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Mpeaucnosune

1 NOArOTOBJIEH O6wecTBOM C OrpaHUY4eHHON OTBETCTBEHHOCTbIO «MeatexcraHgapty (OO0
«MeaTexcTtaHaapT») Ha OCHOBE COOCTBEHHOIO ayTEHTUYHOrO NEPEBOAA HA PYCCKUI A3bIK MEXOYHAPOLHOIO
CTaHaapTa, ykasaHHOro B MyHKTe 4

2 BHECEH TexHuueckum komuTeTom no ctangaptusayumn TK 011 «MeguuyuHckne npubopsl, annaparthl
n obopyaoBaHue»

3 YTBEPXXOEH W BBEJEH B JEMNCTBWE Mpukasom denepan-HOro areHTCTsa no TEXHUYECKOMY
perynmpoBaHuto n metponoruun ot 1 oktadpsa 2015 r. Ne 1430-ct

4 HacTtodawmn ctaHaapT MAEHTUYEH MexayHapogHomy ctangapty NCO 16021:2000 «Cpeactsa ans
BNUTbIBAHUS MOUM. OCHOBHbIE MPUHLMMNLI OLIEHKM OAHOPA30BbIX CPEACTB AN BMUTBLIBAHUS MOYU NpU
HeaepXXaHuM y B3POCNbIX C TOYKM 3peHMs nonb3oBatenein u obcnyxuearwowero nepcoHana» (ISO
16021:2000 «Urine-absorbing aids — Basic principles for evaluation of single-use adult-incontinence-
absorbing aids from the perspective of users and caregivers»).

Mpn nNpUMEHeHWW HaCTOALEero cTaHAapTa PeKOMEeHAYEeTCsi MCMOoMNb30BaTb BMECTO  CCbINOYHbIX
MeXAYHapoAHbIX CTaHAApPTOB COOTBETCTBYIOLUME MM HaLMOHanbHble cTaHAapTbl Poccuiickon depepauunu,
CBEeZleHUs O KOTOPLIX NPUBEAEHbI B AONONMHUTENLHOM NpUnoxeHun OA

5 BBE[IEH BMNEPBbIE

lpasuna npumeHeHuss Hacmosawieeo cmaHOapma ycmaHosneHbl ¢ TOCT P 1.0—2012 (pasden 8).
Unpopmayusa 06 usMeHeHUsX K Hacmosuwiemy cmaH0apmy rybnukyemcs 8 exxeeo0HOM (110 COCMOSHUI0 Ha
1 aHeapsa meKyujeeo 200a) UHOPMaUUOHHOM yKasamere « HauyuoHasbHble cmaHdapmely, a oguyuansHbIl
meKcm U3MeHeHuUll U ronpasok — 8 EXEeMECSYHOM UHPOPMaUUOHHOM yKasamene «HauuoHanbHbie
cmaHOapmbi». B criydae niepecmompa  (3aMeHbl) unu  OmMMeHbl  Hacmosuwieeo cmaHOapma
coomeemcemeyiouiee ysedomneHue 6ydem onybnukoeaHo 6 bnuxalweMm 6bllyCcKe eXeMecsadHo20
UHGhOpMaUUOHHO20 yKasamens «HayuoranbHble cmaHOlapmbi». Coomeemcemesyrowas uHgpopmayus,
yseOomreHue u MeKcMbi pasmeuaromes maKkxe 8 UHgopMayUuoHHOU cucmeme obuie2o nonb3068aHuUs — Ha
ochuyuanbHomMm calime @edepasibHO20 azeHMemMea Mo MEeXHUYECKOMY peayriuposaHuro u Memposioauu 8
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BBepneHue

Hacrosawuin crangapt ycTaHaBnMBAET OCHOBHbIE NPUHUMNbLI MPOBEAEHMA OLIEHKM OAHOPAa30BbIX
CpeAcTB ANSA BMUTbIBAHUS MOYM MPU HEAepKaHMM Yy B3POCMAbIX C TOYKM 3PEeHMs nonb3oBaTenen u/mnm
obcnyxkuBaloLlero nepcoHana, unu oboux cpady. CTaHaapT COAEPXWUT yKasaHuA AN OUEHKU
BMUTbIBAEMOCTM MPOAYKTa B pearnbHbIX YCNOBUAX 3KCnnyatauuum W, cneaoBaTtesibHO, MOXET ObITb
UCMNOJIb30BaH NMpu OLEHKE pasnMyHbIX NPOAYKTOB C Pa3HbIMM SKCMNyaTauuOHHbIMU XapakTepuCcTUKamu.

Hacroawmin  ctaHaapT COAEPXMT  OCHOBOMOMAaralolme NPUHLMNbLI,  KOTOPbIE  JOIDKHbI - ObITb
paccMOTPEHbI NPW OLEHKEe 0A4HOro NPoAyKTa Npu peanbHOM MCNOMNb3oBaHUKU. ECrin oueHnBaeTCca HeCKOSbKO
NpoAyKTOB, NPeANOXeHHass npoueaypa AOMMKHA NPUMEHATbCH K KaKAOMY MPOAYKTY, NPUYEM 3HayYeHust
OLEHOK B MPOTOKOME MOXET MEHATbCA, MNOCKOMbKY Kaxabli NpoAYyKT o6nagaeTr yHWUKanbHbIMU
XapakTepucTukamMm U y4UTbIBAETCS, KEM NPOBOAATCA uccnegoBaHus (Monb3oBaTenemM unu 00Cny>xmBatoLLm
nepcoHanom unu cpasy o6oumu).

CpaBHeHNe AaHHbIX UCCNeaOBaHUNA, NONYYEHHbIX NPU OLEHKE HECKONbKMX NPOAYKTOB, CTAaTUCTUYECKU
CNOXHO W CWUNbHO 3aBUCMT OT TpPpex BaXHbIX (pakTopoB: WHGOpMauuu, nonyyaemonW B npouecce
uccneaoBaHus, pasnuunini Mexay npoayktamu u pasmepom BblIGOpKM nonb3oBaTenei. Hactosawmini ctaHaapt
He PacnpOCTPaHAETCH Ha NPAMOE CPaBHEHWE HAa OCHOBE CTaTUCTMUYECKUX NoKasaTenemn mexay npoaykramu.

Ona nonyyeHus CTaTUCTUYECKM [OOCTOBEPHLIX Pe3ynbTaTOB CpaBHEHUSA pasHbIX NPOAYKTOB,
HeobX0aAUMO UCNOMb30BaTb MEAULMHCKYIO CTAaTUCTUKY.

MNpeacraBneHHble B HACTOsIWEM cTaHgapTe opMbl ANA 3anonHeHus Obinm  paspaboTaHbl B
YHUBEPCUTETCKOM Konnemxke JloHgoHa, AHrnus.

