Cro 1mmepBas ceccus EB101.R24

IIynkT 9 moBecTKYU THS 27 ausapst 1998 r.

[IEPECMOTPEHHASI CTPATETUSI B OBJIACTU JIEKAPCTBEHHBIX
CPEJICTB

W cnomuureapHbII KOMUTET,

PEKOMEHIOYET IlarpmecsaT mepBoll ceccmu BceMumpHOM accaMOJIied 31paBOOXPaHCHUS
HPHUHSATH CIESAYIOIIYIO PE30IIIOIHIO;

IIsreaecar mepBast ceccust BceMupHon accaMOJIen 30paBoOXpaHeHns,

HaniomuHag pesosroruu WHA39.27, WHA41.16, WHA43.20, WHA45.27, WHA47.12,
WHAA47.13, WHA47.16, WHA47.17 1 WHA49.14;

paccMOTpeBIoKIIan ['eHepaIbHOTO TUPEKTOPA 0 IePECMOTPEHHOM CTPATETNH B 00JIaCTH
JIEKApCTBEHHBIX CPENCTBY;

IpUHAMAsS K CBEIEHHUIO JesATeJIbHOCTh BO3 1II0 COIEHCTBUIO OCYIIECTBICHUIO
IIEPECMOTPEHHON CTpaTErUHU B 00JIACTH JIEKAPCTBEHHBIX CPEICTB, B YACTHOCTH IIOCPEICTBOM
OKa3aHUS IIONJIEPKKHU B pa3pab0TKe U OCYIIIECTBICHNI HAIIMOHAILHON IOJUTHKA B 00JaCTH
JIEKApCTBEHHBIX CPEIICTB; CTPATETHIO IIPOBENEHUS 0030Pa U OIIeHKH DD (HEKTUBHOCTH IPUHSITHIX
BO3 OTHuyeckuX KpUTEPHEB IIPONBHMKEHMS JIEKAPCTBEHHBIX CPEICTB Ha PBIHOK, IIOTOK
PBIHOYHOM HH(OPMAIIMK, PYKOBOJCTBO II0 OeCINIaATHOMY HPETOCTAaBIEHUIO JIEKAPCTBEHHBIX
CPENICTB, M CTaHIAapTHYIO HMHGOPMAITHIO 110 JIEKAPCTBEHHBIM CPEICTBAM,

IIpU3HAaBas C YIOBJIETBOPEHUEM JOCTUTHYTBII IPOIPECC M ONOOPSISI BCECTOPOHHIOIO
nesTebHOCTE BO3 B 0TBET Ha CYIIECTBYIONINE M HOBBIE IIPOOJIEMBI B (hapMalleBTHUECKOM
CEKTOpE;

BBIpaxkasl yIOBJIECTBOPECHHE HPOUYHBIM JIHICPCTBOM, IIpOIeMOHCTpupoBaHHRIM BO3 B
IpoIlaraHue KOHIICIIIUNN OCHOBHBIX JIEKAPCTBCHHBIX CPEJICTB M B COJICHCTBUH HaIllMOHAIBHOM
IOJATHKE B OOJIACTH JIEKAPCTBEHHBIX CPEICTB, KOTOpPas CIOCOOCTBYET paIllMOHAILHOMY
HICIIOJIL30BAHHUIO PECYpCOB B (hapMaIleBTUICCKOM CEKTOPE M COBEPIIICHCTBOBAHUIO MEIUKO-
CaHUTapHOM IIOMOIIIY,
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oTMeYas C VIOBIETBOPEHHMEM TOT (PaKT, YTO pPs TIOCYIapCTB-UJIEHOB HPHUHSIIN
DPYKOBOJCTBO II0 OECILIaTHOMY IIPEIOCTABIEHUIO JeKapCTBEHHBIX CPEICTB, KOTOPOE OCHOBAHO
Ha MeEXYyUpeXKIeHUeCKNX pPYKOBOISIINNX IPHHIIAIIAX, BBRIOYHIeHHBIX BO3, Ho Oymydum
00ECIIOKOEHHON TEM, 4YTO IIO-IIpEeKHEMY IIMPOKO pacHpOCTpaHEHBI HapYIIEHUS IIpH
0eCILIaTHOM IIPENOCTaBIIEHHMM JIEKAPCTBEHHBIX CPEJNCTB, HAIpUMeEp, IIpPeloCTaBIIEHHE
MpeIapaToB ¢ IPOCPOUYEHHBIM CPOKOM, HEIIPABIIILHOM MapKHUPOBKOM, a TAK>Ke He BXOISIITIMHI
B COCTaB OCHOBHBIX JIEKAPCTBEHHBIX CPEJCTB,

