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Pemienue npoo0JieMsbl 171002J1IbHOM HEXBATKHU
JIEKAPCTB U 0€30MACHOCTh U JOCTYIIHOCTh
JIEKAPCTBEHHBIX CPECTB VI AeTel

HMoxaan Cekperapuara

1. B MNOCJICAHUC TOJbl BO MHOTHX PCruOHax IJIAaHCTBI BCC YHalleC HaGHIO,Z[aeTCH HEXBAaTKa
OCHOBHBIX JICKAPCTBCHHBIX CPCICTB. VY »3TOTO SABJICHUS €CThb XapaKTCPHBIC TPU3HAKU:
He(bHHHTHBIC MCIUKAMCHTBI, KaK MpaBUJIO, YCTApCJiM, HC OXPAHAKOTCA IMATCHTOM, HMCIOT
CIIOXHYIO (OPMYITYy WIH IKECTKHE CPOKM XpaHCHHs, TMPOU3BOAATCS OJHOM WU
HEMHOI'OYHCJICHHBIMU KOMHaHI/IHMI/I]'. Ocobas KaTteropusa pucCcka — HWHBCKIIUOHHBIC
npenapatsl. [IpuunHbl gepumrTa paccMaTpUBAIUCH BO MHOTUX HCCIICOBAHUSX U B PAa3HBIX
CTpaHax: K HauboJiee PacIpOCTPAHCHHBIM MPUYUHAM OTHOCSTCS CIOKHOCTH C MOJYYCHHEM
ChIpb4, HpOGHeMBI MPOU3BOACTBCHHOI'O XapaKTCpad, KOHKYPCHTHLIC IMPCIATCTBUA, ACITIOBBIC
peuicHud, BO3HeﬁCTBHe HOBBIX TeXHOJ’IOFHﬁ, AOPOroBU3Ha JICKAPCTBCHHLIX CPCACTB U
pa3apoOIEHHOCTh PHIHKOB.

2. DTH NPUYMHBI COYETAIOTCS C OCOOEHHOCTSIMH CHCTEM CHaOXKEHHUs, yCyryOIsIomuMu
J00ble MPOU3BOACTBEHHBIE TepeOor. TpyIHOTOCTYIMHOCTh WIIM OTCYTCTBHE JOCTOBEPHBIX
JAaHHBIX O (PaKTHUECKOM 00BeMe crpoca; Hu3Kas 3PPEeKTUBHOCTh MEHEIHKMEHTA B 00JIACTH
CHa0)KEHUSI U TIOCTaBOK, OPUEHTAIUSI KPYIIHBIX TEHIEPOB B MEPBYIO OuYepeab Ha MOJydYEeHUE
caMOil HU3KOH ILIEHBI, a HE Ha MpopabOTKy CTaHIAPTOB KauecTBa; HU3Kas HOpMa MpPUOBLIN
MPOU3BOAUTENICH — BCe 3TH (PAKTOphl MOTYT MPUBOAUTH K BO3HMKHOBEHHIO JE(HIINTA.
Hanpumep, yxe HeCKOJIbKO JeT HaOmomaeTcs XpOHWYecKas HexXBaTKa OeH3aTHH
NEeHUIWUIMHA. DTO CBS3aHO C TakUMHU (aKkTOpaMu, Kak cOOM Ha IPOU3BOJCTBE, U, Kak
CIIEICTBUE, — HECTaOWJIbHOE KauyecTBO TMPOJYKIMH, HEMOCTOSHHBIM CIIpOC, a TaKke
OTHOCHUTEJIBHO HU3Kasl [IEHA U COKpAILCHHE YMCIIa HA3HAUCHUI2,

3. JlexkapcTBEeHHBIX CpEACTB JUIs JeTed Takke 3adacTylo He XBaraer. MHoOTHe
PEryaupyrone Opranbl HeCOCOOHB! JJOJDKHBIM 00pa30M BBINOJIHATH CBOU OOS3aHHOCTH T10
oOecrieyeHUI0 JleTeil HEOOXOOUMBIMU  JICKAPCTBEHHBIMH  CPEICTBAMH; KIMHUYECKHE

1 Gehrett BK. A prescription for drug shortages. Journal of the American Medical Association
2012;307:153-154. doi:10.1001/jama.2011.2000.

