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ObecnieyeHure JOCTYITHOCTH OCHOBHBIX
JIEKAPCTBEHHBIX CPEACTB

[TaTpnecsaT naras ceccust BcemupHoit accam6ien 31paBoOXpaHeHus,

npuBeTcTBysi npunatue "Jlekmaparmuu o cormamenun TPUIIC u oOmiecTBeHHOM
3npaBooxpaneHnu" Ha YerBeproir KoH(pepeHuun BTO nHa ypoBHe wmunmcTpoB ([loxa,
14 Hos16pst 2001 r.), B KOTOpOW MOAJAEPKUBAIOTCS MpaBa CTPaH Ha 3aIlUTy OOIIECTBEHHOTO
3/IpaBOOXPAaHEHHs W, B YAaCTHOCTH, Ha PACIIMPEHUE JOCTyIa K JEKApCTBEHHBIM CpEICTBAM
JUTSL BCEX;

HaItOMHUHas OGCy)KI[eHI/IH " MPCIJIOXKCHUA, TPCACTABJICHHBIC TOCYAapCTBAMU-YJICHAMUA
Ha UX PETHMOHAJIBHBIX COBEIIAHUAX, MPOBEACHHBIX A0 lIaThaecsaT msaToil ceccun BecemupHoi
accamOyien 37paBOOXpAHEHUS, TJIABHBIM O0Opa3oM Ha TATHICCAT TPETheH ceccuu
PernonanpHoro xomurtera st ctpan Amepuku (ceHtsOps 2001 1.)! M Ha copok BOCEMOM
ceccun PernoHanbHOTO KOMHUTEeTa misi cTpaH Bocrtounoro CpenmzeMHOMOpPBS (OKTSIOpH
2001 1.)? 1, Kpome TOro, 00CTOATEILHOE 00CYXIeHUE, cocTosBIIeecs Ha CTO JCBATOW CECCUU
HcnonaurensHOro KOMMUTCTA,

noaTeepxkaaa pesomonuio WHAS4.11, B koTtopoi nmoguepkuBaercst crpareruss BO3 B
00JacTH JIEKapCTBEHHBIX CPEACTB, U COACpXKAIIMECS B HEW MPEUIOKECHHS, aJpPECOBAHHBIC
rocyjaapctBaM-ujieHaMm U ['eHepanbHOMy nupektopy BO3;

0CO3HaBasi HEOOXOAMMOCTh OO0ECIEUYEeHUs NPEEeMCTBEHHOCTH B Jeje OOHOBIICHHS
[Ipumepnoro mnepeunss BO3 OCHOBHBIX JIEKaPCTBEHHBIX CpPEACTB B CBETE HAYYHOHU
UH(POPMALIMU Ha OCHOBE (DAKTUYECKHX JTaHHBIX;

MOMYEPKHUBasi MPAKTUYECKYIO OCYIIECTBUMOCTh KOMILJIEKCHOTO PEIICHUs MPOOJIeMbl
BO3JICUCTBUS MEXIYHAPOJHBIX TOPTOBBIX COTJIALIEHUN HA CIPABEIJIMBBIN JOCTYI KO BCEM
JIEKapCTBEHHBIM CPEJICTBaM, B OCOOEHHOCTH K OCHOBHBIM JIEKAPCTBEHHBIM CPEJICTBAM;

I Cm. nmokyment CD53/5.
2 Pezomonust EM/RC48/R 2.
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OCO3HaBasi OTBETCTBEHHOCTb TIOCYJapCTB-4JIIEHOB 3a TMOMJEPKKY obOecreueHus
HAJC)KHBIX HAYYHBIX JAHHBIX, UCKIIOUYasl MPU ITOM JIFOOYIO MPEAB3ATYI0 WH(POPMAITUIO HITH
BHEIIIHEE JaBJICHHUE, KOTOPbIE MOTYT HaHECTH yIIepO 00IIeCTBEHHOMY 3/IpaBOOXPAaHEHHUIO,

