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[lpeagucnoBue

Llenn 1 npuHumMnel ctTaHgapTusaunm B Poccunckon ®egepauum yctaHosneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabps 2002 r. Ne 184-P3 «O TeXHNYeCKOM perynmpoBaHni», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccumnckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHaapTnsaumnda B Poccunckon Pegepadinin.
OCHOBHbIE NONIOXEHUA»

CBeaeHUA o cTaHpapTe

1 NMOArOTOBJIEH OTKpbITEIM akLMOHEPHBIM 0bLWecTBOM « TKC-onTuka» Ha OCHOBE CODCTBEHHOTO ay-
TEHTUYHOTO NepeBoda cTtaHgapTa, yKasaHHOro B NyHkTe 4

2 BHECEH TexHun4yeckum kommutetom no craHgaptusaumm TK 296 «Ontuka n ontudeckme npnbopbl» U
noakomuteToM [NK 7 «OdpTanemonormyeckas ontuka

3 YTBEPXXOEH 1 BBEOEH B JEVCTBUE [Mpukasom ®deneparnbHOro areHTcTea rno TEXHUYECKOMY pe-
r'YNUpoBaHuto U metponornm ot 28 aekabpst 2005 r. Ne 374-cT

4 Hactosawun ctaHaapT ABNAeTCAa MOANPULUPOBAHHBIM MO OTHOLLUEHUIO K MeXxXayHapoaHoMy cTaHaap-
TY MCO 11979-7:2001 «MImnnaHTaThl opTanbMonorumdeckne. UHTpaokynapHble NH3bL. HacTtb 7. KnnHnyec-
e  ucneiTaHua» (ISO  11979-7:2001 «Ophthalmic implants — Intraocular lenses — Part 7: Clinical
investigations») nytem:

- M3MeHeHUs ero CTpyKTypbl. ConocTaBneHne CTPYKTYPbl HACTOSALWEro ctaHaapTa co CTPYKTYPOU yKa-
3aHHOIo MeXXgyHapoaHoro ctaHgapTta npyusedeHo B AONONMHUTENBHOM NpuUnoXxkeHun G;

- BBeeHus OononHUTeNbHbIX CroB (ppas). [Npun aToMm gononHUTenbHble cnosa (ppasbl), BKIMHOYEHHbIE B
TEKCT CTaHaapTa Ans ydyeTta noTpedbHocTen HauMoHanbHoM sKkoHOMKUKKU Poccuinckon ®eaepauin n/nnm ocodbeH-
HOCTEeN HauMoHaNbLHOW cTaHgapTu3aunn, BelaeneHbl KYpCUBOM;

- BBegeHuda npunoxeHusa B, koTopoe A0NONHAeT pasaernbl U NPUnoXeHna ykasaHHOro MexxayHapoaHoro
cTaHgapTa € y4eToM NnoTpebHOCTEN HaLMOHaNnbHOW 3KOHOMUKN Poccunnckon ®eaepaunn U/Mnm oCobeHHoCTEN
HaUMOHanbHOW cTaHaapTU3auUmm;

- UCKIOYEHUS NMPpUNnoXkeHns A npMMeHeHHOoro MexXxayHapoaHoro ctaHgapTta, KoTopoe HelenecoobpasHo
NMPUMEHATL B HALUMOHaNnbHOW cTaHaapTU3aLU M1 B CBSA3U C TEM, UTO OHO SIBNAETCH CNPaBOYHLIM U COAEPXKAUT TEP-
MUHBI, NpuBeaeHHble B [OCT P 51892—2002 (MCO 11979-1:99).

[pu cebinke Ha MCO 14155-1:2003 «KnuHun4yeckue ncnoltTaHUa MmeguumMHeKknx nagenunin. Hacts 1. Obwme
TpeboBaHua» (ISO 14155-1:2003 «Clinical investigation of medical device for human subjects — Part 1:
General requirements») B HacTodLWEM cTaHdapTe ACMONHUTENBHO NpUBedeHbl coaepXXaHue COOTBETCTBYIO-
LLIMX NYHKTOB U npunoXxeHue E gaHHOro MeXxayHapoaHoro ctaHaapTa, KOTopble BhlAeneHbl BepTUKanbHOW N-
HUAEeW, PacnonoXeHHON CneBa OT TeKcTa. ITO ODYCNOBMEHO TEM, YTO MeXAyHapoAdHbl CTaHOapT He UMeeT
aHanoros cpean HauMoHanbHbIX CTaHOAPTOB

5 BBEAEH BI'NEPBbIE

VIHpopmMayust 06 UsMeHeHUsIX K HacmosuwieMy cmaHOapmy rybrnukyemcs 8 eXXe200H0 u30asaeMOoM UH-
bopMallUoOHHOM yKazamerne «HaluuoHaneHbIe cmaHoapmkei», @ mekcm U3MeHeHUU U rorpasoKk — 8 eXeMe-
CAYHO U30asaeMbix UHQOpMaUUOHHbIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae rnepecmompa
(3aMeHbl) Ui OMMeEHbLI Hacmosuwje20 cmaHoapma coomseemcemeyrouiee yeseoomMmrieHue byoem ornybriukoeaHo
8 EXEeMECSYHO u3dasaeMoM UHOPMaUUOHHOM yKalzamerne «HauuoHarnbsHbie cmaHoapmsi». Coomeemcm-
gyroujast UHgbopMayus, yeeooMiIeHUe U meKcmbl pa3Mellaromecs makxe 8 UHGhbopMalyUOHHOU cucmeme ob-
Wje20 rnosib3o8aHuss — Ha ogpuyuanbHOM caume ®eoeparibHO20 agzeHmemaea o mexHU4eCcKoMy pezynuposa-
HUK0 U Mempornozauu 8 cemu ViHmepHem

© CtaHgapTtuHdopm, 2006

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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(MCO 11979-7:2001)

HAUMWOHANBbHbBIWNW CTAHOAPT POCCUUCKOWN GEOEPALUMN

MUMnnaHTaTtbl ohTanbMONoruveckue
UMHTPAOKYINAPHDbIE NIUH3bI

UacTthb 7
KnuHn4yeckue ncnbitaHus

Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations

[laTta BBegeHnsa — 2007—01—01

1 ObnacTtb NpUMeHeHus

Hacmosiwut crmaHoapm pacripocmpaHsiemcsi Ha riepeOHeKaMepHbIe U 3a0HeKaMepHbIe UHMPaoKysap-
Hbie NTUH3bI (Oanee — UOJ1) HezaguCUMO om Mamepuarna, U3 Komopo20 OHU U320MOoereHbl, Mecma floKasu3a-
Uuu 8 a2nasy rnauueHma u QyHKUUOHalbHO20 Ha3Ha4dyeHUs (npome3s xpycmarnuka anasa Unu fluH3a, rnpeoHas-
HadyeHHas1 ONst KoppeKUuuu aghakuu U aHomanuu pegpakyuu).

CmaHOapm ycmaHasiusaem Memoobl KITUHUYECKUX ucrbimaHuu moougpukayuu N0OJ1, a makxe mpebo-
8aHUS K NMpomokKonaMm KnuHu4veckux ucrisimaruu A0J].

[Tpnmedanwue— HOpyrne tunel NOJ1 nogeepratot KNMHUYECKNM UcnbiTaHuAM 1o [1].

2 HopMaTuBHbIE CCbINKN

B HacToqalleM cTaHgapTe UCNONb3oBaHbl CChINMKUA Ha cneayowmne ctaHaapThl;

FOCT P 51892—2002 (MCO 11979-1—99) VmnnaHnmambi ogpmarnsmMmorniozudeckue. ViIHmpaoKkynsapHbie
NTUH3bI. Yacme 1. TepMUHbI U oripedeneHusi

FOCT P 520368—2003 (MCO 11979-2—99) Vmnnanmambi ogpmarnsmMmorniozudeckue. ViIHmpaoKkynsapHbie
JTUH3bI. Yacme 2. Onmu4eckue ceoucmea U MemooOb! UcbimaHuu

FOCT P 52039—2003 (MCO 11979-3—99) VmnnaHnmambi ogpmarnsmMmorniozudeckue. ViIHmpaoKkynsapHbie
JTUH3bI. Yacme 3. MexaHu4eckue ceoucmea U Memaoobi UcbimaHuu

[OCT P 52040—2003 (MCO 11979-6—99) VMnnaHnmamei ogpmarnbsmMmorioaudeckue. VIHmpaoKynsipHbie
NUH3bI. Yacmepe 6. Cpok 200HOCMU U cmaburnbHOCMb pu mpaHcrnopmupogaHuu

[1pumeyaHue—[lpu nonb3osaHuu HacMoAWUM crmaHlapmom yernecoobpasHo riposepums oelicmeue cchi-
NIOYHBIX cmaHoapmoea 8 UHhoOpMaUUOHHOU cucmeme obuwea20 nonb308aHus — Ha ocbuyuanbHom catme QedeparnbHo20
azeHmemea ro mexHU4ecKoMy pezynuposaHUuro u memposnoauu cemu VIHmMepHem uriu rio exxe200H0 uzdasaemMomy UH-
cbopmayUuoHHOMY yKkasamerto « HayuoHarnbsHbie cmaHOapmsbi», KOmophkit orybnukogaH rio COCMOoOAHUK0 Ha 1 aHeaps meky-
uiez20 200a, U rio coomeemcemaeayiiouwUM exeMecayHo usdasaeMbiM UHPOPMaUUOHHBIM yKaszamernam, orlybrnukoeaHHbIM 8
mekyuwiem 200y. Ecnu cebinoyHbill cmaHOapm 3aMeHeH (U3MEHEH), mo ripu rofb308aHUU HACMOAWLUM cmaHOapmomMm crie-
oyem pykosoocmeo8ampsCH 3aMeHEHHbIM (U3MEHEeHHbIM) cmaHOapmom. Ecnu cebinoyHsiti cmaHlapm ommeHeH beas 3a-
MEHbI, MO rO1I0XKeHUE, 8 KOMOopoM OaHa CChiflka Ha Hezao0, MPUMEHAemcs 8 yacmu, He 3ampaausarouiet 3my CChIfIKy.

3 TepMUHbI N onpeaeneHuns

3.1 B HacmosuwemM cmaHOapme npumeHeHb! mepmuHbsl no FOCT P 51892, TOCT P 52039 u cnedyroujue
MepPMUHbBI C COOMe8emcmayroWLMU OrpedeneHUsIMU.

3.1.1 cepbe3HbIN HeOnaronpuAaATHbIN Ucxon (adverse device effect): NocneonepaunoHHBIM NCXoAa,
NoTeHUMaNbHO YrpoXaroLWwi 3peHUIo.

[Tpnmeyanwme—Illpumepbl cepbedHbiX HEBNAronPUATHLIX NCXO0A0B NpuBeAeHbl B Tabnmyax A.1 v A.2 npuno-
XeHuns A.

U3pgaHne odbvumanbHoe
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3.1.2 nnaH knuHudeckux ucnbimanul; KU (clinical investigation plan): [JokymeHm, ornpeoensrowul
yesnu, 3adayu, Memooosic2ur, cucmemMy KOHmMpOoIis, Npo8eOeHUs aHarlu3a U XpaHeHUs OaHHbIX O KITUHUYECKUX
LcribimaHusiX.

3.1.3 knuHu4Yeckoe ucrnbimatHue (clinical investigation): J/lroboe paspabomaHHoe U 3arnaHupo8aHHoe
cucmemMamu4yecKkoe U3lydeHue ¢ Uernbio rnposepKu bezonacHocmu u/unu akcrnyamauyuoHHbix ceoticme V10J1 ¢
yyacmuem cybbreKkmos.

3.1.4 cybbexkm (subject): Jluyo, y4acmeyrouiee 8 KIUHUYECKUX UCTbiMaHUsIX ¢ NMpUMEHEHUEM UCTbimy-
emou V1OJT u/unu e cocmage KOHMpOIIbHOU 2pyrrsi.

3.1.5 KnuHu4yeckuu ucnbimameins (clinical investigator): Jluyo w/unu opaaHu3salus, omeemcmeeHHbIe
3a rpoeeoeHuUe KITUHUYECKUX UcrbimaHuu U Hecyuue KNUHUYeCKyro omeemcmeeHHocmb 3a bnazoronyJue
808JIeYeHHbIX cybbeKkmos.

[1 pumMmeyvyaHUEe — Jluyo u/unu opcaruU3alusna Ha3HaydarmecAa 8 coomeaermcecmeuu C Oeﬁcmeyfomum 3aKoHOOa-
meribCcrneom.

3.1.6 opa2aHuzamop (sponsor): Jluuo u/unu opaaHuzalylus, Komopbkie Hecym omeemcmeeHHOCMb 3a
Hayarno u/unu rnpoeeodeHue KUHUYEeCKUX ucrnbimaHull.

3.1.7 anaeHbIlU KnuHUYecKuu ucnbimamens (principal clinical investigator): KnuHu4decKkuu ucribima-
meJsib, OM8eMmMCcMeEEeHHbIU 3a op2aHuU3aluro KITUHUYECKUX UcrbimaHulU, nposooUMbIX 8 OOHOU op2aHu3aluu
(nabopamopuu).

3.1.8 koopouHamop (coordinating clinical investigator): KnuHudeckul ucribimamersb, Ha3HadaeMbilu
op2aHU3amopoM O KOOPOUHaUUU KITUHUYECKUX UcrbimaHUU, rnMpo8o0UMbIX 8 HECKOMIbKUX Op2aHU3alusix (na-
bopamopusix).

3.1.9 knuHu4deckas appekmueHocmsb (clinical performance): N3yyeHue ornpeoeneHHo2o mura N0/
U/unu eao nompebumersribCKUX ceolicme 8 cllydae KOHKPEeMmHO20 UCMNob308aHUsa Ha cybbekmax, 051 Komo-
PbIX OHO rpedHa3Ha4yeHo.

3.1.10 gpbopma omyema (case report form): [lokyMeHmM, npeoHa3HayeHHbIU ONd 3arnucu ecel UHpopMa-
yuu, rpeodocmasnsgeMou opaaHusamopy ro KaxoomMmy cybrekmy 8 coomeemecmeuu ¢ mpebosaHuamu riaHa
KITUHUYECKUX UclibimaHuu.

3.1.11 XypHan KnuHuU4Yecko20 ucnbimamens (clinical investigator’s brochure): [JokymeHm, ripeoHas-
Ha4YeHHbIU 014 3arnucu KnuHU4YecKoU U HeKnuHuU4Yeckou uHpopmayuu ob ucrnibimyemou V1OJ1, omHocsauweucs K
ucribimaHusM Ha cybbekmax.

3.1.12 Habnrwodamensb (monitor): Jluyo, HazHa4eHHOE opaaHUu3amopoM Ons HabmoOeHUs1 3a coomeem-
cmeuemM oeticmaul KIUHUYeCKOo20 Ucribimameris MpoOMmOKOy KIUHUYECKUX UcrbimaHUU U NMpoeepKU UCXOOHbIX
OaHHbIX.

3.1.13 ucxoOdHbIe OaHHbIe (source documents): IHbopmauus, npedcmasfieHHas 8 suoe opuauHalslb-
HbIX, UGeHMUUUUpOBaHHbLIX U cepmugpuyupo8aHHbIX 3arnuceu KIuHU4YecKkUx ocMompos, HabmooeHuu u/unu
opyaux oelicmeul 8 meveHue KIMUHUYeCKUX ucrnsimaHuu, Heobxooumas 05151 OUEHKU KITUHUYECKUX UcrbimaHull.

3.1.14 okoH4YyamenbHbIU omy4em (final report): [JokymMeHm, 3ariofiHIeMbit fociie OKOHYaHUS KIUHU4YeC-
KUX ucribimarul, cooepXxauwjull onucaHue u OUeHKyY pe3ylbmamos.

3.1.15 komumem no amuke (ethics committee): He3zagucumMbIlU KOMIEMEHMHbIU op2aH, omeevyaroujul
3a bezonacHocme, bnazorony4yue U npasa cybbekmos, rnpuHUMarowiux ydacmue 8 KIUHUYEeCKUX UcrbimaHUsIX.

3.1.16 pacnucka 06 uHgpopmupoeaHHocmu (informed consent): [JokymeHm, umerowiull ropuouYec-
KYro cury, noomeepxoarouiul coenacue cybbekma Ha 00bpoeoribHoe yyacmue 8 KITUHUYECKUX UCTbimaHUusiX.

[TpunmeyaHune— TpeboBaHusA K pacnucke 06 MHPOPMUPOBAHHOCTU NPUBEAEHbI B MPUNOXEHUN B.

3.1.17 koHmMponbHasa 2pynna (control populations): Cybbexkmbi, KomopbiM umrnaHsmupogaHsi NOJ],
coomeemcmeyiouiue mpebogaHusam FOCT P 5§2038— 'OCT P 52040.

3.1.18 ucmopu4dyeckass KOHmMpoObHas 2pynna (historical control population): KoHmpornbeHasi apyrnna,
ripowiedwiast KinuHU4YecKkue UucrbsimaHusl U umeroujas cepbesHbie Hebrnaz2ornpusimHbie UCX00kbl.

4 ITnNvyeckue cornawleHuvs

4.1 O6wue TpeboBaHUA

4.1.1 lNpaa, 6be3onacHOCTb N A0DPOBONMBHOCTL Yy4aCTUA CYOBEKTOB KIMUHUYECKUX UCMbITaHWUA AOMKHBI
ObITb 3aLlULLEHbl B COOTBETCTBUN C 3TUYECKUMU NMPUHLIMNAaMIN, N3MOXKEHHbIMKU B XerbCUHCKOW AeKnapaunn, 1
OOJKHBbI cobnoaaTbcsd Ha NMNboM aTane KIMMHUYEeCKUX UCTNbITAHUIA.

2
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4.1.2 OpraHnsaTop U KIMMHUYECKMN UCNbITaTeNb He AOMKHBbI OKa3biBaTb AaBNeHUA UM NPUHYXOAoLWKX
OEeUCTBUN Ha CyDBEKT, HabntogaTens, KMMHUYECKOro UcnelTatens-koopanHaTopa U apyrux nuu, y4acTBYOLWNX B
KIMMHUYE CKNX UCTMBbITAHUSX.

4.1.3 OpraHunsaTop AOMKEeH JOKYyMeHTarnbHO NoATBEPANTb KOMMNeHcaLunto cybbekTam B crydae TpaBMbl,
npounsoLleaLwen npu NpoBeaeHnn KNMHUYEeCKUX ncnbiTaHnn. [lononHutenbHoe MeguuuHckoe obcnyXnsaHue

CyOBEKTOB, KOTOPbIM OHO noTpebyeTca B pesynsrate HebnaronpuaTHOro Ucxoga KINUHUYECKNX UCTIbITaHUN,
OOMKHO ObITh 3annNaHNpPOBaHO N 3aJ0KYMEHTUPOBAHO.

4.1.4 Bce y4aCTHUKU KNMUHNYECKUX UCTIBLITAHUW OOIMKHBI pasgenaTb OTBETCTBEHHOCTb 3a 3TU4YecKoe No-
BeJleHNe B COOTBETCTBUN C UX PONbIo NPU NpoBedeHUN KIMUHUYECKUX UCMBbITaHUN.

5 TpeboBaHuA

5.1 O6bwue TpeboBaHUA

5.1.1 Mexagy opraHmsaTopoM, UcnelTatenem 1 gapyrumMmum nuuamiu, y4acTeyOLWMMN B KIMMHUYECKMX UCTIbI-
TAHUSIX, OOJPKHBI CcyllecTBOBaTh popMalnbHble cOornalleHus, onpeaensitolme Kpyr nx obsizaHHocten. Bee
bopmanbHble cornaweHust goMmkHbl ObITb 3a40KYMEHTUPOBAHbLI B MUCbMEHHOM BUAE M nognicaHbl BCEMUA
YUYaACTHUKaAMMW.