2 Wyber R, Taubert K, Marko S, Kaplan EL. Benzathine penicillin G for the management of RHD:
concerns about quality and access, and opportunities for intervention and improvement. Global Heart
2013:8;227-234 DOI: http://dx.doi.org/10.1016/j.gheart.2013.08.011 (o cocrosiuto Ha 7 nekadps 2015 r.).


http://dx.doi.org/10.1016/j.gheart.2013.08.011

EB138/41

UCTIBITAaHHUS B TIOMYJIALMAX JI€TeH HE BCEr/ia MPOBOMATCS; €CTh MPOOJIEMBI C TUArHOCTUKOM
MaJIOpacIpOCTPaHEHHBIX 3a0oJjieBaHM. B kauecTBe mpuMepa MOXKHO TNPUBECTU JIETCKHE
SHJIOKPUHHBIE HAPYIIEHUS, KOTOpBIE, MIPU MPABMIBHOW AMAarHOCTHKE, 3(PPEeKTUBHO JeuaTcs
npenapataMi U3 HeOOJIBIION TpyNIbl OCHOBHBIX JICKAPCTBEHHBIX CPEACTB, KOTOPHIE IO
OoJbIIeH YacTH HE OXPAHSAIOTCS MaTEHTaMU, HO KOTOPBIX BO BCEM MHpPE HE XBaTaeT.

HOCJIEACTBUSA HEXBATKU JIEKAPCTBEHHBIX CPEJICTB

4. K HeratuBHbIM TOCJHEJICTBHAM Je(pHUIMTa OTHOCATCS HEBO3MOXXHOCTb IOJIyYHUTh
Ha3HAUYEHHBIE MIperaparhl, a TaKKe HU3KOE KAaueCTBO HA3HAYCHWH W HENpaBUIBHOE
UCTOJb30BaHME  MEAMKAMEHTOB. B pe3ynbrare CTpagaeT 310pOBbE  HACEICHUS:
3aJJOKyMEHTUPOBAaH, B YaCTHOCTH, POCT JETCKOH CMEPTHOCTM B pe3ylbTaTe OTCYTCTBHSA
MEIMKAMEHTO3HOTO JICUEHHUSI OHKOJIOTHYECKUX 3a00JIEBaHUI U B pe3ysbTaTe HEKOPPEKTHOTO
WCTIOJIb30BAHUSI AHTUOMOTHKOB B Cllydyae OTCYTCTBUS KYpCOB JICUEHHUS IEPBOM JIMHUU.
HenpasuiibHOE NpoBeneHUE KypCOB BTOPOM M TPEThEW JIMHUM IPUBOAUT K BOSHUKHOBEHUIO
YCTOMYUBOCTU K JICKAPCTBEHHBIM CpEACTBAMH, CY)KaeT BBIOOp BapHaHTOB TEparnuud |
3a4acTylo O0OXOAWTCS Jopoxe. TouHble MaHHBIE O TJI0OOATHHOM OpEeMEHH HEeXBaTKU
JICKApCTBEHHBIX CPEJICTB U €€ POJIb B HETaTUBHBIX pe3yibTaTax B 00JacTH 3ApaBOOXPAHEHUS
OTCYTCTBYIOT, HO CTAaHOBUTCS Bce OoJiee OYEBMIHO, YTO MpolbiieMa AeuuuTa, YIYUTHIBAS
TEH/ICHIUIO K €€ yCyryOJIeHHUIO, B COUETAHUN C HEKOPPEKTHBIM IPUMEHEHUEM TpEnapaToB CO
BPEMEHEM CTaHET ele Oosiee TpyaHOpaspemnmoil. I3BecTHO, YTO B YCIOBHUSX HEXBAaTKU
JICKApCTBEHHBIX CPEACTB B CHUCTEMY CHAO)KEHHUs TOMaJaeT HEKOHJUIIMOHHAS/TIONAeTbHAas/
JIOKHO MapKUpoBaHHas/panbCuPUIMPOBaHHAS/KOHTpa(aKTHAS TMPOAYKLHUS, YTO HECET
JOTIOTHUTEIBHBIN PUCK JUTS 3I0POBbSI MAI[MEHTOB.

5.  Jlepuuur B cTpaHax ¢ BBICOKHM, CPEIHHM M HHU3KHUM YPOBHEM JIOXOJIOB MOXKET
BO3HUKATh IO pPa3HbIM IMPHYMHAM B TOM, YTO KAacaeTcsi CHCTEM CHaOXeHHus, HO cOou
IUTATEKHBIX CUCTEM MOTYT MPHBOJIUTH K HEXBATKE JIEKAPCTBEHHBIX CPEJICTB B CTpaHax C
J0ObIM YpOBHEM /10X0/10B. [losiBIIeHHE B MIIATEKHBIX CTPYKTYpax MM CUCTEMax MOPOYHBIX
CTUMYJIOB JUIsl IPUMEHEHUsI OoJiee JOPOTrOCTOSIIUX MPENapaToB TaKKe MOXKET MPHUBOJUTH K
HEXBaTKE AIIbTEPHATUBHBIX, OOJiee EIIEBbIX BapUAHTOB. Ty MpOOIEeMYy Takke 000CTPSIOT
TEH/IEPHbIC TPOIECCHl, OTIMYAIOIIUECS OTCYTCTBHEM THMOKOCTH, MPOJOJDKHTEIBHOCTHIO M
HEKOPPEKTHO C(OPMYTUPOBAHHBIMU YCIOBUSIMH, W, XOTSI CTPAaTErWd CHIDKCHHS pHCKa
BO3HUKHOBEHUS Ae(UIIUTA NIPU MPOBEICHUH TEHJIEPOB CYLIECTBYIOT (Hampumep, mrpadsl 3a
HETOCTaBKy), HEOOXOIUMO JIOTIOJIHUTENIFHO H3YYUTh BOIPOC O TOM, HACKOJBKO
3pPEKTUBHBIMU TaKHe CTPATErMd OKA3aJIMUCh IS yCTpaHeHHs NedHUIHMTa B Pa3IUYHBIX
YCTIOBHSIX.