Hactoawwmn crangapt ycraHasnueaeT obwue TpeboBaHMs K MPOBEASHUID WUCCNEeaoBaHWi
nonb3oBarendMm Cpeacts AnA BNUTbIBAHNUA MOYU MPU HeJepXaHuu, 4TOObI nony4vyatb AOCTOBEPHYIO
WHPOPMALIMIO O XapaKTepUCTMKaX U Ka4eCTBe NPOAYKTOB.
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HAUWOHANBbHbLIN CTAHAOAPT POCCUWCKOWN ®EREPALUN

CPELCTBA AN BNUTbIBAHUA MO4YU

OCHOBHbI€ MPUHLMIMBbI OLEHKN OQHOPA3OBbIX CPEACTB
Ana BNUTbIBAHUA MOYYN NPU HeAePXaHUM Y B3POCHbIX
C TOUYKM 3peHnA NoNb30BaTenen n 06CNyXuBaloWero nepcosana

Urine-absorbing aids. Basic principles for evaluation of single-use adult-incontinence-absorbing aids
from the perspective of users and caregivers

Dara BBepeHna — 2016—09—01
1 O6bnacTb NnpUMeHeHus1

Hactoawuin  craHpapt ycraHaBnuBaeT peKkoMeHjauuum Ans  NOCTaHOBKM M NpoBeAeHUn
MCCNeaoBaTenbCkuX WCMbITAHUMA OHOPA30BLIX CPEACTB ANA BNUTLIBAHUA MOYU NPU HEAEePXaHun ¢
npuBneYeHnem nons3oBarenei. Hacroawmi cranaapT CoaepXXUT METOAUYECKME YKa3aHUA Mo coBupaeMbiM
AaHHbIM. B 4acTHOCTM, OH YyCTaHaBnMBAET BUZ 3anNOfHAEMbIX (POPM MO BLISIBNEHUIO U YY4ETY MHEHUW
nonb3oBaTener U 0OCNY>XMBAIOLLErO NepcoHana no MCCcregyembiM JKCMyaTaLMOHHbIM XapakTepucTukam
npogykra. Kpome TOro, B craHaapre onucaH rnoaxoj Ana onpeaerneHus dakra npoTekaHuss U BPEMEHU
MCMorb30BaHUA NPoAyKTa, Ha OCHOBE M3MEPEHMUS MAcChl MOYU.

HacrosiumMin ctaHpaapT He pacnpoCTpaHAeTCsl Ha NPsSIMOe CpaBHEHME Ha OCHOBE CTaTUCTUYECKUX
nokasaTenen mexay npoAykramu.

2 TepMuHbI U onpeaeneHus

B HacTosiLlem CcTaHgapTe NPUMEHEHbI TEPMUHBI C COOTBETCTBYIOLLIMMU ONpeaeneHusiMu:
2.1 obcnyxuBalowmuin nepcoHan (caregiver): Jluuo, okasbiBaloLwee NOMOLWb NONb30BaTenio(iM) no
NPUMEHEHUIO U 3aMEHE NPOAYKTOB ANA HeAepXKaHus.

MpuMmedvaHue — OB6crnyxuBalOWWiA NepcoHan MoXeT ObiTb OnNa4YMBaeMbiM COTPYAHWKOM UMM YNEeHOM
ceMbU/Apyrom.

2.2 komuteT no atuke (ethics committee): OpraH, uenbio AeaTrenbHOCTU KOTOPOro SAAIBNSIETCA 3almTta
WUHTEepecoB CYOBLEKTOB MCCReAOBaHUA, OCOOEHHO B AETCKUX yupeXxaeHusX, Npu NpoBepke NpeanoXeHHbIX
NPOTOKONIOB UCCNeL0BaHNA.

MpumMmeyaHue — OBbIYHO TpebyeTcs paspeLleHWe KOMUTETA MO 3TUKE ANS Ha4Yana UuccnegoBaHus.

2.3 koopauHaTop uccrnienoBaHus (evaluation centre coordinator): Jluyo, 0OTBETCTBEHHOE 3a XpaHEHUe
pe3ynbTaToB UCCNEAOBAHMSA B TOM UIIU UHOM LIEHTpE.

2.4 Begywmmn uccnegosartens (principal investigator): INluuo, ocywecrensiowee obuiee pykoBoACTBO
no uccneaoBaHuIo.

2.5 npoaykt (product): BnuTbiBalolwme W3genus ONS HOLIEHWA HA Tene, npefHasHaJYeHHble Ans
nOMOLLYM NI0AAM, CTPaAAIoLWMM HEeAepXKaHNEM.

MpumedaHue — [JononHutensHas MHpopMaLms o NpodyKUuuu 1 Buaax npoayKumu npusegerHa B UCO 9949-2
n MCO 9949-3.

2.6 nuHenka npoaykrtoB (product line): pynna aHanoruMyHbiX TOBAPOB, MPEA0CTABMNEHHbIX
NPON3BOAUTENEM/NOCTABLUMKOM, KOTOPbIE WMEIOT aHanornyHyi0 KOHCTPYKLUIO, HO OTAMYalTCa Apyr OT
Apyra pasmepomM 1 ypoBHEM BMUTLIBAEMOCTH.

2.7 nonb3oBaresnb (user): INuuo, Hocswee npoaykT(bl), Noanexawui(ue) ccneaoBaHuto (OLEHKE).

N3paHne odouumanbHoe
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3 CosgaHue NnpoToKona uccreaoBaTenbCKUX UCMbITaHUi

3.1 AHKeTbI

Ona uccnenoBaHus UCMONb30BaHA CEPUA aHKET, NpeAHa3Ha4YeHHbIX AnsA coopa 3aMedaHuin 1 MHeHU
none3oBaTenen/obcnyxmBaloLLero nepcoHana no acnekram adheKTUBHOCTU NPOAYKTa NpU HeaepxaHuu,
WUNU HECKOMNMbKUX MPOAYKTOB, B TEYEHWE COrnacoBaHHOrO nepuoga BpemMeHu. LOnONHMTENbHO aHKeTbl
MCNONMb3YIOT A8 BbIACHEHWS BO3pacTa U COCTOSIHWUSA 340POBbs NONb30BaTENA, TUNA HeaepXXaHua U Apyron
aKTyanbHON Hopmaymu.

UHdopmaums, ykasaHHaa B aHkeTax, o6pabaTbiBaeTcs ANs KaKAOro MONb30BaTENS U AN KAX0ro
NpOBEPAEMOro NPOAyKTa B KOHLUE nepuoda WCCNEAO0BaHUA, M UCMOMNb3yeTca ANnA NONy4YeHUA OTYETOB MO
3PPEKTUBHOCTU MNPUMEHEHUS] KaXKOOrO0 MpPOAYKTa B MeEpecYeTe Ha YpPOBEHb YAOBMETBOPEHHOCTU
nonb3oBarenen.

Hactosiwmin cranpgapt onpeaensieT yCnoBUSA COCTaBfeHMA NpoTokona B obwen dopme, Tak Kak
3a4a4u BbINOMHAEMbIX UCCNEA0BAHUIA, rPynnbl NOTpeduTenen, OLUEHKN CalToB, NPOAYKTOB, U KOHKPETHbIE
JaHHble BapbUPYKOTCA B LUMPOKMX npegenax. Bmecro 3toro, B HEM nepeuncrnieHbl OCHOBHLIE BOMPOCHI,
KOTOpbIe AOSMKHbI YUMTLIBATLCH NPU CO34aHUKU NPOTOKONA, HApsaay ¢ pekomeHagauuamu o cnocobax oTeeTa
Ha HUX.

OTBETHI, NPUHATLIE MO 3TUM BONPOCAM, AOIMKHbI ObITb BKMIOYEHbI B OTYET 00 MCCREeaoBaHuAX (CM.
pasgen 7).

MpumeyaHune — Psag Bsonpocos, Mofnexawux PpacCMOTPEHUIO NpU  3anOfTHEHUU aHKeTbl, W Apyrue
npegocraBnaemMble AaHHble, pacCMOTpEeHHbIe B HacTodAweMm CcTaHhapTe, ABNAKOTCA n36bITOHHBIMU n
HelienecoobpasHeiMKU, 6e3 npefBapuUTESibHOW NPOBEPKNM HEOBXOAUMOCTU UX NPeAOoCTaBNEHUa ANA npeanonaraeMoro
nceneaoBaHUA.

