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WHAS8.27 YaydyumieHue  JeTEIBLHOCTH IO  CACPKHBAHMIO  PE3UCTEHTHOCTH K
NPOTUBOMHKPOOHBIM NpenapaTamM

[IsTpmecsaT BocbMas ceccust BecemupHo# accamOnen 3apaBoOXpaHeHus,

PacCMOTPEB JOKJIaAd O palnuOHAJIBHOM HCIIOJIBb30BaHHUU JICKAPCTBECHHBIX CPEACTB TEMHU, KTO
BBITTUCBIBACT JICKAPCTBCHHLIC CPEICTBA, U HaI_[I/IeHTaMI/I:L;

MPU3HABAs, YTO CACPKUBAHUE PE3UCTEHTHOCTH K MPOTHBOMUKPOOHBIM MpenaparaM sIBISCTCS
OMHON W3 MPEANOCHIIOK TOCTIDKEHMS psAfa COTJIaCOBAHHBIX B MEKIYHApOMHBIX MacIiTabax u
CBSI3aHHBIX CO 3/I0pOBbEM Ileiei, comepxkammxcs B Jlekmapanuu TeicsueneTrss OpraHu3amnun
O0benuueHHbIX Hamuii;

HAIOMHHAs peKoMeHaaimu Bropoit MexnyHaponHold KoHGEpEeHIMH TIO  YIIYy4IICHUIO
HCIIONIb30BaHMS JIEKapCTBEHHBIX cpencTs (Hnanrmaii, Tanmamm, 2004 1.);

HaIllOMHHAsl TaK)Ke BBIBOJBI COOTBETCTBYIOMUX NoKiIagoB BO3, B Tom uucne "lIpuoputeTHble
JIEKapCTBEHHbIE CpeACcTBa il EBpomnbl u MI/IpaHZ, a Takxe KoIeHrareHckyr peKoMEHAAINIo,
cAenaHHyl0 Ha KoH(epeHIMH EBpONEHCcKOro corsa, MOCBIIIEHHOW "MHKpOOHOW OmMacHOCTH"
(Komenraren, 1998 r.);

OCO3HaBas, YTO PACHpPOCTPAHEHHWE PE3NCTEHTHOCTH K IMPOTHBOMHKPOOHBIM TMpernapaTtaM He
3HAaeT HAIMOHAIBHBIX TPAHWUL M JOOCTHUIVIO TAaKHX MaciiTaboB, KOTOpbIE TPEOYIOT HEOTIOXHBIX
JNEWCTBUM Ha HAIMOHAIBFHOM, DPETHOHAIBHOM M TJ00AJbHOM YPOBHSX, OCOOCHHO C YYETOM
COKpaIeHus pa3paboTKi HOBBIX MPOTHBOMHUKPOOHBIX MIPENapaTos,

HanomuHass npensigymme pesomommn  WHAS39.27 u WHA47.13 o paunoHanbHOM
HCTONB30BaHUM JieKapcTBeHHBIX cpenacts, WHAS1.17 o pe3ncTeHTHOCTH K NPOTHBOMHUKPOOHBIM
npenaparam 1 WHAS4.14 o rio6anbHoi 6€30MacHOCTH B BOTIPOCAX 3APAaBOOXPAHEHHUS;

npusHaBas ycuwnust BO3 B coTpyAHMYECTBE ¢ MPaBUTEIbCTBAMH, YHUBEPCHUTETAMH, YAaCTHBIM
CEeKTOPOM M HENPAaBUTEIBCTBEHHBIMH OPraHU3alMAMH 10 CACPKMBAHHIO PE3HUCTEHTHOCTH K
NPOTHUBOMHKPOOHBIM  MpenaparaM, YTO COJCHCTBYEeT TPEAYNPEKACHUIO  paclpoCTpaHEHUs
WHEKIMOHHBIX O0Ne3HEH;

OoTMeYasi, YTO HECMOTPSI Ha HEKOTOPBIN MPOrpecc, CTPaTerus MO CAEPKUBAHUIO PE3UCTEHTHOCTH
K MPOTHBOMUKPOGHBIM TPENapaTaM He Oblia IIHPOKO OCYIIECTBICHA