OJXOAbI CTPAH K BOPLBE C HEXBATKOM JIJEKAPCTBEHHBIX CPEJCTB

6. B memsax npenoTBpalleHus BOSHUKHOBEHHS Je(pUIIMTa MEAUKAMEHTOB U CHU)KCHHUS €TO
MaciTaba IpUMEHSIOTCS pa3InyHbIe CTpaTeruy. B pamMkax crnenuaan3upoBaHHBIX IPOTpaMM
Ha HAllMOHAJIBFHOM YPOBHE B CTpaHaX C BBICOKUM YPOBHEM JIOXOJOB JEHCTBYIOT CHCTEMBI
yBegomieHus. Hampumep, npous3sBoAuTENIN B TOCYy1apcTBax - WwieHax EBpomnenckoro corosa
00si3aHBl  320J1arOBpeMEHHO HMH(GOPMHUPOBATh OpPraHbl 3APAaBOOXPAHEHUS O BO3MOXKHOM
BO3HUKHOBEHHMHM Jeduuura. Ha ypoBHe cucTeMbl 37paBOOXpaHeHUS 3(PPEKTUBHO
UCIIOJIb30BAHNE CUCTEM YBEIOMJICHUS M KOMIIEHCAIIUU B COYETAaHUH C CUCTEMHBIM HOXO0JI0M
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K KIMHUYECKOMY NMPUMEHEHUIO NePHUIMUTHBIX mpenaparoB. [loka emie HeT SCHOW KapTHUHBI
TOr0, Kakoe yBEJOMJICHHE — 00s3aTeIbHOE WM J0OpOBOJIBbHOE — Haubosee 3(h(HEeKTUBHO U
KTO JOJDKEH 3aHUMAaTbCsi YBEIOMIIEHHEM, OCOOCHHO 3TO KacaeTcsi CTpaH CO ClIaObIMHU
CHCTEMaMH PETyIUpOBaHMs U HHPOPMUPOBAHUSL.

7. B mensx ycTpaHeHUs OCTPOIl HEXBATKU JIEKAPCTBEHHBIX CPEJCTB, NIPENOTBPALLEHUS €€
BO3HUKHOBEHHUS B OYAyIlEeM M CHIIKCHHs BIUSHHA Ha OKa3aHHE MOMOILIU MAIMEHTaM TaKkKe
IIPUMEHSIOTCSL  CIEAYIOLME JOMNOJHUTEIbHBIE IIOAXOAbl: WCIOJIb30BAHUE OHJIAHH-CUCTEM
MHGOPMHUPOBAHUSA JJIsI HEMOCPEICTBEHHOTO YBEIOMIICHHSI OPIaHOB 3/IPABOOXPAHEHHS O
BO3HUKHOBEHUU JIEPHUIINTA; KOOPAUHALIUS MEXIY MPOU3BOAUTEISMH, a TakkKe (B HEKOTOPBIX
CUTYalMsX) MCIOJIb30BAHWE HCKIIOYMTENBHBIX NPOLELYp MPEAOCTABICHUS pa3pelIeHUN Ha
copiT. Kpome Toro, B psae cTpaH NONACPKHUBAIOTCA WHUIUMATUBBI, IOOMIPSIONINE
MIPOU3BOJICTBO M PETUCTPALMIO BOCIPOU3BEACHHBIX aHAJIOTOB JAC(UIIUTHBIX JICKAPCTBEHHBIX
CPEICTB.

