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Jloxiax 0 coBelIaHUAX KOMUTETOB IKCIIEPTOB U
HCCJIeI0BATEeIbCKUX rpynil

Hoxuang Cexkperapuara

CIIEHUPUKALIUUA JJIA PAPMALEBTUYECKHUX ITPEITAPATOB

IIarunecarwlii OKJIAX Komurtera IKCNEPTOB no cneunpuranusam Jif) §:
(¢apmaneBTHYECKHX NpenapaToB, Kenesa, 12-16 okrsadps 2015 r.2

1.  Komwurer »skcmeproB Mo crnenudukamusaM Ui (papMameBTHYECKUX IPEnapaToB
KOHCYJBTUpPYET ['eHepalbHOTO IUPEKTOpa MO BOmpocaM O0ecredyeHHs KadecTBa JIEKapCTB.
OH mpencTaBiseT PEKOMCHIAIMM W PYKOBOMSIIWE YyKa3aHHWs HE3aBHCHMBIX OSKCIIEPTOB,
IMPU3BAHHBIC O6CCHC‘II/IBaTB COOTBCTCTBUC JICKAPCTBCHHLIX CPCACTB CTaHAAPTAM KauCCTBA BO
BCceM mupe. Ero pexoMmeHmanuu pa3padaThIBalOTCs B MPOIECCE TOCTHIKECHUST KOHCEHCyca U
OXBaThbIBArOT BCEC O6J'IaCTI/I rapaHTUpPOBaHUA Ka4CCTBA JICKAPCTBCHHBIX CPCACTB, HAYUHAA C UX
pa3pabOTKH U 3aKaHYMBAsl MX PACHpPEeIICHHEM CPEIH MAIleHTOB.

OcHOBHbBIE peKOMEHAAIUT

2.  Yro kacaercsa KOHTpOJs KadecTBa, TO KoMuUTET 3KcmepToB 0OA00pHUI JOKYMEHT O
Ha/yIexaied (hapMakoneiHoi npakTuke, KOTOPBI SBUIJICS UTOTOM pabOTHl MEXTyHAPOIHbIX
COBeIIaHui ¢apmMakonerd BCEro Mupa, OpraHu3oBaHHbIX BO3, KoTOpble TPOBOIWINCH B
TeueHue Tpex Jyer. B 2015 r. sTH coBemaHus ObUIM OPraHU30BaHbl 10 JIMHUHU
®dapmakoneiinoit kouBeHnuu CoenuHeHHBIX IllTaroB m Komuccum Kutas mo dapmakomnee.
[IpoeKkT 3TOro NOKyMEHTa MOJIY4YWJ MIMPOKOE pACHpPOCTPAHEHUE B ILENAX IOJIy4EHUs
COOTBETCTBYIOIIMX 3aMEYaHWK OT TMojb30oBareneil. Ero 3agada cocrosia B COMMKCHUU
¢dapmakonelHbIX TpeOOBaHUIl, C TeM YTOOBI OTpaHMYUTH AYyOJIMpOBaHHE B paboTe M, Kak
ClenCcTBUE, OOJErdyuTh MOCTYN K JIeKapCcTBEHHbIM cpeiactBamM. Kpome toro, Komwurer
IKCIEPTOB NPEACTaBWII KOHCYJIBTATUBHYIO DPEKOMEHJAIMIO IO IUIaHy Ha HOBBIA 3tam /
paboTel BHemHero MexaHnu3Ma OLIEHKH TapaHTHM KauecTBa JJis JabopaTopuii Mo KOHTPOIIIO
Ka4yecTBa, MNpHUHsUI 22 HOBble cHeNM(HUKAIUKA W OOIIMEe TEKCThl JUIl BKIIOYCHHUS B

1 Cornacuo IToNn0XeHHsM O CITHCKAX SKCIEPTOB-KOHCYILTAHTOB M HCCIIEI0BATENECKMX KOMUTETAX
I'enepanbHbIN AUPEKTOP MPENCTABISIET HA paccMOTpeHre McnoaTHUTenbHOMY KOMUTETY AOKJIA O COBEIAHUSIX
Kommurera sxcriepToB, KOTOPEIH COAEPKUT €ro COOOPaKEHUs 0 3HAYCHNH JTOKJIATOB KOMUTETOB IKCIIEPTOB, a
TaKXKe PeKOMEH/IAINH O MTOCIEAYIOIINX [1arax.

2 Cepus Texanueckux goxianos BO3, No. 996, 2016 rox.
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Mesicoynapoouyro gapmaxonero M TPUHAT JAEBITh HOBBIX MEXKIYHAPOJHBIX ATAIOHHBIX
XUMUYECKUX BEIIECTB, YCTAaHOBJICHHBIX EBpPONMEWCKUM JIHUPEKTOpaTOM IO KauyeCTBY
JIEKAPCTBEHHBIX CPEJACTB M MEIWLIMHCKOW IOMOILIH, OTBETCTBEHHBIM 3a MEXIYyHAPOJHbBIC
ATaJIOHHbIE XUMUYECKHE BELIECTBA.

3.  Komurter »sKcmepToB MpHUHSUI HOBBIE PYKOBOISIIME YyKa3zaHWA 10 Haajexaiei
opraHu3anvi JAHHBIX U YUCTHBIX 3anMced B PA3INYHBIX OGH&CTHX KOHTPOJIA Ka4CCTBa, I10
pa3paboTKe HAIMOHATIBHBIX TPEOOBAHMI, PETIIAMEHTUPYIOIINX BapUaHThI (papMaIieBTHUECKIX
MPOJYKTOB, U TIO TIPOBEACHUIO 00CTIEIOBaHNI KauecTBa JIEKAPCTBEHHBIX cpencTB. OH Takke
MIPUHST PYKOBOJSIIMK TEKCT, pa3paOOTaHHBIA B COTPYIHHMYECTBE ¢ MeEXIyHApOIHON
deneparueit papmakoren Mo 0OECIICYCHUIO MPENapaToB, KOHKPETHO MPEeIHA3HAYCHHBIX IS
JIeTei, KOTOpbIE HEAOCTYIHBI B KAYECTBE Pa3pelieHHbIX TPOAYKTOB.

4. KoMmuTeT 3KCIEpPTOB pEHIMJ IEPECMOTPETH COBMECTHYIO IPOLEAYPY ONEpPAaTUBHOMN
pEerucTpanyy JeKapCTBEHHBIX CPEJICTB, KOTOpPbIE OBUIM MOJIHOCTBIO MPOBEPEHBI U IMPOILIN
npeaBapuTeNnbHyl0  KBanMpukauuioo mno auHuu [pynner BO3 mo mpeaBapuTenbHOM
KBATM(UKALMKA, M PACHPOCTPAaHWJ €€ Ha BaKLUMHBL, MPOLIEANINE IpPeABAPUTEIbHYIO
KkBanudukanuo. B cBsa3u ¢ teM, uto Komurer sKcnepToB mnpu3HaeT HEOOXOIMMOCTH B
COOTBETCTBYIOILIIEM TUIIOBOM MEXAaHU3ME PETYIMPOBAHMUS MEIUIIMHCKOTO 00OPYIOBaHUS, OH
pemma 00CyIUTh BO3MOKHOCTH U B 3TOH 00JIaCTH.

5. B memsax oTpaxeHUs CIOXUBIIEHCS TpakTUKH KOMHTET SKCHEpTOB paccMOTpen
PYKOBOJICTBO IO HAJUICKAIICH MPON3BOACTBEHHON MPAKTHUKE, KOTOPOE MPEICTABISIECT cOOOU
oO0Imui OTYET O MPOBEpPKE, BKIIOYAIONIMN THIOBOW OTYeT O mpoBepke. Kpome Toro, oH
MPUHSJT T[EPECMOTPEHHOE PYKOBOJICTBO M0 HaJJeXalled MTPOU3BOACTBEHHON MPAKTHKE
MPUMEHHUTEILHO K OMOJIOrMYecKUM IpernaparamM, Mocje TOr0 Kak 3TO PYKOBOACTBO ObLIO
npuHaTo KoMuTeTom 5sKCrepToB MO CTaHAApTU3alMK OHMONOTMYECKUX mpenapatoB. UYro
KacaeTcsi (apMalleBTUYECKUX MPOIYKTOB (T€HEPUKOB) W3 HECKOJIbKUX HCTOYHUKOB, TO
KoMmuteT 3KkcnepTroB yTBEpAMI NEPECMOTPEHHBIM BapuaHT PYKOBOJACTBA JUIsl OpraHU3alMM,
KOTOPBIC TTPOBOJIAT UCCIIEAOBAHUS IO BOMPOCAaM OMOIKBUBAJIICHTHOCTH in VIvo.

3HauyeHMe JIS1 NOJIMTHKH B 00J1aCTH 001IECTBEHHOI 0 3PABOOXPAHEHHUS

6. B 2015r. Komurer »SKCIepTOB OTMETHJI CBOIO IATHUICCATYIO TOJOBIIUHY.
[IpencraBuTeNnM HAIMOHATBHBIX OPTaHOB MO PETYTUPOBAHUIO OOpalleHUs JEKapCTBEHHBIX
CPEICTB MOAYEPKHYIU BaXKHOCTh U LIEHHOCTh paboThl KoMuTeTa sKcrepToB Ajsi rocyAapCTB-
yienoB BO3. IlucbmeHHBIe M (PU3MYECKHE CTAaHAAPTHI, PETIAMEHTUPYIOLIUE IMPOBEPKY
JIEKapCTBEHHBIX CPE/ICTB HA KAa4e€CTBO, HAPSAY C LIMPOKUM KPYroM PYKOBOSIIMX YKa3aHWH,
HaJJIeXKAaIeld MPaKTUKA U HOPMATHUBHOTO PETYIHMPOBAHMS B 001acTH 00eCIeYeHHs] KauecTBa
JIEKapCTBEHHBIX CPEACTB HMEIOT LENbI0 CIY)KUTh HHTEpecaM BCEX TIOCYyIapCTB-UJICHOB
(0COOCHHO MX HAIMOHAJBHBIX U PErHMOHAJIBHBIX OPraHOB PEr'YJIMPOBAHUS), MEKIYHAPOIHBIX
opraHuzanuii, MexxydpexIeH4eCKO TPyNIbl Mo (papManeBTHIECKON KOOPIUHAIIUN U IPYTHUX
cyOobekToB cucreMbl Opranuzaimu O0bequHeHHBIX Hanumii; okxa3piBaTh MOAAEPKKY B padoTe
[0 TapMOHU3ALMU HAa PETMOHAILHOM U MEXPErHOHAIbHOM YPOBHSIX; M CIYXKHTh OCHOBOM
JUISE BOKHBIX WHUIMATHB B 00JAacTU OOIIECTBEHHOTO 3PAaBOOXPAHCHUS, BKIIOUYAS CHUCTEMY
MpeBapUTENIbHON KBaTU(UKALUKA W 3aKyNKH KAaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEACTB IO
JUHUUA  MEXIYHapoJAHbIX opraHuzammii, Ttakux kak IOHUCE® wu Baxueilmue
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MEXIyHApOAHbIE OpraHbl, Takue Kak [JoGampHbI ¢GoHa ans O6opsdsl co CII[lom,
TyOepkyae3oM U Maispueil. [IpuMepom, WILTFOCTPUPYIOMIUM 3Ty pabOTy, MOXKET CIIYKHUTh
YTBEPXKJICHHE THUIOBOM CHUCTEMBbl TapaHTUU KadecTBa JUIsl YUPEXKACHUH MO 3aKyIKaw,
U3JIAaHHOM B KaUECTBE MEXKYUpexKIeHIeCKor mydmukanuu B 2015 roay?l.