XKenasik aKTHBH3MPOBATh YCHIIMSI MO CHACP)KUBAHHIO PE3UCTEHTHOCTH K MPOTUBOMUKPOOHBIM
mpernapaTtaM M COJCHCTBOBATh PALMOHAJIHLHOMY HCIIOJIB30BAHUIO MPOTHBOMUKPOOHBIX MNpenapaTtoB
npoBaiiziepaMl U TOTPEOMTENsIMU B IENAX TOBBIIIEHUS TNI00aIbHONH 0e30MmacHOCTH B 00JIacTH
3IpaBOOXpPaHEHUS,;

BHOBb TIIOAYCPKHBAs HGO6X0):[I/IMOCTB B COIIaCOBAHHOM, BCCCTOPOHHCM H KOMIUICKCHOM
HallMOHAJIBHOM  IIOAXOJEC K COHeﬁCTBHIO pa60Te o  CACPXKHUBAHUIO  PE3UCTCHTHOCTU K
HpOTI/IBOMI/IKp06HLIM mpenaparam,

! oxyment A58/14.
2 Jloxyment WHO/EDM/PAR/2004.7.
® loxyment WHO/CDS/CSR/DRS/2001.2.
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Oyayum yOeKIeHa B TOM, YTO IS MPABUTEILCTB, MPEACTABUTEICH MEIUIIMHCKUX MPOodeccHii,
TPaKIAHCKOTO OOIIECTBa, YACTHOTO CEKTOpa M MEKIYHApOIHOTO COOOIIECTBA HACTAJIO BPeMsI BHOBb
MOATBEPIUTh CBOIO MPHUBEPKEHHOCTh JENy OOECIeYeHHsS JOCTATOYHBIX WHBECTHIIMA B X
CACPKMBAHHS PE3UCTCHTHOCTH K TPOTUBOMUKPOOHBIM IIperiaparam;

1 [MTPU3BIBAET rocynapcTBa-ujieHbI:

(1) ofbecneunts  pa3pabOTKy  COINIACOBAHHOTO, BCECTOPOHHETO W KOMIUIEKCHOTO
HaIIMOHAJIBHOTO TOJIX0Ja K OCYLIECTBIICHUIO CTPATErM MO CIAEPKUBAHUIO PE3UCTEHTHOCTH K
MIPOTHBOMHUKPOOHBIM TIperiapaTaM C y4eToM, B Cllydae HEOOXOIMMOCTH, (PMHAHCOBBIX M HHBIX
CTHUMYJIOB B BOINPOCax BBIIHCKUA U OTIIYCKa JICKAPCTBEHHBIX CPEACTB, KOTOPbIE MOT'YT HUMETh
naryOHBIC TOCIICICTBHSI;

(2) yKpemuTh NPaKTHKY PalliOHAIBHOTO HUCIIOIb30BAHUS IIPOTHBOMUKPOOHBIX MPENapaToB, B
TOM 4YHCJIE TIOCPEACTBOM pa3paldOTKM M oOOecreueHuss COOMIOAEHHUsS HalUMOHAIBHBIX
PYKOBOISAIIMX NPHUHLMIIOB, PETJIAMEHTUPYIOIIMX CTaHAAPTHYK) MPAKTUKY B OTHOLICHHUH
NIUPOKO  PaclpOCTPaHEHHBIX WH(PEKIUH B TOCYAAPCTBEHHOM M YacTHOM CEKTOpax
3paBOOXPAHCHNS,

(3 ykpemuTh, B COOTBETCTBYIOIIMX CIy4asx, CBOE 3aKOHOIATEIbCTBO I10 BOIPOCAM
00eCTIeYCHUS HATTMY K JICKAPCTB B IIEJIOM M MPOTHBOMHUKPOOHBIX MPENApaToB B YACTHOCTH;

(4) moOMNIM30BaTh JIFOACKHE U (UHAHCOBBIC PECYPCHI UIS CBEICHUS] K MUHIMYMY Pa3BUTHUS U
pacrpoCcTpaHeHus] PE3UCTEHTHOCTH K IPOTHBOMHUKPOOHBIM —IperapaTaM, B YaCTHOCTH
MOCPEICTBOM COJCHCTBUS PALMOHAIBHOMY HCIIOJB30BAHUIO MPOTHBOMUKPOOHBIX MpenapaToB
npoBaiiiepaMu U IOTPEOUTENIMH;