8.  IlpencraBnsercst 1enecooOpa3HbIM pacCMOTPETh M M3YyYUTh BO3MOXKHBIE MEXaHH3MBI
oObeTMHeHNs U 0OMeHa yBeIOMIIEHUSIMH 00 YpOBHE IMOCTaBOK KOHKPETHBIX JIEKAPCTBEHHBIX
CpEeACTB B I100aIbHOM MacmTade. YUUThIBas MyJIbTHHAIIMOHAIBHBIA XapaKTep COBPEMEHHOM
(bapMakoJIOTHYECKOH MPOMBIIIJICHHOCTH, pPa3paboTKa KOMILJIGKCHOH CHCTEMBI OIICHKH
HUIMYMS U TI00AJbHOTO MEXaHM3Ma MOHUTOPHMHIA II03BOJIJIA OBl HAa paHHEM »JTare
oOHapyXHUBaTh BO3HUKAIOUIMHA NeQUINT, a CO3JaHHE EAMHOTO MEXaHHW3Ma COBMECTHOTO
pearupoBaHusi cioco6cTBOBAIO ObI Oo0Jiee 3(h(HeKTUBHOMY COTPYJHUUYECTBY MEKIYHAPOIHOTO
cooOmIecTBa U IPYTUX 3aMHTEPECOBAHHBIX CTOPOH.

9.  Jlns OGopbOBI ¢ 1eUIIMTOM MOTYT HCIIOJIb30BaThCsI LIEHOBBIE MHTEpBeHLIMU. Hampumep,
B ABCTpaJIMM MPOU3BOAUTEIIM MOTYT 3alpalinBaTh 00jiee BBICOKME LIEHBI Ul MPENapaToB C
orpaHu4YeHHbIM pbIHKOM cObiTal. Ombir CoemuuenHbix lllTaroB Amepuku, rjie IEHBI Ha
JICKapCTBEHHBIE CPEJCTBA, IPUMEHSIEMble B JICYEHHH OHKOJIOTMUECKUX 3a00JIeBaHUM,
CHU3MIKUCH nociie npuHATUsA B 2003 r. 3akoHa O pelenTypHBIX JEKapCTBEHHBIX CPEJICTBAX,
YIYYIIEHUH JEITEIbHOCTH U MOJIEPHU3AUHU «MeaUK3p», TOBOPST O TOM, YTO YCTaHOBJICHUE
IS HEKOTOPBIX CPEICTB MUHUMAJIBHBIX 1IEH B IIEJISIX 00eCIieYeHUs HEMPEPHIBHOCTH MOCTABOK
MOBBICUT CTaOMJIBHOCTh CHA0XKEHHUSI JICKAPCTBEHHBIMH CpPEICTBAMH, IPHMEHSEMBIMU B
JICUCHUH OHKOJIOTHUYECKHUX 3a00JIeBaHUH.

10. HeoOxomumo pa3pabaThiBaTh YYWUTHIBAIOLIUE Oyayliee pa3BUTHE COOBITHI CTpaTeruy,
peycCMaTpUBAIOIINE IPUHATHE KOHKPETHBIX Mep JUIs 00ecrieueHus: CTabMIbHOCTH TIOCTaBOK
JICKApCTBEHHBIX CPEJICTB, KOTOpPhIE HEOOXOMUMBI JUIS OXpaHbl 370POBbS M TOJBEPKEHBI
neuuuty. OOBIYHBIN PBHIHOYHBIA MOJIXOA K OOECIEUYEHHUIO IOCTaBOK JIEKAPCTBEHHBIX
CPEACTB, TPEANOIaraloliuii CTUMYJIMPOBAaHHE BBINYCKAa BOCHPOM3BEICHHBIX AaHAJIOrOB
KOHKPETHBIX MpPEnapaToB, JaJl BIEYATISIONIME pPE3ylIbTaThl B IUIAHE CHIDKEHUS IEH H
MOBBIIIEHHUS JIOCTYITHOCTH. B TO e Bpems CIMIIKOM HHM3KHE LIEHbl MOTYT JIMIIUTHh PBHIHOK
NPUBJIEKATEIFHOCTH JJIsl MPOM3BOJUTENCH, a Ooiee BBICOKME II€Hbl Ha HOBBIC
aJIbTepHATUBHBIE CPEJCTBA MOTYT JieNlaTh UX 00Jiee MPEANOUYTUTEILHBIMU IS TIOCTaBOK, YTO

1 Cwm. Australian Government Department of Health, The Pharnaceuticals Benefit Scheme,
http://www.pbs.gov.au/info/industry/pricing/pbs-items/fact-sheet-requesting-a-change-to-an-existing-price (mo
cocrosiHMIO Ha 7 nekadps 2015 r.).
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COKpAI[aeT PBIHOK COBITA >KM3HEHHO HEOOXOIUMBIX, HO 0OJiee NIEMIeBBIX JIEKAPCTBEHHBIX
cpenctB. OrpaHnueHUE KOHKYPEHIIMH TaK)Ke MOKET IPUBOIUTH K TIEpe0OsM B ITOCTABKAX.