3.2 Bbibop npoaykra

LormkHbl ObITb BbIOpaHbl AN MccneqoBaHuMa NpoaykT (2.5) wnu nuHelka npoaykrtos (2.6). Ocoboe
BHUMaHWE AOIMKHO ObITb yaeneHo oTOopy o6pasLoB MpoAyKTa M3 Pasfu4HbIX NPOM3BOACTBEHHLIX NapTUi
Ana Toro, YtoObl caenaTh BbIOOP CryvyanHbIM U YMEHBLUUTE BAUAHUE HETUNUYHBIX PE3YNbTaToB, CBA3AHHLIX,
HanpumMep, ¢ 6pakoBaHHON NapTHen.

3.3 BbiGop nonb3oBaTenen

Mpynnbl nonb3oBaTenen, Uccneaywwpme COOTBETCTBYIOLUME NPOAYKTbl, AOMMKHbI ObiTb BbIOPaHLI B
COOTBETCTBUU C UHCTPYKLIMAMU MO NPUMEHEHUIO NPOAYKTA, pa3paboTaHHbIMU U3TOTOBUTENEM.

Tun HeJepXaHuWst y MONb3OBaTENEN AOMKEH COOTBETCTBOBATL BNMUTLIBAOWENW CNOCOGHOCTU
npoaykra(os), 3aABNEHHOro(bIX) MU3rOTOBUTENEM.

M pumMmeyaHune 1—0na YCTaHOBNEHNA COOTBETCTBUA MeXAY Nonb3oBaTenaMun n nccrnejyemMbeiMn npogykramMun
MOXeT ObiTb MonesHo YCTaHOBUTb Tpe6yeMy+o 4NA noTeHuuWanbHbIX UccriefoBaTenet BMUTLIBAOLLYHO CnocoBHOCTb
npoayKra nytTem B3BelUMBaHUA NCNOSNTB30BaHHBIX UMW MPOKNaA oK B TeHeHNe HECKOJTBKUX LHeN.

BoiGopka nonb3oBaTenei A[OMKHA OTpaxarb pearbHble TPynnbl  KOHEYHbIX NoTpeBuTenei.
Monb3oBaTenu AOMXHbI ObITb BbIGPaHbI M3 LTATa NOGOr0 YYPEXOEHUA UMM U3 Yucna amBynaTopHbIX
nauueHToB, He BKMNYasa B UX COCTAB NOCTOSIHHO UMM NepuoanYecku Habnogaemblx, Tak Kak noTpebHOCTM U
NPUOPUTETLI YACTO OTIMYAIOTCS.

Mn punMmedvyaHune 2 — [lonb3oBaTeny, HaxogAwneca B JOMalUHUX YCNOBUAX, MOryT CnpaBnATbCA CO CBOUMMU
HegepXaHUAMU CaMOCTOATENbHO WNMKW pacCHUTBIBaTb Ha MNOMOWb CO CTOPOHbI o6cny>|<V|Barou.|,ero nepcoHana.
YKenateneHo BbI6V|paTI= Tex rnonb3oBaTenen, KOTOpble ChpaBnAKTCA CO CBOUM HejepXXaHWeM CaMOCTOATENbHO Wk
nonarakTcA Ha NoMoLUb 060ny>KMBa|ou.|,ero nepcoHana, HO He co4YeTaHue.

Ona nogbopa nonb3oBaTtenei unu obBCRY>XMBAKOLLEro nepcoHana AOMmkHbl ObiTb 00O03HAYEeHBI
0HO3HayHble KpUTepuKU O0TOOpa cpean y4acTHUKOB. Takue KpUTEpuKU MOTYT BKNOYaTh B cebs: Bo3pacT, non
nonb3oBarenen, creneHb NOABMXHOCTU, YMCTBEHHOW OTCTANOCTU, TUM HEAEPXKaHUS.

BaxxHo, uT0GbI KpUTEPUK 0TOOPA Nonb3oBaTenei duinn onpeaeneHsl U cobnoaaTecs npu nogbope.

MpumeyaHune 3 — dKecTkme KpuTepuu oTGopa obecneqnBaloT OAHOPOJHOCTb WCCIEAYEMON BLIGOPKM,
NPMBOAAT K Boree MpoCTOMY aHanuay AaHHbIX, HO MPU 3TOM AenatoT nogbop nonbacsaTeneil, yAoBNeTBOPAIOLMX
YCIOBUAM KpUTepus, Gonee CroxXHbIM.
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3.4 Pasmep BbIGOPKM
KonuyecTso nonb3oBaTtenei, NPMHUMAOLWMX y4yacTue B WUCCNEeAO0BaHWU, AOMKHO ObiTb BblIBpaHo ¢
YY4ETOM KOHEYHOrO UCMNONb30BaHUS AaHHbIX, BPEMEHU U PECYPCOB.

MpumedyaHue — bBonbwe unudp obecnednt Gonee AOCTOBEPHblE AaHHble, HO Gomnblloe KOMUYECTBO
uccneposanuil TpebyeT GonbLue pecypcos.

Yenaiowme NPOBECTM CTATUCTUYECKM AOCTOBEPHLIE CPABHEHUS] MEXOY Pa3NUYHLIMWA NPOAYKTAMM
[OIMKHbI 0BPATUTLCA K CNPaBOYHLIM AaHHLIM MEAULMHCKON CTAaTUCTMKN MO KOSIMYECTBY UCTLITYEMbIX, CBOpY
JaHHbIX 1 PaHAOMU3aLMN NOPSAAKA TECTMPOBAHMSA PA3IINYHbIX NPOAYKTOB,

3.5 Nepuoa npoBeaeHUs uccneaoBaTenbCKUX UCNbITAHUN

HormkeH ObITb yCTaHOBNEH Nepuosa BPEMEHW, B TedYeHwe KOoToporo OyaeT uccnenoBaH MPOAYKT.
JomkHo ObITb BblENEHO AO0CTaTOYHO BPEMEHM ans TOrO, 4yTOObI No3BOMUTb
nosib3oBaTeNsAM/06CNYXMBAKOLLEMY MEepCoHany aAanTupoBaTbCA K MPOAYKTY M (hOPMUPOBAHMIO MHEHUS O
ero acpdbektuBHoCTU. OgHAKO BPEMEHHOW Mepuos He AOMKEH ObiTb HACTONMbKO AMNMWHHLIM, YTOBOLI MOXHO
ObINnO y4eCTb pecypcbl, OCOGEHHO ecnu AO0mkHbl ObiTb OLIEHEHbl HECKONMbKO MNpPOAYKTOB TEM JKe
nons3osaTenem/o6Ccny>xuBaoLLUM NepcoHarnom.

3.6 CTpaTerus uccnenoBsaHus npoaykra
Ecnu BbIGpaHHOR rpynnoi nonb3oBaTenen AomkeH ObiTb OLEeHeH Gonee YeM OauH NPOAYKT, BaXHO,
4TO6bI NOPAAOK TECTUPOBAHMA NPOAYKTA BapbUPOBANCA Cpeaun YNeHoB rpynnbl.

MpuMedvaHune — 3TOro, Kak NpaBuno, Nerdye JOCTUHL B COOGLLECTBE, YeM B yYpemaeHusx, rae 3adacTyto
HenpaKTUMHO ANSA pasHblX NauWeHTOB B OAHOW ManaTe OfHOBPEMEHHO WCMOMb30BaThk pasHble NMHENKU MpoayKTOoB.
OpHako NOpsiAOK TECTUMPOBaHWUS MOXHO BapbUpOBaTb MEXZY YYpPexAeHUsMU W MofOoMeuHbiMM, €Criu OLeHMBaeTCA
GonbLUe 0fHOro NpogyKTa.

