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Ipeancaosne

Ileny, OCHOBHbIE TNPHMHLIMIBI M MOPSZOK IMPOBeneHHs paboT IO MeXrocydapCTBEHHOI
cragmaptuzauuu  ycraHoBieHel  [OCT  1.0—92  «MexkrocysapCTBeHHass — CHCTEMA
craupaptuzaimu. OcHoBHble nmonokeHns» u [OCT 1.2—2009 «MexrocynapcTBeHHasi CUCTEMA
craHpaptizaiuu. CTaHOApThl MEXTOCYNapCTBEHHbIC, INpaBMNa M  DPEKOMEHIALUMH  TI0
MEXrOCYIapCTBEHHOM cTaHmaprusauuy. [lpaBuna pa3pabOTKy, NPUHATHSA, HPHMEHEHHS,

OOHOBJIEHHSI H OTMEHBI»
Ceenenns o ctanaapre

1 TIOATOTOBJIEH ®epepanbHbeiM TOCYOAPCTBEHHBIM YHHUTApHBIM NPEONPUATHEM
«Bcepoccuiickuii Hay4HO-MCCIIENOBATENbCKUI HHCTUTYT CTaHAAPTH3ALMH U CepTHOUKALMN B

MamuHocTpoeHumy (BHIMMHMAIIT)

2 BHECEH ®enepaibHbIM areHTCTBOM IO TEXHUYECKOMY PeryIMPOBaHUI0 U METPOJIOTUU

(Poccrannmapr)

3 TIPMHAT MexrocyaapCcTBEHHbIM COBETOM IO CTaHAAPTH3aLMH, METPOJOIMH U

ceprudmkamun (mporokon Ne 41-2012 ot 24 mas 2012 r.)

3a npuHsTHE CTAHAPTA TIPOTOJIOCOBATH,

KpaTkoe HauMeHOBaHuUE CTpaHbI MO Kon ctpans! mo CoxkpaleHHOe HAMMEHOBaHHE
MK (MCO 3166) 004—97 MK (MCO 3166) HALIMOHAJILHOTO OpraHa
004—97 10 CTaHAAPTU3ALUH
Azenbaiimkan AZ A3zcraHnanT
Benaovcb BY Toccrannapt Pecnvomku Benaoven
Kazaxcran KZ Toccrannant Pecnivonmkn Kazaxcran
Keorescran KG Keiprencrannaot
Poccuiickas @enepanmst RU Poccranmant
TamxukucTan TJ TamxkukcTaHoanT
V30ekuctaHn Uz Vs3cranpapt

4 Ilpukazom PeaepanbHOrO areHTCTBa N0 TEXHUYECKOMY PETyJIHMPOBAHUIO U METPOJIOTUH
ot 01 HOs1Opst 2012 1. Ne 649-ct mexrocyaapctensblii cranpapt 'OCT 31580-7-2012 (ISO
11979-7:2001) BBemeH B peficTBHe B KadeCTBe HALMOHANBHOIO CTaHmapta Poccuiickoii
®enepanu ¢ 1 saBaps 2015 .

5 Hacrosimmii craHnapr MomuQUUUPOBAH MO OTHOLIEHHID K MEXXAYHAPOIHOMY
craugapty ISO 11979-7:2001 Ophthalmic implants — Intraocular lenses — Part 7: Clinical

investigations (WUmrutantarer odranbmonorudeckue. HHTpaokynspubie aumu3el. Yacts 7.
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KnuHndeckue wWCTBITAHWS) MyTeM H3MEHEHWs CTPYKTypel (B TOM UHCIE HCKIIOUESHUS
MIPWIOKEHHsI A M BKJIIOUEHHUS NPHIIOKeHUs B).

CpaBHeHHE CTPYKTYpbl MEXKIYHAPOAHOTO CTaHAApTa CO CTPYKTYpoil HAaCTOSIIEro
CTaHZapTa IPUBEOEHO B MpHiIoskeHnu JA.

JononHutensHble Ppaspl, CIOBa, MOKA3aTeNH W/MIM MX 3HA4YEHUs, BHECEHHbIE B TEKCT

CTAHIAPTA, BbIIEIEHBI KYPCUBOM.

Ipu ccputke Ha ISO 14155-1:2003 «Clinical investigation of medical device for human
subjects — Part 1. General requirements» (MCO 14155-1:2003 «Knunuueckue UCHBITaHHs
menuuuHcKkux m3genuid. Yacte 1. OOmwme TpeGoBaHus») B HACTOSLUEM CTaHIapTe
IOTOJHUTENIbHO TIPUBENEHBl CONEp)KaHWE COOTBETCTBYIOIUX IIyHKTOB U IpuioxeHne E
OAHHOTO  MEXIOYHAPOAHOTO CTAaHAapTa, KOTOpBIE BbIIENEHBI BEPTUKANbHOH JHHUEH,
PacIoOKEeHHOH CjieBa OT TEKCTa.

Crenens coorseTcTBHs — Momupuimposannas (MOD).

