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MpeaucnoBue

Llenn n npuHumnel ctaHaaptusauuu B Poceuitckon ®eaepaunm yctaHosneHsl deaepanbHbiM 3aKOHOM
oT 27 gekabps 2002 r. Ne 184-93 «O TeXHU4ECKOM perynnpoBaHumny, a npasuna NPUMEHEHNA HaUUOHaNbHBIX
ctaHgapToB Poccuitckon deapepaumm — MOCT P 1.0—2004 «CtaHgapTtusauuna B Poccuitckon depepauun.
OCHOBHbIE NONOXEeHUsA»

CBegeHus o cTaHpapTe

1 MOArOTOBJIEH OTKpbITHIM aKUMOHEPHBIM 06LwecTBOM « TKC-onTuka» Ha ocHoBE COBCTBEHHOTO ay-
TEHTUYHOTO NepeBoja CTaHAapTa, ykazaHHOro B NyHkTe 4

2 BHECEH TexHu4eckum kommnteToMm no ctaHgaptusaumm TK 296 «Ontuka u onTudeckue npubopbi» 1
noakomuteTom MK 7 «ObTansmonoruyeckan onTukay

3 YTBEPXX[EH 1 BBEAEH B JEMCTBWE Mpuxasom PegeparnsHOro areHTcTsa no TexXHU4YecKomy pe-
rynupoBaHuio U MeTporiorn ot 28 aekabpsa 2005 r. Ne 374-cT

4 HacTtosilwmiA cTaHaapT ABnNAeTCA MOAUMULMPOBAHHBIM MO OTHOLLEHWUIO K MeXayHapoaAHOMY cTaHaap-
Ty UCO 11979-7:2001 «MmnnaHTaTbl ocpTanbmonorudeckne. MHTpaokynapHble NUH3bl. YacTb 7. KnuHuvec-
ke wucnbiTaHua» (ISO 11979-7:2001 «Ophthalmic implants — Intraocular lenses — Part 7: Clinical
investigations») nytem:

- U3MeHeHUus ero cTpykTypbl. ConocTaBneHne CTPYKTypbl HAacTOSILLEro cTaHgapTa co CTPYKTYpou yka-
3aHHOTO MeXAyHapoAHOro cTaHgapTa NpuBeaeHo B AONOMHUTENBHOM NpunoxeHun G;

- BBeAEHUs AONONHUTENBHLIX CNoB (hpas). MNpu aToM AononHUTENbHbIE cnosa (pasbl), BKOYEHHbIE B
TEKCT cTanaapTa Ans ydeta notpebHocTel HaumoHanbHoM akoHoMukn Poccuiickoin deaepaumm n/vnmn ocober-
HOCTel HauUoHarnbHOW cTaHaapTM3aUmm, BolaeneHbl KypcuUBOM;

- BBeAeHus NnpunoxeHua B, koTopoe aononHaeT pasaenbl U NPUNOXEHUA YKazaHHOTO MeXayHapoaHOro
cTaHdapTa ¢ y4eToM NoTpebHoCcTeln HaumnoHanbHon akoHoMukn Poccuiickoin deaepaunm n/unm ocobeHHocTen
HauMOHanbHOW CTaHAapTU3aLUnK;

- UCKNIOYEeHNst NpUnoxxeHust A NpUMEHEHHOTo MeXayHapoAHOro ctaHaapTa, KoTopoe HeuenecoobpasHo
NMPUMEHSITb B HALMOHANbLHOW CTaHAapTU3aLMA B CBA3U C TEM, YTO OHO ABNAETCA CNPaBOYHbIM U COAEPXUT Tep-
MUHbI, NpusedeHHble B FTOCT P 51892—2002 (MCO 11979-1:99).

Mpwn cebinke Ha MCO 14155-1:2003 «KnuHuveckue ncnbiTaHna MeanuunHckix nagenuin. Yacto 1. Oéwue
TpeboBaHus» (ISO 14155-1:2003 «Clinical investigation of medical device for human subjects — Part 1:
General requirements») B HacTosilLeM cTaHAapTe AOMNOSHUTENbHO NPUBEAEHBI coAepXaHNe COOTBETCTBYHO-
LLMX NYHKTOB U NpunoxeHne E gaHHoro mexayHapoaHoro ctaHaapTa, KoTopble BblaeneHbl BepTUKaNbHON nn-
HWeR, pPacrnonoXeHHOW cresa OT TekcTa. OTO 0BYCrOBNEHO TeM, YTO MeXAyHapOoAHbIN cTaHAapT He UMeeT
aHanoros cpeaun HaunoHanbHbIX CTaH4apToB

5 BBEOEH BMNEPBbIE

UHebopMauusi 06 UBMeHeHUsIX K HacmosiweMy cmaHOapmy nybruKyemecs & exe200H0 U30asaeMoM UH-
hopmayoHHOM ykazamene «HayuoHansHble cmaHlapmbl», @ meKem U3MeHeHuUl U fonpasoK — & exeme-
CAYHO U3BasaeMbix UHGOPMaUUOHHbLIX yKka3amensix «HayuoHarnsHele cmaHOapmei». B criydae nepecmMompa
(3aMeHbl) unu ommeHsl Hacmosieao cmarOapma coomeemcemesyroujee yesedomreHue 6ydem ornybrukoeaHo
8 eXeMeCsA4YHO uz0asaeMoM UHGDOPMaUUOHHOM yKasamerne «HayuoHarneHele cmaHOapmei». Coomeemem-
syrolyast UHhopmayusi, yeeOOMIIEHUE U MeKembl pasMelyaromesi makxe 8 UHghopmayuoHHoU cucmeme 06-
wjeeo rnone3oeaHuss — Ha oguyuansHom calime @edepansHo2o ageHmemeaa o MexHU4YeCcKoMy peaynuposa-
HUK U Mempornoauu e cemu VIHmepHem

© CraHgapTtuHopm, 2006

HacTosawuia CTaHOapT HEe MOXeT OblTb NMOMHOCTbIO UM YaCTUYHO BOCnpouseedeH, TupaxKuposaH 1 pac-
NpocTpaHeH B KayecTBe oduLMansHoro nsgaHus 6e3 paspelueHust defeparnbHOro areHTCTBa Mo TeXHUYECKo-
MYy perynmpoBaHuio 1 MeTponorim
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HAULUWOHANbHBIAW CTAHOAPT POCCUNCKON GEQEPALUMN

UmnnaHTaTthl opTanbmonoruvyeckue
MHTPAOKYNAPHbBIE NIUH3bI

YacTtb 7
KnuHu4yeckune ucnbiTaHusa

Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations

DaTta BBegeHnss — 2007—01—01

1 O6nacTb NpuMeHeHus

Hacmoswui cmaHOapm pacrnpocmpaHsiemcsi Ha nepedOHeKaMepPHbIe U 3a0HEKaMEepPHbIe UHMPAaOoKyIIsp-
Hble TUH3bI (Oanee — MOJT) HezasucumMo om Mamepuarna, U3 Komopoa2o OHU U320MmoeJieHbl, Mecma Jiokanusa-
yuu 8 enasy nayueHma u QyHKUUOHaIbHO20 Ha3Ha4YeHUs (pome3 Xpycmaruka afasa unu nuHsa, npedHas-
HadyeHHasi OISl KoppeKyuu aghakuu u aHomanuli pegpakuyuu).

CmaHdapm ycmaHasenueaem mMemoob! KITUHUYECKUX ucrbimaHull Modugbukauuti MO/, a makxe mpebo-
8aHUS K rPpOMmMOoKoaM KNUHUYecKux ucrsimanut NOJ1.

Mpwumeyanwune—[Opyrve unel NOJT noasepraioT KNMMHUYECKMM UCTbITaHUAM Mo [1].

2 HopmaTuBHbIEe CCbISKKU

B HacTosileM cTaHgapTe UCNoMb30BaHbl CCLIKN Ha crneaytowue cTaHaapThl:

FOCT P 51892—2002 (MCO 11979-1—99) Mmnnanmamsi ogpmarnbmonoaudeckue. IHmpaokynspHbie
nuH3el. Yacme 1. TepMuHbl u onpedeneHust

FOCT P 52038—2003 (MCO 11979-2—99) Umnnanmamsi ogpmaribmonoaudeckue. IHmpaokynspHbie
nuH3bl. Yacme 2. Onmuyeckue ceolicmea u MemoOsbi UchbimaHul

FOCT P 52039—2003 (UCO 11979-3—99) Umnnanmamel ogpmarnsmonoaudeckue. IHmpaokynspHbie
nuH3bl. Yacme 3. MexaHuveckue ceolicmea u MemoObl UcbimaHul

FOCT P 52040—2003 (MCO 11979-6—99) UmnnaHmamsl oghmarnbmornoaudeckue. IHMpaoKynspHeie
nuH3bl. Yacme 6. Cpok 200HOoCmu u cmabunibHOCMb 1pU MpaHcrnopmuposaHuu

l1pumeyanue— lNpu nons3oeaHuu Hacmosawum cmaHdapmom yenecoobpasHo nposepums Oelicmaue cCbi-
04HBIX cmarB@apmos 6 uHghopmayLoHHOU cucmeme obwezo 1107b308aHusi — Ha oguyuanbHoM catime ®edeparnbHoz0
ageHmemea o MexHU4eCKOMy peayrupo8aHuio u Memponozuu cemu YinmepHem unu ro exez200H0 u30agaemMoMy UH-
bopMayuUoHHOMY yKasamenio «HayuoHanbHbie cmaHoapmei», KOMopabIl orybuKo8aH 1o COCMOSAHUI0 Ha 1 iHeaps mekKy-
wezo 200a, U o COOMEeMCMBYIWUM eXeMeC4HO u3dasaembiM UHPOPMAUUOHHLIM yKa3amensaM, oiybnuKo8aHHbIM 8
mekywem 200y. Ecnu cebinoynbili cmarHOapm 3aMeHeH (USMEeHeH), Mo 1ipu 11o1b308aHUU HACMOAWUM CMaHOapmom crie-
Oyem pykogodcmeoeambCsl 3aMeHeHHbIM (U3MeHEeHHbIM) caH0apmom. Ecriu cebinoyrbili cmaHOapm ommeHeH 6e3 3a-
MeHbi, MO 10/I0XKeHuUe, 8 KOMOPOM OaHa CChIIKa Ha He20, NIPUMEHSIeMCS 8 Yacmu, He 3ampazusaroweli 3my CChifKy.

3 TepMuHbI U onpeaeneHus

3.1 B Hacmosiwem cmaHOapme npumereHbl mepmMuHsi o FOCT P 51892, FOCT P 52039 u cnedyrouwue
MmepMUHBI C COOMEEMCMBYIOWUMU OrpedesieHUsIMU;

3.1.1 cepbe3HbIn HeGnaronpuATHLIA Ucxopn (adverse device effect): MocneonepaunoHHbIA Ucxoa,
MoTeHUMaNbHO YrpoXatoLWnin 3peHnio.

MpuMedyaHue—Ipumepsl cepbe3HbIX HEGNAroNPUATHLIX UCXOA0B NpuBeAeHbI B Tabnuuax A.1 n A.2 npuno-
XeHus A.

U3panve odpmumnansHoe
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3.1.2 nnaH knuHuYeckux ucnbimarul; KU (clinical investigation plan): [JokymeHm, onpedensroujull
uenu, 3adayqu, Mmemo0oiioautro, cucmemMy KOHMPOITs, MpoeseOeHUs aHanu3a U XpaHeHUs1 0aHHbIX O KITUHUYECKUX
ucrsimaHusix.

3.1.3 knuHuYyeckoe ucnbimaHue (clinical investigation): /lio6oe paspabomaHHoe U 3aniaHuposaHHoe
cucmemMamu4yeckoe UsydeHue ¢ Ueslbio rposepku besonacHocmu u/unu akcrimyamauuoHHbIx ceoticme NOS1 ¢
y4Jacmuem cybLekmos.

3.1.4 cy6bekm (subject): Jluyo, ydacmeyroujee 8 KIUHUYECKUX UCTbIMaHUSIX C IPUMEHEHUEM UCTbimy-
emou NOJT u/unu e cocmage KOHMPOTLHOU epyrbi.

3.1.5 knuHu4eckul ucnbimamens (clinical investigator): Jluyo u/unu opeaHu3auyus, 0meemcmeeHHbIe
3a rposedeHuUe KITUHUYECKUX UCMbIMaHull U Hecyuue KITUHUHYECKYo 0meemcemeeHHocmsb 3a bria2onosy4yue
808J1eYeHHbIX CybbeKkmos.

1 pumMmedvyaHue — Jluyo wunu opz2aHu3ayus HasHadaromecesa 8 coomeemcemeuu ¢ Oedcmeyfou;um 3aKoHOOa-
meJsibCmeom.

3.1.6 opeaaHuzamop (sponsor): Jluuyo u/unu opeaHusauyusi, Komopbie HeCym omeemcmeeHHOCMb 3a
Hayaro u/unu rpoeedeHue KIMUHUYECKUX ucrbimaHud.

3.1.7 enaeHbIl KnuHU4Yeckul ucnbimamesb (principal clinical investigator): KnuHuyeckuli ucrnsima-
mersib, 0MeemcmeeHHbIll 3a opaaHu3ayuro KIUHUYECKUX UcrbimaHul, nposodumbix 8 0OHOU opeaHu3ayuu
(nabopamopuu).

3.1.8 koopduHamop (coordinating clinical investigator): KnuHudeckul ucrieimamerib, Ha3HavYaembill
Op2aHu3amopOoM 071 KOOPOUHaUUU KITUHUYECKUX UCribimaHul, po800UMbIX 8 HECKOJIbKUX OpeaHu3ayusix (na-
bopamopusix).

3.1.9 knuHuyeckasi agpcpekmueHocmsb (clinical performance): U3ydeHue onpedeneHHozo muna NOJ1
u/unu eeo nompebumernsCcKux ceolicme 8 Cily4ae KOHKpemMHO20 UCob308aHus Ha cybbekmax, 05151 Komo-
PbiX OHO MpedHa3HayeHo.

3.1.10 ¢popma omyema (case report form): [JokymeHm, npedHasHaqyeHHbI 01151 3anucu ecell UHhopMa-
yuu, npedocmaesissemoll opeaHu3amopy ro Kaxoomy cybbekmy e coomeemcmeuu ¢ mpebosaHusIMU rnaHa
KIUHUYECKUX ucrsimarud.

3.1.11 xypHan knuHu4yecko20 ucnbimamens (clinical investigator’s brochure): [Jokymenm, npedHas-
HauveHHbIU 01 3anucu KITUHUYeCKoU U HeknuHu4deckol uHgpopmayuu ob ucnsimyemoti MOJ1, omHocsiwelcs K
ucrsimaHusiM Ha cybbekmax.

3.1.12 Ha6nrdamens (monitor): Jluyo, HasHa4eHHoe opaaHu3amopom 0115 HabrrodeHusI 3a coomeem-
cmeuem Oelicmeull KITUHUYEeCK020 Ucrbimamesisi IPOMOKOITY KITUHUYECKUX Ucribimarul U rnposepKu UCXOOHbIX
OaHHbIX.

3.1.13 ucxodHble OaHHble (source documents): VHghopmauusi, npedcmasrieHHas 8 sude opueuHalib-
HbIX, UOEHMUUUUPOBaHHBIX U cepmuchbuluposaHHbIX 3arucel KITUHUYeCKUx ocMompos, HabmodeHul u/unu
Opyaux delicmeauti 8 meyeHUe KITUHUYECKUX UCTbimaHrull, Heobxo0umMasi 0511 OUEHKU KITUHUYECKUX UcrbimaHuU.

3.1.14 okoHyamenbHbIl omyem (final report): [JokyMeHm, 3arofnHaeMbIl ociie OKOHYaHUs KIuHu4Yec-
KUX ucrisimaHul, codepxawjuli onucaHue U OUeHKy pe3ylibmamos.

3.1.15 komumem rio amuke (ethics committee): Hezasucumsili KoMremeHmHbili opaaH, omeedyarowjuli
3a besornacHocmsb, briazorionyyue U ripasa cybbekmos, MpUHUMAaKOWUX ydacmue 8 KITUHUYECKUX UCTIbIMaHUsIX.

3.1.16 pacnucka 06 uHghopmuposaHHocmu (informed consent): [JokymeHm, umerowjuti ropududec-
Kyto curty, nodmeepxoOaroujull coanacue cybbekma Ha 006p0o8oribHoe ydacmue 8 KITUHUYEeCKUX UCTbImaHUSIX.

MpwnmeyaHune— TpeboeaHus k pacrnucke 06 MHHOPMUPOBAHHOCTU NPUBEAEHbLI B NPUNoXeHn B.

3.1.17 koHmponbHas epynna (control populations): Cy6bekmsl, KomopbiM umnnaHmuposarsi VO],
coomeemcmsyrowjue mpebosaHusim OCT P 52038— MOCT P 52040.

3.1.18 ucmopuyeckas koHmporsnsHas 2pynna (historical control population): KonmpornbsHas epyrnna,
npowedwas KNUHUYECKUEe UCTbimaHUusl U UMeroujasi cepbe3Hble HebrnazonpusmHbie ucxoobl.

4 3Tnyeckue cornaiwieHus

4.1 O6wue TpeGoBaHUA

411 I'IpaBa, 6e3onacHoCTb U ﬂO6pOBOJ’IbHOCTb y4actua Cy6'beKTOB KIMHUYECKNX UCTILITaHUIA OOIDKHbI
ObITb 3alMLLEHbI B COOTBETCTBUM C STUYECKNMUA NPUHLMNaMU, N3NOXEHHbIMU B XeNbCUHCKON Aeknapauunu, 1
AoMkHbI cobntogaTbes Ha MoboM aTane KMMHUYECKUX UCTBbITaHWUA.

2
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4.1.2 OpraHv3aTop W KMUHUYECKWA UcnbiTaTenb He AOMKHBI OKa3biBaTb A4aBMEHUS UMK NPUHYXAAOLWNX
OeNCTBUIA Ha cybbekT, HabntogaTens, KINMHUYECKOro UCNbITaTeNsa-koopauHaTopa U ApYruxX SUL, y4acTBYIOLUX B
KIMHUYECKUX UCTIbITAHUSIX.

4.1.3 OpraHusaTtop OoMmKeH AOKyMeHTanbHO NOATBEPANTb KOMNEeHcauntio cybbekTam B criyyae TpaBMbl,
npowusoLleaLleit Npyu NpoBeAeHUN KITMHUYECKUX UCNbITaHWi. JononHutensHoe MeauuuHckoe obcnyxueaHue
Cy6beKTOB, KOTOpbIM OHO MoTpebyeTcst B pesynbrate HebnaronpusaTHOrO UcxoAa KMMHUYECKUX UCTbITaHUNA,
A0MKHO BbITb 3annaHMPoOBaHO U 3aA0KYMEHTUPOBAaHO.

4.1.4 Bce y4yacTHUKMN KITMHUYECKUX UCNbITaHWI OOMKHBI pasaensaTb OTBETCTBEHHOCTb 3a 3TUYECcKoe Mo-
BelleHWe B COOTBETCTBUM C UX POJILIO NMPU NPoBeAeHUNA KNUHUYECKUX UCTIBITAHUA.

