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BcemupHas opraHm3aumsa 3apaBooxpaHeHns 6bina co3gaHa B 1948 r. B kavecTse
cneumann3npoBaHHOro yupexaeHus OpraHusaumn O6beaMHeHHbIX Hauwii,
HanpaBNSIOWEr0 U KOOPAMHMPYIOLLEr0 peLleHne MeXAYHapoAHbIX npo6nem
3/ paBOOXpPaHeHs 1 OXpaHy 340POoBbs HaceneHus. OgHa 13 yctaBHbIX (YHKLMWIA
BO3 coctouT B obecneyeHnn OOLEKTUBHOW M AOCTOBEPHOI WMHGOpMaLUn
W pekomMeHjauuii B 061acTy 3[0pPOBbA 4YeioBeKa, W 3Ty 006A3aHHOCTb OHa
BbIMOJTHAET BO MHOTrOM 6n1arogaps cBoei 06LWnpHON nporpammMe nyomkauumii.

Bbinyckasi B cBeT CBOU MaTepuasibl, OpraHm3aums CTPEMUTCS OKa3aTb MOMOLLb
HaUMOHa/bHbIM CTpaTernsam 34paBOOXPaHEHUs, U OGBLEKTOM €e BHMMaHMS
SIBMISIIOTCS CaMble HacCyLHble HY)X[bl HacefleHns BO BCEM Mupe. B OTBET Ha
NOTPEBHOCTU CBOMX TOCYAAPCTB-U/IEHOB, HAXOASLIMXCS Ha Pa3HbIX YPOBHSX
pa3suTnsa, BO3 un3gaeT npakTUYeckue pPyKOBOACTBA, YYEOHMKM U yyebHble
nocobus gns oTAeNbHbIX KATEropuin paboTHNKOB 3paBOOXPaHEHUS, MEIOLME
MeXAyHapofgHOe MNPYMEHEHME pPeKoMeHAaumMnm KU cTaHgapTbl, 0630pbl U aHa-
NU3bl NOMMTUKK, NMporpaMM K MCCAefoBaHWii B 0651acTU 3[4paBOOXPaHEHMS,
cornacoBaHHble AoKNafdbl O HOBEWLMX [LOCTUXKEHUSIX, CoaepxKalime npodec-
CMOHaJIbHble COBETbI U PEKOMEHAaUNV AN NnL, NPUHYMaoLWUX peLleHns. Bee
3TV KHUTWU TECHO YBA3aHbl C NMPUOPUTETHLIMW HamnpaB/EHUAMU LEeATE/bHOCTU
OpraHusauumu, BKAYasa NpodriakTuKy 6ose3Helt n 60pboy ¢ HAMK, pa3BUTme
paBHO [OCTYMHbIX BCEM CUCTEM 3ApPaBOOXPaHEHNS Ha OCHOBE MNEepPBWYHOI
Me[MKO-CaHUTaPHO NMOMOLLYM N YKPENEHNE 340P0Bbs OTAEMNbHbIX AL, U TPYNn
HaceneHus. MNpoaBMXeHWE K Lenu ynydlleHus 3[40poBbs ANS BCex TpebyeT
TakKXXe pacrnpocTpaHeHusi MHhopmMaLmm 1 06MeHa eto B 106aslbHOM MacluTabe
C NpeACcTaB/eHNEM [aHHbIX, OCHOBAaHHbIX HA 3HAHUSIX M OMbITE BCEX roCyAapCcTB
- yneHoB BO3, a TakkKe Ha COTpYAHMYECTBE MUPOBLIX NMAEPOB B cgepax
00LWEeCTBEHHOIO 3/1paBOOXPaHEHMNS U MeAMNKO-OMON0TMYECKNX NCCNeaoBaHNiA.

UTo6bl 06€CcneynTb camylo LUMPOKYH [AOCTYMHOCTb aBTOPUTETHBLIX CBEAEHWI
Nno BOMpocam 34paBOOoXpaHeHuns N NPUHLMNOB nxX peweHnsa, BO3 3aHMmaeTcs
pacnpocTpaHeHneM CBOMX My6/mKauuii BO BCEM MUpe, NOOLWPSst UX MEPEBOA, 1
afjantayuto. Jintepatypa BO3 cnocobCcTBYyeT oXpaHe U YKPENIeHU0 340p0Bbs
HaceneHns BO BCEX CTpaHax, NoMoraeTt npegynpexsjars 601e3Hn 1 60poThes
C HMMW, BHOCS, TakMm 06pa3om, CBOK NIENTY B AOCTUDKEHME [/TAaBHOWN uenu
OpraHn3aLmm - HamBbICLLEro BO3MOXKHOIO YPOBHS 30POBbS /IOAEN.

Cepuns TexHuyeckmx foknagos BO3 cnyXuTt uLensam pacnpocTpaHeHus WH-
hopmaumu o pesynbratax paboTbl MeXAYHAPOAHbIX Pynn 3KCNepToB, KOTOpble
obecneuvBaioT BO3 HOBEWWMMW HayYHbIMW W TEXHUYECKUMU AAHHLIMK MO
LLUMPOKOMY Kpyry npobsiem MeauLMHbl 1 OBLLECTBEHHOIO 34PaBOOXPaHEHUS.
UneHbl TaknMx rpynn akcnepToB paboTalT 6e3 BO3HArpaXAeHWs 1 BbICTyNakT
OT CBOEro MMeEHW, a He B KayecTBe MNpeacTaBuTeNeil NpaBUTENbCTB WK
Apyrux opraHoB. WX B3rnsafbl HeobA3aTeNbHO OTPadKalT peLUueHns uam
othuymnanbHyo nonutuky BO3. CTOMMOCTb €XXerogHoi Nognmnckn Ha aTy ceputo
(06blMHO M3 6 poknagoB) cocTaBnseT 168.00 ws. ¢p./151.00 gonn. CLUA
(128.40 wsB. ¢p./115 pgonn. CLUA B pasBuBaloLLMXcsA CTpaHax). 3a [onos-
HUTeNbHOIM WHopMaumeli obpawaintech: MN3patensctBo BO3 no agpecy:
WHO Press, World Health Organization, 20 avenue Appia, 1211 Geneva 27,
Switzerland (Ten.: +41 22 791 3264; thakc: +41 22 791 4857; aneKTpoHHas
noyta: bookorders@who.int; order on line: http://www.who.int/bookorders).
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OG603HaueHw s, UCMO/b3yeMble B HACTOSILLEM U3LAHUU, U NPUBOAUMBIE B HEM MaTepuasbl HiA B
KOEMC/yyae He BbIpaXKatoT MHEHWSi BCeMMPHO OpraHn3aLMmn 3paBo0XpaHeH s 00pUANYECKOM
cTatyce KakoW-nu6o CTpaHbl, TEPPUTOPUK, ropoda WAW paiioHa, WUX MNPaBUTENLCTBAX WAN
UX rpaHnuax. MyHKTUPHLIMU NIMHWSIMU Ha KapTax mokasaHbl MPUGAM3NTeNbHbIe TPaHuLbl, B
OTHOLLEHUN KOTOPbLIX NOKa eLle He AOCTUTHYTO MOJHOTO COrnacusl.

YNoMUHaHNEe KOHKPETHbIX KOMMaHWiA Uav NpoayKLuyM HEKOTOPbIX U3roTOBUTESNEl He 03HaYaerT,
uTo BCemupHas opraHu3auysi 34paBooXpaHeHns OTAaeT UM MPeAnoyTeHNe MO CPaBHEHWIO C
[pYrumu, KOTopble SBAAKOTCS aHaNOMMYHBIMU, HO HEe YNOMSIHYTbI B TeKCTe. Vicktoyas owmnGKku n
NponycKu1, HaMeHOBaHKS NaTeHTOBaHHOV MPOAYKLMN BbIAENATCA Haua/bHbIMW NPOMUCHBIMU
6yKBamu.

Bce pa3ymHble Mepbl NPeAoCTOPOXHOCTU Bbin NPUHATLI BO3 /19 NpoBepku MHhopMauuu,
coaepxallelica B HacTosileli ny6nvkaumu. Tem He MeHee, OMyGIMKOBaHHble MaTepuaibl
pacnpocTpaHstoTcsi 6e3 Kakoli-mbo 4YeTKO BbIPXKEHHOW MW NoapalymeBaeMoli rapaHTuu.
OTBETCTBEHHOCTb 3a MIHTEPPETaLMIO U UCMO/b30BaHVE MaTePUaoB NOXKUTCS HAMONb30BaTeNel.
BcemypHas opraHusauus 34paBooOXpaHeHrst Hu B KOEM C/ly4ae He HeceT OTBETCTBEHHOCTMW 3a
yLep6, CBA3aHHbIN C UCMO/Mb30BaHNEM 3THX MaTepHasoB.

B faHHoiA ny6nnkaummu npescTaBieHa KonneKTUBHas TouKa 3peHunst MexayHapogHOM rpynmbl
9KCMEPTOB, KOTOpasi HEeo6s3aTeflbHO OTPaXKaeT PEeLUeHUs WM O(ULMAIbHYI0 MOMUTUKY
BceMUpHOIi opraHu3aLmum 34paBooxpaHeHs.

Ony6nukoBaHo B LLBeiiuapuu
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KomuteT akcneptoB BO3 no nekapcTtBeHHOMN
3aBUCUMOCTI
>KeHesa, 28-31 mapta 2006 roga

YneHbl koMuTteTa’

O-p L. De Lima, VicnonHutenbHblii gupektop IAHPC, MexayHapogHas accoupauys
XOCMMUCOB U Na/iIMaTMBHOM NomoLum, XblocToH, Texac, CLUA ([oknaznyuk)
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Konnenx no npobnemam nekapcTBEHHOM 3aBUCUMOCTY (COTPYAHNYAKOLLMI LIEHTD

BO3 no Hay4HbIM 1MccnenoBaHUAM 1 0ByYEHUIO 110 BOMpOCamMm 1eKapCTBEHHOM

3aBNCUMOCTM)

O-p L.S. Harris, Harvey Haag, Mpod., MegnumHcknii konnemx BupxuHun, Kadegpa
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EBponevickuii MOHUTOPUHIOBBIN LIEHTP 110 HapkKoTukamMm v HapkomarHum (EMCDDA)
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thakynsTeT, HaHTCKuMiA YHuBepcuTeT, HaHT, ®paHums; O-p E.M.A. Ombaka, AypeKTop 3KyMeHUYECKOA
thapmaLieBTUYECKON ceTun, Bectnanpc, Halipobw, Kenns
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BBeneHune

CogelaHne KomuteTta 3kcrneptoB BO3 Mo fiekapcTBEHHON 3aBMCMMOCTM Npo-
xoamno B XXeHese ¢ 28 no 31 mapTa 2006 roga. Y4aCTHWKOB MPUBETCTBOBA/IN
[-p Howard Zucker, MomoLHUK MeHepasibHOMO AMPeKTopa No TeXHONOrnK 3apa-
BOOXpaHeHUs 1 (hapMaL,eBTUYeCKMM Npenaparam, 1 a-p Hans Hogerzeil, aupekTop
[JenaptameHTa Mo noinTUKe U CTaHAapTaM B 061aCTW NeKapPCTBEHHbLIX CPEACTB.
[-p Zucker noguepkHyn BaXXHOe 3Ha4eHVe 06ecreyeHmns LOMKHOIo GanaHca Mex-
[y HeO6XOL4MMOCTbBIO He I0NYCKaTb MCMO/b30BaHWS TepaneBTUYeCKMX CPeSCTB He
MO HA3HAYEHWIO 1 BO3MOXHOTO 3/10yNOTPe6IeHNs UMW NYTeM OCYLLECTB/IEHNS Ha-
NEXaLLEero KOHTPOS, C OAHON CTOPOHbI, M HEOBXOAMMOCTLIO 06ecrneyeHns LOCTY-
na K 3TUM CpefcTBaM /15 TepaneBTMYECKOro MCNob30BaHus, ¢ Apyroi. JaHHble
MeXayHapoaHOro coeeTa Mo KOHTPO/HO 3a HapkoTukamm (MCKH) nokasbiBatoT,
4TO BO MHOMMX CTPaHax MMEeT MeCTO HefJOMCMOIb30BaHVe HAPKOTUYECKNX aHaslb-
reTUKOB, HEOOXOAMMBIX [/19 NALMEHTOB.

[-p Hogerzeil noa4epkHyn, 4To NpoBoAuMast JaHHbIM KOMUTETOM OLiEHKA BELLIECTB
SIBNSIETCS Of|HOM U3 HEMHOTUX 3agad4 BO3, ecnn He eAMHCTBEHHON K3 ymMcna Tex,
KOTOpble OMUPAOTCA Ha MeXAyHapoaHble LOroBOpbl. 3Ta 3ajaqa ABnseTcs 06s3a-
TeNbHOIA.

CoseLlaHune oTkpbIn A-p L. Rago, koopgmHatop OTgena no sonpocam o6ecrie-
YeHUs KadecTBa W 6e30MacHOCTW NEeKAPCTBEHHbLIX CPEACTB, MOAYEPKHYBLUUIA Ty
3HaYMTENbHYHO POJib, KOTOPYH Cbifpasl AaHHbI KOMWUTET B peasiv3aumn Mexay-
HapOA4HOI CMUCTEMbI KOHTPO/S 3a HAPKOTUYECKMMM CPeacTBaMmn, OCHOBAHHOW Ha
CYLLIECTBYHOLLMX KOHBEHLMAX MO KOHTPOSIO 33 HapKOTMKaMu. B KavecTse cneuu-
aM3NPOBAHHOIO yupexaeHns OpraHusaumn OO6beanHeHHbIX Haumii Ha BO3
BO3/1araeTcsl OTBETCTBEHHOCTb 3@ MPOBEAEHME MEAULMHCKON N Hay4YHOIN OLLEHKM
BbI3bIBAOLLMX 3aBUCUMOCTb BeELLECTB, U BO3 pa3pabaTbiBaeT pekomeHAaumn ans
Komucenmn Opranmnsauuy O6befnHeHHbIX Haumili no HapKoTUYeCKUM CpeacTBamM
B OTHOLLEHWN YPOBHS MEXAYHAPOLHOIro KOHTPONS, KOTOPbIV JO/MKEH K HAM Npu-
MeHsATbCS. MockonbkKy BO3 sSiBNSeTCA eAMHCTBEHHON OpraHm3auvell, HageneHHOM
3TOV PYHKLIMEN, HAKAKOe MCUX0aKTNBHOE BELLIECTBO HE MOXET ObITb NMOABEPrHYTO
MeXyHapoLHOMY KOHTPO0 6e3 oueHkn BO3.

KpuTuqecKoe paccMmoTpeHne nNnCNnxXxoakTuBHbIX
BellecTB

KOMMTET 9KCMepTOB NPOBOAUT KPUTUYECKOE PACCMOTPEHME B CIEAYHOLLMX CyuasiX:

(1) Mpw HanMuMKM yBedOM/IEHNA OT Kakoro-nmbo yyacTHMKa KoHeeHumn 1961
roay (1) nnn KoHeeHumu 1971 roga (2) 0THOCUTENIbHO 3aHECEHNS KaKOro-Inbo
BELLIeCTBA B CMUCKMW.