HOBBIE CTPATEI'MM JJId CHUWXEHHUSA PUCKA BO3HUKHOBEHUA
HEXBATKMU JIEKAPCTBEHHBIX CPEJACTB

11. Ha rnoGaibHOM YpPOBHE MOXHO COCTaBUTH IE€PEYCHb OCHOBHBIX JIEKAPCTBEHHBIX
CpeACTB, AeUIUT KOTOPHIX MPOSBIISIICS paHee MO0 ¢ BBICOKOW J0JIel BEPOSITHOCTH MOXKET
BO3HUKHYTh B OyIylieM, a TakkKe IMOATOTOBUTh MEXKIyHApOJHOE COTrJlameHue o006
obecrieyennn OecriepeOOMHOCTH TPOM3BOJCTBA M IOCTaBOK. Hampumep, oTCyTcTBHE
METOTpEKcaTa CYIIECTBEHHO 3aTPYAHSET YCHEIIHOE JICYeHHE MHOTHUX OHKOJIOTUYECKUX H
MMMYHOJIOTHYECKUX 3a00JIeBaHUIl, OJHAKO ATOT Hpernapar yacto ObiBaeT B Aedurure. Takoe
MEXJIyHapOJIHOE COTJIAIIEHWEe MOTJIO OBl AaTh OTBETHI HA CIEIYIOLINE BOMPOCHI: HMEET JIN
NEPCHEKTUBBl TJI00ANTBbHOE peIleHHe, B paMKaXx KOTOPOrO JOHOpHI 3a0JIarOBPEMEHHO
(32 HeCcKOJIbKO JieT) OepyT Ha ce0si 00s3aTenbCTBa MO KPYMHBIM 3akynkam? Ilomoxker sn
yIepKaTh JIEKapCTBEHHbIE CPEJCTBA HAa PHIHKE YCTAHOBIIEHUE COTJIACOBAHHOW MUHHUMAIbHOM
LIEHBI, COXPAHAIOIIEH KOMMEPUECKYIO IPUBJIEKATEIbHOCTh? Kak yCTaHOBUTH Takylo LIEHY?

JEKAPCTBEHHBIE CPEJICTBA JJISI AETEM

12. Tlocne mpunsatusi Accambieeit 3npaBooxpanenus B 2007 r. pezomounn WHA60.20 o
JYYIIUX JIEKapCTBEHHBIX CpecTBax Juid fetei CekpeTapuar moAroTOBUI MPOrpaMMy paboThI
0 3TOMYy BOIpocy. B pesynbraTe peanuzanuu 3TOM NpOrpaMMbl yIanoch JOOUTHCS
CIIENYIOIUX pe3yapTaToB: noxarotoieH Ilpumepnsiii  nepeueHp BO3  ocHOBHBIX
JICKapCTBEHHBIX CPEACTB JUIA JAereidl (B mocieaHuil pa3 oOHoBisuics B ampene 2015T1.),
YCTAQHOBJIEHBl ~ TNOOalbHBIE  CTAHAAPTHl  HAa  JIEKApCTBEHHBbIE  (OPMBI  CPEJCTB,
[IPEIHA3HAYEHHBIX IS NPUMEHEHUS y JETEH, BENETCS y4ueT KIMHUYECKUX HCIBITAHUN B
MOMYJSAUAX AETe ¢ MOMOIIbI0 MeXayHapoIHOW TIAT(GOPMBI PETHCTPALUU KIMHUYECKUX
ucnbiTannii BO3, myOnukyercst umHpopManus O I€HaX Ha OTAEIbHbIC JICKApCTBEHHBIC
CpeacTBa Uil JETed, OTCIIEKUBAETCS OTCYTCTBHE HEKOTOPBIX BMJOB IMPOIYKIHH, B
YaCTHOCTH, KOMOMHHPOBAaHHBIX IIpENapatoB B (DUKCHPOBAHHBIX [03aX, COJAEPKAIIUX
Ha/IISKAIYIO I03UPOBKY KOMIIOHEHTOB ISl JICYEHUS IETCKOTO TyOepKye3a.