7. Komurer »5KCHepTOB pearupyer Ha TMOBBIIIEHHWE CHOpoca W MOTpeOHOCTH Ha
MEXIYHapOJAHOM YypOBHE B BOIIPOCAaX TapaHTHMM KadyecTBa JIEKAPCTBEHHBIX CPEICTB U
COOTBETCTBYIOIIMX acCMEKTOB peryiaupoBaHus. CyllecTBeHHas 4acTh 3TOM pabOThl MMEET
[ENIbI0  TIOBBICUTH yYPOBEHb COBMECTHMMOCTH B JTHX OO0JAcTSIX M CIIOCOOCTBOBATH
HaJIaKUBAHUIO s dexTuBHOTO B3aMMOJICHCTBUS MeXIY COOTBETCTBYIOIIUMHU
KOMIIETEHTHBIMH OpraHaMH U (papMakoresMu U BHYTPU MX M OTPaHUYEHUS TyOJMpOBaHUS B
paboTe U, KaK CJIEJICTBUE, PACXOO0B.

8.  Kommurer 3KCepToB paccMaTpuBaeT BECh KM3HEHHBIM LMKI JEKApCTBEHHBIX CPEJCTB,
HauuHas ¢ UX pa3pabOTKH M 3aKaHUYMBAs UX PACIpEIEICHUEM Cpeau MaleHTOB, I1e Obl OHU
He Haxomwiuch. Llenb 310 paboThl — MPEAOXpPAaHUTh MAIMEHTOB M OOJErdUTh JOCTYI K
Ka4EeCTBCHHBIM JICKAPCTBEHHBIM CPEACTBAM.

IMocaencreus niast nporpamm Opranusanuu

9. Komuter 3KcrnepToB pearupyeT Ha HEOOXOJUMOCTh YOBJIETBOPEHUS Ba)KHEHIINX
MHTEPECOB B 00JIaCTH OOIIECTBEHHOTIO 3ApaBOOXPAHEHUS, KOTOPHIE MPECIEYyIOT Ipyrue
nporpammbl BO3. Utorm ero pabGoThl W €ro peKOMEHIAIMHM OKa3bIBAIOT CYIIECCTBEHHOE
BO3/ICIICTBUE HA B3aUMOOTHOILIEHUS! BHYTPH COOTBETCTBYIOLIUX KJIACTEPOB U MEXYy HUMHU, Ha
CBSI3M C PETMOHAILHBIMU M CTPAHOBBIMU OIOpO M MAapTHEPCTBAMH, a TaKKe Ha paboTy APYyTrux
komuTeToB sKcnepToB BO3.  Pabora mannoro Komwurera skcmeproB mno3Boisier BO3
BBIMOJHATh CBOM yCTaBHOM MaHAaT B oOiacTu oOecredeHHs] KadecTBa JIEKAPCTBEHHBIX
CPEICTB M MpPEACTABIAET HMHTEpec A Bcex Tex B pamkax BO3, kTo mpuuyacteH K
JIEKapCTBEHHBIM CPEACTBAM.

10. B wactnoctu, Komuter sxcneptoB oOciyxuBaer ['pynny BO3 mo npenBapurenbHOi
KBaMpuKauuu U ee ['pynmy Ho YKpemeHHIO CUCTeM YyperyiaupoBaHusa. O06e rpymnmsl
NOJB3YIOTCS  MEXKIYHAPOAHBIMH  PYKOBOISAIIMMU  NPUHLUMUIAMH,  CTaHIAApTaMH U
cneunuKanusaMm, KOTopele pekoMeH0BaHbl KomureToMm skcnepToB. B cBoro ouepens, oHn
naroT KoMuTeTy 3KCepToB MPaKTHYECKUE OT3BIBBI 33 CUET CBOUX HETOCPEACTBEHHBIX CBs3Ei
C TeMM, KTO HIpPHUMEHSET Ha MpakTHKe ero Oosnee 4yeM 80 pyKOBOAAIMX NPUHIIMIIOB,
700 cneundukanuii u 240 MEXIyHAPOAHBIX ATAJOHHBIX XUMUYECKUX BEILECTB.

11. Ha ocnoBe pexomenpmarnuii Komurera sxcrieproB BO3 mMeeT BO3MOXXHOCTH J1aBaTh
HAyYHO-TEXHUYECKHE PEKOMEHJIAllMd BCeM TeM, KTO 3aHMMaeTcs pPa3pabOTKOi,
MIPOU3BOJICTBOM, KOHTPOJIEM KadecTBa, KaHAJIAMH PETYJIUPOBAHHS, HWHCICKTHPOBAHUEM,
MOCTaBKaMM W 3aKYIIKaMU JIEKAPCTBEHHBIX CPEACTB. BO3 wumeer BO3MOKHOCTB
pa3pabaThiBaTh METOJIWUKH, TO3BOJISIONIME OOECreYrBaTh MAIMEHTOB KauyeCTBEHHBIMU

1 Cepus Texandeckux noxianoB BO3, No. 986, [Ipunoxenne 3 u 4, 2014 .
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JCKApCTBEHHBIMU CpCACTBaAMHU, UYTO SABJICTCA OJHUM M3 BapWaHTOB €ro BKJIajJa B
obOecneucHre ri100aIBHOTO 0XBATa HACEIICHUS MEIUITMHCKON MOMOIIIBIO.

12. KomuTeT »OKCHEpTOB MNPHHSI W PEKOMEHIOBAl JUIsl TPUMEHEHHs CICAYIOIINE
PYKOBOJSIIIIKME MPUHIIMIIBL, COJIEPKAIIUECS B IPUIIOKEHUSAX K MATUIECATOMY TOKIIAIY:

o [Ilpunoxenwne 1: Hagnexamas papmakorneitHas mpakTuka (HOBOE)

o Ilpunoxenue 2: MexayHaponHas QapmaneBTudeckas (eaepanuss — TEXHUUYECKHE
pykoBoasue npuHuunbsl BO3: Bompockl, moaiekalile yuyeTy B cliydyae Ha3HauYeHUs
crenualncTaMiu-MeIMKaMH MPEnapaToB, KOHKPETHO MpPEIHAa3HAYEHHBIX NI JIE€TEH,
KOTOpBIE HEJOCTYIHBI B KAYECTBE Pa3pellieHHbIX IPOAYKTOB (HOBOE)

o Ilpunoxenue 3: PyKOBOJACTBO MO HaJIeXalle MPOU3BOJCTBEHHON IPAaKTHKE
oOpamieHust ¢ OMOJOTUYECKUMH MPOIYKTaMH (IIepecMOTp), IPUHATOE B PE3yNIbTATe
ero yrBepxJaeHHs KoOMHUTETOM SKCHEpTOB MO CTaHAApTU3AIMH OMOJIOTHYECKUX
npenaparoB 16 oktsiops 2015 .

o Ilpunoxenne 4. PykoBoACTBO 110 HajyIeXkKallled IPOU3BOICTBEHHOM NIPAKTUKE: OTUYET
0 MPOBEPKE, BKIIIOYAst TUIIOBOM OTYET (IIEPECMOTD)

o Ilpunoxenue 5: PykoBOJACTBO IO HajyIeKalled MPaKTUKE OpraHU3alU JAHHBIX U
BEJICHUIO OTYETHOCTH (HOBOE)

o llpunoxenue 6: Haanexamas  mpakTHKa  TOProBIM M PacHpeeNCHHs
bapMaIieBTHYECKHX UCXOTHBIX MaTEpUAIOB (IEpecMoTp)

o Ilpunoxenue 7: PykoBOACTBO 1O TPOBEACHHIO  OOCIEAOBAaHUN  KadecTBa
JIEKapCTBEHHBIX CpeAcTB (HOBOE)

o Ilpunoxenue 8: Ilponenypa corpyanuyectBa Mexay rpynnod BO3  mo
Npe/IBAPUTEILHON KBaTM(PUKAIMK W HAIMOHAJIBHBIMA OpraHaMH B aHaIM3€ M
YCKOPEHHOH HaIlMOHAJIBHOM perucTpaniu GhapMaieBTHIECKIX MPOIYKTOB U BaKIMH,
NPOIIEANINX MpeaBapuTeIbHyI0 KBanudukauio BO3 (mepecmotp)

o Ilpunoxenue 9: PykoBoICTBO 7Sl OpraHU3aINiA, OCYIIECTBISIONIUX UCCIIETIOBAHUS
OMODKBUBAJIEHTHOCTH IN VIVO (rmepecMoTp)

o Ilpunoxenune 10: O6mee pykoBoactBo BO3 mo BapuanTam (apmareBTHUYECKUX
MIPOJIYKTOB PA3IUYHOTO MPOUCXOKICHUS (HOBOE).
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CTAHIAPTU3AIIUA BUOJIOT'MYECKHUX ITPEITAPATOB

IlecTtbaecar mecroi nokaaa Komurera 3kcnepToB Mo CTAHAAPTU3ALUMN OMOJIOTHYECKUX
npenaparos
Kenena, 12-16 okrsaops 2015 r.1

13. Komurter 3KcrepToB MO CTaHAAPTH3ALMHU OMOJOTHUECKUX MpenapaToB pacCMaTpPHUBAET
MIOJIOKEHHE JIeNl B 00J1acTH OMOJIOTMYECKUX BELIECTB, MPUMEHSAEMBIX B MEIUIIMHE, BKIIOYas
BakLMHYy, OHMOJOrMYeCKME M TEpalmeBTUUYECKUE CpPEACTBA, IMpenaparbl KpOBU U
COOTBETCTBYIOIIIE CPEACTBA AMArHOCTHKH in vitro. OH KOOPAMHUPYET IesTEeIbHOCTb,
MO3BOJISIONLYIO IPUHUMATh PEKOMEHJAIUU 110 00ECIIEYEeHNI0 UX KadecTBa, O€30MaCHOCTH U
3P PEKTUBHOCTH, a TAK)KE YCTAaHABIMBATH MEKIYHAPOIHBIC ATAJIOHHBIE MAaTEPHATIBL.