5.1.2 Bce nuua, ydacTteyowje B nposedeHU KNMMHNYECKUX UCNbITaHUN, OCIMKHbI UMEeTb COOTBETCTBYIO-
LY KBanudukauuo/obpaszoBaHme U/nm onbiT Ang NCNonHEeHUsa CBOMX 0DA3aHHOCTEN.

5.1.3 lnaH KNUMHUYECKUX UCMNbITAHUN AOIHKEH COOTBETCTBOBATL TPeboBaHNAM [2].

5.1.4 KnuHu4yeckme UcnblTaHUAa A0MKHbI ObITh paspadboTaHbl Anga onpeaeneHnsa cooteetcTeUA NOJT Ha-
3Ha4YeHHOW rpynne cyobLeKTOoB, AN KOTOPOW OHM NpeaHasHaveHbl. cnbiTaHUA A0MKHBI COOTBETCTBOBATL TPe-
OOBaAHUSAM KIMMHNYECKOW peneBaHTHOCTU U Hay4YHOMN JOCTOBEPHOCTH.

5.1.5 B nepuoa KNMHUYECKNX UCNLITAHUA BCe ydacTBywLlMe Nuua A0MKHbI cobnogate KOHpUAOEH-
LnanbHOCTb. [laHHble, NonyvyeHHble B nepuod KNUHUYECKUX UCNBITaHWUA, A0IKHBI ObITh 3alUULLEHbI OT HECAHK-
LMOHNPOBAHHOIO UCNONb30BaHUS.

5.1.6 B otyetax n nybnukaumax o KNMHUYECKUX UCMbITAHUAX O0MKHa cobntogaTbca KoHdMAeHUMnanb-
HOCTb MHOPMAaLUN O KaXKO0M CyObekTe.

5.1.7 Cnncok nmeH cybbLekToB U naeHTUgmnKaLumMoHHaa nHpopMaunua AOMKHbI, NMpU HEOOBXOAUMOCTH,
XPaHUTbCA OTAENbHO OT OTYETHLIX POPM.

5.1.8 llepen Ha4Yanom KNUHNUYECKUX UCMbITAaHUN HEODXOAUMO NPOBECTM crneayoLlne AeUCTBUS:
- paspaboTtaTtb U yTBEPAUTb NMaH KNUMHUYECKUX UCMbITaHWUN;

- MONy4YnUTb cornacme KoMmuTeTa no 3TUKE;

- MONYyYUTb COOTBETCTBYIOLEE paspelleHne KOHTRONMUPYIOLWNMX OpraHoB.

5.2 [lononHutenbHbIE TPpeboBaHUA

5.2.1 OpraHusaTtop v KNMHU4YeCcKne UcnelitTatenn AomKHbl OLLeHUBATb YPOBHW HEDNAronpUATHBLIX UCXOO0B
n ocTpoThl 3peHnda ans NOJI npu KNMHKU4Yecknx UcnbiTaHUAX.

5.2.2 besonacHocTb N achdpekTBHOCTL Kaxkaon moagenn NOJT aomkHbl BbITh NOATBEPXKAEHbI:

- KIMUHUYECKUMWN UCTIbITAHUSIMKXA, NPOBEAEHHbIMU B COOTBETCTBUN C TPpeOOBAHUAMU HACTOSALLEro cTaH-
napTa;

- CpaBHeHWeM NapamMeTpoB MOAeNn ¢ napameTpamm 6asoBo MOOENN, NMOKa3biBaOLMM, YTO MOAEb SIB-

nseTca HesHavynuTenbHOM Mogudpnkaummen 6azoBon Mmogenn, 6e3onacHoCcTb 1 3PP EKTUBHOCTb KOTOPOW AOKa3a-
Hbl KITMHNYECKUMW UCMNBbITAHUSMMN.

[TpunmedaHune—PykoBoaCTBO NO onpeaeneHntio mogndukaumm dbasoson mogenu VMOJT npyeeaeHo B npunio-
xxeHum C.

5.2.3 KnuHunyeckme ncneitanmns MOJI, npegHasHavYeHHbIX AN KOpPeKLMn adakmn y B3pOCTbIX CyObeK-
TOB, AOIMKHbI NPOBOANTLCHA OPraHn3aTopoM C UCNONb30OBAHNEM 3M1EMEHTOB MPOTOKONMPOBAHUA MO NPUIoXKe-
HAto D. OpraHusatop AO0mKeH paspabortatb MNPOTOKON € Y4ETOM  OUEHKUA pasfndvMim  MOCTOSIHHBLIX
HebNaronpPUATHLIX UCXOAO0B Y UCNBITYEMbIX CYOBLEKTOB U CYOBLEKTOB U3 KOHTPOMNBLHOW rpynnbl.

Ecnun NOIJ1 npegHasHavyeHa ans pacrnonoXXeHus B nepeaHen n 3agHen kamepax rfas, To A0MKHbI ObITb
NpoBedeHbl OTAeNbHbIE KIMUMHUYECKUEe UCNbITAHUSA AN NPOBEPKU KNHnYeckon adodpekTBHocTU NOJT B Kaxkaon
rmasHoun Kamepe.

5.2.4 Bce cyObeKThl KMUMHUYECKUX UCTIBITaHWIA B Nepnod UCNbITaHWUA AOTDKHBLI MPOXOAUTL Nepruognyeckme
obcnegoBaHus. KnuH4eckne NCMbITaHUS CHMTaOT OKOHYEHHBIMU, KOTAa Ha BCe CyObeKThI, BOBNEYEHHbIE B UC-
NblTaHWUs, BKNovaa tex, y kotopblxX NOJ Obinn n3sneyeHsl UNn 3amMeHeHbl, OyaeT cocTaBneH OKoHYaTeNbHbIN
OTYET NO NpunoXxeHuto E.
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6 Metooonorus

6.1 TpeboBaHUA K AOKYMEHTaLUN

6.1.1 XKypHan KnMHMYecKoro ucneltatens U AoKyMmeHThl No 6.1.3 A0MKHbI ObITb NOATOTOBMNEHbLI A0 Ha-
yana KnMHn4Yeckux ucnoitaHui. lNpeagocraBnaemas KNnMHNYECKUM UCTbITaTeNneM MHOpMaLUA O0MKHaA ObITh
3a00KyMeHTUpoOBaHa.

6.1.2 XXypHan KNUMHNYEeCKOoro Ucnblitatensa AoMKeH BKIYaTh:

a) ob30p Hay4HOW nNUTepaTyphbl, OLUEHKY paLloHanbHOCTU NpeanonaraeMoro MCNonb3oBaHUA UCTbITYe-
Mo OJT n uenn KnMHnM4ecknx UMcnbolTaHUA.

[1pumeyaHnue— 0O630p HaydyHOU numepamypsi 8Krrodaem 8 cebs rnonyydeHue uHgopmMmayuu 0b ornmuyecKkux u
MexaHuyeckux ceotdcmeax NOJI;

6) obuwee onucaHne NOJ;

B) onucaHune npuHuuna aencteusa UNOJ1 ¢ ykazaHMem HayuyHOW nuTepaTypbl, U, NPU HEODXOAMMOCTH, C
MHCTPYKLMEN N3rOTOBUTENSA MO ee UCMNONb30BaHUIO N YCTaHOBKE.

L omkHbl ObITh YKa3zaHbl NOTEHLUMAaNbHbIE NPOTUBONOKa3aHUA, NpeaynpeXXaeHnUs, BO3MOXHbIA PUCK OT UC-
NbITAHUA LA T.MN.;

) onucaHune npeanonaraemMblX KNMMHUYECKUX 3KCnyaTauUOHHBIX XapakTepPUCTUK;

0) onucaHue maTtepuanoB, Ucnonb3oBaHHLIX B NOJT;

e) ob30p 1 oueHKa AaHHbIX /n vitro n/nnu in vivo, imetoLwmnx otHolweHue K NOJ1, Bknrovas npeaknmHmnyec-
Kne AaHHble, Takne Kak buonoryeckne nccneaoBaHns, HeknmHn4eckne nadbopartopHble UccnegoBaHUs U UC-
cneaoBaHUA Ha XXUBOTHBIX;

X) onucaHue npeablayLmnx nonbIiToK NpoBegeHns KnuHndeckoro ncneltaHnga MOJT ¢ noxoXxmnmm xapakre-
DUCTUKAMMU;

n) 0bo3Ha4YeHUs1 U HaUMMeHOBaHUA HaLUMOHarbHbIX CTAHAAPTOB, KOTOPLIM AOMMKHbI MOMHOCTLIO UMN Yac-
TUYHO cooTBeTcTBOBaTh NOIJI;

K) pesynbTaTtbl aHanm3a pucka.

BaxHaga nHpopmauud, nonyvyaemas B npoLecce KMMHUYeCKUX UCMbITaHUI, AOTKHA PErlMcTpUpoBaThCA B
XypHane.

6.1.3 Y opranmsartopa Wnnu ncneiTatensa AomKHbl XpaHUTbLCH cneayrowme AoKYMEHTHI:

a) nnaH KNUHUYECKUX UCTIbITaHWUN;
0) noanucaHHoe N JaTUPOBAHHOE PE3OME KaXKaoro KIMMHUYECKOro UCTIbITAaTENS;
B) HauMMeHoBaHue(sa) opraHusaunn(mnmn), nposogawieu(nx) KNnMHMYeckme UCnbiTaHUs;

[y MHEeHUe W/Wnu paspelleHmne KoMmuTeTa no 3TUKE, N3NOXKEHHbIE B MUCbMEHHOM BMAE U COMNPOBOXAAae-
Mble COOTBETCTBYIOLWEN AOKYMeEHTaUen, npeaycMoTpeHHON AeUCTBYIOLLMM 3aKOHOOAaTENbCTBOM;

) cornaweHue Mmexay rnaBHbIM KNMHNYECKUM UCNbITaTenemM, KoopamHaTopoM U OpraHU3aTopoOM;

e) Heobxoaumble cepTUdUKaThl;

X) popmbl pacnncok 06 MHPOPMMPOBAHHOCTM N Apyrast tHopmMaLuus, npeaocTaBneHHast cyobekTam;

n) popma OTYETa;

K) popMbl OTYETa O HEDMAronpUATHOM UCXOOe KITMHUYECKMX UCMbITaHUA 1 HeDNnaronpusTHOM BO34eu-
cTteun NOIJ:

M) KOHTaKTHbIE AaHHble HabnogaTensi(en).
6.2 TpeboBaHuA K goctyny uHcopmauumn

6.2.1 Kaxxabl KNMHAYECKMN UCMbITaTeNb, Yy4aCcTBYIOLWNA B KITMHUYECKUX UCNLITAHUAX, OOMKEH UMETL
NpaBo AoCTyna K HeobxoaAnMoun npeaknmHuyeckon nHdopmauunn. Bes nonydyeHHas nHpopmMmaunst A0MMKHA Xpa-
HUTbCHA KOHPUAEHLUMAaNBHO.

6.2.2 HabniogaTtenb A0MKeH UMETb AOCTYN K UCXOAHBIM AOKYMEHTaM U apyron nHdopmaLumn, Heobxoaun-
MOW ANl KOHTPONS COOTBETCTBUA AOEATEMNbHOCTM WCNbITATENd C MMAHOM KIUHUYECKUX UCMbITaHUMN,
TPeDOBAHNAM HOPMATUBHLIX AOKYMEHTOB, YTODbLI CNeanTb 3a AesITENbHOCTLIO UCMbLITATENS.

6.3 TpeboBaHUA K AONONMHUTENTBHOMY MeAULUHCKOMY OOCNY)XUBaHUIO
6.3.1 TpeboBaHUA K MeaULUHCKOMY OBCNyXMBaHWUIO nNpuBedeHbl B 4.1.3.
6.4 TpebGoBaHUA K NNaHy KNUHUYECKUX UCNBITAHUN

6.4.1 O6wue TpeboBaHUA
TpebosaHUs K rinaHy KNUHUYECKUX ucribimaHul rpusedeHsi 8 [2] (noopasdern 4.2).
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6.4.2 [lononHUuTenbHbLIe TpeboBaHUA

6.4.2.1 WNcnbiTyemasi nMH3a gomkHa 6biTb MMMNMaHTUPOBAaHa TOSTIbKO B OAWH rnas cyobbekra.

6.4.2.2 KnUHU4YeCKMM UCMBITAHUAM B KaXKabl OTYETHLIA Nepuon noasepratoT MUHUManbHOE YNCO Ob-
pasuoB NOJ1. OpraHuzatop aomkeH ydéeauTbesl B HanU4nMm Heobxoanmoro Ymcna cybbekToB ans obecneyveHus
KIMUMHUYECKUX UCNblTaHUN HeobxoanmblM Yucrnom odbpasuos NOIJI.

[Tpumeydyanune—Illpumepbl KNMMHNYECKUX MpeaonepaunoHHbIX/onepaunoHHbIX U nocneonepaunoHHbIX hopm
otyeTa npuBegeHsl B Tabnuuax D.1 — D.5 npunoxenuns D.

6.5 TpeboBaHUA K OpraHn3aTopy KMMHUYECKUX UCNbITaAHUNA

6.5.1 lepen Havanom KNMHUYECKNX UCTIBITAHUI OpraHn3aTop AOMKEH OnpeaennTb, YCTaHOBUTL, obec-
MNevynTb YU pacnpeaennuTb BCe CBsI3aHHbIe C UCTIbITAHUSIMU 0DA3aHHOCTU N OYHKLUN.

6.5.2 OpraHusaTtop AoKeH 0becneyunTb COOTBETCTBUE BCEN AOKYMEHTALIUN, HAXOAOSLWENCH Y UCNbITaTe-
Nng, opraHusaTopa 1 Habnogartens, nnaHy KMMHUYECKUX UCTIbITAHUA N MPUMEHSIEMbBIM TPEDOBAHMAM AN 0Dec-
nevyeHns KavecTtBa UCMbITAHUNA.

6.5.3 OpraHnsaTop sABNSIETCH OTBETCTBEHHbLIM JTMLUOM 3a:

a) BbIOOP KNMMHUYECKUX UCNbITaTeNeN U KIMUHUYECKNX UCTIbITATENbHbIX LLEHTPOB AMS1 KOHKPETHOMO UCHbI-
TaHUS U, B cliydae HeobXoaMMOCTU, KoOopAUHaTopa;

0) BbIOOpP M HasHaveHMe Habnwgartens Ans KNMHUYeCKnx ucneltaHu. Ipn oTCyTCTBUM HabnogaTens
opraHusaTop AO/KEH B3ATb Ha cebs ero obs13aHHOCTN.

OpraHusaTtop obecnevymBaeT KOHTPOMNb 3a KIMMHUYECKUMN UCNBITAHUAMW OaXKe B clyvae, €CNn KOHTPOIMNb-
Hble MONHOMOYMA NepegaHsbl gpyromy nuuy. OpraHM3aTop A0MKEH NMPOUHCTPYKTUPOBATL HabnogaTensa o Aen-
CTBMSIX B Cly4dae OTCYTCTBUA /MM HEKOPPEKTHBLIX AaHHbIX, NPUBEAEHHBLIX B NNaHe KNMHUYECKNX UCTIBITAHWUIA;

B) MOATNOTOBKY M OBHOBNEHWE XXypHana KIMMHUYECKOro UCnbITaTens;

r) obecnevyeHue KIMMHNYECKOro UcnbiTaTtens NiaHoM KNUHNYECKUX UCNbITaHUA 1 BCEMIK NOMNPaBKaMu, CO-
MNYyTCTBYOLWUAMWU KINUMHNYECKUM UCNbITAHUAM;

0) yTBepXdeHune nnaHa KIMMHUYECKMX UCNbITaHUN;

e) npenocrtaBneHune obpasuos NOJI, nognexawmx KNMMHNYECKUM UCNbITAHUAM;

X) npegocTaBrneHne ucneltatento HeobxoaMmon NHpopmMaLnn 1 ero obyyeHune, ecnun 3To NpegycMoTpe-
HO NMNaHOM KIMMUMHNYECKUX NCMbITAHWUN;

n) UHPpOPMUPOBaHME B MMCbMEHHOM BMae B TeYeHUe KMMHUYeCKUX UCMbITaHWU BCEX KNMUMHNYECKUX UCMbI-
TaTenen 0 Bcex cepbesHbIX HebnaronpuaTHeIX ncxogax n sosgencteusix MOJ1 Ha cyObekT, npomsoiealnx npu
KIMMHAYECKNX UCNBLITAHUSAX, NPOBOAUMBIX B pa3sHbIX opraHmsauuax (nabopaTtopusx) N CTaBLUMX M3BECTHLIMU
opraHmn3aTopy;

K) HemeaneHHoe MHOPMUPOBAHUE KITMHUAYECKOTO UCNbITaTend o npeXxaespeMeHHOM OKOHYaHUU Ui
NPUOCTAHOBKE KNUHNYECKMX UCMbITAHWUN, WU, B Criydae HeobXoaAMMOCTU, OTCNeXnBaHUe, YTobbl Takas MHopMa-
Lna Oblna nepegaHa COOTBETCTBYOLWMM NMOMHOMOYHBIM NULLAM, 3TUYECKUM KOMUTETaM M KOMUCCUSM Mo Be30-
MacHOCTW;

n) nHopmMupoBaHne KNMHUYeCKUX ncneitatenen ob yposHe passutmnsa NOJ1 n o TpedboBaHUSAX, HeODXO-
OUMBIX ON9 NPOBEPKU aKCNNyaTaLUOHHbIX XapakTepucTmk n besonacHoctn NOJ;

M) MPOBEPKY N yTBEPXAeHUE NIBOLIX OTKNOHEHUN OT NNaHa KNUHUYECKUX UCMbITAHUA N OCYLLECTBNEHME
HeOBX0ANMbBIX KOPPEKTUPYIOLWNX NN NPEBEHTUBHBLIX AEUCTBUN;

H) cbop, XpaHeHune, obecrnevyeHne LLeNoCTHOCTU U NOMHOTLI 3aNOfTHEHMNSI COOTBETCTBYIOLLIMMU UCMNOMHK-
TenaMuy cnegyrowmx JOKYMEHTOB:

1) BCex AOKyMeHTOB no 6.1.3,
2) KOonuu nognucaHHbIX 1 daTUpoBaHHbBIX POPM OTYHETA,
3) 3anucn o NobbiX HeDdNaronpUATHBLIX Ucxodax WM HebnaronpuaTHbIX Bo3aencTBuUsax NOJT Ha
CYyOBEKT, O KOTOPLIX COODLIEHO OpraHn3aTopy B NpoLecce KNMMHUYECKUX UCMbITaHUN,
4) BCe cTaTUCTUYeCcKMe CBOAOKM U CONYyTCTBYIOLWNME UM AaHHbIE,
5) oKoHYaTenbHbIN OTYET O KNMUHUYECKUX UCNBbITAHUAX,
n) obecnevyeHne cUCTEMbI y4eTa NPUMEHSIEMbIX U Heucnonblyemblix NOJT.