(2) Vmena mecTO KOHKpeTHast npockba co CTOpOHblI Komuccun OpraHusaumm
O6beayHeHHbIX Hawuii No HapKOTUYECKUM CPeLCTBaM B OTHOLLIEHUM PaccMo-
TPEHMS KaKoro-nbo BeLLecTBa.

(3) B pe3synbTare NpeABapUTENbHONO PACCMOTPEHNSA KaKoro-nmoo BeLlecTsa bbina
BbICKa3aHa peKoMeHAauUMs B OTHOLLEHUN MPOBEAEHNA KPUTMUYECKOTO paccMo-
TPeHus.



(4) BHumaHuto BO3 npeacTasneHa MH(popMaLys O TOM, YTO Kakoe-nbo Belue-
CTBO, NpefcTaBstoLLee cO60M 0C060 OMAcHbIA PUCK AN OOLLECTBEHHOIO
34paBOOXPaHeHNs 1 O6LLECTBA M He MMEIOLLLEe NMPU3HAHHOTO TepaneBTUYeCcKo-
ro MCMo/b30BaHNA KaKMM-11M60 rocyaapCcTBOM-41eHOM, TaiiHO NPOU3BOANTCS.

Ecnu BNOCNeaCTBAN Kakoe-M60 rocynapcTBO-UieH NMOATBEPXAAET TepanesTUYe-
CKOE MCMO/b30BaHMe 3TOr0 BELLECTBA C TOYKM 3peHUst cryyast (4), TO 3TO BeLLeCTBO
[O/HKHO GbITb NOABEPTHYTO NPeBapUTENILHOMY PACCMOTPEHNHO.

Tpw BellecTBa, NoABepraeMble KPUTUHYECKOMY PacCMOTPEHUIO Ha HbIHELLHEM 3a-
cefiaHuu, 66111 NpeaBapUTENbHO PACCMOTPEHbI Ha TPUALATL TPETbEM 3acefaHunu
KomwuTeTa (3) 1 pekomMeH4OBaHbI ANA KPUTUYECKOTO pacCcMOTPeHMs. [Ba n13 aTux
BeLLeCTB (6ynpeHOpPdUH 1 ApoHabWHOM) GbIIN NOABEPTHYTHI KPUTUYECKOMY pac-
CMOTPEHMIO Ha NPeAblAyLLEM 3acefaHu.

2.1 BelecTBa, B OTHOLEHUN KOTOPbIX PEKOMEHAYIOTCA
N3MEeHEeHNA B OTHOLUEHNN 3aHeCeHNA B CMIUCKN
2.1.1 ApoHabuHon (MHH)

OnpepgeneHue BewjecTsa

[ponabrHon (MHH) - (6aP, 10aP)-6a, 7, 8,10a-TeTparngpo-6, 6, 9-TpumeTun-3-
neHTUN-6- H-an6eH3on[6,alnupax-1-on. ApoHabuHon ssnsetcs (6aP,10aP)-cte-
peovi30MepoM fefbTa-9-TeTparngpokaHHabrHona 1 Takke MMeHyeTcs (-)-TpaHc-
[fenbTa-9-TeTparnipokaHHabuHoNOM.

[pyrummn  cTepeomsomepamn  genbTa-9-TeTparngpokaHHabuHona ABAAKTCS:
(6aR,10a8)-, (6aS,10aR)- n (6aS,10aS)-, TakkKe U3BECTHbIE Kak (-)-cis-, (+)-cis-
and (+)-trans-, COOTBETCTBEHHO. [enbTa -9-TeTparngpokaHHabnHON UMeEeT ABa
pauemara (6aRS,10aRS)- n (6aRS,10aSR)-, TakkKe N3BECTHbIE KaK (x)-trans- 1
(%)-cis-, COOTBETCTBEHHO.

MepBOHa4aNIbHO BCE M30MepbI TeTparnapokaHHabrHona obinn BKIOUeHbI B Crnui-
cok | KoHBeHumn 1971 roga. 3ateM ObIIM BHECEHbI MONPABKN U BKIOYEHbI CEMb
MOVIMEHOBaHHbIX COCTaBHbIX M30MEPOB, & TakXe X COOTBETCTBYHOLLME CTEPEOXU-
MUYECKME BapuaHTbl. Bbillie NCM0Nb30BAHHOE BbIPAXKEHWE «COCTaBHbIE 30MepbI»
Ob1/10 Hej@BHO BBeEHO MeXayHapoAHbIM COK30M TEOPETUYECKON 1 MPUKIAAHOM
xumumn (ITUPAC) ans 3aMeHbl TpaLULMOHHO UCMO/Mb30BABLLErOC TEPMUHA «MO3K-
LIMOHHbIE N30MepbI».

TepMUH «CTEePEOXMMMYECKME BAPUAHTbI», UCMO/b30BaBLLMiAcA B KoHBeHLMK 1971
roga v ynomsaHyTblli BbiLLe, 3KBUBAIEHTEH TEPMUHY «CTEPEOM30MEPbI», KOTOPbIN
B HACTOALLM MOMEHT ropasao Halle UCnosb3yeTcs B XUMUYECKOW 1 cneLyanbHO
nuTepatype. Oba TepMMHa OXBaTbIBAKOT reOMETPUYECKME 30MEPBI 1 ONTUYECKNE
n30Mepbl.

lMpeawecTByiowee paccmoTpeHmne

[Jenbta-9-TeTparnipokaHHabuHon 6bin BModeH B Cnvcok | KoHeeHummn 1971
rofia B MOMEHT ee NpuUHATKA. Ha cBoeM ABafLaTth LecToM 3acefaHnm KomuTeT pe-



KOMeHZ0BaU1 MepeHecT ApoHabrHon B Cnncok 11, coxpaHne gpyrue nsomepbl 1 Nx
CTepeoXmMMmnYecKme BapmaHTbl B Crnincke | (4). 3To npeanoxeHune 6bi710 OTKIOHEHO
Ha OfMHHaAL,ATOM cneLmanbHol ceccun Kommeenm no HapKoTUYECKUM CPeLCcTBamM,
1 KOMUTET BHOBb BEPHY/ICA K PACCMOTPEHMIO BOMPOCA Ha CBOEM [BafLiaTb Cefb-
MOM 3acefilaHnu, KOrja OH BHOBb PeKOMEH/0Bas1, UTOObI BCe CTEPEOXVMUYECKNIE Ba-
pUaHTbI fienbTa -9-TeTparngpokaHHabuHona 6b1nm 3aHeceHbl B Crincok 1 (5). 3Ta
pekoMeHzauus 6bina npuHaTa Komuccmein Opranmsaumm O6beanHeHHbIX Hauwia
MO HapKOTUYECKUM CPeLCTBaM Ha ee TPUALATb YeTBepTOi ceccum (6). Ha cBoem
TPYALATL BTOPOM 3acefiaHum KoMuTeT nofsepr npesaputesisHOMY paccMoTpe-
HUIO APOHAOMHON N PEKOMEHOBA/ MPOBECTM €ro0 KPUTUYECKOE PACCMOTPEHME Ha
npesMeT MepeHeceHWs ero B ApYroii CMMCOK Ha TOM OCHOBaHUM, Y4TO MacLuTabbl
310ynoTpe6eHNst APOHAOUHONOM SIBNISAKOTCS KpaiiHe He3HauMTeNbHbIMU (7).

[Jenbra-9-TeTparnapokaHHabuHON O6b1/1 MOABEPTHYT KPUTUYECKOMY PACCMOTPEHUIO
KomMuUTeTOM 3KCMEPTOB MO /IEKAPCTBEHHOW 3aBUCMOCTU Ha TPUALATL TPETHEM 3a-
cefaHuy kommuTeTa B ceHTAbpe 2002 roga (3). Ha ocHoBaHUM MMEOLLMXCS faHHbIX
KomuTteT npuwlen K BbIBOZY, YTO ApOHAOUHON creayeT nepeHectn B Crnmcok 1V
KonBeHumn 1971 roga. OfHaKO HUKaKMX fa/ibHEeMLLNX NPOLEAYPHbIX LIAroB npes-
NPVHATO He 6b110. MMO3TOMY CYLLECTBYHOLLMIA JOKNAA O KPUTUYECKOM paccMoTpe-
HWK GblT OGHOB/EH MyTEM BK/THOYEHUS AaHHbIX HEefaBHUX Hay4HbIX Ny6mMKauuii
TeM, 4ToObl KOMUTET CMOT 3aBEpPLUMTbL MPOLIECC KPUTUYECKOTO PAacCMOTPEHUS.

CXOACTBO ¢ 3BECTHbIMU BeLjecTBaMu U BO3[elicTBue
Ha LeHTpanbHyIl0 HEPBHYIO CUCTEMY

[poHabuHon ABnseTCH OCHOBHLIM aKTVBHbIM MHIPEAVEHTOM KaHHabuca u oka-
3bIBaeT TaKOe Xe BNSHME Ha HACTPOeHWe, BOCMIPUATHE U CEPAEYHO-COCYANCTYIO
cucTeMy. PacTeHue KaHHaOMC COAEPXKUT «eCTECTBEHHYHO CMECh» MPUBIN3UTENIbHO
70 pasnnyHbIX KaHHa6bKNOMAOB, a TaKkxe (h1aBOHOWAL! M TEPNEHbI M MHOTO APYruX
coeAnHeHWiA. o3ToMy (hapMaKoIOrMyecKme CBOMCTBA NPMPOAHONO KaHHabumca
[pOHabUHONMa He NAEHTUYHBI.

Crnocob6HOCTb BbI3bIBaTb 3aBUCUMOCTb

B X0f€ M3y4yeHWsi Ha XKMBOTHbIX ObI/I0 MOKAa3aHO, YTO MOAOGHO ApYrvM npe-
naparam, BbI3bIBAIOLLMM MPUBbIKAHUE, APOHAGUHO/ OKa3blBAET “MOLKPEN/ISO-
Liee” feiicTBMe. Takke Gblia NPOAEMOHCTPUPOBaHA (PU3NYECKas 3aBUCUMOCTb,
MposIB/IAtOLLAsACH B CUHAPOME OTMEHbI MOC/E MepPMoAa XPOHUYECKOTO Nprema
npenapata. APpeKTbl NOAKPENIAIOLErO AeliCTBUA U PU3NYeCKas 3aBUCUMOCTb
TaKke Obl/IM ONUCAHBI B UCCEL0BAHUSIX C YUacTVEM /THOAEN.

DakTuyeckoe 3noynorpebneHue n/wnv gaHHble
0 BEepPOATHOCTU 3/10ynoTpebneHna

3noynotpebeHne ApoHabHONOM B HACTOsILLIEE BPEMS BCTPEUAETCA PEfKO U KOH-
KPETHbIX COOBLLEHMIA O TAKOBOM MMEETCS O4eHb Maslo. B oTBeTax Ha BOMPOCHWKM
BO3 nuws B CLUA ynomvHanuch ciiydaun 310ynoTpebneHns fensta-9-tetparu-
[poKaHHabWMHOMOM. B HacTosLLEee BpeMs 06beMbI MPenapaTos, NPOV3BOANMBIX 3a-
KOHHbIM 06pa3oM, orpaHuyeHsl. B CoeanHeHHbIX LLITaTax AMepuKy, ABNAIOLMX-
Cl OCHOBHbIM MPOWN3BOAMTENEM, 3N10YyNOTPe6IeHE MeSULMHCKUMI NpenapaTaMm



[poHabKHoNa, COrNacHo COOBLLEHUAM, SBMISETCA BECbMA He3HaUYWTENbHbIM, a CO-
0O6LLEHNI O HE3aKOHHOM WCMO/b30BaHUM 3TOr0 (hapMaLeBTMYECKOro npenapara
OTMEYEHO He ObINO.

TepaneBTHM4Yeckana LLEHHOCTb

MpenapaTbl APoHaBMHONA UCMONb3YHOTCS B HEBO/BLLIOM YKC/E CTPAH NPY NEYEHNN
TOLUHOTbI U PBOTBI, CBA3AHHbLIX C MPOTVBOPAKOBOW XMMMOTEpanmei y naumeHTos,
KOTOpble He pearvpyroT JO/MKHbIM 06pa3oM Ha 06bIYHblE MPOTUBOPBOTHLIE CPEA-
CTBa, TAKXKe NPU SIeYeHN aHOPEKCUK, 0BYCNOB/IMBAIOLLEN NOTEPIO BECa Y NaLEHTOB
C CMHAPOMOM NprobpeTeHHOro nMmMyHoaeduumTa (CMNL). Mpenaparbl Takke Mo-
KasaHbl NPy NIEYEHNN XPOHUYECKMX BOonelt (HanpumMep, NPY PacCesiHHOM CKepose,
HEBPOMATWNYECKUX PACCTPOICTBAX ¥ apTPUTE), HEBPONOTMYECKUX PaCCTPOICTB U
MoTepy anmeTuTa MPW KaxekCun 1 M3y4aroTca Ha NpeameT UCMO/b30BaHUSA B pas-
NAYHBIX APYTUX KNMHUYECKMX CUTYaLIMSX.

PexomeHpgaymna

KomuTeT BHOBb pacCMOTPesST PeKOMeHZaLMio TPUALATbL TPeTbero 3acefaHus Ko-
MUTETa 3KCMepPTOB NOC/e U3yYeHnss OGHOB/IEHHOTO AOKNAaLa O KPUTUYECKOM pPac-
cMoTpeHun. KoMUTET npuLlen K BblBOdy, YTO ApOHAOWMHON NpeAcTaBnseT cobol
3HAYMTENbHBIA PUCK ANs O6LLECTBEHHOIO 34paBooxpaHeHns. OgHaKo 3TOT PUCK
OT/IMYAETCS OT PUCKA, CBA3AHHOIO C KaHHabUCOM, KOHTPO/IMPYEMOM B pamMKax
KoHeeHummn 1961 roga. BellecTBo 061afaeT yMepeHHOI TeparneBTUYeCcKoi nones-
HOCTbIO, 1 MO pe3y/bTaTaM MPOAO/MKAIOLMXCS KIMHUYECKUX UCCNEA0BaHNI ero
MeAMLIMHCKOE 1CMOMb30BaHKe MOXET BO3pacTu. NMoaTomy KoMUTET peKoMeHA0Ba
n3bATL ApoHabuHon (MHH) u ero ctepeonsomepbl U3 Cnvcka Il 1 BKNOUNTL ero
B Crnimcok 111 KoHBeHuun 1971 roga.

Bo n3bexkaHne NpaBoBbIX W CyAeOHO-MeAULMHCKUX MPOBIEM XMMUYECKOTO Xapak-
Tepa, KOTOpPble MOMYT BO3HUKHYTb B HEKOTOPbIX CTPaHax Mpy BBeJEHUM CTepeou-
30MepOB OHOTO U1 TOrO e BeLLecTBa B pas/iMyHble CUCTEMbl KOHTpONs, KommteT
yKasasi, UTo peKoMeHZAaLIMA OTHOCUTCS KO BCEM CTEPEOM3OMEPHBIM (hopMam AenbTa
-9-TeTparnipokaHHabVHONa B COOTBETCTBUM C BbILLENPUBEAEHHbLIM OMNPEAENEHNEM.