Ecnn uenaa rpynna npoAyKTOB B JIMHEWKE MPOAYKTOB (HanNpuMep, C pasfuuHbiM  YPOBHEM
BNUTBLIBAEMOCTU UMK PA3NMYHBIMK pazMepamu TEN Mnonb3oBatenen) AaBnaeTca 06bEeKTOM UCCeA0BaHUs, TO
OHW AOMKHbI COOTBETCTBOBATb KPUTEPUAM, KOTOPble WMCMOMbL3YIOT NPU NPUHATUM pEeLUeHUs, Kakow(ue)
npoaykT(bl) BHYTPM [OaAHHOW MNUHENKW NPOAYKTOB OyaeT uccneaoBaTh kaxabld nofb3oBatens. Ecnu
OLIEHMBAIOT HECKOSbKO JIMHEEK MPOAYKTOB — 3TU KPUTEPUM AOJDKHbI NPUMEHSITLCA NOCNeaoBaTenbHO Ans
BCEX UCcrneayembix IMHEEK NPOAYKTOB.

4 BcnomorareribHble cpeacTsa coopa AaHHbIX

4.1 Tpe6oBaHusl K AAHHbLIM

Crepyiowue CBeeHUA/AOKYMEHTBI BKIIOYEHbI B JONONHUTENbHBLIE CPEACTBA COOpA AAHHbLIX:

- aemorpadMyeckue faHHbIe;

- 9KCnslyaTaLuMOHHbIE XapakKTEepUCTMKU NPOAYKTa B aHkeTe (npumep uHdopmauuun, noanexaien
BKJIIOYEHWIO, NpuBeAeH B Tabnuue 1);

- AOKYMEHTUPOBAHUE 3aMEHbI NPOKNAaAKK;

- onucaHue AaHHbIX NPOAYKTA;

- Kpatkas chbopma npoTokona (npumep uHOPMaLMK, NOANEXALLEN BKIIOYEHMIO, MPUBEAEH B Tabnuue 2);

- UHPOPMALMOHHBLIA NUCT nonb3oBartens (nNpuMep uWHGopMauuKn, noanexawen BKIIIOYEHMIO,
npuBeaeH B Tabnuue 3);

- ¢opmbl cormacusi U paspeLueHus (npumep uHdopmauuu, NoAnexallen BKIIIOYEHUIO, NPUBEAEH B
Tabnuue 4);

- OGnaHk nucbMa Ans Bpadyen obwen npakTuku (TepanesToB) (npumep uHMOpMauuu, noanexaiien
BKITIOYEHWIO, NpuBeAeH B Tabnuue 5);

- (bopma oTceBa nonb3oBatena (npumep uHAOPMAUMU, NOANEXALUEW BKIIIOYEHUIO, MPUBEAEH B
Tabnuue 6).

4.2 flemorpacdmyeckue gaHHble

HOomkHa ObiTb co3gaHa chopma Ans 3anucu Aemorpadpmyeckux AaHHbIX COOTBETCTBYIOLLEN TPynMbl
nonb3oBatenein. B dopme MoXxer cogepxarbcs cneaywoowas uHdgopmauua: Bo3pact, Mosl, yMCTBEHHas
OTCTanoctb, NOABMXHOCTb, TUM W YacToTa HeaepXaHwuAa, MeCTO NPOXUBAHUA, U 00bI4HO YKa3biBalOT
XapakTepucTuku npoaykra(os).
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4.3 OkcnnyaTtauMOHHbIe XapaKTepUCTUKN NpoayKTa

4.3.1 SKkcnnyaTtauuMoOHHbIe XapaKTe pUCTUKU NPOAYKTa B aHKeTe

JormxkHbl ObITb pa3paboTaHbl aHKeTbl, COAepXalume IKCnyaTauMOHHbIE XapakTEPUCTMKWU NPOAYKTa,
OTBEYaIOLLME KOHKPETHbIM MOTPEeOHOCTAM W npuopuTeTam Lenesow rpynnbl. AHKETbl AOJDKHbI cofepxaTb
BCE KINIOYEBbIE aCMeKTbl, OTHOCALLMECS K NONb30BaTENsAM/00CNYXKMBAIOLLEMY NEepCoHany B LiIeNeBon rpynne.

MpuMmeyaHune 1— Ons pykoBogcTea no paspabotke dopmbl cMm. UCO 15621.
MpumeyvyaHune 2 — Cnucok BOMPOCOB, UCMNONbL3YEMbIX B UCCNEAOBAHUN ANA OLEHKN NPOoAYyKTa AnA Niofew,
CTpafatoLux CUnbHbIM HefepxaHueM B GonbHULax Benuko6puTtanuu, npuseaeH B Tabnuue 1.

AHKETbl JOIKHbI ObITb YETKUMW, HEABYCMBICHIEHHBIMU W NErko MOHATHBIMU ANA  3anofIHeHUA
nonb3oBaTenaMu/o0CNy>XMBaOLLMM NEPCOHANOM. AHKETa Takke AOMKHA ObiTb NOCTPOEHA TakuM 06pasoMm,
yToBbl NEerko M3BMneKanuchb [aHHble Ans aHanusa. BaxHo, yToGbl BOMPOCHN ObINKU CHOPMYNUPOBAHBI
HEeNTpanbHO, YTOObI HE MCKaXKaTb OTBET WS HE COAEepPXaTb NOACKa30K KOHKPETHOro OTBETA.

Pa3HoobpasHble BECOBble KpUTEpUM MOTYT OblTb WCMOMb30BAHbI B OTBETAX aHKETbl: Hanpumep,
TpexGannbHasa wkana (HanpuMep, XOopowio, NpuemsiemMo, Henpuemnemo) wunu AByxOannbHas wkana
(HanpumMep, yA0BNETBOPUTENBHO, HEYAOBNETBOPUTENBHO).

JomkeH ObITb yCTaHOBMEH MeTo4 cOopa [AaHHbiX O BMUTLIBAEMOCTM NPOAYKTa, Hanpumep OT
nonb3oBaTtenen, 06CNy>KMBAaloOLLEro NepcoHana unm ot oGomx cpasy.

PekomeHgyemass oueHka, €cnu Mnonb3oBaTenu MOryT CaMOCTOSTENbHO BblpasuTb CBOE MHEHMWE.
ObcnyxvBaloLemMy nepcoHany [AOMKHO OblTb NPearniokeHo MpeaocTaBnATb AAHHbIE, €Chnu  camu
nonb3oBaTenu 9TOro cAenaTtb He B COCTOAHWMM (MMM €ChM BenuKka pornb OOCMAYXMBAIOLEro nepcoHana) B
OKa3aHWM MOMOLLM NONb30BaTENsAM, HAaNPUMEp NPy ONPEAEeNeHMN, HACKOMbKO NErko HaaeTb NPOAYKT.