13. HexBarka JIeKapCTBEHHBIX CPEACTB JJIS JICUEHUS TyOepKyJes3a y JeTei Oblja yCIeHIHO
ycrpaneHa BO3 u ee mnaprHepamu. Ilocie u3MeHeHUsT pEKOMEHJALM 110 JICYEHHUIO
tyOepkynesa B 2010r. dapmarneBTudeckas OTpacib HE CIENIWIa HWHBECTHPOBATH B
MOBTOPHYIO pa3pabOTKy JIEKapCTBEHHBIX CPENICTB MPOTUB JIETCKOTO TyOepKylie3a, CChlIasiCh
Ha BBICOKYIO CTOMMOCTH IPOBEACHUS HOBBIX UCIIBITAHUM Ul MIOJIyYEHUS Pa3pelIeHU U TOT
(daxkT, 4TO PBIHOK CIMIIKOM Mal M IUIOXO H3ydeH. B pamkax mpoekra «OcTaHOBHTH
Ty6epkyne» FOHUTOM]I unBecTHpOBAN B IPOBENCHHUE UCCIEIOBAHMIA JUT CHIKEHHS PHCKA
U B3aUMOJCICTBOBAJ € NPOU3BOAMTENSIMU B LEISIX IOJY4EHUS pPa3pelieHUudl Yy
PEeryaupyromux opranoB. B cTpanax ¢ BbICOKMM OpeMeHeM TyOepkyiesa Obuia mpoBeseHa
paboTa ¢ OCHOBHBIMM 3aKyNIIUKaMH C IIeNbI0 IOJydeHus 0oJjiee TOYHBIX JaHHBIX O
(aKTHUECKOM CIIpOCe U TOTPEOHOCTSIX.

14. HexBarka OJHOTO M TOTO K€ BHMJA MPOAYKLMH (WJIN TPYHI MOXO0XKHUX JIEKAPCTBEHHBIX
CPEACTB) MOKET UMETh Pa3Hble MPUYMHBI, a PEIICeHUE MPOOIEMBI B Pa3HBIX YCIOBHUIX MOXKET
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TpeOOBaTh KOHKPETHBIX M aJpECHBIX Mep BO3ACUCTBUSA. B mpurnameHun K BBIPaXKEHUIO
uHTepeca, omyonukoBaHHOM IIporpammoit mnpekBanudukammun BO3 no BUY/CITUy,
[IEPEYMCIICH LIEJIBIN Psfl JIECKAPCTBEHHBIX CPEACTB, B TOM YMCIIE JUIS JICYCHUS Y ACTEU TaKuUX
3aboneBanuii, kak renatuT B u C u mangpus. Ilponomkarorcss MEpONpusTH, HallpaBJICHHbIC
Ha o0ecreyeHne HaJU4YUs B MPOJaKe TAKHX JIEKAPCTBEHHBIX CPEJCTB, HA BCEX dTalax, OT
MIPOU3BO/ICTBA JI0 HAITMOHAIBHOM COBITOBOM CUCTEMBI.

15. beia cozmana CeTb OpraHoB peryaupoBaHUs OOpalieHHs —IeJUaTPHYECKUX
JIEKapCTBEHHBIX CPEJICTB, MPU3BaHHASI MOOUIPATH B3aMMOJCHCTBHE MEXAY KOMIIETEHTHBIMU
OpraHaMH II0 BOIIPOCAaM PETYIUPOBAHUS JIEKAPCTBEHHBIX CPEJICTB A AeTe. B HexkoTophIx
CTpaHaX C BBICOKMM YpPOBHEM JIOXOJOB IPUHATHl 3aKOHOJATEIbHBIE AKThI, KaCAIOLIUECS
NEAUATPUUYECKUX JIEKAPCTBEHHBIX CPEACTB, KOTOpPbIE HAIEIEHbl HAa ONTHUMHU3ALMI0 U
coneiicTBue pazpaboTke HEOOXOIUMON MPOAYKIIMU, OJHAKO B CTPAHAX C HU3KUM MU CPEIHUM
YpPOBHEM JOXOJIOB TaKHE€ 3aKOHOJATENbHbIE aKThl, KaK IpPaBUJIO, OTCYTCTBYIOT.
[IpencraBnsiercs 1enecooOpa3HbIM MPOJODKUTE pa3BuTHe CeTH M MPEeAoCTaBIATh CTpaHaM
JOTIOJTHUTEIbHYIO TOJIACPKKY B (OPMHPOBAHMU JOCTATOYHOTO TOTEHIMANa B OO0JIACTH
peryaupoBaHusl oOpalleHus MeIuaTPHUECKUX JIEKAPCTBEHHBIX CPEACTB UM CTUMYIUPOBAHUS
HUOKRP B 310i1 061acTu.

16. llensl Ha mexuaTpUYECKUE JIEKAPCTBEHHBIE CPEICTBA, KaK IPAaBHJIO, BBHIINIE YEM Ha
SKBUBAJICHTHYIO MPOJIYKIHUIO JUIS B3pOCTbIX. YaCTHYHO pa3HUIA B LIEHE MOXKET OOBIACHATHCS
0oyiee BBICOKOH CTOMMOCTBIO pa3paldOTKU CHEHHATbHBIX (OPM JO3UPOBKH IS JeTed u
HEOO0XOAMMOCTBIO MPOBEACHUS JOTOJHUTENBHBIX KIMHUYECKUX UCHBITaHUH. bonee TouHble
nanHele 0 pacxonax Ha HMOKP mo3BonsiT BecTH KOHCTPYKTHBHBIH AMAJOr O cHocobax
YCTaHOBJICHUSI CIPAaBEUIMBOM M JOCTYIHOM LI€Hbl Ha IEAUAaTPUYECKHUE JIEKAPCTBEHHBIC
CpEACTBa.