1.  TIPU3BIBAET rocynapcrBa-4jieHbI:

(1) BHOBP MOATBEPIUTH CBOIO NPUBEPKEHHOCTh PACHIMPEHHMIO JOCTyHa K
JIEKapCTBEHHBIM CPEACTBAM M OTPA3UTh 3Ty MPHUBEPKEHHOCTh B KOHKPETHBIX MpaBUIIax
B CTpaHaX, B YaCTHOCTH, IyTE€M HPUHATHS HALMOHAJIBHOM MOJUTUKU B OO0JIACTH
JIEKapCTBEHHBIX CPEJICTB, COCTABJIECHMSI MEPEUYHEN OCHOBHBIX JIEKAPCTBEHHBIX CPEJICTB
Ha OCHOBE (haKTHUECKUX NaHHbIX U ¢ ydyeroM [Ipumepnoro nepeuns BO3, u B pabote
[0 AaKTUBU3AaLMU T[OJUTUKM B O0JacTU JIEKAPCTBEHHBIX CPEJACTB B paMKax
HAIlMOHAJIBHBIX CUCTEM 3]JpaBOOXPAHEHHUs, JOCTYIA K 3TUM JIEKAPCTBEHHBIM CpEJICTBAM
Y MX KayecTBa U PallMOHAIbHOI'O UCIIOJIb30BaHUS;

(2) co3gate HEOOXOOUMBIE MEXAHU3MBI, Kacarolluecss IepeyHed OCHOBHBIX
JICKapCTBEHHBIX CPEACTB, KOTOphIe ObUIM ObI HAyYHO OOOCHOBAHBI, HE3aBUCHMEI OT
BHEIIIHETO JIaBJICHUS U MOJIBEPTaIUCh PETYISIPHOMY NIEPECMOTPY;

(3) npuHHUMATH B JOTOJHEHHE K TMOJMTUKE M MPAKTUYECKUM JICUCTBHUSIM B 00JacCTH
3IpaBOOXpPAHEHUS]  JIOTIOJHHUTENbHBIE MeEpbl Uisi  O0ecrme4eHus TOro, YTOObI
HallMOHAIbHBIE TIEPEYHU OCHOBHBIX JICKAPCTBEHHBIX CPEICTB 0a3MpOBAIUCh Ha
CTaHJAPTHBIX KIMHUYECKHUX MPHUHIMIIAX, MPEANOYTUTENILHO B (opMe HAIMOHATIBHBIX
TEpaneBTUYECKUX CIIPABOYHUKOB, B LIEJISAX COJACHCTBUS pallMOHATHLHOMY Ha3HAYCHHIO;

(4) BHOBb TONTBEPIUTh B paMKaxX HAIMOHAJILHOW TIOJUTUKH B  00JIACTH
JICKApPCTBCHHLIX CPCACTB KOHUCIILUIO BO3 ocHOBHBIX JICKApCTBCHHLIX CPCIACTB B
Ka4eCcTBE TEX CPEACTB, KOTOPHIC YJOBJICTBOPSIOT TPUOPUTETHBIE TOTPEOHOCTH
HACCJICHUS B Me)lHKD-caHI/ITapHOfI IIOMOIIIH, C OTPAKCHHUEM TAKXKE HAJIM4YHA, KAQ4YCCTBA,
IICHBI U MPAKTUYECKON OCYIIECTBUMOCTH MOCTABOK U C JIOMOJHUTEIBHBIM aKIIEHTOM Ha
dakTrueckyo 6a3y, TpedyeMyro sl HallMOHAIBHBIX JUCKYCCHUH;

(5) npOJOKUTH MOHUTOPHUHI TMOCIEACTBUI HEJIABHUX 3aKOHOB O 3alllUTE MaTEHTOB
JUTSL TOCTYTIA K JIEKAPCTBEHHBIM CPECTBaM U coOroaeHust CorameHns O CBI3aHHBIX C
TOProBJIEH acreKkTax MpaB HHTeJUIeKTyanbHol coocTBeHHocTH (TPUIIC);