Cranpapt noxarotoBieH Ha ocuoe npumeHenus ['OCT P 52458-2005 (MCO 11979-
7:2001)

6 BBEJIEH BIIEPBLIE

Hugpopmayua o esedenuu 6 Oeiicmeue (npexpaujenuu Oelcmeus) HACMoaUezo cmanoapma
NYOAUKYEMCS 8 eXCeMeCIUHO U30a8aeMoM UHGopmayuonnom yrkazamene «Hayuonanvroie cmanoapmoi ».

Hugpopmayus 06 usmenenusix x HaAcmosuwgemy Cmanoapmy nyonuxyemcs 6 exice200HO
uzoagaemom unopmayuonnom yrkasamene «Hayuonanonvie cmanoapmoiy, a mexkcm usmeHeHuti u
HONPABOK — 6 edCeMeCIHHO U30a6aemMom unGopmayuonnom yrazamene « Hayuonanvnvie cmanoapmory. B
cyuae nepecMompa Uy OMMEHbl HACMOSWe20 CIMAHOapma coomeemcmeywas ungopmayua 6yoem

ONyOIUKOBAHA 8 edicemeCTHHO U30a8aemom ungopmayuonnom yrasamene «Hayuonanvnvie crmanoapmor y

© CrangapTtuHdopm, 2013
B Poccuiickont degepaumun HaCTOALMIA CTaHAAPT HE MOXET ObiTb MOMHOCTLIO MMM YaCTUYHO
BOCNPOU3BEAEH, TUPAXXMPOBAH U PacnpoOCTPaHEH B KayecTse oduunanbHOro usaaHua 6es3 paspelieHus

denepanbHOro areHTCTBa No TEXHUYECKOMY PeryrnMpoBaHuio U mMeTponorumn

m



rOCT 31580.7-2012
(ISO 11979-7:2001)

MEXFIOCYAAPCTBEHHbB W CTAHAOAPT

MmnnaHTarbl ohTansMonoruyeckue

MHTPAOKYNAPHDBIE NUH3bI
YacTtb 7
KnuHnuyeckue ucnbitaHuA

Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations

Oara BBeaenusn 2015-01-01
1 O6nactb npuMeHeHus

Hacmoswul cmaHdapm pacripocmpaHsemcss Ha nepedHeKkamepHbie U
3a0HeKaMepHble UHMPAaoKynsipHbie 1nuH3bl (Qanee — WOJST) Heszasucumo om
mMamepuana, U3 KOmOpO20 OHU U320mOefieHbl, Mecma JfioKanusauuu 6 enasy
nayueHma u byHKYUOHaIbHO20 Ha3HayeHus1 (mpome3 xpycmaruka afiasa unu fuH3a,
npedHa3HayeHHas Of1s Koppekyuu aghakuu u aHomanuil peghpakyuu).

Cmandapm ycmaHasnueaem memoob! KIUHUYECKUX ucnbimarnul modugbukayui

HOJ1, a marke mpebosaHUs K MpomMoKonam KIUHUYecKux ucnsimanui 1O/

MpumeyaHune — fdpyrne Tunol MOJT nogsepraioT KNMHUYECKUM UCNLITAHUAM No [1].

2 HopmartuBHbIe CCbINKKX

B Hactosilem CcTaHpgapTe WUCMOMb30BaHbl  CChbIMKM  Ha  cregylolume
MexeocydapcmeeHHble CTaHaapThl:

OCT 31580.2—2012 (ISO 11979-2:1999) UmnnaHmamel
obmarnbmonoaudeckue. IimpaokynspHble AuH3bl. Yacme 2. Onmuyveckue ceolicmsa u
mMemoOsb! ucrbimaHruli

OCT 31580.3—2012 (ISO 11979-3:1999) Umnnanrmamsi
ocbmarnbmonoaudeckue. IHmpaokynsapHbie nuH3bl. Yacme 3. MexaHuuyeckue csotlicmsa
u memo0s! ucnbimarull

[OCT 31580.6—2012 (ISO 11979-6:1999) Umnnanmamsi

obmanbmoioaudecKkue. VIHmpaokynapHbie JuH3el. HYacme 6. Cpok 2o0Hocmu u

W3paHue oduumansbHo
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cmabunbHOCMb NPU MPaHCIoPMUPO8aHUU

Mpumeyanue — [pu nonb3ogaHuu HacmMosaWUM cmaHdapmom uenecoobpasHo npoeepums
Oelicmeue ccbioYHbIX cmaH8apmos o ykasamenio «HayuoHansHsle cmaH0apmsbly, COCMasneHHoOMY
no cocmosHul0 Ha 1 siHeaps mekyweeo 200a, U 10 COOMEEMCMEYIOWUM UHGOPMAUUOHHbLIM
yKasamensm, orny6nukoeaHHbIM 8 mekywem eody. Ecnu cobinoqHbili cmaHdapm 3aMeHeH (U3MEHEH), mo
npu  nonb3osanuu  HacmoawuMm cmaHGapmom, cnelyem  pykoeoOcmeosambCs  3aMEHSIOUWUM
(usmeHeHHbIM) cmaHOapmom. Ecnu cobinoyHbili cmaH0apm ommMeHeH 6e3 3ameHbl, MO 0JI0XeHUE, 8

Komopom OaHa CCbUTKa Ha Hee2o, MPUMEHSIeMCs 8 Yacmu, He 3ampazueaioweli 3my Cobinky.