OcCHOBHBbIE peKOMEHIAINHU

14. TlpumeHeHHE MEXIYyHApOIHBIX 3TAIOHHBIX MAaTEPUANIOB JJISl ONPEICIICHHsI aKTUBHOCTH
OMOJIOTMYECKHUX BEIIECTB, HCHONB3YEMbIX B NPO(QMIAKTHYCCKHX WIA TEPAleBTHYSCKUX
HensiX, MO0 Ui o0ecreueHNs HaJIe)KHOCTH MTPOLICAYP KOHTPOJIS Ka4eCTBa WM IUAarHOCTHKH,
H03BOJIsIET 00eCIeyrBaTh COIIOCTAaBUMOCTh JaHHBIX BO BceM Mupe. Ha ocHOBe pe3ynbTaToB
MEXKTYHAPOIHBIX MCCIICIOBAHUN, KOTOPBIE TIPOBOASATCS COTPYAHUYAIOIINMU JIA00PATOPUSIMH,
Komurer ycraHoBunm 17 HOBBIX WM 3aMENIAIONIMX MEXKIYHAPOIHBIX  HCXOIHBIX
Ouonormyeckux npenaparoB. OHHU SBIISIOTCS OCHOBHBIMU KaJTMOPOBOYHBIMU BEIIECTBAMH, 110
KOTOPBIM IIPOBOJUTCS COIOCTABHUTENBHBIM aHAJIM3 PETHOHAIBHBIX WM HAI[HOHAIBHBIX
CTaH/JapTOB U3MEPEHHSZ.

15. KomuTter 3KCHEpTOB TaKKe MPUHSIT MEPECMOTPEHHOE PYKOBOJICTBO IO HaJIeKallen
MPOU3BOJCTBEHHOW  MpakTUKE,  NPUMEHUMOW K  OHMOJOTHMYECKMM  MPOIYKTaM;
NEPECMOTPEHHBIE  PEKOMEHJAIMM MO  O0ecHnedyeHHt0  KayecTBa, O€30MaCHOCTH U
3¢ (HEeKTUBHOCTH, PEKOMOMHAHTHBIX BaKIIWH MMPOTUB MAMMIJIOMBI BUPYCa YEJIOBEKAa Ha OCHOBE
BHUPYCOMOJOOHBIX YaCTUI; HOBbIE PYKOBOJSIIME MPHUHIMIBI 1O YCTOMYMBOCTH OLEHKU
BAaKIMH JUIsl MCIOJIb30BaHUS B YCJIOBHSX PAaCUIMPEHHOTO JAMana3oHa peryIupyemMoit
TEMIEPATypbl; U HOBBIM PYKOBOISIINNA JOKYMEHT IO HOPMAaTHUBHOM OLIEHKE yTBEPKICHHBIX
OMOTEepaneBTUYCCKUX MpenapaToB Ha ocHOBe pekomOuHaHTHOM JIHK (OuotepamneBTuueckue
O€IKOBBIE MPOYKTHI, U3TOTOBJICHHBIE C TPUMEHCHHEM TeXHOI0rHK pekomOuHanTHoi JJHK).

16. Komwuter skcmepToB 0n00pui IaHbl BBOJA B JeiicTBue Ha ypoBHe BO3 HOBOI
OpOLEypbl OLIEHKHM «PHCKA-PEUMYIIECTBA» MPOTUBOSANM, MpeIHA3HAUYEHHBIX  JUIs
UCIOJIb30BaHus B cTpaHax Adpuku k rory ot Caxapsl, ¢ pa3MmelnieHHeM Ha BeO-caiite BO3
CHMCKa MPOAYKTOB, KOTOPBIE XapaKTEpU3YIOTCsS OJIArONPUATHBIM COOTHOLIEHHEM «PHCK-
IIPEUMYILECTBO.

1 Cepus Texauueckux goknanos BO3, No. 999, 2016 rox.

2 OGHOBICHHBIIT HepeueHb MEXlyHapOJHBIX HCXOIHBIX Onojorniyeckux npenaparos BO3 nocryneH mno
ampecy: http://www.who.int/bloodproducts/catalogue/en/ (mo cocrosirmio Ha 23 mapta 2016 1.).
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17. KomwuteT 3KCIEepTOB Takke paspadboran pexomeHparuioo i BO3 1mo mucbMeHHBIM
CTaHJapTaM M MCXOIHBIM IpernapaTaM, KOTOpbIe pa3pabaThIBAIOTCS B HACTOSIIEE BPEMs, U 1O
miaHam ux npexacrasienus Komurety sxcrieptoB B 2016-2017 rogax.

3HauyeHMe ISl NOJIMTHKH B 00J1aCTH 001IECTBEHHOI0 3IPABOOXPAHEHHUS

18. Crangaptu3zanus OHOJOTHYECKUX TMPEMApaTOB CTaja 3aHUMaTh Ba)XHOE MECTO B
MOBECTKE JHs rocyaapcTB-wieHoBl. Pabora KomuTera sKcriepToB MMEET MPsSMOE OTHOIICHHE
K 9TOMY ITyHKTY ITOBECTKH JTHSI.

19. TIlpoBeneHne HOPMATHUBHOHM OIIEHKH, KOTOpoe TpeOyeTrcs B IENSIX YperyJlIupOBaHHUS
CUTyalWii, Korga IO TOHW WIM WHOW TPUYMHE OMOTEepameBTUUYECKUE IIperaparsl,
paspaboranHble Ha ocHoBe pekoMmOuHaHTHOW JIHK, Obumm  nuueH3upoBaHbl  C
MCIIOJIb30BAaHUEM COOTBETCTBYIOIIET0 Habopa JaHHBIX, KOTOpbIE B HACTOSIIEe BpeMsl He
COOTBETCTBYIOT ~ MEXAYHApOJHBIM  CTaHAapTaM B  OOJacTH  PETyIUPOBAHHS  ITUX
OMOJIOTMUECKUX TPENapaToB, MPEACTABISIET COOOW OIMPEACICHHYI0 Mpo0JieMy BO MHOTHX
cTpaHax.  MexayHapoaHas KOH(EpPEHIMs OpPraHOB IO PEryJIMPOBAHUIO OOpaIICHUS
JIEKApCTBEHHBIX CPEACTB 00Cymmiia 3TOT Bompoc W mpocuwina BO3 okazarh momomp B
pa3paboTKe COOTBETCTBYIONIMX IMOAXOAOB JUISl OLICGHKH OJTHX YK€ JIMIEH3UPOBAHHBIX
MPOAYKTOB B COOTBETCTBMM C JEUCTBYIOIIMMH pyKOBOOAIMMHU npuHuunamu BO3.
JIOKyMEHT 10 HOPMATHBHOW OIIEHKE YTBEPKIACHHBIX OMOTEPANeBTUYECKUX TMPENapaTroB Ha
ocHoBe pekoMmOuHaHnTHOU JIHK? naeT BO3MOXKHOCTh YJOBIETBOPUTH 3Ty MPOChOy. XOTS 3TOT
JOKYMEHT KacaeTcsi B IMEpPBYI oOdYepelb OHOTEpareBTUYECKUX TPErnaparoB Ha OCHOBE
pekomOunantHor JIHK, Bce ke cnemyeT MMeTh B BHIY, YTO HEKOTOPHIE ACIEKThl MOTYT
TaK)Ke UMETh OTHOIIIEHUE K APYTUM OMOTEPANIEeBTUYECKUM TIperapaTam.

20. KomuTeT 3KCHepTOB YCTAaHOBHWJ MEPBBIM MCXOAHBIM peareHT BO3 mpuMeHUTENBHO K
aHTHUTEeNaM BHpyca D0o0ibl U mepBble HcxoaHble peareHThl BO3 mpumenurtensho k PHK
BuUpyca D0o0ja B IENIX MPOBEPKH METOAOM aMIUTM(UKAIMK HYKJICHMHOBOH KHUCIOTHIS. OTH
peareHTbl ObUIH pa3pabOTaHbl M OLIEHEHBI B TEYCHHE BECbMa KOPOTKOTO MEepHoJa BPEMEHH, C
TeM 4TOOBI ONIEPaTUBHO OTPEarupoBaTh Ha BCIBIIIKY 0OJIE3HH, BBI3BAHHONW BHpycoM D00ia B
3amagHoit Adpuke, KOTOpas IMpeacTaBisuia coOOM UYpe3BBIYAMHYIO CHTYalldI0 B OO0JIACTH
OOIIIECTBEHHOTO 3PaBOOXPAHEHUS, UMEIOIIYI0 MEKAYHApOJHOE 3HAa4eHHE. OTU PEareHThI
Jal0T 3aMHTEPECOBAHHBIM CTOPOHAM O(DHIMAIBHO YTBEPXKJIECHHBIE Ha MEXKIYHapOIHOM
YPOBHE 3TaJIOHBI, C TIOMOIIbIO KOTOPBIX PE3YIbTAThl JUArHOCTUYECKUX TECTOB M IPOBEPOK,
MOJTyYCHHBIE B MPOLIECCE KIMHUYECKUX UCIBITAHHUMA, MOYKHO BBIPA3UTh B BUJIE OOIICTIPUHATOM
CIUHULIBL.

1 Cwm. pesomommio WHAB7.21 (2014 r.), 0 1ocTyre K 6HOTepaneBTHIECKUM HPOLYKTaM, BKIIOUAsT
MOX0XKHE OHMOTEPANEeBTUYECKHE MPOIYKThI, U 0OECIeUeHre UX KauecTBa, 0e30macHOCTH 1 3P (PEKTUBHOCTH.

