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TOBAPHbIE 3HAKN N MEXOYHAPO[OHbLIE HEMNATEHTOBAHHbIE
HAMMEHOBAHWA ®PAPMALIEBTUYECKNX BELLECTB (MHH)

HokymeHm nodzomoeneH Cekpemapuamom

1. PerynapHo no utoram 3acegaHui OKCnepTHOW rpynnbl BcemupHom opraHmnsaumm
3gpaBooxpaHeHns (BO3) no MHH nybnukytoTcs nepeydHn npeasiaraeMbiX U PEKOMEHOYEMbIX
MHH. 3a BbIbop HenaTeHTOBaHHbIX HAMMEHOBaHWI hapMaLeBTUYECKMX BELLECTB OTBeYaeT
OkcnepTHag rpynna no MHH, sasnsowasaca uneHom Mpynnel akcneptoB BO3 no
mMexayHapoaHon pbapmakonee n papmaueBTU4eckuM npenapatam. C y4eTomMm nHdopmauum,
npeacTaBneHHoN 3asBUTeNsaMmN (KOTOPbIMU MOTYT BbICTYNaTh rocy4apCTBa, YNOfTHOMOYEHHbIE
HauMoHarnbHble hapMakonenHble KOMUCCUM, KOMMaHUn unu pusmdeckme nuua), akcnepThbl
BblGMpatoT cornacoBaHHoOe HaMMeHOBaHWe, KOTopoe NyGrMKyeTCca B Ka4ecTBe npeanaraeMmoro
MHH. B TeuyeHue yeTbipex mecaueB nobdoe NULOo MOXET HanpaBUTb 3aMeYaHus Unu 3asBuTb
odhuymnansHoe Bo3paxkeHne B OTHOLLEeHUW npegraraemoro n onyénukosaHHoro MHH. B
OTCYTCTBME BO3PAXKEHWU COrnacoBaHHOE HaMMeHoBaHMe nybnmkyeTca B KadecTBe
pekomeHayemoro MHH. O3HakomunTbCs ¢ ONyGNMKOBaHHBIMM NEPEYHSIMU MOXHO MO agpecy:
http://www.who.int/medicines/publications/druginformation/innlists/en/index.html

2. B 1993 r. BcemupHas accambnesi 3apaBooxpaHeHnsa ogobpuna pesontounio WHA46.19,
MPOBO3rNaLLaroLLyto, YTO TOBapHbIe 3HaKM AO0MKHbI ObITb Npon3BoaHbIMM MHH, a ocHOBHbIE
cermeHTbl («O0CHOBLI») MHH He MoryT ncnonb3oBaTbCs B Ka4eCTBE TOBAPHbLIX 3HAKOB.
lMopobHasa NpakTuka «MOXET CBECTU Ha HET pauunoHarnbHbI Bbioop MHH 1 B KOHEYHOM uTOre
nocTaBuT NoA yrpo3y 6e30nacHOCTb NAaTEHTOB, NMOCKOMbKY CNOCOBCTBYET BO3HUKHOBEHWMIO
nyTaHuLbl B HOMEHKNaType NeKapCTBEHHbIX CPeacTB». Takum obpasom, ncnonb3osaHme MHH
AOIMKHO OCTaBaTbCs CBOOOAHBIM, @ CaMWU HAMMEHOBaHWS AOMKHbI HAXOOUTHCS B
obuiectBeHHoM cobecTBeHHOCTU (cMm. http://www.who.int/medicines/services/inn/innguidance/ru/).
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3. TloCTOSIHHBIN KOMUTET NO 3aKoHOA4ATENbCTBY B 06NaCT! TOBAPHbIX 3HAKOB,
NPOMBbILLMNEHHbIX 06pa3LoB U reorpadpuydecknx ykasanun (MKT3) Ha cBoen wecTHaguaTom
ceccun (XKeHesa, 13—-17 HoA6pa 2006 r.) ogobpun HECKONBLKO NPEeAnoXeHU No obecnevyeHunto
Gornee wnpokoro pacnpocTtpaHeHus nepedHenn MHH cpean HaumMoHanbHbIX U permoHanbHbIX
BEAOMCTB MPOMbILLIIEHHON COBCTBEHHOCTM rocyaapcTB — YneHoB BceMmpHon opraHusauum
nHTennektyanoHon cobctBeHHocTH (BOUC) (mokymeHT SCT/16/9, nyHKT 87).