5 Tpe6oBaHusn

5.1 O6wue TpeGoBaHUA

5.1.1 Mexay opraH43aTopoMm, UcneiTatenem n Apyrummn Nuuamm, y4HacTeyoLMMN B KNUHUYECKUX UCTIbI-
TaHUsX, AOMPKHBI CyLecTBOBaTb (hopManbHble corflaweHuns, onpegensiowme kpyr ux obssaHHocTeil. Bee
dopManbHble cornalleHUst A0SDKHbI 6bITb 3a40KYMEHTUPOBaHbLI B MUCbMEHHOM BUAE WU NOAMUCAHbI BCEMU
yHaCTHUKaMW.

5.1.2 Bce nuua, yyacTByioLue B NpoBeAeHUN KIMHNYECKUX UCNIbITAHUA, OSHKHBI UMETb COOTBETCTBYHO-
Wyt keanudukayno/obpasoBaHue U/nunmn onbiT ANs UCNONHEHUA CBOUX 00A3aHHOCTEN.

5.1.3 TnaH KNMHUYECKUX UCTIbITAHWUIA OOMMKEeH COOTBETCTBOBaTL TpeboBaHusaM [2].

5.1.4 KnuHuueckune ucnbiTaHus A0MKHLI ObITh paspaboTaHbl 4na onpeaenerusa cootsetcTeus NOJ Ha-
3HauYeHHOW rpynne cybbeKkToB, Anst KOTOPOWU OHU NpeagHa3Ha4eHbl. McnbITaHUa AOMKHBI COOTBETCTBOBATL Tpe-
60BaHNAM KMUHWYECKON peneBaHTHOCTU U Hay4HOW AOCTOBEPHOCTMU.

5.1.5 B nepuo KnNMHUYECKUX UCNBLITAHWA BCE ydvacTByOWME Nuua A0MKHbI cobnoaaTh koHduaeH-
unanbHOCTb. [laHHble, NonyyeHHbIe B Nepuoa KIMHUYECKUX UCNbITaHWIA, OOSMKHBI ObiTb 3alULLEeHbl OT HecaHK-
LNOHNPOBAHHOIo NCMOJIb30BaHUA.

5.1.6 B oTueTax u nybnukauusix o KNUHUYECKUX UCNbITAHUAX AokHa cobnioaaTbea kKoHbuaeHUuanb-
HOCTb MHpOPMaLIMKM O KaXKaoM cybbekTe.

5.1.7 Cnncok nMmeH cybbekToB U MaeHTUdMUKaUMOHHas MHMOPMaUUs AOMKHbI, MPU HEOBXOAUMOCTH,
XPaHUTLCA OTOENbHO OT OTYETHbIX hopMm.

5.1.8 lMepen Ha4yanom KNMHUYECKUX UCTILITAHUIA HeobXoAUMMO NPOBECTU cneayloline AeACTBUSA:

- paspaboTtaTtb U YyTBePAUTb NNaH KMMHUYECKUX UCTbITaHWIA;

- MOMy4YMTb Cornacue KoMuTeTa no 3TUKe;

- MOMy4YMTb COOTBETCTBYHOLLEE pa3peLleHNe KOHTPOMUPYIOLLMX OpPraHoB.

5.2 [lononHuTenbHble TpeGoBaHUA

5.2.1 OpraHusaTop 1 KMUHUYeckue UcnbiTaTeny 40MKHbI OLleHNBaTL YPOBHU HEBNaronpuUsATHbIX UCXOA0B
K ocTpoThl 3peHns ans NOJIT npn KNMHUYECKMX UCTIbITAHUSAX.

5.2.2 BbesonacHocTb U aththeKkTUBHOCTL Kaxkaon mogenn NOM gomkHbl ObiTb NOgTBEPKAEHbI:

- KNMHUYECKMMN UCMBITAHUAMU, NPOBEAEHHBIMA B COOTBETCTBMM ¢ TpeboBaHMAMM HACTOAWEro CTaH-
AapTa;

- CpaBHeHWeM napamMmeTpoB Modenn ¢ napameTpamMmu 6a30BoN MoaeNn, NokasbiBaloLW MM, YTO Moaerb SB-
nsieTcs HesHaunTenbHo N Mogudukalmnen 6asosol Moagenn, 6esonacHocTb U 3dPEKTUBHOCTb KOTOPO AoKasa-
Hbl KITMHNYECKUMW UCTIBITAHUAMMN.

MpumedyaHune— PykoBoacTeo no onpegenexnunio mogudukaumm 6asosor mogenu MOJ npuBegeHo B Npuno-
»eHum C.

5.2.3 KnuHudeckne ucnbitaHus MOIN, npegHasHaveHHbIX Ans Koppekumn adakumn y B3pocrbiX cybbek-
TOB, AOMKHBI NPOBOAUTLCA OPraHM3aTopoM € UCMOMbL3OBAHNEM 3MIEMEHTOB NPOTOKOIUPOBaHUA MO NPUIoXKe-
Huo D. OpraHusaTop QJomKeH paspaboTaTb MPOTOKON C YYETOM OUEHKA Pasfuyuii  NMOCTOSHHBIX
HebnaronpUATHLIX UCXOO0B Y UCTIBITYEeMbIX CYOBEKTOB U CYyObEKTOB 13 KOHTPOSLHOW rpynmbl.

Ecnun NOMN npegHasHaveHa Ans pacrnonoXeHust B nepeaHen 1 3agHei kamepax rmas, To AormkHbl 6bITb
npoBeaAeHbl 0TAeMNbHbIe KIMHUYeCcKMe UCNbITaHUS ANs NPOBepKN KinHudeckon acpdekTuHocTn NOJ B Kaxkaown
rnasHon kamepe.

5.2.4 Bce cybbeKTbl KITMHUYECKNX UCTIBITaHWI B Nepuno UCNbITaHWUIA AOMMKHbI NPOXOAUTL Nepuognyeckue
obcnegosaHus. KnuHnyeckne UcnbITaHUst CYMTaKOT OKOHUYEHHBIMU, KOTAa Ha BCe CYObeKThI, BOBIEYEHHbIE B UC-
nblTaHWs1, BKoYas Tex, y kotopbix MOM 6binv U3BneyeHbl Uy 3aMmeHeHbl, byaet cocTaBneH okoHYaTeNbHbIN
OTYeT Mo npunoxeHuto E.
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6 Metoponoruna

6.1 Tpe6GoBaHUA K AOKyMeHTaLuu

6.1.1 XypHan KnnMHUYeckoro ucnbiTatensa u 4OKYMeHTbl no 6.1.3 aomkHbl 6bITb NOArOTOBNEHb! A0 Ha-
Yyana KnuMHU4ecknx ucnbiTaHui. MNpeaocraensemasn KNMHUYECKUM UcnbiTaTtenem uHgpopmaumsa aomkHa ObiTb
3340KYMEHTUPOBaHa.

6.1.2 >KypHan KnuH14Yeckoro UCnbITaTensa AoSMKeH BKIIloYaTh:

a) 0630p Hay4yHOW NUTEpaTypbl, OLEHKY paLMOHaNbHOCTM NpeanonaraemMoro NCnob3oBaHns UCTbITYe-
Mot MOJ n uenn KNUHUYEeCKNX NcnbiTaHUNA.

I1p ume yaHnue— 0630p Hay4HOU nUMepamypsbi 8Kmo4Yaem & cebs noyyeHue UHghopmauuu 06 orrmuyecKux u
mexaHu4veckux ceoticmeax UOJT;

6) obuiee onucaHne NOM;

B) onucaHue npuHumna agenctsus NOJ ¢ ykazaHuem HayuyHoW nuTepaTtypebl, 1, Npn HeobxoaumocTu, ¢
WHCTPYKLMEN U3rOTOBUTENA NO €€ UCMONb3OBAHUIO U YCTaHOBKE.

JlorkHbI 6bITh YKa3aHbl NOTeHUMasbHbIe MPOTUBOMNOKa3aHusl, NpeaynpexaeHus, BO3MOXHBIA pUCK OT UC-
NbITaHUA U T.1N.;

r) onucaHue npegnonaraemblX KITMHUYECKUX 3KCNyaTaLMOHHBIX XapakTepucTuK;

4) onucaHwe matepuanos, Ucnonb3osaHHbIX B UON;

e) 0630p 1 oLeHKa AaHHbIX in Vitro nvunu in vivo, uMerowwnx oTHolleHne k MOJ, Bkntovas npeaknMHuyec-
Kne AaHHble, Takvue kak buonormdeckue UccrnenoBaHus, HeKNMHUYeckue nabopaTopHble UccneaoBaHUs U Uc-
CnefoBaHUs Ha XKUBOTHBIX;

X) onucaHue npeablaywmx NonbITOK NpoBeaeHUA KNuHudeckoro ucneitTaHua NOJT ¢ Noxoxumm xapakTe-
pUcTUKaMu;

1) 0603HaYeHNs N HAUMEeHOBaHWUSA HaLMOHAaMNbHBIX CTAHAAPTOR, KOTOPbLIM AOMKHbLI MOSTHOCTBLIO UMW Yac-
TU4HO cooTtBeTcTBOBaThL NOJT;

K) pe3ynbTaThl aHanuaa pucka.

BaxHas nHdpopmanus, nonydyaemas B npouecce KMMHUHECKUX UCNBbITaHUIA, AOSKHA PerucTpMpoBaThes B
XypHare.

6.1.3 Y opraHusaTopa uunu ucnbitatens AorPKHbI XpaHUTLCS crefyoLwme AOKyMEHTbI:

a) nnaH KIMHUYECKUX UCTIbITaHWIA;
6) nognucaHHoe N 4aTUPOBaHHOE PE3tOME KaXKAoro KIMHUYECKOro ucnbitaTens;
B) HauMeHoBaHWe(s1) opraHusaunn(nia), NPoBoasILLEN(1X) KIMMHAYECKUE UCTIbITaHUS;

r) MHeHWe WWunu paspelleHne KoMUTEeTa Mo 3TUKE, U3NOXKEHHbIE B MMCbLMEHHOM BUAE U CONpoBOXaae-
Mble COOTBETCTBYIOLEN JOKYMEHTaLMen, NpeayCcMOTPEeHHON AeACTBYIOLIMM 3aKOHOAATENbCTBOM,;

) cornalweHne Mexay riaBHbIM KIMHNUYECKUM UCTBITaTeNeM, KOOPAMHATOPOM U OpraHU3aToOpoM;

e) HeobxognMble cepTUdUKaTHI;

X) dhopmbl pacnncok 06 MHpopMUpoBaHHOCTY U Apyras nHopMaLus, NpeaocTaBeHHasa cyobekTaM;

n) cdopma oTyeTa;

K) opMbl oTHeTa 0 HeBNaronpUATHOM UCXOAE KIMUHUYECKMUX UCTILITAHWA U HeGNaronpuUATHOM BO3aei-
ctum NOJT;

N) KOHTaKTHble AaHHble Habnogatensa(en).

6.2 TpeboBaHuA k gocTyny MHcpopmMmauum

6.2.1 Kaxabli KMUHUYECKUN ncnbiTaTenb, y4acTBYOWNA B KIMHUYECKUX UCMbITAHUAX, OOMKEH UMETb
npago JocTyna K HeobXoAMMON NpeaKIMHUYeckon MHbopmaumn. Bes nonyveHHas HbopMaumsa OomKHa Xpa-
HUTbLCA KOHMAEHLMANbHO.

6.2.2 Habniogatenb AoMmKeH UMEeTb AOCTYM K UCXOAHBIM AOKYMEHTaM 1 apyroii nHdgopmauum, Heobxoaum-
MO/ [ANA KOHTPOMS COOTBETCTBUSI [eSATENbHOCTUM MUCMbITATENs C MMAaHOM  KIMHUYECKUX WCMbITaHWA,
Tpe6oBaHUsIM HOPMaTUBHBIX AOKYMEHTOB, YTOObI CNeauTb 3a AeATENbHOCTLIO UCTbITaTeNs.

6.3 TpeGoBaHuUsA K 4ONOMHUTENBEHOMY MeAULUHCKOMY 06CnyXuBaHUio

6.3.1 TpeboBaHWsa K MegULMHCKOMY OGCny>KUBaHNIO NpuBedeHbl B 4.1.3.

6.4 TpeGoBaHUA K NNaHy KNMHUYECKUX UCNbITAHUN

6.4.1 O6wme TpeGoBaHUA

TpebosaHust K niaHy KIUHUYecKUXx ucrsimarull npusedeHsi 8 [2] (nodpasden 4.2).
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6.4.2 [ononHuTenbHble TpeGoBaHuUA

6.4.2.1 UcnbiTyemasn nvH3a gomkHa 6biTb MMMAMAHTUPOBAHA TOMbKO B OAMH rnas cybbekTa.

6.4.2.2 KnMHUYECKUM UCTIBITaHUSM B KaXXAblA OTYETHBIN Nepuos noasepraroT MUHUManbHoe YUCcno o6-
pasuos NOJ. OpraHuzaTop AomkeH y6eanTbesi B Hann4mm Heo6xoamMmoro Yncna cybbekToB ans obecnedeHus
KIMHUYECKNX UCTIBITaHUI HeobxoanmbiM yncriom o6pasios MOJ.

MprumeyaHune—Tlpumepbl KIMHUHECKUX NPeaonepaLnOHHbIX/ONepaUMoOHHbIX U NOCNeonepaunoHHbIX hopm
oT4yerta npueegeHsbl B Tabnmuax D.1 — D.5 npunoxenusi D.

6.5 TpeboBaHMA K opraHM3aTopy KIMMHUYECKUX UCMbITAHUN

6.5.1 lMepen HayanoM KIMMHUYECKUX UCTIbITAHUA OpraHn3aTop AOMKeH onpeaenqTb, YCTaHOBUTL, obec-
neYnTb 1 pacrpeennTb Bce CBsI3aHHbIe C UCTIbITaHUAMN 00A3aHHOCTU U hYHKLIMN.

6.5.2 OpraHuzaTop AomKkeH obecrnevnTb COOTBETCTBUE BCEN AOKYMEHTALIMMN, HAaXoaAWeNncs y ucnoitare-
ns, opraHnsaTtopa 1 Habnogatens, NnaHy KINMHAYEeCKMX UCTIBITaHWA 1 NpuMeHseMbIM TpeboBaHuaM ans obec-
rnevyeHNs Ka4ecTsa UCMbITAHWNA.

6.5.3 OpraHusaTop sIBASIETCS OTBETCTBEHHbLIM NIULOM 3a:

a) BbIBOP KIMHUYECKUX UCMbITATeNen 1 KNMMHUYECKUX NCMbITaTeNbHbIX LLEHTPOB AN KOHKPETHOTO UCTbI-
TaHusa 1, B cnyyae HeobxoanMocTu, KoopanHaTopa,

6) BbIOOp M HasHadeHue HabnogaTens ANs KIMHWYEeCKMX UchbiTaHuiA. Mpu oTcyTcTBUMM Habnoaatens
opraHn3aTop AOMKeH B3siTb Ha cebst ero 06s3aHHOCTH.

OpraHuzaTop obecneunsaeT KOHTPOSIb 3@ KIUHUYECKUMWN UCNIBITAaHUAMW AaXe B crydae, eCriv KOHTPOsb-
Hble NonHoMoYUs NepeaaHsl Apyromy nuy. OpraHnsatop AoMMKeH NPOUHCTPYKTUPOBaTL Habnoaatensa o Aen-
CTBUSIX B Clydae OTCYTCTBUSA U/UN HEKOPPEKTHBIX AaHHBIX, NPUBEAEHHbIX B NaHe KNMUHUYECKUX UCMbITaHWIA;

B) MOAroTOBKY U OBHOBNEHMWE XypHana KINMHAYECKoro ucnoitatens;

r) obecneyeHne KMMHNYECKOTO UCMbITATENs NAIAHOM KITMHUYECKUX UCTIbITaHUIA 1 BCeMU NonpaBkaMu, Co-
NYTCTBYIOLUMMU KITMHUYECKAM UCTIBITAHUSIM;

) yTBEpXaeHWe nnaHa KMMHUYECKUX UCTIbITaHWIA;

e) npepocTtasneHune obpasuos NOJ, nognexawmx KMMHUYECKAM UCMbITaHUAM;

X) npegocTaeneHune UcnbITaTento HeobxoaMmMon nHpopMaummn u ero obyyeHune, ecnu 3To NpeaycMoTpe-
HO NNaHOM KIMUHUYECKUX UCTIBITAHNIA;

1) nHOpMUpPOBaHUE B MUCbMEHHOM BUAE B TeUEHUE KITMHUYECKUX UCTIBITaHUIA BCEX KITMHUYECKUX UCTIbI-
TaTenemn o Bcex cepbesHbIX HeBnaronpuATHLIX ncxodax v sosaencTeusix MOJ Ha cyObekT, npousoLeawnx npu
KIMMHUYECKUX UCTILITAHUSX, NPOBOAUMBIX B pPasHbIX opraHusauusix (nabopatopusix) U CTaBLUNX U3BECTHLIMU
opraHusaTtopy;

K) HemeaneHHoe UHOPMUPOBAHUE KITMHUYECKOTO UCTbITaTensl O NpPeXxaeBpeMeHHOM OKOHYaHUN Unu
NPUOCTAHOBKE KIIMHUYECKUX UCMIbITAHWNA, W, B CyYae HeobXoanMOoCTH, OTCrexusaHue, YTobbl Takasa uHdopma-
unsa 6bina nepegaHa CoOOTBETCTBYHOLLMM MOSTHOMOYHBIM fMLAM, 3TUMECKUM KOMUTETaM 1 koMuccusam no 6eso-
NacHoCTy;

n) uHbopMUpoBaHue KIIMHUYEeckUx ucnbitatenei o6 yposHe passutus MOM n o TpeboaHusax, Heobxo-
AUMBIX ANA NPOBEPKN SKCMyaTaLMOHHBIX XapakTepucTuk u 6esonacHoctu NOM;

M) MpOBEpPKY U yTBepXAeHUE NoObIX OTKIOHEHUI OT NaHa KIIMHUYECKUX UCNbITaHUIA U OCYLLeCTBNEHNE
HeobX0AUMbIX KOPPEKTUPYHOLLMX MW NMPEBEHTUBHBLIX AEUCTBUN;

H) cbop, xpaHeHue, obecneveHre LeNOCTHOCTU U NOSIHOTLI 3aNOMHEHUs COOTBETCTBYHOLMMW UCTIONHU-
TENAMU cneayoLwwmnx AOKYMEHTOB:

1) BCcex AokymeHTOB Mo 6.1.3,

2) konuu NOANUCAHHLIX U AATUPOBaHHBIX POPM OT4eTa,

3) 3anucu o nbbix HeOMaroNPUATHBLIX UCxoAax UnNu HebnaronpuATHbIX BosaencTeuax MO Ha
CcyObekT, 0 KOTOPbIX COOBLLEHO OpraHM3aTopy B NPoLecce KNMHUYECKUX UCTIBITaHWUA,

4) Bce cTaTUCTUMECKUE CBOOKW W COMYTCTBYOLWNE UM AaHHbIe,

5) okoHYaTenbHbINA OTYET O KITUHUYECKUX UCMBITAHUAX,

n) obecneveHne cUCTeMbl ydeTa NPUMEHSAEMBIX U Hencnonbayembix NOJ.