2 Cepust Texuudeckux nokianos BO3, No. 999, [Tpunoxenue 3, 2016 rox.

3 Cepus Texandeckux nokmnanoB BO3, No. 999, Tpunoxenue 6, 2016 rom.
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IMocaencreus aiast nporpamm Opranusanuu

21. TlepecMOoTpeHHOE PYKOBOJCTBO I10 HAJJICKAIICH TMPOU3BOJCTBEHHOM TMPAKTHUKE
NPUMEHHUTEIBHO K OMOJIOTHYECKUM IMPOAYKTAM OTpakaeT HayYHO-TEXHMUYECKHH Mporpecc B
00J1aCTH M3TOTOBJICHUSI U KOHTPOJISI OMOJIOTMYECKUX IMPOJYKTOB C yUETOM TPHUCYIIEH UM
M3MEHYMBOCTH, KOTOpAsi XapaKTepHa JIJIsl ’TOT0 OCHOBHOI'O KJIacCa MEIMLIMHCKON MPOAYKIIUH,
HﬂXO,Z[HLLIGfICH Ha cTaauu paSBI/ITI/IH. KpOMe TOro, B 3TOM H€p€CMOTpeHHOM BapI/IaHTe
paccMarpuBaeTcs NMPUMEHEHHE TMOJXO0JI0B K HaJJIe)Kallled MPOW3BOJCTBEHHOW IPAKTUKE C
Y4ETOM COOTBETCTBYIOIIMX PUCKOB. DTOT OOHOBJICHHBIN TOKYMEHT IO3BOJSET 00ECIEYUTh
COOTBETCTBHE JaHHOTO pPyKoBojcTBa BO3 mocTaBieHHOW mepes HUM IETd U OOJIETYHTHh
MOCTYN K OHONOTHYECKUM TpoAykraMm. [loMUMO 3TOTO, OH COAEPKHUT ONpECICHUE
CTaHJapTOB, TPUMEHUMBIX MporpaMMoit OpraHu3aiuy Mo MpeBapUTEIHLHON KBaTU(UKAITUN
BAaKIIWH.

22. B mpomecce AIUTENBHOIO XPaHEHHs BaKLUUHBI MOTYT IOJBEPraThbCsl JAErpajallud B
YCIIOBUSIX XOJIOJ0BOM 1ienu (Hampumep, npu 2-8°C), nmpuuem 3Ta nerpajanus, Kak MpaBuiio,
aKTUBU3UpYyeTCs Npu Oojiee BBICOKUX Temmeparypax. Kak ciencTBue, HCKIIOUUTENBHO
BO)XHBIM JJIEMEHTOM SIBIISIETCS OOECIEYCHWE HALMOHAJIBHBIMH OpraHaMH pPEryIHpOBAaHUS
CTaOWJIIBHOCTH CBOMCTB JTOM TMPOAYKIMH C IeIbl0 o0ecreduTh 3PPEeKTUBHOCTH
JMILIEH3UPOBAHHBIX BaKLUMH O MCTEUYEHHUS CPOKAa MX TOJHOCTH B TOM Cilydae, KOrJa OHH
XpaHATCsS. B NPEAYCMOTPEHHBIX YCIOBUSAX. B MOpsiike yaOBIETBOpEHHUs NMOTPEOHOCTEN B
OLIGHKE CTAaOWJIBHOCTH, BBISBICHHBIX HAIMOHAIBHBIMU OpraHaMH peryiupoBanus, BO3
pa3paboTana COOTBETCTBYIOUIME PYKOBOJSIINE MPUHIMIIEI OLUEHKH CTAOMIBHOCTH BAKIWH!.
XoTa Bce MPEKPAaCHO MOHMMAIOT, YTO KAa4eCTBO BAaKIUH 3aBUCHT OT YCIOBHH XpaHEHHS B
XOJIOZIOBOM IIeTH, TEM HE MEHEee MPU3HAETCs, YTO MPOrpaMMbl MMMYHM3ALlUU B HEKOTOPBIX
pPErnoHax CTAJIKUBAIOTCS C CYIIECTBEHHBIMM NPOOJIEMaMH B JIeJ€ MOAJEPKAHUS XOJIO0J0BOM
LHeN¥ B IIOJEBBIX YCIOBUAX B HYXHOM pEXHME, OCOOEHHO Ha KOHEYHOM CcTaguu
pactipeneneHuss B YAAJCHHBIX pailoHaX. OTH HOBBIE PYKOBOJAIIME IPUHIUIIH,
pEriIaMeHTHPYIOLIME OLIEHKY CTA0MIIBHOCTU BAaKLIMH B YCIOBHSX 0ojiee IIUPOKOro Juarna3oHa
peryiupyeMoil TeMIiepaTypbiZ, MPEICTABISIIOT CO00 HEMOCPEICTBEHHYIO MEpY, UMEIOIIYIO
LENBI0  yIOBJIETBOPUTH NOTPEOHOCTM Ha YPOBHE MPOrpaMM, M  yCTAHABJIMBAIOT
KPaTKOCPOYHBIH YpOBeHb AS(P(GEKTUBHOCTH TOH WJIM HMHOM BakKIMHBI HpPU TEMIeEpaType,
MIPEBBIMIAIOIICH Temmneparypy B OOBIYHOM XomojoBoi menu. OreHka CcTaOUIBHOCTH U
HOCIEIYIOIasi MAPKUPOBKA JOMYCKAT OOJBIIYI0 THOKOCTh B XOJIC MPOBEACHHS KaMITaHUU
10 BaKIIMHAIMM 33 CYET CHI)KEHUSI OpEMEHHU, KOTOPOE BO3JIAaraeTcsi Ha MEIUKO-CaHUTAPHBIX
pabOTHHUKOB, KOHOMHUHU DPACXOJOB Ha OOBEKTHI MH(PACTPYKTYphl, NMpeaHA3HAUCHHOH s
OXJIQX/IEHUS, U YCTPaHEHUs1 HEOOXOJMMOCTH B HaTypalbHOM JipZie. Kpome Toro, moaxoxa Ha
OCHOBE MAapKUPOBKH, YTBEP)KICHHON HAIMOHAJILHBIMH OpraHaMH peryJupOBaHMs, HE
JIONyCKAaeT Ha3HaueHWe BakKUMH 0€3 MapKUpPOBKH, KOTOpbIE HE COOTBETCTBYIOT
o(unanbHOMY PYKOBOJICTBY 110 COBPEMEHHOMN MPaKTHKE.

1 Cepus Texauueckux goknanos BO3, No. 962, [Tpunoxenue 3, 2011 rox.

2 Cepus Texauueckux gokiaanos BO3, No. 999, ITpunoxenue 5, 2016 rox.
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OIIEHKA HEKOTOPBIX MUIIEBBIX JOBABOK U 3ATPA3SHUTEJIEN

BocbMupgecsatolii  nokiaax OObeamHeHHOro KoMurtera »JkcneproB DAO/BO3 mo
NHUIIEBLIM 100aBKaM
PUM, 16-25 uronn 2015 r.1

OcCHOBHBIE peKOMEHAAIUT

23. B ykazaHHOM JOKJaje coaepikaTcs NpUHSThIe KOMUTETOM 3KCIEpTOB OICHKU JTAaHHBIX
O TEXHUYECKOM, TOKCHKOJIOTMYECKOM M JUETOJOIMYECKOM BO3JCHCTBHH CEMH ITHIIEBBIX
nobaBok (Oenzoarbl; JMmaza Ha ocHoBe Fusarium heterosporum, eeipakennas B Ogataea
polymorpha; creapar marHus; MaabTOTETpaoOrMapoia3a Ha ocHoBe Pseudomonas stutzeri,
BeIpakenHas B Bacillus licheniformis; cmemannas B-rimrokanasa, mesumosasa ¥ KCHIaHa3a Ha
ocHoBe Rasamsonia emersonii; cmemanHas [-TJIOKaHa3a W KCWJIOHAa3a Ha OCHOBE
Disporotrichum dimorphosporum; u npuBuThIi comonumMep (TmoMBUHMIANKOTO0Jb) (ITBA) —
nommaTwieHrmukons  (I19I)) wm aBe rTpynmbl  3arps3HuTenceii  (HEIMOKCHHOMOAOOHBIE
MOJMXJIOPUPOBAHHBIC AU(DEHIIBI K THPPOIU3UINHOBBIC aJTKATIOUIBI).

24. bpumm mepecMOTpEHBl WM OTMEHEHBI cHenu(UKAlM{d Ha CICIYIONIHe IHIIEBbIC
n00aBKM: a/JBaHTaM, OHKCTPAKTHI aHHATTO (CEJICKTHBHOW OYMCTKU OWKCHMHA U CEJICKTHBHOU
OYMCTKM HOpPOWKCHHA); TMUIIEBble J00AaBKH, COAEp)KALIME ATIOMUHUYM HW/WIM KPEeMHUN
(amoMocMIIMKaT,  TIOMOCWIMKAT KaNbIUs,  CHJIMKAT KajblUs;  JHOKCUJI KPEMHUS
aMOp(HBIH; ATIOMOCHIMKAT HATPUA); U TIUILEPUHOBBINA A(PHP )KUBUIHOM KaHUDOIH.

25. B [noknane W3NMOXKEHBI 00mKe COOOpaKeHHUS W PYKOBOJCTBO, B YAaCTHOCTH, IO
COBEPIICHCTBOBAHUIO OLCHKH IMOTCHIIMAIBHON aJFICPIeHHOCTH (DEPMEHTOB M NMPUMEHEHHIO
METOJIMKH CHUCTEMATHIeCKOro aHaim3a paboTel KoMuTeTa SKCIepToB.

26. OueHkH, peKOMEHJAUMU U KoMMeHTapuu Komurera skcrepToB OyAayT oOcCyKaaTbes
Komurerom Konekca mo numeBbiM no6aBkam u Komurerom Kopaekca mo 3arps3HHUTENsIM B
MUIIEBBIX MPOAYKTAX B IEJSIX Pa3pabOTKH PEKOMEHIAIUNA ISl HallMOHAJIBHBIX OPTaHOB II0
0e30IacHOMY HCIIOJB30BAHUIO OTHUX TNHUIICBBIX J00aBOK W 10 YCTPAHEHUIO MEIUKO-
CaHWTAPHBIX MPOOIEM, KACAIONMUXCS ATHX 3arps3HUTENed, W B LENSIX BBISIBICHUS U
BBIPAa0OTKM COOTBETCTBYIOIIMX PEKOMEHIAIWMA MO YIPABICHHIO PUCKAMU M MepaMm [0
CMSTUEHUIO PHCKOB B IIENSX CHIDKEHHS — TaM, TJIe 3TO HE0OXOAUMO — BO3JCUCTBUS Ha
JIIONIEN.