OyIy4un 00eCIIOKOCHHOM CUTYaIluel, B KOTOPOH OJHA TPETh HAaCEJIEHUs MHUpa He UMEET
rapaHTHPOBAHHOTO HOCTyIIa K OCHOBHBIM JICKApCTBEHHBIM CpEICTBaM, B KOTOPOM HOBEBIEC
BCEMHUpPHBIE TOPIOBBIE COTJAIICHHS MOTIYT O0Ka3aTh OTPHUIIATCIILHOE BIMSHHE Ha MECTHBIN
IIpOM3BOJCTBCHHBLIN IIOTEHIINAJ, a TaK3Ke Ha JOCTYI K (hapMalleBTHUESCKHUM IIperapaTaM U UX
IIeHY B pa3BUBAIOIINXCS CTpaHax, U B KOTOPOH ChIphe I hapMalleBTUUECKUX IpeIiapaToB U
TOTOBBIE (hapMaleBTHUYCCKHEC IIpermapaThl HH3KOTO KadecTBa IIPOJOJIKAIOT IIOCTYIIATh B
MeKIYHapOJTHYIO TOPIOBIIIO;

OyIyYH TaK>Ke 00ECIIOKOEHHOM B CBSI3M C TEM, UTO JIEKAPCTBEHHBIE CPEIICTBA IIPOJOJIKAIOT
HepaIMOHAIIBHO UCIIOJIL30BaThCS JINIIAMH, KOTOPBIE NX BBIIUCHIBAIOT U OTIIYCKAIOT, IMAPOKMUMH
CI0SIMH HaceJIeHUS, a TAK>KE B CBSI3U C TEM, UYTO DTHUM HAPYIIEHUSIM CIIOCOOCTBYIOT HEDTUYHOE
UX IPOJBIKEHNE Ha PBIHOK B Pa3BUTHIX U PA3BUBAIOIIUXCS CTPaHaX U OTCYTCTBHUE IOCTYIIA K
HE3aBHCHUMOMH, HAYYHO IPOBEPEHHON HMH(MOPMAIHH O JIEKAPCTBEHHBIX CPEICTBAX,

1. HACTOATEIJIBHO ITPU3BIBAET rocymapcrBa-djIcHBI.

(1) BHOBH HOATBEPAHWTH CBOIO IIPUBEPKEHHOCTH pa3pabOTKe, OCYIIECTBICHUIO W
MOHHUTOPHUHIY HAIIMOHAILHON IIOJIUTHUKH B OO0JACTH JIEKAPCTBEHHBIX CPEICTB IJIS
o0ecIIeyeHUs CIIPaBeIINBOr0 TOCTYIIa K OCHOBHBIM JIEKapCTBEHHBIM CPEICTBAM,

(2) oGecmeyuTs mpeobIIaJaHUe WHTEPECOB OOIIECTBEHHOTO 3IPaBOOXPAHEHMS HAaJl
KOMMEPUYECKIMHI HHTEPECAMU B IIOJIUTUKE B hapMaIleBTHIECKON 00JIACTH U B 00JIACTH
3JpaBOOXpaHEeHNsT M DPACCMOTPETh BAapHAHTHI TAKOHM IIOJUTHKHA B COOTBETCTBUH C
CorJalrieHleM 10 acleKTaM IIpaB Ha HHTEIIEKTYAIbHYI0 COOCTBEHHOCTD, CBSI3AHHBIM C
TOPTOBJIEH, B IIEJISIX 00€CIIEUEHHSI TOCTYIIAa K OCHOBHBIM JIEKAPCTBEHHBIM CPEICTBAM;

(3) paspaboraTrh M OCYIIECTBIISITH PETTIAMEHTUPYIOIIINE ITOJI0KEHUS, 00€CIICUNBATOIIIIE
HaJJIesKaInue YHUGHUIIMPOBAHHBIE CTAHIAPTHI KadecTBa JJISI BCEX IIPOM3BOJUMABIX,
AMIIOPTAPYEMBIX, BDKCHOPTUPYEMBIX WM IIPOXOISIIHUX TPAH3UTOM 4Yepe3 UX CTPaHbI
(apMaIneBTHUYECKAX MaTEPHUAIOB U IIPENapaToB;

