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NMocTOAAHHBLIN KOMUTET NO 3aKOHOAATEeNILCTBY B 0651aCTU TOBapHbIX
3HaKOB, NPOMbILLIEHHbIX 06pa3LoB U reorpacu4ecknx ykasaHum

Tpuauatb aeBATas ceccus
XeHeBa, 23 — 26 anpens 2018 r.

TOBAPHbIE 3HAKN N MEXXOYHAPOOHbIE HENATEHTOBAHHbBIE
HAMMEHOBAHWA PAPMALIEBTUYECKMX BELLECTB (MHH)

CnpaBo4yHas nHdopmaums

1. Ha ceoen Tpmnauatb cegbmon ceccum (27—30 mapTa 2017 r.) NMKT3 paccmoTtpen
pokyMeHT SCT/37/4, B KOTOpOM BbINO yKkasaHo criegytoLlee:

«PerynapHo no ntoram 3acegaHunii SKkcnepTHONM rpynnbl BcemmpHon opraHnsaumm
3gpaBooxpaHeHust (BO3) no MHH nybnukytoTca nepedHn npeanaraemMbix 1
pekomeHayemblx MHH. 3a Bbibop HenaTeHTOBaHHbIX HAMMEHOBaHUN (hapMaLeBTUYEeCKUX
BeLecTB oTBevaeT JkcnepTHasa rpynna no MHH, asnsowascs uneHom Mpynnbl
akcneptoB BO3 no mexgyHapogHon chapmakonee n papmaueBTudecknum npenaparam. C
y4yeToM MHopMaLmmn, NpeacTaBneHHon 3asaBnTensiMm (KOTopbIMW MOTYT BbiCTynaTb
rocygapcTtBa, ynofiHOMOYEHHbIE HaunoHanbHble hapMakonenHble KOMUCCUKN, KOMMaHWK
unu msnyeckne nuua), IKCnepTbl BblOMpaloT cornacoBaHHOE HaMMeHOBaHWe, KOTopoe
nybnukyetca B kadecTtse npegnaraemoro MHH. B TeyeHne yeTbipex mecsues nioboe
N0 MOXET HanpaBUTb 3aMeYaHns Unun 3asBuTb oduLnanbHOe BO3paXKeHne B
OTHOLLEeHUN npegnaraemoro n onybnukosaHHoro MHH. B oTcyTcTBue Bo3paxeHui
corrnacoBaHHOe HaMMeHoBaHue nNybnukyeTcsa B kayecTBe pekomeHgyemoro MHH.
O3HakoMUTLCA € ONYyBIIMKOBaHHBLIMW NEPEeYHAMM MOXHO MO afpecy:
http://www.who.int/medicines/publications/druginformation/innlists/en/index.html.

B 1993 r. BcemunpHas accambnes 3gpaBooxpaHeHns oaobpuna pesontounio WHA46.19,
NpoBO3rfaLlaoLLyo, YTO TOBapHbIE 3HAKM AOMMKHbI O6bITb NpondeogHbiMM MHH, a
OCHOBHbI€ cerMeHTbl («0ocHOBbI») MHH He MoryT nucnonb3oBaTbCsi B Ka4eCTBE TOBAPHbIX
3HakoB. lMogobHas nNpakTuka «MOXET CBECTU Ha HET paunoHanbHbIi BbiIGop MHH 1 B
KOHEYHOM UTOre NOCTaBUT Nog yrpo3y 6e30nacHOCTb NaTEHTOB, NOCKOMbKY cnocobCcTByeT
BO3HUKHOBEHWIO MyTaHWULbl B HOMEHKNAType NekapCTBEHHbIX CpeacTBy». Takum obpasom,
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ncnonb3oBaHne MHH gomkHo octaBaTbCsi CBOGOAHBIM, @ CAMW HAVMMEHOBAHWS OOITKHbI
HaxoanTbCA B 00OLLEeCTBEHHOW COBCTBEHHOCTM (CM.
http://www.who.int/medicines/services/inn/innguidance/en/).