3 TepMuHbI u onpeaeneHus

31 B Hacmosuwem cmaHOapme npUMeHeHbl MepPMUHbI 10 HayuoHarlbHoOMY
cmaHOapmy eocydapcme, yrnoMsHymbix 6 npeducsiosuu, Kak fpoeosiocosaswiux 3a
npuHImMuUe Hacmosweao wmexzocydapcmeeHHo2o cmardapma, OCT 31580.3 u
cnedyrowue mepMuHbl € COOMeemcmsyrwWUMU onpedeneHuaMu:

3.1.1 cepbe3Hbin HeOnaronpuaTHbIM ucxopn (adverse device effect):
MocneonepaumnoHHBIA UCXOZ, NOTEHUMATBHO YIPOXaIOLLMIA 3PEHWIO.

MpumeyvyaHue —Mpumepbl CEPbEe3HbIX HEONMArONPUATHBLIX UCXOA0B NPUBEAEHBI B TabnMLax
A.1 1 A2 npunoxenus A.

3.1.2 nnaH knunuveckux ucnbimanul; [1IKU (clinical investigation plan):
Hokymenm, onpedenaowuil yenu, 3adavu, memodonioauro, cucmemy KOHMPOSs,
nposedeHus aHanuia U xpaHeHus GaHHbIX O KMTUHUYECKUX UCbIMaHUSIX.

3.1.3 knuHu4yeckoe ucnbimaHue (clinical investigation): Jloboe
paspabomaHHoe U 3annaHupOsaHHOE CUCMEMAMUYECKOE U3YyYEHUEe C Uerbio MposepKu
6ezonacHocmu w/unu aKkcnyamayuoHHbix ceoticme UOJST ¢ ysacmuem cybpexkmos.

3.1.4 cy6mekm (subject): Jluyo, yyacmeyroujee 8 KIUHUYECKUX UCMbIMaHUsIX C
npumereHuem ucrsimyemoll MOJT u/unu e cocmase KOHMPOIIbHOU epynrbl.

3.1.5 knuHu4eckuli ucneimamens (clinical investigator): Jfluyo wunu
opaaHu3ayus, omeememeeHHbIe 3a NPOseOeHUE KITUHUYECKUX UCMbImaHull u Hecyuue
KITUHUYECKYI0 OM8emecmeeHHOCMb 3a 651a20Momnyyue 806/1e4EHHbIX CyObEeKmos.

lNMpumevyaHue — Jluyo u/unu opeaHu3ayuss Ha3Ha4alomcs e coomeememesuu ¢
delicmeyowum 3aKOHOAaMeLCIMBOM.

3.1.6 opeanuszamop (sponsor): Jluyo u/unu opeaHu3ayus, KOmMopbie Hecym
omeemcmeeHHOCMb 3a Havarslo u/unu nposedeHue KIUHUYECKUX UcrbimaHud.

3.1.7 enpaeHbili KNuHUYECKUll ucnbimamens (principal clinical investigator):
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Knurudyeckull ucnbimamernb, OMBEeMmMCMeeHHbIl 3a OpaaHu3auulo  KIUHUYECKUX
ucneimanrutl, posodumsix 8 0OHOU op2aHu3ayuu (nabopamopuu).

3.1.8 koopduHamop (coordinating clinical investigator):  Knunuveckuli
ucneimamerns, Ha3Havyaembili opeaHu3amopom Ons  KOOPOUHAUUU  KITUHUYECKUX
ucnbimanrutl, IPo8odUMBbIX 8 HECKOJTbKUX opaaHu3ayusix (nabopamopusix).

3.1.9 knuHuveckass aghgpekmusHocms (clinical performance). W3ydyeHue
onpedenenHoeo muna WOJST wlunu e2o0 nompebumenbckux ceolicme 6 Ccryvae
KOHKDEemHOe0 UCrofib308aHUsI Ha Cybbekmax, Onsi KOmopbiX OHO rpedHa3Ha4YeHo.

3.1.10 ¢popma omuyema (case report form): JokymeHm, npedHa3HaqYeHHbIl
0na 3anucu ecell uHpopmayuu, npedocmasnsemMoll opaaHu3amopy no Kaxoomy
cybvekmy e coomsemcemeuu ¢ mpebosaHusMu fiaHa KIUHUYECKUX UcrbimaHul.

3.1.11 xypHan knuHu4eckozo ucnbimamesiss (clinical  investigator's
brochure): LJokymeHm, rpedHas3HayYeHHbIil Oris1 3anucy KITUHUYECKOU U HEeKMuHUYecKkol
uHgpopmavyuu 06 ucnsimyemoli MOJSI, omHocswelicss K UcrbimaHusiM Ha Cybbekmax.

3.1.12 Habnrwdamenws (monitor): fluyo, HasHadyeHHoe opaaHu3amopom Ons
HabmodeHus 3a coomeemcmeuem delicmeuli KITUHUYECKO20 UCTbimamesisi MpomoKosy
KITUHUYECKUX UCTbimaHull u nposepKu UCX0OHbIX OaHHbIX.