(4) BBecTm B JeficTBHE M COOJIIONATH 3aKOHOMATEIILCTBO WM DPErIAMEHTUPYIOIIHE
IIOJIOKEHUSI B COOTBETCTBUHU C IIPUHIIMIIAME IPHUHATHIX BO3 DTHUYECKUX KPUTEPUEB
IIPOIBMKEHUSI JIEKADCTBEHHBIX CpPENCTB Ha PBIHOK, W B COTPYIHHYECTBE C
3aMHTEPECOBAHHBIMU  CTOPOHAMM  OCYIIIECTBJISTH MOHHUTODHHI  HIPOIBUKEHUS
JIEKAPCTBEHHBIX CPEIICTB HA PHIHOK.

(5) paspaGoraTh WIM IOAJAEPKHUBATH HAIIMOHAJIHHBIE DYKOBOISIIME IIPUHITAIIBI,
PETYIHUPYIOLINE OeciniaTHOE IIpeIoCTaBIeHHUE JIEKapCTBEHHBIX CPEJICTB,
COOTBETCTBYIOIINE MEXKYUIPEXKICHUSCKIM PYKOBOISAIINM IIPHUHITAIIAM, OIIyOJIMKOBAHHBIM
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BO3, u coTpygHHYATh CO BCEMH 3aMHTEPECOBAHHBIMU CTOPOHAMH IJIS COIEHCTBUS
COOIIIONEHUIO TAKKUX IIPUHITHIIOB,

(6) comercTBOBATH PAIMOHAIBLHOMY HKCIIOJIB30BAHUIO JIEKAPCTBEHHBIX CPEICTB IIPH
IOMOIIX 00€ECIIEUeHNST HE3aBUCUMOI, COBPEMEHHOM U COIIOCTABUMON MHMOPMAIIAA O
JICKapCTBEHHBIX CPEJICTBAX U BKIIOYUTD palliOHAILHOE UCIIOIb30BaHIE JIEKapCTBEHHBIX
CPEJCTB U MHMOPMAIIHIO O CTPATETHIX KOMMEPUYECKOI'O COBITA B IIOATOTOBKY PAaOOTHHUKOB
3JpaBOOXpaHCHHS Ha BCEX YPOBHIX;

(7) pasBuUBaTh U MOMNEPKUBATH IPOCBEIECHUE IOTPEOUTEICH 10 DPAIUOHAIBHOMY
HCIIOJIB30BAHUIO JIEKAPCTBEHHBIX CPEACTB U BKIIIOYCHHE DTOTO BOIIPOCA B IPOTrPAMMEBI
IIKOJIBHOTO 00YYeHHUS],

(8) mpoBOIUTH PErYISPHYIO OIEHKY XOda pabOThI C HUCIOJb30BAHUEM IIOKA3aTeleH,
pa3padoTannbeix BO3, iy Ipyrux cOOTBETCTBYIOIIUX MEXaHIU3MOB,

(90 mnpomomxkarh GWHAHCHPOBAHME M OKa3aHWE MAaTCPHAIBHON IIOMIEPKKA
IIEPECMOTPEHHON CTPATETUH B 00JIACTH JIEKAPCTBEHHBIX CPEIICTB, 0COOESHHO II0CPEICTBOM
npenocrasjienust BO3 BHeOIOIKETHBIX CPEIICTB,;

IIPEIJIATAET I'enepanbHOMY THMPEKTODY.

(1) oxassBaTh HOIEPIKKY TOCYIapCTBAM-UIeHAM B UX YCHIHSX II0 pa3pabOTKe W
BBIIIOJTHEHUIO IIOJATHKMA M IIporpaMM, HAIpaBJIeHHBIX Ha JOCTYKEHHUE Ilejel
IIEpPECMOTPEHHON CTPATETNHU B 00JIACTH JIEKAPCTBEHHBIX CPEJICTB, BKIIIOYAS pa3padoTKy
MEXaHU3MOB, PYKOBOISIINX IIPUHIIUIIOB 1 METOIOJOTUY IJIS OIIEHKY 1 MOHUTOPHHTA,

(2) "puUHSTH BCEOOBEMITIONIYIO CTPATETHIO JJIS COOMIONCHUS DTUUCCKUX KPUTEPHUEB
BO3 mpomBuzKeHHUs JEKapCTBEHHBIX CPEICTB HAa PHIHOK M IPOJOJIKATEH IIPOBEICHHUE
0030pa ee > PHEKTUBHOCTA BMECTE CO BCEMHU 3aMHTEPECOBAHHBIMHY CTOPOHAMU,