2.1.2 OpunaBuH
OnpepgeneHue BeljecTBa

OpvinaswiH, 3-O-gemeTunTe6aunH, unm 6, 7, 8, 14-tetpagernapo-4,5-amgha-3noken-
6-MeTOKCK-17-MeTuAMOpdMHaH-3-0l NpeacTaBnseT cobol ankanons peHaHTpeHa,
cofepXKallminca B pacTeHmsx Buga Papaver. OH ABNSETCA OCHOBHbIM METab0/IMTOM
TebaviHa.

lMpeawecTByowme paccmoTpeHns

OpwvnaBuH GblN NPefBapuUTENIbHO PACCMOTPEH Ha TpuALaTh TPETbeM 3acefaHuu
Komuteta akcrieptoB B 2002 rogy (3). MpuunHa npessaputeNnsHOro paccMoTpe-
Hua B 2002 rogy cocTos/ia B TOM, YTO OPUMaBuH ABJISETCS BELLECTBOM, KOTOPOe
MOXHO NepepaboTaTb B TebauH, a TaKkxke BCeACTBME TOro, YTO Te6avH B CBOHO
ouepefb MOXHO rnepepaboTarb B MOPgMH. TebavH 1 MOP(MH BKHOYeHbI B CNINCOK



2.2

| KoHBeHuum 1961 roga. B cuny HeonpegeneHHOCTER B OTHOLLEHWN TOT0, B KaKOi
CMMCOK CefyeT BHECTU OpUNaBVH B CUY AOMONHUTENbHOW BO3MOXHOCTY NpuMe-
HeHVs KoHBeHLuy 1988 roga (8), KoMuTeT He 3aBepLUm/1 3TO pacCMOTPEHNE Ha CBO-
eM TpWALaTb TPETbeM 3acefaHuni, a 06paTusca ¢ npocbboit K BO3 B OTHOLLEHUN
pasbACHeHUIA NO BONPOCcaM, KacatoLmcs MpeobpasoBaHns NpeLLLeCTBEHHKOB B
BELLIeCTBa, 3aHECEHHbIE B CMUCKW. ocnefytoLlee pa3bsacHeHvie No 3TMM Bompocam
no3BonI0 KomuTeTy NpuiATy K ONpeaesieHHOMY BbIBOAY Ha CBOEM TpUALAaTh YeT-
BEPTOM 3acefiaHuu.

PexomeHnpgaymna

KomuTeT npuLLen K BbIBOAY, YTO OpUNaBuH ABMSETCA BELLLECTBOM, KOTOPOE f1ErkKo
npeobpasyeTcs B TebanH 1 Lpyrie BeLLecTBa, KOHTPONVPYeMble B COOTBETCTBUM CO
Cnuckom | KoHseHuuu 1961 roga. B cBa3mn ¢ aTM KOMUTET PeKOMEHL0B&a1 BK/HO-
ynTb opunasuH B Crincok | KoHeeHuMKM 1961 roga, Tak Xe Kak Y B OTHOLUEeHUU
BbILLIEYNOMSAHYTbIX BELLECTB.

Apyrve BelwecTBa, NOABEPrHyTbie KPUTUHECKOMY
paccMoTpeHuio

2.2.1 bynpenopgun (MHH)

OnpepgeneHve BewjecTBa

BynpeHopduH (MHH) npeacTtaBnseT co60i B XMMUYECKOM OTHOLLEHMN 21-L1Kno-
nponun-7-amgpa-[(S)-1-rmapoken-1,2,2-TpumeTrnnponun]-6,14-snoo-ataHo-6,7,-
8,14-TeTparugpoopunasviH (CAS 53152-21-9 B 0THOLLIEHUM rugpoxnopuaa; 52485-
79-7 ons cBOGOAHOIO OCHOBAHWS).

Mpeawecrsyrowee paccMoTpeHne

B 1989 rogy no peweHnto Komuccun OpraHmsaummn O6beanHeHHbIX Hauuii no
HapKoTuyeckum cpegcteam bynpeHoptunH (MHH) 66151 BHeceH B Cnncok 111 Koh-
BEHLMM O NMCUXOTPOMHbIX BewecTBax (KoHBeHUMs 1971 rogy). PelueHune 6bino npu-
HATO Noc/e pekomMeHaaLmn KoMmuteTa skcnepToB MO eKapCTBEHHO 3aBUCUMOCTU
Ha ero ABajuarb NATom 3acefaHum (9). B xofie CBOEro TpuaLaTb BTOPOro 3acefa-
Hus B 2000 rogy (7), KomuTeT paccmoTpen BONpoc 06 YpOBHE MeXAyHapoaHOro
KOHTpONA 6ynpeHopdmHa 1 peKoMeHL0Ba NMPOBECTY KPUTUYECKOE PACCMOTPEHE
3TOrO BeLLECTBa, MPUHMMAas BO BHUMaHWe NpocbOy co cTopoHsl MCKH, a Takxe
BOMPOChI, KacaroLpecs 060CHOBaHWS HEOOXOAMMOCTU KOHTPOIMPOBATL 3TO Belle-
CTBO B pamkax KoHseHumn 1971 roga, a He EQnHOA KoHBeHUMKM 1961 roga.

Ha cBoem TpuaLarb TpeTbeM 3acefiaHnm KOMUTET MPUCTYNWM K KPUTUYECKOMY
paccMOTpeHno BynpeHoptnHa Ha NPEAMET ero MONOXKEHNS B CMMCKaX BELLECTB
NOANeXaLMX MeXxayHapogHOMY KOHTPO/IO, OMMpasch Ha 0O30pHbIN LOKYMEHT,
noAroToBneHHbIn Cekpetapuatom (3). KomuteT npullen K BbiBOAY, YTO Gynpe-
HOP(MH OTBeYaeT TPeGOBaHUAM BK/IHOUEHMA B OAMH U3 crnuckoB KoHeeHLmmn 1961
rofa 1 CBOEro HbIHELHero NpucyTcTemA B cnmckax KoHeseHuun 1971 roga. OgHa-
KO MPUHATUIO KAKOTO-NIMB0 PeLLeHNs NPenaTCTBOBA/IO OTCYTCTBUE YOeaUTEbHbIX
yKasaHuil OTHOCUTE/IbHOIO TOMO, KaKyto 13 [1BYX BO3MOXHOCTEN CriefyeT BblopaThb.



Mo3aToMy KOMUTET 3KCMepTOB A5 NPUHSATYS PELLEHNS JO/KeH Gbll PyKOBOACTBO-
BaTbCS KOHBEHLMAMM, CYLLECTBYIOLLMMU PEKOMEHAALMSMU, a TaKke Mpeanosno-
YKEHUSIMU O TOM B/IMSIHWW, KOTOPOE OKAXKET HA OBLLECTBEHHOE 3[PABOOXPaHEHME
BHeCeHue npenapara B TOT WM UHOW CMIMCOK.

HoBasa nHgopmaymna nocne 2002 roga

B nokymeHTe, npeactasneHHoM CekpeTapmarom Ans TpUALaTh HYeTBEPTON Ceccum
KomwuTeTa, yKa3blBaeTcsl Ha pacLUMpeHne TepaneBTUYecKol poan bynpeHopthnHa.
BynpeHophuH (1 Apyrvie NeKapcTBEHHbIE CPEACTBa, UCMO/b3yeMble B (hapmMaKkoTe-
panun OnMOWAHON 3aBUCUMOCTY aroHUCTaMu, TakMK Kak MeTafoH) Npu3HaeT-
sl Kak 3(p(heKTUBHOE, TaKXKe C NO3ULUW Pe3y/bTaTUBHOCTM 3aTpaT, CPeacTso fe-
YeHMsi ONUOWMAHONM 3aBMCMMOCTM. oaaepkunBaroLLee nedeHre GyrnpeHOpPQUHOM
[laeT BO3MOXHOCTb NpeaynpeanuTs MHAOULMPOBAHME BMPYCOM UMMYyHOLe(pUUMTA
yenoseka (BNY/CIMNA) cpeam v, 3aBUCUMbIX OT ONMUOMAOB U NHBELMPYHOLLIMX
cebe HapKOTMKU, a TaKXKe OKa3blBAET NOLAEPKKY B MPOBELEHUM HEMOCPELCTBEHHO
HabntogaeMoli aHTPeTPOBMPYCHOI Tepanun (APT) B OTHOLLEHWM NN, CTPajato-
LLMX OMMOWIHO 3aBUCMMOCTbIO 1 TakKe UMetoLmx BY/CMNL,. Mogaepxusa-
toLLLee NleveHne 6ynpeHOPMUHOM TaKKe MOXET SBMISATLCA OTNPABHON TOUKOI B Aene
YKPENIEHUs PeXXUMA NIeHeHNs OMNOPTYHUCTUYECKMX UH(eKLMIA. CoobLLaeTcs, 4To
NPYMePHO B TPUALATY CTpaHax MpPOBOAMTCA MOALEPXMBAKOLLas Tepanus onvo-
NAHOM 3aBMCUMMOCTM C UCNOJ/b30BaHKeEM BGynpeHopdmrHa. B mapTe 2005 roga BO3
BK/IHOUMN BYNPEHOPMUH B YeTblpHaguaToe n3gaHve MpumMepHoro nepeyHs BO3
OCHOBHbIX JIEKAPCTBEHHBIX CPEACTB /15 UCMO/b30BaHMA B Tepanumn OnMonaHbIMM
aroHvcTamm onvomaHow 3asucumocTy (10).

KomuTeTy 6bInn NpeAcTaBfeHbl AaHHblE, CBUAETENLCTBYHOWME 00 YHUKa/IbHOM
(hapmaKonorn4eckoM AeicTammn GynpeHopdurHa, KOTOPOE OT/IMYAET ero OT APYrKX
OnNMOWAOB, KOHTPONMPYEMbIX B paMKax EAMHOI KOHBEHLMMW. TOBOPSI KOHKPETHO,
GynpeHOP(UH ABNSAETCA TaKkxKe aroHMCToM perentopa ORL-1 mMo3ra, KOTOpbIii OT-
PaXKaeTcs Ha ero MI-0nN1onAHOM AeCTBUM. DTV HOBbIE aHHbIe MO3BOMAKOT Npea-
NONOXNUTb, YTO BYNPeHOP(MH 061aaaeT YHUKa/IbHBIM CMEKTPOM (hapMaKoiornye-
CKOrO BO34elNCTBMS.

VIMetoTcs CO06LLEHUS O HE3AKOHHOM WCMOMb30BaHUM, U3bATUSX U3 HE3aKOHHOIO
obopoTa U1 310ynoTpebieHnn GyrnpPeHOPMUHOM B pas3nyHbIX cTpaHax. CoobLla-
NOCb, YTO BO MHOTUMX CNyyasx 6ynpeHOPgMH HE3aKOHHO 1CMONb3yeTcs A4/1s 06ner-
YeHUs! CUMNTOMOB OTBbIKaHWSt OT OMNOWAOB.

HononuutensHele coo6paxeHus

B [OMONHWTENbHBIX LOKYMeHTaX, NpeAcTasfeHHbIX KomuTeTy Ha ero Tpualarb
YeTBEPTOM 3aceflaHunW, paccMaTpuBatoTCs, NaBHbIM 06pa3oM, BO3MOXHbIE MO-
CNneacTBua nepeHoca OynpeHopgunHa 13 cnmckoB KoHBeHLmmM 1971 roga B CIUCKK
KoHBeHuwmmn 1961 roga.

KomuTeT 6b1n1 NpOMHGOPMMPOBaH O TOM, YTO 3TOT BONPOC 06¢yxaancs Ha 115-oi
ceccun cnonHutensHoro kommteta BO3. B xofe 06cyXaeHuns yKasblBasioch, YTO
MepeHOC BELLECTB 13 CPepbl AENCTBUS OAHON KOHBEHLMM B Chepy AeNCTBUS APYTOi
BbI30BET MPO6/1EMbI BbINOMHEHNS 3TUX KOHBEHLWI B HALMOHa/IbHOM Mnpase. bbiio



BbICKa3aHO OnaceHue, YTo MepeHoC BbI30BET HEOOXOAMMOCTb NepeHoca U3 OAHOro
CNVCKa B ApYroii Ha HaLMOHaNbHOM YPOBHE, YTO NPUBEAET K HENpeaHaMepeHHOMY
OrpaHNyeHno JocTyna K 6ynpeHOPQUHY Ang UCMONb30BaHMA MPW Tepanuy onu-
onaHbIMKW aroHncTamun. M3 56 ctpaH, 0TBETUBLLMX Ha BONpPocHWK BOJ, 14 cTpaH
3aABWM, YTO NOAOOHbIN NEPeHOC CO3AACT NOMEXU B SIEYEHUN.

B JOKyMeHTax, NpeAcTaBMeHHbIX K COBELLAHMIO, TaKXXe paccMaTpuBatoTcs npa-
BOBble COOBPaXEHUs, KacaroLyecs nepeHoca BELLeCTBA U3 OLHOW KOHBEHLMW B
apyryto. MNpuHMMas BO BHUMaHUE TeKCT EAMHON KOHBEHLMM O HApKOTUYeCKUX
cpeacTeax U KoHeeHUmmn OpraHusaumm O6beAnHeHHbIX Halmil 0 NCUXOTPOMHbIX
BELLIECTBAX, a TaKke oMLMaIbHble KOMMEHTaPUM K 06e1M KOHBEHLIMSIM U MHAOp-
MaLuto, BK/THOUYEHHYHO B PyKOBOZALLME YKaszaHus BO3 B OTHOLLEHUM pacCMOTPeHMS
MCUX0AKTUBHbIX BELLECTB, BbI3bIBAOLLMX 3aBUCMMOCTb Ha NPEAMET MeXAyHapoA-
HOro KOHTPO/S, LieNecoobpasHo, YTOObI BELLECTBO He HaXOAMI0Ch B cepe aeli-
cTBUA 60/1ee YeM OAHOI KOHBEHLMN. PyKoBOAsALLME MONOXeHNA BO3 obecneumnBatoT
PYKOBOACTBO MO BONPOCY OTHECEHUS K TOMY WM MHOMY CMMCKY HOBbIX MCUXOaK-
TUBHbIX CPELACTB, KOTOPbIE eLLE B CMIUCKIN HE 3aHECEHbI, @ TaKXKe B OTHOLLIEHWM TOTO,
KaKyH KOHBEHLMIO CriefyeT BbloupaTth A48 3TUX CPEACTB. B HMX Takke copepxkarcs
pekomMeHAaLmmM 06 OTHECEHWUM K TOMY WM UHOMY CMIUCKY CPEACTB, KOTOPbIe YXe
BK/ItOUeHbI B KOHBeHLMIO 1988 roga. OfHaKo B PYKOBOLALLMX MOSIOXKEHUAX HE CO-
LEPXKNTCA KaKUX-TMBO0 yKasaHWin B OTHOLLEHWW MepeHoca Kakoro-mbo BeLecTsa
13 KoHeeHuun 1961 roga B KoHseHumo 1971 roga, unn HaobopoT. [MepeHoc Be-
LLiecTBa M3 OAHOIN KOHBEHLMW B ApYyryto noTpebyeT Toro, 4tobbl Komumcens Op-
raHusaumm O6befUHEHHbIX Hauwmin no HapKOTUYECKUM CPeACTBaM O4HOBPEMEHHO
NpUHSIa peLleHre 06 N3bATHUM BELLECTBA U3 OAHON KOHBEHLMW 1 BHECEHWM €r0 B
COOTBETCTBYHOLLMIA CMIMCOK ApPYroli KOHBeHLMW. Mpoleaypa n3baTus 13 CrmckoB
KoHBeHUMun 1971 rofa npegycMoTpeHa B cTatbe 2 NyHKT 6 KOHBEHUMN, 1 3TO Tpe-
6yeT, 4TO6bLI CO CTOPOHbLI BO3 6bina NpomssefeHa HOBasi OLIEHKA. AHanorMyHoe
MOMIOXKEHME BK/THOYEHO B CTaTblo 3 NYHKT 6(b) KoHseHuun 1961 roga. OfHako He
MPeLYCMOTPEHO HMKAKOIO MOMIOXEHUS, YKa3bIBAOLLErO Ha TO, YTO 3TW PELLeHUs
[LOMKHbI 6bITb MPUHATbI OLHOBPEMEHHO.

