S R
=

WIPO

BCEMUWPHAA OPrAHU3ALMA
MHTENNEKTYANNbHOWN
COBCTBEHHOCTM

SCP/18/9
OPUrMHAN: AHIMIMACKUI
DATA: 22 MAPTA 2012 T.

NMocTOAHHbLIN KOMUTET NO NAaTEHTHOMY NpaBy

BocemHapguaTas ceccus
XeHeBa, 21-25 maqa 2012 .

BOMPOCHWK O KAYECTBE MATEHTOB: MPEONIOXXEHWE OENEFALIMN KAHAOBI
N COEONHEHHOIO KOPOJIEBCTBA

LokymeHm nodzomoeneH Cekpemapuamom

1. B MNpunoxeHun kK HacTosILLEeMYy JOKYMEHTY COAEPXUTCS NPeAnoXeHne, npeacTaBreHHoe
neneraunsmu Kadagbl n CoeguHeHHoro KoponescTBa B OTHOLLEHUM BOMPOCHMKA O KavyecTBe
naTEHTOB NS PacCCMOTPEHUs B paMkax NyHKTa 7 NpoekTa NoBecTKM AHA: KayecTBo NaTeHToB,
BKIHOYAsA CUCTEMbI BO3PaXKEHNS.

2. YneHam lNocmosiHHO20
KomMumema rno nameHmHyomMy ripasy
(FIKMIT) npednazaemcs
paccmompems codepxxaHue
lpunoxeHus.

[MpunoxeHue cnenyeT]
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MPUNTOXEHNE

BBEAOEHWUE

Ha wecTHaguaTtomn ceccun MNocTtosiHHOro komuteTta no nateHTHomy npasy (MKIMT)
Aeneraunn Kanagel 1 CoegnHeHHoro KoponescTsa BbIABUHYNN COBMECTHOE NPeanoXeHne
B OTHOLLEHUKN paboyen nporpammbl Hag kadecTBoM naTeHToB (SCP/16/5). HekoTopble
rocyaapcTBa-YneHbl NPeAcTaBunm NPEAnoXeHnst B OTHOLLEHMN paboymx NOTOKOB, KOTOPbIe
MOryT nognagaTb NoAd 3Ty nporpammMy paboTbl. [pyrve rocygapcrsa-yneHbl He cyuTanm
cebs rotoBbIMW MPUCTYNUTL K NporpaMmme paboTbl 1 Npu3Bany NOSICHUTL onpeaeneHne
TepMMHa «Ka4yecTBO NaTEHTOB» N 06beM npeanaraemon paboThbl.

K cemnaguaron ceccum MK 6610 npeactaBneHo NepecMOTPEHHOE NpeasioXkeHne
(SCP/17/8). MepecmMoTpeHHOE NpenfioxXeHne sBMSnoCh NOMnbITKOW NPeacTaBuTb LLUMPOKOE
onpegeneHune, kKotopoe GyaeT oxBaTbiBaTb BCE BO3MOXHbIE ONpeaeneHns TepMmHa
«Ka4yeCTBO MaTEHTOB», KOTOPbIE MOTYT UCMOJb30BaTh rOCy4apCTBa-UNeHbl, a Takke
SIBUNOCb OTBETOM Ha Apyrne 03abo4eHHOCTU, 03BYYEHHbIE B XOA4€ LWecTHaauaTon ceccum
MKMM. OpgHako, B xoae cemHaauaton ceccum MNKIM ctano o4eBUAHBLIM, YTO MOMbITKA
NOSICHUTL onpeaerieHne TepMrMHa «KayecTBO NaTeEHTOB» N ob6beMa ganbHenwen paboTbl He
Gbina ycnewHomn.

OMPEOENEHUE

Deneraumn KaHagbl n CoeanHeHHOro KOpOJ'IeBCTBa npoaoIKarkT CHUTATb, YTO KaXKaoe
rocygapcCrtBo-4yieH 3anHTepecoBaHO B Ka4eCTBe NaTeHTOB, BblAaBaeMbIX B €ro
ropucaukunm; ogHako, CoBeplLUeHHO o4eBUOHO, YTO rocygapcrBa-yiieHbl UMEKT pa3Hble
onpepgeneHnsa NOHATUA «Ka4eCTBO NMaTEHTOB». BmecTo Toro, 4to6hl NbITaThCS
CC*)OpMyJ'IVIpOBaTb obuiee onpeaerneHne Ka4ecrtesa naTteHToB, KOTOpPOEe MOrJo Obl
yCTpanBaTb BCE rocyaapcrBa-yiieHbl, Mbl CHUTAEM, 4TO ObIno 61 bonee NoNesHbLIM N3y4nTb
pa3nun4yHble onpeaeneHna, ncnonb3dyemble rocyaapcreamMmumn-4rieHamMmm B pamMmkKkax CBOux
HauunoHalrbHbIX BEAOMCTB.