2. TPEMJIAT AET I'enepanbHOMYy AHPEKTOPY:

(1) yxpenutrs KoMuUTET SKCIEpPTOB MO HCIOJIB30BAHUIO OCHOBHBIX JIEKAPCTBEHHBIX
CpeacTB, obOecreunBasi €ro IOCTOSHHYIO HE3aBHCHMOCTh OT BHEIIHETO JaBJICHUS,
UCIIONb30BaHUE HAYyYHO OOOCHOBAaHHBIX KPUTEPUEB IEpecMOTpa M OOHOBIEHUS, U
MOJTyYEHHUsI, B COOTBETCTBYIONIMX CIIy4asX W IO Mepe Hago0HOCTH, HEOOXOIUMOit
IIOMOIIM OT BCEX 3aUHTEPECOBAHHBIX CTOPOH;

(2) oOecneunTh paccMOTpeHHE B paMkax crpaterun BO3 B 001acTu JeKapCTBEHHbIX
CPE/CTB BAaXXHOTO BOINPOCA, KACAIOWIETOCS BO3JICHCTBHUS MEXIYHAPOJHBIX TOPTOBBIX
COTJIAIICHUHA Ha J0CTYyII K JICKAPCTBCHHBIM CpPCACTBAM, U OTPAKCHHUEC HOCTUTHYTOI'O
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mporpecca B OCYIIECTBICHHH 3TOH BCEOOBEMIIONIEH pabOThl B COOTBETCTBYIOIIUX
JIOKIaaax Juisi pyKoBosux opranos BO3;

(3) mpomaranaupoBaTh HEOOXOIWUMBIE NEHCTBUS B MHUPOBOM MaciiTabe B LEMsIX
coaeicTBus qudPpepeHirani Ha ppIHOYHOM OCHOBE 1I€H Ha OCHOBHBIE JIEKAPCTBEHHBIC
CpeAcTBa MEXAY CTpaHaMHM C BBICOKMM, CPEIHMM M HHU3KUM YpPOBHEM J0XO0Ja U
obecreunBaTh TEXHUUECKYIO MOJIEPKKY, B OCOOCHHOCTH Pa3BUBAIOIIMMCS CTpaHaM, B
pa3paboTKe COOTBETCTBYIOIIEH MOTUTHKHU B 00JIACTH JIEKAPCTBEHHBIX CPEICTB;

(4) mnpomaraHAMPOBATH KOHIICTIIIMIO OCHOBHBIX JIEKAPCTBEHHBIX CPEJICTB U MOJIUTHKY
B 3TOH 00JIaCTH B KaueCTBE MEXaHHW3Ma OCYIIECTBICHUS PAlMOHATBLHOTO HAa3HAYCHUS
JIEKapCTBEHHBIX CPEJICTB;

(5) mnpomomxuTh paboTy MO METOMOJIOTMH CO3/1aHUSl KOMIBIOTEPU3UPOBAHHBIX 0a3
JAHHBIX O CIIPABOYHBIX 1IEHAX HA OCHOBHBIE JIEKAPCTBEHHBIE CPEJICTBA BO BCEM MHUPE;

(6) mNpONOKUTH HCHOJB30BAHWE BCEX JUINIOMATHUYECKUX U MOJUTHYECKUX
BO3MOXXHOCTEM B ILEJNAX NPEoAOeHHs] OapbepoB, NPENATCTBYIOUIMX JOCTYIYy K
OCHOBHBIM JIEKAPCTBEHHBIM CpPEJCTBAM, COTPYJIHHMYAsi C TOCYAApCTBAMU-YJICHAMHU B
nemsix odecriedeHus: Gu3ndeckod W (UHAHCOBOW IOCTYITHOCTH JTHX JIEKapPCTBEHHBIX
CPEJCTB Ul BCEX JII0JIeH, KOTOPbIE B HUX HYKIAIOTCS;

(7) mnoakmounTbest K paboTe  HEMPaBUTEIBCTBEHHBIX  OpPraHM3alldid M0
OCYIIECTBIICHUIO WHHIIMATUB, KOTOPBIE CO3BYYHBI MPHOPUTETaM OOIIECTBEHHOTO
31paBOOXPAHEHMUS, U OKA3bIBATh UM MOAJCPKKY.

Hessroe meHapHoe 3acemanue, 18 mas 2002 r.
AS5/VR/9