27. BO3 mybnukyer mogodnsie MoHorpaduu B cepuu BO3 mo TexHuueckuMm noOaBKam,
COJIEp>KaIllfe TOKCHUKOJIOTUYECKYI0 M WHYIO CBS3aHHYIO C OTUM HH(OpPMAIMIO, HA OCHOBE
KOTOPOH TPOBOAMTCS COOTBETCTBYIOIIAsl OIlCHKA Oe3omacHOCTH coeauHeHuit?. DAO
MyOIMKYeT pe3toMe UICHTHYHOCTH U YHCTOTHI MTUIIEBHIX T0OABOK.

1 Cepust Texundeckux nokiaanxos BO3, No. 995, 2016 rox.

2 safety evaluation of certain food additives and contaminants. WHO Food Additives Series, No. 71,
2015 r. MoHorpaduu BOCBMOTO COBEIIAHUS, COAEPIKAIIME TOKCUKOJIOTHYECKHE TaHHbIe. J[OMOMHUTELHYIO
uH(opMarnmio, Kacaromuryrocs cepur BO3 o mumieBsiM 106aBKaMm, cM. 1o aapecy: http://www.who.int/
foodsafety/publications/monographs/en/, o cocrosinuro Ha 26 anpens 2016 roxa.
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OIEHKA OCTATKOB HEKOTOPBIX BETEPUMHAPHBIX JIEKAPCTBEHHBIX
CPEACTB B ITIPOAYKTAX IIMTAHUA

Bocembaecar mepsblii aokiaag CoBmecTHOro komurtera 3kcneproB PAO/BO3 mno
NUIIEBLIM 100aBKaM
Pum, 17-26 Hosiops 2016 r.1

28. KomuTer 3KCHepTOB MpOBET OLEHKY OE€30MacCHOCTH OCTAaTKOB ISATH BETEPUHAPHBIX
JICKapCTBEHHBIX  CPEICTB, MPEAHA3HAYCHHBIX JUIA  JICYCHHMsS OKUBOTHBIX, KOTOpBIE
UCIIOJIB3YIOTCS JUIsl IIPOU3BOJCTBA NPOAYKTOB IHUTAHUSA, U, B COOTBETCTBUU C HaJICKALICH
BETEpUHAPHONW TNPAKTUKOM, pPacCMOTpPEN HEKOTOpble KOHKPETHBIE IPOOJIEMBbl, IMOAHATHIE
Komurerom Kopmekca mo ocraTkaM BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEACTB B IHILEBBIX
IIPOAYKTAaX B OTHOUICHWH OJHOTO KOKIMANOCTATa. bBUIM yCTaHOBIJIEHBI AOIYCTHUMBIE HOPMBI
JHEBHOI'O IIpMEMa OTUX JIEKAPCTBEHHBIX CPEACTB M PEKOMEHIOBAHbl MaKCHUMAaJIbHBIC
IIpelebHBIC 3HAYCHUS OCTaTKOB, COBMECTHMBIX CO 3I0POBBEM JIIOJCH, B CIIydae KOHKPETHBIX
BHJIOB KUBOTHBIX U TKAHEH.

29. B noxnazge Takxke m3iararoTcs olume cooOpakeHUsi U PYKOBOJICTBA, B YaCTHOCTH, TIO
COBepH_IeHCTBOBaHI/IIO MCETOAUKHU OLICHKHU pI/ICKOB, CBs3aHHBIX C OCTpBIMI/I IIOCJICACTBUAMM IJIA
3JIOPOBBS, ¥ YTOYHECHHIO OIICHOK BO3JICHCTBHS, a TAK)KE IO YCTAHOBJIICHUIO MaKCHMAaJIbHBIX
HpeI[eJIBHBIX 3Ha‘{eHHI>'I OCTAaTKOB IJIA pI:I6I>I.

30. Ormnenkn, peKOMEHIAIMA U KOMMEHTapHH, caelaHHble KoMuTeTOM SKCTepToB, OyIyT
obcyxnarecsi Komurerom Konekca mo ocratkaM BeT€pHHAPHBIX JICKAPCTBEHHBIX CPENICTB B
MUIICBBIX MPOJYKTaX, HA OCHOBAHUU KOTOPBIX OYIYT OIMpPENIEICHBI COOTBETCTBYIOIINE MEPhI
10 ynpaBJIeHmo pI/ICKOM 1 I10 CMATYCHHUIO €I'0 HOCHGI[CTBI/Iﬁ B LCIIAX OFpaHI/I‘IeHI/IH, — TaM, I'’;I€
9TO HEOOXOJAMMO, — BO3JCHCTBHS Ha 4YeJIOBeKa, M KOTOpPbIE HAWIYT OTpPaXKCHHE B
peKOMeHI[aI_[I/IHX JIA  HAIIWMOHAJBbHBIX OpFaHOB 110 6630HaCHOMy HpI/IMeHeHI/IIO 9TUX
BETEPHHAPHBIX JICKAPCTBEHHBIX CPEJICTB JUIS JICYCHHS JKUBOTHBIX, KOTOPBIC HCIIOIB3YOTCS
JUIA HpOI/IBBOI[CTBa MU CBBIX HpOI[yKTOB.

31. BO3 onybnukyer moapoOHble MoHOTpaduu, coaepkamme HHPOPMAIHIO O
TOKCHKOJIOI'MYCCKUX U UHBIX CBA3aHHBIX C OTUM CBOfICTBaX, Ha OCHOBC KOTOpOﬁ MMPpOBOAATCA
OIICHKU 0€30IMMacHOCTH 3TUX coefauHeHmit?, MDAQO myOaukyeT aeraibHbIe MOHOTpadHH IO
OCTaTKaM.

3HavyeHMe JJIs1 MOJUTHKH B 00J1aCTH 00IIIECTBEHHOT0 3/IPABOOXPaHEeHUs3

32. B cBoeit pabore Komurer ompenensier u, 1Mo BO3MOXHOCTH, €T KOJUYECTBEHHYIO
OLICHKY 3HAauYeHHsI Ui OOIIECTBEHHOTO 3PaBOOXPAHEHUS BO3ACUCTBHS XUMHUYECKUX

1 Cepus Texauueckux aokiaanos BO3, No. 997, 2016 ro.

2 Cwm. cepuio BO3 no numessiM 106aBkaM 1o azapecy: http://www.who.int/foodsafety/
publications/monographs/en/, o coctosiauto Ha 26 anpesns 2016 rona.

3 Jror pa3zen OTHOCUTCS KaK K BOCBMHJICCATOMY H BOCEMBJICCAT IIEPBOMY JOKIagaM COBMECTHOTO
komuTeTa 3kcriepToB ®AO/BO3 1o numieBbIM 1006aBKaMm.
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BEIIECTB, MPUCYTCTBYIOIIUX B MPOAYKTAaX MUTAHUS, — B JAHHOM CITydae MHUIIEBBIX JOOABOK H
3arpsiI3HUTENIE M OCTAaTKOB BETEPUHAPHBIX JIGKAPCTBEHHBIX CPEACTB — TIOCPEICTBOM
MPOBE/ICHUS] HAYYHOW OIIEHKHM PUCKa Ha OCHOBE MEXKIYHApOAHOTO KOHCeHcyca. B cimydae
BBISIBJICHHSI KaKoW-1100 MpoOieMbl B 00JacT 3paBooxpaHeHus: KOMHUTET rOTOBUT 4YeTKue
PEKOMEHJAMU TI0 MepaM, KOTOphie JOJDKHBI TPHHITH IPABHTENBCTBA CTpPaH HITH
O6benunennas mporpamma @AO/BO3 mo mumeBbiM craHaaptam (To ecth Komuccusi mo
Komekcy AniMMeHTapruyC U €€ BCIIOMOTaTEIbHBIX OPTraHoOB).

33. Ilepen BcemMu rocynapcTBaMH-WwIEHAMH CTOMT TNpoOJieMa OICHKH MOTEHIIMAIbHbBIX
PHUCKOB IIPUCYTCTBHSI XUMUKATOB B MMUIIEBBIX NIPOAYKTAX; OJHAKO BCErO HECKOIBKO HAYYHBIX
YUPEKIACHUN CUCTEMATUYECKU OLICHUBAIOT HA HALIMOHAJIBLHON MJIM PErHOHAIIBHONM OCHOBE BCE
COOTBETCTBYIOIINE TOKCHKOJIOTHYECKUE, DMUIEMHOIOTUYECKHE U COIYTCTBYIOIIHE IAHHBIE.
[TosTOMy BaskHO, YTOOBI TOCYAAPCTBA-WICHBI OTYYalu yepe3 AoKkiaasl Komurera skcnepToB
MOJTHOLEHHYI0 MH(popMaIuio 00 o0IIMX acleKTax OLIEHKM PUCKOB M KOHKPETHBIX OLEHKaX
YIIOMSHYTBIX BETEPUHAPHBIX IPENapaToB, MHUILEBBIX J00AaBOK M MHUIIEBHIX 3arpsA3HSAIOLUIMX
BELICCTB. PaGora Komutera »sKcneproB B CHIy €€ CIOXXKHOCTM U BBIPAaOOTKHU
MEXIYHAPOAHOIO KOHCEHCYCa OTHOCHUTENIBHO OLICHKHM 3THX BEIIECTB HMMEET YHHMKAJIbHOE
3HA4EeHUE U IOCIEACTBUS Ul NMPUHATHUSA IN00ATbHBIX pEIIeHUil B 00JacTH OOLIECTBEHHOTO
3/IpaBOOXPaHEHHsSI IPUMEHUTEIHHO K O€30MaCHOCTH MUILEBBIX MPOTYKTOB.

34. Pexomenmanuu Komwurera oskcmeproB wucnonb3yoTcs Komuccumerr mo  Komekc
AnmumeHTapuyc B Tpolecce pa3paboTKU MEXKIYHAPOAHBIX CTaHAAPTOB U JAPYTUX
PYKOBOSIIIMX YKa3aHUM UM PEKOMEHAIi B cpepe 0e30MacHOCTH MUIIEBBIX MPOAYKTOB. DTH
CTaH/IapPThl UMEIOT HAYYHOE 0OOCHOBAHKE M YCTAHABIMBAIOTCS JIUIIb B OTHOIICHUU BEIIECTB,
KOTOpbI€ TOABEPIIIMCH OIeHKe co cTopoHbl Komurera skcneproB. Takum oOpaszom,
o0ecreunBaeTcss COOTBETCTBUE JKECTKUM CTaHAapTaM Ha 0€30MacHOCTh MPOJOBOILCTBEHHBIX
TOBapOB B MEXAYHAapOAHOM TOProBOM O0OpOTE B LIEJSAX 3allUTHI 310pPOBbs MOTpeOUTENEH U
obecriedeHns: JOOPOCOBECTHOM MPAKTUKK TOPTOBJIN MUILEBBIMU TPOJTYKTaAMH.