3.1.13 ucxodHbie daHHblIe (source documents): WHebopmayus,
npedcmasneHHasi 8 sude OpU2UHAIbHBIX, udeHmuguUUUPOBaHHbIX u
cepmubuUUUPOsaHHbIX 3anucell KNUHUYeCKUx ocMompos, HabnrdeHul u/unu Opyaux
Oelicmeull 6 mMEYEHUE KIUHUYECKUX ucnbimaHull, Heobxodumasi Onsg OueHKU
KITUHUYECKUX UCrbimanull.

3.1.14 okonHuyamenbHbii omyem (final report). [JokymeHm, 3anonHaembil
rocrie  OKOHYaHUST KIMUHUYECKUX ucChbimanul, codepxawull onucaHue U OUEHKY
peaynbmamos.

3.1.15 komumem no amuke (ethics committee): Hesasucumbili
KomMnemeHmHblli opeaH, omeevarowull 3a 6eszonacHocme, 6razononyyue U npasa
Cy6bEKMOS, NPUHUMAKOWUX y4acmue 8 KIUHUYECKUX UCbIMaHUSIX.

3.1.16 pacnucka 06 unghopmupoeaHHocmu (informed consent): JokymeHm,
umeowul  ropududeckyro cuny, nodmeepxdaouwull coenacue cybrekma Ha
006p080ILHOE yHacmue & KITUHUYECKUX UCMbIMaHUSIX.

MpumevaHne — TpeboBaHus k pacnucke 06 WHPOPMUPOBAHHOCTU MPUBEAEHBI B
npunoxeHuu B.

3.1.17 koHmponbHasa epynna (control populations). Cy6bekmbi, KOmMopbiM
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umnnaimuposansl NOJ1, coomeemcmesyroujue mpebosaHusm OCT 31580.2— MOCT
31580.6.

3.1.18 ucmopuyeckass koHmponbHasi epynna (historical control population):
KoHmpornbHasa epynna, npowedwas KIUHUYECKUE UCTbIMaHUs U UMEOWAs Cepbe3Hble

HEeb6ra2onpusimHbie UCcXo0bi.

4 3Tndyeckue cornaweHusi

4.1 O6uwwue TpeboBaHnsA

4.1.1 MNpaBa, 6Ge3sonacHOCTb U  [JOBPOBOMBLHOCTE  y4yacTusi  CyObeKToB
KIMHNYECKMX WUCMbITAHUA AOJMKHbI ObITh 3alUULLEHbl B COOTBETCTBUM C STUYECKMMU
MPUHUMNAaMM, U3NOXEHHBIMU B XENbCUHCKOM Aeknapauuuy, U AOMKHbl CobnoaaTses Ha
nodoM aTane KNMHNYECKNX UCTIbITaHNIA.

4.1.2 OpraHmsatop W KIUHWYECKUA WCMbITATENb HE [AOMKHbI OKasbiBaTb
LaBNeHWs UNW NMPUHYXAaoLWKUX JEeNCTBUN Ha cybbekT, Habniogatens, KMUHUYECKOro
ucnblTaTensa-KoopAnHaTopa U Apyrnx N, y4acTBYHOLLMX B KITMHUYECKMX UCTIbITAHUSAX.

4.1.3 OpraHu3atop AOMKEH [OKYMEHTanbHO MOoATBEPAUTE KOMMEHCcaumto
cybbektam B Cnydae TpaBMbl, MPOUSOWEAWEA MPU NPOBEAEHUN  KITUHUYECKUX
UCMbITaHUA. [JONONHUTENBHOE MeAULUMHCKOe OBCnyXMBaHNe CyObekToB, KOTOPbIM OHO
notpebyercsi B pesynbTare HebNaronpuATHOrO UuCxoda KIMHWUYECKUX WCTbITaHUIA,
OOIMKHO ObITb 3aMnnaHMPOBaHO U 3aJ0KYMEHTUPOBAaHO.

414 Bce y4yaCTHUKM  KIIMHWYECKWUX  WCMbITAHWA  AOIDKHbI  pasfensite
OTBETCTBEHHOCTbL 3a 3TUYECKOe MOBeAeHWEe B COOTBETCTBMM C WX pPOnbio Mpwu

npoBeneHnn KINMHUYeCKnX VCMNbITaHNNA.

5 TpeboBaHus

51 O6bwue TpeboBaHUA

511 Mexay opraHusaTtopoM, uUcnbliTarenem W ApPYyriUMUM  NyLaMu,
YYacTBYIOLLUUMN B KITMHUYECKUX UCMbITAHUAX, AOMKHbI CylecTBoBaTb opmarbHble
cornalleHus, onpeaensiolme kpyr ux obssaHHocTen. Bece dopmanbHble cornalueHus
OOMKHbI ObITb 38J0KYMEHTUPOBaHbI B MUCbLMEHHOM BUAE W NOANUCAHbI BCEMU
yYacTHUKamW.

5.1.2 Bce nuvuya, y4yacTByllMe B NPOBEASHWMM KIIMHUYECKUX WCTIbITaHWUM,

OOMKHbI MMeTb COOTBETCTBYIOLLYIO kBanudukaumio/obpasoBaHe wunu onbiT Ans

4
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WCMOSTHEHWS CBOMX 06A3aHHOCTEN.