(5) ocymecTBasATh AGGEKTUBHBI MOHHUTOPUHT W OOppOy C BHYTPHOOJLHHUYHBIMH
WH(EKIUAMY,

(6) ocymecTBIATH  PEryJsIPHBIA ~ MOHHUTOPHUHI  HCIOJB30BAHHS  MPOTHBOMHKPOOHBIX
npenapaToB W YPOBHS PE3MCTEHTHOCTH K TPOTUBOMUKPOOHBIM IIpemaparaM BO BCEX
COOTBETCTBYIOLIUX CEKTOpaXx;

(7) axTHBHO OOMEHHBATHCS 3HAHHSIMHU M OIBITOM B OTHOIICHUH Hamboiee 3(hPEKTUBHBIX
BUJIOB MPAKTHUKU B LEISIX COIACHCTBHS PallMOHAIHLHOMY HCIIOJB30BAHUIO MPOTHBOMHUKPOOHBIX
MperapaTos;

2. NPEUTAT AET T'enepansHOMY AMPEKTOPY:

(1) ykpemtate Jmampyoomyro poib  BO3 B CIepKHMBaHMM  PE3UCTEHTHOCTH K
MIPOTUBOMHUKPOOHBIM TIpernapaTam;

(2) yckoputh ocymectBienne pesomoumii  WHAS1.17 u WHAB4.14, xacarommxcs
CHCPKUBAHHUS PE3UCTCHTHOCTH K MPOTHBOMHUKPOOHBIM IpernaparaM MyTeM pPaclIpeHUs H
VKpeIUIeHUsI palOoThl 0 OKAa3aHWI0 TEXHWYECKOH TOMOIIHM TOCyAapCcTBaM-WieHaM II0 HX
MpOCKOE;

(3) cotpyaHWuaTh ¢ APYrHMH COOTBETCTBYIOIIMMH MPOrpaMMaMH M MAapTHEPaMH B LENSX
CONIEHCTBUS HaJJIeKAIIEMy HCIIOJIIb30BaHUIO TPOTHBOMHUKPOOHBIX MpPENapaToB B KOHTEKCTE
palMOHAIIBHOTO HCIIOJIB30BAaHUA JIEKAPCTBEHHBIX CPEACTB IyTEM PACIIUPEHUS MEPONPHUATHH,
JIOKa3aBLINX CBOIO 3((EKTUBHOCTh, U OKAa3bIBaTh IMOJAEPKKY OOMEHY 3HAaHUSIMHU U OIBITOM
MEX/1y 3aMHTEPECOBAaHHBIMU CTOPOHAMH O HAMJTYYIIINX BHAX MPaKTHKH,
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(4) okaszare mTOmIEpKKY B cOope HoBeime#i wuHMDOpPMANMH O PE3WCTEHTHOCTH K
[POTHBOMHKPOOHBIM IIperapataM Ha PpETHOHAJIBHOM M CYOPErHOHAbHOM YPOBHSAX U
00eCcreynTh K HEel JOCTYIT TOCYAapCTB-YWICHOB U IPYTHX CTOPOH;

(5) oxa3zath mogIEpKKY B cOOpe (aKTHYCCKHX JAHHBIX 00 3(P(EKTUBHBIX ¢ TOYKH 3PCHHS
3aTpar Mepax Npo(UITaKTHKN PE3UCTEHTHOCTH K MMPOTHBOMHUKPOOHBIM MpenaparaM U 00pbOBbI ¢
Hell Ha HallMOHAJILHOM M MECTHOM YPOBHSX U B 0OMEHE TaKMMH AaHHBIMH;

(6) npencraButh llectumecsToit ceccun BeemupHoit accambiien 31paBoOXpaHEHHUS TOKIa]] O
JIOCTUTHYTOM  TIPOTpecce, BCTPETHBIIUXCS NpoOieMax ¢ JaJbHEHIIUX  JACHCTBHUSAX,
MIPEIOKCHHBIX B XO0JI€ OCYIIECTBICHUS HACTOSIIECH PE30JIONHH, W BIIOCICICTBUU JENaTh 3TO
Ha PEryJsIpHON OCHOBE.

(demsitoe mnenapuoe 3aceqanue, 25 mast 2005 .
Komuret A, cempMoit qokman)