OTaenbHO 0BCNyXMBAIOLIEMY NEpPCcOHany He AOSKHbl ObiTb MPEeAnOKEHO 3anofHWUTL  aHKEeThI,
kacatowmecss 00onbLOro yucna nonb3oBatenei. Ecnu oHM 3anonHAIOT aHkeTbl AnA Gonee yeMm OAHOroO
nonb3oBaTens, OHW AOMXKHbl 0Becneuntb, YTOObl AAHHbLIE, KOTOpPblE OHU NPEAOCTaBMAIOT, KacalTcs MX
onbiTa paboTbl C MPOAYKTOM ANSA KaXAO0ro oTAenbHOro nonb3osarens. Mpu aTom BaXxHo u3beratb NpocToro
3aMoSIHEHMSA HECKOSbKUX aHKET OAUHAKOBO, HA OCHOBE MX CYMMAapHOrO OMbITa C rpynmnon.

4.3.2 1o0KyMeHTMpOBaHue 3aMeHbI NPOKNaAKu

Mpu 3aMeHe MOryT ObiTb MONyYEHbI AONOMHUTESNBbHbIE 3KCNNYyaTALMOHHbIE XapaKTepPUCTUKN NPoAYKTa.
Hanpumep, CpOK HOLIEHWA MPOKNagkM MOXET ObiTb onpeAeneH NyTeM 3anucu BPEMEHW HaAeBaHua U
BPEMEHU CHATUSA U BbIMUCAEHUS pasHULbl. AHANOMMYHO, Macca MOYM OnpeaensieTcs N0 pasHOCTU CyxOro u
MOKPOro npoAykra npu YCTaHOBrieHMM dhakTa MPOTEKAHMS MOYM U BbIMMCIIEHUA pasHUUbl. [MonyyeHHble
JaHHbIEe 3anuUCbIBaIOT B OTYET.

KonuuecTtBo ucnonb3yembliX NPOAYKTOB KAXAOro BUAAa AOIDKHO ObITb OTPAXXEHO B OTUETE MPU 3anucu B
xypHan. OHO MOXeT NOHaZoOUTLCA ANsl YTOYHEHMS Nepuoaa MPOBEAEHUS WCCNEAOBaHUS KaXKaoro
npoaykra.

I pumMedyaHune 1— «I'IpOTeKaume» 34eCb OTHOCUTCA He K BbITEKLUEMY U3 MOYEBOIo MNy3bipA, a BbITEKLLEMY U3
npoAyKTa Ha ogexay, NocTeribHble NPUHaANEXHOCTU UK Mebenb.

Mpumeyvanune 2 — B[5], [6] npuBeaeHbl NpUMepbl UCCRIEA0BaHMIA, B KOTOPLIX UCMONb3OBanNuCh TpexbansHas
LKarna ypoBHS NpoTeKaHus.

4.4 laHHbIe ONUCAHUA NPOAYKTA

HOomxHa ObiITb paspabotaHa cranHgaptHas ¢opMa OMMCAHMS NPOAYKTA, B KOTOPYID 3aHOCAT
uenecoobpasHyio uHdopmaumio 00 uccnegyemom npoaykre. Hanpumep, MmoryT ObiTb  BKIOYEHbI
Marepuansl, UCMONb3yeMbIE€ B U3AENUU, AeTaNM KOHCTPYKUMKM, Pa3MepPbl U Macca B CyXOM COCTOSHUMW.

4.5 [lononHuTenbHble AOKYMEHTbI

MoxxeT noHagobuTLCA paspeLleHne OT komuTeTa no aTuke (2.2) AnNA nNpoBeAeHUst NonbL30BaTeNAMU
nccneaoBaHuin. Heobxoaumbie 40KyMEHTbI MOTYT BKROYaTh B cebs:

- KpaTkyto dopma NpoToKONa;

- MH(OPMALMOHHBIN NUCT ANA NONb3oBaTeENs;

- ¢hopmy nucra cornacus (4nA Tex, KTo MOXeET AaTb COrnacue NPUHATL y4acTue OT CBOEr0 UMEHM);

- dhopmy paspelseHus (ans poaCTBEHHUKA/OOCNyXXuBaloWero nepcoHana Tex, KTo He MOXeT AaTb
cornacue NpuUHATL y4acTue OT CBOEr0 UMEHM);

- npeaBapuTENbHOE MUCbMO FMABHOMO Bpava MeAMLMHCKON OpraHn3aummn nonbL3oBaTens;

- cdopmy oTCeBa nonb3oBaTens.
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MpumMmevyaHne 1— CM. Takke Tabnuubl 1—>5.
MpumeyaHne 2 — HeKkoTOpble KOMUTETHI MO 3TUKE W3pefKa MPOBOAST COBELUAHUS, WU MofydeHue
paspeLleHnii AN BbINOMHEHWA NccreoBaHnii MOXET noTpebosaTh HEKOTOPOro BpeMeHMU.

5 OnpoboBaHue nonb3oBarenemM

5.1 HavyanbHoe oGyyeHue

HauyanbHoe oBy4eHne no 3anonHEeHWIO aHKeT, OPM U CBA3AHHLIX C HUMW AOKYMEHTOB MO OLEHKE ANs
[JOCTIKEHUS ACHOCTM M OJHO3HAYHOCTWM AOSDKHbI MPOBOAWTbL AN BCeX Y4acTHUKOB. OOyuyeHue
nonb3oBatenen/o6enyxuMBaipoLLEro nepcoHana AOMKHO NPOBOAUTL Ha BnaHKax Tex Xe LOKYMEHTOB, YTO U
OyayT ucnonb3oBaTh NPW NOCAEAYLMX nccneaosanusix. Mpu HeoBXoAUMOCTN MX KOMMEHTapUN U MHEHUS
JOMKHbI ObITb UCMONB30BAHLI AN YNYULIEHNUA JOKYMEHTOB.

5.2 NMogroroBka

HasnavatoT BegyLlero uccneposarens (2.4), U OH HeCeT MONHYK OTBETCTBEHHOCTb 3a BbIMOSMHEHUE
nuccnefoBaHus B LEnoM. Takke ecnu nonb3oBatenu OyayT HabpaHbl Gonblie 4Yem B OAHOM MecTe, TO
AomkeH ObITb Ha3HayeH KOOPAMHATOP uMccneaoBaHus (2.3) B KaKOOM MeECTe, KOTOpbIi  HeceT
OTBETCTBEHHOCTb 3a UCCMNEeA0BaHWA B KOHKPETHOM MecTe. B crnyyae npoBeAeHWsA UCCeaoBaHWsA B OAHOM
MecTe BeAyLUMii uccriegoBaTesnb U KOOPAMHATOP UCCNEA0BaHUS, KaK NPaBUIO, OAUH U TOT XKe YenoBex.

JorxkHo BbiTe HAbpaHO HEOOXOAUMOE KONMMYECTBO Nonb3oBateneii/obenyxusatroLlero nepcoHana. Kak
npaeuno, Heobxoaumo, 4ytobbl cornacunock ropasgo Gonblue nioaen, Yem TpebyeTcss AnNs UccrieoBaHus,
4YTOObI ObINa BO3MOXHOCTb OTCEBA.

Ecnu oGcnyxuBatoLwmini nepcoHan Oyaer OCHOBHbIM MCTOUMHUKOM [aHHbIX, TO 9TO rapaHTUPYeT, 4To
Kaxxabll NONb30BaTeNle MMEET MepCoHanbHOro OOCMYXMBaIOLLEro, KOTOPLIA OTBETUT OT €ro umMeHu. B
uaeane Kaxablin 06CNy>XMBaIOLLMI AOMKEH BbICTYNaTbh OT MMEHU TOMbKO OZHOTO UNW ABYX NONb30BaTenen.

Mpyn HEOOXOAMMOCTM YTOYHSAIOT KOMUTET MO STUKE ANS MONyYeHUst paspeLueHusl Ans npoBeaeHusi
ncecrnegoBaHuns. Icnonb3yloT 4OKYMEHTbI, yKkasaHHble B 4.5.