[MOCTOAHHBIN KOMUTET NO 3aKOHOAATENLCTBY B 061acTn TOBapHbIX 3HAKOB,
NPOMbILLIIEHHbIX 06pa3uyoB 1 reorpaduyeckmx ykasaHun (MNKT3) Ha cBoewn wecTHaguaTomn
ceccun (XKenea, 13—17 Hoa6pa 2006 r.) ogobpun HECKONBKO NPeanoXeHUn no
obecneveHunto Gonee WNPOKOro pacnpocTpaHeHns nepedHen MHH cpeau HaumMoHanbHbIX
N pernoHasnbHbIX BeJOMCTB NPOMbILLNIEHHOW COBCTBEHHOCTN rOCy4apCTB — YIIEHOB
BcemupHon opraHusaumm nHtennektyansHon cobctseHHocTn (BOUC) (aokymeHT
SCT/16/9, nyHkT 87).

B ogHOM u13 3Tnx npeanoXxeHuin ckasaHo, 4to MexayHapogHomy 6topo BONC
npeanaraeTcs yBegomnaTb (MOCPEACTBOM LIMPKYSISAPHOrO NUCbMa) HauWoHarnbHble U
pernoHarbHble Be4OMCTBA MPOMbILLIIEHHON COBCTBEHHOCTU rocyaapcTs — vneHos BOVC
o nybnukauum noboro HOBOro NepeyvHst npeanaraemoix U pekomeHgyemboix MHH.
MexayHapogHoe 6iopo BOUC Takke B3no Ha cebsi 06513aTenbCTBO pacnpoCTpaHAaTb
cpeaun CBOMX YNEHOB CBOAHBIE NepeyHn Bcex npeanaraemblix U pekomeHgyembix MHH,
onybnukoBaHHbIx BO3, Ha cdun3nyeckom Hocutene (CD ROM) no mepe nonyyeHus
COOTBETCTBYIOLEN MHopmaumm oT BO3.

Ha cBoen aBaguatb YetBepton ceccun (XKeHea, 1-4 oktabpsi 2010 r.) NMKT3 ogobpun
npeanoXeHne Ncnonb3oBaTh KaHanbl 3NeKTPoHHOro popyma Komuteta ans
pacnpocTpaHeH1si MHOpMaLUnn, KacalroLencs HOBbIX ONyGNMKOBaAHHbIX NepeYvHen
npeanaraemMbix n pekomeHayembix MHH. [Mpu atom Gbina coxpaHeHa npakTuka
HanpaBneHNsa HauMoHanbHbIM 1 perMoHarnbHbIM BEIOMCTBaM MO TOBAPHbIM 3HaKaMm
LUMPKYISIPHBIX MMCEM B Buae GyMakHbIX JOKYMEHTOB Kaxadbi pas, korga CekpeTtapuat
BOS3 6yaeTt nepegasate BOMC CD ROM c HoBbIM cBOAHbIM nepevHeM MHH>».

ObcyxaeHuna Ha 37-n ceccum MKT3

2. YuuTblBasd HEKOTOpPLIE NOCreAHne TexHonornyeckne nameHeHms B BO3, Cekpetapumar
BOWNC npegnoxun oTkasatbCsi OT CyLLECTBYHOLLEN NMPaKTUKN pacChIfiki N0 3NEKTPOHHOM MoyTe
yepes aNeKTPOoHHbIN hopym MKT3 LMPKYNSpHBIX MMCEM MO HOBbIM ONMyOMKOBAHHbLIM NEPEYHSAM
npegnaraemblx n pekomengyembix MHH (gokymeHT SCT/37/4, nyHKT (8)). B TO Xe Bpems B
JonornHeHne K aTomy gokymeHTy BO3 npeacrtasuna cBon HOBbIM MHOPMALMOHHbIN CEPBUC,
Ha3BaHHbIN «INN Global Data Hub». BO3 nosicHuna, 4To AaHHbIA MHTEPHET-MEXaHN3M
No3BOSISIET NPU HANU4YMM COOTBETCTBYIOLLMX NpaB 4OCTyNa npocMaTpuBatb AaHHble 0 MHH
HENOCPeACTBEHHO B PEXUME OHNaWNH.