(3) pacmmmpuTh pPYKOBOISINUE IPUHINIGBI, BKIOYeHHBIe B Cmcremy BO3
VIOCTOBEpPEHUSI KadvecTBa (papMaleBTHUYECKHX IIPeHapaToB, IIOCTYIAIOIIUX B
MEXKIVHAPOIHYIO TOPIOBIIO, C TEM UYTOOBI OHHM OXBATBIBAIIM (hapMalleBTUUECKUE
HCXOIHBIE MaTepHalbl, pa3padoTaTh M PAaCIPOCTPAHUTH EIUHBIE PYKOBOISIIIHE
IPUHIUNLL II0 perIaMeHTAIlMOHHOMY KOHTPOIIIO, DKCIOPTY, MMIIOPTY MU YCIOBHUSIM
TpaH3uTa ¢apMalleBTUUYECKUX IIpellapaToB, a TaksKe pa3paboTaTh IIPAaKTHUUECKHE
HOPMATHUBBI JJIS YYaCTHHKOB MEXKIYHAPOJTHON TOPTOBIX apMaleBTHYECKIMU
IpenapaTaMu U ¢papMareBTUYEeCKIMU ChIPLEBBIMU MaTepHalaMu;

(4) yrpenmwTHM PACIIMPHUTH IIPETOCTABICHUEC HE3ABUCUMOM HHMOPMAITAN O PHIHOYHBIX
IleHaX Ha CbhIpbe TapaHTHPOBAHHOIO KayecTBa JJIS M3TOTOBJIECHHS OCHOBHBIX
JIEKAPCTBEHHBIX CPEJICTB,;

(5) mpomomkaTh pa3pabOTKy M PACIpPOCTPAHEHUE, UCIIOIb3YS TAKKE DIIEKTPOHHBIE
cpelcTBa, TakWe Kak MurepHer, He3aBUCHUMOM HWHGOpMAIIMA O 0O€30HacHOCTHU
dapManeBTHUESCKUX IIpenapaToB U CIIyUasX IOIIeILHBIX JJeKapCTBEHHBIX IIpeapaToB UIIN
CPEJICTB, 0 BBIOOPE JIEKAPCTBEHHBIX CPEIICTB M O pAIlMOHAIILHOM Ha3HAYCHUM,
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(6) oxasspBaTh IIOMOIIL TOCYIapCcTBaM-4wieHaM JJISI aHallu3a, C TOYKHA 3peHUs
dapManeBTUUECKUX MpenapaToB U OOIIECTBEHHOIO 3JIpPaBOOXpaHEHMUs, IIOCIIENCTBUI
COTJIAIIICHUM, OCYIIIECTBISIEMBIX II0J Hag30pOM BceMupHOU TOProBOM OpraHM3aluu, 1
pa3padoTaTh HAIJIEXKAIIYIO IIOJUTHKY M MEPBI PETYIINPOBAHNUS,

(7) mnpoBectt 0630p U OOHOBJIEHHE IIEPECMOTPEHHOM CTpaTErHd B 00JIACTH
JIEKAPCTBEHHBIX CPEJCTB, C TEM YTOOBI OTPA3UTh COBPEMEHHBIE U IIOCTOSHHBIE 3aa4l
(dapMaIeBTHYECKOT0 CEKTOpa WM IIPUHIMAILI, CHOPMYIUpPOBAHHBIE B OOHOBJIECHHON
IIOJIUTUKE JOCTUXKEHHUS 3J0POBbSI IJIST BCEX,

(8) mpencraBuTh [IATHIECAT TPETHEN ceccuu BeeMUpHOIT accaMbIeH 3paBOOXPAHEHUS
BCEOOBEMIIIOIIIMN JOKJIAIl O JIOCTUIHYTBHIX VCIIEXaX M BO3HUKIIHX IHpoOlieMax B
OCYIIIECTBIIEHN X OOHOBJIEHHHM IIepeCMOTpeHHOH cTpaTerun BO3 B o6iactu
JICKapCTBEHHBIX CPEJICTB, BKIIIOYasI PEKOMEHIAIIAN JJIS NS CTBHIIL.

IlTecTtnammaroe 3acenanue, 27 susaps 1998 r.
EB101/SR/16




