMYHBIX CPEACTB I'PAXKJIaAH,
CPEACTB IOPUIMYECKUX JIMI] U UHBIX CPEICTB Ha OCHOBAHMM JOTOBOPA, B TOM YHUCIE JOrOBOpa
J0OpPOBOJILHOTO MEAMIIMHCKOTO CTpaxoBaHus <18>, eMy MOr'yT ObITh Ha3HAuY€HBI JIEKAPCTBEHHBIE
npenapaThl, HE BXOJSIIME B IepeueHb XKM3HEHHO HEOOXOJMMBIX M BAXHEWUIIMX JEKapCTBEHHBIX
MIpernapaToB, €CJIM X Ha3HAUYEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMHU MTOKa3aHUSIMH.

II1. HazHauyeHue JIeKaPpCTBEHHBIX NPENnaparoB MPHU OKa3aHUU
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NMEePBUYHON MEJUKO-CAHUTAPHOMW MOMOILIH, CKOPOH MeTUIUHCKOM
MOMOIIH U NAJJIMATUBHON MeIUIUHCKOH MOMOIIM

32. Ilpu oka3zaHUM NEPBUYHOM MEIUKO-CAHUTAPHOM IMOMOIIM M NAJUTMATUBHOM MEIUIIMHCKOU
MOMOIIIM B aMOYJIATOPHBIX YCJIOBHUSAX Ha3HAYEHHUE JICKAPCTBEHHBIX IPENapaToB OCYIIECTBISCTCS
MEAMIIMHCKIM PAa0OTHUKOM B CIIy4asxX THUIUYHOTO TEUCHUS 3a0O0JCBAaHUS TAIMCHTAa HCXOIS W3
TSOKECTH U XapakTepa 3a00s1eBaHus.

33. Ha3naueHue JeKapCTBEHHBIX NPENapaToB MO PEUICHHIO BPaueOHON KOMHUCCHU TPU OKa3aHUU
HEepPBUYHON MEIUKO-CAHUTAPHOM MMOMOIIH, MAJUTHATHBHOW MEIUIIMHCKOW MOMOIIH B aMOyJIaTOPHBIX
YCIIOBHSAX MPOU3BOJMUTCS B CIyYasiX:

1) oIHOBpPEMEHHOTO HAa3HAYEHUS OJHOMY MAIMEHTY IATH U 0o0Jjiee JIEKapCTBEHHBIX MPENapaToB B
TEYEHUE OJHUX CYTOK WJIM CBBILIC I€CATH HAMMECHOBAHUM B TEYCHUE OJTHOIO MECALA;

2) Ha3HA4YECHMs JIEKAPCTBEHHBIX MPENapaToB IPU HETUIMYHOM TEUEHUHU 3a00J€BaHUS, HATUYUU
OCJIOXKHEHUH OCHOBHOIrO 3a0oJyieBaHMs M (MJIM) COIYTCTBYIOUIMX 3a00JI€BaHMM, NPU Ha3HAUYCHUU
JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLHUSAM 1O MX IPUMEHEHHUIO NPUBOAAT K CHUKEHUIO 3(PQPEKTMBHOCTH U 0€30MacHOCTH
JIeYeHUs NalUeHTa U (WIK) CO3al0T NOTEHIMAIbHYIO ONACHOCTb JUISl )KU3HM U 3/I0POBBSI NTALIUEHTA,

3) NepBUYHOTO HAa3HAYEHMsI MALIMEHTY HAPKOTHYECKMX U ICUXOTPONHBIX JIEKapCTBEHHBIX
npenapatoB crnuckoB Il u Il Ilepeuns (B ciiyyae NpUHATUS PYKOBOJUTENIEM MEIUIMHCKON
OpraHu3alMi peleHUss O HEOO0XOAMMOCTH COIJIacOBaHMs HA3HAUYEHUs TaKUX JIEKapCTBEHHBIX
[IPEnapaToB ¢ BpaueOHONW KOMUCCHEN).

34. IloBTOopHOE Ha3HAYEHHE HAPKOTHUYECKUX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX IIpErapaToB
cnuckoB |l u 1l Ilepeuns npou3BOAUTCS METUIIMHCKUM PAOOTHUKOM CaMOCTOSTEIbHO MallueHTaM C
BBIpQXCHHBIM  OOJIEBBIM  CHHIPOMOM JIIOOOTO TIeHe3a, HapylIeHHEM CHa, CYIOPOXKHBIMH
COCTOSIHUSIMH, TPEBOKHBIMU paccTpoiicTBaMu, (hOOUSIMU, ICUXOMOTOPHBIM BO30YKIAECHUEM.