6.6 TpeboBaHuAa kK HaGmopgartento

6.6.1 Habnopatens siBnsieTCs OTBETCTBEHHBLIM NIULIOM 3a:

a) COOTBETCTBUE NpeAnpUHAMAaEMbIX AeNCTBUA NNaHy KMMHUYECKUX UCMbITaHWA, 4ToDbl Nloboe OTKIIo-
HeHue OT NfaHa KIMHUYECKUX UCTILITaHUIA BbINO OrOBOPEHO C KMMHUYECKUMI UCNbITaTensiMun, 3aA0KyMeHTUpo-
BaHO U AONOXEHO opraHU3aTopy;

6) ucnonbsosaHue MOJ B cOOTBETCTBUM C NNIAHOM KITUHUYECKUX UCTBITAHWIA 1 coobLueHne opraHnsaro-
py, B cny4Yae HeobXxoANMOCTU BHECEHUSI USMEHEHUA B KOHCTpyKUMio NONM nnu metoa ee UCNoNbL30BaHUs;
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B) obecneveHune KMNHNYECKOro UCMbITaTENs BCEMU HEOBXOAUMBIMWU UHCTPYMEHTaMU, NpUCnocobrneHns-
MW 1 pacxo4HbIMU MaTepuanamMu ans 6esonacHoro 1 3 eKTMBHOrO NPoBeAeHUs KIIMHUYECKNX UCTbITaHWI;

r) Hanuune B pacnopsKeHWN KIMHUYECKOro ucnblTatens ageksaTHoro Yncna cybbektos u NOMM;

A) nonyyeHune noanncaHHbIX 1 4aTUPOBaHHbIX pacnncok 0d NHpOPMMPOBaHHOCTY OT Kax4oro cybbekTa
nepe/ Havanom KIIMHUYECKUX UCTIbITaHWUIA;

e) 3anonHeHWe B COOTBETCTBYOLLME CPOKW pOpM oTHETA € MHDOPMaLMeRn, COOTBETCTBYIOLLEH NonyYeH-
HbIM AaHHbIM;

X) cobniogeHue npoleayp pernctpaLmm n oT4eTa opraHMsaTopa 0 HebnaronpuaTHBIX Mcxodax U Hebna-
ronpusaTHeIX Bo3aencTeusx NOJ Ha cybbekT;

1) BbINOMHeHWe npoleayp nogcyeta n yyeta NOJT;

K) cBoeBpeMeHHoe nposedeHue 1 opopmeHne JoOKYMeHTaL MM No TEXHNYeCkoMY 0BCyKUBaHUIO U Ka-
nnbpoeke 060pyAOBaHUS, UCTIONL3YEMOro NMPU KIIMHUYECKNX UCMBITAHUSX;

n) odpopMneHre CoOOTBETCTBYIOLLEro JOKYMEHTa Npu oTkase cybbekTa OT AanbHeALero y4acTus B K-
HUYECKNX UCTbITaHNAX, 0BCyXAEHWE C KIIMHUYECKUM WcTbiTaTenem 1 MHopMMpoBaHue opraHusaropa;

M) obcyxaeHne obHapyXeHHbIX HECOOTBETCTBUIA C UCTIbITATENEM U MHPOPMUPOBaHKE OpraHusaTopa B
NUCbMEHHOM Bue.

6.7 Tpe6oBaHUA K KNTUHUYECKOMY UCTIbITaTENIO

6.7.1 O6wune TpeboBaHuA

6.7.1.1 Ecnn knuHMYeckum ucnelTatenem siBRSETCs opraHMsaums, TO B Ka4yecTBe ee npeacTaBuTens
JomkHO BbITb HA3Ha4YeHo NnLo, obnagatoLee Heobxoanmo ksanudukaumen 1 BuiNonHsALWee 06a3aHHOCTH,
ykasaHHble B 6.7.1.2—6.7.1.3.

6.7.1.2 KnuHn4ecknin ncnbltatenb OOMKEH:

a) ObiTb NPaKTUKYOLMM BpavyoM, MMEHOLMM COOTBETCTBYIOLLYIO KBanudukaumio, 1 UMeTb 4OMYCK K Knu-
HUYECKUM UCTIBITaHUSIM;

6) “MeTb onbIT B 0BnacTu npumeHeHUa ucneiTyemon UOJT;

B) 3HaTb MeTOAOoMormio U TpeboBaHNA K NPOBEAEHNIO KITMHUYECKUX UCTIBITaHWUIA,

r) 6blTb 0ByYeH KOPPEKTHOMY NONYYEHUIo pacnuckn 06 MHGOPMUPOBAHHOCTH.

6.7.1.3 KnunHuyeckuit ucnbiTaTenb OTBEYaET 3a KaxaoaHeBHOE NPoBeAeHNE KNMHUYECKNX UCMBITaHUA, a
Takke 3a 6e30nacHOCTb U brarononyyme cybbekToB, BOBMEYEHHBIX B KITMHUYECKoe UcnbiTaHue. KnuHudeckuin
ucnblTaTernb AOIDKEH:

a) obnagatb pecypcamu Al NpoBeAEHUS KIMMHUYECKUX UCTIbITaHWIA;

6) 6bITb YyBEpeH B TOM, 4YTO NPOBeAEHME KITMHUYECKUX UCNbITaHUIA He NpuBedeT K KOH(IUKTY UHTEePeCOB;

B) MOMNy4ATb OT OpraHM3aTopa U 03HAKOMUTLCS CO BCel Heobxoaumon uHdopmaumein o NOJT;

r) M3Yy4uTb NNaH KNUMHUYECKUX UCTILITAaHWUIA OO0 ero NoANucaHus;

) okasbiBaTb NOMoLLb HabnogaTenio U ayauTopy B AeNCTBUSIX MO KOHTPOSIO COOTBETCTBUS KIIMHUYEC-
KUX UCNbITaHWIA NNaHy, NpoBepKe AaHHbIX U BEAEHUIO A0KyMEeHTaLun;

e) obcyxaatb c opraHusaTopoM u HabnogaTenem n nonyyaTtb NMCbMeEHHOE paspeLleHne Ha USMeHeHue
nnaHa KMMHAYECKUX UCTILITaHUIA B cnydyae HeobxoaumocTy;

X) crneguTb 3a TeMm, YToBbl NNaH KIMHUYECKUX UCnbiTaHUiA cobnogarncs BCemMu BOBIEYEHHBIMU B UCTIbI-
TaHus nuuamn. HemeaneHHo cooblaTb opraHnsaTopy B MMCbMEHHOM BUAE O NMIOBObIX OTKITOHEHUSIX OT NNaHa;

n) obecneunTb NpaBUibHOE NPOBEAEHUE U 3aBepLUeHNe KITMHUYECKUX UCTIbITaHWUIA;

K) obecneyntb neyeHve cybbekTa npy BO3HUKHOBEHWM Ype3BbiYaiHbIX CUTYaLIMIA, a Takcke 3alnTy 340-
poBbsl U Bnarononyuns cybbekTa;

n) y6eautbcsl B TOM, UTO NOMAYYEHO corfacue KOMUTETA MO 3TUKE Ha NpoBeAeHUe KITMHUYECKUX UcnbiTa-
HWIA B OpraH1saumu, NpoBoasLLEN UCTILITAHUS;

M) uH(OPMUPOBaTbL OpraHnsaTopa O BbIBOAAaX KOMUTETA MO 3TUKE;

H) MHOPMUPOBATL KOMUTET NO 3TUKE U UMETb paspeLleHne Ha Nobble CylecTBeHHbIe U3MEHEHU B
nnaHe KIMMHUYECKMUX UCTIbITaHUN, YTBEPXKAEHHbIE OpraHM3aTopomMm;

n) uHpOPMUPOBaTL KOMUTET MO 3TUKE O NOBbIX cepbesHbIX HebnaronpuATHLIX Bo3aencTenax NON Ha
cybbexT;

p) cBOEeBpeMeHHO MHOPMUPOBaTL OpraHM3aTopa O BCex HebnaronpusTHLIX UCxoaax v BO3AEUCTBUAX
MON Ha cybbekT;

c) obecneunTb ageKksaTHbIN NpeasapuTenbHbIA Habop CyObeKToB;

T) obecneuntb ageksaTHoe UHPOPMUPOBaHUE CYOBLEKTOB;

y) nony4utb y cybbekTa pacnucky 06 MHopMUMpoBaHHOCTH;
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¢) obecneunTb MapKUPOBKY KITMHAYECKUX 3annucein CyBbeKToB, y4acTBYIOWMX B KNMUHUYECKUX UCTbITa-
Husix. Ecnn Heobxoammo, BoBneYeHHbIe B KNMHUYECKNE UCIbITaHWUs! CyObeKTbl AOSHKHBI MONYUUTL AOKYMEHTDI,
noATBepXAaloLMe NX yHacTue B KITMHUYECKUX UCNbITaHUAX, BMECTE C UAEHTUMUKALMOHHOM U CONYTCTBYOLLEN
nHpopmaLmen Ansi okazaHUsl CBOEBPEMEHHON MeAULMHCKOW NMOoMOLLY, € YKasaHUAMU aapecoB U TenedoHoB
cy6beKkToB.

Ecnv Heobxoanmo, ¢ paspelleHust cybbekTa ero nepcoHanbHbIi Bpay AomKeH noslyvaTe MHopMauuio o
COCTOSIHUN cyObeKTa;

X) cHabauTb cybbekTa MHCTPYKUUAMK MO ero NoBeAeHUIo NPy BO3HUKHOBEHUN NOBLIX Ype3BblYaliHbIX
CUTyauuiA gns oxpaHbl UHTepecoB cybbekTa. B 3ToM criydae oTKMOHeHWUs OT NflaHa KIMHUYeCKUX UCMbITaHUA
He TpebytoT NpeaBapUTEIbHOIO COrMacoBaHWUA C OPraHU3aTOPOM 1 KOMUTETOM MO 3TUKe. Takue OTKNOHEHUA He
OOIMKHbI paccMaTpuBaThbCs Kak paspbiB COrflalleHnid, 0AHaKo A0MMKHbLI AOKYMEHTUPOBATLCA U A0KNaabIBaTbCA
opraHusaTopy;

L) ybeautbcs B TOM, 4TO BakHasi Ans 6esonacHoOCTV u 6narononyyns cybbekta U NPoaoiMKEeHUs KIUHU-
YecKuUX UcnbITaHUA MHpopMaLums, nonyvyeHHas B Npouecce KNMHUYECKUX UCnbITaHWiA, Bbina npegocTasneHa
opraHusaTopy 1, MpyU HeobxoAMMOCTH, € paspelleHns cybbekTa — nepcoHanbHOMy Bpadvy cybbekTa;

4) MHcopMUpoBaTb cybbekTa u/unn ¢ paspelleHns cybbekTa — nepcoHanbHoro Bpava cyobekra o npu-
OCTaHOBKE W/ JOCPOYHOM NpeKpalleHnn KIUHUYECKUX UCMILITAHUA C yKazaHUeM NPUYMH NpeKkpaLwieHus;

W) HecTu NepBUYHYIO OTBETCTBEHHOCTb 3a TOYHOCTb, 3aKOHHOCTb 1 6e30MacHOCTb AaHHBIX O KIUHUYeC-
KX UCTIbITaHUSX, JOKYMEHTaX U 3anucsix cybbekTa, caenaHHbIX BO BPeMS U NOCe OKOHYaHWUA KIMHUYECKUX UC-
nbiTaHuin. KnuHW4eckuin mncnbiTaTenb AOMKeH nognucbiBaTe otveThl. Jliobble ucnpaeneHuss B AaHHbIX
OO0MNYyCKaeTCsl BHOCUTb TOMBKO NepcoHarny, y4acTBYOLWEMY B UCTIbITAHUAX; UCNPaBeHus A0MKHBI 6bITb Noanu-
caHbl U AaTUPOBaHbl, @ UCXOAHbIE AaHHble — COXPaHEHbI;

W) HEecTW OTBETCTBEHHOCTb 3@ COXPaHHOCTb UCXOAHLIX AAHHLIX B TeYEHUE BCEro nepuoaa UCnbITaHui,
YCTaHOBMEHHOTO B NaHe KIUHUYECKUX UCMbITaHWUIA;

3) obecneunBaTb PyKOBOACTBO U pacnpeaeneHue obaszaHHOCTEN BCeX ML, OTBETCTBEHHBIX 3a Nposeae-
HWUE U OLEHKY KITMHUYECKUX UCTIBITaHUIA B COOTBETCTBYIOLUEM LIEHTPE KNUHUYECKUX UCTILITaHWUIA;

to) ybeauTbes, vyto Bce VMOJ, nognexaiume KMMHAYECKUM UCNBITAHUSAM, YYTEHDI.

YUueno nony4veHHbIX Ans ucnoitaHuin MOJ AonkHO COOTBETCTBOBATL YACIY UCMONb3OBAHHBIX U/UINN HEUC-
nonb3oBaHHbIX NOJT.

6.7.2 JononHuTtenbHble TpeGoBaHus

6.7.2.1 KnuHnyeckun ucnbiTaTeNb OOMMKEH HeMeaneHHo cooblatb opraHu3aTopy O BCex chy4dasix
cepbe3Horo HebrnaronpUATHOrO UCXoAa U yKasblBaTb B oT4YETax o NIHobbIX Apyrux HebnaronpuaTHLIX Ucxodax.

7 Tpe6oBaHus K NPeACTaBMNEHMUIO Pe3ynbTaToOB KNMHUYECKUX UCMbLITaHUN

7.1 OKoHYaTenbHbIN OTYET O KNNHUYECKUX UCTIBITAHUSX MPEACTaBNAT AaXe B TOM Cy4ae, eCiu KIuHK-
Yyeckue UCMbiTaHUA NpeKkpaLleHbl NpeXxaespeMeHHo.

7.2 OkoHYaTenbHbIA OTYET AOMKeH ObiTh NpeAcTaBneH B NcbMeHHOM Buae. OH AomkeH 6biTb noanu-
CaH opraHu3aTopoMm, KOOpAUHATOPOM (eCn OH UMEETCS1) U IMaBHbIM KIIMHUYECKUM UcNbITaTenem Kaxaoro uc-
nelTatensHoro LeHTpa. OTyeT AoMKeH NpeaocTaBnaTbCsl MO 3arnpocy BCEM KIIMHUYECKUM UCMBITATENAM U
KoMUTETaM MO 3TUKE.

7.3 OkoHyaTernbHbIN OTYET O KIMHUYECKUX UCTIBITaHUAX OOMKeH BKMoYaTb TOUHYO uaeHTudukaunio
MON, onucaHme MeTodonNorMn 1 NAaHUPOBAHUS KITMHUYECKUX UCTILITaHUIA, BCE OTKMOHEHWUS OT NfaHa KNuHU-
YeCKUX UCTbITaHUI, aHanu3 AaHHbIX U BCe CTaTUCTUYECKME AaHHbIe U KPUTUYECKUE 3aMeTKN, Kacalowwmecs Le-
new uccneaoBaHUA.

B okoHuYaTenbHOM oTyeTe AOMXKHbI ObITh YUTEeHbl faHHbIe M0 BCEM BOBSIEYEHHBIM B KIMHUYECKUE UCnbiTa-
HUA cybbekTam. UgeHTudunkaumm cybbekToB no UcnbitatesibHbIM LieHTPaM He AOMKHO BbiTb B OKOHYaTENbHOM
oT4yeTe Unu B NybnMkyemblx pesynsrartax.

7.4 Bce KnMHUYecKUe ucnblTaTen A0rmKHbI UMETb BO3MOXHOCTb MPOCMOTPETL M, MPU HEOBX0AUMOCTH,
BHECTU 3aMeyvaHusl B OKOHYaTeNbHbIN 0TYeT. OpraHuMs3aTop AOSDKEeH COXpaHsATb 3anncu, NoAaTeepXaatoLwmne, 4to
BCE UCNbITaTeNu nostyyanu otyeT Ana o3HakoMmneHusi. Ecnun knuHuvecknin ucnbitatesnb He cornaceH ¢ OKoHYa-
TeMbHBLIM OTYETOM, TO €ro 3ameyaHusl JOIPKHbI BbITb 3anucaHbl U NpeaoCcTaBeHbl APYrMM UCNbITaTeNAM.

7.5 Ecnu opraHusatop unu noboi us ucnoitatenen He NOANUCHLIBAET OKOHYaTEelbHbIA OTYET, TO OH
AomkeH obocHoBaTb NPUYNHBLI B MUCbMEHHOM BUAe.

n puMevyaHune — PyKOBO,EICTBO Nno COCTaBJIEHUIO OKOHYaTEesNbHOro oT4eTa npuBegeHo B NpnnNoXXeHnn E.
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MpunoxeHune A
(cnpaBoyHoe)

MpumMepbl cepbe3HbIX HEGNaroNPUATHLIX UCXOA0B ANA nepeAHeKaMepHbIX U 3agHekamepHbIx UOJ
M nokasatenen oCTpPOThl 3peHusA

A.1 MNpumMepbl cepbeaHbiX HeBNaronpUsITHBIX MCXOQ0B AnNs NepeaHekaMepHbIX U 3agHekamepHbix MOJT npuBegeHs!
B Tabnuuax A.1 n A.2.

Tab6nuua A.1— CooTHOWeEHNA HeGNaronpUATHLIX UCXOA0B Ansi nepeaHekamepHbix MO

Yucno cybvektos 100 Yucno cybwekros 300
KoHTpons-
HebnaronpusTHbIN ucxon l%zsy;—) Moporosoe PaspeLueH- Moporosoe PaspeLeH-
! OTHOLWlEeHue, HOE YnNCno OTHOWEHUe, HOE YUcno
% %

KyMynaTMBHbIN:
LUCTOWUAHLIN MaKyMsiPHbIN OTEK 10,0 19,5 15 15,0 39
mcema 4,3 11,2 8 7,7 19
rMnonuoH 0,2 2,9 1 1,4 2
BHYTpUrnasHasi uHekumsi 0,2 2,9 1 1,4 2
CMeLLeHNe NMH3bI U3 NepeaHen KaMepbl 1,1 54 3 3,2 6
6rokMpoBKa 3pavka 2,0 7,8 5 45 10
OTCroMKa ceTyaTku 1,2 54 3 34 7
NOBTOPHOE XWPYPrUYeckoe BMewaTenbCTBO

(vcknovast OTCMNoOVKy CeT4aTkm M 3agHIo Kancy-

NOTOMMIO) 2,6 8,5 5 52 13
MoeTOpPAIOWMNCS:
CTpPOManbHbI/ OTEK POroBULIbI 0,5 4,2 2 2,2 4
LUCTOUAHbIA MaKyNsPHBIA OTEK 3,3 10,5 7 7.1 17
pasgpaxeHue 0,9 54 3 3,0 6
NOBbILLIEHHOE BHYTPUIMa3Hoe AaBrfeHne, Tpe-

bylowee rneveHns 2,1 7,8 5 45 11

MpumevaHusn

BbllLlatolee KOHTPONbHOE OTHOLWEHWE.

3 Mopg paspeleHHbIM YUCTIOM MOHUMAKOT OOMYCTUMOE YMCIO CyObEeKTOB ¢ HEGNaronPUATHBIM UCXOA0M.

1 Mo KOHTPONbHLIM OTHOWEHMEM NOHUMAIOT CTATUCTUYECKOE 3HaYeHe HeBNaronpusiTHbIX UCXOA0B, NOMYYeHHOe
no pesyrnbTaTaMm aHanuaa KMHWYeCcKux ucnoitaHui nepegHekamepHeix NOJ, npoeogumeix B CLLA B nepuop ¢ mapra
1988 r. no mnoHb 1991 1. ¢ yyacTnem 952 cy6bekToB.