6.6 TpeboBaHUA K HabnwaaTeno

6.6.1 HabnwopaTtenb aABngeTc OTBETCTBEHHbLIM JTMLUOM 3a:

a) COOTBETCTBUE NpeanpuHMMaeMblX AeUCTBMA NNaHy KNMUMHUYECKNX UCMbITaHUKA, YTODbI Ntoboe OTKMNO-
HEHKE OT NnaHa KNUHUYECKUX UCTIbITAHWIA DbINO OrOBOPEHO C KNMUMHUYECKUMK UCNIbITATENSIMA, 3aJ0KYMEHTUPO-
BaHO N JOMOXEHO opraHn3aTopy;

6) uncnonbsoraHne MOJ1 B cOOTBETCTBUN C NMIAHOM KITUHUYECKUX UCMBITAHUA U COOBLLIEHWNE OPraHmM3aTo-
Py, B cllydae HeobXoaMMOCTU BHECEHUS N3MeHeHns B KOHCTpyKLUuo NOJT nnn meton ee Ncrnonb3oBaHUS;
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B) obecnevyeHne KNMMHUYECKOro UcnbiTaTens BceMn HeobxoauMbIMU MHCTPYMEHTaMN, NpUCnocobneHns-
MU 1N pacxodHbIMKU MaTepuanamm ana desonacHoro U 3 eKkTMBHOro NPoBeAEeHU KITMHUYECKUX NCNbITaHWUIA;

[} Hanuyme B pacnopsiKeHUn KNUHUYECKOro NCnbiTatens ageksaTtHoro yicna cyowektos 1 NOJI;

) nonydvyeHue noanmncaHHbIX N AaTUPOBaHHBLIX pacnnMcok 06 MHPOPMUPOBAHHOCTU OT KaXKAoro cyovekra
nepen Hadyanom KInMHUYEe CKMX UCMbITaHWUNA;

e) 3anoriHeHWe B COOTBETCTBYIOLLME CPOKM POPM oTveTa ¢ MHpopMaLumen, COOTBETCTBYIOLLEN NONMyYeH-
HbIM OaHHbIM;

X) cobnogeHne npoueayp peructpauum n oT4eTa opraHmsaTopa o HebnaronpusaTHbIX UCxodax U Hebna-
ronpusitHbiX Bo3aencTeusix NOJ1 Ha cybbekT;

1) BbINONTHEeHWe npoueayp nogcyeta n ydeta NOJT;

K) CBOEBpeMeHHOoe npoBeaeHne U opopMeHne JoKyMeHTaumMm Nno TeXHUYECKoOMY OOCNY>KMBAHUIO U Ka-
nnbpoBKke 0bopyaoBaHUA, UCNONL3YEMOro NMpu KMMHUYECKUX UCNbITAHUSAX;

n) odpopMneHne CoOOTBETCTBYIOLLIErO AOKYMEHTA NpK O0TKase cybbeKkTa OT AanbHENLLEro y4acTUd B KIn-
HAYECKMX UCMIbITAHUSIX, ODCYXXAEeHME C KIMMHUYECKM UCTIbITATENEM U MHPOPMUPOBaHWE OpraHn3aTopa;

M) obcyxaeHne obHapy)KXeHHbIX HECOOTBETCTBUN C UCTIbITATENEM U MHPOPMUPOBAHNE OpraHm3aTopa B
NMUCbMEHHOM BUaeE.

6.7 TpeboBaHUA K KMTMHUYECKOMY UCNLITATENIO

6.7.1 Obwue TpeboBaHUA

6.7.1.1 Ecnn KNMHUYECKUM UcnbITaTeneM SsIBASIETCS OopraHusauns, TO B Ka4ecTBe ee npeacraButens
OOMKHO BbITb HA3Ha4YeHo UL, obnagarwLwee HeobxoanMMon KBanudunkaunen 1 BeINONHAKLWEee 0DSI3aHHOCTHN,
ykasaHHble B 6.7.1.2—6.7.1.3.

6.7.1.2 KnNMHMYECKMA UcnbiTaTeNb OOIMKEH:

a) ObITb NPAKTUKYROLWAM BPpa4OM, MMELLAM COOTBETCTBYHOLLYIHO I(B.’:HJ'II/ICt)I/II{EHLI,I/II-O:I M MMETb AOMNYCK K KJT-
HAHYECKUM UCTNbITAHUAM,

0) UMeTb onbIT B 0bnactn npumeHeHus ncnoeityemon MOJT;

B) 3HaTb METOAOMNOMNIC U TPeDOBAHUSA K NMPOBEAEHUIO KITMHNYECKNX UCMbITAHUN;

[y ObITb OOYYEH KOPPEKTHOMY NOMYYEHUIO pacnucki o6 MHOOPMMPOBAHHOCTN.

6.7.1.3 KnnHun4eckunn ucnbeltatesib OTBeYaeT 3a KaxkaogHeBHOe NpoBeaeHne KIMMHUYeCKUX UCNbITaHUK, a
TakXke 3a 6e30nacHOCTb U bnarononyvne cybbeKkToB, BOBMEYEHHBIX B KITMHUYECKOE UcnbITaHne. KnMHNYecKkmnia
MCNbITATENb AOMMKEH:

a) obnagartb pecypcamMmu aAng npoBeaeHnst KNMHUYECKUX UCNbITaHUN;

0) ObITb YBEPEH B TOM, UTO NpOBeAeHUNE KIUHUYECKNX UCTIbITAHU He NpUBeaeT K KOHPNUKTY UHTEPECOB;

B) MNONy4YnTb OT opraHusaTopa M 03HAKOMUTLCHA €O BCcel Heobxoanmon nHgopmaumen o MOJI;

) U3Yy4YUTb NNaH KNMMHUYECKUX UCMbITaHUA A0 ero noanucaHus;

1) OKasblBaTb NMOMOLLb HAabNwaaTeno n ayauTopy B AEUCTBUAX MO KOHTPOSHO COOTBETCTBUSA KITUHUYEC-
KX ACMNBITAaHUKX NMNaHy, NpoBepke AaHHbIX 1 BeAeHUIO AOKYMEHTaL MU,

e) obcyxaaTb C opraHM3aTopoOM 1 HabnwaaTenem 1 nonyyatb NMMCbMEHHOE paspelleHne Ha U3SMeHeHNe
nnaHa KNMHUYEeCKNUX UCNbITaHWUA B cnyvYae HeobX0AUMOCTH;

X) cneguTb 3a TeM, YTOoDbI NNaH KNUHUYECKNX UCnblTaHUA cobnogancs BCeMU BOBMNEYEHHBIMU B UCTIbI-
TaHWS NuLamMn. HemeaneHHo coobuaTh opraHmM3aTopy B MMCbMEHHOM BUAE O NHOOLIX OTKNOHEHUAX OT NiaHa;

n) obecnevnTb NpaBUNbLHOE NPOBEAEHMNE U 3aBepLUEHNE KITUHUYECKUX UCNBITAHUN;

K) obecne4ynTb NnevyeHmne cyobekTa npu BO3ZHUKHOBEHUM Ype3BblHaHbIX CUTYaLU MK, a TakKe 3alnTy 300-
POBbA U Barononyyns cyobekTa;

n) ydbeauTbcd B TOM, YTO NOSMYYEHO cornacme KoMmureTta no 3TUKe Ha nNpoBeaeHne KNUMHUYECKUX UCTIbITa-
HUX B opraHunsauumn, npoeogsilien UCnblTaHUS;

M) MHPOPMUPOBATL opraHMsaTopa O BbiBOAAX KOMUTETA MO 3TUKE;

H) MHQOPMUPOBATbL KOMUTET MO 3TUKE U UMEThb paspelleHne Ha Nobble cylleCcTBEHHbIE N3MEHEHUS B
nnaHe KMMHUYeCKUX UCNbITaHUN, YTBEPXKAEHHbIE OpraHM3aTopPoOM;

Mn) MHPOPMUPOBATL KOMUTET NO 3TUKE O NOOLIX cepbe3HbIX HebnaronpuaTHbIX Bo3aencteusix MOJT Ha
CYObEeKT;

P) CBOEBPEMEHHO MHOPMUPOBATL OpraHnsaTopa 0 BCeX HeOMaronpuATHbIX UCXoOaxX U BO3AEUCTBUSIX
NOJ1 Ha cyObeKT;

c) obecneynTb agekBaTHbIN NpeaBapuUTEenbHbIM HADOP CYOBLEKTOB;

T) obecne4ynTtb agekBaTHoe MHPOPMUPOBAHUE CYDOBLEKTOB;

y) NONy4YuTb y cydbekra pacrnmcky od MHPpOPMUPOBAHHOCTH;
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) obecnevynTb MapKUPOBKY KNMUHUYECKUX 3annUcein cyObekToB, yH4aCTBYOLWIMX B KIMUHUYECKUX UCTbITA-
HUAX. Ecnin HeoBXxoaMMO, BOBMEYEHHbIE B KIMHUYECKUE UCMbITAHUA CYyObeKTbl A0MKHbI MONYHUTb AOKYMEHTHI,
noagTeepXxaaroLlme nx ydactme B KIMMHUYECKUX UCNbITaHUAX, BMeCcTe ¢ MAEHTUPRUKALMOHHOW 1 COMYTCTBYIOLLE
MHpopMaL e ana okasaHuUsa CBoeBpeMeHHON MedQULIMHCKOW NOMOLLN, ¢ YKasaHUAMKN agpecoB U TenedpoHOB
CYyOLEKTOB.

Ecnu Heobxoammo, ¢ paspelleHnsa cyobekTa ero nepcoHanbHbIN Bpayd A0MKeH nonyyars MHQOoPMaLNIo O
COCTOSIHUN CYDOBEKTA;

X) CHabauTb cybbeKkTa UHCTPYKUUAMU MO ero noBeaeHUo npu BOSHUKHOBEHUN MOOLIX Ype3BblYanHbIX
cCUTyauun ans oxpaHbl MHTEPECOB cybbekTa. B aToM cny4ae OTKNOHeHUs OT nnaHa KNUHUYECKUX UCNbITaHNUA
He TpebyloT NpeaBapPUTENbHOIO COrnacoBaHUs C OpPraHM3aTopoM U KOMUTETOM MO 3TUKE. Takne OTKINOHEHUS He
OOIKHBI paccMaTpUBaTLCA Kak pas3pblB cornaweHnn, oaHako A0MKHbI JOKYMEHTUPOBaTLCA U A0KNaablBaTbCS
opraHusaTtopy;

1) ybeauTbesl B TOM, YTO BaxkHas ANl 6e30nacHOCTM U bnarononyyunst cyobekta U npoaoimkeHUst KNUHU-
YEeCKUX UCMbITAaHUN UHOPMAaLIKA, NonyyYeHHasa B npoLecce KMMHUYECKNX UCcnbITaHKUA, Oblna npeaocrtasneHa
opraHmaatopy 1, Npn HeocbXoaAUMOCTH, C paspelleHns cybbekra — nepcoHarnbHOMY Bpavy CyObeKkTa;

4) MHPOPMUPOBATL CyObeKTa U/nNn ¢ paspelleHns cydbekTa — nepcoHarnbHOro Bpava cydobekTa o Npu-
OCTaHOBKe UM OOCPOYHOM NpekKpalleHU KNMUMHUYECKUX UCTBITaHUN C yKasaHUeM NMPUYMH npekpalleHuns;

L) HECTU NEePBUYHYHO OTBETCTBEHHOCTb 3a TOYHOCTb, 3aKOHHOCTb U 6€30NacHOCTb AaHHbIX O KINUHUYEC-
KX NCMbITAHUSIX, AOKYMEHTAaX 1 3annucax cyobekTa, caenaHHbIX BO BPEMS U Nocne OKOHYaHUs KIMHNYECKUX UC-
NbiTaHUN. KnNUHUYEeCKMA ucnbiTatenb AomMKeH noanucbiBatb OTYeThl. Jliobble UcnpaBneHUa B AOaHHbIX
OONYyCKaeTCsl BHOCUTb TOMNbKO NMepcoHany, yd4acTBYHOLWEMY B UCMLITAHUAX, UCNPaBNeHUs AOMKHbI ObITb nNoanum-
CaHbl U AaTUPOBaHbI, @ UICXOAHble AaHHble — COXPAaHEHHI;

Ll) HEeCTW OTBETCTBEHHOCTb 3a COXPaHHOCTb UCXOAHbLIX AaHHBLIX B TeYEeHMe BCero nepuoaa UcnbliTaHun,
YCTaHOBNEHHOIo B NnaHe KIMUHUYECKUX UCNbITaHUN;

3) obecnevmBaTtb PpyKOBOACTBO U pacnpeaeneHne obasaHHOCTEN BCeX NULL, OTBETCTBEHHbIX 3a NpoBee-
HUEe U OUEHKY KIMMHNYECKUX UCMbITAHUA B COOTBETCTBYIOLLEM LIEHTPE KIMMHUYECKUX UCTbITaHUN;

o) ybeautbes, uTo Bce NOJ, nognexalme KNMHUYECKUM UCNBITAaHUAM, YUTEHDI.

Uncno nonyveHHbIX Ans ucnbitaHni MOJ1 AonXHO COOTBETCTBOBATL YNCNY UCMONMb3OBAHHBLIX UM HEUC-
nonb3oBaHHbIX NOIJT.

6.7.2 [lononHUTenbHble TpeboOBaHUA

6.7.2.1 KnuHu4yeckmn umcnelTatenb AOMKEH HeMeaneHHO cooblaTtbk opraHM3aTopy O BCexX chny4vasx
Cepbe3HOoro HebnaronpUSATHOIO UCXoaa 1 yKasbiBaTb B 0TYETaAX O NIOOLIX ApYyrix HebnaronpuaTHbIX MCXodaxX.

7 TpeboBaHMA K NpeacTaBfeHNIO pe3ynbTaToOB KNMNHUYECKNX UCMbITaHUN

7.1 OKoHYaTenbHbIA OTYET O KIMTUHUYECKNX UCMBbITAHUAX NPeacTaBnsiioT Aa)Ke B TOM crny4vae, ecrnm KIMUMHW-
Yyeckne UCNbIiTaHNA NpekpalleHbl NpexaeBpeMeHHo.

7.2 OKoHYaTenbHbIN OTYHET ACMKEeH ObITh NpeacTaBneH B NMCbMeHHOM BMae. OH AOMKeH ObITb NOANM-
CaH OpraH1U3aTopoM, KOOPAMHATOPOM (€CIU OH MMEeETCS1) M MMaBHbIM KIMMHUYECKM UCMbITaTeNNIeM KaXKaoro Uc-
NblTaTenbHOro ueHtpa. OT4eT A0OMKeH NpedoCcTaBnATbLCs MO 3anpocy BCEM KMAUHUYECKUM UCMbITaTeNAaM W
KOMUTETaAM MO 3TUKE.

7.3 OKoHYaTenbHbIN OTYET O KMUHUYECKNX UCTIbITAHUAX OOMMKEH BKIoYaTb TOUHYIO MAEHTUUKALMIO
NOIJ1, onnucaHne meTogonorm n NNaHNPOBaHUA KIMMHUYECKUX UCMbITaHWA, BCE OTKNOHEHUS OT nfaHa KMnHK-
YeCKUX UCMbITaHUN, aHann3 gaHHbIX U BCe CTaTUCTUYECKME OaHHbIe N KpUTUYeCKUe 3aMeTKN, KacaroLlmecs Le-
nen nccneagoBaHUNA.

B okoH4aTensHOM oT4YeTEe AOMKHbI ObITh YUTEHBI AaHHLIE MO BCEM BOBMEYEHHBLIM B KITMHUYECKNE UCTIbITa-
HUs1 cybbekTam. MaeHTudmnkaunm cybbekToB No UCTbITATENbHBIM LIEHTPpaM He A0MKHO BbITh B OKOHYAaTENBEHOM
oT4yeTE UMK B NYONUKYEMBIX pe3ynksTaTax.

7.4 Bce KnnHn4eckne ncnbltatenu AomKHbl MUMETb BO3MOXHOCTb MPOCMOTPETL U, NPYU HEOBXOANMOCTH,
BHECTU 3aMeYaHusa B OKOHYaTeNbHbIN oTveT. OpraHM3aTop 4OMKeH COXPaHATb 3annucK, noareepXxaarLlne, 4to
BCE UCNbITATENN NOAyYanu oTyeT AN 03HaKoMIMeHus. ECcnu KNMHMYecKkuin UcnbiTaTenb He cornaceH ¢ OKOHYa-
TeNbHbIM OTHETOM, TO €ro 3amMeYaHnsa 4OMKHbI BbITb 3anncaHbl 1 NpeaocTaBneHbl APYrMM UCTIbITaTENsIM.

7.5 Ecnn opraHusatop wunm nodon 13 ncnbitatenen He NoanmcbiBaeT OKoHYaTenNbHbIA OTYET, TO OH
OomkeH obocHoBaTb NPUYMHEI B MMCbMEHHOM BUAE.

[ PUMEYAHWNE— DyI{OBO,D,CTBO M0 COCTaBIIE€HNIKD OKOHYaTElIbHOIO OT4HEeTa npuBeaeHo B rNnpuitoXXeHnn E.
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[MpnnoxeHve A
(cnpaBo4HoOe)

[IpumMepbl cepbe3HbIX HeONaronpuUATHbLIX UCXOA0B ANA NnepegHekaMepHbIX U 3aaHeKkaMepHbIx A0
N NoKasaTeneun ocTpoThbl 3peHUs

A.1 Tlpumepbl cepbe3HbiX HEDNAronPUATHLIX NCXOA0B A8 nepeaHekamepHbiX 1 3agHekamepHbiX NOJT npyBegeHsl
B Tabnnuax A.1 un A.2.

Tabnuua A.1— CooTHOWeEHUA HEDNAronpuATHLIX CX0a0B Ans nepegHekamepHbixX NOJT

Yucno cybwrektos 100 YHucno cybwekros 300
KOHTpOnb-
HebnaronpuaTHeIn NCxon HOE OTHS- Moporosoe PaspeLLeH- Moporosoe PaspeLLeH-
LueHne, % OTHOLLEHUE, | Hoe uucno | OTHOLLIEHUE, | Hoe YUCHO
% %

KyMyNATUBHbBIW:
LNCTONAHBLIN MaKYIAPHbIN OTEK 10,0 19,5 15 15,0 39
rmgema 4.3 11,2 8 7.7 19
rMNONMOH 0,2 2,9 1 1,4 2
BHYTpUrnasHas MHgEeKUKns 0,2 2.9 1 1,4 2
CMeELLEHNE NNH3bl U3 NepeaHeEn Kamephil 1,1 5,4 3 3,7 0
DNOKMpoOBKa 3padka 2,0 7,8 5 4,5 10
OTCIONKA CEeTUYATKU 1,2 5,4 3 3.4 I
NOBTOPHOE XUPYPrUYECKOe BMELLATENbCTBO

(MCKMoYas OTCINOUKY CeTYaTKU U 3a4HIOK Kancy-

NTOTOMUIO) 2.0 8,5 5 5,2 13
[ToBTOPSAIOLLMNCS:
CTpOMAaribHbIN OTEK POroBULbI 0,5 4.2 2 2,2 4
LMCTONOHBLIN MaKyINAPHbIN OTEK 3,3 10,5 I 7.1 17
pasapaxeHune 0,9 5,4 3 3,0 0
NOBbILLEHHOE BHYTPUINasHoe gaBlieHne, Tpe-

bylouee neveHns 2, 7.8 5 4.5 11

[TpnmevaHwms

1 lNoa KOHTPONBbHBIM OTHOWEHUEM MOHUMALIOT CTATUCTUYECKOE 3HAYEHNE HEBNAronpUATHLIX NCXO0Q0B, NONMYy4YeHHOEe
Nno pesynbraramMm aHanmsa KnnHUYecknx uncenoitannn nepegHekamepHoix NOJ1, npoeogumbix B CLLUA B nepuog ¢ maprta
1988 1. no noHb 1991 r. ¢ yyactnem 952 cybbEKTOB.

2 [Noa noporoBbiM OTHOLLWEHUEM MOHUMALIOT AONYCTUMOE 3HAYeHNE HEDBNaronpuUsITHbIX UCXO0A0B, CTATUCTUYECKU Npe-

BbllWWakulee KOHTPOIIbHOE OTHOLWLEHWNE.
3 HO,EI, pa3peweHHbIM HNCIOM NOHUMMaT Ao0nyctumoe HUCIoO Cy6b6I{TOB C HE6J’I8FOI’IDMFITHI:IM MCXOO0M.