O6cyxpaeHne

B Xope coBelLaHus YneHbl KoMuTeTa Bblpaxanu CBOe MHeHWe B OTHOLLIEHUW pas-
JINYHBIX ACMEKTOB HbIHELLHETO MOIOXKEHWS BynpeHOpPdHA B CMIMCKAX U BO3MOX-
HbIX MOCMEACTBUIA, BKIOYAs MPaBOBblE MOCMEACTBUS MepeHoca 3TOro npenapara
13 OfHOTO CMu1cKa B Apyroi. CTano o4YeBUAHBLIM, YTO UMEET MECTO PacXOX/eHue
B3I/IS0B B OTHOLLEHWM NPABOBOI CUTYyaLIM, CBSA3AHHOI C MEPEHOCOM BELLECTB U3
OfHO KOHBeHUMM B Apyryto. OfHaKO 6O/bLUMHCTBO YieHOB KOMUTETA CUnTaET,
4TO KOMWTET 3KCMEPTOB MO SIEKAPCTBEHHOM 3aBUCUMOCTU MO CBOEMY COCTaBy He
pacrnonaraeT BO3MOXHOCTSMU /151 06CYXAEHIS MPABOBbIX BOMPOCOB, CBA3AHHbIX C
MEX/yHapoaHbIMI IOrOBOpPaMM.

PexomeHgaynsa

Mocne paccMOTPeHMst AOKYMEHTOB, MPeACTaBNeHHbIX Ha HbIHELLHEM 3acefaHuu,
cofepxallmx 60see NogpoOHY0 MHHOPMALMIO MO CPaBHEHUKO C TpUALATbL Tpe-
TbWM 3acefjaHneM, KOMUTET paccMOTpen YHUKaibHOe (hapMakonornyeckoe aei-



cTBue BynpeHOp(Ha 1 ero posb B /IEYEHUM ONUOMUAHON 3aBmcmocTu. ogob-
Hoe (hapMaKoMornYecKoe fieYeHre ONMOVAHON 3aBUCUMOCTM TaKKe COLENCTBYET
ahpeKTMBHOMY NpesynpexaeHunto 1 nedeHnto BUY/CIMIAOa y nnu, cTpajatoLmx
ONVIOUAHOM 3aBUCUMOCTbIO U MHBELMPYIOLLMX cebe HAPKOTUKK. BCneacTame 3Toro
KomMuTeT He pekoMeH0Ba NPOU3BOANTL HUKAKNX U3MEHEHUIA B HbIHELLUHEM CO-
CTOAAHWM faHHOro BewectBa B Cnivcke 111 KoHBeHuun 1971 roga.

2.2.2 byropgpanon (MHH)
OnpepgeneHve BewjecTBa

Bytoptaron (MHH) B XxMMUYeckOM OTHOLLEHWW NpeAcTasnseT coboii (-)-17-
(umknobyTunmeTnn) moptuHaH-3,14-amon.

lMpeawecTBylowme paccmoTpeHns

ByTopdaHon 6bi/1 B NpeABapuUTeNIbHOM MOPSIAKE paccMOTpeH KomuTeTom Ha ero
TpuaLaTb TPeTbeM 3acefaHnm B ceHTA0pe 2002 roga (3). KoMuteT pekomeHaoBas
MPOBECTY KPUTUYECKOE PAacCMOTPEHME MO Pe3y/ibTaTamM COOBLLEHWIA 0 crlyyasx 310-
ynoTpe6neHns B OTAENbHbIX CTpaHax.

Cxo/4CcTBO ¢ N3BECTHbIMU BeLyecTBamMu U BO34eNcTBue
Ha UeHTPasbHyI0 HEPBHYIO CUCTEMY

ByTopthaHon ABNSeTCA CUHTETUYECKM OMUOUAHBLIM NapuyanbHbIM aroHUCTUYe-
CKUM aHanbreTMKOM, 06/1afatolmUmM CBOMCTBaMM, KOTOPbIE CXOXW CO CBOICTBA-
MW LPYTUX MIO-OMUOUAHbBIX arOHUCTOB, TaKMX KakK BHECEHHbIE B CMUCKMN BeLle-
cTBa 6ynpeHOPUH 1 NeHTa3oUMH. HecMoTpsa Ha TO, UTO B UCC/ELOBaHUAX Ha
pagnonuraHTHoe cBA3biBaHME OyTOp(haHON CBA3bIBAET KaK MIO-, TaK W Karna-
OMMOVAHbIE PeLlenTopbl, 60/bLIas YacTb U3 HAONOAAEMbIX NOBEAEHYECKMX, (hap-
MaKOMOrMYeCKNX 1 TepaneBTUYECKUX 3(heKTOB, MO-BUAMMOMY, 0OyC/oB/eHa
ero BO3[e/iCTBMEM B KayeCTBE aroHMCTa MH-0MMONAHbIX PeLenTopoB. B paHee
MPOBOAMMbIX WCCEL0BaHMAX Npeanonaranock, YTo 6yTopthaHon He felicTByeT
B MOJIHOM Mepe KaK pecnupatopHbIi AenpeccaHT u HabnogaeTcsa “adekT no-
TONKA” UK “nnarto”, XxoTa B 60M1ee NO3AHNX UCCNeA0BaHMAX 3TO NOABEPraeTcs
COMHeHMI0. VimeeTcs HemMano CO06LLeHNI A O TOM, YTO MpY NapeHTepasibHOM 1
MHTpaHa3a/lbHOM BBefleHUW Mpenapara Hab/oLaeTcs yMepeHHoe Hebnaronpu-
ATHOE BO3/ENCTBME Ha LieHTPa/IbHYI0 HEPBHYIO CUCTEMY, Hanmpumep, TOLHOTa/
pBOTa, roI0BHAsA 60/1b, MMMKOCTb KOXHbIX MNOKPOBOB, NOT/IMBOCTbL, aCTeHUS, Na-
pecTesuu, cefauus, neTaprus, TpeBora, HEPBO3HOCTb, 3lidopus, BEPTUTO, roso-
BOKPY)KEHWE, OLLYLLEHNS «MOKa4YMBaHUS», CNyTaHHOCTb, YyBCTBO MPUOIMKaLO-
Lerocs 06MopokKa.

Cnoco6HOCTb Bbi3bIBaTb 3aBUCUMOCTDb

PaHHee NpoBoaMBLUMECS NPELKIMHUYECKME UCCNEL0BAHNS Ha N1a60PaTOPHbIX XN-
BOTHbIX MO3BO/ISIOT MPEAMNONOKNTb, YTO ByTOphaHoNn 06/1afaeT MeHbLUEA cno-
COBHOCTBIO BbI3bIBATb MPUBbLIKAHWE, YeM MOIHOLEHHbIE MIO-arOHUCTbI, Takue Kak
MOp(UH. B nccnefoBaHUsX € yHacTMEM YesOBeKa YKasbIBAeTCs, YTO XOTS cyyau
BO3HMKHOBEHWS 3aBMCUMOCTY OT ByTOpdaHoa ABAKTCA HEYaCTbIMU, CUMMTOMbI



OTMeHbI BECbMa CXOXW C CMMNTOMaM, HabnroaaeMbIMK B Clydae MopHa 1 6y-
npeHoptunHa. MHpopmaums B OTHOLLIEHWUX CNOCOBHOCTY BbI3blBaTb NMPUBbIKAHUE,
nvetoLLeiics y bytopdaHona B pasnyHbIX peLenTypHbIX hopMax, CBUAETENbCTBY-
€T 0 TOM, YTO C (PapMaKO/I0rMHYECKOIM TOUKM 3PEHNSt MHTpaHa3abHble Npenaparb,
No-BUAVMOMY, He OT/IMYAKOTCS MO CBOEN CMOCOOHOCTM BbI3bIBaTb MPUBbIKAHKE OT
napeHTepasbHbIX NpenapatoB. OgHaKo Apyrue, HehapMaKoIorMyecKre PakTopsbl,
TaKune Kak JOCTYMHOCTb 1 (hOpMbI YNOTPeONEHNS, MOTYT UFpaTb BaXKHYIO POJib C
TOUKM 3PEHNS BEPOSTHOCTM NPUBbIKAHUS.

DakTuyeckoe 3no0ynorTpebneHve n/wav gaHHble
0 BEPOATHOCTYU 3/10ynoTpe6neHna

OyeHb HEMHOT e CTPaHbl COOBLLAIOT O Cy4Yasx 3/10ynoTpebeHns U HeeranbHOro
1cnonb3oBaHUs. JIMb ABe CTPaHbl U3 74, OTBETUBLLMX HA BOMPOCHUK BO3, yno-
MSHY/IM O 310yNOTPe6IeHNAX ByTOP(aHONOM.

TGPBHEB TU4ecKada LLeHHOCTb

ByTopthaHon MCNOob3yeTcs B MEAULIMHCKMX Liensx /1 BO3AEWCTBIS Ha OpraHniam
Ue/IoBEKa B Ka4eCTBE aHa/breTuKa, CnocoOCTBYHOLLEro 061eryeHno CpeaHein nm
CWTbHO OCTPOIA 60/ NPU OMPEeLENeHHbIX CreLmgrUecknx 06cToATeNbCTBax, Ha-
NpYMep, NOCTXNPYPrMYecKnX 6onein nnm murpeHun. B 21 us 74 ctpaH, KOTOpble OT-
BETU/IN Ha BOMPOCHMKM BO3, ByTopthaHoN YNOMUHAETCA KaK 1CMOMb3YHOLLMIACA B
MeAMLMHCKMX LensiX. OH Takke NPUMEHSIETCA B BETEPUHAPHON NPaKTNKe B Kade-
CTBe aHa/IbreTnKa 1 NPOTVBOKALLNEBOrO CPeCcTBa.

PexomeHnpgayna

PaccMoTpeB MMetoLLytocst H(opMaLuto, KoMMTeT NpuLLen K BbIBOLY O TOM, YTO
YPOBEHb 3110ynoTpebeHNs By Top(aHOI0OM ABNSAETCA He3HaUMTE/IbHBIM, OrpaHuyeH
He6O/bLUMM UMCNIOM CTPaH 1 He NPeACcTaBnseT coboi pucka Ansa 06LLeCTBEHHOIO
3ApaBoOOXpaHeHNs. B cBA3M ¢ 3TUM KOMUTET He peKOMeH0Bas1 BHOCUTb ByTopda-
HON B CMICKM.

2.2.3 Ketamun (MHH)
OnpepgeneHve BelwjecTBa

KetamunH (MHH) siBnsietea (£)-2-(0-xn1opodeHnn)-2-(MeTUnammHo) LMKIorekca-
HOHOM. OH COAEPXUT XMPa/bHbIA LEHTP, BCEACTBME YEro CyLLecTBYeT [Ba HaH-
Tnomepa: S-(+)-KetaMuH 1 R-(-)-KeTamMuH. OObIYHO Ha PbIHOK NOCTYNaeT paLie-
MaT, XOTS B MOCTYMaroLWmX B NMPOLAXKY Npenaparax Bce yalle BCTpeyaeTca 6onee
aKTUBHBbINA S-(+)- 3HaHTVOMep.

Mpeawecrsyiowme paccMoTpeHus

KeTamuH 6b1n NpeaBapuTeNbHO paccMOTPeH KOMUTETOM Ha ero TpuaLaTb TPETbeM
3acefjaHuK, 1 6blna BHeCEHA PEKOMEHALMS O NPOBEAEHUN KPUTUYECKOTO paccMo-
TPEHUs Ha OCHOBE OTYETOB O 3/10yNOTPEBAEHNN 3TUM NPEnapaToM B Pas/IMuHbIX
cTpaHax (3).



CXOACTBO ¢ U3BECTHbIMU BeLjecTBaMu U BO3[eVicTBUe
Ha LeHTpasbHyIl0 HEPBHYIO CUCTEMY

KeTamMUH SIBASIETCS apULMKIOaKUAAMUHOM, CTPYKTYPHO POACTBEHHBIM LIMKIN-
[VIHaM, TaKUM KaK EHUALMKANAVMH. DTO HEKOHKYPEHTHBbIA aHTaroHUcT N-mMeTin-
D-acnapTar-peLenTopoB, BO3ALNCTBYIOLLMIA HA LEHTPANIbHYIO HEPBHYHO CUCTEMY 1
NPVBOASLLNIA FaNtOUMHALMAM, HAPYLIEHWAM MbILLEHWS, BOCIPUSTIS 1 MOTOP-
HOI (hyHKLMW, a TaKXkKe BbI3blBAOLLMIA NETKYH0 PECMIMPATOPHYIO Aenpeccuto. Vic-
Mo/b3yeTCs B KaUeCTBE aHECTe3VPYIOLLLEro CPeAcTBa B MeVLIMHE 1 BETEpUHApUN.

Crnoco6HOCTb Bbi3bIBaTb 3aBUCUMOCTb

Ha Pa3IMYHbIX XXUBOTHbIX MOAENAX 6bI/10 MOKa3aHO, YTO KETaMUH MOXET BbI3bl-
BaTb COCTOAHME 3aBUCMMOCTW, OAHaKO COOﬁLLlEHVIVI 0 I'IO,CI,O6HOI7I 3aBMCUMOCTHN Y
YenioBeKa NMMEETCA HEMHOTO. TOJ'IepaHTHOCTb BO3HMKATb MOXXET, O4HaKO (baKTI/ILIe-
CKME AaHHblE, KacaloLlmeca CMHAPOMa OTMEHbI, OTCYTCTBYHOT.

DakTunyeckoe 3no0ynorpebneHue n/wnu gaHHble
0 BEPOATHOCTYU 3/10ynoTpebneHnsa

B psge ctpaH Amepukn, A3un 1 EBponbl OTMeYainchb Criydam 310ynoTpebneHns,
WHOTZa B CMECW C ApyrMu BeLLLeCTBaMMU.