2 lMop NOporoBbIM OTHOLLEHWEM MOHUMALOT AOMYCTUMOE 3Ha4YeHWe HeBNaronpPUATHLIX MCXOAO0B, CTATUCTUYECKU Npe-

Ta6nunua A2 — CooTHOWEHUSA HebnaronpusiTHbIX UCXOA0B Ans 3agHekamepHbix MOJ

8

Uncno cybbekros 100 Yucno cybrekros 300
KoHTponk-
HebnaronpusaTHbIN Ucxon Hoe OTH(O)- Moporosoe PaspeLueH- Moporosoe PaapetuieH-
wekue, % OTHOLWLEHue, HOE 4Yucrno OTHOLLEeHue, HO€ 4Yncno
% %
KyMynsaTVBHbIIR:
LUCTOUAHbIV MaKyMsiPHbIA OTEK 3,0 9,2 6 59 14
rmdema 2,2 7.8 5 4,5 11
rMNONUOH 0,3 2,9 1 1,8 3
BHyTpWImasHasi uHeKkuns 0,1 29 1 1,0 1
CMeLLeHNe NMH3bI N3 NepeaHen KaMmepbl 0,1 2,9 1 1,0 1
6riokmpoBka 3pavka 0,1 29 1 1,0 1
oTCrorka cetyaTku 0,3 29 1 29 3
NOBTOPHOE XWUPYPru4eckoe BMeLlaTenbCTBO
(vcknovast OTCNONKY CeTHaTKU U 3afHIoI Kancy-
NoTOMMIO) 0,8 4,2 2 2,6 5
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Yucno cybbekros 100 Yucno cybwekros 300
KoHTponb-
HebnaronpusTHbIN ucxon :E:I:;Hg Moporoeoe PaspeLleH- Moporoeoe PaspeLueH-
» | oTHoweHWe, | Hoe umcnio | OTHOLUEHME, | Hoe HYMCro
% %
MoeToOpsAOWMICSA:
CTpOMarnbHbIN OTEK POroBULbI 0,3 2,9 1 1,8 3
LUMCTOUAHbIV MaKyNsPHbIA OTEK 0,5 4,2 2 2,2 4
pasgpaxeHune 0,3 29 1 1,8 3
NnoBbILLEeHHOe BHYTPUrnasHoe AasnexHve, Tpe-
Gylowee neveHus 0,4 42 2 1,8 3

MpumevaHwusn

Bblllalollee KOHTPOIbHOE OTHOLWEHNE.

3 [Mog paspeLueHHbIM YMCIOM MOHMMALOT AOMYCTUMOE YMCNO CyOBEKTOB ¢ HeBnaronpuATHLIM UCXOA40M.

1 MNoa KOHTPOMbHLIM OTHOLEHNEM NMOHUMAIOT CTATUCTUYECKOE 3HaYeHMe HebnaronpusiTHbIX UCXOA0B, NONYyYeHHoe
no pesynbraTaMm aHanuaa KIMHUYECKMX UCMbITaHui 3agHekamepHbix NOJ, npoeogumbix B CLLUA B neprog ¢ aekabps
1989 r. no gekabpb 1997 r. ¢ yqactnem 4210 cybbekToB.

2 [loa NoporoBbIM OTHOLLEHNEM MOHUMALOT 4ONYCTUMOE 3HaveHue HebnaronpusATHLIX UCXOA0B, CTaTUCTUYECKU MNpe-

A.2 MNpvmMepsbl Nokasatenen nocneonepaunoHHON OCTPOTLI 3peHUs NpueeaeHs! B Tabnuax A.3n A4.

Tabnwuuya A.3— CpegHue nokasaTeny nocreonepaumoHHON ocTpoTel 3penuns 0,5 (6/12, 20/40) oTH. ea. wivnu

Bbllle
Yucno cybvektos 100 Yucno cybwekros 300
KonTpons-
Tun non Hoe OT“E/' Moporosoe Tpebyemoe Moporosoe Tpebyemoe
wekue, % OTHOLLEHUE, uucno, OTHOWeEHUE, uucno,
% HE MeHee % He MeHee
MepegHekamepHasa NON 80,4 69,6 74 74,3 230
3agHekamepHan MO 92,5 84,4 88 88,2 270

Mpumevannn

HOW ocTpoTOM 3peHus 0,5 OTH. ea n/unu Bollle.

1 MNoa KOHTPOMNbHLIM OTHOLUEHMEM MOHUMAIOT CTATUCTUYMECKOE 3HAYeHWe Yncria CybbekToB ¢ nocrneonepayMoHHON
ocTpoTOM 3penna 0,5 oTH. ed. nnnu Bellwe, NONMy4YeHHOe NO pe3ynbTaTam aHann3a KNMHUYECKMX UCMbITaHUI Nepes- Heka-
mepHbix WO, nposogumeix B CLUA B nepuog ¢ mapta 1988 r. no nioHb 1991 r. ¢ yuactmem 952 cyGLeKToB, M 3aHEKamep-
Hbix NOJ1, nposogumebix B CLUA B nepuopg, ¢ gekabpsa 1989 r. no gekabpb 1997 r. ¢ yuactnem 4210 cyGbeKTOB.

2 lMopa noporoebiM OTHOWEHWEM NMOHUMAIOT AOMNYCTUMOE 3HaYeHne Yncna cybbekToB co cpegHel nocneonepaumoH-
HOW OCTpOTON 3peHns 0,5 OTH. e U/MNK Bbilwe, CTATUCTUHECKN HUKE KOHTPONBHOIO OTHOLLIEHUS.

3 lNop TpebyembiM HMCNOM NMOHMMAIOT MUHUMANBLHO AONYCTUMOE YUCNO CYObLEKTOB CO CPeaHen MnocneonepaunoH-

Tabnuuya A4— Jlyqywmre nokasateny nocreonepaunoHHon oCcTpoThl 3peHns 0,5 (6/12, 20/40) otH. ea. nivnn

BblWwe
Yucno cybvektos 100 Yucno cybwekros 300
KoHTpone-
Tun ¥on Hoe OTH?/' Moporosoe Tpebyemoe Moporosoe Tpebyemoe
Luenwe, 7o OTHOLLEHUE, uucno, OTHOLLEHUe, ucno,
% He MeHee % He MeHee
MepegHekamepHas MON 90,1 81,1 85 85,4 262
3agHekamepHas NOIN 96,7 91,0 (73 93,6 285

A.3 lMpueepenHbie B Tabnuuax A.1 n A.2 nccnegyemolie oTHoweHns ans 100 n 300 cyGbeKTOB AN KIMHNYECKNX NC-
nbiTaHuin 6yayT MeHblLe NPUBEAEHHBIX NOPOrOBbIX OTHOWEHWH, TaK KaK NioGoe CTaTMCTUYECKOe CPaBHEHNE COAePXUT B

9
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cebe ownBKy BbIGOPKM. AHANOMMYHO UCCriegyeMble OTHOWEHMS B Tabnuuax A.3 n A4 6yayT 6onblue, Yem NpuBeAeHHbIE
MoOpOroBble OTHOLWEHMS. B uHTepBan mMexay KOHTPOINbHLIM M MOPOrOBLIM OTHOLLEHWAMK, NPUBEAEHHBIMKM B Tabnuuax, no-
naaatoT 80 % BO3MOXKHbLIX OTHOLEHWIA. [1pn 3TOM, Yem Bnuxe NOPOroBoOe OTHOLLEHME K KOHTPONbHOMY, TeM meHbwe 80 %
BO3MOXHbIX OTHOLLEHWI TyAa nonagyT, T.e. BO3HWKaeT ownbka BTOPOro tvna.

A.4 TpuBedeHHble B Tabnuuax A.1 1 A.2 pacueTHble pe3ynbTaThl HeBnaronpusTHbIX NCx0A40B BbINK NonyyYeHs! B pe-
3ynbTarte UCNonb3oBaHWs BUHOMMHANBHOrO pacnpegenexHusi no popmyne

x-1

Pr {X > %,p}= - Zm P -pynt <0,05,

i=0

(A1)

rge p — KOHTPOIbHOE OTHOLEHUE (T.€. OTHOWEeHWE HeBNaronpPUsSTHLIX UCXOA0B ANsi KOHTPONBHOM rpynnbi);
n— pa3amvep BbIGOpKY;
X — YMUCIO 3aperMcTpUpPOBaHHbLIX BO BPEMS KITMHUYECKOTO MCMbITaHUsi HeGraronpusiTHbIX NCXOA0B;
X— u4ucno HebnaronpusiTHbIX UCXOJ0B.

A.5 BuHOMMHanbHOe pacnpepeneHne Ucnonb3yoT ANs TOro, YToObl NPOBEPUTL, SBMASIETCH NU UCCegyemoe OTHO-
WeHne HebnaronpusTHBIX WMCXOOOB MEHbLe WM PaBHbIM OTHOLWEHWUID Ansi UCTOPUHMECKOW KOHTPONBHOW rpynnbi.
AHanornyHo ans Taénuy A.3 u A.4 GBMHOMMHaNbHOE pacnpedeneHne UCNosb3yT NS TOro, HTo6bl NPOBEPUTb, ABIAETCA
v ncenegyemoe oTHOWeHWe OCTPOThI 3peHust 0,5 OTH. eA. 1 Bblle Gonee nnu paeBHbIM OTHOLIEHWUIC ANs KOHTPONBbHOW
rpynnbl. AnbTepHaTMBHAsA MMNoTe3a COCTOMT B TOM, YTO UCCredyemMoe OTHOWEHWE MEHee OTHOLUEHMWS 4nsi KOHTPONbHOM
rpynmbl.

A.6 MakcumanbHoe 3HaveHue BnaronpusaTHbIX McxodoB (Tabnuua A.4) MoXeT GbiTb NOMY4YeHO C UCMONb30BAHUEM
BUHOMMHanNbBHOro pacnpeaeneHus no hopmyne

x-1

Pr {X > %,p} -1- zm P-p <095,

i=0

(A.2)

rOe p — KOHTPOIIbHOE OTHOLIEHUE AMSA OCTPOThI 3peHus 0,5 OTH. ef. U Bbilwe;
n — pasmep BbIOOPKY;
X — YNCNO 3apermMcTPUPOBAHHBIX YCMELWHbIX NCX0A0B UCNbITaHWS,
X — uncno HebnaronpusiTHLIX MCXOOOB.

10



rOCT P 52458—2005

Mpwvnoxenve B
(pexomeHayemoe)

TpeGoBaHua k pacnucke 06 MHOPMUPOBAHHOCTU

B1 O6wme TpeboBaHua

Pacnucka 06 nHopmmupoBaHHOCTM gorkHa ObITb NonyyeHa oT cybbekTa B NMCbMEHHOM BUAE Nepea Ha4vanom yyac-
™M CyObeKkTa B KNTMHUYECKUX UCTIBITAHUSIX.

MpumedyaHnune —>dopmapacnuckm 06bIMHO COCTOUT U3 UHEOPMALMOHHOW YacTu 1 cornacuTensHon/nog-
NUCHON YacTu. 3Tn ABe 4acTn MoryT 6bITb MO0 CKOMOMHUPOBaHLI B OQHOM AOKYMeHTe (MHdopMauns ans nauueHTa u
chopma pacnucku) unu pasgeneHbl Ha NUCT uHopMaumm 4ns nauyeHTa n hopMy pacnucky naumeHTa.

B.2 Mpouecc nonyyenna pacnuckm o6 nHcopmmnpoBaHHOCTH

Mpy nonyvennn pacnucku 06 nHdopMUPOBaHHOCTM crniegyeT cobniogats cnegyowme npasuna:

a) maberatb N60Oro NPUHYKAESHWS UMK HE3AKOHHOTO BIUSIHUS Ha CYGbekT Ans oGecneveHus ero y4actus;

6) He YKNOHATBCA UNU He NBITATLCS YKITOHUTLCS OT COGMI0AEeHUsI 3aKOHHBIX NPaB CyGbeKTa;

B) MCNONb30BaTh A3bIK, KOTOPLIN HE SIBMSIETCS CIELUMarnbHbIM U NMOHSITEH CyGbeKTy MNn ero 3akoHHOMY MpeacTaBu-
Tentwo;

r) npegocTaBuTb CyObEKTY BpeMsi Ans o6ayMbIBaHus! pelueHusi 06 yyactum;

4) pacnucka gonxHa cogepxatb JAaTUPOBaHHbIE NOANMUCU CYGBEKTA UM €0 3aKOHHOTO NPEeACTABUTENS U KITMHU-
YeCcKoro ucnoltarens;

e) BKoYaTh CyObeKT B MnaH KNMHUYECKUX UCTTBITAHUNA.

B.3 Undopmaumsa, npegoctaBnsaemMasn cy6bekTy Ans Nony4eHus pacnuckn 06 MHpopMUpPoBaHHOCTH

Ha noHaTHOM AnsA cy6bekTa nnv ero 3akoHHOTO NpeACcTaBUTENsI I3bIKE AOMKHA GbiTh M3N0XeHa cneayowas nHgop-
Maums:

a) onucaHwe MCMbITaHWsA/HasHauYeHe:

1) vccnenoBaHWsA, BKITIOYEHHbIE B UCTIbITAHUS,

2) uenb ucnbiTaHWi,

3) npepnonaraemasi 4NMTeNbHOCTb UCNbITAHUM U CTENeHb BOBNEUYEHHOCTH CyObekTa B MPOLECC UCMbITAHUIA,

4) onucaHnwe nccregyemor MOJ,

5) onncaHune npoueayp, UccreaoBaHUi ¢ akLeHTUPOBAHUEM BHUMaHUS CyObEKTa Ha 9KCNEPUMEHTE;

6) npeackasyemble puUCKM:
1) uHdopmauums o NobbiX NPeAcKasyeMbiX pUCKax U OCNOXHEHUSX,
2) vHdopmaums o nobbix BO3MOXHBIX MOBOYHEIX adhdekTax;
B) MoTeHuManbHble BbIrogbl:
1) onucaHwe NOTeHUManbHbIX BbIrog Ans cyobekTa,
2) onucaHve noTeHuManbHbIX BbIrog 4nst Apyryx cyObekToR;
r) anbTepHaTWBHas Tepanus:
1) uHdopmauus 06 anbTepHaTUBHBIX METOAAX MeYeHUs Unu AONyCTUMLIX Mpoueaypax;
) KOHuAeHUNanbHOCTL:

1) yka3aHue O TOM, 4YTO y4acTue cybbekTa SBNAeTCH KOHDMASHUManNbHLIM,

2) yKkasaHue O TOM, YTO Cy6BbeKT AOMmKeH paspeLlnTb JOCTYN K CBOMM MEAWULMHCKUM 3annucam NONHOMOYHbLIM
nvuamM 1 npeacTaBuTeNsiM opraHusaropa,

3) vHdopmaumsa 0 TOM, YTO pesynbTaTbl UCMBITAHUA MOrYT ObiTb ONybnukoBaHbl 6e3 packpbITUS NUYHOCTU
cybbekTa;

€) KoMmneHcauusi (MeguumnHekas/puHaHcoBast):

1) vHdopmMaumsi 06 ycnoBusix Ansi NoNy4YeHUsi KOMMNEHcaLuMy B CIlyvae paHeHusl, BO3HWKIWEro B pesynbrarte
y4acTus B KINIMHUYECKUX UCTMBITAHWSX, U O TOM, Kakue JOMNoNHUTErNbHble Mepbl No oXpaHe 340poBbs 6yayT npeaoCcTaBneHsbI
CcyOBLEKTY B CIlyyae cepbe3HOro yBeubs,

2) wHopMauusi 0 PUHAHCOBOW KOMMNEHCaUMK 3a y4acTue, ecriv 370 NpegyCMOTPEHO;

)K) BOMpoOChLI 0 Ha4vane W/MNN OKOHYaHUM KNMHUYECKUX UCMbITaHWUN:

1) vHopmaLums 0 TOM, KTO JOIKEH OTBETUTBH Ha BONPOCHI cybbekTa No uccnegoBaHusm,

2) vHdopmMauWsa 0 TOM, KTO JOJIKEH OTBETUTL Ha BOMPOCHI CyObeKTa B Criyyae TpaBMbl,

3) onucaHue 0BCTOATENBCTBA, NPU KOTOPBLIX yHacThe CyObeKTa B UCTbITAHUSX MOXET ObiTh NPeKpaLeHo ucnbi-
Tarenem;

M) HOBblE OTKPbLITUS:

1) wHdopMauusa O TOM, YTO HOBbIE OTKPbITUS, CAENaHHbIE C yHacTueM CybbekTa, AOMKHbl 6biTh AOCTYMNHLI BCEM

KITMHWYECKUM MCTbITaTensim,

11
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B.4 3asBneHuA B pacnucke 06 MHPOPMUPOBAHHOCTHN

MHopmMaLmoHHas pacnucka gosmKHa cogepaTb:

a) 3asiBNeHue O TOM, YTO y4acTve cyGbekTa senseTcs A06POBONbHbIM;

6) 3asBneHue O TOM, YTO OTKa3 OT y4acTWsA He HECET HUKAKMUX LTPadHbIX CaHKUMI MO OTHOLIEHUIO K CYObeKTy;

B) 3asBneHne 0 TOM, 4YTO OTKa3 OT y4HacTnAa B TNI0B0N MOMEHT KITMHUYECKUX UCNBITAHUI HE HECET HUKaKUX LIJTpad)HbIX
CaHKUMI NO OTHOLIEHUIO K CYOBEeKTY;

r) 3asBneHne 0 BO3MOXHbIX NOCNEeACTBUSX UCTBITAHWN;

) 3asiBneHne o NOHWMaHWW NpeacTaBrneHHon nHdopmaumu.

B.5 CornaweHuns B pacnucke 06 MHoOpMNPOBaAHHOCTHN

Mpv nognucaxmnm pacnucky 06 MHMOPMMPOBaHHOCTU CYGBLEKT unu ero obuumanbHbIM NPeacTaBUTENb AOMKEH ObITb
cornaceH:

a) Ha y4acTvie B KITMHWYECKUX UCTIbITaHWAX;

6) 4TO ero nepcoHanbHbIN Bpay byaeT MHPOPMUPOBAH O ero y4acTum; UNu NoanucaTh 3aseneHve ob oTkase B npea-
CTaBNeHUN Takown MHopMaunm;

B) Ha ncnosib30BaHWe ero nepcoHanbHbIX AaHHbIX Ana ueneﬁ KNUHNYEeCKOro ucnblTaHus.

12
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MpunoxeHue C
(pekomeHayemoe)

PykoBogcTBO no onpegeneHnio mogudukaumum 6azoson mogenu U0

C.1 Mogudmkaumnsa koHcTpyKumMmn/maTepmana 6asosoin mogenv UOJ

C.1.1 O6wme nonoxeHus

TpeboBanus k ucnsitaHusim MOJ, sensitowmumen mogudmkaumamm 6asoson mogenu MOJ, yxe npolieaien KrmHy-
YecKue UCNblTaHWs, 3aBUCST OT CTeMNeHW M3MeHeHWI, BHeCEHHbIX B MoaudunumnpoBanHyto mogens MOJ1. Mogudmkauum 6a-
3oBon mogenv NOJT nogpasgensoT Ha ABa YPOBHS: ypoBeHb A u ypoBeHb B. MNpumepsl moandrkaumm ypoeHsi A n ypoBHS
B 6asoBowi mogenn MOJT npuBegeHsl B C.2.