Tabnuya A.2 — CooTHOWEHNA HEBNAronpuATHLIX UCX0A40B ANnA 3agHekamepHbix O]

8

Yucno cybwektos 100 Yucno cybwektos 300
KOHTPONb-
HebnaronpuaTHbIn UCXOa HOE OTHS- Moporosoe PaspeLLeH- MoporoBoe PaspeLLeH-
LueHue, 7o OTHOLLEHUE, HOE YUCNO OTHOLLEHNE, HOE YUCHO
% %
KyMynATUBHbIW:
LNCTONAHBIN MaKYIAPHbIN OTEK 3,0 0,2 o 5,9 14
rmgpema 2,2 7,8 5 4,5 11
MNonuoH 0,3 2.9 1 1,8 3
BHyTpUrnasHasi UHpeKLuns 0,1 2,9 1 1,0 1
CMeLLUEHME NUH3bI U3 NnepeaHen Kamepobl 0,1 2.9 1 1,0 1
BnoknpoBKa 3pavka 0,1 2.9 1 1,0 1
OTCNOUKA CeTHaTKN 0,3 2,9 1 2.9 3
NOBTOPHOE XUPYPrnyeckoe BMeLWaTellbCTBO
(MCKNoYasa OTCMOUKY CeTHYaTKN N 3a4HI0K Karcy-
NTOTOMMUIO) 0.8 4.2 2 2.6 5
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Yucno cybwekros 100 Yucno cybwekTos 300
KOHTPONb-
HebnaronpuatHein ucxon LHU(J;E;H(;- Moporosoe PaspeLLeH- Moporosoe PaspeLLeH-
S OTHOLLUEHHME, HOE YUCno OTHOLUEHUE, HOE YUCNO
% %
[ToBTOPSAIOLMNCS:
CTpOMAarbHbIN OTEK POroBUL b 0,3 2,9 1 1,8 3
LNCTONOHBLIN MaKYINAPHbIN OTEK 0,5 4.2 2 2,2 4
pasgpaxeHue 0,3 2.9 1 1,8 3
NOBbIWEHHOE BHYTPUIrNasHoe gaereHue, Tpe-
bylouiee neyveHus 0,4 4,2 2 1,8 3

[TpnumevaHwmns

BbllWakywee KOHTPOJIIbHOE OTHOLWEHWE.

3 HO,EI, pa3peleHHbIM HUCTTOM NMOHMAoT AonycrmnMmoe YUNCno Cy6b9I{TOB C HE6J’I8FOI’IDMFITHI:IM MCXOO0M.

1 lNoa KOHTPOSIbHBIM OTHOLWEHUEM MOHUMAIOT CTAaTUCTUYECKOE 3HAYEHNE HEBNAronpUATHLIX NCXO0Q0B, NONMy4YeHHOEe
Nno peayneraramMm aHanusa KNMHMYeCKuX ucnelitanmn 3agHekamepHolix NOJ1, nposognmeix B CLLUA B nepunog ¢ gekabps
1989 r. no gekabpb 1997 r. ¢ yuactnem 4210 cybbLEKTOB.

2z HO,EI, NnoporoBeiMm OTHOWEHUEM NOHMMaKaT A4o0rnyctmMmoe 3Ha4yeHne HE6J’I8FOI’IDMFITHI:IX NCxoaoB, CTatTuCTtU4eCKku rpe-

A.2 Tlpumepbl nokasarenen nocneonepaunoHHON OCTPOThI 3peHns npmBeaerbl B Tabnmyax A.3 n A4,

Tabnnua A.3— CpegHue nokasatenu nocneonepaunoHHon octpoTbl 3peHns 0,5 (6/12, 20/40) oTH. ea. n/nnm

BblLlLE
Yucno cybwektos 100 Yucno cybwektos 300
KOHTPONb-
Tun MOT HOE OTHS/' [Toporoeoe Tpebyemoe [Toporoeoe Tpebyemoe
HIEHWE, 7o OTHOLLEHUE, 4yueno, OTHOLLEHUuE, 4Yncno,
% HE MEHee % HE MEeHee
[lepeaHekamepHas NOIJT 80,4 69.6 74 74.3 230
3agHekamepHas NOJ1 02,5 84,4 388 88,7 270

[TpumevyaHwuns

HOW OCcTpoTOMN 3peHust 0,5 oTH. e n/nnum BolLLE.

1 oA KOHTPOSIbHBIM OTHOLWEHUEM MOHUMAIOT CTAaTUCTUYECKOE 3HaAYEHNE Yncna cybbekToB ¢ nocrneonepaunoHHON
ocTpoTOM 3peHns 0,5 OTH. ed. n/unu Bbille, NONy4YeHHOE Mo pe3yrbTaTtamM aHanm3a KIMHUYECKNX UCMbITaHNN Nnepen- HeKa-
mepHbIX NOJT, nposoanmbix B CLUA B nepuog ¢ mapta 1988 r. no ntonb 1991 1. ¢ ywactnem 952 cybbekToB, U 3aiHEKaMep-

HbIX NOJ1, npoeogumbix B CLLA B nepuog ¢ aekabpsa 1989 r. no aekabpb 1997 r. ¢ yyactnem 4210 cybbeKTOB.
2 [Moa NoporoBbiM OTHOLWEHMEM NOHMMALIOT AOMNYCTUMOE 3HAYEHMe Yncna cybbek

HOW OCTPOTOMN 3peHust 0,5 oTH. e n/Mnu Bobllle, CTATUCTUYECKN HUXKE KOHTPONBHOIO O
3 og TpebyemMbiM YUCNOM MOHMMAKOT MUHUMANbHO AONYCTUMOE YMCIO CYOBLEKTOB CO CPpEeaHEN nocneonepaymnoH-

OB CO CpeaHeln nocrneonepalmnoH-
"HOLLEHUS.

Tabnnua A4— Jlyqywmne nokasarenu nocneonepaymoHHon ocTpoTel 3peHus 0,5 (6/12, 20/40) oTH. ea. n/mnu

BbiLlLE
Yucno cybwektos 100 Yucno cybwektos 300
KOHTPONb-
Tun NON Hoe OTHS/' [Toporoeoe Tpebyemoe [Toporosoe Tpebyemoe
HIEHWE, 7o OTHOLLEHUE, 4yueno, OTHOLLEHKE, 4yncno,
% HE MEHee % HE MeHee
[lepegHekamepHasn NOIJI 90,1 81,1 85 85,4 262
3agHekamepHast NOJ1 96,7 91,0 94 93,6 285

A.3 lpuBeaeHHble B Tabnuuax A.1 un A.2 nccnegyemole otHoweHus ans 100 n 300 cybbekToB Ans KNMUMHNYECKNX UC-
NblTaHUN ByayT MeHbLLE NPUBEAEHHBLIX NOPOroBbIX OTHOLWEHUW, TaK KaK Nioboe CTaTUCTUYECKOE CPpaBHEHUE COOEPXKUT B

9
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cebe ownbKy BbIBOPKU. AHANOIMMYHO nccnegyemole oTHoWeEHUA B Tabnuuax A.3 n A4 byayT bonble, Yem NpUBeAeHHbIE
NOPOroBble OTHOWEHUSA. B nHTEpBan Mexay KOHTPONbHBIM U NOPOroBbIM OTHOLWEHUSAMU, NPUBEAEHHBIMU B TAbnuuax, no-
nagatoT 80 % BO3MOXHbIX OTHOLWWEHUW. [1pn 3TOM, YemM BrinxKe NOPOroBoe OTHOLIEHUE K KOHTPONbHOMY, TeM MeHbLle 80 %
BO3MOXHbIX OTHOLLEHUW Tyaa nonagyT, T.€. BO3HUKAET owmnbka BTOPOro tuna.

A.4 TlpuBeaeHHble B Tabnuuax A.1 n A.2 pacyeTHble pe3ynbTaTbl HEONAronPUATHLIX NCX0A0B BbINK NONy4YeHb! B pe-
3ynbTarte UCnonb3oBaHus BMHOMMHANBHOIO pacnpegeneHns no popmyne

Pr {X > %jp}: 1 _le{n] pd = p)"! <005, (A.1)

i=0 !

r0e p — KOHTPOIIbHOE OTHOLWEHME (T.€. OTHOWEHNE HEBNAronPUATHbLIX NCXOA0B AJ151 KOHTPOIIBHOW MPynnbl);
n— pasmMmep BblbOPKY;
X — 4UCNO 3aperncTpupoBaHHbIX BO BPEMS KITMHUYECKOIO UCTbITaHUA HEDNaronpusaTHbIX UCXOO0B;

X — 4ucno HebnaronpusaTHbIX UCXOO0B.

A.5 bnHOMMHanNbHOE pacnpeaeneHne NCNonb3yT Anst TOro, YTobbl NPOBEPUTD, SIBNAETCS NN NCCNEAYEMOE OTHO-
LWieHne HebnaronpusiTHbIX WUCXOA4OB MEHbLUE WINW PaBHbIM OTHOLWEHUIS AN UCTOPUYECKON KOHTPONBbHOW TPYIbI.
AHanorn4vHo ans tabnuy A.3 n A.4 BuHOMMHaNBHOE pacnpeaeneHne NCnonb3yoT ANs TOro, YTobbl NPOBEPUTL, ABNAETCS
Ny ncecneayemoe OTHoOWeEHMe oCcTPoThl 3penHnsa 0,5 OTH. eq. v Bbilwe Bonee nnu paBHbIM OTHOLWIEHUIO AN KOHTPOBHO
rpynnbl. AnbTepHATUBHAsA TMNOTE3a COCTOUT B TOM, YTO UCCNegyemoe OTHOLWLEHNE MEHEE OTHOLWEHUS AT KOHTPOSIBHO
rPynnol.

A.6 MakcumanbHoe 3Ha4veHne bnaronpusiTHbIX ncxogos (tabnuua A.4) MmoxeT BbITb NONY4YEHO C UCMONb30BAHUEM
bMHOMUMHANBHOrO pacnpegeneHns no popmyne

Pr {X > %,p} =] _XZI[HJ pf(l _ p)n—l < 095, (A.2)

i=0 !

oy

o 4

r0e p — KOHTPOIIbHOE OTHOLWEHWE ANS OCTPOThI 3peHuns 0,5 OTH. €4. U BblLWE;
n — pasmep BblDOPKY;
X — 4YNCNO 3apPErMCTPUPOBAHHBLIX YCNELLHBIX NCXOA40B NCNbITAHUS;
X — 4ncno HebnaronpuATHbIX NCXOO0B.

10
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[MpnnoxeHwve B
(pexomeHayemoe)

TpeboBaHMA K pacnmucke 06 MHPOPMUPOBAHHOCTH

B.1 Obwne TpeboBaHunA

Pacnucka 06 MHHOPMUPOBAHHOCTM A0IMKHA ObITh NONy4YeHa 0T CyObeKTa B MMCbMEHHOM BUAE Nepea Havanom y4ac-
TMS cybbeKkTa B KITMHUYECKUX UCTbITAHUSX.

[MTpumedyuaHwune — Popma pacnmckum 06bIMHO COCTOUT U3 MHDOPMALMOHHON YAaCTU U COrMacuTENbHOW/NOA-
NMMCHOW YacTn. TN ABE YacTy MOryT BbiTb NMBO CKOMBUMHMPOBAHbLI B OAHOM AOKYMEHTE (MHpopMauusa ans nayneHTa wm
dopma pacnmnckm) unm pasgeneHsl Ha NUCT nHpopMaunmn ans nauneHtTa n opmy pacnuckn naumeHTa.

B.2 lNpouecc nony4vyeHunsa pacnmuckm o6 vHPOPMUPOBaAHHOCTH

[Tpy nony4veHnn pacnmnckn 06 MHOOPMUPOBAHHOCTU CrieayeT cobnogarte cneayowme npasuna:

a) nsberarb NOBOro NPUHYKAEHUSA NN HE3AKOHHOIO BNUSAHUS HA CYDBEKT Ansa obecne4veHust ero y4actus;

B) He YKNOHATBLCH UIN HE MbITATbCA YKMNOHUTBCA OT COBNIOAEHNS 3aKOHHbIX MpaB CybbekKTa;

B) MCNONb30BaTb A3blK, KOTOPbLIW HE SBNSETCH crneunanbHbiM 1 NOHATEH CYOBLEKTY NN ero 3aKOHHOMY NMpeacTaBu-
Tento;

) NpeaocTaBuTb CyOBLEKTY BpeMs Ans 064yMbiBaHUS peleHnst 06 y4actuum;

) pacnucka goshkHa cogepxaTtb gatmpoBaHHble nognnucn cybbekTa nnm ero 3akoOHHOIro NpeacTaBuTenst U KIMHU-
YECKOro ucnbltaTens;

e) BKNoYaTb CyOBLEKT B NNaH KIUHUYECKMX UCTIbITAHUNA.

B.3 UHdopmauna, npegoctaBnaemasn CydobekTy AnA nonyyvyeHusa pacnmckm od MHpopMUpPOBaHHOCTMH

Ha noHsaTHOM ans cybbekTa nnm ero 3aKkOHHOro NpeacTaBUTENS S3bIKe AOIMKHA BbITb M3NOXEHA cneayiowasn MHop-
MaLWA:
a) onucaHwe ncnblTaHUSI/HA3HAYEHWNE!
1) ncecnegoBaHus, BKIOYEHHbBIE B UCTbITAHUS,
2) Uenb UcnbiTaHuu,
3) npeanonaraemasi AnMUTENbHOCTb UCMbITAHUW U CTENEHb BOBNEYEHHOCTU CYDBbEKTA B NPOLLECC UCTIBITAHUN,
4) onncanune ncenegyemon NQOIJ,
5) onuncanne npoueayp, nccnegoBaHuUn ¢ akUEeHTUPOBAHMEM BHUMAHUSA CYOBEKTA Ha SKCNEPUMEHTE;
B) npeackasyemble PUCKW:
1) nHbopmaums 0 NobbIX NPeackasyemMblX pUCKax U OCINOXHEHUSIX,
2) nHopmaumst 0 NobbiX BO3AMOXHbIX NOBOYHBIX adhekTax;
B) NOTeHUMarnbHble BbIroab!:
1) onucaHue noTeHumanbHbIX Bbirod Anst cybbekra,
2) onucaHwe noTeHumnanbHbIX BbIrog Anst Apyrux cyObeKToB,;
) anbTepHaAaTUBHAaA Tepanus:
1) nHbopmaumns 06 anbTEPHATUBHbBIX METOAAX NEYEHUS NN AONYCTUMbIX NMpoueaypax;
) KOHOMAEHUManbHOCTb:
1) yKasaHue 0 TOM, 4YTO y4yacTue cybbekTa ABnseTcsl KOHOMAEHUMAaNbHbIM,
2) yKasaHue 0 TOM, YTO CYDBEKT AOIIKEH pa3pelumnTb JOCTYN K CBOUM MEAULUMHCKAUM 3arnncam NnoJIHOMOYHbIM
nvuam v npeacraBuTeNnsiM opraHn3aTopa,
3) nHdopmaumsa 0 TOM, UYTO pe3ynbTaTtbl UCMbITAHUA MOTYT BbiTb ONybnNMKoOBaHbl Be3 PacKkpbITUS NMUYHOCTH
cybbekKTa;
e) KoMneHcaums (megunymnHckasi/domHaHcoBas ).
1) nHdopmaumsa 06 ycnoBusax Ans NOny4YeHus KOMNEHcaUMn B Criyyae paHeHus, BO3HUKLILENO B pe3ynbraTe
YYaCTUSA B KITMHUYECKNX UCNBITAHUAX, U O TOM, KaKne AOMONHUTENbHbIE MePbI N0 OXPaHe 340poBbs ByAyT NPeaoCTaBMEHb!
CYyOBEKTY B Criyvae CEPbE3HOro yBeYbS,
2) nHhopmMmaumns 0 PUHAHCOBOW KOMIMEHCAUMKN 3a y4acTue, eCrnn 310 NPeayCMOTPEHO;
XK) BOMNPOCHI O HAYane n/nnn OKOHYaHUU KIMHUYECKNX UCTIbITAHWUN:
1) nHbopmMmaumnsi © TOM, KTO AOJIKEH OTBETUTb HA BONPOCHI CyObeKTa Mo NCcnegoBaHusIMm,
2) nHdopmaumsa 0 TOM, KTO AOJIKEH OTBETUTb HA BONPOCHI CybbekTa B crnyvae TpaBMbl,
3) onncanmne obCTOATENBCTBA, NPU KOTOPbLIX yHacTUe cybbekTa B UCMNbITAHUSX MOXET ObITh NPEKPaLLEHO UCTbI-

Tatenem;
1) HOBbIE OTKPbITUS:
1) nHpopmaymsa 0 TOM, YTO HOBbIE OTKPbLITUS, CAEMNAHHbIE C y4acTUEM CyDbeKkTa, AOIKHbI ObITb AOCTYMNHbLI BCEM
KNMMHUYECKUM UCTbITATENAM.

11
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B.4 3aaBneHunsa B pacnucke o6 MHOOPMNPOBAHHOCTW

MHpopmaunoHHas pacnucka gormkHa coaepartb:

a) 3asiBNneHue 0 TOM, YTO y4acTne cybbekTa sBnsieTcsa 4o0OpOBONbHbIM;

6) 3asBneHne 0 TOM, YTO OTKA3 OT Yy4aCTUS HE HECET HUKAKUX WTPadHbIX CAHKLUWMA NO OTHOLWEHUIO K CYDBEKTY;

B) 3asiBNEHME O TOM, YTO OTKA3 OT y4acTuUs B NI0OON MOMEHT KITMHUYECKNX UCTMbITAHUW HE HECET HUKAKUX WWTPaAdHbIX
CaHKLUMK MO OTHOLLEHUIO K CYDBEKTY;

) 3asiBNEHME 0 BO3MOXHbIX MOCNEACTBUSAX UCTIbITAHWUN;

) 3asBneHne 0 NOHUMaHUK NPeacTaBNeHHON MHpOpMaLNnN.

B.5 CornaweHuna B pacnuckKke o6 MHOOPpMNPOBAHHOCTW

[Tpyn nognucaHum pacnnuckm 06 MHPOPMUPOBAHHOCTUN CYDOBEKT UK ero opuumanbHbIM NPEACTaBUTEND A0IKEH DbITh
COrnaceH:

a) Ha y4yacTtue B KITMHUYECKUX UCMNbITAHUSAX;

B) 4TO ero nepcoHanbHbIN Bpad byaeT MHOOPMUPOBAH O €ro y4acTum; UNv nognucartb 3asBrieHne 06 oTkase B npe-

CTaBIeHNN Takon nHdhopmaunm,
B) Ha UCNOMb30BaHUE €ro NepPCcoHarnbHbIX AAHHbLIX AN Lenen KNMHNYECKOro UCTIbITaHUS.
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[MpnnoxeHwne C
(pexomeHayemoe)

PykoBoAacTBO no onpepgeneHniwo moaucdukauum 6azosomn mogenu UOJI

C.1 Moaudgpmkaumna KoHCTpyKunn/matepuana baszoson mogenuv UOJI

C.1.1 Obwme nonoxeHunA

Tpeboanus k ncneitaHnam NOJ1, asnsowmmes moganpukauymamm basoson mogenu VNOJT, yxxe npoweawen KInmHu-
YECKNE UCNbITaHUSA, 3aBUCAT OT CTENEHN N3MEHEHUIN, BHECEHHbIX B MoancuumnpoBadHyo mogens NOJ1. Mogundukaumm b6a-
zoson moagenu NOJT nogpasgensioT Ha ABa ypOBHS: YPOBEHb A U ypoBeHb B. [pumepbl mogndukaumnm ypoBHA A 1 YPOBHS
B 6a3oson moagenu NOJ1 npuseaensl B C.2.