17. Tlonmmanue pacxoJ0B Ha pa3pabOTKy JIEKAPCTBEHHBIX CPEJICTB OCOOCHHO Ba)KHO, €CIIU
peub HMIET O MAJIOPACHPOCTPAHEHHBIX M T'€HETUYECKUX (TAKKE M3BECTHBIX KaK pElKUue H
opdannbie) aerckux 3abosneBaHuax. [losBistorcst HOBbIE A(PQEKTUBHBIC Mpenaparsl Ui
TEpanuy pa3IMYHBIX T€HETHYECKUX PacCTPONCTB, HO, KaK IMPaBHJIO, OHU KpailHe JOpOTH.
Bonee Toro, HeompenelneHHOCTh BHOCAT PACXOXKACHUS MEXKIY TeM, Kakue 3a00JieBaHUS
00BEKTUBHO — UCXOJIS U3 X TJI00AILHOTO OpeMEHHU — SBIISIOTCS OphaHHBIMU W PEIKUMHU, U
TeM, Kakue 3a00J1eBaHusl OOBSABICHBI TAKOBBIMU PETYIUPYIOUTUMH OpraHaMu, KOTOPBIE MOTYT
NPEJOCTaBIATh TMPOU3BOAUTENSAM CTUMYNIbl i WX pa3pabOTKM M TPOM3BOJCTBA.
Hwmeromuecs: JaHHbIE TOBOPAT O TOM, YTO MPOM3BOJUTENHN MOJB3YIOTCS STUMH CTHUMYJIAMH,
YTO MPHUBOJUT K POCTY IIEH W mpoliieMaM ¢ J0CTyrnoM. Eciu cTpaHa MpUMET pelieHue o
pacrpoCTpaHEeHUH TaKOM MPOIYKLIMH 4Yepe3 CTPaxoBble CXEMbl, MOCIEACTBHS UL
«(hapMaKOJOTHUECKUX» CTaTeil 010/ KeTa MOTYT ObITh CEPbE3HBIMH.

18. Heo0xoaumo BecTH Gosiee akTUBHYIO pabOTy B 00JaCTH PHIHOYHOTO CIIpOca Ha MHOTHE
JIeKapCTBEHHbIE cpencTBa. Jlii MHOTHMX JETCKUX 3a00JieBaHMI HE XBaTaeT JIaHHBIX, Ha
OCHOBAHHUHU KOTOPBIX MOXHO ObLIO OBl MPUHUMAThH PEIICHUSI OTHOCUTENIFHO MPOU3BOJICTBA U
cHaOkeHusi. B To e BpemMss paOOTHUKM 3paBOOXpPAHEHUs CTapaloOTCsl OOecreYnBaTh
SQQEKTUBHYIO TEpanuio, HW3rOTaBIMBas IpernapaTtbl Ha MeECTE: B KpPaTKOCPOYHOU
MEPCIEKTUBE 3TO MOXKET ObITh YJaUHBIM pelIeHHEeM, HO TPUBOAUT K BOSHUKHOBEHUIO PUCKOB,
CBSI3aHHBIX C HU3KMM KauecTBOM. Kpome Toro, pabOTHUKHM 3paBOOXpPAHEHUS MOTYT UMETh
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3aHWKCHHBIE OXKMJAHUS M YBEPEHHOCTh B HAJIMYUU U HPPEKTHUBHOCTH MEeIUATPUUYECKUX
JIEKApCTBEHHBIX CPEJICTB U, KaK CJICACTBUE, HE MOOIIPATH UX UCIIOJIb30BAHUE.

PABPABOTKA CHUCTEMHOI'O IHIOAXOJA K HNPEJOTBPAINEHHUIO M
YCTPAHEHUIO HEXBATKHN OCHOBHBIX JIEKAPCTBEHHBIX CPEJACTB

19. CymecTByeT HECKOJBKO BapUaHTOB JEHCTBHH, KOTOpPBIE MOTYT CHHU3HUTH OCTPOTY
po0OsIeMbl HEXBATKU JICKAPCTBEHHBIX CPEJCTB KakK JUId JIeTei, Tak U B OoJiee 00IIeM CMBICTIE.
K HuM oTHOCSATCS:

() mnpumeHeHHe B TII00aTHLHOM MAcCIITa0C CHCTEMBl YBEJAOMIICHHH M MEXaHH3MOB
pearupoBaHus;