35. Ilpu oka3aHMM CKOpPOM MEIMLMHCKONM MOMOIIM JIEKAPCTBEHHBIE IpernapaThl Ha3HAYaIOTCS
MEIUIUHCKUM PaOOTHUKOM BBIE3IHOM Opurajpl CKOpOH METUIIMHCKOM MOMOIIM, MEIUIIMHCKUM
PabOTHUKOM MEIMLMHCKON OpraHu3aluy MpH OKa3aHWM MEAMIIMHCKOW MOMOIIM IpaKAaHaM IpH
3a00JI€BaHNAX, HECUACTHBIX CIy4asiX, TPaBMax, OTPABJICHUSAX M JPYTHUX COCTOSHUSX, TPEOYIOIIUX
CPOYHOTO MEIUIIMHCKOTO0 BMENIATEIbCTBA.

IV. HazHauyeHue JIeKAPCTBEHHBIX MPENapaToB rpaxxIaHaM, UMeE MM
NMPAaBo Ha 0eCIJIaTHOE MOJy4YeHHE JIeKAPCTBEHHBIX NMPENnapaToB UJIN
MOJIy4YeHHe JICKAPCTBEHHBIX NMPEnapaToB CO CKUAKON, IPU OKA3aHUU

NMEePBUYHON MEeIUKO-CAHUTAPHOU MOMOIIU

36. Ilpu oka3aHuM NEPBUYHOM MEAMKO-CAHUTApPHOM IOMOILIM HAa3HAYEHHE MEIULUHCKUM
pabOTHMKOM C Yy4Y€TOM CTAaHJIApPTOB MEIMIMHCKONM IOMOIIM JIEKApPCTBEHHBIX IpEnapaTos,
OTITyCKaeMbIX OECIJIaTHO MM CO CKUAKOW, TIpa)kJaHaMm, HMEIOIIMM IpaBo Ha oOecredeHue
JIEKapCTBEHHBIMHU IIpernapaTaMM 3a CYeT CpEeACTB OIOKETHBIX aCCUTHOBaHUN (enepanbHOro
Oromkera U Or0/pKeTOB CyObeKkToB Poccuiickoit depepanuu, OCyIIECTBISETCS Ha PELENTYPHOM
omanke Gopmbr N 148-1/y-04 (). (B pen. [Ipukaza Munzapasa P® ot 08.10.2020 N 1075H)

[Ipu odopmnenun peuenta Ha Onanke Gopmelr N 148-1/y-04 (1) Ha OyMaxXHOM HOCHTENE
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O(OPMIISIFOTCS JIBa PK3EMILISAPA, OJUH U3 KOTOPBIX OCTAETCS B allTEYHOW OpraHHU3aIlH, BTOPOH - B
MEIUIUHCKON JOKyMeHTauu nanuenTa. (B pea. IIpukaza Munsapasa P® or 08.10.2020 N 1075#)

37. HpaBo HasHaydaTh JICKAPCTBCHHLBIC IIpC€IiapaTthl I'paKJjaHaM, UMCIOUIUM IIpaBO Ha OecuiaTHOE
MMOJIYYCHHC JICKAPCTBCHHBIX IMPCIIapaTOB WX IMOJTYUYCHUC JICKAPCTBCHHLIX MPCHIapaToB CO CKHﬂKOﬁ,
TaKXC UMCIOT:

1) MenuuuHCKHE paOOTHUKH, PabOTAIOIINE B METUITUHCKON OpraHU3aIuH M0 COBMECTHTEILCTRY (B
npejesiax CBOSH KOMITETEHIIUN );

2) MeIUUUHCKHE pabOTHHKM CTAlMOHAPHBIX OpPraHU3alMi COLMAILHOIO OOCIY)KHBAHUS IIPH
HAJMYUKM JIAICH3MA Ha OCYIIECTBICHHE MEIUIMHCKON EATCIbHOCTH, MPEAyCMaTPHUBAIOIICH
BBIIIOJIHEHHE PabOT (OKa3aHUE YCIYr) IO OKa3aHHI0 MEPBUYHONM MeEIUKO-CAHUTAPHON ITOMOIIHU B
aMOyJIaTOPHBIX YCIOBHUSX (HE3aBUCHMO OT BEJIOMCTBEHHOW IMpHUHAIUIEKHOCTH); (B pen. Ilpukasa
Munzapasa P® ot 08.10.2020 N 1075#H)

3) MenuMUMHCKHE PAOOTHHKU MEIUIMHCKUX  OpraHu3alui, OKa3blBAIOIIUX IEPBUUYHYIO
MEMKO-CAHUTAPHYIO IIOMOIb, ITOABEIOMCTBEHHBIX (DelepabHBIM OpraHaM HCIOTHUTEIHLHOM
BJIACTH WJIM OpraHaM HCIOJIHHUTENIbHOM BIacTH cyobekToB Poccuiickoii @enepariui;

4) WHIAUBUAYAJIBHBIC TPCANPUHUMATCIN, OCYILICCTBIIAIOINEC MCIAUINUHCKYHO OCATCIIBHOCTD U
BKJIFOYCHHBIC B PECCTP MCAUIMHCKUX OpFaHH3aHHfI, OCYHICCTBIIAOIINX ACATCIIBHOCTL B C(bepe
0013aTeNLHOr0 MCIUILHUHCKOI'O CTpaXOBaHMA.