C.1.2 YpoBeHb A

C.1.2.1 Mognoumkaumm 6asosor mogenn NOJT ypoeHs A B GonbWMHCTBE cnydvaes He TpebyioT NpoBeAeHUs! KIUHW-
YeCKMX ucnbiTaHui. B cnyyae, ecnu mogudmumpoeanHas mogens NOJT1 obnapgaet ceolicTBamun, KOTOpble He MOTyT 6biTb
afleKBaTHO UCCreaoBaHbl B Nepuod npeakiMHUYecKUX UCMbITaHWK, Harnpumep, NoTeHuManbHoe NOBpeXOAeHVe TKaHew
BCIEACTBME U3MEHEHUSI TEXHUKM UMNnaHTauun MOJ, KnuHn4ieckne ncnbltaHust QOMKHbI NPOBOANTLCS.

C.1.2.2 Mognoumkaumto 6azoeoii mogenu NOJ ypoeHa A 06bIMHO He MCNONb3YIOT B kavecTee 6a30BoOM mogenu Ans
nocnegyrowmx mogndukaumi.

C.1.2.3 Bcny4ae, ecnn mogens NOJ1 HaxoauTca B CTaaum KNMHUYECKMX UCNBITAHWIA, MOAUMUKaLMA YPOBHSA A aTON
MOZENM TakKke MOXeT OblTb NOABEPrHyTa KIMMHUYECKUM UCNBITAaHUAM W AaHHble ucnbiTaHui 6asosoi mogenuv n moandu-
Kauum ypoBHsi A MOryT BbITb CKOMBUHMPOBaHLI. Ecnu namernenus 6asoeon mogenu NOJT ypoBH:A A BKMIOHAIOT 3amMeHy Ma-
Tepuana 6a3oBbiX Mopenen, Hampumep, moaudwukauum, onucaHHole B C.2.2.12, Takylo MOAEnb He Aonyckaercsi
MCrornb30BaTh 415 NPOBEAEHUS KTMHUYECKUX UCTbITAHWMN.

C.1.3 YpoBeHb B

C.1.3.1 Knununyeckue ucneitanus NOJ1, sensiowmxca mogudmkaumamm 6a3oBon mogenm ypoeHsi B, 4OMmKHBI BKIIO-
yatb He meHee 100 cybbekToB, HabnogaeMbIx B nocnecnepaunoHHbIii nepuog no popme oTyeTa B COOTBETCTBUM C Tabnu-
uev D.4 npunoxenwns D.

Uuncno oT4eTOBR ANst BCeX NocelleHnii cyGbekToB A0MKHO GbiTh HEe MeHee 100.

C.1.3.2 Yucno MO, HeobBxoammbix Ans NPOBEAEHUST KNMHUYECKMX MCMbITaHuiA 6a3oBoin mogenu NOJT ypoeHs B,
AOMKHO BbITb MUHMMAanNbHBIM, HO JOCTaTOUHLIM AJ1s1 CPAaBHEHUS] OTHOLEHUI HEBNaronpUATHLIX UCXOAO0B U U3MEHEHUS]
OCTPOTHI 3peHus ans ucnbityemont MOJT ¢ oTHOLWEHUsIMU ANsi CTOPMYECKON KOHTPONbHOW rpynnel. Ecnu opranusarop
CpaBHUBaeT Kka4ecTBo ucnbityembix MOJT ¢ 0qHOBpPEMEHHO 3anyLLLEHHON KOHTPOIIBHON rPYNMnow, TO OH JOMXeH oTobpaTk
Takoe 4nicno cy6bekToB, kKoTopoe ByaeT AoCcTaToOUHbLIM A1 BLISIBIIEHUS] UBMEHEHWUI OCTPOThI 3pEHMSA U HEGNAroNPUATHLIX
MCXOO0B C TOYHOCTBIO, SKBMBANEHTHOW CPABHEHUIO C UCTOPUYECKON KOHTPOMBHON IpyMnMnon.

C.1.3.3 Ywucno NOJT mogucbukauum ypoBHsi B, He Bblaep)KaBLWMX UCMbITAHWIA, JOMXKHO ObiTh He Bonee 10 %. Kax-
bl ucnblTatene AOMKeH nogeepraTe UcnbiTaHusiM He MeHee 20 % u He Gonee 25 % obLwero uncna nenbiTyemblx Cyobek-
ToB. KnuHuyeckvne ucnbitanmns VO moamdmkauum ypoBHs B cumTaloT 3aBeplueHHbIMW, KOrda Ha BCE BOBIEYEHHble
cybbeKTbl COCTaBMNEHb! OTHETHI B COOTBETCTBMM € Tabnuuei D.4 npunoxerus D.

C.1.3.4 Mopgudwukaumio NOJ ypoeHs B cumnTtatloT 6a30B0M MoAernbio, ecrv Nnosy4eHbl 0T4EThI MO He MeHee YeMm 100
cybbekTam (ogHako He B KOMBMHaUMM ¢ oTyeTaMyu MoAMUKALMKM YPOBHSA A B MEPNOA KITMHUYECKUX UCTIbITAHWUIA), U B CIy-
vae, ecnv mogudukaums MOJ cootBeTcTByeT Bcem TpeGosaHusm FTOCT P 52038, TOCT P 52039, TOCT P 52040.

C.2 Mpumepbl mogudmkaunn UON

C.21 O6wme nonoxeHus

C.2.1.1 Moantukauumn NOJ1, nogeepraeMbiX KITMHUYECKUM UCTbITAHUSIM, NoapasaensiioT Ha moandukauumn 6a3o-
BOW mogenu ypoeHs A n yposHsi B. Kputepuii generusi npveegeH B C.2.2 n C.2.3.

Honyckaetcs moguduumposath 6a3oeble mogenu VNOJ, nmetowue crnegyrowme npuaHaku:

- P — 3apHekamepHbie MOJ na nonvmetnnmetakpunara (MVMMA);

- A — nepeaHekamepHbie MO na NMMMA;

- SP —3agHekamepHbie MOJT 3 mMarkux matepuarnos, MMeloLWme Mitockuin an3aiiH (6e3 netenn);

- 8S — cocraBHble 3agHekamepHsie MOJ ¢ onTuyeckol 4acTbio, U3roTOBNEHHOW N3 MSITKUX MaTepuarnos 1 NeTrnsiMu
13 ctaHgapTHeix marepvanos (NMMMA, nonvnponuneH nnu nonuamua);

- SN — cocraBHble 3agHekamepHble MOJT ¢ onTnyeckol YacTbio U3 MATKMX MaTepuanos, U NeTnsMU U3 HecTaH-
OAapTHbIX MaTepnanos.

C.2.1.2 MogudvumpoBaHHaa mMoaenb MOXET BKIIOYaTh pasnuyHble KOMOGUHauMnm moaudukauui, ykaszaHHbIX B
C.2.2—C.2.3, ecnu cobniopgaloTca BCe KpUTepum (Hanpumep, MoanduumMpoBaHHasa MOAENb MOXET UMETb BONbLUYI0 ONTH-
YECKYI0 4acTb C cnerka u3MeHeHHON KoHdurypaumeii netens un 6onblumm o6wmm anametpom). Moaudmkaums, ykazaHHas
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8 C.2.2.12, otnnyaeTcs oT Apyrmx Moamdukauuii TeM, YTO 3aMeHeH matepuan Unm U3MeHeHa KOHCTPYKLMS 6a3oBon Mo-
aenw.

C.2.2 Mopgudvkaumm ypoBHsa A

C.2.21 3epkanbHOOTpaXxeHHasn Bepcus mogenu UON

Mpuanakm mogudumumposanHbix MOJT Tunos P/A/SP/SS/SN gonxHbl COOTBETCTBOBaTH YKasaHHbiM B C.2.1.1.

C.2.2.2 UameHeHve obliero anameTpa

Mpuanakm mogudmumporarHHbix UOJT ansa naumeHToB ¢ onpegeneHHbIM AMana3oHoM WNPUHLI NepeaHein Kamepsl
rnasa ansi mogndunumpoBaHHbix MOJT ypoBHs A AOMKHBI COOTBETCTBOBaTH YKka3daHHbiM B C.2.1.1.

C.2.2.3 U3meHeHWs KOHCTPYKLMM neTenb

Mpuanakm mogmndumumpoBaHHbix NOJT B cnyyae gobaeneHvsa 3akpyrneHun unm maneHbkux netenb Ans TUMNoB
P/A/SS/SN gomxkHbl COOTBETCTBOBATL yka3aHHbiM B C.2.1.1.

C.2.2.4 U3meHeHNs1 HaKIOHA neTenb

MpusHakm mognduumpoBaHHbix NOJ1 B cnyyae nameHeHns NNocKoro Au3anHa Ha Au3anH C TefoM, OTKITOHEHHbIM
Hasap, oT neTernb, NPUBOASLLMIA K yBENUYEHUIO cartuTanm He 6onee vyem Ha 1,6 mm anst UOJ1 ¢ 3agHen BeplumHHON pedpak-
umnen 20 Antp, anst TunoB P/SS/SN aonxHbl COOTBETCTBOBATL YKkadaHHbIM B C.2.1.1.

C.2.2.5 NameHeHnsa KoHdMrypaumm, TONWMHLI MW WNPWHLI NeTenb (kanubpa)

C.2.2.5.1 O6wme nonoxeHusi

Mpuanakm mogndmumposanHbix MOJT Tunos P/SS/SN gonxHel cootBeTCcTBOBaTh YKa3aHHbiM B C.2.1.1.

Ins Toro, 4To6bI oNpeaenuTe MoandUkaLmio ypoBHs A, He06X0AMMO NPOBECTU aHANN3 U3MEHEHNA MEXAHNYECKNX
csowctB NOJN.

Ecnun moaudpmumposanHas mogens MOJ1 obnagaeT ceoncTBamu, KOTopblie He MOTyT GbITb aIEKBAaTHO UCCNeaoBaHbl
B Nnepuop, NpeaKMHUYECKMX UCTIbITAHUIA, HAaNPUMep, eCny MOXeT NPOU3ONTU NOTEHLMANbHOE NOBPEXAeHNe TKaHel Bene-
ACTBME N3MEHEHMA B TEXHWKE MMIMNIaHTauum, To Takas mogudukauusa He moxeT ObiTb NpuaHaHa mogudukaumen NOJ
ypoBHS A.

MeTtoapl CpaBHEHWs MEXaHM4eckux CBOWCTB Gazoeon mogeny u moauduuMpoBaHHOW MoOAENV NpPUBEAEHbI B
C.2.2.5.2. Ecnv opraHn3aTop NnpuxoauT K BbIBOAY O TOM, 4TO NO OAHOMY MeToAy cpaBHEHUs1 MoaudUKaLmMs He OTHOCUTCA K
YPOBHIO A, OH JOIKEH yKa3aTb APYron Metof A0 Havana KNnMHUYeCKMX NCnbiTaHui.

MpumMmeyanune—Meroas n aHann3 AaHHbIX, NPUMEHAEMbIX B UCTILITAHUSIX MEXaHMYECKMX CBOMCTB, — MO
OCT P 52039 (B.2.2.5.2 — B. 2.2.5.3).

C.2.2.5.2 CpaBHeHue ¢ eanHn4HOM 6a30BOIN MOAENbIO

Mpw3Hakv mogudmumpoBaHHeix NOJT Tunoe P/SS/SN gomkHbl COOTBETCTBOBATL yKasaHHbiM B C.2.1.1.

Ins cpaBHeHMA MOaUUUMPOBAHHON MOAENU U MOZENU, NOABEPraeMon KNMHUYECKUM UCTbITAHWAM, OPraHnM3aTop
JOMKeH goKasaTb, YTO MexaHW4Yeckue CBOMCTBa MOANGULMPOBAHHOW M UCMbITYEMOW MOAENen aHanornyHbl.

CpaBHuBas mogugmumupoBaHHyio U 6a3oByio mogernm MOJ, opraHmsatop omkeH gokasatb, YTO MeXaHu4eckue
cBoncTBa mogunduumpoBaHHon MOJT aHanormuHbl MexaHu4eckum cBoricTBam 6asoBoi moaenu.

C.2.2.5.3 CpaBHeHVe HECKONbKUX 6a30BbIX MOAENEN

Mpwanaku mogunuympoarHbix NOJ Tunos P/SS/SN fomkHEI COOTBETCTBOBATL yKasaHHsIM B C.2.1.1.

CpagHvBas MogndmuMpoBaHHyio U Heckornbko 6a3oBbix mogenei MOJ1, opraHnsaTtop AomKeH aokasatb, HTO Mexa-
HUYeckue cBoncTBa moguduumposaHHon NOJT cooTBETCTBYIOT XapakTepucTukam 6a3oBbiX Mogenemn.

C.2.2.6 U3ameHeHwe Avana3oHa ONTUYECKOW CHUMbI

Mpw3aHaku mogudmumpoBaHHeix NOJT Tunos P/A/SP/SS/SN gonxHbl COOTBETCTBOBATL yKasaHHbiM B C.2.1.1.

OpraHn3aTop MOXeT NPOBOAUTL Nobble M3MEHEeHUs1 Anana3oHa onTuyeckon cunsl, ecnu MOJT cooTBeTCTBYET Tpe-
6oeaHusim TOCT P 52038.

OpraHn3aTop AOMKEH NOMHUTBL O TOM, YTO MPU onpeAeneHHbIX KOMOMHauUMaX maTepuana n Nnpodunsi HEKOTopble
mogenu NOJT He cooTeeTcTBYiOT TpeboBaHusim TOCT P 52038 scneacteue BnuaHus cdepuyeckux abeppaumi.

C.2.2.7 U3meHeHnA pa3mepoB ONTMYECKOW YacTh u/mnm KOHCTpyKumn tena UON

Mpwanakn moguduumpoBarHeix NOJ Tunos P/SP/SS/SN pomkHbl COOTBETCTBOBATL Yka3aHHbIM B C.2.1.1.

N3meHeHnA KOHCTPYKUuMKM Tena u/mnmu pasmepoB ONTUYECKOW YacTu AOMNYCKaTCA NPU YCNoBWK, ecnu obwas anvHa
MOIJ1 He meHee 5,0 Mm 1 He Gonee 7,5 MM BAonb nio6oro mepuanaxa.

C.2.2.8 [lo6aBneHmne, yganeHne unm cMelleHne no3nLMOHHbIX OTBEpPCTUN

Mpusnakm moandmumpoBaHHeix NOJT Tunos P/A/SP/SS/SN gonxHbl COOTBETCTBOBATL yKasaHHbiM B C.2.1.1.

Mo3nuNOHHbIE OTBEPCTUS], BNUSIIOLLME HA KAYECTBO ONTUYECKON YaCTU, AOMKHbI PacnonaratbCsl Ha pacCTosIHUMN He
MeHee 2,25 MM OT UeHTpa OnNTUYEeCcKOM YacTu A4Sl Toro, YTobbl paccesiHne nnnu NcKakeHns oT HUX GblNM MUHUMAarb-
HbIMMW.

C.2.2.9 Nlo6aBneHmne pybua Ha 3aaHel noBepxHocTu Tena NOJ

Mpusnakm moancdmumpoBaHHeix NOJT Tvnoe P fonkHbl COOTBETCTBOBATL yKa3aHHbiM B C.2.1.1.

Honyckaetca nobaensate pybel Ha 3agHiolo noBepxHocTb Tena NOJ1 B criyvwae, ecnu ansanH pybua noareepxaeH
KNUHWYECKMMm ncnbitaHmsaimm mogenm NOJ ¢ pybuom u kpar pybua HaxoamTcsl Ha pacCTOAHUW HE MeHee 2,25 MM OT LeHT-
pa onTU4YECKOn YacTu.

14



rOCT P 52458—2005

C.2.210 UcnbiTaHme pasnnyHbIX KOHCTPYKUnin UOJ1 B ogAHOM KNMHUYECKOM UCNbITAHUN

Mpusnakn mogudmumposarHbix NOJT Tunoe P/SS/SN gonXHbl cOOTBETCTBOBATL YKa3aHHbIM B C.2.1.

Opamn matepuan NOJ1 moxeT 6biTh McnbiTaH anst 6onee yem ogHow KoHCTPykumn UOJ, ecnm koHcTpykumn MOJ noa-
TBEPXAEHbl Ha cooTBeTcTBME 6a3oBbiM Mogensm. [Npy 3ToM MexaHudeckne cBOMCTBa ucnbityemol MOJT aomkHel 6biTh
aHanoOrM4YHblI MEXaHUYECKUM CBOMCTBaM 6a3oBoi Moaenu.

C.2.211 UcnbiTaHwne pasnnyHbIX MaTepuanoB B OQHOM KITMHW4E€CKOM UCNbITAaHUN

MNpusnakn mogudmumposarHbix MOJT Tunoe P/SS/SN gonXHbl cOOTBETCTBOBATL YKa3aHHbIM B C.2.1.

OpHa koHcTpykumnsa NOJT moxeT ObITh ncnbiTaHa ¢ 6Gonee Yem ogHMM MaTepuanom gnsa netenb, ecnv Bce MaTepua-
nNbl A0 ncnbiTaHui 6Ny NogTBEPXAeHbI HA cooTBeTCTBME 6a3zoBbiM Mogensm. Mpu ncnonb3osaHumn Gonee ogHoro mate-
puana gns netens, Bce mogenu NOJT gorkHbl 66T MogudmrkaumusiMu ypoeHsi A u cooTBeTCcTBOBaTL TpeGoBannam C.2.2.5.

C.2.2.12 3ameHa maTtepmnana n koHcTpykunn UON

MNpusHakn mogndmnumposanHbix MOJT Tunos P/SS/SN gonxHbl cooTBETCTBOBATL YKa3aHHbIM B C.2.1.1.

Marepuansl n KOHCTpyKuMn 6a30BbIX Mogernei MoryT ObiTb 3aMeHeHbl, eCnn UCMOoNb30BaHWe maTtepuana HOBOK
(ans paHHoro Mmatepuana) koHCcTpykuumn NOJT He NpMBOAUT K UBMEHEHUIO MeXaHU4ecknx ceoncTe 6asoson mogenu NOJI.

C.2.3 Moawndwvkaumn ypoBHa B

C.2.3.1 U3ameHeHue obwero gnameTpa

Mpu3sHakn mogndmnumpoanHbix MOJT Tunos P/SS/SN gonkHbl cooTBETCTBOBATL YKa3aHHbIM B C.2.1.1.

Namenenne obwero gnametpa MOJ MmoxeT NpuBeCTU K co3ganmnio mogudukaumm UOJ, He cOOTBETCTBYIOWEN Tpe-
6oBaHusim C.2.2.5 npu ee cpaBHeHWUM ¢ 6a30BOI MOLENBIO UITU C PSIAOM XapaKTePUCTUK HECKOSbKMX 6a30BbIX MOAENen.

C.2.3.2 U3meHeHnn koHd(urypauvm netenb

Mpu3sHakn mogudmnumpoanHbix MOJT Tunos P/SS/SN gonXHbl cooTBETCTBOBATL YKa3aHHbIM B C.2.1.1.