Cornacue/paspeLLeHe BCeX NONb30BaTenen/o6cny>xmMBatoLLEro NepcoHana AoimkHbl ObiTb MOMYyYeHbI, U
npy HeoBXoAUMOCTU AOMKEH BbITb MPOMHOPMUPOBAH Nevaluuin Bpad nosib3osarens (cM. 4.5 u Tabnuuy 4).

Ons uccnefoBaHuA AOMDKHO OblTb MONYyYEHO AOCTATOMHOE KONMMMYECTBO NPOAYKTOB, NOAMEeXalumx
MccnefoBaHuio, a TaKkke U3roTOBIIEHO AOCTATOUYHOE KOMMYECTBO IK3EMNMAPOB aHKET U UHbIX 4OKYMEHTOB.

6 COoop AaHHbIX

6.1 lemorpadmuyeckue gaHHble

Kaxgbii  nonb3oBatenb (Mnn  OOCRY>XMBAIOWMKA  MepcoHan) AOMmkeH 3anonuutb ¢opMmy ¢
aemorpadunyeckumm AaHHbIMU (CM. 4.2).

6.2 SkcnnyaTauMoOHHbIE XapaKTePUCTUKKN NPOoayKTa

6.2.1 AHKeTHbIE AAHHbIE IKCMSTYaTALMOHHbIX XapaKkTepUCcTUK NpoayKra

Mocne OKOHYaHMS 03HAKOMMTESbLHOro nepuoaa c NPOAYKTOM, KaXKabln
NONb30BaTENL/OOCNY>XMBAIOLMIA  NEPCOHaN AOMHKEH 3anofiHUTb  SKCMyaTauMOHHbIE  XapaKTepUCTUKK
npoaykra B aHkeTe (cm. 4.3.1).

Ecnu nonb3oBatenn/o6CcnykuBaioLmii NnepcoHan uccnegosan 60onbLue YemM OAUH NPOAYKT U3 NUHENKN
NPOAYKTOB B TEYE€HWEe O3HAKOMUTENbLHOr0 nepuoga (Hampumep, OAWMH AHEM, a JAPYroOM HOYblo), TO
3aNONHAIOTCA IKCMIyaTaLMOHHbIE XapaKTePUCTUKN NPOAYKTA B aHKETE ANA KaXA0ro Nnpoaykra.

6.2.2 [loKyMeHTUpOBaHME 3aMeHbl NPOKNAAKN

Ecnn npoaykT npoTek, AOCTUIHYB NpeAenbHOW MAacChl MNPOKMaAKM WM BPEMEHM HOLUEHUS,
DOKYMEHTUPYIOT 3aMEHy MPOKNaaku B AHEBHUKE ANA KaXAoro nosb3oBarensi B TEYEHME BCEro UnM 4actu
nepuoga OLEHKM Ans Kaxaoro npoaykra. [pM  uCCneaoBaHMsAX B yUPeXAEHUsIX PEeKoOMeHAyeTcs
ncnonbL3oBaTb HabniogaTtenein, OTBeYalOWMX 3a OKasaHMe NOMOLUM O0cCnyXuMBaloLemMy nepcoHany no
BHECEHMIO 3anpalimMBaeMbiX AAHHbLIX B >XypHane. [omkHa ObiTb yCTAHOBNEHa Mmacca NpoKnaaku nytem
B3BELUMBAHUA, KOTOPOE LienecoobpasHo, Kak NpaBuno, NPOBOAUTL B TOM UM MHOM LIEHTpe NpOoBOASLLUMM
nccneaoBaHue, C NOMOLLBIO OZIHOMO UMK ABYX 00YYEHHbIX NOMOLLHUKOB (CM. 4.3.2).

Macca mMouM B Kaxxaon npoknagke AomkHa ObiTb onpeaeneHa nyTeM BblMMTAHWUSA MAcCbl NPOKNaaku B
CYXOM COCTOSIHUM OT MaccCbl NPOKNagKu BO BRAXHOM COCTOSAHUU. ECnM NPOAYKTOB MHOTO, UX >KenaTenbHO
npeaBapuTenbHO B3BELLMBATL M UCMOMbL30BATb YCPEAHEHHYIO MACCy B CyXOM COCTOSIHUM MO HECKOSNbKUM
n3genusaMm (AecATHU, CKaKeM, B3ATbIX U3 Pa3nUYHbIX KOPoBOK C NpOAYKTOM) BMECTO 3anuCU Ha MaccChbl B
CYXOM COCTOSIHUM Ka>KA0ro OLl€HUBAEMOro usaenus.
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Mepuoa BpemMeHu, KOTOPLIN NPOAYKT HOCUAMU, AOMKEH UCUUCTIAITLCA C MOMEHTa BPEMEHU YCTAaHOBKM A0
CHATUSA.

6.3 OTceB nonb3oBaTenemn

dopma oTceBa AomkHa OblTb 3anoflHEHA ANA KaAKAOrO MONb30BAaTENA, KOTOPOro MCKMIOYMAIOT M3
uccneaosaHus (cM. 4.5 n Tabnuuy 5).

6.4 laHHbIe onucaHua npoaykKra

dopma onucaHne NpPoAykKTa A0MKHA ObITb 3aNOfIHEHA ANA KaXXA0ro MCCNneayemoro npoaykTa/nuHenku
nNpoaykToB (cMm. 4.4).

6.5 lpyrvue aaHHble

KpaTkasan cpopma npotokona, MH(OPMALUMOHHLIN NUCT ANA nonb3oBatens, popMbl Cornmacus u
paspelleHus W npeaBapuTesNibHOE NUCLMO [MAaBHOrO Bpada MeAWUMHCKOW opraHusauMm nonb3oBarens
OOJDKHbI ObITb UCMONb30BaHLI NOBCEMECTHO (CM. 4.5 u Tabnuupbl 1—5).

7 OTueT 06 nccnenoBaTeNbCKUX UCNbITAHUAX

7.1 Ot4yeT 00 uccnefoBaHUAX AOIMKEH coaepXaTh CRneayioLyto MHopMaLmIo:

a) CCbIfika Ha HacToSALWMI CTaHAapT;

6) onucaHue Kaxaoro UccneayeMoro npoaykra M3 fIMHEMKW NpOAYKTOB Ha OCHOBE WHGOpMauuu
COrnacHo onucaHuto npoaykra (cMm. 4.4);

B) KOMUSA AOKYMEHTA M3roToBUTENA C ONUCaHMEM npeanonaraemoro MCnonb3OBaHUS ANA KaXaoro
NPOAYKTa/NMHERKN NPOAYKTOB U MHCTPYKLUMA NO NPUMEHEHMIO (CM. 3.2 u 3.3);

r) MHpOpMaLUsA O TOM, rae uccneayemble NPOAYKThI ObiNK NONyYeHb! (CM. 3.2);

4) onucaHue npoToKomna uccnefoBaHuAa. [OMmKHO ObiTb COCTAaBNEHO Ha OCHOBAHUM KpaTkon hopmbl
npoTtokona (cMm. 4.4) n coaepxatb:

- cpeacrtea cbopa AaHHbIX (CM. pasaen 4),

- Mepuoa UCCneaoBaHUa ANAa KaXaoro NpoAaykra/nMHenku NnpoaykTos (cm. 3.5),

- KONUYECTBO NPOAYKTOB/NMHEEK NPOAYKTOB, OLUEHEHHbIX OA4HUM nonb3osarteneM (cM. 3.2);