3. MKT3 npunHan k ceegeHuto npesentauuio BO3 1 paccmoTpen npeanoxeHue,
cogepxauweecs B gokymeHte SCT/37/4. o utoram obcyxaeHun npegcegatens Nopy4mn
CekpeTtapuary:

- cBszaTbes ¢ BO3 v BbIACHUTL, MOXHO N 06ecneuntb 4OCTYN K BbilleyKa3aHHbIM
MeXaHu3mMam 451 HaUMOHAarbHbIX U perMoHasnbHbIX BEAOMCTB NPOMbILLSIEHHON
cobcTtBeHHoCTU rocygapcte—uneHos BOUC u ecnu ga, 10 kaknum obpasom, n
ponoxutb MNKT3 o pesynbTaTtax aTon paboTbl Ha ero TpuguaTe 4EBATON Ceccun; u

- B TO Xe Bpems NpodosikaTb B COOTBETCTBUM C CYLLLECTBYHOLLEN NPAKTUKON
MHOpMMpPOBaTb BEAOMCTBA O NepeyvHax npeanaraemMbix U pekomeHgyembix MHH.
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PaboTa, npogenaHHasa Cekpetapuatom no uroram 37-m ceccum MKT3

4.  CornacHo pelueHuto, npuHatomy MNKT3 Ha ero TpuguaTb cegbmon ceccun, CekpeTtapuaTt
NPOAOIKMNN B COOTBETCTBMUN C CYLLIECTBYIOLLEN NPaKTUKON MHCpOopMMpoBaTL BEAOMCTBA O
nepevHsx npeanaraemMbix u pekomeHgyembix MHH, kak ykazaHo B nyHkTe 1 Bbiwe. 3a Bpems,
npowlefliee nocne TpuguaTtb ceabMon Ceccum, rno 3NEKTPOHHOW NoYTe Yepes 3NEKTPOHHbIN
dopym NKT3 66110 pasocnaHo HECKOMBbKO COOTBETCTBYIOLLMX LIMPKYSPHBIX MUCEM.

5. Kpome Toro, B COOTBETCTBMM C peLueHmeM, npuHaTteiM MNKT3 Ha ero Tpuauatbe cegbmon
ceccun, CekpeTtapmat cessarncs ¢ BO3 ¢ uenbio BbIACHUTb, MOXHO J1M YCOBEPLLEHCTBOBATL U
yNyyWwunTb AoCTyn K gaHHeiM 0 MHH, B ToM 4ncne obecneuntb goctyn k cepsucy «INN Global
Data Hub» anst HauMoHanbHbIX U PErMOHaNbHbLIX BEAOMCTB NPOMbILLNEHHON COOCTBEHHOCTH
rocyaapcte—uineHos BOUC n ecnu ga, 10 kakum obpasom. PesynbTaTthl 06CyKaeHW,
coctosiBmxcs ¢ CekpeTtapmnatom BO3, npencraBneHbl B OCTanbHOM YacTy HACTOALLErO
OOKYMEHTa.

Bo3moxHoCcTM goctyna K gaHHbim o MHH

Cywecmeyrouwuli nopsidok

6.  CywecTByowmi nopsaok, npu kotopom Cekpetapmat BOUNC nidopmupyet BegomcTea
NC o kaxxgom obHoBneHun nepevHenn MHH nytem paccbinki LMPKYNSpHbIX MUCEM, KaK yKa3aHo
B NyHKTe 1 Bbille, UMEeT ABa HegocTaTtka:

- 3agepxku B npegoctaBneHmm nHgpopmaumm. CornacHo cyLlecTByoLeMy Nopsaky,
npv nonyyeHun nHdopmaumm o6 obHoBNEHUU NepeyHen npeanaraeMbixX u
pekomeHayembix MHH Cekpetapuat BOUC cocTtasnseT umpKynsipHble nucbma ¢
COOTBETCTBYIOLLIEN UH(pOPMALMEN, KOTOPLIE OH pacchlraeT B 3NeKTPOHHOW hopme
BEAOMCTBaM MPOMbILLIEHHON COBCTBEHHOCTU, NPEAOCTaBMBLLMM CBOU KOHTaKTHbIE
AaHHble Yepe3 anekTpoHHbIN bopym MNKT3. lMpu aToMm npoxoauT onpegeneHHoe
BpeMsi Mexay aaTtoun, Ha kotopyto BO3 obHoBnsieT nepeyHn MHH, 1 gaton, Ha
koTopyto BOUC nepegaet 3Ty MHpopmaumio, 1 JaHHAs 3ag4epKka MOXeT MMETb
oTpuuaTtenbHble NOCNEeACTBMA AS1A 3KCNepTU3bl TOBapHbIX 3HakoB. C aHanornyHom
3a0EepKKOM NPoONCXoauT u unpkynapHas pacceinika BOMC ceogHbix nepevHen MHH
Ha KOMNaKT-gucKax.