C1.2 YpoBeHb A

C.1.2.1 Moaundukaumm 6azoson mogenn NOJ1 ypoBHS A B BOMNbLIMHCTBE CryvaeB He TPebyoT NpoBeaeHNs KITMHU-
YEeCKUX ucnoltaHun. B cnyyvae, ecnu mognduumnpoBaHHasa moaens MOJ1 obnagaet cBOMCTBAMMU, KOTOPbIE HE MOTYT ObITh
aJeKBaTHO MccnegoBaHbl B nepuoa npegkimMHUYEeCcKNX UCNbITAHUW, HanpuMmep, NoTeHUMarnbHOE MoBpexaeHne TKaHeW
BCreacTBUE N3MEHEeHUs TeEXHUKM nMmnnaHtauum MOJ1, KnnHnyeckmne ncnolTaHus OOIMKHbI MPOBOAUTBLCA.

C.1.2.2 Moaundukauymio 6azoson mogenu NOJT ypoBHA A 0ObIYHO HE NCNONb3YIOT B KA4YecTBe HA30BOW Modenu ans
nocrneayrowmnx mogndpmnkaymn,

C.1.2.3 B cnyvae, ecnn mogens MOJ1 HaxoanTes B cTagmnn KIMHUYECKUX UCMbITAHUW, MOANDUKaALNA YPOBHA A 3TOW
MOZENN TaKXKe MOXET ObITb MNOABEPrHyTa KINMHUYECKUM UCTBbITAHUAM U JaHHbIE UCMNbITAHUW BA30BOW MOAENN U MOANDU-
Kaunmn ypoBHS A MOryT DbITb CKOMBUHMPOBaHLI. Ecnn namenenns Basoson mogenu NOJ1 ypoBHA A BKITHOYAIOT 3aMEHY Ma-
Tepmnana 6a3oBblX mMogenewn, Hanpumep, moandukaumm, onucaHHble B C.2.2.12, Takyio Modenb He AonycKaeTtcs
NCMOoNnb30BaTh OIS NPOBeAEHNSA KNMMHNYECKNX NCMNBITAHUMN.

CA1.3 YpoBeHb B

C.1.3.1 Knununueckune uncnoitanus NOJ, senaowmxes mogndpumkaumsmm 6asoBon Mogenu ypoBHs B, A0OMXKHbI BKINIO-
yatb He MeHee 100 cybbekToB, HabnaaemMbiX B NOCneonepaunoHHbIn nepunoa no opme oT4eTa B COOTBETCTBUM C TaAbNu-
uen D.4 npnnoxenuns D.

Uncno oTyeToB ANsl BCEX NOCELWEHNN CYOBEKTOB AO0IMKHO BbITb HE MeHee 100.

C.1.3.2 Uucno NOIJI, HeobxoammbixX Ans NPOBEAEHUS KITMHUYECKUX ncnboitaHnn 6aszoson mogenu NOJ1 ypoBHs B,
OOIMKHO ObiTb MMHMMAaIbHbLIM, HO AOCTATOYHbIM ANA CPaAaBHEHUS OTHOLLEHWN HEDNaronpuUsATHbIX NMCXOO40B U N3MEHEHUS
OCTPOTHLI 3peHunsa ansa ncnoityemon NOJ1 ¢ oTHOWEHUAMN NS NCTOPUYECKON KOHTPOMBHOW rpynnel. Ecnn opraHmnsarop
CpaBHUBAET KavecTBO ucnolTyembix NOJ1 ¢ ogHOBpEMEHHO 3anyLWEeHHOW KOHTPONbBHOW MPYNMOW, TO OH AOIMKEH oTobpaTh
Takoe 4Yncno cybbLEeKTOB, KOTOPOE ByaeT AOCTATOYHbBIM ANSA BbISBIIEHUSA UBMEHEHNN OCTPOTHI 3PEHUS N HEDNArONPUATHLIX
NCXOQ0B C TOYHOCTbLIO, 3KBUBANEHTHON CPaBHEHUIO C NCTOPUYECKON KOHTPOIBHOW MPYMnowu.

C.1.3.3 Ywmcno VOJT moagndmkaymm ypoBHS B, He BblagepKXaBLLUMX UCNbITAHMW, OOIMKHO BbITh HE Bonee 10 %. Kax-
ObIN UCNbITATENb AOJMKEH NOABEPraTb UCTbITAHUAM HE MeHee 20 % u He bonee 25 % obwero Yncna ncnbiTyemMbliX CybObek-
TOB. KnuHndveckne ucnolitannsa VOJ1T mogndomkaumm ypoBHA B cumTaloT 3aBepLUEHHbIMW, KOrga Ha BCE BOBMEYEHHbIE
CybbeKTbI COCTaBMEHbI OTYETHI B COOTBETCTBUM € Tabnuuen D.4 npunoxenus D.

C.1.3.4 Moaundukauyunio NOJ1 ypoHsa B cumntatoT 6a30BOW MOAENbIO, €CINN NONYYEHbI OTYETHI N0 HE MeHee Yem 100

cybbekTam (0gHako He B KOMBMHaUMK ¢ oTHeTamMmn moandpmkaunm ypoBHs A B nepno KINMHUYECKUX UCNbITAHUW), U B CNY-
yae, ecnu mogundpukaums NOJ1 cooteeTcTByeT Becem TpeboBanmam [[OCT P 52038, TOCT P 52039, TOCT P 52040.

C.2 MNpumepbl moandnkaumn UNOJI

C.2.1 Oowme nonoxeHund

C.2.1.1 Mogndukaumm NOJI, nogBepraembiX KIMMHUHYECKUM UCNbITAHUAM, Nogpa3aenstior Ha mogndunkaumm 6a3o-
BOU Mmoaenu ypoBHsS A n ypoBHA B. Kputepun generHns npueegeH B C.2.2 n C.2.3.

Honyckaetca mogncmuympoartb basoBblie mogenu VO, nmetowme cnegyowme npnaHaKku:

- P — 3agHekamepHble VOJT n3 nonumetnnmetakpunara (FNVMA);

- A — nepegHekamepHble NOJT na NMMA,;

- SP —3agHekamepHble NOJ1 n3 markmux matepunanos, UMEIOLLUME NITOCKUN An3anH (be3 netensb);

- 5SS — cocTaBHble 3aaHekamepHble NOJT ¢ onTnyeckon 4acTblo, M3roTOBNEHHOW N3 MATKUX MaTEPUANoB U NeTNAMMW
n3 ctaHgapTHbiX matepuanos (INMMMMA, nonunponunexd nnu nonuamMmma);

- SN — cocTaBHble 3agHekamepHble NOJ1 ¢ onTudveckon 4actbio U3 MATKMX MaTepunarnos, U NeTnsMmn N3 HECTaH-
NAapTHLIX MaTepnanos.

C.2.1.2 MoanthmumpoBaHHass Modernb MOXET BKNOYaTh pPasnuyHble KOMbMHauum mogundukaummn, yKasaHHbIX B
C.2.2—C.2.3, ecnun cobnogatnTcst BCe KPUTEPUK (HAaNpUmep, MoanpnumpoBaHHasl Mogenb MOXET UMETb DONbLUYIO ONTU-
YECKYI0 YacCTb C Cnerka 3MeHeHHoON KoHurypaunen netens n 6onswmnm odwmm gnametpom). Mognukaums, ykazaHHas
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B C.2.2.12, oTnnyaeTtcs OT gpyrmx mognukaumm Tem, YTO 3aMEHEH MaTepuan Unm N3MeHeHa KOHCTPYKUMsS 6a3oBOWN MO-
nenu.

C.2.2 Moandmkaumm ypoBHA A

C.2.2.1 3epkanbHooTpaxeHHana Bepcua mogenu UOJI
[TpnaHakm mognpumumnpoBaHHbiX NOJT tTnnoe P/A/SP/SS/SN gonxHbel cOOTBETCTBOBAaTL yKasaHHbiM B C.2.1.1.

C.2.2.2 NameHeHVe obLlero anameTpa

[MpnsHakn moanpunuympoBaHHbiXx OJ1 ans naumeHToB € onpeaeneHHbiM AManasoHoOM WWPWHBI NepeaHen Kamephl
rnasa ansa mogndpuvumpoBaHHbix NOJ1 ypoBHA A OOTKHBI COOTBETCTBOBATL YKa3aHHbiM B C.2.1.1.

C.2.2.3 N3ameHeHna KOHCTPYKUMM NeTenb

[Tpnanakn mogmndmumpoBaHHblx MOJT B cnyvyae gobaBneHusi 3akpyrneHun nnu maneHbKux netenes Ans TUMNoB
PIAISS/SN A0mKHbI COOTBETCTBOBATL YKa3aHHbIM B C.2.1.1.

C.2.2.4 NameHeHNA HaAKNOHA neTenb

[Tpu3Hakn mogncpuumpoBaHHblx NOJ1 B cny4vae nameHeHns nnockoro gn3anvHa Ha gu3anH ¢ TeNnoM, OTKITOHEHHbIM
Ha3ag oOT NeTenb, NPUBOASILLMNA K YBENUYEHUIO carrntanu He bonee yem Ha 1,6 mm ansa NOJ1 ¢ 3agHen BeplumHHOW pedpak-
umnen 20 dntp, ana tnnoe P/SS/SN gomxHbl cOOTBETCTBOBATL YKa3aHHbiM B C.2.1.1.

C.2.2.5 N3ameHeHna KOHdMrypaumm, TONWKMHbI UV LWUMPUHBbI NeTenb (Kannbpa)

C.2.2.5.1 Obwmne nonoxeHus

[TpusHakm mogndpuumnpoBaHHbiX NOJT tunos P/SS/SN gomkHbl COOTBETCTBOBATL yKasaHHbiM B C.2.1.1.

ns Toro, 4tobbl onpeaennTb Mogndukaumio ypoBHS A, HEODX0ANMO NMPOBECTU aHANN3 N3MEHEHUSA MEXAaHNYECKUX
ceouncte NOIJI.

Ecnn mogndmnumnposanHas mogens NOJ1 obnagaet cBoOMCTBaAMM, KOTOPbIE HE MOTYT DbITh a4EKBATHO UCCINEA0BAHb!
B nepuo npeaknMHUYeCcKuxX NCNbiTaHUU, HANpPUMepP, eCrln MOXET MPON30ONTU NMOTEHUMANBHOE MOBPEXAEHNE TKAHEWN BCIE-
ONCTBUE U3MEHEHUS B TEXHUKE MMNNAHTaAUMKU, TO Takas mognpukauns He MmoxeT ObiTb npuaHaHa moaudukaumen OIJI
YpOBHSA A.

MeToabl CpaBHEHUA MEXaHUYEeCKUX CBOWCTB 6a30BOWM mogenn v moanduumpoBaHHOW MOAENWU MPUBEAEHbl B
C.2.2.5.2. Ecnn opraHn3aTtop npuxoguT K BbIBOAY O TOM, YTO MO 0gHOMY MeToAy CpaBHEHUSA MOANPUKALUNA HE OTHOCUTCH K
YPOBHIO A, OH OOJIKEH yKa3aTtb Apyrov Metoa Ao Hadvarna KIUHUYeCKUX UCTIbITaHUMN.

[TpumevaHne—NMeTogbl U aHanNnU3 JaHHbIX, MPUMEHAEMbIX B UCMNbITAHUAX MEXaHUYECKUX CBOUCTB, — MO
[OCT P 52039 (B.2.2.5.2 — B. 2.2.5.3).

C.2.2.5.2 CpaBHeHUe ¢ eanHN4YHON BA30BOW MOAENbIO

[TpuaHakun mognpumumpoBaHHbiX NOJT tTnnoe P/SS/SN gomnxHbl COOTBETCTBOBAThL yKasaHHbIM B C.2.1.1.

[1ns cpaBHeHUs moanduUMpoBaHHON MOAEN U Moaenun, NoABepPraeMmon KINMHMYEeCKMM NCNbITAHUAM, OpraHn3arop
OOIMKEH AoKa3aTth, YTO MEXaHUYeckmne cBoncTea MmoandpunumnpoBaHHOM N NCNBbITYEMON MOoZeNen aHaNOMMYHbI.

CpaBHuBas moancuumpoBaHHyto n basoeyto mogenn WOJ, opraHmnsaTtop AoMmKeH aokasaTb, YTO MEXaHU4YeCKnUe
cBoncTBa mognpumumposanHon NOJ1 aHanormvdbl MexaHn4ecknm cBoMcTBam 6a3oBon Mogenm.

C.2.2.5.3 CpaBHEHUE HECKONBbKMX BA30BbLIX MOOENEN

[MpnaHakn mognpmumpoBaHHbliX NOJT tTnnoe P/SS/SN gomkHbl COOTBETCTBOBATEL YKa3aHHbIM B C.2.1.1.

CpaBHMBas MoanpuumnpoBaHHyO U HECKONBbKO Bba3oBbix mogenen NOJT, opranmnsaTop AomKkeH AokasaTb, YTO MeXa-
HUYeckne ceonctea mogundunumposaHHon VOJT cOOTBETCTBYIOT XapakTepucTukam 6a3oBbIX MOAENEWN.

C.2.2.6 NameHeHMe anana3oHa ONTUYECKOWN CUnbl

[TpnaHakn mognpumumnpoBaHHbiX NOJT Tnnoe P/A/SP/SS/SN gonxHel cooTBeTCTBOBaTHL YKasaHHbivM B C.2.1.1.

OpraHunsartop MOXeT NpoBoagnTb Ntobble N3MEHEHNS gnanasona ontnyeckon cunel, ecnu NOJ1 cooTBETCTBYET Tpe-
boBaHusam OCT P 52038.

OpraHmsatop AOMKeH NOMHUTb O TOM, YTO NPU onpeaeneHHbIX KoMBbnHaumMsax matepuana v npouns HEKOTopble
mogenu VNOJ1 He cooTeBeTcTBYIOT TpeboBanuam FOCT P 52038 Bcneacrteme BNUsHUS chepudecknx abeppauun.

C.2.2.7 N3ameHeHMNA pasMepoB ONTUYECKON YacTu n/mnmn KoHcTpykuun tena UOJI

[TpuaHakmn mognpumumnpoBaHHbiX NOJT tnnoe P/SP/SS/SN gonkHel cooTBETCTBOBATL YKasaHHbIM B C.2.1.1.

N3MeHeHnsa KOHCTPYKUMKN Tena n/mnmn paamepoB ONTUHECKOW YaCcTu AOMYyCKaTCA Npu yCrnoBuu, ecnn obwas AnvHa
NOJ1 He meHee 5,0 mm 1 He Bonee 7,5 MM BOONb Noboro mepuanana.

C.2.2.8 obaBneHwe, yaaneHne nnun cMmeleHne Nno3nNLuMOHHbIX OTBEPCTUN

[TpnaHakm mognpmnumpoBaHHbiX NOJT tnnoe P/A/SP/SS/SN gonmxHel cooTBeTCTBOBaTH YKasaHHbiM B C.2.1.1.

[103NUNOHHBIE OTBEPCTUS, BIIUSIOLLMNE HA KAYECTBO ONTUYECKOWN YaCTU, AOJIKHbI pacnonaratbCsl HA PacCTOAHUN HE
MeHee 2,25 MM OT LUeHTpa ONTUYeCKON 4YacTu Ansl Toro, YTobbl paccessHne U/mnm NCKaXXeHms oT HUX Bbini MUHUMAanN b-
HbIMMW.

C.2.2.9 [NobaBneHwe pybobua Ha 3agHen noBepxHocTu Tena NOJ]

[Tpn3aHakn mognpumumnpoBaHHbiX NOJT Tnnoe P gomkHbl COOTBETCTBOBATL YKazaHHbiM B C.2.1.1.

Honyckaetcs pobaenate pybeu Ha 3agHio0 noepxHocTb Tena VOJT B cnyyae, ecnn ansanH pybua noarBepXaeH
KIMMHU4YeCcKnMmn ncnoitaHnsamm mogenu MOJT ¢ pybuom mn kpam pybua HaxoauTcs Ha PacCTOSAHUN HE MeHee 2,25 MM OT LEHT-
pa OMTUYECKOWN YacTW.
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C.2.2.10 UcnbiTanne pasnnyHbiX KOHCTPpYKunn UOJ1 B 0gHOM KIMMHNYECKOM MCNbITAHUM

[TpnaHakn mogunpnumpoBaHHbliX MOJT Tnnoe P/SS/SN gornXHbl COOTBETCTBOBATL yKa3aHHbIM B C.2.1.

OaunH matepuan NOJT moxeT bbiTb ncnbitad gns 6onee yem ogHon kKoHCTpykunmn VOJT, ecnu koHeTpykummn NOJT noa-
TBEPXAEHbI HA COOTBETCTBUE Da30BbIM moaensam. [1pn atom mexanmndeckune csonctea mncnoityemon VOJT aormkHbel ObITh
aHanorn4yHbl MeXaHN4Yeckum CBONCTBaM Ha3oBOWN MOadenu.

C.2.211 UcnbiTaHne pa3nMyHbIX MaTepuanoB B OOHOM KITMHNYE€CKOM UCNbITAHUWN

[TpnaHakn mogncpmnumpoBaHHbiX MOJT tTnnoe P/SS/SN gormkHbl COOTBETCTBOBATH yKa3zaHHbIM B C.2.1.

OpaHa koHcTpyKumnsa NOJT moxeT ObIThb UCnbiTaHa ¢ bonee Yem ogHMM MaTepuanom ansi neTenbs, eCnu Bce martepua-
Nbl 40 UcnNbiTaHWM ObINM NOATBEPXKAEHbLI HA COOTBETCTBME DazoBbiM Mmogensam. [pmn ncnonb3oBaHmm bonee ogHoOro maTe-
pnana ansa netens, Bce mogenu NOJT gonxHel 61T Mogndukaumsimm ypoBHS A n cooTBeTCTBOBaTL TpeboBaHnsim C.2.2.5.

C.2.2.12 3ameHa maTtepmnana n KoHCTpykuun UOJ]

IpusHakun mognpunumpoBaHHbliX MOJT tTnnoe P/SS/SN gonxHel COOTBETCTBOBATL yKasaHHbiM B C.2.1.1.
Marepuanbl n KOHCTPYKUMKM Ba30BbIX MOAENen MOryT OblTb 3aMEHEHbI, €CNKU UCMONb30BaHWE MaTtepuana HOBOW
(ANs gaHHoro martepuana) KoHcTpykummn NOJT He npuBogNT K UBMEHEHUIO MEXaHUYECKMX CBOUCTB Bazoson moaenu NOJ1.

C.2.3 Mogndmkaumm ypoBHA B

C.2.3.1 U3ameHeHVe obLllero gnameTpa

[TpnaHakn mognpnumpoBaHHblX MOJT tTnnoe P/SS/SN gonxHel COOTBETCTBOBAaTL yKasaHHbiM B C.2.1.1.

NameHeHne obuwero gnametpa NOJT moxeT npuBecTtn K cosdganHnto mogundpumkaumm NOJ1, He COOTBETCTBYIOLWEN Tpe-
boBaHnsm C.2.2.5 npu ee cpaBHEHUN C DA30BOW MOAENbIO UMW C PAAOM XapaKTePUCTUK HECKONBbKMX DA30BbIX MOAENEN.

C.2.3.2 NameHeHunA KOHdUrypaumm netenb

[TpnaHakn mognpunumpoBaHHbiX MOJT tTnnoe P/SS/SN gonxHel COOTBETCTBOBaThL yKasaHHbiM B C.2.1.1.