TepaneBTu4yeckasa nosie3HoOCTb

KeTamuH LLIMPOKO 1CMOSb3YeTCA B KAYECTBE aHECTE3NPYHOLLIENO U aHa/IbreTUYeCKo-
ro CpefcTBa B MeULIMHCKO 1 BETEPUHAPHOI NpakTuKe. B 70 cTpaHax 13 74 cTpaH,
KOTOpPble OTBETWM Ha BOMPOCHMK BO3, KeTaMUH YKa3blBa/iCa KaK UMeoLLnii Me-
OMUMHCKOE NprMeHeHre. OH BKITHOYEH B Ka4ecTBe OOLLIEro aHeCcTe3VPYHOLLETrO Cpes-
cTBa B 14-0e n3gaHue MNMpriMepHOro nepeyHs OCHOBHbIX JIEKAPCTBEHHbLIX CPEACTB
BO3 (10).

PexkomeHnpgaynsa

KomuTeT paccMoTpen MHhopMaLMIo, CoLepXaLllytocs B JOKNaZe 0 KPUTUYECKOM
paccMOTPeHUM, 1 MPULLEN K BbIBOAY, YTO NOLO6HaA MH(opMaLMa HefoCTaToqHa
L7191 BK/IKOYEHMA npenapara B Kakoi-nmbo u3 cnuckoB. OfHaKo B xOfe 3acefaHuns
KomuTeT 6bin NponHgpopMupoBaH 0 ToMm, 4To Komuceuns Opranusaumm O6beam-
HeHHbIX Hauwnii N0 HapKOTMYeCKMM CPeAcTBaM Ha cBoeli 49-oi ceccun, COCTOSB-
Lweiics B mapTe 2006 roga, NpvHANa NPOEKT Pe30touun, NpegHa3HauYeHHOR ans
npenposoxgeHns 8 SKOCOC B OTHOLLEHUW BK/THOYEHNA KeTaMMHA B KayecTse
KOHTpo/Mpyemoro Beulectsa (/7). KomuTeT obpatuncs ¢ npock6oii k CekpeTa-
puaTy noaroToBUTb OOHOB/EHHBIV BapyaHT KPUTUYECKOro NnepecMoTpa W npes-
CTaBWTb €ro Ha c/efytoLlem 3acegaHnn KomuteTta akcnepToB MO /IeKapCTBEHHOM
38BMCUMOCTH.

2.2.4 Kar (Catha edulis Forsk.)
OnpepgeneHue BeljecTBa

HasBaHuWe KaT OTHOCUTCA K INCTbAM M Mo/ogbIM noberam pactenust Catha edulis
Forsk., oTHocALlerocs K cemelicTBy pacTeHuin Celastraceae (bepecknetoBble). Ha-
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3BaHWe pacTeHNs MOXET UMeTb BapuaHTbl HanucaHua Katx, gat, g’at, kat, kath,
gat, chat, tschat (3gwmonus), miraa (KeHus) n murungu. BbiCyLeHHbIe NNCTbS KaTa
Ha3bIBaKOTCS aBMCCUHCKMM YaeM MM apabCKUM Haem.

lMpegwecTByowme paccmoTpeHns

Kat 6bi/1 M3yyeH 1 paccMoTpeH KOMUTETOM 3KCMEPTOB MHOIO NIET Haszafg, a Ha
Tpuauarb nepeoM 3acefaHun KomuTeTa Obln paccMOTPeH B NpefBapUTebHOM
nopsiake. KoMWTeT NpuLLen K BblBOAY, YTO UMEETCS JOCTATOYHO MH(OpMaLmmn Mno
[laHHOMY BeLLleCTBY, KOTOpas onpas/blBana 6bl KPUTUYECKOE pacCMOTpeHMe (3).

Cxo/4CcTBO € N3BECTHbIMU BeLyecTBamMmu U BO3[eNcTBme
Ha UEeHTPasIbHyI0 HEPBHYIO CUCTEMY

OCHOBHbIMV MCUXOAKTVBHLIMY KOMMOHEHTaMU, 0OHapY)XeHHbIMM B KaTe, ABNSKOT-
sl KATUHOH 1 KaTuH (HopriceBAo3thepyriH), KOTOPble BHECEHbI B CMMCOK KOHBEHLMN
1971 roga, n HOpaeapyH, KOTOPbIA KOHTPOMPYETCS B COOTBETCTBUM ¢ KOHBEH-
uveii 1988 roga. PacTeHve cogepXXuT NnLlb (—)-3HAHTMOMEP KaTMHOHA, UMEtoLLe-
ro abcontoTHO Ty XKe KOH(Urypauumio, 4to S-(+)-ampeTammH. YnoTpebneHve kata
BbI3bIBAET COCTOSIHME 3AOPMMN 1 NOBbLILLEHHOV aKTUBHOCTM. OHO TakXke MOXeT
BbI3bIBaTb GECCOHHNLY W MOBbILLIEHVE KPOBAHOIO AaB/eHUsl, YaCTOThl CEPAEUHbIX
COKpalLLleHniA 1 Temnepatypbl Tena. Kpome T0Oro, coobuanock 0 NCUXoTUYECKNX
peakLMsX, Bbl3blBaEMbIX KaToM.

Cnoco6HOCTb BbI3bIBaTb 3aBUCUMOCTb

[aHHble 0 CNOCOBHOCTSX Kara Bbl3biBaTb 3aBMCMMOCTb MPOTUBOPEUMBbLI. CUM-
MTOMbI OTMeHbI NMOC/Ee NPOACMKNTENBHOTO YNOTPEBIEHNS MOTYT BK/OUATb B Ce6st
COCTOsIHME YCTI0CTU, NETaprim, AeNpPeccUBHbIE MEPEXVBAHUS U NETKYO LPOXb,
OfiHAKO CUMMTOMbI MSATKIE W GbICTPO Mcye3atoT. MOXET TakKe pa3BMBaTLCS OMnpe-
[eNeHHas TO/IePaHTHOCTb.

®DakTun4yeckoe 3noynorpe6neHMe n/unuv gaHHble
O BepPOATHOCTHU 3noynorpe6neHMn

>KeBaHuWe NUCTLEB KaTa ABNANOCH OObIYHBLIM B FOTO-3anafHoM YacT ApaBuiickoro
nonyocTpoBsa v B BocTouHoM Adpuke. OfHaKO BMOCNELCTBUM OHO NOMyHMIIO pac-
NpoCTpaHeHe B pyrnx cTpaHbl AQpukK, a Takxe B ABcTpanuu, Espone n CLLA.
ExeaHeBHOE NOTPeb/eHMe KaTa MOXET OKasblBaTb OTpULaTe/IbHOe BO3AENCTBIE
Ha CoLMa/IbHYHO 1 3KOHOMUYECKYHO XXW3Hb Ntofel. JINCTbA KaTa 06bI4HO XYHOT Npu
MpOBeAEHN KOMIEKTUBHbLIX MEPONPUSTHIA.

TepaneBTYeckana 4eHHOCTb

Hwvkakoin nogTBepXXAeHHOM TepaneBTUYECKON LLIEHHOCTY KaTa BbISB/IEHO He ObI/O.

PexomeHnpgaynsa

KoMWTET paccMOTpen AaHHble, KacalolLMecs Kara, ¥ Onpeaenn, YTo ero noTeH-
L@/ B OTHOLLIEHUM 3710yNOTPEB/IEHNS 1 3aBUCUMOCTM SIBNIAETCA HE3HAUUTE bHBIM.
YpOoBeHb 3710yNoTPe6/eHNs 1 yrpo3a 06LLeCTBEHHOMY 31PaBOOXPAHEHNIO He SB/s-
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OTCA LOCTATOYHO MacLTabHbIMU, YTOGLI TPEOOBATL MEXAYHAPOAHOIO KOHTPOSIS.
MoaTomy KoMUTET He peKOMEH0BaN BK/IKOUEHNS KaTa B KaKoii-11M60o 13 CrICKOB.

KOMUTET Npur3HaU, 4To coLpabHble U OnpeaenieHHble MeAMKO-CaHUTapHble NPo-
6/1eMbl BO3HUKAOT B CBA3M C UPE3MEPHBLIM MCMO/b30BaHWEM KaTa U MPeLoKM
MPOBeAEHVe HALMOHANBbHON NPonaraHAMCTCKONM KaMMaHum, KoTopast NpensTcTBO-
Basla 6bl TAKOMY MCMO/b30BAHUIO PACTEHUS, KOTOPOE MO0 Bbl MPUBECTM K YKa-
3aHHbIM HE6MAronpUATHLIM NOCEACTBUSM.

2.2.5 3onuknon (MHH)
OnpegeneHune BewecTsa

3onuknoH (MHH) B XMMMUYeCKOM OTHOLLEHUW ABMISETCA 6-(5-X10p0-2-Nupuann)-
6,7-gurnapo-7-rugpoken-5H-nuppono-[3,4-bjnmpasnH-5-nnoBbIii 3gup-4-gumeTnn-
1-nunepasvHKapboHOBOIN KMCAOTbI.2 30MUKIOH UMEET OAWH XVPasbHbIA LIEHTP 1
MO3TOMY CYLLECTBYET B [BYX SHAHTMOMEPUYECKMX (hOpMax, a Takxke Kak paLemar.
OH nocTynaeT B NPOLAXyY NOL, Pa3INYHbIMM TOProBbIMU HAVIMEHOBaHMAMU. 3C30Mn-
K/OH sBNsieTcs S-(+)-3HaHTUOMEPOM W TaKKe C HefjaBHUX NOP UMEETCS B NMPOLAXKE.

lMpeawecTByowme paccmoTpeHns

30MUKIoH ObiN NPeABaPUTENILHO paccMOTpeH KoMuTeToM B XOfe ABaALaTh AeBs-
TOV ceccun, Ha KOTOpoli KOMUTET pekoMeHA0Bas MPOAO/MKNTL HaGMOAEHME, HO
He NPOBOAUTb KPUTUYECKOT0 paccMOoTpeHNs (12). 30MMKOH 6bln NpeaBapuTesibHO
pacCcMOTPEH Ha TPUALATb TPETbEM 3acefaHnm, 1 KomuTeT peKoMeHAoBas NpoBe-
CTW KPUTUYECKOE PacCMOTPEHME MO pe3ynbTaTaM faHHbIX O NMPUBbIKAHUM W 3Ha-
YMTENbHOM YKC/e HeBMaronpUATHLIX Peakuuidi Ha 3TOT Npenapar, CBs3aHHbIX CO
3/10yNOTPe6IeHNEM, KOTOPbIE ObIN NOMYYeHbl MEX/AyHapPOAHOW NPorpaMmoin no
KOHTPO/HO 3a NIEKapPCTBEHHbIMM cpeacTBami (3).

CXOACTBO ¢ 3BECTHbIMU BeLjecTBamMu y BO34[elicTBue
Ha LeHTpanbHyI0 HEPBHYIO CUCTEMY

dapmMaKonornyeckrie CBOMCTBa 30MMKI0HA BECbMa CXOXMW CO CBOCTBaMM GEH30-
[MasenHoB 1 NPeanonaraeTcs, YTo OHY 06yC/IOB/EHbI CBA3bIBAHVEM C pPeLLenTop-
HbIM KOMIM/IEKCOM TamMa-aMMHOMAC/siHas-KUC10Ta/beH30aMasenyH.  30MMKIoH
06nagaeT ceaaTBHbIM BO3AEACTBMEM Ha LIEHTPaSIbHYHO HEPBHYHO CUCTEMY, BbI3bl-
Basl COCTOSIHME CefjaLn, COHMMBOCTY, YCTAIOCTU 1 HapYLLEHWS KOHLeHTpauun. K
[APYrM No604YHbIM 3peKTam OTHOCATCA TOLIHOTA, FO/IOBOKPYXKEHMWE, FO/0BHas
60/1b, NOT/IMBOCTb, FANOLMHALMMN U BO3OYXXAEHHOE COCTOSIHME.

Cnocob6HOCTb Bbi3bIBaTb 3aBUCUMOCTDb

MpuMeHeHMe 30MM1KIOHA B HEKOTOPbIX Cyyasix NPMBOAUT K 3aBUCUMOCTU, COMPO-
BOX[,aeMOIi TONIePaHTHOCTBLIO K Mpenapary Y CMHAPOMOM OTMEHbI.

2 CMHOHUM 3TOro HasBaHus - (5RS)-6-(5-xnopo--2-nupuamnn)-6,7-auruapo-7-okco--5H-nuppono[3,4-bjnupa-
3UH-5-1n 4-mMeTunnunepasunH-1-kapbokeunar.
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®DakTnyeckoe 3noynorpebneHue n/wnv gaHHole
0 BEPOATHOCTHU 3/10ynoTpebneHnsa

B LwecTn cTpaHax, OTBETMBLUMX Ha BOMPOCHUK BO3, co06Lanocs 0 page ciyyaes
310ynoTpebieHns 30nuknoHom. Kpome Toro, B pamkax nporpammbl BO3 no mex-
[yHapOoLHOMY MOHWTOPUHIY /IeKapCTBEHHbIX CPEACTB COOBLLAN0Cch O 3/10ynoTpe-
61eHMN KaK HeGNaronpuATHON peakuMn Ha Npuem npenapara. 30MMKIOH Takxke
YMNOMUWHANCA B PALE C/lyYaeB CeKCyasibHOM arpeccuu 1 orpabneHuii.

TepaITEBTM‘IGCKaH LeHHOCTb

30MNUK/IOH ABNIAETCSA LLUMPOKO MPeAnCbIBAEMbIM CHOTBOPHBLIM CPELCTBOM, [MTaBHbIM
06pa3oM MCnonb3yembIM NpK feveHnn 6eCCOHHMLBI. B 34 cTpaHax 13 59, 0TBeTUB-
LUMX Ha BOMPOCH! B OTHOLLIEHMM JAHHOTO BeLLecTBa B BONPOCHMKe BO3, 30MMKIOH
yNoMUHancs Kak UCMO/b3yeMblii B MEAULIMHCKNX LiENsiX.

PexomeHgauynsa

Ha ocHOBE MMEIOLLMXCS AaHHBIX, KacatoLLMXcst hapMaKo/IorMyeckoro npouns v
CMOCOGHOCTU 30MMK/IOHA BbI3bIBaTh 3aBUCMMOCTb, KOMUTET KnaccuguumpoBan
CMNOCOBHOCTb BbI3blBaTb MPUBbLIKAHME KaK HE3HAUYMTENbHYIO, B TO BPEMS KaK ero
TepaneBTUYeCKas LLeHHOCTb AB/ISIETCS CYLLECTBEHHOM. MoaToMy KoMUTET npuLuen
K BbIBOAY O TOM, YTO 30MMK/IOH He HY)XXAAETCS B MEXAYHAPOAHOM KOHTPO/IE U He
PeKOMeH/LOBa/T BK/OUATb €ro B KAKOM-MO0 13 CMIMCKOB.