5.1.3 TnaH KNMHWYECKMX WCMbITAHWA LOMKEH COOTBETCTBOBATbL TPeboBaHMAM
[2].

5.1.4 KnuHunyeckne ucnbiraHus AoSmkHbl ObiTh pa3paboTaHbl ANs onpefeneHns
cootBetctBua WOJ1 HasHauyeHHoOW rpynne CcyObeKkTOB, [ANs  KOTOPOW  OHU
npegHasHadeHbl. VcnbiTaHna [OMKHbI COOTBETCTBOBaTL TPebOBaHUSM KIMHUYECKON
PeneBaHTHOCTU 1 HAY4YHOW [ OCTOBEPHOCTN.

5.1.5 B nepuoa KIMHUYECKMX WCMbITAHWMA BCE Yy4acTBylLWME nvua LOJMKHbI
cobntofatb KoHduaeHUnanbHocTe. [laHHble, MonyYeHHble B MEPUOL  KIMHUYECKUX
UCMbITaHUA, AOMKHbI ObITb 3aLLUMLLEHBI OT HECAHKLIMOHUPOBAHHOTO MCMOSb30BaHNS.

516 B otyetax M nybnukaumsx O KIMHWUYECKMX WCMbITAHUSAX [LOKHA
cobntofartses KOHPUAEHLMANBLHOCTE MHAOPMaLMK O KaXKA0M CyObeKTe.

5.1.7 Cnucok nmeH cyGbekToB 1 naeHTUdUKaLMOHHaA MHOpMaLmsa LOMKHbI,
npu HEOBXOAMMOCTU, XPAHUTBECA OTAEMNbHO OT OTYETHbBIX POPM.

5.1.8 lepen Ha4yanom KIAMHWUYECKUX WCMbITAHWA HeoOXoAMMO MNPOBECTU
cnegyrowme encTBums:;

- paspaboTaTtb 1 YTBEPANUTL MiaH KIMHNYECKNX UCTIbITAHWN;

- MOny4uTb COrracue KOMUTETa MO ITUKE,

- MONy4nTb COOTBETCTBYIOLLEE paspeLLeHNe KOHTPOMMPYHOLLMX OPraHoB.

5.2 [ononHuTesnbHble TpeboBaHUA

5.2.1 OpraHumsaTop M KIMHUYECKME MCMbITaTeNN AOSTKHbI OLEHUMBATL YPOBHU
HebnaronpusaTHbIX UCXOAOB W OCTpOThl 3peHus ans WO npu  KNUHUYECKMX
UCMbITAHUSIX.

5.2.2 besonacHocTe U addekTnBHOCTL Kaxkaon mogenyn WO gomkHbl ObiTb
NOATBEPXKLEHDI:

- KIWHWYECKMMU  UCMBITAHWAMW,  MPOBEAEHHLIMM B COOTBETCTBMM C
TpeboBaHMsSIMM HACTOSLLENO CTaHAAPTa;

- CpaBHEHVMEM napameTpoB MoAenM C napameTpamu ©as3oBOWM Mopenw,
nokasbiBaloLMM, YTO MOAESNb SIBMSETCS He3HauuTeNnbHOW Moaudmkaumen GaszoBon
mogenu, ©esonacHOCTb U 3PPEKTUBHOCTb KOTOPOM  AOKasaHbl  KIMHUYECKUMU
UCTIbITaHNSIMU.

MpumevyaHune — PykoBOACTBO MO onpeaeneHnto moauchmkauumn 6aszoson mogenu MO

npuBeaeHo B npunoxeHuu C.

5.2.3 Knuhudeckme wucnbitaHus WOJT, npepgHasHaveHHbIX ANs  KOppeKumn
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acdbakmm y  B3poOCnbIX CyObLEKTOB, [OMMKHblI MPOBOAUTLCS  OpPraHMsaTopoM C
WCMNONb30BaHUEM 3MIEMEHTOB MPOTOKONMPOBaHMS Mo npunoxeHuto D. OpraHusartop
JOMmKeH paspaboTtatb MNPOTOKONT € YY4ETOM  OUEHKM  PasfivyMini  MOCTOSIHHbIX
HebnaronpusiTHbIX UCXOA0B Y WUCMbITYEMbIX CyOBLEKTOB U CyObLEKTOB W3 KOHTPOMbHOM
rpynmnbi.

Ecnn NOJ npegHasHayeHa Ans pacnonoXeHust B NepegHen 1 3agHen kamepax
rnas, TO AOIMKHbI ObITb NPOBEAEHLI OTAENbHbIE KITMHUYECKNE UCTIBITaHNS ANSA NPOBEPKM
knuHu4deckomn adpdpextmHocT VOJT B ka0l rnasHom kamepe.

5.2.4 Bce cybbeKkTbl KIMUHUYECKUX WCMbITAHUA B NEPUOL WCMbITaHWUM LOIHKHbI
npoxoanTe nepuogmyeckme obcnepgoBaHns.  KnuHWYeckMe uCnbITaHust  cyuTaroT
OKOHYEHHbIMW, Korfa Ha BCe CyObekThbl, BOBMEYEHHbIE B UCMbITAHWSA, BKIOYas Tex, y
koTopbix MOJ1 6binn M3BNeYeHbl MNM 3ameHeHbl, OyAeT COCTaBMNeH OKOHYaTernbHbIN

OTYET No NpunoxeHuto E.