N3ameHeHne koHurypaumm neTernb MOXeT NPUBECTU K co3ganunio mogmndukaumm NOJ1, He cooTBeTCTBYHOLWEN TPEDHO-
BaHusM C.2.2.5 npu ee cpaBHEHMN C DA30BON MOAENBIO UIMKN C PAOOM XapakTEPUCTUK HECKONMbKMX Ba30BbIX moaenen. Ecnu
N3MeHeHe KoHUurypauum netens mogunpuumnposaHHon MOJT moxeT npuBeCcTU K NoTeHUManbHOMY YBENTUYEHUID PUCKA
OCNOXHEHNN NO CPaBHEHUIO ¢ BA30BOW MOAENbIO, TO TaKy0 MOAMMDUKALMIO NOABEPraldT UCMbITAHUSAM HE MEHEE YEM HA
300 cybbekTax.

C.2.3.3 NameHeHnAa maTepwvana vnv Kanwopa netenb

[TpusHakm moandmumpoBaHHbiX NOJT tTunoe P/SS/SN gonxHel cooTBETCTBOBATL yKa3zaHHbIM B C.2.1.1.

MameHeHne maTtepuana netenb (MNu gpyroro martepuana 4yactm 6asoBon Mogenn) unm kannbpa neTenb MOXET Npu-
BECTU K co3gaHuie mogndukaumm VOJI, He cooTBeTcTBYOWEN TpeboBaHuam C.2.2.5 npu ee cpaBHeHUN ¢ BA30BON MO-
Nenblo NN ¢ PAAOM XapakTePUCTUK HECKONMbKMX DA30BbIX MOAENewn.

C.2.3.4 NameHeHMne maTepuana neTtenb

[TpnaHakn mognpunumpoBaHHbiX MOJT tnnoe P/SS/SN gonxHel COOTBETCTBOBaThL yKasaHHbiM B C.2.1.1.

NameHeHne maTtepunana netenb NOJ1 Ha maTtepuan, He U3BEeCTHbIUM UCMbITATEN, HO NCMONMb3yeMbIN ANA NeTernb Nno
OAHHBIM OPTaNbMONONMYECKNX NCCNEAOBAHUN (CTaTEN, OTYETOB), AOMKHO ObITb NOATBEPXKAEHO CXOXECTbIO CBOUCTB UC-
Nosib3yemMbIX MaTepuaros.

C.2.3.5 NameHeHne maTepunana tena

[Tpnanakn mognpnumpoBaHHbiX MOJT tTnnoe P/SS/SN gonmxHel COOTBETCTBOBATL yKasaHHbiv B C.2.1.1.

NameHeHne matepuana tena VOJ1 Ha maTtepuan, He U3BECTHbLIV UCNbITATENo, HO ncnonb3dyembin gns tena VOJ1 no
OAHHBbIM 0P TaNbMONOINMYECKNX NCCNEAOBAHUN (CTaTEN, OTYETOB), AOMKHO ObITb NOATBEPXKAEHO CXOXECTbIO CBOUCTB UC-
NONb3yeMbIX MaTEPNAanoB.

C.2.3.6 NameHeHne anameTpa Tena Nnv onTUN4€CKOWN 30HbLI

[TpusHakm mognpmnumpoBaHHbix NOJT tnnoe P/SS/SN gonmkHel cooTBeTCTBOBAaTH YKa3aHHbIM B C.2.1.1 npn nameHe-
HUWX gnameTpa Tena unn onNnTUYecKon Yactm B uHTepeane ot 5,0 go 7,5 mm. OueHka moagenu NOJ1 c onTnueckom vacTbio gm-
aMeTpoOM MeHee 5 MM AOIIKHA BKOYaTh KIMHUYECKUE UCTIbITAHUS MO OUEHKE BIMUSAHUS DIIMKOB Ha OCTPOTY 3PEHUA
NaLNeHTOB.

C.2.3.7 HayanbHOe gobaBneHne mogenv pyouom

[TpnaHaku mogupunumnpoBaHHbiX NOJT Tnnoe P gonxHel cooTBeTCTBOBaTH YKa3daHHbIM B C.2.1.1 npun 4ONoNHEHNN MO-

aenun pybuom Ha 3agHen nosepxHoctn tena NOIJ.
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[MpynoxeHwne D
(pexomeHayemoe)

JNeMeHTbl, BKN4vaeMble B NPOTOKON KNMUHU4Yeckux ncnoitadnm NOJI,
N AONONMHUTENIbHOE KITUHUYEeCKOE PYKOBOACTBO MO pa3paboTKke NnaHa KNMUHNYeCKUX UCNbITaHUN
M aHanu3y pe3ynbTaToB

D.1 3nemeHTbIl, BKINoYaemMblie B NMPOTOKON KNUHNYecKnx ncnoitaummn UOJI

D.1.1 Obwme nonoxeHns

HacTtosiwee npunoXxXeHne yctTaHaBNmMBaeT Hanbonee BaXXHble SMEMEHTbI, BKITHIOYAEMbIE B MPOTOKON KITMHNYECKNX NC-
NblITaHUN, HeOBXoaAUMbIE OpraHn3aTopy Ans onpeaeneHuns besonacHoctn u adpdpekTusHocTn NOIJT.

D.1.2 KoHTponbHasa rpynna

KnnHnveckne pesynbTaTthl N0 NCTOPUYECKON KOHTPOIBHOW PynNne npuBeaeHbl B NPUNoXeHnn A. KnnHnveckoe aen-
ctBue ncnoityembix MOJ1 cpaBHmBaloT ¢ gaHHbIMK, NPUBEAEHHBIMW B NPUNOXEHUN A UMK € 4aHHbIMW OOAHOBPEMEHHO NPOo-
CIeXBaemMoWu KOHTPOJIbHOW rPynnbl.

D.1.3 Yucno cyobekToB

D.1.3.1 Tlpwn cpaBHeHun knnHudeckoro gencremsa NOJ1 ¢ nctopmnyeckon KOHTPOIBHON FPYNnon KNUMHNYECKUM UCTIbI-
TaHusm noapepratoT He meHee 300 cybbekToB. [1pn cpaBHEHNN KNMHNYECKOTO aenctBus ncnoityemolX MOJT ¢ knnHnyec-
kum gencremem MOJT ogHOBPEMEHHO UCTIBITYEMOW KOHTPOSIBHOM IPYNNOW OPraHn3aTop AO0IMKEH NogodpaTtb Takoe 4Yncno
CyOBbEKTOB, KOTOPOE ByaeT AOCTATOYHBbIM ANA OnpeaeneHns N3MEHEHUN OCTPOTbI 3PeHUNA U HEBNAronpPUATHLIX NCXOA0B
ansi cpaeHeHust ¢ 300 cybbekTamMm NCTOPUHECKON KOHTPOSBHOW TPYNMbI.

D.1.3.2 Ons komneHcaumm cybbEeKTOB, KOTOPbIE MOIYT ObiTb HE AOBEAEHBLI 40 KOHLA UCMNbITAHUW, PEKOMEHAYETCS
NCMONb30BaTh:

- Npn 0gHOroAnYHbIX ncnblTaHnax — 390 cybBLEKTOB;

- NpU TPEXToANYHbIX UcnbliTaHUaX — 500 cybOBLEKTOB.

OpraHmn3artop He A0MKeH NPOBOANTL KITMHUYECKNE UCTIbITAHUA Ha BONbLUEeM YMcrie CybbeKkToB, YTOBbI YMCMNO CYObek-
TOB, NoABepraemMblX pucky nmnnantaumm mogenen NOJ1, koTopble ewe He BbIny NprU3HaHbl 6e30NacHbIMU 1 3PPEKTUBHbI-
MW, ObINO MUHUMANbHbIM.

D.1.3.3 Ons obecnevenns banaHca uncna cybbeKkToB y KaXX40ro UCMbITaTENS OPraHn3aTop AONMKEH NpeaycMoT-
peTb Hann4ymne He meHee 20 cybbekToB, HO He bonee 25 % obuwero yncna cybbeKTOB.

D.1.3.4 UT0ObI AOCTOBEPHOCTL AAaHHbLIX DblNa MakCMMarnbHOW, YNCIO HE AOBEAEHHBIX 40 KOHUA CYyOBEKTOB HE A0I-
XHO npeBbiwatb 30 % npu TpexroanyvHbiX ncnolitaHusax n 10 % — npw ogHOrognYHbIX UCMbITAHUSIX.

D.1.4 OnntenbHOCTbL KNMMHNYECKUX UCTMbITAHUWN

D.1.4.1 Ona oueHkn vymncna HebnaronpusaTHbIX UCXOO40B KITMHUYECKUEe UCNbITAHUSA NPOBOASAT B TEYEHUE:

- ogHoro roga — ansi 3agHekamepHbix MOJT (chbopma otveTa B cooTBeTCTBUM € Tabnuuen D.5 npunoxennsa D);

- Tpex net — ans nepeagHekamepHbix MOJT (dbopma otyeTta B cootBeTcTBMM € Tabnuuen D.7 npunoxenus D).

ITO NPUMEHNMO B crnyvae mogmndmkaumm nopepxHoctn NOJ1 ¢ HaHeceHnem NOKPbITUW UITM XUMUYECKOW 0DpabOoTKOW
ansi ypenunyenusi bunonorndeckon coemectumoctn NOIJI.

D.1.4.2 lna cBeaeHmns pucka, CBA3aHHOIO C KIMMMHUYECKUMU ucnbliTaHnAMMN HOBbIX moaenen VOJ1, K MuHnmMmymy mc-
NblTAHUA NMPOBOASAT B ABa 3Tana:

1 — umnnanTtaumsa mogenn NOJT He Bonee vyem 100 cybbekTam. Nocne Toro kak no 50 cybbektam byaeTt nony4eH
oT4yeT No opme oT4yeTa B COOTBETCTBUM € Tabnnuen D.4 npunoxerHus D, pe3ynbTaTbl AOTKHbI ObITh KITMHUYECKN OLUEHEHb!
opraHm3aTtopom n ucnoitarenem. B cnyyae, ecnn mogens MOJT v gaHHbix 50 cybbekToB ByaeT npmnaHaHa npuemMnemon,
opraHm3aTtop MOXET Ha4vaTb Creaytowmm atan UCrbITaHUM.

2 — nvnnantaumusa mogenn NOJT aoctaTtouHOMY AN OKOHYaHUS UCMbITAHUA YUCITY CYOBEKTOB.

D.1.5 OTt4yeTHbIE Nepuoabl

D.1.5.1 PeaynbTaThl KNMIMHUYECKNX UCTbITAHUWU, NPOBOAUMbIX B TEYEHNE OQHOI0 roga, npeacTaBnsioT B BUAe creqy-
IOLMNX OTYETOB:

- 0 — npeponepaumnoHHbIn/onepaunoHHbIN OTHET (hopma oTveTa B cooTBeTCcTBUM € Tabnnuamm D.1 n/mnn D.3 npwu-
noxexwus D);

- 1 — nocneonepaymnoHHbIN OTHET Yepe3 1 unum 2 aHs nocne onepauum (popma ot4yeTa B COOTBETCTBUU C Tabnuua-
Mu D.2 n/vnn D.4 npunoxenunsi D);

- 2 — nocneonepaynoHHbIN OTYET ¢ 7-ro no 14-un aeHb nocne onepauun (popma oTHeTa B COOTBETCTBUM € Tabnuua-
M D.2 n/vnn D.4 npunoxenunsi D);

- 3 — nocneonepaynoHHbin oT4yeT ¢ 30-ro no 60-1 geHb nocne onepaunmn (hopma oT4eTa B COOTBETCTBUU C TAbnu-
uamun D.2 n/nnun D.4 npunoxenus D);
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- 4 — nocneonepaunoHHbin oTHeT co 120-ro no 180-n aeHb nocne onepaunn (popma oTHeTa B COOTBETCTBUN C TAD-
nmuamum D.2 n/vnm D.4 npunoxenuns D);

- 5 — nocneonepaunoHHbin otveT ¢ 330-ro no 420-n aeHb nocne onepaunn (hopma oTHeTa B COOTBETCTBUU C TAD-
nmuamm D.2 n/wnm D.4 npunoxenus D).
D.1.5.2 Pesynbrartbhl TPEXrognyHbIX KIIMHUYECKUX UCTbITAHUN NPeacTaBnsaoT B Buge ot4etoB no D.1.5.1, a Takxe
crnegyrowmx:

- 6 — nocneonepaunoHHbin oTveT ¢ 630-ro no 780-1 AeHb nocne onepaunn (hopma oTHeTa B COOTBETCTBUU C TAD-
nvuamm D.2 n/vnn D.4 npunoxenus D);

- 7 — nocneonepaunoHHbin oTHeT ¢ 990-ro no 1140-n geHb nocne onepaunn (popma oTHeTa B COOTBETCTBUMN C TAD-
nmuamum D.2 n/vnm D.4 npunoxenus D).

Hns cbopa nHchbopmaumnm 0 BO3IMOXHbBIX HEDNAronprUATHbIX UCX04axX HEODXOANMO NPOBOAUTL KITMHUYECKYIO OLIEHKY

OAHHbLIX MO 3TUM OTYETHbLIM NEPUOaAM.
D.1.5.3 HesannaHupoBaHHble NOCELWEeHNS CYDBEKTOB M NpoLeaypbl Ans ycrpaHeHns HebnaronpusiTHbIX NCX0O0B,

NPOBOANMbIE BHE OTYETHbLIX NEPNOAOB, TAKXKE AO0IKHbI ObiThb 3aHECEHBI B OTYET KIMMHUYECKUX UCMNbITAHWNA.
D.1.5.4 3a kaxabi OTYETHbIN NEPUo, TPEXTOANYHBLIX U OQHOTOANYHbBIX KNMMHUYECKUX UCTIbITAHUIA OOMKHO ObITh NO-
ny4yeHo He meHee 300 oT4eTOB.

D.2 ODononHunTenbHOE KNMMHNYeCKOe PYKOBOACTBO MNO pa3padboTke ninaHa KNMMHNYEeCKUX UCNbITAHUW U aHanNM-
3y pe3ynbTaToB

D.2.1 O6wue nonoxeHus

HononHMTENBHOE KITMHUYECKOE PYKOBOACTBO NO paspaboTke nnaHa KNMHUYECKMX UCTbITAHU 1 aHanuay pesynbTa-
TOB npueegeHo B D.2.2 — D.2.4.

D.2.2 CtaHpgapTusauuda KNMMHUYEeCKUX OLLeHOK

D.2.2.1 OprannzaTtop gomxkeH obecneunTb COOTBETCTBUE KPUTEPUEB KITMHUYECKON OLLEHKW, MONYYEHHbIX UCMbITaTe-
NSMN Ans HEBNaronpUSTHbIX UCXO0A40B U KOHTPONS NapamMeTpoB, OTHOCALLMXCH K OCTPOTE 3peHns (Hanpumep, KOHCTPYKUMK
Tabnubl ONTOTUNOB, YPOBHS OCBELLEHHOCTU, OTPaXaTenbHOW CNOCOBHOCTUN Tabnuubl, paccTosHUA A0 Tabnunubl, 0OLWen
METOA0NOIrMKn), 4Tobbl AaHHbIE UCCNegoBaHUN MOrTN BbITb CKOMBUHUPOBAHHI.

D.2.2.2 Ecnv opranm3aTtop BbiSBNSAET HE0DX0AMMOCTb NPUBEAEHNA ONTOTUMNOB, UCMONb30BaHHbBIX NPY NPOBEAEHNN

KIMUHNYECKUX UCMbITAHUN, K CTAHOAAPTHLIM ONTOTUMNAM, TO UCMONMb3YIOT METOAUKY [3].

D.2.3 PykoBoacTBO NO aHaNM3y AaHHbIX

D.2.3.1 [Ans BbISIBNEHUsSI HANMU4YMUs Un oTCyTCTBUA Npobnem B KOHCTPYKumnn VOJT, He ycTaHOBNEHHbIX NMPU 0bLWEM
aHannae HebnaronpusTHbIX NCXOO40B U OCTPOThI 3peHus (ganee — O3), opraHn3atop OOMMKEH MPOBECTU KIMUHUYECKYIO
OUEHKY JaHHbIX Mo Criegyowmm nokasaTensm:

- O3 no Bo3pacry;

- nydwwune pesynbtatbl O3;

- O3 npu HEBnaronNpuUATHbBIX NCX0QaX;

- O3 no npegonepaunoHHON OKYITAPHOWN MaTonoruu,

- aHanus npu4nH HegocTmkeHus O3 0,5 (6/12; 20/40) oTH. ea. No KaXaoMy NMauneHTy;
- COOTHOLWEHMA HapacTalLWmxX HebnaronpusaTHLIX NCXOQ40B NO BO3pPacTy;

- COOTHOLLEHUS MOBTOPSIOWMXCH HEDNAronpUSATHbIX UCXOA0B MO BO3PAacCTYy;

- COOTHOLEHUS APYrnX HEDNaronpuUATHLIX NCXOO0B;

- O3 y ncneitartenewm,

- HEGJ’IGFOI’IDMFITHI:IE NCXOAbl MO NCTbITATEITAM.
Takas KnnHn4veckas OUEeHKa AAaHHbIX TTOMOXET OpPraHn3artopy ornpegeliintb, 3aBUNCUT J1U HE6J’I8FOI’IpMFITHbIﬁ Nexod OoT

ncnoityemon NOJ1 nnm oH Bei3BaH gpyrumm dakropamm.

D.2.3.2 OpraHmnsartop OoJmeH NOMHUTL O TOM, YTO KIMUMHUYECKOe BO3OENCTBUE AN UCTOPUHECKUX KOHTPOMNbHbLIX
rpynn paccMoOTPEeHO TONBbKO ANns HEBNAronpuUATHbLIX UCXOA0B, MPUBEAEHHLIX B NpunoxeHnn A. OpraHn3atop OOMKeH UC-
NONb30BaTh KIMMHUYECKNE OUEHKN CODCTBEHHLIX NCCNeaoBaHUN, AaHHble U3 Nybrnmkaumm n/mnu gaHHble n3 NPoBEAEHHbIX

paHee KITMHNYECKUX NCMbITAHUW, €CIN OHW CYWeCTBYHIT, B CIiyHae HallndnHd Apyrnx HE6J’I8FOI’IDI«’IFITHI:IX MCXOO0B.

D.2.4 KnuHn4yeckue otuyeTHbIE (hOPMbI
[Tpumepbl oT4eTHbIX hopm npmBegeHbl B Tabnuuax D.1 — D.5:
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Tabnuya D.1— dopma npegonepaynoHHOro otTyeTa no oueHke dagHekamepHbix NOJ]

VicnbiTatenb KInMHn4eckoe ncnbiTaHne
damunusa, nma, OTHECTBO KON
[launeHT MIHMumanel nayneHTa [Ton: MyXCKowu Paca. eBponeova
koA XEHCKUN Herpoua
MOHronova
Apyras
cCMellaHHasn
Ilata poxXageHus
NeHb, Mecal, roa
[MpegonepaunoHHbIN OTYET
eHb, MecAU, ron
OnepvpyemMbiin  300pOBbIN KaTapakra:
rmas rmas I TUONOIUA:
INyvwas ckoppurnpoBaHHast cTapyeckas
OCTpOTa 3peHUs, ANTP: apyras
YKa3aTb BN
OTMETUTb HY)KHOE:
YMCIO MarbLUEB
NBVXEHNE PYKN [TaTonormns; Na Het He onpege-
peakuusl Ha CBET naeTcs
HEeT peakuyy Ha CBeT NceBAo03IKCPONMaLmm
rnaykoma
BHyTpMFJ'Ia3HEJe A@BIIEHWE, MM PT. CT. paHee onepupoBaHHas rnaykoma
onepupyembin rnas 30POBbLIN MNas3
NI10Xo0e Cy)XEeHne 3padka
Mcnonb3yeTtca oMmbiBaowmi pacteop: [a Het NepeHeCceHHble yBETUTDI
Ecnn ncnonbayertcs NnepeHeceHHas OTCINONKA CEeTHATKN
ykasare HaMMeHoBaHUe anabeTnyeckas peTMHonaTus

MaKYyIHApPpHad gereHepaluns

BHyTpHOI{yﬂFIprIe MEOAUKAMEHTDI.