MNpenBaputenbHoe paccmoTpeHne
NCUXOAKTUBHbIX BELLECTB

BO3 npoBOAMT pacCMOTPEHME NCUX0aKTVBHBIX BELLLECTB B ABa aTana. [epBbliii aTan
MMeHYeTCS MpefBapuUTe/bHbIM PacCMOTPEHMEM; OH MpeaycMaTpuBaeT npeasapu-
TeflbHOe M3yyeHue npenapara KoMWUTETOM C Liefbio OnpeaennTb, He06Xo0AnMOo n
MPOBOAWTbL BCECTOPOHHEE JOKYMEHTMPOBAHHOE PacCMOTPeHMe (KpUTUYECKOE pac-
CMOTPEHME) JaHHOrO BelllecTBa. KpuTeprem Ans BbiBoga O TOM, HEOOXOAMMO
KPUTWYECKOE pacCMOTPEHWE, ABNSETCSA HanMume B pacnopsxeHun BO3 nHgpopma-
LMK, KoTopasi Morna 6bl MpefonpeaenTb BHECEHME JaHHOTO BeLLeCTBa B OAUH U3
CMUCKOB, UM OTCYTCTBME TaKOBOWA. B clyuae MCMXOTPOMHBIX BELLLECTB HEOOXOAMMO
pacnonaratb MHhOpMaLMeid 0 (hakTUYeCKOM 3/10ynoTPe6IeHN AaHHbIM BeLe-
CTBOM, KOTOPOE BbI3bIBa/I0 Obl CyLLECTBEHHbIE MEAVNKO-CAHUTaPHbIE U COLa/IbHbIE
npo6nembl 60see YeM B OfHOI cTpaHe. MomM1MO cekpeTapuara, 160 uneH Ko-
MUTETa 3KCNEPTOB 1 1060 NPeACTaBUTENb APYTUX OpraHn3aLmid, TpUrialeHHbIX
K y4acTuto B COBELLaHMM KOMUTETa 3KCMepTOB, MOXKET NPEACTaBUTb NPe/IOKeHMS
0 NPeABapUTE/ILHOM PACCMOTPEHMMN KAKOro-1160 BeLLLeCTBa, MPUIOKMUB BCOMOra-
TeNbHYH MH(opMaLuto. [1s HbIHELLIHErO COBELL,aHNS CEKpeTapuaTomM Bblin npeg-
NOXeHbl TPaMafoN 1 raMMa-rmapoKcUmachsHas KucnoTa.

I'amma-rmnpoxcumacnﬂﬂaﬂ Kucnota

Mamma-rugpokeumacnsHas kucnota (FOMK) 6bina paccmoTpeHa KomuTeTom B
npeABapuTeNbHOM NOPAAKe Ha TpuaLaTb NepBom 3acegaHun (13) v nNoasepryyTa
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KPUTUYECKOMY PAcCMOTPEHMIO Ha TPWALATL BTOPOM 3acefaHun (7). KomuTeT pe-
komeHgosan BkMounTe FOMK B Cnvcok IV KoHBeHumun 1971 roga v, HaunHas ¢
2001 roga, oHa 6blfa BHeCeHa B 3TOT CMMCOK peLleHneM Komuncenm OpraHusaumm
O6befMHEHHbIX Haumii N0 HAPKOTUYECKMM CPeACTBaM.

FOMK sBnseTcs coegMHeHneM, BCTPeYatoLMMCA B eCTECTBEHHOM BUE B O4YeHb He-
3HAUUTESbHBIX KOHLIEHTPALMAX B TKAHAX MieKonuTaroLwmx. CumTaeTcs, 4To OHa BO3-
[iencTByeT, cBA3biBasich ¢ FTOMK cneumdguueckumm peuentopamm n FTAMKB pelen-
Topamu. B hapmakonormyeckmx fosax OHa LenCcTByeT Kak LenpeccaHT LieHTpasTbHOM
HepBHOI cucTeMbl. B HekoTopbIx cTpaHax MTOMK UMeET KIMHMYeCKoe MPUMEHEHNE
B Ka4eCTBe aHEeCTe3MPYIOLLLEro areHTa, a TakxXe npu NeYeHny HapKosencum, HapKo-
Nencuu, CONPOBOXAAEMON KaTarneKcmei, ankorosibHoro abCTMHEHTHOMO CUHAPOMA
¥ NPU MUOKNOHYC-AUCTOHUIU. TOMK MOXET BbI3bIBaTb (PU3NYECKYHO 3aBUCUMOCTb,
a TakXke CYHAPOM OTMeHbI, eC/M MprieM 3TOro Npenapara BHE3arnHo rnpekpaiiaeT-
CA Nocnie PerynsapHoro XpOHWYECKOro 1cronb3osaHus. CUHAPOM OTMEHBI CXOX C
CMHAPOMaMM OTMEHbI OT APYrnX AernpeccaHTOB LieHTPa/IbHOW HEPBHOW CUCTEMbI.
3noynotpebneHns FTOMK 1 poACTBEHHBIMU MPOAYKTaMK (raMMa-buTyponakToH 1
1,4-6yTaHanon) 06yCcnoBIEHO MX NOAPa3yMeBaeMbIMII CBOVICTBAMU YKPEMATh CEKCY-
a/lbHYH0 (DYHKLMIO 1 COfIeCTBOBATL POCTY, & Takke Bbi3blBaTb alihoputo. VimeroTes
co006LLeHNs 0 ToM, YTo FTOMK Mcnonb3yeTcs Kak CPeAcTBO, COLAENCTBYIOLLEE CEKCY-
anbHOMY Hacunmto. TokenyHocTb TOMK siBnseTcsa [0303aBUCMMON, 1 BO MHOTUX
cTpaHax MMeKTCa NpumMepbl MHTOKeMKauun FTOMK, noBnekLume 3a coboit netanb-
Hble 1 HeneTanbHble Mcxof4bl. Cnocob 3/10ynoTpe6bneHns Hepeako npegnonaraet
MCNOMb30BaHMe APYrux BeLLECTB, TakUX KaK MeTuneHAnoKen-N-MeTunampeTammH
(MAMA) v ankoronb. Micnonb3oBaHue 1 3noynotpedneHne FOMK, kak npeacras-
NIeTCA, MPOUCXOANT rNaBHbIM 06pa3om B AscTpanuu, Espone n CLLIA.

PexomeHnpgaymna

KomuTeT paccMoTpes LOMONHUTENbHbIE AaHHble, KacatoLmecs croco6HOCTU Bbl-
3bIBaTb 3aBMCUMOCTb M TOKCUYHOCTU, U PEKOMeH0Bas1 MPOBECTM HOBOE KpUTUYe-
CKO€ paccMOTpPEHME Npenaparta ¢ TeM YT0Obl M3y4nTb BOMPOC O BO3MOXXHOM BHECE-
HUA FTOMK B TOT UM MHOI CMINCOK.

Tpamagon (MHH)

Tpamazon (MHH) asnsetca (x)-mpanc-2-[(AMMeTUNAMUHO) MeTW]-1-(3-MeToKcUe-
HWN) LyKIorekcaHonoM. OH Obl MOABEPTHYT KPUTUYECKOMY PaCcCMOTPEHIO Ha TPUA-
LaTb TpeTbei ceccnm Kommteta B 2002 rogy, ogHako KOMUTET peLunn, 4To nmetoLLasics
Ha TOT MOMEHT VMH(opMaLys Bblna HeJoCTaTouHa, YTOObI PEKOMEHA0BATL MEX/yHa-
POAHBIV KOHTPO/b B OTHOLLIEHWM Tpamagona, XOTa OHa SBNsIack afieKBaTHOM, YTOObI
BHECTW peKoMeHJauuo 0 ToM, YTo BO3 HeobX0AMMO KOHTPOMMPOBATL MPUMEHEHNE
3TOro npenapara (3). BnocnencTamm 3To BeLLecTBO 6bI10 NpescTasneHo CekpeTapua-
Tom BO3 ang npeasapuTeibHOro pacCMOTPEHNSA Ha HACTOALLEM 3acefaHun.

Tpamagon SBASeTCs CUHTETUYECKMM OMMOUAOM LEHTPasbHOro AeicTBuMS, aHa-
NIOTVNYHBIM KOAEMHY M 0bnafdarolimm cnabbiM ahhUHUTETOM K OMMOMAHLIM pe-
uentopam. [lOMONHWTENbHO OH 06M1afaeT MOHOAMUHEPTUMYECKUM [Ae/CTBUEM
(MHrMBbKpOBaHKEe OOPATHOrO 3axBaTa CePOTOHMHA W HOpaApeHasMHa 1 anbja-2-
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afipeHepruyeckas CTUMynsaums (4To gaeT KOMOMHMPOBAHHbLIN aHa/IbreTUYeCcKui
apekT). MeTabonut O-fecmMeTnn Takke 06/1afaeT hapMakonormyeckol akTmB-
HOCTbIO B CU/Y BbICOKOrO aipmHUTETA K MIO-ONMOUAHBLIM peLentopam. Tpama-
[0N MHAYLMPYET aHanbre3uto, OfHaKo 00YCMIOBNMBAET MeHbLUYHO PECMMPATOPHYIO
[ienpeccuto, YemM apyrvie onnovabl 1 He 06nafaeT 3HaUYMTENbHbIM BO3AENCTBUEM
Ha (yHKUMIO cepAua. Bblno 06HapyXeHO, YTO OH CHVDKaeT MOPOr CYAOPOXHbIX
MPYCTYNOB 1 MOTOOTAENEHUSA N YMEHbLLAET NOCTONepaLOHHbIV 03HO6. K cy6bek-
TVBHbIM NOCNEACTBUAM OTHOCUTCA alidhopus. K oTMeuaeMbIM HebnaronpusTHbIM
BO3/E/CTBMAM OTHOCAYTCA: FO/TOBOKPY>KEHWE, FON10BHAsA 60/1b, BO30YXEHNeE, TOLL-
HOTa, PBOTA W CYAOPOXHbIe NPUCTYMbl. COrNacHo COO6LLEHMAM, Nepeso3npPoBKa
MPUBOAUT K TaxUKapayu, KOHBYNLCUAM, PECrMpPaTOpPHbIM AENPeccusiM U KOMe.
[pyrue fenpeccaHTbl LEHTPa/IbHON HEPBHOM CUCTEMbI U MOHOAMUHOBbIE COe-
[VIHEHUA C aHTWAENPECCUBHBIM Ae/CTBIEM MOTYT YCUAMBATb TOKCUYECKIME NOCNES-
cTBus. Co06LLaN0Ch 0 HECKOMBKUX CyYasX HeNeTaslbHbIX U NeTaslbHbIX OTpaBe-
HWiA TpaMafonoM, MEBLUMX MECTO B pasHbIX CTpaHax, O4HAKO MO CPaBHEHWIO C
MacLuTabamm NPUMeHeHNs TpaMasona Ynco UX He3HaUUTENbHO.

MpeLKIMHUYECKME UCCNef0BaHNA HA XMBOTHbBIX YKa3bIBalOT Ha TO, UTO Tpamazon
06n1aaaeT He3HaYMTeNbHOM CMOCOBHOCTLIO BbI3bIBATh 3aBMCUMOCTb. B x0fe KAHU-
YECKMX MCCMef0BaHNA 1N Hag30pa Nocne NPoAaXy npenapara 6bl1a 0bHapyXeHa
BO3MOXXHOCTb 3aBVMCMMOCTU U 3/10yMNOTPe61eHNs, 0COB6EHHO Y NaLMEHTOB, Y KOTO-
PbIX paHee 0TMeYaInCh ONMONAHAs 3aBUCUMOCTb U 3/10yNOTPe6neHre onvonga-
My. Haa3op 3a npenaparom nocse npofaxky NoKasbIBaeT, YTO YPOBEHb 3/10yMOTpe-
6neHus coctasnget 0,5-1 Ha 100 000 naupeHToB (1997-2003 rogel). C 2002 roga B
3Ty LUpy BKIOYAKOTCA HEMATEHTOBaHHbIE HAMMEHOBAHWS, a TakKe TpaMazLon B
KOMOVHaLMM ¢ napaleTamosiom B TeyeHme 1997-2003 rogos.

JaHHble, nocTynaroLLme U3 pasinyHbIX opraHM3au,v||7|, OCYLLECTB/IAOLLNX MOHNTO-
[PUHT, CBNAETENbCTBYHOT O C/lyYasdX HE3AaKOHHOIoO BBO3a M UCMNOJ/1b30BaHWA, O4HAKO
HE roBopAT O KakoM-1m6o YBEJIUHEHUN 31'|0yI'IOTpe6I'IEHVIF| Tpamafo/siom, a O HeJe-
ra/IbHOM NMPOn3BOACTBE AaHHbIX HET.

PekomeHnpgauuna

PaccMOTpeB [JOKYMeHTbI, MPeACTaB/eHHbIE HA HbIHELUHEM 3acefjaHni, B KOTOPbIX
MH(OpMaLysi, paccMaTprBaemas Ha TPUALATb TPETEM 3acefaHuu, NPeACcTaB/eHa
B 60/1e€ LUIMPOKOM Buze, KOMUTET NPULLEN K BbIBOAY, YTO AaXe YUNTbIBas HejaBHee
3HaUMTENbHOE YBENMYeHMe MacLLTaboB MCMONb30BaHWS Tpamazona B CBS3M C ero
TepaneBTMYECKOI LiEHHOCTHH, YPOBEHb 3/10yNOTPEG/IEHS NPenapaTom No-npex-
HeMy HesHauMTeneH. Ha aToM ocHoBaHUM KOMWTET caenan BbIBOZ O TOM, YTO /15
060CHOBAHUS KPUTWNYECKOTO PACCMOTPEHMS (HaKTUYECKMX aHHbIX HEAOCTATOUHO.

BewecTBa, nognexawme npeaBapuTesbHOMY
pacCMOTpeHuUlo

lamma-6yTuponakToH (FBJ1)

Mpu npegsaputenibHoMm paccmoTpeHun MTOMK KomuTeT NpuHAA K CBeAEHUto

NHhopMaLMo, KacaroLyrocs 3noynotpebnenns BJ1 (KOTopbIi B opraHuame
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npespatiaetcd B FOMK) 1 npefnoxun sTo BeLLeCTBO A1 MpeaBapuTelbHOro
paccMOTpeHus.

1,4-bytangnon

Mpwn npegsapuTenibHoM paccMoTpeHnn FTOMK KOMUTET NPUHAN K CBEAEHUIO UH-
(hopmaLmio, KacatoLLytocs 310ynoTpedneHns 1,4-6yTaHanonom (KoTopblii B opra-
Hu3Me npespatyaetca B FOMK) v npefnoxun 310 BELLECTBO 4115 NpeaBapuTesib-
HOro paccMOTPeHUA.