6 MeTtogonorus

6.1 TpeboBaHMA K AOKYMEHTauuu

6.1.1 >KypHan KNUHNUYECKOro UCMbITaTens U AOKyMeHTbl Nno 6.1.3 fomkHbl ObiTh
NOArOTOBMEHBbI A0 Havana KIMHWYECKNX ucnbiraHuin. MpegoctaBnaemas KnMHUYECKNM
ncnblTatenemM MHopmauma fJomkHa 6biTe 3a40KyMEHTMpOBaHa.

6.1.2 XypHan KnMHNYEeCKOro ncneltTatensa OmKeH BKYaTb:

a) 0630p Hay4yHOM nuTepaTypbl, OLUEHKY pPauMOHANbHOCTM MNpeanonaraemoro
ncnonb3oBaHns nenbityemon MOJT n uenm KNMHNYECKNX NCMbITaHWIA.

MpumeyaHue — O630p HayyHOU nuMepamypbl ekro4aem e cebs rnosydeHue uHgpopmayuu
06 onmu4ecKux U mexaHudeckux ceolicmeax NOJI;

6) obwee onucarHmne UOJT,

B) onucaHue npuHumna gevicteua NOJT ¢ ykazaHvem HayyHOW nutepatypbl, u,
npy HeoBXoAUMOCTM, C WHCTPYKUMEN W3rOTOBUTENS MO €€ MWCMONb30BaHUO W
yCTaHOBKe.

JormxkHbl 6bITh yka3aHbl NOTEHUMAaNbHbIE NPOTUBOMNOKA3aHUs!, NpesynpexaeHus,
BO3MOXHbIA PUCK OT UCTIBITAHUS U T. M.

r) onucaHue npeanonaraembIx KIMHUYECKNX 3KCnnyaTaumoHHbIX
XapaKTepUCTUK,;

Z) onucaHve matepuanos, UCMonb3oBaHHbIx B NOJI;
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e) 0630p 1 oueHKka AaHHbIX in vitro nivnu in vivo, nMmeromx otHowenne k NOJ,
BKMOUAa MNPEeSKUHMYECKME [aHHble, TakMe Kkak Ouonormyeckne UCCnefoBaHus,
HEKMMHMYeckme nabopaTopHbIe UCCNELOBAHUSA N UCCNEA0BAHUSA HA XUBOTHBIX;

X) onucaHwe npeAblayLnX MOoMbITOK MPOBEAEHUS KIMHUYECKOro UCMbITaHWA
MOIJI ¢ noxoxmmMm xapakrepucTukamu,

1) 0BO3HAYEHNsT W HAMMEHOBAHUS HaUMOHaNbHbIX CTaAHAAPTOB, KOTOPbIM
JOMKHbI MONMHOCTBLIO UK YacTuyHo cooTteeTcTBoBath MOJT;

K) pesynbTaTbl aHanmaa pucka.

BaxHaa wHpopmMauusa, nonydaemMas B MNPOLECCE KIMMHUYECKUX UCTbITaHURM,
[JOIMKHa perMcTpmpoBaThLCA B KypHane.

6.1.3 Y opraHusaTopa wuunu ucneiTatens AOMKHbl XPaHWUTBCA chneayowme
JOKYMEHTBI:

a) nnaH KNMHWUYECKNX UCTbITaHNRA;

©) nognucaHHoe N faTUPOBaHHOE PE3OME KaXKh,0ro KMMHUYECKOrO UCMbITaTenst;

B) HammeHoBaHwe(s) opraHmMsaumu(uni), nposoasLLEN(1x) KNMHUYECKne
VCMbITAHUS;

r) MHEHME Wnn paspeLLeHne KOMUTETa MO 3TUKE, UNOKEHHbIE B MMCbMEHHOM
BUOE W COMPOBOXAAEMble COOTBETCTBYHOLLEN [OKYMEHTauMen, npenycMOTPEeHHON
[JENCTBYIOLLMM 3aKOHOAaTENECTBOM,

[) cornaweHue Mexay rnaBHbIM KIMHUYECKUM UCMbITaTeNnemM, KOOPAMHATOPOM U
opraHn3aTopom;

€) HeobxoauMble cepTudukaTbl;

K) popmbl  pacnmcok 06 WMHPOPMUMPOBAHHOCTM W Apyras WHdopMaums,
npeaocTaBneHHasn cybbekTam;

n) dopma otyeTa;

K) ¢opMbl OoT4eTa O HebNaronpUATHOM WCXOAE KIUHUYECKUX WCMbITAHUA U
HebnaronpusTHom Bosaencteum NOJT;

n) KOHTaKTHble JaHHble Habnogatens(en).
6.2 TpeboBaHusa Kk goctyny nHégpopmaunmn

6.2.1 Kaxabh KIMHWYECKMA UWCMbITaTENb, Y4YacTBYHOLWMA B KIMHUYECKMX
WCMbITAHWAX, [OMMKEH WMEeTb MNpaBo AO0CTyna K HeoOXOAMMOW NPeaKNNHUYECKON
nHgopmaumn. Beca nonyyeHHas nHpopMaums AOMmKHa XpaHUTLCS KOHDUAEHLMANLHO.