OBBEM PABOTbI

BHocs npegnoxeHne No NyHKTY NOBECTKN OHSI «Ka4yeCcTBO NaTeHTOB», Aeneraunn KaHagb! u
CoeanHeHHoro KoponeBcTBa HMKOrga He CTaBuUnu Lenbto npeanncbiBaTb paboTy, KOTOpYHo
OOJMKeH ocywecTBnATb KomuTeT, Lenb, Ckopee, CoCTosina B CO34aHNM CTPYKTYpbI, B
KOHTEKCT KOTOPOW MOrnn Obl BNucatbcs paboyme NoToku, npeanaraemMble rocygapctsamu-
yneHamun. Psia npeanoXxeHun B OTHOLEHUM pabounx NOTOKOB, Nognagatowmx nog aty
CTPYKTYpPY, ObINn NepeaaHbl Ha 3NEKTPOHHbIM (POPYM, @ TakkKe 03BYYEHbI B XOA4€E NIIEHAPHbIX
ceccuii. Mo Hawemy HabnaeHNIO, NOYTK BCE NPeasIoKEHMS B OTHOLLIEHNM paboumnx
NMOTOKOB B Ka4eCTBE OTNPaBHOWN TOYKM CTaBUIM UCXOAHbIN BONPOC UNn psa BONpocoB. Mbl
cuMTaeMm, 4YTo NyTeM U3y4eHMs1 OTBETOB Ha 3TM BOMpPOCHl, 06beM paboTbl MOXET CTaTb
boornee ACHbIM.

BOMPOCHUK

C uenblo BbIABNEHUS ONpeaerneHnin n KpuTepueBs, KOTOpble NCMOMNb3YT rocyaapcTea-
YneHbl ANs onpegeneHns KadecTsa NaTeHToB, a Takke ANs Toro, YTobbl NOACHUTL 06bEM
AanbHenwen paboTbl, NpeanaraeTcs, YToObl rocyAapcTBa-yneHbl 3anofHUN npunaraembii
BOMPOCHMK. OTOT BOMPOCHUK pasdeneH Ha TpY KOMMOHEHTa, COOTBETCTBYHOLLMX
npeanoXeHusaMm, BHeCeHHbIM B pamkax SCP/16/5 n SCP/17/8, B YacTHoOCTH:

a. [Joctyn K nucopmaummn n obmeH nHdopmaLmen o kKadecTse NaTeHToB
b. CosgaHue TexHMYeckon MHPPaCTPYKTYpbI
c. CoseplueHcTBOBaHWe npoLecca
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OcHoBowm BOMPOCOB, coAepKallnxca B BONPOCHUKE, ABUITUCb BblABUHYTbIE NpeasioXeHu4,
KOMMEeHTapun n MHeHUA, yxe npencraBrieHHble Ha 3JIEKTPOHHOM cbopyme, a TakKkKe
O3BYy4Y€HHblI€ B XO04e nieHapHbIX ceccun Komurera.

6. Mol npu3biBaeT rocyaapcrBa-yieHbl 3anOJIHUTb 3TOT BOMNPOCHUK.
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BornpocHUK 0 Kayecmee nameHmos

OTBETLI Ha 3TOT BOMPOCHUK npeaocTtaBfieHbl OT UMEHW:

1O 0 T- 1=
2Ty (0] o 1 =T H S

KoHTakTHOE nnuo:

2 < P
F Lo ) 1 )% o os 1 =SSR
ONMEKTPOHHDBIN GOPEC: ..iiiiiriiiiieieeeeteeeett e e e e e e e e e eeea et e e eeeeeeeet et s eaeeaeeeastsaaa s eaaeeeesasssnnnsaaeeaeennnes
1= 1= o T PPN
LT T (o3 1Y 1T = S