€) OLeHKa, B KOTOPOW onpeaeneHbl 6onee 04HOr0 NPoAYKTa U3 NIMHENKU NPOAYKTOB (CM. 3.6):

- KPUTEPUK TOrO, KAKOn NPOAYKT NONb3oBaTeNb A0MKEH oueHusaTtb (CM. 3.3),

- NOPSIAOK, B KOTOPOM NPOAYKTLI AOMKHbI OLeHMBaTLCA (CM. 3.6);

) onucaHue rnonb3oBaTenen, onupasac Ha uHdopMauuio u3 opmel AnNA 3anucu aemorpauyeckux
OaHHbIX (CM. 4.2);

1) obLiee KONMYEeCTBO NPUBMEYEHHbIX Nonb3oBarenen (cMm. 3.3 n 3.4);

K) Y4CMno Nonb3oBaTenem, KOTopble OLIEHMBaNMU KaXabli NPOAYKT UMK NMHUIO NpoAykKToB (M. 3.3 u 3.4);

n) KpUTEPUN BKIIOYEHUSI M OTCEBA NONb3oBaTenei u3 BbIGOpku (cM. 3.3);

M) MECTOXUTENLCTBO NOMNL30BATENSA, HANPUMEP AOM NMPECTapenbiX unu CO6CTBEHHbLIN oM (CM. 3.3);

H) O0OblyHbIVi(ble) NM uccneayembli(bie) NPoAyKT(bl) ANA OnpeAeneHHOro/kaxaoro nonb3oBaTens,
yKa3biBas Ha3BaHUE NPOAYKTa M UMs npomssoauTens/nocraswmka (cm. 3.3);

M) 3anucb O BMUTLIBAEMOCTM NPOAYKTA HA OCHOBe COOGpaHHOW WHcopmauunm O BNUTLIBAEMOCTU
npoaykra (cm. 4.3);

P) YUCMO OTCESIHHbIX NOMb30BaTENeN U NPUYMHBLI OTceBa (CM. 4.5 u Tabnuuy 5).

7.2 AHKeTHbIe AaHHbIe 3KCMITyaTaUMOHHbIX XapakTepPUCTUK NPOAYKTa B aHKeTe

Monb3oBaTtenb uMA/KoA

,ElaTa 3anoJIHeEHUA aHKeTbI

OTBETCTBEHHLIN 3a 3aMofIHEHUE aHKeThI

|-|p0,q0J'I)KI/ITej'IbHOCTb BpeMeHU nccnegoBaHuA NpoayKra

HaumeHoBaHue npofykra/kon

Hackonbko nerko 6bir10 yCTaHOBUTL NPOKNazgky?

HackonbKko nerko 6blno HageTb Tpychl (MpU HeobxoaumocTn)?

Hackonbko nerko 6bln10 CHATb Npoknagky?

HackornbKko nerko 6bir1o CHATB TPYCHI (MPY UCNONb30BaHUK)?

Hackonbko HesameTHOM Bbina Npoknagka (Hackonbko Obina He3aMeTHOW Nog ofexaown)?

HacKkomnbKko MOHATHa UHCTPYKLMUA NO NPUMEHEHWUIO MPOM3BOAUTENA?

Hackonbko xopoLLo npoknagka yaepxuwsana Mody, He fonyckasa npoTekaHna?

HackonbKko XopoLLo npoknajka NnpeaoTspaliaeT 3anax npu Hocke?

Hackonbko XOpOLUO NpoKnaaka yaepXxuweaeTca npu Hocke?

HackonbKko XopoLuo npoknajka npunerana?

HackomnbKko XopoLLo Tpyckl Npunerany (€Ccnu Hocunm)?

Hackonbko XopoLLo coxpaHunach LieNoCTHOCTb NpoKnaZku (He pacnarnacb Ha KOMOYKU)?

HackonbKo XOopoLLO NpoKnagKka coxpaHana Koxy Cyxoin?

KakoBo obLlee MHEHWEe O Npoknagke?

KakoBo obLLee MHeHWe o Tpycax (ecnu Hocunu)?
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npoTokona. MNpuMepbl MHPOPMaLMK, KOTOpble MOFYT BbITh BKIHOYEHDI

HaumeHoBaHue

NHdopmauma

BeepneHune

UTo Takoe ofHOpa3oBLie CpeACTBa ANA BNUTLIBAHUS MOYU NpU HeAEPXKaHUU U B
YeM MX npeumyllecTBa ANs nonbsoBaTena? [lodeMy uccnegoBaHue BaxHoe?
Kakne nNpoAyKTbl [OMKHbI ObITb oueHeHbl? KTo OyaeT oOTBETCTBEHHbLIM 3a
nccnegoBaHme?

LleJ'II/I ncenepgoeaHunA

WMcenepoBath ... (TUN NpoaykTa)
OnucaHue (cBoilcTBa) B TEePMUHAX.
nonb3oBaTenen)

MNoAroToBKa OTYETa B KaYecTBe PYKOBOACTBA MO ... NPUMEHEHUIO NPOAYKTa

- (Hanpumep, YyAOBNETBOPEHHOCTH

Brei6op nonb3oBatenei

Ob6bscHeHNe Kputepues BKNKOYEHUA U UCKNKOYeHUA

MpoaykTsl

Onpedernexne KonnW4ecTBa pasHbiX NPOAYKTOB C LENMbI UX OUEHKM W Tuvna
HeZepXaHus Mouu

UccnepoBaTtenbckue LeHTpbI

KonnyecTBo 0TOBpaHHLIX YYpexaeHWA W WX reorpaduUHeckoe pacrorioxeHue
(Noc 3asBNeHUe O TOM, HTO KaxAblil LUeHTp 6yaeT WMeTb KoopauHaTopa
nccrei0BaHUi, OTBETCTBEHHOO 3a cGOp AaHHbIX)

NHCTpYMEHTEI OLIEHKU

Mcnonb3oBaHne 3anonNHEHHbIX aHKET U flaHHble 6YKJ'IETOB

MeTobl UccrneoBaHus

KpaTkoe W3noxeH1e Mcnonb3yemoil npoueaypbl OLIEHKN

JlucT cornacoBaHus/paspeLleHus

O6bsicHEHMe NpUMEHAeMON NpoLeaypbl

KoHdunaeHUnansHoCTb 1
aHOHUMHOCTb

HpeACTaBneHme ApuHUMNOB U MeTO40B JOCTUXEHUA KOH(bMAeHLMGJ'IbHOCTVI

AHanus noNfydeHHbIX JaHHbIX

OnpeneneHme nnua, OTBETCTBEHHOro 3a aHanu3 gaHHbIX U MeCTa npoBeAeHUA
AaHHOro aHanusa

BapwaHT oTceBa

O6bsicHeHWe B NPOTOKOSIE OTO3BaHHbLIX MW UCKMIOUEHHBLIX W3 UCCIefoBaHUsi
nonb3oBartenewn

Tabnuya 2 — MpuMepkl MHDOPMaLMKU NTUCTa-aHKEThI

HanmeHoBaHWe UHopmaums
BBepeHue Uto Takoe oAHopasoBble CpefcTBa ANA BNUTbIBAHWA MOYW NPU HeaepXaHunU?
KakoBa Lenb uccnegoBaHua?
TpeboBaHua CoobpasHo noxernaHusaMm nonb3oBaTeneil. OnpefgeneHne KonuyecTsa npoayKUuUm