- HeontumansHaga npouenypa. OTtcnexmnBaHue Cekpetapmnatom BOVC nybnukaumm
BOS3 HoBbIx gaHHbIXx 0 MHH 1 nogrotoBkM LMpKYNAPHBIX MMCEM ANS PACCHINKM
BegomcTtBam nepevHenn MHH tpebyeT He0BOCHOBaHHLIX 3aTpaT BpEMEHU U
ABMSAETCS CNULLKOM CIOXHOW NpoLeaypon, yumTbiBasd anbTepHaTUBHbIE
TeXHMUYeCKMe BO3MOXHOCTMW.

7. B xoge koHcynbTaumn mexay cekpetapnatamm BO3 n BOUC 6binv onpeaeneHsl ABa
cnocoba ycTpaHeHus 3TUX HeAOCTaTKOB, @ UMEHHO: (1) NOAKIYEHE BEAOMCTB HanNpsAMyro K
cepaucy BO3 «INN Data Hub»; n (2) nHterpaumsa ganHoix o MHH ¢ Mo6ansHon 6ason
OaHHbIX No 6peHaam BONC.

lModknoyeHue Hanpsmyro k cepsucy «INN Data Hub»

8. B xone npeseHTaumm, coctosBLUencs Ha Tpuauatb ceabmon ceccum MNKT3,
npegctasutens BO3 otMeTun, 4To CywlecTBYEeT BO3MOXHOCTb MOAKMOYEHMS NaTtdopM
BEOMCTB, UCNOMb3yeMbIX A8 9KCNepTU3bl TOBapHbIX 3HaKoB, K cepBucy «INN Data Hub».
OAHO 13 OCHOBHbIX NPENMYLLECTB AAaHHOro NOAxXoAa 3aKkryaeTcs B TOM, YTO MHTerpaumng
AaHHbix 0 MHH ¢ nHTepdericamm, koTopble MCNoNb3yoTCA B paboTe 3KCNepPTOB MO TOBAPHbLIM
3HakaMm, BO3MOXHa 6e3 JOMNOSTHUTENbHbIX YCTPOWCTB CBA3N U (MPaKTUYECKN) B pexmume
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peanbHOro BpEMEHU, YTO 3HAYMTENBHO 06erYnT NPOBEPKY AKCNepTaMn B3anMOCBA3N MEXAY
3asiBKaMW Ha perncrpaumio ToBapHbIX 3Hakos n MHH.

9. HepocTtaTkoM AaHHOro NoAxoAa sABNsieTcs 1O, YTO OT BEAOMCTB noTpebyeTca
npoBeAeHne onpenerneHHon TexHmyeckon paboThbl 4N NOAKMIYEHMS UX NnaTgopm K cepBucy
«INN Data Hub». Cekpetapuat BO3 npouHdopmuposan Cekpetapmat BOUC, 4yto oH rotos
oKasaTb NOMOLb BE4OMCTBaM Npu co3aaHnM Takoro TEXHUYECKOro NOAKMYEHNS.
BegomcTtBam, KOTOpbIE XXenatT BOCNONb30BaTbCA 3TON BO3MOXHOCTbIO, NpeanaraeTcs
obpatutbes Hanpsamyto B BO3, ceBA3aBLUMCE CO cnegyowmm HasHadeHHbim BO3
KOOpAMHATOPOM:

Dr. Raffaella Balocco
Group Lead INN
INN Programme

innprogramme@who.int

Unmeepayusi daHHbIx 0 MHH ¢ mobarnbHol 6a3ol daHHbIx no bpeHdam BOUC

10. OpaHWM 13 BaxHbIX pe3ynbTaToB KOHCYNbTauun mexay cekpetapuatamm BO3 n BONC
ABUOCb AOCTMXXEHME OpraHM3aunsaMmn NpUHLUNManbHON OrOBOPEHHOCTM MEXay ABYMS
opraHusaumsiMm o npegocTtasneHmm gadHblx 0 MHH gna nHterpaumm ¢ 'nobanebHon 6a3on
AaHHbIX no 6peHaam. MNMomumo obecneveHns 6onee ahPEKTUBHOrO pacnpoCTPaHEHNS AaHHbIX
o0 MHH cpeaun wmrpokon o6LeCcTBEHHOCTH, BKINOYas cneunanmcToB B obnactu
WHTENNeKTyanbHon cO6CTBEHHOCTU, JAaHHAs MHTerpaumsi No3BONMT aBTOMaTU3NpoBaTb
paccbinky ysegomnenun BOVC cpeam Begomcts 06 obHoBNeHnsax nepevHen MHH.

11. [lpepnonaraeTtcs, 4TO cuCTEMbI MHPOPMaLMOHHOM TexHororun (UT) ByayT HanaxeHsb!
Takum obpasom, uto noboe obHosneHne BO3 gaHHbIX 0 MHH 6ygeTt oTpaxaTbes B
Mo6anbHon 6a3e aaHHbIX No 6peHagam, nocne Yero Be4oOMCTBaM, KOTOpble BbIGEpYT Takyto
dopMmy cBA3K, ByayT aBTOMATUYECKN paccbinaTbCs ANEKTPOHHbIe yBeaomneHns BOUNC o6
obHoBneHnn aaHHbIX. Jllobon nonb3oBartens nepeyHen MHH B mobanbHon 6a3e gaHHbIX No
OpeHgam cmoxeT nonyunTb 6onee noapobHyo nHdopmauunio o Takmx MHH, nporias no ccbinke,
BeOyLLEen K COOTBETCTBYOLLEMY pa3aeny Beb-canta BO3. Kpome Toro, npm npocmotpe
nepeyvHen n gaHHelx o MHH B MmobaneHoi 6ase gaHHbIX No 6peHaam nonb3oBatenu 6yayT
WMHOPMMPOBaHbI O TOM, YTO OHWM MOTYT UCMOMb30BaTb Takne NepeyHn 1 aHHbIe TONbKO AN
onpeaeneHHbIX OrpaHNYeHHbIX Lenemn.

12. [octynHocTb AaHHbix 0 MHH B mo6anbHon 6a3e gaHHbIX No 6peHaam B CoOYeTaHun C
aBTOMaTM3MpPOBaHHON cucTemon yeegomrieHms ocsoboant CekpetapuaTt BOUNC ot
Heo6X0aNMMOCTM rOTOBUTL BPYUHYIO LIMPKYNSIPHbIE NUCbMA, YNOMSHYTbIE B MyHKTE 1 BbIle, U,
cnefoBaTeribHO, YCTPaHUT HeOOCTaTKU CyLLEeCTBYOLEeN npoueaypbl.

BaknroyumernbHble 3amedaHusi

13. Cekpetapuat BOVC HamepeH npogomkaTb pacchinath LMPKYAspHbIE NUCbMA,
YyNOMsiHyTble B MyHKTe 1 Bbllle, BCEM TEM BEAOMCTBaM, KOTOpble NOofy4artoT UX B HacTosLee
BpeMsi, 4O TeX Nop, Noka OHM HE BOCMOSb3YOTCA OAHOM M3 BbllleyKa3aHHbIX ABYX
BO3MOXHOCTEMN.

14. CekpetapunaTt BO3 o3HakomMurncs ¢ HaCTOALWMUM AOKYyMEHTOM 1 coobwun Cekpetapuarty
BOWC o ceoeM cornacum ¢ ero cogepXaHnem.
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15. [IKT3 npednacaemcs npuHsmsb K

ceedeHUr codepxxaHue Hacmosiwezo
OOKyMeHma.

[KoHeu pokymeHTa]