35. Pexomenganuu Komwurera 5KCHEPTOB TakkKe paccMaTpUBAIOTCS ToOCyAapCTBAMU-
YJIeHaMU TIPU YCTAHOBJICHUH HAIIMOHAIBHBIX WM PETHOHAIBHBIX CTAaHAAPTOB OTHOCHUTEIHHO
0€30MacCHOCTH MULIEBBIX MPOAYKTOB.

MocaexacrBus ans nporpamm Oprann3amun?!

36. Omenka KoMuTeTOM 3KCIEPTOB XMMHYECKHUX BEIIECTB, COACPKAIIUXCS B IHIIEBBIX
IIPOJYKTAX, SIBISIETCA IOCTOSHHBIM HallpaBlleHHeM ero nesrenbHoctd. B 2014-2015 rr.
COCTOSJIOCH TpU coBemanust Komurera skcnepToB: oaHO coBemianue B vtoHe 2014 r. u aBa
COBEIIAHMS, YIIOMUHAEMbIE B HACTOSIIEM J0Kaae, B 2015 roxy.

37. BO3 sBuserca maptHepom B CoBmectHoil mporpamme DAO/BO3 1o muIEBBIM
CTaHJapTaM, OCHOBHBIM opraHoMm kotopoi ssisercs Komuccus no Kopexc AnumeHnrapuyc.
VYHOIHOMOYEHHBIH o0OecrieunuBaTh HAJEKHYIO HaydyHylo Oa3y Uil MeEXIyHapOAHBIX
CTaHJapTOB U PEKOMEHJIAIMI B OTHOIIEHUH MUIIEBHIX JOOABOK U 3arps3HSIONINX IPUMECEH B

1 Sror pa3en OTHOCUTCS KaK K BOCBMHUICCATOMY, TaK M K BOCEMbJICCST IIEPBOMY JTOKJIaaM
O6benuHeHHOr0 KoMuTeTa 3kcniepToB ®AO/BO3 1o numieBbIM 106aBKaMm.
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MMpOAYKTax IMUTAHUA, Komuret 9KCIICPTOB UMCCT KIIFOYCBOC 3HAUCHUC JIA pa6OTI>I Komuccun
o Konekc AnuMmeHTapuyc.

38. Ouenku Komurera wucmnons3yroTcss Takke rinaBamMu Oiopo BO3 B crpanax u
TEPPUTOPHUAX, a TaKKe peruoHalbHbIMH Oropo BO3 B mporecce KOHCYIbTHPOBAHUS
rOCyJapCTB-WICHOB 10 BOIIPOCaM 0e30MacHOCTH MUMIEBBIX TPOAYKTOB.

KOMMTET KCIIEPTOB 11O JIEKAPCTBEHHO¥ 3ABUCUMOCTH

Tpuauarhb ceabMoii 1okjaaa Komurera 3KCnepToB Mo JIeKAPCTBEHHOM 3aBUCHMOCTH
Kenea, 16-20 Hosiops 2015 r.1

39. Komurer 3KCIEpTOB MO JICKAPCTBEHHON 3aBUCHUMOCTH COCTOSI M3 13 3KCmepToB u3
miectu peruoHoB BO3. B coBemanuu Taxoke NpUHSUIA ydacTue KOHCYIbTaHThl Cekperapuara
u HabOmomarenu YmpasiaeHuss Opranuzanuu OO0beauHEHHBIX Hamwii mo HapKOTHKaM |
npectynHocty (YHII OOH) u MexayHapoIHOro KOMUTETA 110 KOHTPOJIIO HaJ HAPKOTUKAMHU.
bbula mpoBelneHa OLIEHKa JEBSITH BEIIECTB, U PEKOMEHJAIMM IO MPUMEHEHHUIO K
MICUXO0AKTHUBHBIM BEIECTBAM MEP MEKIYyHApPOTHOTO KOHTPOJS ObUTH HampasieHbl Komuccuu
110 HAPKOTHUYECKUM CPEACTBaM, KOTOpasi mpuHsia B Mapte 2016 r. okoHYATEIbHOE PEUIEHUE O
BHECEHHMH UX B CIIHCKHU.

OcCHOBHbIE peKOMEHAAINHU

40. KomuTeT »5KCIEpPTOB PEKOMEHIOBaJ IOCTaBUTh TMOJ MEXKIYHApOIHBIH KOHTPOJIb
[IEPEUYHCIICHHBIE HUKE BELIECTBA!

(@ Buectu B Cmomcok I m Crnucok IV EnuHOW KOHBEHIIMM O HApKOTHYCCKHX
cpeactBax 1961 r. ¢ nonpaBkamu, BHeceHHbIMU B Hee [IpoTokosiom 1972 r.:

o anerwindeHtaHwi, xumudeckoe HanMmeHoBaHue N-penmn-N-[1-(2-penmmaTnn)-
4-nUTIepUMHIII |alleTaMU T

(b) B Crmucox I Kouenruu 1961 1.:

e MT-45, XUMHAYECKOE HarMEHOBAaHUE 1-tuknorexcuin-4-(1,2-
T(EHUIITUI ) TUIIEPa3HH

(¢) B Cnucok I KonBeHInu 0 cuxoTponHbIX BemecTBax 1971 r.:

o napa-merokcumermnamperamud  (IIMMA), xumudeckoe HaWMEHOBAHHE
1-(4-meroxcudennn)-N-meTunmnponan-2-aMuH

(d) B Cnucoxk I Kousenruu 1971 r.:

1 Cepus Texauueckux gokiaanos BO3, No. 998.
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o o-miuppoauauHOBasiepodeHoH (a-PVP), xumuueckoe HaumeHoBanue 1-¢peHunn-
2-(mupposmanH-1-nin)nentan-1-on

o napa-metun-4-metunamuHopekc (4,4’-DMAR), xumudyeckoe HauMEHOBaHHE
4-meTuin-5-(4-metmndennn)-4,5-nuruapo-1,3-okcazon-2-amu

o wmerokcetamud (MXE), xumuueckoe HaWMEHOBaHHE 2-(3THIAMHHO)-2-(3-
METOKCHU(EHIT) IIUKIOTeKCAaHOH

() B Cmucok IV Kousenruu 1971 r.:

o (QeHazemaM, XUMHYECKOE HaUMEHOBaHUE 7-Opomo-5-(2-xiopodenmn)-1,3-
nuruapo-2H-1,4-6en301mazenunH-2-0H.

41. KommuTeT 3KCNEepPTOB PEKOMEHA0BAJ He CTABUTH MO MEKIYHAPOAHBII KOHTPOJIb
cjeaymollee BelecTBo:

o 4-pTopombperamun (4-FA), XUMHYECKOE HauMEHOBAaHHE 1-(4-
dbropodenHmT)mpomnan-2-aMuH.

B cBsI3M ¢ HEOCTATOYHOCTBIO HAa CETOMHSAINIHMN JE€Hb TaHHBIX OTHOCHTEIBHO 3aBUCHMOCTH,
3JI0yTIOTPEOJICHUSI ¥ PUCKOB JIJII OOIIECTBEHHOTO 3/[paBOOXPaHEHUs (B TOM YHCIIC PUCKOB IS
MHIMBUYYMOB) KOMHUTET HKCTIEpTOB peKOMEH10BaNl HE CTaBUTh 4-FA moJ MeXayHapOoIHbIN
KOHTPOJIb, HO OCYIIECTBIISATH HAIA30D.

42. Tlo wToraM mpPeIBAPUTEILHOT0 PACCMOTPEHHs TICHXOAKTHBHBIX BellecTBl
Komurter »3KcnepToB peKOMEHAOBAJl NPOBECTH KPUTHYECKOE PpaccMOTpeHHe? B
OTHOUIEHUH:

e DOTH30JIaM, XHMHUYECKOE HamMeHoBaHue 4-(2-xmopodenun)-2-3Tuia-9-MeTuI-
6H-tueno [3,2-f][1,2,4]rpuazomno [4,3-a][1,4]anazenuH.

HUcxoms w3  wMeronmmxcss — (PaKTHYECKMX ~ JNAaHHBIX ~ OTHOCHUTEIIBHO  3aBHCHUMOCTH,
37OYMOTPEOICHUsI U PUCKOB U OOIIECTBEHHOTO 37paBOOXpaHeHus, KoMuTer skcmepToB
PEKOMEHIOBAJI MPOBECTH KPUTHUYECKOE PAcCMOTpPeHHE Ha OynymieM coBemaHuu. Komwurer
OKCIICPTOB OTMCTUJI HCAOCTATKHU B I/IMGIOH_IGI\/'IC}I I/IHq)OpMaLII/II/I U HOpCHIOKUIT HCECKOJIBKO
MOTEHIMAFHBIX UCTOYHUKOB, KOTOPBIE MOTJH ObI OBITH TMOJIE3HBI B MPOIECCE MOITOTOBKH
KPUTHYECKOIO PACCMOTPEHHA, B T.4. OTYETHI O HOPOKHO-TPAHCHOPTHBHIX IIPOUCIIECTBUAX,
JTaHHBIE 00 U3BATHH, (POPYMBI TTOJIB30BATENCH U TaHHBIE (hapMaKOHAa130pa.

1 IpeasapureanHoe paccMOTpeHHe: TIPeIBAPUTENHHOE PACCMOTPEHHE YCTAHABIMBAET HEOOXOAMMOCT
MIPOBEJICHUS] KPUTUYECKOTO PACCMOTPEHHS («IIeJIb IIPEIBAPUTEIEHOIO PACCMOTPEHHSI COCTOUT B TOM, YTOOBI
OIIPEJEIINTh, ONIPAB/BIBACT JIM UMEIOLIAsCS MHPOPMAIHS IIPOBEAECHHE KPUTHIECKOTo paccMoTpeHust Komuterom
9KCIIEPTOBY).