6.2.2 Habnopgatenb AOMKEH MMETb AOCTYN K UCXOA4HBLIM AOKYMEHTaM W APYron

WHGOoPMaLmMK, HEOBXOAUMOWN AN KOHTPOMSA COOTBETCTBUS AEATENBbHOCTM UCMbITaTens
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C MMaHOM KIMHWUYECKUX WCTIbITaHWI, TpeboBaHWSM HOPMAaTUBHBIX AOKYMEHTOB, YTOObI
cneavTb 3a AESATENbLHOCTBIO UCTbITaTens.
6.3 TpeboBaHus K [ONONHUTENBLHOMY MEAULMHCKOMY O6CNYyXUBaHUIO
6.3.1 TpeboBaHnsa kK MeanLIMHCKOMY O0BCIyXMBaHWIO NpuseaeHbl B 4.1.3.
6.4 TpeboBaHus K NNaHy KIIMHMYECKUX UCNbITAHUN
6.4.1 O6wme TpeboBaHnA

TpebosaHusi K nnaHy KIUHUYECKUX ucrsimaxuli npusedeHsi 8 [2] (nodpasden

4.2).

6.4.2 [lononHuTenbHbIe TpeboBaHUA

6.4.2.1 WcnbiTyemas nuH3a fomkHa ObITb MMNNAHTUPOBAHA TOMNLKO B OAWH rnas
cybbekTa.

6.4.2.2 KnuHWYECKMM WCMbITAHUSIM B K&XAbIA OTYETHLIA NMEepuos NoagBepraroT
MUHMManbHoe yucno obpasuyos WNOJI. Opranmsatop pomkeH yb6eauTbca B Hanuumm
HeobxogmMMoro uncna cybbekToB Ans ODecrnedeHns  KNMHUYECKUX  UCTIbITaHWK
HeobxoaMMbIM Yncnom obpasuos NOJI.

Mpumevyanne — Tlpumepbl  KIMHUYECKUX  NPEfONEPALMOHHBLIX/ONEPALMOHHBIX U
nocrneonepaymoHHbIX hopm oTYeTa npueeaeHsl B Tabnuuax D.1 — D.5 npunoxeHus D.

6.5 TpeboBaHusA kK OpraHU3aTopy KNMHUYECKUX UCTIbITAHUI

6.5.2 lMepen HayanoM KIMHUYECKMX WCMBbITAHAW  OPraHM3aTop  AOMMKEH
onpegenuTe, yCTaHoBuUTb, 0OecneunTb W pacnpenenuTb BCe CBA3aHHble C
UCMbITaHNSMN 0BS3aHHOCTU 1 PYHKLMN.

6.5.3 Opranusatop pomkeH obecrneunTb COOTBETCTBME BCEW AOKYMEHTaLuM,
HaxoAsWencs y WCnblTaTens, opraHvwsaTopa u Habnopartens, nnaHy KiMHUYecKux
UCMbITaHUIA N NPUMeEHsieMbIM TpeboBaHKsM Ans obecneyeHnst KayecTea UCTIbITaHWMN.

6.5.4 OpraHusaTop SBNAETCS OTBETCTBEHHBIM NULIOM 3a:

a) BbIOOP KIMHWUYECKUX UCTIbITATENEN U KIMMHUYECKMX UCMbITATENbHBIX LEHTPOB
LNS KOHKPETHOrO UCMBITaHWA U, B Cly4ae HEOOXO[UMOCTH, KOOPAUHATOPA,;

6) BbIBOp W HasHaveHve Habntogatenss Ans KIMHUYeCKMX uchbitaHni. Mpn
oTCyTCTBUM HabnogaTens opraH1M3aTop AOIMKEH B3ATb Ha cebs ero 06a3aHHOCTU.

OpraHusatop obecneudmBaeT KOHTPOMNb 38 KMUHUYECKUMU UCTIbITaHUAMU AakKe B
cnyyae, ecnv KOHTPOIbHblE MOSMIHOMOYMS MnepeaaHbl Apyromy nudy. OpraHusatop
LOIMKEH MPOVHCTPYKTUPOBaTL HabnoaaTens o AeACTBUSIX B Clyvae OTCYTCTBUS U/Mnu
HEKOPPEKTHbIX AaHHLIX, MPUBELEHHBIX B NilaHE KIMMHUYECKUX UCTBITaHNN;

B) noAroTOBKY U obHoBneHNe XKypHana KIMHNM4YeCcKoro ncnblitarens,




FOCT 31580.7-2012

r) obecneyeHne KNMHNYECKOrO UCMbITaTeNs NNaHOM KIUHUYECKUX UCNBITaHUA K
BCEMM MOMpaBKamMu, CONyTCTBYOLMMUN KIMHUYECKM UCMbITAHUSM,

4) YyTBEPXAEHME NNaHa KMNHUYECKUX UCTIBITAHWUN;

e) npepocrtasneHne obpasyos NOJI, nognexawmx KNMHUYECKMM UCTbITAHUAM;

X) NpepocTaBneHne ucnbitatento Heobxogumon MHdopMaumm n ero obyyeHue,
€CINW 3TO NPEefYCMOTPEHO NNAHOM KIIMHUYECKUX UCMbITAHUN;