[la HeT ambnvonuns
aHTNBNOTUK npyrast
HanMeHOBaHWe aHTUOMOTKKa yKa3aTb B NATOMNOMMN
KOpTUKOCTEpOUA
HaMMEeHOBaHNe KOpTUKOCTeponaa

npyron buomeTpus:

yKa3aTb BW BHYTPUOKYMNAPHOTO MeOVKaMeHTa K1, anTp AlTMHa oCn, MM
Paapes: K2, anTp
pasMep paspesa, Mm npeanonoraemas nocneonepaunoHHas
PacClonoxXeHune pedeal{LlMFl, OnTp

POrOBUYHLIW, NMUMBanbHbIN, CKNepanbHbIW
CocTosiHMe poroBuLbl: Pacnncka o6 o3HakomneHuu nonyyeHa: [a
[la Hert

HOPpMallbHOE NeHbL, Mecdad, rog

sHAoTennanbHas aucTpodus
Apyras

YKa3aTb BKUO NaTtonornm
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Tabnunuya D.2— dopma onepaunoHHOro ot4eTa no oueHke 3agHekamepHsoix NOJT

VlcnbiTateno KInMHn4eckoe ncnbiTaHne
cbammnmg, UMA, OTHECTBO KOA
[launeHT MHMumanbsl nayneHTa [Ton: MyXCKou Paca: eBponeova
koA XEHCKUN Herpoua
MOHronoua
Apyras
CMeLlaHHas
[ata poxgeHus
NeHb, MecAau, ros
OnepaunoHHbIN OTHET IlaTta onepauunn
OeHb, MeCAu, roa OdeHb, MeCALl, roa
[MpYMeHeH BUCKO3MNACTHK Na HeT Hpyrve xvpypruyeckue npoueaypbi:
Ecnn npumeHeH, ykasatb BUA g Ha Het
nepundepnmnHas
MHTpaokynsipHble MeAUKAMEHTbI: MPUOOTOMNSA/MPUAOSKTOMMUS
Ila HeT COOUHKTEPOTOMMUS
agpeHanvH npyras
dueTUuIixXorimH yKa3aTb BU npoueaypbl
Kapbaxor
npyrov [Tpobnembl Npu onepaunn: n i}
yKa3aTb BN MeQWKaMeHTa a eT
KPOBOTEYEHWE B NepeaHeM OTAerne
Bua akcTpakuum Xpycranuka: NOBPEXOAEHNE pagyXKu
Nn1aHoBas 3KCTPaKancynspHas 3KCTpakuus OCTaTOYHAs HENPO3PaYHOCTh
KaTapaKrbl 3agHen kancynl
(hakoaMynbCHUKaum paspbIB 3a7HEN Kancyrbl
Apyras
VKasaTh BUA nepeaHsas BUTP3KTOMUA
KaszaTb BUO Npodbnemb
Bua kancynotomuum:; 4 AP
HEMPEPLIBHbLIN Karncyrna pekcuc
No TUNY «KOHCEPBHOW BaHKM»
Apyras
yKa3aTb B
PacnonoXeHne neTenb: 1 Y -
: pnynHa, no kotopoun MOJ1 He Bbina nmnnaHTupoBaHa:
B CYMKe
YAaCTU4YHO B CYMKE y y
MecTo Ans HaKNeNKn 3TUKETKU nMmnnaHtnposaHHon MNOIJT
B CY>KEHUW
HEe onpeaeneHo
Bpems ¢ MOMeHTa Ha4vana Ao 3aBeplueHns onepaumm
MWH
NoOANUCL NCMbITATENS NeHb, Mecsau, roa
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Tabnwuya D.3— dopma nocneonepaumoHHOro ot4eTa no oueHke 3agHekamepHbix O]

VicnbiTaTenb KrnnHnyeckoe ncnbiTaHme
damunus, nma, oTHECTBO KOM
[launeHT MIHnupanbl nauneHTa [Ton: MyXxCcKowu Paca. eBponeova
Ko XEHCKUW Herpoua
MOHIronouna
Apyras
CMeLlaHHan
[arta poxXageHus
eHb, MeCcsL, roa
[locneonepaunoHHbIN OTHET
NeHb, MecsaU, roa
[ nas: NpaebIv NeBbIv Npyrasi naTonorus unn oCrnoXHeHue:

[TaumeHT He gocTyneH ansi obcrnegoBaHNA B
Ha3Ha4YeHHOe BpeMsl, HO NpoaomKaeT y4acTBOBaTb
B UCMNbITAHUN

[TaumeHT npekpawaeT y4acTBOBaTb
B UCMNbITAHUN

yKa3aTb NPUYUNHY

Pedpakuus:
chepa

LMNMHAP
OChb

KepaTtomeTpus:
K1, anTp
K2, antp

Onepuvpyemblt  300pOBbLIN
rnas rmas

Jlyyqwas ckoppurnpoBaHHas
OCTPOTAa 3peHnst, anTp:

OTMETUTb HYXHOE:
4YMCIOo NanbUEB
OBVXEHNE PYKU
peakums Ha CBET
HET peakuun Ha CBET

Hanwndyne

BbiNageHne CTEKNOBUAHOIO Tena
B NepeiHIon Kamepy

yLLIeMINEHNEe CTEKNOBUAHOIO Tena
B paHe

NOBbILLEHNE BHYTPUITIA3HOIO
OAaBIeHus1, Tpedbyrowee nevyeHus

BNoKnpoBaH 3paqokK
nepegHne CUHEXUK

3daHNEe CUHEXNU

BOcnanmntenbHble oTnoxeHmd Ha NOJI
dnbpuH B 3padke
KOPTUKANbHbIE OCTATKU

OCTaTKM s1apa
neueHTpunposka ontukn O] L]
MM

yKazaTb pasMmep

OTCINOWMKa CeTYaTKN
anabetnyeckas peTmHonaTus

LMCTOMAHbIN OTEK MaKyIbl

B Clnydae Hanm4nsa — MeTod ANarHOCTUKN;
KITMHNYE€CKUN

donoopecueHTHas aHrnorpadpums
(HY>XHO€ MOAYEPKHYTh)

MaKynsipHas gereHepauus
aTpoOus pagyKKu
Apyras

yKa3aTb B4 NaToOnornm

OTCyTCT-
BYE

BHyTpurnasnoe gaenexHuwe, mm pT. CT.
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3aTpoHyTa nu NepeaHsis kKamepa:

€CIn He3aTPOoHYyTA:
dunbpo3 3agHEN KamMepbl
lapbl SMbLUHUIA

eClIln 3aTpPoOHyTA.

OTKpbIBanach N Kancyna
C NpeablayLWwero Bu3nTa

HeT
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[locneonepaunoHHbIN OTHET

neHb, MecsL, ron

Micnonb3ayemble HA MOMEHT

BUN3NTA MEANKAMEHTbI. BpemeHHo CwucTtema-

TNYECKH

Jlla Het Ha Hert

KOpTUKOCTEPOUbI
AHTUDOUNOTUKIA

HECTEPOUAHbIE

NPOTUBOBOCNANUTENbHbIE
cpeacTBa

MayKoOMHbIe Mnperaparhbl
apyrue

yKa3aTb HaMMEeHOBaHWA

OCHOBHas NpuUYMHa, no KOToOpon OCTPOTAa 3PEHUH MEHEE
0,5:

PasgpaxeHune:
HET
Nerkoe
yMEpPEHHOE

THXKEeIloe

bbinu nn NOBTOPHbIE XMPYPrndeckme
BMeLlaTeNnbCTBA HA ONEPUPOBAHHOM [TA3Y

dpyrast natonorns nnm

OCINOXHEHWe: Hannune OTcyTtcTBHE

dunbTPpaUUsa U3 paHbl
NnnocKas nepegHss kKamepa

rmema, Mmm

yKasaTb pasmep

C NPOLUIIOro BU3nTa: [la HeT
Ecnuv 6binn, ykazaTtb Kakue
McnbiTeiBan Ny nauneHT HebnaronpusiTHoe
BO3AENCTBUE!

J1a Het

Ecnn ucnbiTbiBan, 3anonHutb Gopmy oTyeTa 0 Hebnarorn-
PUATHOM BO3OENCTBUM.

Ecnv Bo3gencremne cepbe3Hoe, 3anorninTb Popmy oTHeTa
0 HebnaronpuATHOM BO3JEVUCTBUMN U CBA3ATLCH C OPraHu-
3aTOPOM B TEHEHME OQHOro paboyvero gHs

Tadbnwunya D.4—Popma npegonepalnoHHOro otyeTa no oueHke nepegHekamepHbix O]
VcnbiTaTenb KnnHnyeckoe ncnbiTaHne
dbamunusa, UMA, OTHECTBO KO
[launeHT MHMumanbsl nayneHTa [Ton: MyXCKou Paca: eBponeova
koA XEHCKNI Herpoua
MOHronouma
Apyras
CMeLllaHHas
[ata poxaeHus
NeHb, MeCsL, roa
[lpegonepaynoHHbIN OTYET
NeHb, MeCAL, rof
Onepupyembin  3goposbeit | KaTapakra:
rmnas rmas 3TUNONOINA:
Ilyyqwasn ckoppurnpoBaHHast cTapueckas
OCTpoTa 3peHust, aAnTp:
OTMETUTb HYXXHOE: APyrad
YMCNO NasnbLeB ykasarb BiA
ABVXEHNE PYKU [MaTonorus: Na Hetr He onpe-
peakunsa Ha CBET AENAeTCA
HET peakuun Ha CBeT nceBgo3Kconmaumm
. rnaykoma
Micnonb3ayeTca ombiBaowmm pacteop: Ha HeT
paHee onepupoBaHHas rnaykoma

Ecrnn NCTNOJ1b3YETCH, YKa3ddaTb HAMMEHOBaHUE

MNJoxXoe Cy>KeHne 3padka
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OkonyaHue mabnuusi D.4

[1pegonepaunoHHbIN OTYET

neHb, MecsL, ron

BHyTpHOI{yJ'IFIpH bl€ MEANKAMEHTbI.

[1a HeT
aHTUONOTUK
HanMeHOBaHWe aHTUOMOTUKA
KOPTUKOCTEPOUL,
HanMeHOBaHWe KOPTWMKOCTeponga
Apyrov

YKa3aTb BMA BHYTPUOKYIAPHOIoO MejnkameHTd

NnepeHecCeHHble YBETUTDI
nepeHeceHHasd OTCNOWKA CETYATKU

anabetnyeckas peTuHonaTus
MaKynapHas gereHepauus
amonunonvs

apyras

YKa3aTb BUO NMNAaTONOIrNM

CocTosiHNE POroBULbI:
[la Hert

HOpManbHOe

sHpoTenuanbHas gucTpodus
Apyras

YKa3aTb BUO NMNaToNnornm

[1a

Pacnncka 06 o3HakoMneHnn NonyveHa:

NeHb, Mecsud, roa

Tabnwuua D.5— dopma onepaunoHHOro otyeTa no oueHke nepegHekamepHboix NOJT

NcnbiTatenb

dbamunua, UMA, OTHECTBO

[launeHT MIHMupanbl nauneHTa

Koo

[arta poxageHus

neHb, Mecsl, roa

KnMHun4yeckoe ncnbitaHne

KO
[Ton: MyXCKowu Paca. esponeoung
XEHCKNI Herpoua
MOHronona
APyras
CMellaHHas

OnepaunoHHbIN OTYET

NeHb, Mecsau, roa

[ata onepaunmn

NeHb, Mecsau, rof

HeT

I1a

[TomeHeH BUCKO3NacTUK

Ecnn NPpUMMeEHeH, yKa3aTb BU

MHTpaokynsipHbie MEANKAMEHTbI:
HeT

[1a

agpeHanvH

aUueTUNXonuH
kKapbaxon

Apyrov

yKa3aTb B MmeanKaMeHTa

[pyrve xupyprudeckue npoueaypsbi:

[la Hert
nepundepnmHas puaoToMUs/MPNao3KTOMUS
COPUHKTEPOTOMMUS
Apyras

yKaszaTb B npoueayps
[Tpobnembl Npu onepaunm:
la Hert

KPpOBOTEYEHWE B MepeagHeM oTaene
NOBPEeXAEHUE PaayKKu

OoCcTaToYHas HeNpPoO3pPaYHOCTb 3aJHEN
Kancyrbl

pa3pbIB 3agHEN Kancyrbl
nepeaHsas BUTPIKTOMUS

yKasaTts Bua npobnems

Bua akcTpakumm Xpycranuvka:

NNaHoOBasl 3KCTpaKancynsipHasi SKCTpPakUUs
KaTapaKTbl

dakoamynbcudukaums
Apyras

YKa3aTb BN
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OnepaunoHHbIN OTYET

NeHb, Mecsld, roa

Hata onepaunn

NeHb, Mecsld, roa

Bug kancynotomum:
HENPEPbLIBHbLIN Kancyra pekcuc

No TUMY «KOHCEPBHOW BaHKN»
Apyras

yKa3aTb B

PacnonoXeHme neTernb:

B CYMKE

HaCTNYHO B CYMKE

Bpemsi ¢ MOMEeHTa Ha4ana Ao 3aBeplueHns onepaumn
MWH

nognvck UCNbiTaTens NeHb, Mecsal, roa

B CY>XXEeHnu
He onpeaeneHo
Tadonwunya D.6o— dopma nocneonepaumoHHOro ot4eTa no oueHke nepegHekamepHbix MOJ]
VcnbiTatenb KnnHn4eckoe UcrnbiTaHne
dbamunus, nma, OTHECTBO Ko
[launeHT MIHMumanel nayneHTa [Ton. MyXckou Paca: eBponeoung
koA XEHCKUN Herpoua
MOHronoua
Apyras
CMeLlaHHas
[ata poxaeHust
NeHb, Mecsl, rof
[locneonepaunoHHbIN OTYET
NeHb, MeCAL, rof
[ nas: npaBbIv NneBbIv [pyras natonormsa UM OCNoXHEHNe:

[TaumeHT He gocTyneH ansa obcnegoBaHUsi B HA3HAYEHHOE
BpeMS, HO NPOAOITKAET y4acTBOBATb B UCMbITAHUU

[TaumeHT npekpawiaeT y4acTBOBaTb
B UCMbITAHUN

yKa3aTb MPUYNHY

Pedpakuus:
chepa

LMIMHAP
OCb

KepatomeTpusi:
K1, antp
K2, antp

Onepvpyembii  300pPOBbIN
rnas rnas

INyvwas ckoppurnpoBaHHast
OCTpOTa 3PpEHNs, ANTP

OTMETUTb HYXKHOE!

HNCITO MNalibueB

ABUWXEHNE PYKU

peakunA Ha CBET

HET peakKunn Ha CBeT

Hannune OTCyTCT-

BLne

BbiNageHue CTEeKNOBUAHOIO Tena
B NepeHIo Kamepy

yLlEeMMNeHne CTEKITOBUAHOIo Tena
B paHe

NOBbILUEHUE BHYTPUIMA3HOIoO
OaBneHus, Tpebytowee neveHus

BNnokMpoBaH 3paqokK

nepeagHmne CUHeEXn

3agHne CMHEXWNU

BOCManuTenbHble oTNnoXeHusd Ha O]

dunbpuH B 3pavke

KOPTUKAlIbHbIE OCTAaTKW

oCcTaTKu sapa

neueHTpupoBka ontnkn AOJI

MM

yKasaTb pasmep

OTCITOUKA CeTHYaATKU

ﬂ,Ha6ETM‘-IECI{aFI PETUHOINATUA

LMCTOMAHBIN OTEK MaKynbl
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OkonyaHue mabnuubi D.6

[TocneonepaunoHHbIN OTHET

NeHb, Mecsl, ron

B CliyHae Hallmdnd, metoa AnarHOCTUKH.

KITMHNYECKUN
donoopecueHTHas aHrnorpadpums

(HY>XHOE NOAYEPKHYTH)
MaKynsipHas gereHepayms
atpodhnsa pagyxku

apyras

BHyTpurnasHoe gasneHue, Mm pT. CT.

3aTpoHyTa nn NepeaHsas kamepa:
I1a HeTt

Ecnn He 3aTpoHyTa:
dunbpo3 3agHen Kamepbl
lapbl IMNbLUHUTA

Ecnwn 3aTpoHyTa:

OTKpbIBanacb Nnu Karncyna ¢
npeablayLWwero BU3nTa

Mcnonb3yemble HA MOMEHT
BU3UTA MEQUKAMEHTbI:

KOPTUKOCTEpOUAbI
aAHTUONOTUKU

HEecCTepoOuaHbIe
NPOTUBOBOCNANUTENbHbIE
cpeacTBa

MayKOMHbIE Mpenapartbl
apyrve

BpemeHHo Cucrema-

Illa Hert

YKa3aTb HaMMeHOBaHNA

TUHECKIA
Illa Hert

OCHOBHas NMPUYnHAa, Mo KOTOPON OCTPOTA 3PEHUS MEHEE
0,5:

PasgpaxkeHune:
HET
Nerkoe
yMEPEHHOE
TSAXEenoe

bbinn nn NOBTOPHbIE XUPYPIMYECKUe
BMeLlaTenbcTea Ha ornepupoBaHHOM
rmasy ¢ npowsoro BU3nTa [1a HeT

Ecnun Bbinn, ykasatb Kakue

OUnNbTPaUns N3 paHbl
NnockKasl nepeaHsas Kamepa
rmpema, Mm

ﬂpyraﬂ Mnatonorna i OCrNnoXxXHeHmne

Hanwnuyne

yKazaTb pasmep

OTcyTCTBME

VicnbiThiBaN Nn NMnaygmneHT HE6J’I8FOI’IpHFITH08

BO3ENCTBUE:
[1a HeT

Ecnun ncneiteiBan, 3anoninTe Popmy oT4eTa 0 HEDNaron-
PUATHOM BO3OENCTBUMW.

Ecnn BO3gencTBne cepbes3Hoe, 3anonHnTb POpMy OTHETA
0 HeBNnaronpuATHOM BO3AEUCTBUN U CBA3ATLCH C OPraHu-

3aTOPOM B T€YEHUE OAHOro pabdoyero AHA
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Tadbnuya D.7— Popma otyeTta o HebnaronpusaTHom Bo3aencteum OJ]
lcnbiTaTtenb KnnHnyeckoe ncnbiTaHne
dbamunusa, nma, oTHECTBO KO
[launeHT MIHMumanol nauneHTa [Ton: MyXCKou Paca: eBponeova
koA XEHCKNI Herpoua

MOHronouna,
ApPyras
CMeLllaHHas

[aTta poxxaeHus

NeHb, Mecsud, roa

OHEMW.

Mcnbitatens 06a3aH coobuatb 0 Nobbix HEBNAronPUATHbLIX BO3AENCTBUSIX, CBA3AHHbIX NNOO HE CBA3aHHbIX C UCMbITYE-
von NOJ1. O nobbix cepbe3HbiX /M HEOXNAAHHbIX peakumsx HeobXoaMmMo B TEYEHME OQHOro pabovero aHsa 4ono-
XUTb Opranmn3aTopy no renedony n/mnmn dakcy. B cnyvae cepbe3Horo HebnaronpusaTHOro BO34encTemnst hopma otyeTa o
HEONAronNPUATHOM UCXode AOMKHA ObIThb 3anofiHEHA, Noanucada n nepeaaHa opraHn3aTtopy B TEYEHUE NATU pabounx

1 OnepupoBaHHbIM rNas. npaebin (OD)

nesbin (OS)

2 Hata nmnnaHtaumm

NeHb, Mecad, roa

3 Koa moaenu nuH3bl

4 CepunHbIN HOMEP NNH3LI

5 Ontnyeckas cuna nuH3bl, anTp
HebnaronpusatHoe BO3AENCTBUE:
6 [ara obHapyXeHus

NeHb, Mecau, roa

7 [pogonmxntenbHOCTb (M, AHW, ap.)