Pa3zden |: JQocmyn k uHghopmayuu u o6MeH uHghopmayuel o Ka4yecmee rnameHmos:

1. Kakoe onpeneneHve/onpeaeneHns TepMMHa «KavecTBO NaTeHTOB» UCMOMb3yeTca B BaLlei
HaLMOHarnbHON PUCONKLMNT?

2. VcnonbayeTe N Bbl B BaLLel HALMOHANBHON IOPUCAVKLAN KPUTEPUM AN ONpeaeneHus
KayecTBa NaTEHTOB C TOYKN 3PEHUS 3asIBKN? [ Jpa/[ ]ner

Ecnu ga, To kakue Kputepun?

a) KauecTtBo nsobpeteHus: Vcnonb3ayeTe nu Bbl Kputepun Ana obecneyveHns
[I0CTaTO4HOTO U306PEeTaTeNnbCKOro YPOBHS N306peTeHns? [ lpa/[ ]wHer

Ecnu ga, kakme kputepun Bbl ucnonbsyete (T.e. n3obpetaTenbCKnii ypoBeHb Unu
WHHOBALMOHHbIN YPOBEHb)?

b) KadecTBO cocTaBneHus naTeHTHON 3aABKU: Mcnonb3yeTe nn Bbl KpuTepun
anst obecneveHust, 4Tobbl N306peTeHne BbINO YETKO ONUCAHO
B 3asBKe? [ Jpa/[ ]ner

Ecnu pa, kakue kpuTepum Bbl Ucronb3yeTe?

3. Vcnonb3yeTe Nt B BaLLeN HALMOHANBbHOM KPUCAUKLIMN KPUTEPUM 4TSt ONPeaeneHus
KayecTBa MAaTEHTOB C TOYKM 3peHus Ballero BegomcTaa NC? [ 1pa/[ ] wHer

Ecnu ga, To kakne KpuTepuMmn NCnonb3yTca?
a) KauecTBO noucka no ypoBHIO TEXHMKKN: Vcnonb3yeTe nn Bbl KpuTepun ans
obecneveHust, 4TobbI 3KCNEPT BbISABMSAN Hanbonee GrM3KUN
YPOBEHb TEXHUKN? [ 1pa/[ ] wHer
Ecnu ga, kakme kputepum ncnonb3yTca?
b) KavecTtBO aHanu3a pesynbtaToB noucka: Kcnonb3yeTte nu Bbl KpUTEPUU AN
obecneyveHus, YToObl NpeaLlEeCTBYOWMN YPOBEHb TEXHMKN NPaBUITbHO OLeHNBarncs

B CBSI31 C 3asIBKOIA? [ 1pa/[ ] wHer

Ecnu pga, To kakme KpuTepun UCMonb3yrTCs?
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c) KauyecTBo npuMeHeHUs NpaBoOBbIX NOMOXeHW: cnonb3yeTe Nu Bbl KpUTEPUM AN
obecneyeHuns, YToObI MPUMEHUMbIE MPaBOBbLIE MOMOXEHMA cobroaanvch n
NpaBUNbHO NPUMEHSNUCH? [ 1pa/[]Her
Ecnn pga, To Kakne KpuTepumn Ucnonb3yTca?

d) KauyecTBo coTpygHU4ecTBa Mexay 3asaBuUTENneM 1 3kcneptTom: VcnonbayeTe nuv Bbl
KpUTEPUN ONS OLEHKN YPOBHS KOHTaKTOB MEXAY 9KCNepToM U
3anBuTENEM? [ Jpa/[ ]ner

Ecnu pa, kakne Kputepum Ucnonb3yTca?

e) KauecTBo NpaBoOBbIX NOMNOXEHWI: Mcnonb3yeTe nu Bbl KpUTEpPUKN A8 obecneyeHns,
4YTOObI NPABOBbLIE NONOXEHUST ObINN NOHATHBIMW U AOCTYNHLIMU N5 BCEX
COOTBETCTBYIOLLIMX CTOPOH? [ Jpa/[ ]ner

Ecnn pga, To Kakne KpuTepumn Ucnonb3yTca?
Mcnonb3yeTe nu B Ballen HaUMOHaNbHOW KOPUCAMKLUKN Kakne-nnbo apyrme kputepum gns
onpeaeneHns kayectea NaTeHToOB?
[ na/[rer
Ecnn pga, To Kakne KpuTepun Ucnonb3yTca?