N3meHeHune koHDUrypaumm neTernb MOXeT NPUBECTY K co3aanuio mogudmkaumm NOJ, He cooTeeTcTBYIOWEN TPpEbo-
BaHusiMm C.2.2.5 npm ee cpaBHeHUn ¢ 6a30B0I MOAENBIO UMK C PSAOM XapaKTepUCTUK Heckonbknx 6asoebix Mogenen. Ecnu
n3MeHeHne KoHdurypaumm netens mogudmumposanHon MOJT moxeT npveecTn K NOTEHUMANBHOMY YBENUYEHUIO PUCKa
OCINOXHEHWI MO CpaBHeHWIO ¢ 6a30BOM MOAENbIO, TO TaKylo MoandUKauuio NOABEpPralT UCMLITAHUAM HE MEHee YeMm Ha
300 cybbekTax.

C.2.3.3 UameHeHunsa maTepuana wnm Kanmbpa nertens

Mpusnakn mogndmumpoeanHeix MOJT Tunos P/SS/SN gonxkHbl cooTBeTCTBOBATL YKasdaHHbIM B C.2.1.1.

WameHeHnne maTepuana netenes (Mnv Apyroro matepuarna yactv 6asoeov mogenu) unu kanubpa netens MOXeT Npu-
BeCTU Kk cosganunio mogundukaumn NOJ, He cooTeeTCcTBYIOWEN TpeboBaHuam C.2.2.5 npu ee cpaBHeHun ¢ 6a30BOI MO-
Jenbio UNU € pAAOM XapakTepucTMK HECKONbKUX 6a30BbIX MoAeNen.

C.2.3.4 U3ameHeHwne maTepwana neTtesnb

MpusHakn moamcdmumpoeaHHeix MOJT Tnoe P/SS/SN gonkHbl COOTBETCTBOBATL yKasaHHbIM B C.2.1.1.

N3ameHeHve mateprana netenb NOJ1 Ha maTepunan, He M3BECTHBIN UCMbITATENIO, HO UCMOMb3YeMbIN ANs NeTens No
AaHHbIM 0hTaNbMONOrMYeCKMX NCCNea0BaHUN (CTaTen, OTHYETOR), AOIKHO OblTh NOATBEPXKAEHO CXOXECTbIO CBOUCTB UC-
nornb3yemMbIX MaTepuarnos.

C.2.3.5 UameHeHne maTepunana Tena

Mpu3Hakn mogndmumposaHHbix NOJT Tnoe P/SS/SN gonxHel cOOTBETCTBOBATL YKka3aHHbIM B C.2.1.1.

N3ameHeHve maTeprana tena MOJ1 Ha maTepuan, He U3BECTHBIN UCNbITaTENo, HO UCNoNb3yembli ans Tena MOJ no
AaHHbIM ohTanbMONOrMYeckMX CCnegoBaHun (CTaten, OTYETOB), AOIMKHO OblTh NOATBEPXKAEHO CXOXECTbIO CBOMCTB UC-
Monb3yemMblX MaTepuanos.

C.2.3.6 UameHeHne gnameTpa Tena Uimn onNnTUYeCKON 30HbI

Mpu3Hakn mogndmumpoBarHbix NOJT Tunos P/SS/SN gonxHbl COOTBETCTBOBaTL yKa3aHHbIM B C.2.1.1 npu nameHe-
HUM gvameTpa Terna unv onTu4eckor Yactu B MHTepearne ot 5,0 go 7,5 mm. OueHka mogenu NOJT ¢ onTuyeckoi YacTbto au-
ameTpoM MeHee 5 MM JOMKHA BKMIOYaTe KIMHUMYECKME WCMBITaHWA MO OueHKe BNUsIHWA BGNUKOB Ha OCTPOTY 3peHus
naumeHToB.

C.2.3.7 HayanbHoe nob6aBneHne moaenu pyouom

Mpuanakn mogucmumposarHbix NOJT tmnoe P AomkHBl COOTBETCTBOBATL YKa3aHHbIM B C.2.1.1 npy gononHeHu mo-
Jenu pybuom Ha 3agHel noeepxHoctu Tena NOJT.

15



rOCT P 52458—2005

Mpunoxenne D
(pexomeHgyemoe)

AneMeHTbI, BKNIOYaeMble B MPOTOKON KNUHUYeCKUX ucnbitasun UON,
¥ AoNonHUTeNbHoe KNUHU4YEeCKoe PYKOBOACTBO NO pa3paboTke nnaHa KNUHUYECKUX UCNbITaAHUIA
M aHanusy pes3ynbTaToB

D.1 3nemeHTbl, BKNIOYaeMbie B NPOTOKON KAMHUYECKNX ucnbiTainin UON
D.1.1 O6buwme nonoxeHusn

Hacroswee npunoxeHve ycraHaBnueBaeT Hanbonee BaXHble 3NeMeHTbI, BKIIoYaeMble B NPOTOKOM KITMHUYECKUX UC-
nbiTaHUN, Heobxoaumble opraHusaTopy Ansi onpegenexHuns 6esonacHocTn n acpdekrusHoctn NOJI.

D.1.2 KonTtponbHas rpynna

KnuHuyeckne pesynbTaTbl MO UCTOPUHECKON KOHTPONBHOM rpynne NnpueeaeHbl B npunoxenun A. KnuHnueckoe aen-
cTBue ucnoityemoix MOJ1 cpaBHMBAIOT € AaHHBIMU, NPUBEAEHHBIMU B NPUNOXEHUN A UK C 4AHHBIMU OQHOBPEMEHHO NPO-
CNEeXNBaeMON KOHTPOSIbHOM IpynMbi.

D.1.3 Yucno cybnexToB

D.1.3.1 MNpw cpaBHeHun knuHnyeckoro aercteust MOJT ¢ NCTOpUHECKON KOHTPOMNBHONM FPYNMON KNUHUHYECKUM UCNbI-
TaHusim nogeepraiot He meHee 300 cybbekToB. [pyu cpaBHEHWN KNMHUYECKOTO gencTeua ucnbityemelx NOJ ¢ KnuHudec-
kum genctenem UOJT 0gHOBPEMEHHO UCTIBITYEMOWM KOHTPOMBHON FPYNMON OpraHnM3aTop AomkeH nogobparte Takoe 1Ynucno
cybbekToB, KOTOpoe ByaeT AOCTATOUHLIM [U1sl ONpesereHNs M3MEHEHUIN OCTPOTbl 3peHUs N HeGNaronpUATHLIX UCXOA0B
Ans cpaBHeHwns1 ¢ 300 cybbekTamm MCTOPUYECKOW KOHTPONbHOM rpynnb.

D.1.3.2 Onsa komneHcauun cybbeKToB, KOTOpble MOTyT ObITb HEe AOBeAEHbI A0 KOHUA UCMbITAHUW, PEKOMeHayeTCs
UCIOonb30BaTh:

- MpW o0gHOTroANYHbIX ucnbiTaHnsax — 390 cybbLekToB;

- MpU TPEXroguyHbiX ucnbiTannsix — 500 cy6bekToB.

OpraHusaTop He 4OIKEH MPOBOAUTD KITMHUHECKME MCTILITaHUA Ha GObLueM Yncne cy6beKToB, YTO6bI YMCo CyObek-
TOB, NoABepraemsix pucky uMmnnaHtaumm mogenen NOJN, koTopble euwe He Bbinm npuaHaHbl 6e3onacHbIMU M 3 HEKTUBHBI-
MU, BbINIO MUHUMAaNBHBIM.

D.1.3.3 Onna obecneveHnn GanaHca umcna cy6beKkToB y KaXaoro ucnolitatens opraHu3aTop AOMKEH NPeayCcMoT-
peTb Hanu4me He meHee 20 cybbekToB, HO He Bonee 25 % obwero yncna cy6LeKkToB.

D.1.3.4 Ytobbl 4OCTOBEPHOCTL AAHHBLIX BblNa MakCUManbHON, YMCNO He AOBEAEHHDBIX A0 KOHUA Cy6BbeKkTOB He Aon-
xHo npeBbiwate 30 % npu TpexrognyHbIX cnbiTaHWAX U 10 % — Npy 0AHOrOAUYHBLIX UCMBITAHWAX.

D.A1.4 OnnTenbHOCTb KNMHUYECKNX NCNbITAaHUN

D.1.4.1 Ons oueHkn yncna HebnaronpusATHbIX UCXOA0B KIMHUYECKUE UCMBITAHUA NPOBOAAT B TEHEHNE:

- opHoro roaa — Anst 3agHekamepHbix MOJT (dhopma oTueTa B cooTBETCTBUM C Tabnuuen D.5 npunoxenus D);

- Tpex net — Ans nepegHekamepHbix NOJT (chopma otueta B cootBeTcTBUM € Tabnuuen D.7 npunoxenus D).

OTO NPYMEHMMO B criyyvae moaudukaumm nosepxHocTn MOJ ¢ HaHeceHMeM NOKPLITUI MK XMMKUYEecKon obpaboTkon
Ansi yBenuvyeHust bronornyeckorn copmectumoctu NOJ.

D.1.4.2 Ons cBegeHus pucka, CBSI3aHHOIO C KIMHUYECKMMY UCNbiTaHWAMKU HOBbIX mogenen UOJ, kK MuHumymy nc-
NblTaHUA NPOBOAAT B ABa 3Tana.:

1 — nmnnaHTaumsa mogenu MOJT He Gonee yem 100 cy6bektam. Mocne Toro kak no 50 cybbekTtam 6yaeT nony4ex
oT4eT no hopme oTueTa B cootBeTCcTBUM € Tabnunuen D.4 npunoxerusi D, peaynbTraTbl 4OMKHBI ObITb KIMHUYECKM OLIEHEHbI
opraHu3aTopoM 1 ucnbiTatenem. B cnyyae, ecnu mopens VMOJT y gaHHbix 50 cybbekToB 6yaeT npuaHaHa npuemnemon,
opraHu3aTop MOXET HauaTb CrneayoLwmui 3Tan UCTbITaHUNA.

2 — vmnnanTauus mogenu NOJT gocTaTouHOMY 47151 OKOHYaHUSt UCMbITaHUN YNCy CYObeKToB.

D.1.5 OTyeTHble nepuoabl

D.1.5.1 PesynbTaThbl KITMHUYECKMX UCTMbITAHWIA, MPOBOAUMBIX B TEHEHUE OQHOIO roaa, NPeACTaBnsaioT B BUAE cneay-
IOLLMX OTYETOB:

- 0 — npegonepaunoHHbIR/ONepaLnoHHbIV OTYeT (dhopMa oT4eTa B cooTBeTCcTBMU € Tabnuuamm D.1 n/wnn D.3 npu-
noxenwus D);

- 1 — nocneonepauunoHHbIN OTYET Yepea 1 unu 2 gHsA nocne onepauun (hopma oT4eTa B COOTBETCTBMM C Tabnuua-
mu D.2 u/vinn D.4 npunoxenuns D);

- 2 — nocneonepauunoHHbIN OTYeT € 7-ro No 14-i geHb nocne onepauun (hopma oT4eTa B COOTBETCTBUM C Tabnuua-
mu D.2 uvinn D.4 npunoxenuns D);

- 3 — nocnieonepauunoHHbii ot4eT ¢ 30-ro no 60-i geHb nocne onepaumm (hbopma oT4eTa B COOTBETCTBUM € Tabnu-
uamu D.2 u/vnu D.4 npunoxerus D);
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- 4 — nocneonepaunoHHbIN oTHeT co 120-ro no 180-1 aeHb nocre onepauum (hopma oT4eTa B COOTBETCTBUM C Tab-
nvuamu D.2 w/ivnn D.4 npunoxenus D);

- 5 — nocneonepaunoHHbIl oT4HeT ¢ 330-ro no 420-i aeHs nocne onepaumn (hopma oTHeTa B COOTBETCTBMM C Tab-
nvuamu D.2 w/iunn D.4 npunoxenns D).

D.1.5.2 PesynbTaTthl TPEXTOANYHbIX KITMHWYECKMX UCMbITAHWI NpeacTaensioT B Buge ot4eTtos no D.1.5.1, a Takke
cnepyowmx:

- 6 — nocrneonepaymoHHbI 0T4YeT ¢ 630-ro no 780-i AeHb Nocrne onepauun (hopma oT4eTa B COOTBETCTBMM C Tab-
nvuamm D.2 u/vnn D.4 npunoxenus D);

- 7 — nocrneonepaymoHHbI 0T4eT ¢ 990-ro no 1140-1 geHb nocne onepaumm {hopma oT4eTa B COOTBETCTBUM C Tab-
nvuamu D.2 uvnn D.4 npunoxenuns D).

Ons c6opa nHbopMaLum 6 BO3IMOXHbBIX HEGNaronpusiTHbIX UCXo4ax He0OX0AMMO MPOBOANTE KITMHUYECKYIO OLEHKY
JaHHbIX N0 3TUM OTYETHbLIM Neproam.

D.1.5.3 HesannaHupoBaHHble noceleHusi CyGHEKTOR 1 NpoLeaypbl Ans ycTpaHeHusi HebnaronpusiTHbIX MCXOAOB,
NPOBOAMMbIE BHE OTHETHbIX MEPMOAOB, TakKe AOMKHbI ObiTb 3aHECEHbI B OTUET KITMHUYECKUX UCTBITAHWIA.

D.1.5.4 3a Kaxablii OTHETHbIN Nepruomd TPEXIOANYHBIX U OQHOTOANYHbLIX KITMHUYECKUX UCTMbITAHUIM JOMKHO GbiTh No-
ny4veHo He meHee 300 oT4eTOB.

D.2 OJononHuTenbHOe KNMHU4YeCKOoe PYKOBOACTBO NO pa3paboTke nnaHa KNMHWYeCKUX MCNbITAHMA M aHanu-
3y pe3ynbTaToB

D.2.1 O6wue nonoxeHus

JononHuTenbHoe KNMHUYeCcKoe PYKOBOACTRO Mo pa3paboTke NnaHa KIMHUYECKUX UCTIbITaHUA U aHanuay pesyrbia-
TOB NpuBegeHo B D.2.2 — D.2.4.

D.2.2 CraHpapTu3auua KNMHUYECKUX OLEHOK

D.2.2.1 OpraHusaTtop AomKkeH 06ecrnevnTs COOTBETCTBUE KPUTEPMEB KITMHUYECKOMN OLLEHKM, MONYYEHHbIX UCTbiTaTe-
nsiMK 4ns HeGnaronpuUsiTHbIX UCXOA0B U KOHTPOIIs NapamMeTpoB, OTHOCSALLMXCS K OCTPOTE 3peHusi (Hanpumep, KOHCTPYKLUK
Tabnmubl ONTOTUMNORB, YPOBHS OCBELLEHHOCTH, OTpaXaTernbHOW cnocobHocTn Tabnuubl, pacctosiHuA 4o Tabnuubl, obwen
MeToAoNorMu), YTobbl daHHbIE UCCreoBaHUin MOrnu GbiTb CKOMOUHUMPOBAHDI.

D.2.2.2 Ecnu opraHnsaTtop BbisSIBNSeT He06X0AMMOCTb NPUBEAEHUS ONTOTUMNOB, UCMONMb30BaHHbIX NPY NPOBEAEHUN
KIMHWYECKMX UCMbITAHWI, K CTaHAApPTHBIM ONTOTUMNAM, TO UCMONb3YIOT MeToAuKY [3].

D.2.3 PykoBoAacTBO NO aHanu3y AaHHbIX

D.2.3.1 Ons BbISBNEHUS HANU4MA UK OTCYTCTBMA Npobnem B KOHCTpykuun MOJ, He ycTaHOBNEHHbIX Npy obuwem
aHanuse HebrnaronpusiTHbIX MCXO4OB M OCTPOThI 3peHusi (ganee — O3), opraHnM3aTop A0MKEH NPOBECTU KIMHUYECKYIO
OLEHKY AaHHbIX MO criegyrowmm noKkasaTensm:

- O3 no Bo3pacTy;

- nydwme pesynbtatsl O3;

- O3 npu HeGnaronpusTHLIX UCXOAaX;

- O3 no npegonepaLmnoHHON OKYNAPHOW NaTonormu;

- aHanua npuymH HegocTwxkenust 03 0,5 (6/12; 20/40) oTH. ef. NO KaXAOMY NaUNEHTY;

- COOTHOLEHUsI HapacTatowmx HebnaronpusiTHLIX UCXOA0B MO BO3pacTy;

- COOTHOLLEHUSI MOBTOPSOLLMXCS HeBnaronpusATHLIX MCXOAOB MO BO3PacTy;

- COOTHOLLEHWS APYIMX HEGNaronpuATHBIX MCXOO0B;

- O3y ucneiTarenew;

- HebnaronpusiTHble UCXOAbI MO UCTMbITATENAM.

Takas KnMHUYeckasi OLeHKa AaHHbIX MOMOXET OpraHnM3aTopy onpeaennTb, 3aBUCUT N HeBnaronpusiTHeIA ncxog oT
uenbeityemon AOJT nnu oH Bbi3BaH Apyrumy hakTopamu.

D.2.3.2 OpraHnzatop JOMKeH NOMHUTb O TOM, YTO KMUHUYECKOE BO3AEWCTBME ANA UCTOPUHECKUX KOHTPOMbHBLIX
rpynn paccMOTPEHO TONBKO Ansi HebNaronPUSATHLIX UCXOA0B, NPUBEAEHHbIX B nNpunoxeHun A. OpraHn3aTtop JOIKeH uc-
Nonb30BaTh KNMHUYECKME OLEHKU COGCTBEHHbIX MCCNEAOBaHNI, OaHHbIE N3 NyOnvkauuin n/unvm gaHHble n3 NPoBeAEeHHbIX
paHee KIUHWYECKMX UCTbITAHUIA, €CNN OHW CYLLECTBYIOT, B CNy4ae Hanu4msi opyrux HebnaronpusiTHbIX NCXOA0B.