38. Ilpu Ha3HaueHUHU JIEKAPCTBEHHBIX IpENapaTroB IpaxkJaHaM, MMEIOIIUM IIpaBO Ha OecIIaTHOE
HOJIy4EeHHUE JIEKAPCTBEHHBIX MIPENapaToB WM MOJYYeHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
B pelenTe YKa3blBaeTCs HOMEp TelaedoHa, M0 KOTOpOMY pabOTHHK alTe4YHON OpraHu3alud Ipu
HEOOXO/MMOCTH MOXET COIJIACOBAaTh C MEIUIMHCKMM paOOTHUKOM 3aMEHy JIEKapCTBEHHOIO
npernapara.

39. Ha3zHaueHne HapKOTUYECKUX M NICUXOTPOIHBIX JIEKapCTBEHHBIX npenapatoB cnucka Il [lepeuns
(32 MCKIIIOYEHHEM JIEKapCTBEHHBIX IPENaparoB B BHJE TPaHCACPMAIbHBIX TEParneBTUYECKUX
CHCTEM, a TAKXKE JIEKAPCTBEHHBIX IIPENApATOB, COAEPKAIUX HAPKOTUYECKOE CPEICTBO B COUETAHUM
C AHTAarOHUCTOM OIMOMJHBIX PELENTOpOB) TIpaxJaHaM, HMEIOIIMM [paBo Ha OecrjaTHOe
MIOJIy4EHHE JIEKAPCTBEHHBIX ITPENApATOB WJIU MOJYYEHHUs JIEKAPCTBEHHBIX IPENApaToOB CO CKUAKOM,
ocylecTBIsieTcss Ha peuentypHoM Omanke ¢opmbl N 107/y-HII, Kk KOTOpOMY JOMOJIHUTEIBHO
odopmitseTcs perent Ha perentypHoM Onanke ¢popmbl N 148-1/y-04 (1) (B ABYX 2K3eMIUISIpax Mpu
oopmiIeHHH Ha OyMa>KHOM HOCHUTEJNE).

40. HazHaueHrne HapKOTHYECKUX M IICHUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaTtoB cnucka I [Tepeuns
B BUJIE TPAHCAECPMAIbHBIX TEPANIEBTUYECKUX CUCTEM, HAPKOTHMUECKUX JIEKAPCTBEHHBIX IIPENapaToB
ciucka Il Ilepeuns, comepxkamux HApPKOTHYECKOE CPEACTBO B COYETAHUM C AHTAarOHHUCTOM
ONMOUIHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKapCTBEHHbIX npenaparoB coucka [II Ilepeuns,
JIEKApCTBEHHBIX IIPENapaToB, BKIOYEHHbIX B nepedeHb [IKY, mekapcTBeHHBIX mpemnaparos,
oOnagaromux aHaOOJMYEeCKOM aKTUBHOCTHIO B COOTBETCTBHMU C OCHOBHBIM (DapMaKOJIOTMYECKHM
neiicTBueM, KOMOMHUPOBAHHBIX JIEKaPCTBEHHBIX MPENapaToB, YKa3aHHBIX B MOANYHKTE 3 myHKTa 10
Hacrosero [lopsaka, nperHazHaueHHbIE JUIS JICUSHHUS T'pak[aH, UMEIOIMX MPaBo Ha OecruiaTHOe
MIOJIy4EeHHE JIEKAPCTBEHHBIX ITPENApaTOB MU MOJMyYEHHUE JIEKAPCTBEHHBIX IIPENApaToOB CO CKUIKOM,
OCYILECTBIIsIETCST Ha peuentypHoM Onanke ¢opmbl N 148-1/y-88, Kk KOTOpOMY IOMOJHUTEIHHO
odopmisieTcs pelenT Ha peuentypHom onanke ¢popmel N 148-1/y-04 (1) (B 1BYX 3K3eMIUIsIpax Mpu
oopmieHnn Ha GyMa)KHOM HOCHUTEIIE).


https://normativ.kontur.ru/document?moduleid=1&documentid=379024#l5
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KOJINYECTBO HAPKOTUYECKHUX CPEACTB WJIHN
INCUXOTPOIIHbBIX BEIHECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OAHOM PELEIITE