(b) mpoBeneHue HaIEeKAIIEH OIICHKM PHUCKA BO3HUKHOBCHHSI HEXBAaTKH TEX WIH
HHBIX JIEKAPCTBEHHBIX CPEICTB,;

(c) BBIpabOTKa rII0OATFHOTO KOHCEHCYCa OTHOCUTEIBHO MPOTUBOJCHCTBHS HEXBATKE
KOHKPETHBIX JICKADCTBEHHBIX CPE/CTB;

(d) pacmupeHwe cOTpyIHMYECTBA PErYIUPYIOIIMX OPraHoB IO  OCHOBHBIM
JICKapCTBEHHBIM CPECTBAM, TIOABEP)KEHHBIM BOSHUKHOBEHHIO NeuiuTa,;

(6) ueHTpanM30BaHHOE IMPOBEICHHE MEPETrOBOPOB C LIEIBI0 COXPAaHCHUS HA PHIHKE
OCHOBHBIX JIEKAPCTBEHHBIX CPEJICTB, IOJBEPKEHHBIX BO3HUKHOBEHMIO JeduuuTa,
BKJIIOYAs OTpeeTIeHEe MUHUMAIBHOTO 00bEMa U CIIPaBeIIMBOM ICHBI

() ananu3 M MOHMMaHWE PACXOJOB Ha MCCIIEIOBAHUS U Pa3padOTKy JIEKapCTBEHHBIX
CPEeACTB ISl Teparuy MaJIopacpOCTPAaHEHHBIX 3a00JIeBaHUN Y 1eTei

(9) axrtmBm3amus ~ pabotel  CeTH ~ OpraHoB  pErylIMpPOBaHHs  OOpalleHHs
NEeNATPUIECKUX JIEKAPCTBEHHBIX CPEACTB B LEISIX MOOIMIPEHHs HE0OX0aUMOI
3aKOHOJIATETIbHON paboThl, (POPMUPOBAHMS CTPATErUid U MOTEHIMAJA PEryJIUpOBaHus, a
TaK)K€ MOHUTOPHUHTA [I€IUATPUYECKUX JIEKAPCTBEHHBIX CPELICTB

(h)  nmanbpHeiimee conelcTBUE MPOBEICHHUIO ITUYHBIX M KOPPEKTHBIX KIMHUYECKUX
UCIIBITAHUH B MOMYJISAIUSIX TS BCEX BO3PACTHBIX IPYIIIL;

()  B3amMoelCTBHE C MAPTHEPAMHU B ILEJISIX 00ECIEUYCHUsT HEOOXOJMMOTO CIipoca Ha
JICKapCTBEHHbIC  CpeACTBa  JuIs  JETe, B TOM  4YHCIE Ui  Tepanuu
MaJIOpPacpOCTPAHCHHBIX 3a00JICBAHUIA.

20. Jloctmwxenue 1mened B o0macTM  JOCTynma K JIGKAPCTBEHHBIM — CPEICTBAM,
npenycMoTpeHHbslx B Llenn B oGnactu ycroitumBoro passutus 3 (OGecriedeHue 3710pOBOTO
o0Opa3a >XKM3HU M COJEHCTBHE OJIarOMONYYMIO JUISI BCEX B JIFOOOM BO3pacTe), a TaKxke
3aBEpILEHUE BBHITIOJIHEHUS TMOBECTKH JTHS LIelel B 00JIaCTH pa3BUTHSA, CHOPMYIMPOBAHHBIX B
Jleknapanuu ThICAYeNeTHs, MoTpeOyeT COTJIacOBAaHHBIX ACHCTBUI IO pelIeHHIO MpoodieMm,
ONMMCAHHBIX B HACTOSIIEM JOKJazne. ABpalibHOE pearupoBaHHE Ha JEPHUIUT, 0COOEHHO
BbI3BaHHBI PHIHOYHBIMU YCIOBUSIMH, B OTCYTCTBUE CHCTEMHOIO TIOJXOJA MOXET
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CYIIECTBEHHO CY3UTh BO3MOXKHOCTHU JUIsl 00ECTIeueHHs CIIPAaBEVIMBOTO JJOCTYNa K OCHOBHBIM
JICKApCTBEHHBIM  CPEJCTBAM; HeoOXonuMbl  Oojiee  MHMLMATHBHBIE TOIXOIBI K
(opMUPOBAHMIO PHIHKA OCHOBHBIX JIEKAPCTBEHHBIX CPEJCTB B III00AIHLHOM MacITade.

JEVMCTBUS UCHOJHUTEJIbHOI'O KOMUTETA

21. Hcnonkomy npeanaraeTcs MpUHATh HACTOSIIUIN TOKJIAJ] K CBEICHHUIO.