D.2.4 KnuHu4yeckue ot4yeTHble hOpPMbI
Mpumepbl 0T4eTHBIX hopM NpueeaeHsl B Tabnvuax D.1 — D.5:
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Tab6bnwya D.1— dopma npegonepaumoHHOro oTHETA NO OLEHKe 3aaHekamepHbix NOJ1

McnbliTatenb

dhamunus, MM, oT4ECTBO

MauneHTt
koA

Hata poxgeHus

WMHunumansl nauneHta

KnuHnyeckoe ucnbitatme

Mon: wmyxckon [] Paca:

JKEHCKUN []

Kon

eBporneounp,
Herpouna
MOHronowvp,

Apyras
CMelwaHHas

OeHb, MecsL, roa

ooogao

MpegonepaunoHHbIN oTHeT

Ha Her
HopMmanbHoe o O
aHgoTenuansbHaa auctpodust O 0O

Apyras

yKasaTtb Bua natonorum

AeHb, Mmecau, ron
Onepupyembiti  300poBbIN Katapakra:
mas rmas Otmonorus:
Jlyuwas ckoppurmpoeaHHas cTapyeckas O
OoCTpOoTa 3peHus, AnTp: apyras O
yKkasaTtb Bug
OTMETUTb HyXHOE:
YKcno nanbLes O O
OBUXEHUE pyku O O Matonorus: Oa Het He onpege-
peakuust Ha CBeT [l O naerca
HeT peakunmn Ha cBeT O O ncesgoakconuaumm O g
rnaykoma O Od
BHyTpmrnange AaBrieHe, MM pT. CT: paHee onepupoBaHHasi rmaykoma [ [
onepupyembliii rnas 3710pOBbIN 1123
Nroxoe Cy>XeHue 3padka O 0O
WcnonbsyeTcst ombiBatowwii pacteop: la [ Het [ NepPeHECeHHbIe YBETUTDI o O
Ecnu ncnonesyetcs nepeHeceHHas oTcnownka cetyatkm ] [
ykasatb HahmeHosaHnhe anabetuyeckas petmHonaTtus o O
BHYTPUOKYNspHbIE MEeOUKaMEHTbI: MaKynsapHas AereHepains o o
Oa Het ambnuonusa O 0O O
AHTMBNOTUK O O apyrast
HaVMeHOBaH1e aHTMBNOTHKa ykasaTb Bug NaTonormm
KopTukocTepona [ Od
HavmMeHoBaHWe KOpTuKoCcTeponaa
Apyrov BuomeTpus:
yKasaTb B1A BHYTPUOKYNAPHOrO MeavkameHTa Ki,antp_____ nanuHaocu, MM
Paapes: K2,anmp__
pasmep paspesa, MM npegnonoraemasi nocneonepauuoHHas
pacrnonoxenue pedpakums, anTp
POTOBWYHBINA, NMMBanbHLIN, CKNepansHbINA
CocrosiHne poroBuub: Pacnucka 06 o3HakoMmneHuun nonydeHa: [a [J

eHb, Mecsl, rog
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Tab6nunua D.2— dopma onepaunoHHOro oTHeTa No oueHke 3agHekamepHblx OJ1

McnbliTatenb

damunuma, ums, oT4eCTBO

MauneHTt
koA

HaTa poxgeHus

NeHb, MecsL, rof

WMHuumans! nayneHTa

KnuHnyeckoe ncnoltaHme

Kon

Mon: wmyxckonm ] Paca: esponeoug [

KEHCKUN [] Herpomg, O
MOHrornovna [
Apyrasi O

cMmelwanHan [

OnepaunoHHbI OTHeT

AeHb, Mecs, ron

[aTa onepaunn

AeHb, Mecs, ron

MpuMeHeH BUCKO3NAaCcTUK HOa ] Het O Hpyrve xupyprudeckue npoueaypsbi:
Ecnv npvmMeHeH, ykasaTtb BUA . Ra Her
nepudepuniiHas O O
WHTpaokynsipHbIE MEAVKaMEHTbI: MPYAOTOMUA/MPUAOSKTOMNS u u
Da HeTt chmHkTEPOTOMMS O O
agpeHanvH O O apyras
aueTUnxonuH O O yKasaTtb BUI npouenypbl
kapbaxon O O
- Mpo6nembl Npy onepauuu:
Apyro p p pay N Her
yKasaTb BMO MegnKkameHTa
KpPOBOTEYEHUE B NepeHem oTaene O O
Bua akcTpakumm xpycranuka: NOBPEXAEHNE PadYyKKK O |
nnaHoBasi 3KCTpakancynspHasi 3KCTpakuus OCTATOUHAs HEMPO3PaUHOCT
KatapakTbl O 3agHel Kancynel 0 0
hakoamynbeunKaums O pa3pbIB 3aAHel Kancynbi 0O 0O
Aapyras
P nepeaHsis BUTPIKTOMUSI
Ka3aTb BUA Npobnemsl
Bug kancynotomuum: y Amp
HenpepbIBHLIN Karncyna pekcuc O
no TUNy «KKOHCEPBHOMN GaHKn» O
Apyras O
yKasaTb BUO
PacnonoxeHue netene: Mpuunna, no kotopoi MO He 6bina mnnaHTupoBaxa:
B CyMKe O
YaCcTUYHO B CYMKe . .
y O MecTo onst HaKNemKN STUKETKM uMnnaHTupoBaHHom NOJ1
B CY>XEHUM O
He onpeaeneHo O

Bpemsi ¢ MOMEHTa Havana go 3aBepLueHnst onepaumm
MUH

noannce ncnbiTatens

OeHb, Mecsl, ron
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Ta6nunua D.3— dopma nocrneonepaunoHHOro oT4eTa no oueHke 3agHekamepHblx NOJT

MenbiTatenb KnnHnyeckoe ucnbitaHne
damunua, ums, oT4eCTBO koA
MauneHTt WMHuumans! nayneHTa Mon: wmyxckon [] Paca: esponeoug []
Kon KEHCKUI [] Herpomg, O
MoOHrornoung, [
Aapyrasi O
cMelaHHasn [
Hata poxgeHus
AeHb, MecsL, rog
[MocneonepaunoHHbI OTHeT
AeHb, MecsL, roa
[nas: npasbii [] nesbin [] [pyras natonorvs unu ocrnoxHeHue:

MaumeHT He gocTyneH Ans obcnegoBaHus B
HasHa4yeHHOoe BpeMsl, HO MPOAOMKAET y4acTBOBaTb
B UCNbITAHUK O

MaumeHT npekpalLaeT y4acTBOBaTh
B UCTMbITAHUU

yKasaTb MpU4nHy

Pedpakumsi:
cthepa
UMnMHAp
ocb

KepaTomeTpus:
K1, antp
K2, antp

Onepupyembii  300poBbii
rmas rmas

Tlyqwas ckoppurupoBaHHas
OCTpOTAa 3peHust, ANTp:

OTMETUTb HY>XHOE:
4Ynucno nanesLeB
OBVXEHUE Pyku
peakuusi Ha cBeT
HeT peakumu Ha CBeT

oOodo
oodo

Hanwune

BbiNageHne CTEKNTOBUAHOIO Tena
B NepeaHIolo Kamepy

yLLEeMTEHNE CTEKITOBMAHOIO Tena
B paHe

NoBbILEHWE BHYTPUIIa3HOro
Jaenenusi, Tpebylowee neyeHms

GrNOKMPOBaH 3pa4vok

nepeaHne CUHEXUn

3aHue CUHEXUN

BOCManMTenbHble oTnoxenusa Ha NOJT
ubpVH B 3padke

KOPTUKAIbHbIE OCTaTKM

ocTaTkv sigpa
aeueHTpupoeka ontukm NOJI

oOooOooooo g g

MM

yKasaTb pasmep
OTCNoOMKa ceTyaTku
anabeTtudeckas peTMHonaTust
LUCTOUAHBIA OTEK MakyIbl

B CMnyYae Hanmums — mMeTo ANarHOCTUKU:
KNMUHUYECKUI

dnoopecueHTHast aHrmorpadgums
(Hy>XHOE NoAYEpPKHYTh)

MakynsipHasi aereHepauusi O

aTpodusi pagyxku O
apyras

ood

yKasaTb BMA nNaTtonornu

OtcyTeT-
BME

O

Ooooooooo O

ooo

BHyTpurnasHoe gaeneHve, Mm pT. CT.
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OTKpbIBanack nu kancyna
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HeTt




FOCT P 52458—2005

OkoHyaHue mabnuuei D.3

[MocneonepaunoHHbI OTHET

NeHb, MecsL, rof

Wcnonb3yeMble Ha MOMEHT OcHoBHas NpuYMHa, Mo KOTOPOW OCTPOTa 3PEHUSI MEHEE
BM3WUTa MEANKAMEHTHI; BpemeHHo Cuctema- | 0,5:
TUYECKN

Oa Her [HOa Hert

KOPTUKOCTEPOUAbI O O O O
aHTUONMOTUKN O O 0O O
HecTeponaHble
NPOTUBOBOCMANUTENbHbIE
cpeacrea 0 o 0O O
rnaykomHble npenapaTbl O O O O
apyrne
yKasaTb HaMMeHOBaHuA
PasgpaxkeHue: Bbinv Ny NOBTOPHLIE XMpYprudeckne
BMeLLaTeNnbCTBa Ha ONEPMPOBaHHOM a3y
HeT O .
C NpOLLIIOro BU3nTa: Da[] Het[g
nerkoe O
yMepeHHoe O Ecnu 6binu, ykasaTtb Kakve
TsKenoe O
Opyrasi natonorms unu VcnbiTbiBan nu naumeHT HebnaronpusitHoe
OCMNOXHEHWE:! Hanuuve OrtcyTtctBre BO34Ee1CTBME:
DUNbTPaLVs U3 paHsi O O D'Da HET
nnockasi nepeaHsas kamepa O O
Ecnu ncneiteiean, 3anonyiutb hopmy otveTa o Hebnaron-
mdema, Mm O O

PUSITHOM BO3OENCTBUN.
ykasaTb pasmep

Ecnv Bo3gencTtere cepbesHoe, 3anonHnTb hopmy oT4eTa
0 HeGnaronpysaTHOM BO3AENCTBUM U CBA3ATLCH C OpraHu-
3aTOPOM B TeY€eHWe oaHOoro paboyero gHs

Tab6nunua D.4—dopma npegonepalmoHHOro oTyeTa no oueHke nepeaHekamepHbix MOJT

McnbiTatenbs KnnHnyeckoe ucnbitaHne
damunua, ums, oT4eCTBO koA
MauneHTt WMHuumans! nayneHTa Mon: wmyxckon [] Paca: esponeoug []
Kon KEHCKUN [] Herpomg, O
MOHrornovna [
Apyrasi O

cMmellaHHas [
HaTa poxgeHus

OeHb, MecsiLl, rof

MpeaonepaunOHHbLIN OTYET

eHb, MecsiL, rof

Onepvipyembii  3goposbii || KaTapakTa:

mas rnas 3TNONOIvA:

Tlyqwas ckoppurupoBaHHas
ocTpoTa 3peHust, gNTp:

OTMETUTb HyXHOE: Apyraa 0

cTapyeckas O

4MCrno nanbLeB O O ykasatb BUA
ABMXXEHNE PYKN O O MaTonorus: Oa Het He onpe-
peakumus Ha CBeT O O aendeTca
HEeT peakuWn Ha cBeT 0 0 ncesaosKcgonuanmm O O
. rnaykoma O O
Vcnonb3yeTtcst ombiBatowmi pacteop: da [ Het O
paHee onepupoBaHHas rmaykoma [ [
Ecnv ucnonesyetcs, ykasate HaMeHOBaHue NNoxoe CyXeHne 3padka [ [
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OkoHnyarnue mabnuust D.4

MpeaonepaunoHHbIN OTYET

NeHb, MecsL, rof

BHyTpVIOKyJ'IHpH ble MEONKAMEHTbI:

Na HeTt
aHTUBNOTUK O O
HanMeHOBaHWe aHTUBNoTUKA
KopTukocTepoua [ O

nepeHeceHHbIe YBETUTDI
nepeHeceHHas OTCNonKa ceTyaTku
,D,VIaGGTVIHeCKaH peTnHonaTusa
MakyndpHas gereHepaumns

ooood
OoOoogno

HanMeHOBaHWe KOpTuKocTeponaa ambnvonusa D
Aapyron apyras
yKasaTb BUO BHYTPUOKYNAPHOro MegnkameHTa
yKasaTb Bua natonoruu
CoCTOsIHME POrOBULbI: Pacnucka 06 o3HakoMrnieHun nonyyeHa:  Ha [
Ha Het
HOpManbHoOe O d [ —
aHgoTenvanbHasa gaueTpodusi O Od
Aapyras
yKasaTb Bua natonoruu
Ta6nunua D.5— dopma onepaunoHHOro oTHeTa No oueHke nepegHekamepHbix NOJ
McnbiTatenb KnnHnyeckoe ucnbitaHne
damunua, ums, oT4eCTBO koA
MauneHTt WMHuumans! naymeHTa Mon: wmyxckon [] Paca: esponeoug []
Kon KEHCKUN [] Herpomg, O
MOHrornoug, [
apyrasi O
cMmelwaHHasa [
Hata poxgeHus
AeHb, Mecsl, rog
OnepaumnoHHbI oTHeT [aTa onepaunn
OeHb, Mecau, rog OeHb, Mecau, rog
[MpUMeHeH BMCKO3NACTUK Oa O Het O Opymme xvpyprmyeckue npouegypsi:
Ecnv npumenHeH, ykasate BUA Ha Hert
nepudepuiiHasl nppgotomms/vpugosktomma [ [0
VHTpaokynsipHble MeguKaMeHTbI:
Oa Her CcHMHKTEPOTOMMS O O
apyrasi O O
aziperHanuq U U yKasaTb BUA npouenypbl
aueTUNXonuH | |
kap6axon 0 0 MpoGnemsl Npu onepaunm:
. Ha Het
Aapyron
ykasaTb BIT MefVKaMeHTa KPOBOTEYEHVE B NepeaHemM otaene O Od
NOBpEeXAEHVE Pady K/ O Od
OCTaTo4YHas Henpo3payvyHOCTb 3agHen
Kancynbl O Od
paspblB 3agHeN Kancynbl O O
nepeaHsas BUTPIKTOMMUS
ykasaTtb Bug npobnemsl
Bug skcTpakumm xpycTtanvka: MpuunHa, no kotopoi NOJ He Gblna UMNNaHTUPOBaHa:
NNaHoBasi 3KCTPaKancynsipHasi 3KCTPakums
KaTapakThbl O
hakoamynbcudrkaumsi O MecTo gnst Haknenkn 3TMKeTkn nMnnaHTuposanHon OJ1
Aapyras

yKasaTtb BUO
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OnepaunoHHbIA OTHET

[eHb, Mecsl, rog

Hata onepauum

[ieHb, Mecsil, o

Bua kancynoTtomum:
HenpepbIBHbIN Karcyrna pekcuc

no TNy «KOHCEpBHOWM HaHku»
apyras

Ooono

yKasatb Bug

PacnonoxeHune netens:
B CyMKe
4aCTUYHO B CYyMKe
B CY)XEHUN
He onpeaeneHo

oooad

Bpems ¢ MOMeHTa Havarna 4o 3aBepLieHns onepauun
MUH

nognuce ucnoiTatensa AeHb, mecau, rog

Ta6nuua D.6— dopma nocneonepaumoHHOro 0TYETa No oueHke nepeaHekamepHbix NOJI

Wenbitatens Knuunuyeckoe ucnoitaHmne
damunus, ums, oT4eCTBO Ko
MaupnenTt WMuuumansl naumeHta Mon: wmyxckon [] Paca: esponeonp []
Kon JKEHCKUI [] Herpomg, O
MoHronoua [
Aapyras O
cmewanHan
HaTa poxgeHus
OeHb, Mecsau, ron
MocneonepaunoHHbIi OTYET
[eHb, Mecsu, rog
Mnas: npaebii ] nesbint [] Hpyras natonorms nnun oCrnoxxHeHue:

MauneHT He AOCTYNEH ANsi 06CrneaoBaHNs B HA3HAYEHHOe
BPEMs1, HO MPOAOMKAET y4acTBOBaTb B UCMbITAaHUN ]

MaumeHT npekpalwLaeT y4acTBoBaTh
B ncnbiTaHun

yKa3aTb MPUYMHY

Pedpakums:
cthepa
UMnMHAp
ocb

KepatomeTpusi:
K1, antp
K2, antp

Onepvpyembii  3A0poBbIN

rmas rmas
Tlyqwas ckoppuruposaHHas
OCTpOTa 3penHns, onTp

OTMeTUTb HYXHOE:
4Kcno nanbues
ABVXXEHUE PYKU
peakuus Ha ceeT
HEeT peakuun Ha CBeT

ooDood
ooono

Hanuune Ortcyter-

Bne
BbINageHne CTeKNoBUAHOro Tena
B NepegHIo kamepy O d
yllemneHne CTeKnoBuaHOro Tena
B paHe O O
MoBbIWEHWEe BHYTPUINasHoro
AaBrneHus, Tpebyiowee neveHus | O
GNOKUPOBaH 3pajdok O O
nepegHue CUHexmm O O
3aHue crHexuu O O
BOCNanuTenbHble oTnoxennst Ha NOJT [ O
$HUOPUH B 3pavke O O
KOpTUKanbHbIE OCTaTKn O O
ocTaTtku sagpa O O
neueHTpupoeka ontuku UOJ | O

MM
ykasaTtb pasmep

OTCINOMKA CeTuaTkn 1 O
anabeTtnyeckas petTuHonaTus | O
LUMCTOUAHBIN OTEK MaKynbl | O
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OkoHnyaHue mabnuuei D.6

[MocneonepaunoHHbI OTHET

NeHb, MecsL, rof

B CMny4ae Hanu4ms, MeTod AUarHOCTUKK:
KIMUHWYECKUI
dnoopecueHTHast aHrmorpadgums
(Hy>XHO€ NOaYEepPKHYTH)
MaKyrnsipHasi gereHepaums O O
atpodus pagyxku O O
Apyras [ [
BHyTpurnasHoe gaeneHue, Mm pT. CT. 3aTpoHyTa nu nepeHssi kamepa:
Oa  Her
Ecnu He 3aTpoHyTa:
hunbpo3 3agHel kamepbl O O
wapbl OnblUHUra O O
Ecnu 3atponyTa:
OTKpbIBanachk N Karcyna ¢
npeablayLLero Bu3nTa O O
Vcnonb3yemble Ha MOMEHT OcHoBHasi NpU4MHa, NO KOTOPOM OCTPOTa 3PEHUS MEHEE
BU3UTa MEeQUKAMEHTbI: BpemenHo CucTema- 0,5:
TNHECKN
Oa Hetr [Hda Hert
KOPTUKOCTEPOUAbI O O O O
aHTUONOTUKK O O 0O O
HecTepouaHble
NPOTUBOBOCNANUTENbHbIE
cpeacTea I I R N R
rnaykoMHble npenapaTsbl O O O O
apyme
yKasaTb HavmMeHOBaHuA
PasgpaxeHwue: Bbinv nu NoBTOpHLIE XMpYyprUdeckue
HeT 0 BMeLLaTeNbCTBA Ha ONepUpoOBaHHOM
rnasy ¢ NnpoLwnoro Bu3nTa Oa Het
nerkoe O
ymMepeHHoe O O O
Ecnun 6binw, ykasatb kakue
TsXKenoe O
Opyrasi natonorus unu ocrioxHeHne WcnbiTbiBan nu nauneHT HebnaronpusitHoe
Hanuune OtcyTcTane BO3JeNCTBUE:
bUNbTPaLUS U3 paHbl O O Ra Het
nnockasi nepeaHsas kamepa O O U U
rmdema, MM 0 0 Ecnu ucneiTeiBan, 3anonyiutb hopmy otveTa o Hebnaron-
T ykasato pasvep pUSITHOM BO3JENCTBUM.
Ecnu Bo3gencreue cepbesHoe, 3anonHnTb hopMy OTHeTa
0 HeBnaronpysaTHOM BO3AENCTBUM U CBA3ATLCH C OpraHu-
3aTOPOM B TeY€eHWe oaHOoro paboyuero gHs
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Tabnwuuya D.7— dopma ortyeTa 0 HebnaronpusTHoM BosgencTeun NOJ

WenbiTatenb

damMunua, UMs, OTHECTBO

MauneHt WHnumans nauneHTa

Kon

HaTa poxgeHus

OeHb, Mecau, rog

KnuHnyeckoe ucnoitaHme

Kon
Mon: wmyxckon [] Paca: esponeoug []
KEeHCKUn [ Herpovg O
MoHronona [
Aapyrasi O

cMelianHasa [

OHen.