N |MexxayHapoHOE HENaTeHTOBaHHOE HauMeHoBaHue|  dopma BbIlycka u KomnuectBo
/11 HApPKOTUYECKOTO U MCUXOTPOITHOTO JIO3UPOBKA
JICKApCTBEHHOTO Iperapara
1 |bynpenopdun+Hanokcon TabneTku 60 TabyIeTOK
CyOJIMHTBaJIbHBIE
0,2 mr+0,2 mMr (yrakoBka,
kpaTtHast N 20)
2 |bynpenopdun PactBop /g nHbekuui, |30 ammyn
0,3 mr/m 1 Mo (IImpuUI-TIOOUKOB)
3 |bynpeHopdun TpaHcaepManbHbII
[1aCTHIPb
35 mMkr/gac 20 muiacTeipeit
52,5 MKr/4yac 10 rutacTeipeit
70 MKr/4ac S macTeipeit
4 |luruapokoaeuH TabneTkn
MPOJIOHTUPOBAHHOTO
NIEHCTBHUS
60 mr 40 TabneTox
90 mr 30 TabieTok
120 mr 20 TabneTok
5 [Mopdun PacTBOp 111 HHBEKLUH,
[pPacTBOP IS TIOAKOYKHOTO
BBEICHUS
10 mr/mm 1 Mo 20 ammyn
(ImpuI-TI0O0MKOB)
6 |Konema+Mopdun+Hockanun-+IlamaBepun+TedbannPacTBop Asist TOAKOKHOTO20 amITyt
BBEICHUS
0,72+5,75+2,7+0,36+0,05
Mr/mut 1 Mo
1,44+11,5+5,4+0,72+0,1
Mr/mut 1 Mo
7 [Tpumenepuaux Tabnerku 25 mr 50 TabieTok
8 [Tpumenepuaun PacTBOp M1 MHBEKIUI

10 mr/mur 1 Mt

20 ammyn
(IImpUII-TIOOUKOB)




20 mr/mit 1 Mt

Mopdun TaGnerku (KarcyJisl)
[IPOJIOHTUPOBAHHOTO
ITEeCTBUS
10 mr 180 Tabm. (karme.)
30 mr 60 Tabmn. (karme.)
60 Mr 40 Tab:. (kame.)
100 mr 20 Tabm. (xame.)
200 mr 20 Tabu. (kare.)
10 Mopdun TabneTku
S5 Mr 100 tabierox
10 mr 100 Tabnerox
11 Mopdun Karum nis npuema
BHYTPb
20 mr/mi 20 M 4 dnakoHa
12 Mopdun PacTBOp /U1 IpremMa
BHYTPB (MOHO/I03b1)
2 Mr/mMit 5 mit 100 amrryi /3
6 Mr/mi 5 mi 80 ammyn /3
20 Mr/mit 5 Mo 30 ammyo /3
13 |Oxcukomon+Hamokcon Tabnerku
[TPOJIOHTUPOBAHHOTO
ITeCTBUA
S Mr+2,5 mMr 100 TabneTok
10 mr+5 mr 60 TabneTok
20 mr+10 mr 40 TabneTox
40 mr+20 mr 20 TabneTok
14 [[TponroHmI()EeHWIITOKCUITUIIITUIIEPU TUH TaGnerku 3ameuynsie 20 |50 TabneTok
MT
15 ([@enTanm TpancaepManbHas
TepaneBTHIECKas
cucreMa
12,5 mxr/gac 20 mmacTeipei
25 MKr/yac 20 rutacTeipeit
50 MKr/4ac 10 macteipeit
75 MKr/4ac 10 rutacTeipeit
100 mMxr/gac 10 mnacTeipen
16 |[@enTanun TaOneTKH OAbSI3bIYHEIE
0,1 mr 50 TabneTox
0,2 Mr
0,3 mT
0,4 mMr
0,6 mT
0,8 Mr
17 |denTanun Crnipeli Ha3aJIbHBIN

dnakoH 50 MKr/mo3a
2,0 M1 (10 mo3)

3,2 M (20 103)

24 ¢naxona

12 ¢pakoHoB




5,0 M1 (40 103)
diakod 100 MKr/mo3a
2,0 mut (10 1o3)
3,2 mut (20 103)
5,0 M1 (40 103)
diakod 200 MKr/mo3a
2,0 mut (10 103)

6 (hmakoHOB
12 ¢akoHoB
6 (akoHOB

3 dhnakona

12 ¢akoHoB

3,2 Mt (20 103) 6 (akoHOB

5,0 mut (40 103) 3 nakona
18 |byropdanon PacTBOp /U MHBEKIINI

2 mr/mut 1 ot 20 amITyI
19 HanOydun PacTBOp A1 UHBEKIUI

10 mr/mm 1 Mo 50 amrmy

20 mr/mut 1 Mo 25 amirysn
20 [DenobapouTan TabneTku 50 TabyeToK

S Mr

50 mMr

100 mr