2 KpuTuyeckoe paccMOTpPeHHe: IPOBEICHHE PACCMOTPEHHS JUIs IPUHATHS PELICHHH B OTHOIICHUH
BHECEHH BEIECTBA B CIIMCKU MM M3MEHEHHUS €TI0 CTaTyca B CIIUCKAX («PacCMOTPEHUE BOIIPOCA O TOM, CIEAYET
1 KoMuTeTy 3KCcIiepToB MPeUIOKUTh | eHepaIbHOMY ANPEKTOPY PEKOMEHI0BATh 3aHECCHHE BEIIECTBA B
CIHCKHU WM U3MEHHUTH €TO CTAaTYC B CIIUCKAX)).
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Oo0HoBJIeHHass HHGOPMALHSA 10 KOHOILIE

43. B pezomornuu 52/5 (2009 r.) KoMuccusi Mo HapKOTHUYECKHM CPEACTBAM 3asBHJIA, YTO
OXXKUJACT TMONYYUTh «OOHOBJICHHBIA OKIA] MO KOHOIule OT Kommurera sKCIepToB MpU
HaJU4YMK BHEOIO/DKETHBIX pecypcoB». B cBoem mokmaae 3a 2014 1. MexmyHapoIHBII
KOMHUTET 0 KOHTPOJIO 32 HAPKOTUKAMU BHOBb «Ipeasioxxus BO3 oneHuTh NOTEeHIUATbHYIO
MEAMIIMHCKYIO MOJIb3Y OT KOHOIUTM U MAaCIITa0bl PUCKA, KOTOPBINA MPEICTABISICT KOHOTUTS IS
310poBbs yenoBeka». CooTBercTBeHHO, BO3 mopyuunia moaroTroBUTh OOHOBIICHHBIN JTOKJIAT
10 KOHOILIE ¥ KOHOIUIIHOM cmoutel.

44, B xoxe coBemraHus ObLia MPEACTaBICHA U PACCMOTPEeHAa OOHOBJICHHAs WH(OpMaIus o
HAYYHBIX IMyOJMKAIMsIX IO KOHOIUIE, OXBaTBHIBAIOUIMX (apMaKOJOTHIO, TOKCUKOJIOTHUIO H
YTBEPXKICHHS O JIeYeOHOM HCTONIBb30BaHUHU. 3aTeM KoMHTET 3KCIepTOB MpOaHATM3UPOBAT
CoJiep>KaHue MPEeACTAaBIEHHBIX MaTepraioB. Komwurter 3xcnepToB npemanoxun Cekperapuary
HauaTh CcOOp MJAaHHBIX C I[EJIbI0 TPOBEIACHUS Ha OJHOM W3 OYAYIIUX COBEUIAHHUN
MPEBAPUTEILHOTO PACCMOTPEHUS KOHOIUIM, KOHOIUISHOW CMOJIBI, a TaKXKe JKCTPAKTOB U
HACTOCK KOHOIIH. Kpome Toro, oH KOHKpeTHO npemtoxkun Cekperapuary caeiarh yrnop Ha
neqe6HHx MNpEeUMylIeCTBaX, KOTOPLIC 3THU BCIICCTBA MOI'YT UMCTh B CPABHCHHUU C APYTHUMU
CYIIECTBYIOIINMHU JICYCOHBIMHU CPEIICTBAMH.

Oo0HoBJIeHHasA HHGOPMALHSA 10 KETAMUHY

45. beuta mpexacraBieHa OOHOBJIGHHas WHQoOpMals O KeTaMHHE, B KOTOPOW ObLIH
MMPUBCACHLI YPOBHH U NIOCICACTBUA 3J10y1'[OTp66IIeHI/I$I UM U HOBBIC ITIOTCHIINAJIbHBIC CHOCOGBI
€ro MeIMLHHCKOIO HCMHOJb30BaHUS. Bo MHOrMX cTpaHax Mupa YpOBHHU 3J0YHOTpEeOJICHUS
KECTaMWHOM, MMO-BUANUMOMY, CHUIKAIOTCA. beuin YKa3aHbl MOTCHIUAJILHBIC HOBBIC CHOCOGBI
Je4eOHOro HCIOJIb30BaHUSI, B TOM YHCJIE B Clydae JAENPEcCH U pedpakTepHON SMUIETICHH.
Hcnonp3oBanne keTaMuHa IJig JICUCHUA  ACHPCCCUU  MPOXOAUT OLCHKY B paMKax
KIIMHAYECKHX ucciaenoBanui srana II1.

46. KeramMMH IIMPOKO HCIIOJIB3YETCS BO BCEM MHUpPE B KadeCTBE aHECTETHKA y JIIOJEH U B
BeTepuHapuu. KeTamHH SIBISETCS NMPEANOYTUTENBHBIM AHECTETMKOM B CTpaHaX C HU3KUM
YPOBHEM JOXOIOB M B YpPE3BbIYAIHBIX CUTYyallUAX, KOIZla HE XBaTaeT IOATOTOBIEHHOIO
MEANepcoHaja M aHECTe3MOJIOTMYECKOW ammapaTtypbl U JJIEKTPOCHAOKEHHE SBISETCS
HEHA/IEKHBIM.

47. Tlocne obcyxaenuit KoMuTeT 3KCIepTOB MpHILIET K €IUHOTIIACHOMY COTJIACHIO B TOM,
YTO OH He OOHAPYKUJI HUKAKHUX (PaKTOB B OOHOBJICHHOM MH(OpMAIH, Kak U B MHPOpPMaLUH,
KOTOpasi OblTa 03BY4YeHA B XOJ€ OOCYXICHUH, KOTOPBIE OBl JaJIM €My MOBOJI peKOMEH/I0BATh
MPOBEJICHNE HOBOTO TIPEABAPUTEIHHOTO WM KPUTHUYECKOTO PACCMOTPEHHS KeTaMuHa C
LEJbI0 MOTEHIUAIBHOTO M3MEHEHUs €ro JIeucTByrome pekomennauuu 2014 r. o Tom, 4To
KEeTaMUH HE CIeAYeT MOMEIIaTh MO MeXIYHAPOIHBIA KOHTPOJb.

1 Cm. gonomuurensuyio nudopmaro 8 http://www.who.int/medicines/access/controlled-
substances/ecdd/en/ (1o cocrosiamto Ha 6 mast 2016 T.).
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IIpoyue Bonmpocskl

48. KomuTeT 5KCHEepTOB Jaj corjiache Ha co3/laHue HeouuuanbHOW pabodel rpymibl s
OOCYXIIEHUS TEPMHHOJIOTUH, WCIIOJIB3YEeMOl B €ro pacCMOTPEHHSIX W PYKOBOJCTBE
OTHOCUTENIbHO paccMoTpeHHss BO3 NCHXOAaKTHBHBIX BEIECTB C LENbIO MEXIYHApOIHOTO
KOHTpoyisi. Pabouas rpynma paccMOTpUT Takke 3(P(EeKTUBHBIE MEXaHH3MBI OOECTICYCHUS
NPUOPUTETHOCTH M TPOBEICHHS OLIEHKH KOMHUTETOM SKCHEpTOB HOBBIX IICHXOAKTHBHBIX
BEIIIECTB.

3HauyeHMe JIS1 NOJIMTHKH B 00J1aCTH 00LIECTBEHHOI 0 3PABOOXPAHEHHUS

49. BemecTBa, KOTOpble KOMUTET SKCIIEPTOB PEKOMEHIOBAI HA CBOEM TPHUIIATH CEIbMOM
COBCIIIaHUU BHECTHU B CIIMCKH, CUHUTAKOTCA MNpeaACTaBIAIOIIUMHA pHUCK B I1JIaHE
3510ymoTpedIeHust, POpMUPOBAHUS 3aBUCUMOCTH M OOIIECTBEHHOTO 3/IpaBOOXPAHCHUS.

50. B Cmucok I u Cmucox IV Konenmun 1961 1. ObUIO BKIIOYEHO OIHO BEIIECTBO,
KOTOPO€ MOJXKET IOIBEPTHYTHCS TaKOMY JK€ 3JI0YIMOTPEOJICHHIO WM BBI3BATh TAaKUE KE
BpEeIHbIC TIOCIECTBHS, YTO U BemlecTBa U3 Crucka I, u KoTopoe 0COOEHHO CIIOCOOHO OBITH
MPEIMETOM 3JIOYIIOTPEOJICHUSI W BBI3BIBATh BPEIHBIC ITOCIEACTBUSL TPH TOM, YTO TaKas
CIIOCOOHOCTh HE KOMITEHCUPYETCSI CYIIECTBEHHBIMUA TEPANCBTHUYCCKUMH TPEUMYIIESCTBAMH,
KOTOPBIMH HE 00JIaJar0T JPYyrue BEIIeCTBa MOMUMO HapKoThueckux cpenctB B Croucke IV
stoit KoHBeHUMH.

51. B Cnucok I KonBennmu 1961 1. OBUTO BKIIIOUEHO OJHO BEIIECTBO, KOTOPOE MOMKET
HO,Z[BepFHyTBC}I TaKOMy XKE 3H0yHOTpe6JI€HI/IIO W BBI3BATh TAKHEC KC BpeleHe IOCJIICACTBHA,
yto 1 BenrecTsa u3 Crucka |.

52. B Cmucoxk I Konenruu 1971 1. ObUIO BKIIOYEHO OJHO BEUIECTBO, MPEACTABISIONIEE
0COOEHHO CephEe3HBbIC PUCKHU IS OOIIECTBEHHOTO 3ApaBooxpaHeHus, 1 B Crmcok II aToii
KoHBeHIIMM OBUTH BKJIFOYEHBI TPU BEIIECTBA, MPEICTABIISIIONINE CYIIECTBEHHBIC PUCKU IS
OOIIECTBEHHOT'O 3[IPaBOOXPAHEHHUS.

53. B Cmucok IV Kouseniuu 1971 1. ObUIO BKJIIOYEHO OJHO BEIIECTBO, BO3MOXKHOCTH
3JI0yMOTPEOICHUST KOTOPBHIM TIPENICTABISACT CYIMIECTBEHHBIM PHCK JJIs OOIIECTBEHHOTO
3[paBOOXpaHEHUS] U KOTOpOe 00JaJaeT TeparmeBTHYECKON MOJE3HOCThIO OT YMEPEHHOU /0
3HAYUTEILHOM.

54.  bbuio npoBeaeHO MpeABapUTEIHLHOE PACCMOTPEHHUE dTH30/1aMa U (eHa3ernama, KOTopble
ABJISIIOTCS BELIECTBAMU, UMEIOLIIMMH MEIUIIUHCKOE IIPUMEHEHUE.