WcnbitaTtene 06s13aH coobwate 0 Nobbix HebnaronpusiTHLIX BO3AENCTBUSX, CBA3AHHLIX TMBO HE CBSI3aHHbIX C UCMbITYe-
mon VNOJ1. O nobbix cepbesHbiX MMM HEOXKMAAHHBIX peakuMax HeoBXxoamMmMo B TeHeHWe 0AHOro pabodero gHst gono-
XKWTb OpraHmnsaTopy no TenedoHy nunm dakcy. B crniyqae cepbesHoro HeGnaronpusiTHoOro Boagenctems opma ot4eTa o
HebnaronpusiTHOM Ucxode AoJKHa GbiTb 3anonHeHa, NognucaHa u nepegaHa opraHn3aTopy B TeHeHue NATH paboumx

1 OnepupoBaHHbIV Mas:  npasbii (OD) ]
neeeii (OS) O

2 Darta umnnaHtaumm

neHb, Mecau, rog
3 Koa mogenu nuH3bl
4 CepuiiHblii HOMEP NMUH3bI
5 OnTuueckasi cuna nNuH3bl, ANTP
HebnaronpusiTHoe Bo3aencTeme:
6 JaTta oBHapyxeHus

OeHb, Mecal, rog
7 TpogonKkmTenbHOCTb (4, AHKW, Ap.)
8 TskecTb HEONAronPUsITHOro BO3AENCTBYS:

nerkoe O
yMepeHHoe O
TsXKENnoe O

11 JleueHne HebBnaronpMATHOrO BO3AENCTBIUS:

12 WNcxoa:
NornHoe BOCCTaHOBMNEHNEe
YacTUYHOE BOCCTAHOBNEHUE
BO3EVCTBIE NPOAOIIKAETCS HA MOMEHT OTuYeTa
cMepTb

ooood

MporHo3 B crnyyae NpogoriKeHnst BO3AEHCTBUS:

Pesiome (nevatHbimmn BykBamm):

9 OnucaHue TedyeHusi HebRaronpusiTHOrO BO3AENCTBUS
(nevaTtHbIMK BykBamm):

13 CuwnTaeT nu 3anonHsaLWmIA OTHET, YTO 3D eKT cBA3aH
€ NUH30M:

Ha Het

O O

Pesiome (nevatHbimu BykBamm):

14 fBnsieTca Ny Bo3aenCTBME CEPLE3HLIM/YTPOXAaIOLWMUM
3peHnio;

Ha Het

O O

Ecnun siBnsieTcA, 3anonHuTe hopMy OTYETA M CBA3ATLCS C
OpraHn3aTopom B TeYeHue oHoro paboyero aHsi

10 [OnarHo3 HeGnaronpusiTHOro BO3AEWCTBUA (NeyaTtHbl-
MM BykBamum):

noanucL UCrbITaTens AeHb, MecsL, rog

TenedoH

Kon HOMep [ONONHUTENbLHbIN
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MpunoxeHwe E
(pexkomeHayemoe)

OKoH4YaTeNnbHbIA OTYET O KNMHU4YEeCKUX UcnbiTaHuax UON

E.1 O6wwme nonoxeHusn

B HacTosiLeM NpunoXeHun NpuBeaeHb! pekoMeHZaL MM No COCTaBNEHNIO OTHETOB O KITMHUYECKUX ncnoitaHmsx NOJL.

E.2 TutynbHbIn nuct

TWTYNbHbIN NUCT AOMKEH codepXaTb CrneayoLwyo MHopMaLmio;

- HaVMEHOBaHWE KMMHUYECKOro UCTbITaHUs;

- ngeHtndukaumo NOJ, Bkovas HaMMeHOBaHue, Moaenb v Apyrve AaHHble, Heobxoammbie ANA NONHOW NOEHTU-
vkaumm;

- thamunuio, umMs, 0THECTBO U/UNKM HAMMEHOBaHWE OpraHn3aTopa;

- naeHTUUKaUmIo NnaHa KIMHMYeCckux ncnbitanui (ganee — MKA);

- OTMETKY O TOM, YTO KITMHUYECKME UCMbITaHUS MPOBOAUIINCE B COOTBETCTBUM C ASUCTBYIOLLMMMY CTaHAapTaMM Ha
norn;

- pary;

- hamunuio, NMs, OTYECTBO UCTIONHUTENS.

E.3 Pe3ome

MpVBOAST KPATKYIO aHHOTaLUMIO, COAepXKallylo cnegylowme pasaensi: HAMMEHOBaHWe, BBeAeHue, Lenu KIMHUYec-
KMX UCTIbITaHUI, CyOBbeKTbl, METOAB! UCTIbITaHUIA, pe3ynbTaThl, 3aKioveHune.

[omkHbl ObITb YKa3aHb! KMoYeBble AaHHble, BKoYas 4aTy Havana (nepebiv Cy6bekT) u gaTty okoHYaHus (nocnegHui
CyOBbEKT) NCNbITaHUM NV JaTy NpexaeBpeMeHHOro 3aBepLUeHus.

E.4 CopepxaHune oT4yeTa
E.5 BBepneHue

MpvBOAST KPaTKOE ONUCaHUe uccneaoBaHns no paspabotke NOJ, uenu n 3agayuun, nnaHnpyemMble 3aBepLUnTb B NPO-
uecce nccnejoBaHus.

E.6 MpumeHsemMble MaTepuanbl 1 MeToAbl UCMbITAHWUIA

E.6.1 Onwncanwne napenunsa

MpuBeoasT onucanue VIO u ykasbiBaloT ee Ha3Ha4YeHne, a Takke nobble n3meHeHns koHcTpykuum UOJ1, BHeCEHHbIe
BO BPeMsi UCTIbITaHUN.

E.6.2 Pe3stome MNKU

MpeacTasnstoT pestome MK, Jiobble namenenuns B MKW B npouecce ncnsiraHni AormkHbl 6biTk yKkasaHbl. Pesiome
OOIMKHO BKIIOYaTh Cregytome nonoxXeHus:

a) uenb KIMHUYECKUX NCMbITaHWUA;

6) CTPYKTYpY UCMbITAHWIA:
1) TWN ucnblTaHWM,
) KOHEUYHble TOHKN UCMbITaHWI;
B) 9TWUYECKMUE COrnalweHums;
) KOHTPONb TOMHOCTU AAHHBIX;
) rpynny cy6beKkToB Ans UCMbITAHUIA:
) KpUTEpUI BKNIOYEHNUA/MCKMIOUEHNS,
)
)

N

X) NepemeHHble UCTBITAHUS;

M) conyTCTBylOWME NekapcTea/neyeHns;

K) ANUTENBHOCTbL CONPOBOXAEHUS;

n) cratucTuYeckui aHanms:

1) nccnegyemyio runoTesy: Kputepuin npowen/ He npowen,
2) pacueT uncna cy6bekToB,

3) MeToAbl CTATUCTUHECKOTO aHarnmaa.

E.7 PesynbTaTthbl
JT1OoT pasgen AoMKeH coaepXaTtb MHopMaUmIo C ONUCaHUEM aHanua3a u pe3ynbTaToB UCMbITAHUN.
Pasgen gomkeH Bkniovartb:

a) Aaty Havana ucnbITaHwu,
6) paTy 3aBeplleHns / NPUOCTAHOBKMN UCTIBLITAHWU;
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B) COCTOsIHME CYObeKTOB / usgenui;

r) Aemorpaduyeckme gaHHble Cy6beKToB;

a) cootBetctBUe [MKU;

€) aHanua, BKIIo4aloLLmii;

1) oTueT 0 Be3onacHOCTH, pe3ioMUpyoWUIA Bce HebnaronpusiTHele ncxogel U HebnaronpusTHbIe BO3AeNCTBUSA (CBSI-
3aHHble ¢ MIOJ1 unu HeT) 3a BpeMs UCNbITaHWI, BKIIOYAs ykadaHUe CIIOXHOCTU, HeoBxoauMoro neveHns, pesynbTaroB u
3aKnioveHne UCNbITaTens 0 TOM, CBA3AHO N NeYeHne ¢ NPoBeAEHHLIMW UCMbITaHUSIMK,

2) aHanu3a akcrinyaraunoHHbix xapakrepuctuk MOJ1 B cootBeTcTBum ¢ MK,

3) niobon HeobxoaMMBIM aHanu3 No rpynnam (Hanpumep, No nony, pace, KynsType u 1.n.),

4) onucaHue BO3AENCTBUA OTCYTCTBYIOWMX AaHHBIX HA aHanm3 (Hanpumep no cybbekTam, OTKa3aBLUMMCS OT UCTIbI-
TaHWi A0 VX 3aBEepLUEHUS).

E.8 Ob6cyxaeHna n obuwmne 3aknioveHvs

HomxHbl 6bITb NpYBEAEHBI KPATKOE ONUCaHNE U pe3ynbTaTbl 6e30NacHOCTH, PUCKU U NPEUMYLLECTBA, 3HAYEHUs] 3KC-
nNyaTaumMoHHbIX XapaKTepucTuK. Takke AOMKHA BbiTb ykazaHa KIMHUYECKasi 3HAUMMOCTb pe3ynbTaToB. JJomkHbl 6biTb
onucatHbl U 4eTko 0603HaYveHbl Nobbie cneunduryeckne NPOTUBONOKa3aHNA ANsl MHAUBUAYanbHbIX CYGBEKTOB M rpynn puc-
Ka.

E.9 A66peBnaTtypbl n onpeaeneHmns

HonxeH GbITb NpUBEAEH NepeveHb NPYMeHeHHbIX abbpeBnaTtyp U AaHbl onpeaeneHns cneunanbHbIX TEPMUHOB.

E.10 3Tuka

HonxHo GbiTb NpuBegeHo noaTBepXaeHne Toro, 4To MK ogobpeH komuteTom no atuke. [lomkeH npunaratbes ne-
peyeHb KOMUTETOB NO 3TUKE, KoTopble cornacoBanu MKU.

E.11 UcnbiTaTenu n agMuHMCTpaTMBHAA CTPYKTYPa NCTILITAHNA

B npunoXeHum K oT4eTy A0IKHBI GbITh NPUMBEgeHbI KpaTKoe ONMcaHne aaMUHUCTPATUBHOW CTPYKTYPbl UCNbITAHUIA 1
CMNUCOK MCTbITaTeNeN C ykasaHmeM cTeneHm nx yyactus. Takke AormkHbI BbITb yKkasaHbl hamunus, UMsi, OTYECTBO U/MNU Ha-
MMEHOBaHWe 1 IopUaNYECcKUii agpec opraHnaartopa.

E.12 Bnok nognucen

OkoHuYaTenbHbIV OTHET AOIIKEH ObITh NOANUCaH NULAMU, YKa3aHHbIMU B 7.2.

E.13 MMpwunoxeHua K oTyeTy

K oT4eTy npunaraiot criegytowee:

a) MKy,

6) cnMcok ucnelTaTenei U HaMMEHOBaHWA OpraHM3aLuii, NPOBOAUBLLMX UCTILITAHUST;

B) CNWCOK APYrMX BOBSIEYEHHbIX NUL, U HAMMEHOBaHWUSA OpraHu3auuii (3kcnepTsl, NabopaTtopum 1 T.1.);

r) Cnucok HabnwaaTenemn;

) nepeYeHb KOMUTETOB MO 3TUKE;

€) Tabnuubl CO BCEMU OTHOCSILLMMUWCA K UCMbITAHWAM aHHBIMKM, BKIOUaoLWMMK Bee oTKNoHeHus ot MKW, nebna-
ronpusitHele Bo3gencteusi MIOJ n HebnaronpusitTHele 3ddeKTbl, 0TKa3bl U NPUOCTAHOBKW.
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Mpwnoxenne F
(cnpaBoyHoOe)

ConocraBneHue CTPYKTypbl HacTOSILLEro cTaHAapTa Co CTPYKTYPO NPUMEHEHHOro
B HEM MeXAYHapoaHoro cTaHaapTa

F.1 O6wme nonoxeHns

ConocTtaeneHve CTPYKTYpbl HaCTOSALLEro CTaHAapTa CO CTPYKTYPON NMPUMEHEHHOTO B HEM MEXAYHapOAHOro CTaH-
AapTa npeacraeneHo B Tabnuue F.1. YkasaHHoe B Tabnuue nameHeHne CTPyKTypbl MEXIOCyAapCTBEHHOIO cTaHaapTa oT-
HOCUTENBHO CTPYKTYPbl MPUMEHEHHOTO B HEM MeXAyHapogHoro craHgapta obycnoeneHo npuUBEAeHUEM €ro B
cooTBeTcTBUE ¢ TpeboBaHnamm MOCT 1.5—2004.

Ta6nwuua F.1— ConocrtaBneHne CTpyKTypbl HACTOSILLLEro CTaHAapTa Cco CTPYKTYPON NPUMEHEHHOro
MEXAYHapoAHOro ctaHaapTa

CrpykTypa mexayHapoaHoro ctaHgapta MCO 11979-7:2001 CTpyKTypa HacToslLero cTaHgapTa
1 O630p 1 O6nactb NpUMeHeHus!
2 HopmaTtuBHbIE CCbINKK 2 HopmaTtuBHbIE CCbINKK
3 TepMuHbI M ONpeaenexus 3 Tepmutbl n onpegenenms”
4 JTnveckue cornawieHus 4 JTnveckue cornaweHus
5 TpeboBanus 5 Tpeb6oBanus
5.1 O6wme TpeboBanusi 5.1 O6bwwue TpeboeaHus
5.2 [JononHuteneHele TpeboBaHusi 5.2 JononuuteneHble TpebGoBaHus
6 MeTogonorus 6 Metogonorus
6.1 JokymeHTaums 6.1 TpeboBaHus Kk JOKyMeHTaumm
6.2 JocTyn k nHcpopmaumm 6.2 TpeboBaHus k AOCTYNY UHOPMaLMK
6.3 [dononHuTensHoe MeauUmMHCKoe obcnyxmeaHme 6.3 TpeboBaHys Kk AONONHUTENBHOMY MEAULIMHCKOMY
6.4 naH KMMHWYEeCKNX NCMbITaHUA obcnyxuBaHuio
6.4.1 O6wwe TpeboBaHWs 6.4 TpeboBaHus Kk MNaHy KNMUHUYECKUX UCTIbITaHUI
6.4.2 JononHuTenbHble TpeboBaHus 6.4.1 O6wwme TpeboBaHusi
6.5 Ponb opraHmsartopa 6.4.2 JononHuTenbHble TpeboBaHWs
6.6 Ponb npoeepsitowero 6.5 TpeboBaHus k opraHN3aTopy KNMMHUYECKUX
6.7 Ponb KNMMHWYECKOro ucnbeltTatenst MCMbITaHUN
6.7.1 O6wwue TpeboBaHusi 6.6 TpeboeaHus k HabnwgaTento
6.7.2 JononuuTenbHble TpeboBaHus 6.7 TpeboBaHWA K KIMHUYECKOMY UCMbITATENIo
6.7.1 Obwwme TpeboBaHWs
6.7.2 JononuuTenbHble TpeboBaHWs
7 MNpepcTaBneHue pe3ynbTaToB 7 TpeboBaHus K NpeacTaBNeHUo pe3yrbTaToB KITMHK-

YeCKMX UCMNbITaHUN

MpunoxeHne A N3bpaHHble onpeaeneHns —

Mpunoxenne B MNpumepsl moandukaunn 6asoson moge- | Mpunoxenne C PykoBogcTBO Mo onpegeneHuio mogudm-
nv non kauwu 6asosoi mogenu MOJ?

MpunoxeHne C dneMeHTbl NPOTOKONUPOBaHUS KnnHuve- | Mpunoxenne D 3OnemeHTbl, BKMIOYaeMble B MNPOTOKON

ckux ucnbitanun NOJ KnuHnueckux nenoitannin UOJ, u gononHUTENbHOE KNUHKU-
C.1 OnemeHTbl NPOTOKONMPOBaHUA KITMHUYECKUX Yeckoe pPYKOBOZCTBO Mo paspaboTke nraHa KIMHUYeCKUX
ucnbitaHnin NOJT MCNbITAHUIA M aHanu3y pe3ynbTaToB
C.2 [ononHutenbHOE KIMHUYECKOE PYKOBOACTBO D.1 3nemeHTbl, BKINIO4YaeMble B NPOTOKOMN KITMHUYECKUX

ucnbitanun NOJI

D.2 [JononHutenbHoe KIMHUYEeCKOe PYKOBOACTBO MO
pa3paboTKe rnnaHa KIMHUYECKUX UCTIbITaHUIA U aHanu3y
pesynbTaTos
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Okonvanue mabnuysi F.1

rOCT P 52458—2005

CrpykTypa mexayHapoaHoro craHgapta MCO 11979-7:2001

CTpykTypa HacTosiero ctaHgapra

Mpunoxerne D MNocrneonepaunoHHble HEGNAroNpUATHLIE
Mcxoab! U HOPMbI OCTPOTbI 3pEHNSI B CPaBHEHWU C NCTOPW-
YeCKOW KOHTPONBHOW rpynnow

MpunoxeHne A MNpumepsbl cepbesHbiXx HEGnaronpUATHbLIX
MCXOOOB ANsi NepegHeKamepHbIX U 3agHekamepHbix MO n
nokasarenein oCTpoTh! 3peHnsd)

Mpunoxernne B TpeGoBaHus k pacnvcke 06 nHdopmupo-
BaHHOCTU?)

MpunoxeHne E OkoHYaTenbHbIM OTYET O KIMHUYECKMX UC-
nelTaHusx MON4

BuGnvorpacus

Mpunoxexne G bubnuorpadus

Mpunoxernve F ConocTaeneHne CTpyKTypbl HACTOSILWLENO
cTaHgapTa co CTPYKTYpOW NPUMEHEHHOIO B HEM MeXAyHa-
popHoro ctangapra

1) B HacTosAWeM cTaHaapTe AaHHbIV pa3gen pasdut Ha 17 NyHKTOB B CBSI3W C BBeAEHUEM TepMUHOB no [1].
2) CTpyKTypa gaHHOro NpUNoXeHnst HACTOSILLEro CTaHA4apTa NoNHOCTbIO MAEHTUYHA CTPYKTYPe NpUnoxeHuns B mexay-

HapoAHOro cTaHaapTa.

3 [NaHHOe NpUNoXeHWe B HAaCTOSALWEM cTaHaapTe pa3buTo Ha NYHKTLI, YTO 0BYCNOBNEHO He0BXoANMOCTLIO NpuBeae-

Hus ero B cootBeTcTBue ¢ FOCT 1.5.

4) BknioveHve B HACTOAWMI CTaHAAPT AaHHOTO NpUNoxeHus 06ycnoBneHo HeobxoanMOoCTbio yieTa noTpebHoCcTeN
HauMoHanbHOW 3koHOMMKK Poccuickon ®epepauumn. MNonoxernsa gaHHOro NpunoXenusi oteevatoT TpebosaHusam [1].
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[1] UCO 14155-1:2003
(ISO 14155-1:2003)

[2] NCO 14155-2:2003

(ISO 14155-2:2003)

[3] NCO 8597:1994

(ISO 8597:1994)
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Mpunoxenne G
(cnpaBoyHoe)

Bubnuorpadua

KnuHunyeckne nenbiTaHnsa MeanumHeknx nagenuii. Yacte 1. O6wme tpeboBaHust
(Clinical investigation of medical device for human subjects — Part 1: General
requirements)

KnuHuyeckne ucnbitaHns MeguunHCKMX nagenuin. Yactb 2. NnaH KnMHM4eckux ncnbl-

TaHum
(Clinical investigation of medical device for human subjects — Part 2: Clinical

investigation plans)

OnTuka 1 ontudeckne Npubopsl. [NpoBepka ocTPoTh! 3peHust. MeToa koppensumnm onTo-
TUNOB
(Optics and optical instruments. Visual acuity testing. Correlation of optotypes)
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