PykoBopAuime nosoXXeHna Ana npoBeaeHunA
BO3 paccmoTpeHua NcMXoakKTUBHbIX
BellecTB, Bbi3blBalOLWMX 3aBUCUMOCTbD,

ANA MeXAYHapPOAHOro KOHTPOA

BHeceHue nonpaBokK K HbIHEe AGI?ICTBVIOU.WIM
pykoBoAALLM MNOJIOXKEHNAM

MexayHapogHblii KOHTPO/Tb 3@ HAPKOTUYECKUMU CPEACTBaMM 1 MCUXOTPOMHbIMU
BELLLECTBAMU OCYLLECTBASETCA HA OCHOBE ABYX AOrOBOPOB: EAMHOI KOHBEHLMK
OpraHuzayun O6beanHeHHbIX Haumil 0 HapKoTuyeckux cpeacteax 1961 roga u
KoHeeHumn OpraHusaumym O6beanHeHHbIX Haumili 0 NCMXOTPOMHLIX BeLecTBax
1971 ropa. B 06enx KOHBEHLMAX NPUBOAATCA MEPeYHN BeLLeCTB, Nog/iexatux co-
OTBETCTBYIOLLMM MepaM KOHTPO/IS. B KOHBEHLMM TaKXKe YCTaHOB/EHbI MEXaHU3MbI
pacLIMpeHns N N3MeHeHNs cnmuckos, a Komuccms OpraHmzaumn O6befyHEHHBIX
Haumii no HapKOTMYeCKUM CpeacTBaM OMpe/enseTcs B Ka4eCcTBe opraHa, yrnosiHo-
MOYEHHOT O NMPUHUMATL HEOOXOANMbIE PELLIEHS, KacatoLLMecs BHECEHNS BELLECTB B
TOT WJIN UHOWA CMINCOK.

B KoHseHLun onpegensetcs posib BO3 B kadecTse yupexxaeHns, ynoTHOMOYEHHO-
ro npeactasnaTb Komuccum OpraHnsaumm O6beanmHeHHbIX Hauwmii no HapkoTuye-
CKMM CpefiCTBaM COOTBETCTBYHOLLYHO MH(OPMALMIO, KacatoLLytocs MeAULMHCKIX,
Hay4HbIX N MeLNKO-CaHUTAPHbIX acrekToB, BHECEHUS OTAE/IbHbIX BELLECTB B TOT
WA UHOW CMCOK. DTW OLEHKN MOTYT KacaTbCsl BELLECTB, eLle He MOANeXaLnX
MEeX/AyHapOo4HOMY KOHTPO/O, @ TakKe BHECEHUS M3MEHEHWI B CYLLECTBYHOLLME
CMUCKWN UM N3bATUSA BELLLECTB U3 CMMCKA.

OTBETCTBEHHOCTb 3a MPOBELEHWE OLIEHKW BELLECTB Ha MpeaMeT YCTaHOBMEeHMS
MeX[yHapOLHOro KOHTPOA BO3/10XeHa Ha KomuTeT akcneptoB BO3 no nekap-
CTBEHHOI 3aBUCMMOCTH, KOTOPbIA paccmMaTpyBaeT HeOBXOAMMYHO MHOPMALIMIO 1
NPeACTaBSET CBOM pekomeHgauun MeHepansHOMY ampekTopy BO3. 3Ta pabota
MPOBOAMTCA NMPW BCECTOPOHHEN NOMOLLM CO CTOPOHbI CekpeTapmata BO3 B co-
OTBETCTBUM C MPOLLELYPOWA, YTBEPXKAEHHON VIcnonHUTeNbHbIM KoMuTeToM BO3.
HebiHe geiicTByrowas npouenypa n3nokeHa B fokymeHte BO3 WHO/EDM/QSM/
2000.5, o3arnaBfieHHOM Pykosodsiuyue nonodicenus 0as npogederus BO3 obzopa ncu-
XOAKMUBHBLX 6eU{ECING, BbI3bIBAIOUUX 3ABUCUMOCIID U NOOTIEHCAUUX MeHCOYHAPOOHO-
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My Konmpono, KOTOPbIA 6bln YTBEPXAEH peLLeHreM VICNONMHUTENbHOTO KOMUTETa
BO3 B 2000 rogy (14).

B xoge TpuaLaTte TpeTbero 3acefaHus KOMUTET 3KCMePTOB NPUHAN K CBELEHUIO
ornpesesieHHbIe BOMPOChI, KacatoLmecs OTHeCEHNS HEKOTOPbIX BELLLECTB B COOTBET-
CTBYIOLLIME CTIMCKM, B OTHOLLEHMW KOTOPBbIX B HbIHE AECTBYHOLMX MOTOXKEHNSAX He
COOEPXXNTCS KOHKPETHbIX yKasaHWiA. B cuny atoro KomuTeT Npeanoxun, 4toobl
CekpeTapuar BO3 pa3paboTas gononHUTeIbHbIE PEKOMEHAALMMN, KOTOPble MOX-
HO 6bIN0 Bbl BHECTY B HbIHE JEMCTBYHOLLMIA TeKCT. MPOEKT 3TUX AONOMHUTENbHBIX
pexkomeHaaLmii 6b1n paspaboTtaH B 2003 rogy 1 NpeacTaB/eH Ha paccMoTpeHme Mc-
NoNHMTeNbHOro KomuTeTa BO3 0151 BO3MOXXHOT0 YTBEPXKAEHNS. ICMONHWUTENbHBIIA
KOMMUTET 06cyann aTo npeanoxeHune B xoae 114-ro n 115-ro 3acegaHuid, n Ha 115-
OM 3acefaHun MIcnonHUTe bHbI KOMUTET MNOATBEPAN NPUTOAHOCTb HbIHELLHERO
BapuaHTa PYKOBOLALLMX MONOXKeHW 1 npocun CekpeTapuar 1 KoMuteTt akcnep-
TOB NMPOAOMKUTL CBOKD PaboTy No gaHHOMY Bonpocy (15, 16).

B xofe cBoero TpuAuatb Y4eTBepTOro 3acefaHns KOMUTET MPUHAN K CBELEHUIO
peLteHve VicnonHntensHoro komuteta. Komutet npocun Cekpetapuar BO3 nipo-
LOMmKaTb NPEeACTaBATb NPEA/IOKEHNS B OTHOLLEHUM HEOOXO4MMbIX MOMPaBOK K
MOJIOXKEHUAM C YYETOM HOBbIX 0OCTOATENLCTB, CBA3AHHbIX C MOTPEGHOCTAMMN MeX-
[lyHapOAHOro KOHTPO/S B OTHOLLEHWW BbI3bIBAOLLMX 3aBUCUMOCTb MCUX0aKTVB-
HbIX BellecTB. Kpome 3TOro, CTpemsch CnocobCcTBOBaThL B GyayLLeM BbISBIEHMIO
MHEHWIA, KacatoLLMXCA BHECEHMS B CMIUCKU NMCUXOAKTUBHbIX BELLECTB B CUTYaLWsX,
KOTOpbIe He MOTHOCTLHO MPEeLyCMOTPEHbI B HbIHELLIHEM BapuaHTe NONOXeHN, Ko-
MUTET ByfeT AeiiCTBOBATb MCXOASA M3 TOTKOBaHMS KOHKPETHOW CUTYyaLmm, Kak 310
N3M10XEHO B NyHKTe 5.2,

KomMuTeT Takxe CUMTaET, YTO TO, KakM 06pa3oM BHECEHVe BeLLecTBa B TOT UK
MHOWi CNMCOK OTPpa3nTCA Ha 06ecredeHnn JOMKHOTo banaHca Mexay [OCTynHOC-
Tbi0 KOHTPO/IMPYEMbIX BELLECTB C MEANLIMHCKOA TOUKM 3PEHNA U NPeLynpexaeHun-
eM 3/10ynoTPebneHnin MK, JOMKHO OblTb HEOTHEMIEMON YacTbio NpoLecca Kpu-
TUYECKOrO PacCMOTPEHMS.

NHTepnpeTtauua cneundunyecknx acneKkTos
PYKOBOAALLNX MOJIOXKEHUN

KOMUTET MOCTaHOBM/, YTO 3Tan «NpeABapuUTe/bHOrO» PacCMOTPEHUS, NPeAyCMOo-
TPEHHOTO0 B PeKOMEHAALMAX, JO/MKEH KAacaTbCs He TO/IbKO PacCMOTPEHMS NMCUXO0aK-
TUBHBbIX BELLECTB, KOTOPbIE He GblNM 3aHECEHbI B CMICKU B COOTBETCTBUM C MEX Y-
HAPOAHBIMM KOHBEHLMSIMY, HO TaKXe 1 MepBOHa4a/IbHOTO Lara B HanpasieHny
PacCMOTPEHWS TeX BELLECTB, KOTOPbIE YXKe BK/HOUEHbI B CMINCKU KaKoW-11nGo 13
KOHBEHLWIA. EC/I 0Ka3bIBAETCS, UTO KaKoe-MG0 BELLECTBO MOA/IEXNT PacCMOTpe-
HUIO Ha NPeaMET MEpPeHECEHNs ero U3 OfHOTO CMMCKa B APYroi UW U3bATUS U3
CMMCKOB, KaK MpefyCcMOTPeHO NMYHKTOM 13 NMOMOXeHWiA, TO Takoe NpegBapuTeNbHoe
paccMOTpPeHVie MOXeT UHMLMMPOBaTb CekpeTapuaT BO3, 0Tae/bHble UneHbl Komu-
TeTa 3KCMePTOB UM NPEACTaBUTENN OPraHu3aLMii, NpUrnallaembIX 418 y4acTus B
3acefaHusx KomuTeTa. Mpoleaypa npegBapuTeisHOr0 PaccMOTPEHUS MOXET Tak-
e MHULMMPOBATLCS B TeX Cyyasx, Koraa KoMuTeT peKoMeH0Ban cekpeTapuary
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BO3 ycTaHOBWTb HabMIOAEHVE B OTHOLLIEHNW OMNPEAEIEHHONO BELLIECTBA U Pe3y/ib-
TaTbl 3TOr0 Hab/MOLEHNSA YKa3bIBAIOT Ha HEOOXOAMMOCTb TaKOr0 PacCMOTPEHUS.

B OTHOLLIEHMW 3Tana npoLeaypbl KacaroLlerocs «KpUTMUECKOro PpacCcMOTPEHMS»,
MpPefyCMOTPEHHOTO B NMYHKTE 15 NOMOXeHW, KOMUTET MOCTAHOBW/, UTO €ro xe-
nare/ibHO 3aBepLUaTh B TEUEHUE OHOTO 3acefaHus. OfHaKO B TeX C/lyuasix, Koraa
Heo6XoAyMa A0NO/MHMTENbHAs MHAOPMAaLIMS, KacatoLLascs paccMaTpriBagmoro Be-
LecTBa, KOMUTET MOXET MPUHSATL PELLIEHIE O TOM, YTO €70 OKOHYATE/IbHOE MHEHMe
MOXET BblIThb BbICKA3aHO Ha CMe/yHoLLLeM 3aceiaHN.

Hdoctyn Kk nHdopmauum, Heo6xoaMMon AA OLLEHKU BeLLeCcTB

KomuTeT aKCMepToB NPYHAN peLleHne pekomeHAoBaTb CekpeTapuaty 06paTuThb
BHMMaHMe CTPaH Ha TOT (haKT, YTO B 06enx KOHBEHLMAX NPefyCMOTPEHbI NPOLLe-
Jypbl HopMupoBaHua OpraHnsaumnn O6beayHeHHbIX Hauuii: B Tex cnyyasx,
Korga Kakas-nmbo CTOpOHa KOHBEHLMW pacnofnaraeT MHpopMaLmei, koTopas
MO ee MHEHVHO, MOXET NOTPe60BaTb BHECEHUS M3MEHEHWIA B KAKOMR-1M60 13 crnuc-
KOB, OHa [0/MKHAa YBEAOMMUTb 06 3TOM eHepaibHOro CeKpeTaps U NpeacTaBuThb
eMy W el MHGopMaLMio, NOAKPENNSIOLLYI0 3TO YBELOM/EHMe, MOC/IE Yero
leHepanbHbI ceKpeTapb NPenpPOBOXAAET 3TO yBeaomieHne BO3 n apyrum
CTOpPOHaM.

CTaHOBACb YYaCTHMKAMN KOHBEHLMW, CTPaHbl 0053a/MCb NPUAEPXKMBATLCA 3TUX
npoueayp, ogHako KoMWUTET 3KCrepToB OBHapYXW/, YTO B MOCNEAHUE TOAbI HU
OfiHa CTpaHa 3TON MpOoLeLypbl He NPUAEPXMBaANIach, X0Ta KOMUTETY M3BECTHBI
clyyau, B KOTOPbIX 3TO Gbl0 Gbl LienecoobpasHo. KOMUTET Takxe pekOMeHzyeT
CekpeTtapuary eLle pa3 npu3Barb CTpaHbl OTBETUTL Ha pasocnaHHble BO3 Borpoc-
HWKM B NPOLLECCe NOATOTOBKM K paboTe Mo OLEHKe BeLLeCTB.

Mpoune Bonpockbl

DeatenbHocTb EBpONEnckoro MOHUTOPUHIOBOIrO
LeHTpa No HapKoTukam n HapkomaHun (EMCDDA)

[-p Roumen Sedefov, pykoBoguTe/lb NPOEKTa HOBbIX /IEKAPCTBEHHbLIX CPEACTB
N Hay4yHOro kommteTa EBpOMEickOro MOHUTOPVHIOBOrO LIEHTPa N0 HapKoTW-
Kam v HapkomaHuv (EMCDDA), pacnonoxeHHoro B J/liuccaboHe, Moptyranus,
pacckasan 0 posn 3TOr0 yypexaeHus EBponelickoro coo3a, 3aHMMatoLLerocs
NleKapcTBeHHbIMY cpefcTBamMu. OH Takxke MH(OpPMMPOBan O Xofe paboTbl Mo
ocyulecTeHno peweHns EC 2005/387/JHA ot 10 masa 2005 roga, kacatole-
rocsa o6meHa MH(OPMaLMen, OLEHKN pPUCKa U KOHTPOS B OTHOLLEHMN HOBbIX
NCUXOAKTUBHbIX BELLECTB. B peLleHun ycTaHaBNMBAETCA MeXaH3M OnepaTuBHO-
ro obmeHa MHhopmaumeii Ha ypoBHe EC B OTHOLLEHMMN HOBbIX NMCUXOAKTUBHbIX
BELLLECTB, KOTOPbIE MOTYT MPeACTaBiATb ONacHOCTb A1 06LLEeCTBEHHOrO 34pa-
BOOXpaHeHns Nog06HO TeM, KOTOPbIe MPYBEAEHbI B CIMCKax EANHO KOHBEHL MK
OpraHusauun O6beanHeHHbIX Hauuii no HapkoTuyeckum cpegcteam 1961 roga
n KoneeHuun OpraHusauun O6befnHeHHbIX Hauuii o NCUXOTPOMHbLIM Bele-
cream 1971 roga.



6.2 Wcnonb3oBaHue faHHbIX N0 KOHTPOIO hbapmaL,eBTUYECKOM
NPOAYKLMN ANA OLLEHKN NOoTeHLuana 3aBucCuMocTu u
3noynoTtpe6neHus (npoueaypbl 1 METORONONA)

KomuTeTt 6bin nponHpopmmposaH CekpeTapuaroM nporpammbl BO3 no mexay-
HapOoLHOMY MOHWUTOPWHTY f1IeKapCTBEHHbIX CPeAcTB. Mporpamma 6bina cosfaHa
B 1968 rogy, ee pabotoii pykoBoauT CekpeTapuar, COTpyAHUYatoLWLmMiA LeHTp BO3
(LLeHTp MO MOHWUTOPWHIY, YNncana) U ee HaUMOHa/bHbIE LIEHTPbI (79 Ha AaHHbIi
MOMEHT) ¥ accoumMmpoBaHHble YneHbl (18 B faHHOoe Bpemst). KonmnyecTBo coobLue-
HWI 0 HeGNaroNpPUATHBIX PeakUMsaxX Ha eKapCTBEHHbIE CPEACTBA, COAEPXKaLLMXCS
B 6a3e AaHHbIX BO3, npeBbIllaeT 3,5 MUNINOHA — 3TO YMCO EXXEr0AHO YBENNYN-
BaeTcA Ha 160 Tbicay.