4, B ogHoM mn3 aTux npeanoxeHun ckasaHo, 4To MexayHapogHomy 6topo BOMC
npeanaraeTcs yBegoMnsTb (NOCPeACTBOM LIMPKYNSIPHOMO NMCbMa) HauMOHarbHbIe U
pervoHarnbHble BEAOMCTBA NPOMbILLNIEHHON COBCTBEHHOCTM rocyaapcTs — vneHos BOUC o
ny6nvkaumm ntoboro HOBOro NepeyHs npegnaraembix U pekomeHgyembix MHH.
MexayHapogHoe 6topo BOUC Takke B3ano Ha cebst 0643aTenbCTBO pacnpoCcTpaHaTb cpeau
CBOMX YNIEHOB CBOAHbIE NEPEYHUN BCEX NpeanaraeMbix U pekomeHayembix MHH,
onybnukoBaHHbIX BO3, Ha dusmnyeckom Hocutene (CD ROM) no mepe nonyyeHus
cooTBeTCTBYIOLEN MHpopmaumm oT BOS.

5. Ha ceoen geaguatb YetBepTomn ceccum (XKeneea, 1-4 oktsbpst 2010 r.) MNMKT3 ogobpun
npeanoXeHe Ncnonb3oBaTh KaHanbl 3NEKTPOHHOro hopyma KomuTteTa Ang pacnpocTpaHeHus
NMHopMaL MK, KacatoLencs HOBbIX ONyGMKOBaHHbIX NepeYHer npeanaraembix
pekomeHgyembix MHH. [Mpn 3ToM Oblna coxpaHeHa npakTuka HanpaereHnst HauMoHannbHbIM U
pervoHanbHbIM Be4OMCTBaM MO TOBAaPHbLIM 3HaKaM LIMPKYNSPHbIX NUCEM B BuAe ByMaXkHbIX
OOKYMEHTOB Kaxabln pas, korga Cekpetapmat BO3 6yaet nepegasate BONC CD ROM ¢
HOBbIM CBOAHbLIM nepeyHem MHH.

6. 370 peleHmne 6bino npuHaTo MNKT3 wecTb neT Ha3ag, B 9TOM CBS3M NpeacTaBnseTcs
LenecoobpasHbIM OLEeHUTb peHTabenbHOCTb UCMONb3yeMOWn CEroaHA npoueaypbl, 0COBEHHO Ha
doHe Bce 6onee akTMBHOIO MCMONb30BaHUSA 3NIEKTPOHHbBIX CPEACTB CBA3W — B OTNINYME OT
OYMaXKHbIX AOKYMEHTOB — A5 NEPENUCKN 1 0OMeHa MHopmaumen.

7. Kpome Toro, BO3 cosgana konnekTueHbIN MHpopmaumoHHbin cepeuc «INN Global Data
Hub» (goctyneH no agpecy: https://extranet.who.int/tools/inn_global_data_hub/), 6onee
nogpobHO 0 KOTOPOM paccKaXeT npefcTaBuTenb nporpammbl no MHH, Mpynna no sBonpocam
TEXHONOrMN, CTaH4apToOB U HOPM, NoApa3gerieHne nNo Bonpocam perynmpoBaHns MeauLumHCKON
NPOAYKUMM 1 APYrMX TeXHONorMm B obnactn sagpaBooxpaHeHunsi, OCHOBHbIE NeKapCTBEHHbIE
CcpeacTBa u TexHonorum 3gpasooxpaHenus, BO3.

8. C yyeTom nHdopmaumm, nanoxeHHown Boiwe, NKT3 npegnaraeTcsa BblHECTH
pekoMeHAaLmio 06 oTkase OT NEePECHINIKM NO ANEKTPOHHON NOYTE LMPKYNSPHBIX MUCEM,
NOCBSALLEHHbIX HOBLIM ONMy6MKOBaHHBIM NEpeYHaM npeanaraembix U pekomeHgyembix MHH,
KOTOpble HanpaensTCS MO KaHanam anekTpoHHoro opyma MKT3.

9. lKT3 npednazaemcs coobwumes,
20mos 11U oH 0006pume NPeonoXeHue,
cghopmynuposaHHoE 8 ryHKme 8, ebiue.
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