8 TshkecTb HEDBNAronpusTHOro BO34eNCTBUS:
Nerkoe

yMEpPEHHOE
TSHKEnoe

11 JleyeHne HebnaronpusaTHOro BO34eNCTBUS:

12 Wecxon:
NONMHOEe BOCCTAHOBIEHUE
4YaCcTUYHOE BOCCTAHOBIEHUE

BO3[1eMCTBUE NPOAOIMKAeTCsA Ha MOMEHT oT4eTa
CMEepTb

[1pOorHo3 B cnyvae npoaosikKeHns BO3AENCTBUSA:

PestomMme (nevaTtHbIMn ByKBaMK):

O OnucaHune TedyeHuss HebnaronpusaTHOro BO3OEUCTBUS
(NneYyaTHbIMK ByKBaMMK):

13 CuunTaeT Nn 3anonHAWUN OTHET, YTO 3PP EKT CBA3AH
C ITMH30M:

[1a HeT

PestomMme (nevaTtHbIMn ByKBaMK):

14 HABnsietcsa Ny BO3OAEUCTBUE CEPbE3HLIM/YIpoXatoWwmm
3PEHUIO:

[1a HeT

Ecnn aBnseTtcs, 3anonHuTe POpMy OTHETa N CBA3ATBLCHA C
OpraHn3aTopomM B TEYEHME OQHOro paboyvero gHs

10 HdnarHo3 HebnaronpusiTHOro BO34eUCTBUA (NeYaTHbI-
MU DYKBaMW):

noanuck UCNbITaTenNs NeHb, Mecald, roa

TenedoH

KOO HOMep OONONHNTENbHbIN
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[MpynoxeHue E
(pexomeHayemoe)

OKoOHYaTenbHbIN OTYET O KNUHNYecKux ucnoeitanunax NOJI

E.1 Obwme nonoxeHwun
B HacToswem NnpunoXxXeHnu NnpuBeaeHbl pekoMmeHaaumm rno CoOCTaBneHnto 0THETOB O KIMHUYecKunx ncnoitannsx O],

E.2 TUTYNbHbLIN NUCT

TUTYNBHBIM NUCT QOJKEH coaepKaTh Crnegyouyo MHpopMauuio:

- HAMMEHOBaHWNE KITMHNYECKOro UCMNbITAHUSA;

- naentndoukauuio NOJ1, BKNovass HammeHoBaHue, MOAENb U Apyrne AaHuble, Heobxoanmble Ans MONHON NAEHTU-
dOUKaLnu;

- (hamMunuio, NMs, OTYECTBO U/ NN HAMMEHOBAaHUE OPraHn3aTopa;

- MaeHTUOUKaALUMIO NnaHa KnMHNU4eckmnx ncenelitanmm {ganee — MNKM);

- OTMEeTKY O TOM, HTO KITMHNYeCKHUne UClblTaHA NpPpoBOAUITUCE B COOTBETCTBUN C ﬂ,EﬁCTByPOLI.I,HMH CTaHAapTaMn Ha
NOIJT;

- pary;
- cbamwnmo, MMHA, OTHECTBO NCTOJITHUTETTA.

E.3 Pe3wome

[TpMBOAAT KpaTKy0 aHHOTaLUMIO, coagepKallyo cneaylowme pasaens. HAMMeHOBaHue, BBeAeHWe, Lenn KIMHUYEeC-
KWX UCNbITaHMN, CYOBEKTbl, METOAbl UCMbITAHMN, PE3YNbTaThl, 3aKNtoYeHue.

[HonxHbl BbITh YKa3aHbl KMIOYEBbLIE AAaHHbIE, BKIIOYAaA gaTy Havana (nepBbiv CyObeKkT) n Aaty OKOHYaHUS (nocnegHum
CYyOBLEKT) UCNbITAHUW UK AaTy NPEXAEBPEMEHHOIO 3aBEPLLUEHUS.

E.4 CopepxaHve oT4yeTa
E.5 BeBeageHve

[TpnBOAAT KpaTKoe onncaHne nccnegoBanus no paspabortke VMO, uenuv n 3agaym, nnaHnpyemsole 3aBepLUnTb B NPO-
Lecce UccrneaoBaHus.

E.6 NpnmeHsemble maTepuanbl U MeTOAbI UCTMNBITAHNN

E.6.1 OnncaHve nagenuns

[MpuBogaTt onucanmne NOJ1 n ykasbiBatloT €e Ha3zHaveHue, a Takke nobble nameHeHns KOHCTpyKunmn MOJ1, BHECEHHbIE
BO BPEMS UCTbITAHUN.
E.6.2 Pesiome [NKWU
[MpeactasnstoTt pestome INKW. JTiobbie namenenuns B [NKW B npouecce neneitanmn gomkHsl 6biTh yKkasaHbl. Pesiome
OOJKHO BKIMQYaTh Criegaytowmne nonoXXeHns:
) Uenb KIMHUYECKNX UCTIbITAHWUW;
) CTPYKTYPY UCMbITAHWUN:
1) TN ncnblTaHun,
) KOHEYHbIE TOYKU UCTIbITAHUWN;
) 3TUYEeCKne cornalweHus;
) KOHTPOI1Ib TOYHOCTU AAHHbIX;
) rpynny cybbekToB ANsi UCMNbITAHUNAL
1) KpUTEPUWN BKITHOYEHUA/NCKNIOYEHNS,
2) 4nCcno cybObEKTOB,;
e) NnedveHue,;
X) NEPEMEHHbLIE UCMNbITAHWUS,
n) CONyTCTBYOLWME NeKapcTBa/NeyeHns;
K) OAIMTENBHOCTE CONPOBOXAEHUS;
) CTatMCTUYECKUN aHanums:
1) ncecnegyemyto runoTesy. Kputepun npolwen/ He npowen,
2) pacyeT yncna cybbekToB,
3) MEeToAbl CTAaTUCTUYECKOIO aHannaa.

E.7 PesynbTaThbl

o Q

U N

ITOT pa3gen AomKeH coaepatb MHpopMaUnIo C ONMCaAaHUEM aHanu3a n pe3ynbTaToOB UCTbITAHUN.
Pasaen oormKeH BKINoYaTh:

a) pgaTty Havana ncnblTaHum;

6) garty 3aBepleHnsi / NpoCTaHOBKN UCMNbITAHUMN;
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B) COCTOSIHUWE CyOBLEKTOB / n3genuvn;

r) gemorpaduyveckme gaHHble CyObeKTORB;

n) coorteetcrtBue NKW;

€) aHanus, BKIHoYatoLWyn;

1) oTyeT 0 Be3onacHOCTH, PE3IOMUPYIOLWLNIN BCE HEDNAronpusTHblE NCX0AbI U HEDNArONPUATHLIE BO3AENCTBUS (CBSI-
3aHHble ¢ NOJ1 nnn HeT) 3a BpeMs UCNbITaHUN, BKNOYAas YKa3aHMe CIOXHOCTU, HEOBX0OAMMOro NneveHus, pes3ynbTaTtoB U
3aKINIOYEHE ncnoiTaTtenst 0 ToOM, CBA3aHO NN NeYeHne ¢ NPoBEeAEHHBbIMU UCMbITAHUAMM,

2) aHanma skcnnyaraunoHHbiX Xxapakrepuctuk MOJT B cooTtBeTcTBum ¢ MK,

3) nobon HeOBXoAMMbIM aHanu3 no rpynnam (Hanpumep, no nNony, pace, Kynetype v T.M.),

4) onucaHne BO3JEUCTBUS OTCYTCTBYIOWMX AAHHbIX HA aHanu3 (Hanpumep no cybbekram, OTKa3aBLWMMCSH OT UCTIbI-
TaHUW 00 UX 3aBepLUEHUSR).

E.8 OO6cyxaeHunsa n obime 3aKnovYeHUA

ﬂ,Oﬂ}I{HbI ObITh NnpmBeaeHbl KpaTKoe ONnncCaHne U pe3ylibTarthl 6830I'IEICHOCTH, PUCKU U MNPEMMYLLECTBA, 3HAYEHUA IKC-
MNIyatTaulnOHHBIX XaPaKTepUCTUK. Takxke AOJTKHAa ObITb VKa3aHa KITMHWYeCKad 3HAYMMOCTb pPe3yiibTaTOB. ﬂ,Oﬂ}KHbI ObITb
OMUCAaHbl N YETKO 0603HaYeHbl Nobbie CI'IELI,MCDW—IECI{ME NPOTUBONOKa3aHUA OalAd UHOWBWAYallbHbIX Cy6b8I{TOB U TPYIIN PUC-
Kdal.

E.O AbOOpeBmaTypbl n onpepeneHvs
HornxeH bbITb NPUBEAEH NepPeYeHb NPUMEHEHHBIX abbpeBnaTyp n AaHbl onpeaeneHust crneunanbHbiX TEPMUHOB.

E.10 31tnka

[lomkHO BbITE NpUBeAEHO noaTBepXaeHune Toro, 4to NKW ogobpen kommtetom no stuke. [omkeH npunarartbCcs ne-
pevyeHb KOMUTETOB MO 3TUKe, KoTopble cornacosanu [1KW.

E.11 UcnbiTaTenn v agaMMHUCTPATUBHAA CTPYKTYypa UCNbITAHUA

B npunoxeHum K oTHeTy AOKHbBI ObITh NPUBEAEHbI KpaTKoe ONMcaHmne agMMHUCTPATUBHOW CTPYKTYPb! UCMBITAHUNA U
CMUCOK UCNbITaTENEN C yKasaHneM CTENEHU X yHaCcTUs. TakKe JOIKHbI ObiTh yKa3aHbl haMunums, UMsi, 0TYECTBO U/WUIN Ha-

MMEHOBaHWE U I0PUANYECKUIN agpec opraHmaaropa.

E.12 Bbnok nognuncew
OKOHYaTENBbHbLIM OTHET AOIMKEH ObITh NOANMCAH NUUAMWN, YKa3aHHbIMU B 7.2.

E.13 lNpunoxeHunsa K oTyeTy

K oT4yeTy npunaraioT crneayloulee:

a) NKW;

B) CNMCOK ncnbiTatenen n HAMMEHOBaHUA OpraHn3aunm, NPOBOANBLLMNX UCMNbITAHUS;

B) CMUCOK APYrMX BOBMNEYEHHbLIX NUL U HAMMEHOBAHUA OpraHmn3aunm (3KenepTbl, nabopartopmm u T.0.);

) cnucok Habnwgarteneu,

) nepevYeHb KOMUTETOB MO 3TUKE;

e) Tabnuubl CO BCEMU OTHOCSALWMMUCH K UCTbITAHUAM AaHHbIMKW, BKNOYaoWwmMmm Bce oTknoHeHus ot KW, Hebna-
ronpusaTHble Bo3dgencteus VNOJ1 n HebnaronpusaTHble 9ddEKTbI, OTKa3bl U NPUOCTAHOBKW.

27



[OCT P 52458—2005

MpnoxeHue F
(cnpaBo4HoOe)

ConocTaBrneHne CTPYKTYPbl HACTOSILLEro cTaHAapTa Co CTPYKTYPOW NPUMEHEeHHOro
B HEM MeXAYyHapo4HOro crtaHgapTa

F.1 Obwme nonoxeHwus

ConocraBneHne CTPYKTYPbl HACTOALWErO CTaHAapTa Co CTPYKTYPON MPUMEHEHHOIO B HEM MEXAYHAPOAHOro CTaH-
aapTa npeacrtasneHo B Tabnuue F.1. YkazaHHoe B Tabnuue nameHeHue CTPYKTYPbl MEXIOCYyAapCTBEHHOIO cTaHaapTa OT-
HOCUTENbHO CTPYKTYPbl MPUMEHEHHOr0 B HEM MEeXAYHapOAHOro craHgapta oOOyCnoBMEeHO MpuBEeAEHUEM €ro B

cooTtBeTcTBME ¢ TpeboBaHusmmn OCT 1.5—2004.

Tabnwuwua F.1— ConocraBneHne CTPYKTYPbl HACTOSLWEND CcTaHAapTa CO CTPYKTYPON NPUMEHEHHOIO

MeXyHapoaHOro craHaapTa

CTpykTypa mexayHapoaHoro craHgapta NCO 11979-7:2001

CTpyKTypa HacTosLL,ero ctanaapra

1 O630p

1 Ob6nactb NPUMEHEHUS

Z2 HopmaTuBHbLIE CCbINKKU

Z2 HopmaTuBHbLIE CCbINKWU

3 TepMunHbl U onpeaeneHns

3 TepMUHbI N 0ﬂp8ﬂ,8ﬂ8HMﬂ1)

4 ITndyeckue cornaweHus

4 ITndyeckue cornaweHus

5 TpeboBaHus
5.1 Obwme TpeboBaHUS

5.2 [lononHutenbHble TPeboBaHUS

5 TpeboBaHus
5.1 Obwme TpeboBaHUS
5.2 [ononHuTenbHble TPpeboBaAHUS

6 Metoagonorus
6.1 HokymeHTauus
6.2 Joctyn K nHpopmaumm
6.3 [dononHutensHoOe MeANLMNHCKOE 0DCNYyXMBaHNE
6.4 [1lnaH KNMHNYECKNX NCNbITAHUW
6.4.1 Obwume TpeboBaHUS
6.4.2 HononHutenbHblie TpeboBaHUSA
6.5 Ponb opraHnsaropa
6.6 Ponb npoBepsoLwero
6.7 Ponb KNMHNYECKOro ncrnbitaTens
6.7.1 Obwume TpeboBaHUA
6.7.2 HononHutenbHble TpeboBaHUS

6 Metoaonoruvs

6.1 TpeboBaHWA K AOKYMEHTALWNN

6.2 TpeboBaHus K goctyny nHdopmaumm

6.3 TpeboBaHus K AONONMHUTENBHOMY MEAULMNHCKOMY

0bCNYXMBAHUIO

6.4 TpeboBaHUA K MNaHy KITMHUYECKUX UCTIbITAHNN
6.4.1 Obwune TpedboBaHUA
6.4.2 HononHutenbHble TPeboBaHUSA

6.5 TpeboBaHUA K OpraHN3aTopy KNMHUYECKUX

NCMbITAHUW

6.6 TpeboBaHus K HabnogaTento

6.7 TpeboBaHUA K KITMHUYECKOMY UCMbITATENIO
6.7.1 Obwme TpeboBaHusA
6.7.2 HononHutenbHblie TpeboOBaHUA

[/ [lpepgcraBneHne pesyrnbTaroB

7/ TpeboBaHuA K NpeacTaBneHnio pe3ynbTaToB KIMHN-
YECKUX UCTIbITAHUN

[Mpunoxenne A N3bpaHHblie onpegeneHus

[Mpunoxenune B MNpumepbl moandmukaumm 6a3oBov Mmoae-
nn AOJT

[TpunoxerHne C PykoBOACTBO MO onpeaeneHnio mogngun-
kaumm 6azosoi mogenv MOJT?

[MpunoxxeHne C InemMeHTbl NPOTOKONMUPOBAHUA KITMHNYE-
cknx ncrnoitaHnn AOJ]
C.1 3nemeHTbl NPOTOKOINMUPOBAHUA KIMMHUYECKUX
ncnoitadHnn AOJT
C.2 [JononHutenbHOE KIIMHUYECKOE PYKOBOACTBO
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[MopunoxeHne D OnemeHTbl, BKIOYaemMble B MPOTOKOJ
KnuHnyeckmnx ncnoitannm OJ1, n aononHUTenbHOE KIMMHU-
YEeCKOE PYKOBOACTBO MO pa3paboTke nnaHa KIUHUYECKNX
NCMNbITAHUA N aHaNN3y Pe3yrbTaToB
D.1 3nemeHTbl, BKITIOYaeMble B NPOTOKON KITMHNYECKNX
ncnoitanum NOJT
D.2 HononHuTenbHOE KINMHUYECKOE PYKOBOACTBO MO
paspaboTKke nnaHa KIIMHUYECKNX UCTbITAHU U aHannay
pPe3yNbTaToB
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OkonyaHue mabnuubi F. 1

CTpykTypa mexayHapoaHoro ctaHgaprta NCO 11979-7:2001 CTpyKTypa HACTOSLLEro ctaHaapra

[MTpunoxenune D lNMocneonepaunoHHble HebnaronpusaTHble | [lpunoxenne A lpumepbl cepbe3dHblX HEDBNAronpuUATHbLIX
NCX0abl U HOPMbI OCTPOTHI 3PEHUA B CPaBHEHUN C UCTOPU- | UCXOO0B AnNA nepeagHekaMmepHbiX U 3agHekamepHbIX NOJTn
YeCKOM KOHTPOINBHOW IPYyNnown nokasaTtenewn ocTpoTbl 3peHnsa>)

— [TpunoxexHne B TpeboBaHus K pacnnucke 06 MHpopMnpo-
BaHHOCTKN?)

— [TpynoxxeHne E OkoHYaTenbHbIM OTYET O KITMHUYECKNX UC-
nbiTaHusx NOJ14)

bubnvorpadus [Tpunoxexnne G bubnunorpadus

— [lpunoxexHne F ConocrtaBrneHne CTPYKTYPbl HACTOSALWEID
cTaHgapTa Co CTPYKTYPOU MPUMEHEHHOIO B HEM MEXAYHa-
POAHOro cTtaHaapTa

) B HacTosiwem cTaHaapTe gaHHbI pasgen pa3ouTt Ha 17 NMyHKTOB B CBSI3M ¢ BBEAEHUEM TEPMUHOB Mo [1].

2) CTpyKTypa 4aHHOro NpUnoXeHns HacTOALWEro ctaHgapTa NoMHOCTBIC MAEHTUYHA CTPYKTYPE NPUNOXEHUNA B mexay-
HapoaHOro ctaHgapTa.

3) [laHHOE NpunoXeHue B HAacTOSAIWEM CTaHA4apTe pa3buTo Ha MyHKTbl, YTO 0OYCrNoOBNeHO HEOBX0AUMOCTBIO MPUBEE-
HUA ero B cootBeTctBue ¢ [ OCT 1.5.

4) BknoveHwe B HACTOSAWMN CTAHAAPT AAHHOIO NMPUNoXeHuns obycnoBneHo HEOBXOANMOCTBIO y4eTa NoTPebHOCTEN
HaUMOHaNbHOM 3KOHOMUKM Poccunckon Pepepaumn. [NonoxeHnsa gaHHoOro NPpUnoXeHnsa oteedatot TpeboaHusm [1].
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[1] UICO 14155-1:2003
(1ISO 14155-1:2003)

[2] NCO 14155-2:2003

(1ISO 14155-2:2003)

[3] NCO 8597:1994

(ISO 8597:1994)
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MpunnoxeHve G
(cnpaBo4HoOe)

budnuorpadua

KnnHunveckmne ncnblitTanna megnumHckmnx nagenun. Yacte 1. Obwme tpeboBaHums
(Clinical Investigation of medical device for human subjects — Part 1. General

requirements)

KInnMHnyeckne ncnbliTaHna meguumHCcKuX nagenmn. Hactb 2. [naH KNMHNYeCcKnx Ucnbi-

TaHUW
(Clinical investigation of medical device for human subjects — Part 2. Clinical

investigation plans)

Ontuka n ontnyeckmne npubopesbl. [poBepka ocTpoThl 3peHus. Metoa koppensaumm onTo-

TUMOB
(Optics and optical instruments. Visual acuity testing. Correlation of optotypes)
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