[ns npoBeaeHNs NpeaBapuTebHbIX PACCMOTPEHWIA N KPUTUYECKMX PACCMOTPEHMIA
[JaHHble, Nonyyaemble OT COTPYAHMUYAIOLLEro LieHTpa BO3, BKOYaoTCs B AOKNa-
[bl N0 pe3ynbTaram paccMOTpeHnit. OgHako KoMUTET BbicKasa HeCKObKO Npes-
NOXEeHWIA, KOTOPbIe MO Obl YBENNYUTL LLEHHOCTb 3TUX AaHHbIX. K aTum npeg-
NOXEHWSAIM OTHOCSTCS UCMO/b30BaHWE CPaBHUTE/bHBIX BELLECTB, BbIOOP U3 yucna
HebnaronpusTHbIX peakuuii TeX, KOTOpble YKa3blBatoT Ha 3/10ynoTpebneHne npe-
MapaToM, yTOUYHEHMe UCMO/b3yeMbIX TEPMUHOB 1 UCMONb30BaHME JaHHbIX eVHOT0
TVNa, BCe 3TO MOMOXET Y/yHLLIMTb UCTOKOBaHWE MHGhopMaLmu.

BblNo NPUHATO pelleHVie 0 ToM, YTo CekpeTapuaTy Heo6XoAMMO OpraHV30BaTh
[AVCKYCCUIO O TOM, KaK /lyuLLie 1CMO/b30BaThb 3TW [JaHHbIe A1 OLEHKMN 3aBUCMOCTY
11 BEPOSITHOCTU 3/10yMNOTPeBeHUs. YUYacTBOBaTh B 9TON AucKyccun GyayT npurna-
LLEHbI 3KCNEPTbI 1 APYTYe MLA. BbINO TakKe PELLEHO aKTUBU3NPOBATL COTPYAHN-
YeCcTBO Mexly KOMMTETOM 3KCMEPTOB 1 NPOrPaMMOIA.

6.3 CopencTBue NPOCBELLEHUNIO U PacnpoCTPaHEeHWNIO
nHdopMaLun B OTHOLLEHUMN HAAJIEXALLEro Ucnosib30BaHUA
NCUXOAKTUBHBIX JIEKAPCTBEHHbIX CPEACTB

Ha cBoem TpuguaTs TpeTbem 3acesaHuy KOMUTET 3KCNepToB 06CYAW BO3MOXHbIe
HebnaronpusaTHble MOCNEACTBUA MEAULMHCKOrO MCMOMb30BaHWUSA WHIMOUTOPOB
06paTHOro 3axBara cepoToHMHa (SSRIS) (3). KomMuTET peKkoMeHA0Bas1 BKIOUNTD
SSRI B NoBecTKy [HS 415 PacCMOTPEHWNA Ha CnefyrollemM 3acefaHny Komnutera,
HO He B KOHTEKCTE KOHTPO/IA, & C TeM, YTOObI COAE/CTBOBATb Pa3bsiCHEHUIO U pac-
MPOCTPaHeHNIO MH(OPMALN B OTHOLLIEHWNMN HAZNIEXALLIErO UCMO/b30BaHUSA NCUXO-
aKTMBHbIX /IEKAPCTBEHHbIX CPEACTB. [0 3TOV NPUYMHE AaHHbIA BONPOC OblT BHe-
CeH B MOBECTKY [HS TpUALaTb YeTBEPTON ceccun KommTeTa, HO B pacCMOTpeHMe
ObINM BKKOYEHbI TAKKE Te JIeKapCTBEHHbIE CPeSCTBa, KOTOPbIe B HACTOSALLEE BPEMS
Haxo4ATCA MOA MeXAYHAPOAHLIM KOHTPOMEM (KOHTPOMPYeMble IeKapCTBEHHbIE
CpeacTsa).

B 2005 rogy BcemmpHas accambnes 3apaBooxpaHeHns 1 SKOCOC npegnoxunm
MCKH »n BO3 n3yunTb BO3MOXXHOCTb CO34aHNA MexaHM3Ma OKasaHusa NMOMOLLK,
KOTOPbIA cNnoco6cTBOBAN Obl aleKBAaTHOMY Ie4eHUIO 60Mel C MOMOLLbI0 ONMona-
HbIX aHaNbreTnKoB (pesontoumn KOCOC 2005/25 1 WHAS8.22). B xofe cBOero
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TPUALATb YeTBEPTOro 3acefaHns KOMUTET OTMETWSI, KaK OH YKe paHee oTMedas]
B OTHOLLEHWW APYTUX BOMPOCOB, YTO BO MHOTMMX C/lyYasx AOCTYN K KOHTPOMMpPY-
eMbIM /IEKAPCTBEHHbLIM CPEACTBAM SB/ISETCS HEAOCTATOYHLIM U MO3TOMY KomunTeT
CUMTAET Lienecoo6pasHbIM CO3AaTh MEXaHM3M OKa3aHWs MOMOLLM, KOTOpbI 06e-
cneumBan Gbl AOCTYN K NOAOGHbLIM NIEKaPCTBEHHbIM CPeACTBAaM M UX paLMoHab-
HOe MCMOo/b30BaHMe. B cuy aToro KOMMTET CUMTAET, UTO OH MOT Gbl COAE/CTBO-
BaTb NMPOBEAEHUIO Pa3bACHUTENIbHOM PaboThl M PACMPOCTPaHEHMIO MHGOPMAaLUK
B OTHOLLUEHUM HA[/IeXaLlero UCMosb30BaHUs KOHTPOMMPYEMbIX NEKAPCTBEHHbIX
CPeAcCTB.

CekpeTapuar paboTaeT Haf, NOArOTOBKOW NnaHa No ynyylleHno foCTyna K KOH-
TPONMPYEMbIM 1eKapPCTBEHHbLIM CPEACTBAM U UX PALMOHANBHOMY VCMO/b30BaHMIO.
KomunTeT peKOMeHZyeT, YTOObl MPOBELEHNIO KOHCYbTALUMIA 3KCNEPTOB B [JaHHOM
061acTn cnocobcTBOBaT OPMLIMANBHBIV 1 AeCTBYIOLWIA HA PErynsapHO OCHOBE
(hopyM, N KOMUTET 3KCMEPTOB UCMOMHEH XeNaHUs ABASTHCA TaKOBbIM.

BnuaHune meXxayHapoaHOro KOHTPOJIA Ha
AOCTYNHOCTb BeLLecTB AJiIA MeAULNHCKUX Lenen

B xopfe o6cyxaeHnii 6binn BbisiBNEHbI (PAKTOPbI, OrpaHnyMBaroLLmMe JOCTYMHOCTb
NEKAPCTBEHHbIX CPEACTB AN MEAULMHCKUX Lieneit, BKIovas 6apbepbl, Hempes-
HaMepeHHO BO3HMKalOLLMe MPW UCMO/IHEHUW 3aKOHOB M MpaBua. ITO Kacaetcs
CTpaH, rae NPUMeHSHOTCA 60nee CTPOrve Mepbl, YeM 3TO TPebyeTcs B COOTBET-
CTBUM C KOHBEHLMSMW. ITO [JOMYCTMMO, MOCKO/bKY TpeboBaHMSi KOHBEHLWI
ABNSAIOTCA MUHUMa/IbHbIMK TpeboBaHMAMU. OAHAKO eI KOHBEHLMIA COCTOAT
B TOM, YTOObI 06ECMeYnTb HanMume NeKapcTB ANs MeAULMHCKMX Lieneit, a Tak-
e NpeaynpeanTb 310ynoTpebieHne UMu. MNoaToMy Heo6XoaMMO OTMETUTb, YTO
KOHBEHLIMN He TPebytoT OT CTOPOH 3aHMMaTbCA CeLnUpUUYecKUM ULEH3MPOBa-
HMEM Ha3Ha4eHUs 1 PacnpoCTpaHeHUs KOHTPOIMPYEMbIX BELLECTB 411 MeAULH-
CKMX Lienield N He TpeOytoT Bbiaumn paspeLleHnin 4ns NoayveHns sTUX BeLecTs B
TepaneBTUYeCKMX Lensx. MpumMeHeHre 60nee CTPOrMX Mep, Yem 3TO TpebyeTcs B
COOTBETCTBMM C KOHBEHLIMAMU, MOXET HAHECTW Bpef paLyOHabHOMY WCMO/b-
30BaHWMIO 3TUX NEKAPCTBEHHbIX CPeAcTB. COOTBETCTBYHOLWMM HaLMOHA/IbHbLIM
opraHaM Heo6GXOAMMO TLLATE/IbHbIM 06Pa30M B3BECUTb, MOXHO /N KaKyto-1mbo
[eNCTBYIOLLYIO B HACTOALLMIA MOMEHT KOHTPO/IbHYHO Mepy BUAOW3MEHUTb TakKUM
06pasoM, 4To6bI Hy)XXaatoLMecs B Npenaparax naumMeHTbl MOrn MOAYUYUTb K HAM
focTyn.

BHeceHMe KaKoOro-nmbo BeLLecTBa B CMMCKM MOXET B 3Ha4YWTe/lbHOW Mepe Mo-
MeLLaThb ero AOCTYMHOCTU B Ka4eCTBe /IEKAPCTBEHHOrO cpefcTBa. MOMUMO KOH-
TPO/bHLIX Mep, 60nee CTPOrMX, HEXENN Mepbl, NpeLycMaTpuBaemble KOHBEHLN-
MKW, KaK 06 3TOM FOBOPUTCS Bbille, APYre NPUYMHLI MOTYT BK/tOYaTb B Ce6s
Hea/leKBaTHOE OCYLLECTBNEHNE MapasifiefilbHbIX Mep, HanpumMep, HecnocobHOCTb
paspaboTtatb 1 npeactaBuTb B MCKH nogpo6Hble OLEHKN 1 CTaTUCTUYECKME
[laHHble, HeHaA/1eXalllyto MeLULIMHCKYO MPaKTUKY 1 HEeLOCTaTOYHOe NpU3HaHue
TepaneBTMYECKOW LIEHHOCTN KOHTPOIMPYEMbIX /TEKAPCTBEHHbIX CPEACTB CO CTO-
POHbI MEAULIMHCKOTO NepcoHana, 3aKOHOAaTeNel 1 COTPYAHNKOB NPaBOOXPaHu-
Te/IbHbIX OPraHoB.



Komutet otmeTwnn, 4to 60see 80% HaceneHWs B MUPe He MMEET HaANeXallero ao-
CTyna K HapKOTUYECKUM aHanbreTkam, eciim Takas HeOOXOAMMOCTb BO3HUKAET.
KomMuTeT noguepkHyn, 4TO COOTBETCTBYIOLLME HALIMOHA/IbHbIE OpraHbl Heo6x0au-
MO MOOLLPATL K COTPYAHMYeCTBY ¢ BO3 B KoHCynbTaumn ¢ MCKH, 4T06bI NOMOYb
MM B yNy4LLEHWUN [OCTYMa K 3TUM JIeKapCTBaM.

KomuteT npocun cekpetapmar BO3 npefnoxuTb BK/IOYUTL B NpegsiaraemMyto
MOBECTKY AHA CMeAyroLLero 3acesaHns KommTeTa AUCKyCCMio MO BOMPOCY O TOM,
KaKoe B/SHNE BHECEHWME BELLECTBa B TOT UM MHOM CMICOK OKa3blBaeT Ha obecre-
YeHVe JOMKHOro 6anaHca Mexay JOCTYMHOCTbH KOHTPONMPYEMbIX BELLECTB A4S
MEeAULMHCKMX LieNei 1 NpeaynpexaeHreM 3n10ynoTpebieHnin M.
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B HacToAwWweMm goknane npencraBsieHbl pekomeHpgaummn KomureTa
akcneptoB BO3, 3aHuMaloweroca nsyyeHnem nHoopmaumm

O BbI3bIBalOLLMX 3aBUCUMOCTb JIEKAPCTBEHHbIX CPEACTBaX, C
Lenblo OLEHKM HEOOXOANMOCTM YCTAaHOBJIEHWNA MEXAYHapPOAHOro
KOHTpONA Hag HMMWK. lNepBanA YyacTb Aoknaga CoOaepPXUT B
0606L1eHHOM BuAe oueHKy KomuTeTa B OTHOLLIEHUN CEMU
BellecTB (gpoHabuHon, opunaBuH, 6ynpeHopduH, 6yTopdaHon,
KeTaMWH, KaT 1 3onuknoH). B noknane Takxe obcyxaaioTtca
BELLECTBA, KOTOPble ObIIN pacCMOTPEHbI B MpeaBapuUTeslbHOM
nopAagke (ramma-ruapokcumacnaHana Kucnora u Tpamanosn), u
ONA NnpoBefeHnA KPUTUYECKOro paccMOTpeHuA Ha byayLem
3acefgaHuu npepnaraeTca raMmMa-rugpokcumacnaHas

kucnota. [Ana 6yayuiero npenBapuTenbHOro paccMoTpeHun
pekomMeHAOyloTCA ABa BelwecTBa (ramma-6yTMponakToH 1
1,4-6yTaHguon). Bo BTopolt Yactu goknaga obeyxaatoTca
PykoBogasaLlime nonoxeHna ana nposegeHna BO3 paccmoTpeHun
MCUX0aKTUBHbIX BELLECTB, Bbi3blBAOLLMX 3aBUCUMOCTb, O/1F
MeXAyHapoaHoro KoOHTponA. B goknag BkatoYeHbl pasnensl,
KacaroLmeca BHECEHNA MOMPaBOK K HbIHE AENCTBYIOLLNM
PYKOBOZAALLMM NOJIOXEHNAM, UHTEPRpPEeTaLnm creumdundeckmnx
acneKToB PYKOBOAALLMX MOJIOXEHUN N [OCTyna K MHdopMauuu,
Heob6xoanuMOon anA oueHKU BeLecTB. B 3akntountenbsHom
paspene paccmaTpuBatoTca gpyrue Bonpochl, B TOM Yucne
peatenbHoctb EMCCDA, ncnonb3oBaHme JaHHbIX, KacaloLmxca
dapmaLEeBTUYECKOrO KOHTPOJIA NeKapCTBEHHbIX CPEACTB,
coaencTeme pasbACHUTENbHON paboTe U pacrnpocTpaHeHuto
MHhopmMaLun B OTHOLLEHMWN HaO eXallero Ncnosib3oBaHuA
NMCUXOAKTUBHbIX NIEKAPCTBEHHbIX CPEACTB U BINAHUE
MeXAyHapoAHOro KOHTPOJIA Ha AOCTYNHOCTb BELLECTB AA
MEeOULMNHCKNX Lenen.
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