55. DOtm3onam oOnamaer TakuM ke (apMaKOJIOTUYECKUM ACWCTBUEM, YTO M TUIHYHBINA
OCH30IMa3eTMMHOBBINA TpernapaT auaszernaMm, KoTopblid BkiItoueH B Crnucok IV KouBenmum
1971 ropa. Hcxons w3 wuMeronmxcss (aKkTHUECKMX JAHHBIX O  3aBUCHMOCTH,
37I0YyNOTPEOIEHUN M PUCKax JJIsl OOIECTBEHHOTO 3/paBOOXpaHeHus, KomuTeT sKkcrepToB
PEKOMEHIOBA MPOBECTH KPUTHUYECKOE PACCMOTPEHHUE 3THU30JaMa Ha OJHOM U3 OYyIylIuX
coemannii. denazenam oTHocutcs K 1,4-OeH301Ma3enHaM, TOHM K€ TPYyIe, B KOTOPYIO
BXOJAT JMa3enaMm, OKca3elnaMm M TeMasernaMm, U B CTPYKTYpPHOM OTHOUIEHHWU OH CXOJIEH C
nuaszenamoM, kotopblid BkIO4eH B Crnucok IV KonBenmum 1971 roma. denazenam
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UCTIONB3YeTCsl B KJIMHUYECKOM mpakthke ¢ 1978 r., rmaBHeIM oOpa3om B Poccuiickoii
denepanuu, 1715 J€YEHUS SMUIETICUN, OECCOHHUIIBI U AIKOTOJIbHOIO CHHIPOMa OTMEHBI, IS
KPaTKOCPOYHOT'O JICYEHHS TPEBOKHOTO PAacCTpOWCTBA (MAHMYECKHX MPHUCTYIOB), a TAaKXKe B
Ka4yecTBe MpeMEIUKalMKd Iepell XUPYpruyeckol omeparuel, MOCKOIbKY OH YCHJIMBAET
NEICTBUE aHECTETUKOB M CHUYKAET TPEBOKHOCTb.

56. Komurer sKcrmeproB MpoBeN MpEeABAPUTENbHOE paccMoTpeHue (eHazenama u
3aKIIOYMII, 4YTO MHGpOpMalus, NpeACTaBICHHas B JOKJIaJe K IpPEeABAPUTEIBLHOMY
PacCMOTPEHMUIO, SIBJISETCS AOCTATOYHOW M CBUAETEILCTBYET O TOM, YTO 3aBUCHMOCTb U BpE]
oT (peHa3enama CTOJIb BEIMKH, 4YTO ONPABABIBAIOT MEPEXO] K KPUTHUECKOMY PACCMOTPEHUIO
Ha 3TOM >K€ COBELIaHMU. bbITH coOMI0eHBl BCe MpOIeTypHble TPeOOBaHUS B OTHOIIECHHH
IPOBEICHUS] KPUTHUYECKOTO pPACCMOTPEHHMs, BKJIIOHYas JBa 0030pa SKcrneproB.  belio
NOKa3aHo, 4To (peHa3ernaM OKa3bIBaeT TAaKOe K€ BO3JEHCTBHE, YTO U JHa3enaM, BKIIOYCHHBIH
B Crincok IV KonBenmuu 1971 roga. KoMuTeT 3KcnepToB 3aKIIOYMI, YTO CTENEHb PUCKA IS
OO0IIECTBEHHOTO 3/JpaBOOXPAHEHHUs U OOIIECTBA OT 3JI0YNOTpedIeHHs (peHazenamMoM sSBIseTcs
MEHBIICH, HO BCE JK€ 3HAYUTEIBHOW IO CPABHEHHUIO C BEIECTBAMHU, BKIIOYEHHBIMU B
Crucku |-111. KomuTteT 3KCcnepToB 3aKII0UMIL, 4TO (PaKTUYECKHE JaHHbBIE O 3J0yNOTPEOIeHUN
UM OIIPABJIbIBAIOT YCTAHOBJICHHE HAJ HUM MEXIyHapOAHOIro KOHTpois. OH peKoMeHa0Ball
nanee BkIounTh GeHasenam B Crucok [V Konsennmu 1971 roga.

IocaeacrBue ajsi nporpamm Opranu3anuu

57. TenepanbHomy cekperapio Opranmszanumu OObenuHeHHbIX Hanumii Oblia HampaBieHa
BepOasibHas HoTa ['eHepanbHOrO AupekTopa BO3 ¢ pexomenmanusmu Komurera 3xcrepToB
110 BHECEHUIO CEMH BEIIECTB B CIIUCKU, U 3TH PeKOMEHAaluu OblIM HampaieHbl Komuccun
[0 HAPKOTUYECKUM CPEJICTBAM JJIsl IPUHATUS JAIbHEUIIETO pEelIeHHUS.

58. B mapre 2016 1. Ha cBOel mAThAECAT AEBATON ceccun Kommuccus mo HapKOTUYECKUM
CpeACTBaM IIOCTAHOBHWJIA BKJIIOUUTh BCE OTH BEIIECTBA B CIHMCKH COOTBETCTBYIOLIMX
Kongenmmeiil B coorBercTBUM ¢ pekomenparusimu BO3.

59. Cmumcok mu3 11 BemiecTB, KoTOpble KOMHUTET 3KCIEPTOB PEKOMEH/IOBAJl BKIIOYHTH B
chepy Haa3opa, onyoinkoBaH Ha BeO-caiite BO32. Dtu BeriectBa OyAyT pacCMOTPEHBI B
paMKax YCTaHOBJIEHUSI TPUOPUTETOB K TPUALATh BOCbMOMY coBemanuio Komurera
IKCIIEPTOB.

60. B cBs3u ¢ OOJIBIIUM KOJMYECTBOM HOBBIX TICHXOAKTHUBHBIX BEIIECTB, KOTOPBIC ObLIH
UACHTU(GUIIMPOBAHBl B TMOCIETHEE BpEMs, TMPOJIOIDKACTCS padoTa IO ONpeAeTICHUI0
COOTBETCTBYIOIIUX KPUTEPUEB JUUIS YCTAHOBJICHHUS TMPHOPUTETHOCTH OIECHKH Komuterom

1 Cum. cooTercTBYOmue pemmenus KOMHCCHH O HAPKOTHYECKMM CpecTBaM: pemenne 59/1,
peurenue 59/3, pemenue 59/4, pemenue 59/5, pemenune 59/6 u pemenune 59/7. CM. JONOTHUTENEHYIO
uHpopmanuio B JJoknazae o maThaecaT neBsToi ceccur Komuccuu no HapkotuueckuM cpeacrsam OOH Ha Be6-
caiite: https://www.unodc.org/documents/commissions/CND/CND_Sessions/CND_59/E2016_28
Advance_unedited_19042016.pdf (o cocrosiuto Ha 6 mast 2016 r.).

2 http://www.who.int/medicines/access/controlled-substances/Substances_under_surveillance.pdf?ua=1,
1o coctostHUIO Ha 28 anpens 2016 roxa.
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AKCIIEPTOB HOBBIX TICHXOAKTHUBHBIX BEIIECTB. ITO obecmeunt paccMoTpenne Kommrerom
9KCIIEPTOB TMPUOPUTETHHIX BEIIECTB, MO KOTOPHIM COOpaHBl JOCTATOYHBIE W HAJICKHBIC
JaHHbIE.

61. Tperbu koHcynbranmu BO3-Ympasnenus no Hapkotukam u npectynHoctd OOH mo
HOBBIM TICHXOAQKTHBHBIM BeIIecTBaM OblIM TmpoBeAcHbl 3—4 wmas 2016 1. ¢ 1enpro
PacCMOTPEHHSI KPUTEPUEB OINPEICICHUS] MPUOPUTETHOCTH HOBBIX MCUXOAKTUBHBIX BEILECTB,
nojuiexkanux orneHke Komurerom skcmepTroB. KOHCYNbTamMM SKCIEPTOB HMENH IETBIO
PaccMOTpPETh MPAKTUYECKHUE MYTU ONPEACIICHUS] TPUOPUTETHOCTU MEKITYHAPOIHBIX YCUIHI B
OTHOIIIEHWW HamOoJiee PacIpOCTPAHEHHBIX, CTOMKHWX W BPEIHBIX HOBBIX IICUXOAKTHBHBIX
BEIIECTB W BKIIOYAIHM: O0030p HBIHEIIHUX MEXaHU3MOB cOoOpa [aHHBIX O HOBBIX
TICUXOAKTHUBHBIX BEIIECTBAX, B TOM YHCJIC JAHHBIX O BpeAe IS 370pOBbS HACENEHUS, U
00CyXKJeHHE IyTeH COBEPIICHCTBOBAHMS STUX MEXaHH3MOB; PAaCCMOTPEHUE HMMEIOIIUXCS
MEXaHW3MOB JuIsi oOMeHa HWH(pOpManMed ¥ TNyTed YKpeIJIeHHWs KOOpAWHAIIMK Ha
HAI[MOHATILHOM, PETHOHATLHOM M MEXIYHapOJHOM YypOBHSX, a TaKke O0OCyXKIeHUe
CYIIECTBYIOIIUX ©  OYIymIUX HMHCTPYMEHTOB YCWJICHHS Haa3opa 3a Hauboee
pacnpoCcTpaHEHHBIMU, CTOMKHMHU U BPEHBIMU HOBBIMH IICUXOAKTUBHBIMH BEIIECTBAMHU.

62. Benercs mnoaroroBka K TpUALATh BOCBMOMY coBellaHuio Komurtera 53KCHepros,
koTopoe coctoutcs B 2016 rony. bByner pa3BepHYT TIIATENIBbHBIN IPOLECC YCTAaHOBICHUS
MPUOPUTETOB NPHU TMOAJAEPKKE W HCIOIb30BAHUM JAHHBIX YTPaBIEHHUS [0 HAPKOTHKaM U
npectynHoctd  OOH, MexayHapoJHOTO KOMHUTETa 110 KOHTPOJIIO 32 HApKOTUKAMH,
EBpomneiickoro neHTpa no HabIIOACHHUIO 32 HAPKOTUKAMH U HAPKOTUYECKON 3aBUCUMOCTBHIO U
rOCyJapCTB-WICHOB, KOTOpbIE OyayT y4dTeHbl KoMHTETOM SKCHEepTOB B XO/€ MPOBEICHHS
pPacCMOTpPEHUH.

JEUCTBUSA UCHOJHUTEJIBbHOT'O KOMUTETA

63. Hcnomkomy mpemyiaraeTcsi IpUHATH HACTOSIIIMK TOKJIA]] K CBEJICHUIO.
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