Kakune KOHKpETHbIE HauMoHalbHbIE Lenun, Npu Hann4nn TakoBbiX, NCNONb3YKTCA ONA
onpeaeneHna n obecneveHns Ka4ecTBa HaUMOHanNbHbIX MATEHTOB?

Kakune KOHKpeTHble Lefin BeJoMCTBa nC, npn HannM4ynm TakoBbIX, NCMOJNb3YIOTCA ANA
onpeaeneHna n obecneveHns Ka4ecTBa HaUMOHanbHbIX NATEHTOB?

Pa3soden |l: Co3daHue mexHuU4YecKolU UHghpacmpyKkmypabil.

7.

10.

OnuwunTe xapakTep Hay4YHO-TEXHUYECKOro 0DYyYEHUs, KOTOPOE NPOXOANAT SKCMEepPThbl BaLLEro
BegomMmcTBa MIC, B Lensax obecnevyeHns kKayecTBa BblgaBaeMbIX NaTeHTOB?

Onuwnte XapakTtep I'IpaBOBOFO/ npaBoBOro CUCTeMHOro O6y‘-IeHVIFI, KOTOpO€E NpoxoaAaTt
9KCMnepTbl Ballero seaomcrtea MNC B uensx obecneveHuns KkadecTsa BbliaaBaeMblX MATEHTOB?

OnuwnTe xapaktep paboTbl, OCYLLECTBIISIEMbIV NONb30BaTENAMMN NATEHTHOM CUCTEMBI, ANS
obecrnevyeHnst BbICOKOro kKadecTBa NaTeHTHbIX 3asiBOK, NoJaBaeMblX B Balle HaLMoHarbHoe
BegomcTto NC?

Kakne MHCTPYMEHTbI MOUCKa N BapUaHTbI (TeXHI/I‘-IeCKoe n nporpammMmHoe OGGCI’IG‘-IGHI/IG)
MMEI0TCA B pacnopsaXeHnn akcnepTa and obecneyeHns kKa4yecTBa BblaBaeMbIX MATEHTOB?

Pa3den lll. CosepweHcmeoegaHue npouecca.

11.

12.

Kakune KOHKpETHbIE MeTpudeckmne eaquHnLbl NCNoNb3yTCA B BalleM HauoHanbHOM
BegomcTBe IC ans oueHKn KavyecTBa BblaBaeMblX HALUWMOHAamNbHbIX NaTEHTOB?

Kakune KOHKpETHbIE MeTpudeckmne eauHnLbl NCNoJb3yTCA B BalleM HauoHanbHOM
BegomcTBe MC ans oueHkn kadectsa paGOTbI NaTeHTHbIX SKCI'IepTOB?
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15.

16.
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OnuwuTe MexaHn3mbl KOHTPOI1A Ka4yecTBa, NpnMeHsaemMble B BalleM HaloOHallbHOM
BegomcTBe VIC ans obecneyeHnst kayecTBa BblAaBaeMblX NATEHTOB U Ka4ecTBa pa6OTbI
NaTeHTHbIX 3KCI'IepTOB?

Onuwnte cnctemsl ynpaBlieHna Ka4eCTBoOM, nMerLinecd B BallemM BeaoMCTBe NC ans
obecrneyeHns ka4yecTBa NaTeHTOB?

Kakum obpa3om Balle HauMoHarnbHOe BEAOMCTBO MCMOMb3yeT NPOBOAUMYIO 38 PyGEXOM
paboTy MO MOMCKY M 3KCMepTU3e Ans obecneyeHns kKayecTsa NaTEHTOB?

Kakune npobnembl CcToAT Nnepes BalMM HauuoHarnbHbIM BegomcteoM MC npu
MCMNONb30BaHMKN pe3ynbTaToB MOUCKA U SKCNepPTM3bl, MPOBOANMbIX 3a py6exoMm, Ans
obecneyeHunsi kayecTBa NaTEHTOB?

Kak MoXHO npeoaoneTb noTeHunanbHble NPenATCTBUA OANA UCNOJ1b30BaHUA pe3ynbTaToB
nouncKa 1 aKCnepTn3bl, NPOBOANUMbBIX 3a pyGG)KOM?

[KoHeL MNpunoxeHns n gokymeHTa]