AONA ee OLUEeHKW. YcTaHoBneHue pernamMeHTa gna nposejeHna uccriegosaHuna

CneuuancHele TpeboBaHus

B Ccnyyvyae BO3HUMKHOBEHUA Yy nonb3oBarend I'IpOGJ'IEM c nobeim 3 ncenegyembix
NPOAYKTOB, OH MOXET O0TKa3aTbCA OT ero JanbHelen OUEeHKKn B nwboe Bpema

JlbrotHele Tpe6GoBaHus

YcTaHoBneHne npedepeHUMini Ana nonb3oBarteneid, MpUHMMaBLUKMX Yy4acTue B
ncenejoBaHuu

HeobxoguMmocTb NpUHUMaTL
yqacTue

OpHo3Ha4yHoe 3asBreHWe O TOM, YTO Momnb3oBaTeNnu He o06fA3aHbLl NPUHUMaTL
y4acTuve B NpegnaraeMom uccrefioBaHum (ga/Her)

KOMWUTET no 3Tuke

HaumMeHoBaHWe KOMUTETa MO 3TUKe, KOTOpLIA YTBEPAUI NpoBeAEHWE UCCIEA0BaHNN

KoHTakTHasa nHdopMaums

Nms, agpec M HOMep TenedoHa Nonb3oBaTeseil No NoBoAy UccresoBaHUi

Tabnuya 3 — Popmbl cornacus/paspelleHns

HaumeHoBaHuWe

MHpopmauma

KoHTakTHasa nHpopMaLus

Nms, agpec W HoMep TenedoHa WccriefoBaTens Ans MonydYeHUs cornacus/
paspeLleHnst

Cornacue Ha npuHaTUe
yqacTus

3aseneHune [nonb3oBaTenb (cornacue) U AoBepPeHHbI POLCTBEHHUK UMW ONEKYH
(paspelueHune)] o cornacusa NpUHATL ydacTue B UCCIeAOBaHWM, ykasaB, YTO OH(a)
npoynTan(a) UHpOpMaLUWOHHEIA nMCT 06 uccrefoBaHWK, Monyyun(a) focTaToqHO
WHopMaLmun, MMmen(a) BO3MOXHOCTb 3ajaTb BOMPOCHI, Ha KOTopble nony4un(a)
ucdepneiBatolwMe OTBETbl, MOHUMMAET, YTO ronb3oBaTenb MOXET cBobogHo
OTO3BaH/UCKIMIOYEH W3 WccregoBaHusa B ntoboe Bpems. MecTo 3asBneHus Aans
NoAnucaHnsa 1 aTUPOBaHMNA CornacuBLUMMCS/pa3peLlunBLUMM U MCCefoBaTENEM

KoHTaKT rmaBHoro Bpava
MEAULMHCKOro yyYpexaeHust
nofnb3oBaTtens

MecTo AN sanucy UMEeHW W afpeca rMaBHOro Bpada MeLULMHCKOrO YYpexneHus
nonb3oBaTens. 3asBrieHWe 0 TOM, YTO COrfacuBLUNIiCS/pa3peluMBLUNIA cornaceH Ha
B3auMofeiicTBMe WCCrefoBaTena C rnaBHbIM BpadoM. MecTo ANA noanucw
cornacusLUerocs/paspelumBLIEro W yKasaHusa faTsl 3asBlIeHNs]
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Tab6nuuya 4 —Nokasatenu 6naHka nucbMa rmasHoro Bpada. CoaepxaHue brnaHka nucbma

HanmeHoBaHue WHdopmaumsa
BeegeHue Mnaw npepanonaraemoro uccnefosaHusA. Begywmii  uccnegoeanue. Llenu.
3asBneHWe o ToM, YTO MauUWeHT (MNKU JOBEpPEHHOe ML) cornacuncs (paspewun)
NPUHATL y4acTue
MpoTokon MnaH Toro, uyto nomnb3oBaTenio OyaeTr npeanoxeHo caenartb. KonudecTBo

OLeHNBaeMbIX NPOAYKTOB. ANUTENBHOCTb UcCrief 0BaHus

KomuTeT no aTuke

3asBneHne 0 TOM, UYTO WUCCME0BaHMA BbinM 0f06peHbl KOMUTETOM MO 3TUKE MO
MecTy paboThl MaBHOro Bpaya

OtceB 3aaBneHWe 0 TOM, YTO MNaUMEHT MOXET ObiTb CBOOOAHO OTO3BaH/MCKIIOYEH U3
uccneaosaHus B noboe Bpems

MpeTeH3un Mopy4nTb rMaBHOMY Bpady MeULMHCKOrO yupexaeHust nornb3oBaTenei cobupatb
nobule nNpeabsBNAeMble CO CTOPOHbLI  MALUMEHTOB, NMPUHUMAIOWMX Yy4yacTue B
uccnegoBaHuy B onpefeneHHbin nepuos BpeMeHU

HononHuTteneHas KoHTakTHas uHdopmayus rmaBHOro Bpadva nonb3oBaTensa AnsA 3anpoca 6Gonee

nHopmaLma nogpobHoi nHopmaumn

OTpbIBHOIA GnaHk And 3asABneHne o TOM, YTO MMaBHbI Bpay NONb3oBaTeENA NpeAnounTaeT He y4acTBoBaTb

3anosiHeHns B UccnepoBaHum, n csobogHoe MeCTo ANA ykasaHusi: hamMunum, UMeHu, oT4ecTBa, a

Takke NPUYUHLI HeXenaHua NnpuHuMaTh ydactue, nognuch, Aarta

Tabnuuya 5— ®opma oTceBa nonbsosatens. MNpumepel 3aNoNHEHNA MHGOpMaLUm

HaumeHoBaHue

NHdbopmauma

CBefieHUa o0 nonb3oBarene

MecTo Ana 3anucu MMEHN U aipeca OTCEAHHOro NoNb3oBaTens

[aTa 1 npu4mnHLl oTceBa

MecTo AnA 3anucu aathl U NPUYUHBI OTCEBa U3 UCCNEAOBaHUS M NoANUCU U AaTbl
MCCJ'IeAOBaTej'IFl/OGCJ'IY)KVIBaPOLLlEFO nepcoHana
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Mpunoxexnune AA
(cnpaBouHoe)

CBefieHNA 0 COOTBETCTBUU CChINIOYHbIX MeXAYHAPOAHbIX CTAaHAAPTOB
HauuoHaNbHbIM cTaHgapTamMm Poccuiickon depepauum

Tabnuya OA1

O603HaueHNe CobINOYHOTo CTeneHb O603HaueHne N HaMMeHOBaHNe COOTBETCTBYIOLETO
MeX/yHapoHoro ctaHaapta COOTBETCTBUA HaLMOoHarnbHoOro cTaHgapTa
MCO 9949-2:1993 — *
NCO 9949-3:1993 — *
NCO 156621:2011 IDT FOCT P UCO 15621—2012

«CpefcTBa ANs BNUTLIBaHUA Mouu. ObLee pykoBOACTBO
Mo OLeHKe»

COOTBETCTBUA CTaHAapTa:

*CoOTBETCTBYIOWMIA  HaLMOHamNbHbIA
ncnone3oBaTh NEPEBO/ Ha PYCCKUI A3LIK JaHHOr0 MeXyHapoAHOro ctanaapTa.
MpuMevaHue — B HacTosAwel Tabnuue Wcnonb3oBaHO criefyloliee ycrnoBHoe obo3HayeHWe cTeneHun

- IDT — nAaeHTUYHBIA CTaHAapT.

cTaHpaapT OoTcyTcTByeT. [o ero yTBepXAeHUs peKoMeHAyeTcs
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