1) VMHpOPMMPOBaHWE B NMUCbMEHHOM BUAE B TEYEHUE KIMMHUYECKUX UCMbITAHUA
BCEX KMUHMYECKMX WCMbITaTeNen O BCEX Cepbe3HbiXx HebnaronpusTHbIX ucxodax wu
Bosgencteusax UMOJ Ha cyObekT, npousoweawmnx npu KAUMHUYECKUX WCMBbITAHUSAX,
MPOBOAUMBIX B PasHbIX oOpraHusauusx (nadopaTopusix) u CTaBWWX W3BECTHLIMA
opraHunsaTopy;

K) HemenneHHoe nHOpMUpoBaHne KNMHNYECKOro ucnbiTatens o}
NPeXLEBPEMEHHOM OKOHYaHWUN WIW MPUOCTAHOBKE KIMMHWYECKUX WCMbITAHUA, W, B
cny4ae HeobxoauMOCTUH, OTCnexuBaHune, YTobbl Takas uHpopmauusa Geina nepesaHa
COOTBETCTBYHOLLMM MNOMHOMOYHBIM NULAM, STUYECKMM KOMWUTETaM U KOMMUCCUSIM MO
BesonacHocTy,;

n) nHOpMUPOBaHME KNMHNYECKNX ucnbitaTtenen ob yposHe passutua WO n o
TpeboBaHMAX, HEOBXOAUMbIX AMN NPOBEPKU IKCMyaTaUUMOHHBLIX XapakTepUCTUK W
BesonacHoctn UOJ;

M) MpPOBEpPKY W yTBEpPXAEHWE ntoObIX OTKMOHEHUWA OT nnaHa KIMHUYECKUX
MCMbITAHUA W OCYLLECTBREHWE HEOBXOAUMBIX KOPPEKTUPYHOLLMX WKW MPEBEHTMBHbIX
LEeNCTBUN,

H) cbop, XpaHeHue, obecrnedeHne LEenoCTHOCTU W MONHOTLI  3arnofHEHNS
COOTBETCTBYOLLMMW UCMIONHUTENSAMU CMNEAYOLUX 40KYMEHTOB:

1) BCcex pokymeHTOoB Mo 6.1.3,

2) KOMWW NOAMMCAHHLIX U AAaTUPOBaHHLIX POPM OTHETA,

3) 3anucum o nobbix HEBNaAroNPUATHBLIX NCXoAax UNu HebnaronpUSTHLIX
Bo3gencTeusax NOJ1 Ha cyBbekT, 0 KOTOPbIX COOBLLEHO OpraHM3aTopy B NpoLecce
KIMMHUYECKMX UCTbITaHURA,

4) BCe CTaTUCTMYECKME CBOAKU U COMYTCTBYHOLWNE UM faHHbIE,

5) OKOH4YaTEenbHbBIA OTYET O KITMHUYECKUX UCMLITAHUSX,

n) obecneyeHne CUCTEMbI yueTa NPUMEHAEMbIX U Heucnonbayembix UOJI.
6.6 TpeboBaHusa Kk HaGnropaTento

6.6.1 Habniopatenb ABNSeTCA OTBETCTBEHHbLIM NULIOM 3a:
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a) COOTBETCTBWE NPeanPUHMMAaEMbIX LENCTBUN NNaHy KMUHUYECKUX UCTbITaHUIA,
yTOObl NOBOE OTKMNOHEHME OT NnaHa KIMHUYECKUX WUCMbITaHWA ObiNo OrOBOPEHO C©
KIMHNYECKMMU UCTIbITATENSAMM, 3840KYMEHTUPOBAHO N AOMNOXEHO OPraHM3aTopy;

6) wcnons3osanne UOJT B COOTBETCTBUM C MNAHOM KIMMHUYECKMX UCMbITAHUA U
coobLieHne opraHmsatopy, B Cny4ae HeobXxogMMOCTM BHECEHWS W3MEHEHWS B
koHcTpykumo MOJ nnn meTog ee Mcnonb30BaHuns;

B) obecneyeHne  KINMHWYECKOrO  UCMbITatens  BCeMUM  HEoBXOAMMBIMU
WHCTPYMEHTaMK, MPUCNocoBneHnsMU U pacxofHbIMKM Matepuanamm ans 6eaonacHoro
1 9 PEKTUBHOIO NPOBELEHUSA KIMHUHYECKMX UCTIBITaHWN;

r) HanMume B PacrnopsiKEHWN KIMUHWYECKOro UCMbITATENs afeKBaTHOro uucna
cybwvekros n NOJT;

4) nonydveHve NMOAMUCAHHBIX " LaTVPOBaHHbIX pacnmcok 06
WH(OPMMPOBaHHOCTU OT KaXKAoro cyGbekTa nepes Havarnom KIMHUHECKMX UCTIbITaHWM;

€) 3anofnHeHne B COOTBETCTBYHOLME CpPokM ¢popM oT4eTa € MHopMaLuen,
COOTBETCTBYHOLLEN NONYYEHHBIM AaHHbLIM;

X) cobniogeHne npoueayp perucTpauMnm M OT4eTa  opraHusatopa o
HebnaronpuaTHbIX Ucxodax n HebnaronpuaTHbix BosgencTenax NOJ Ha cybbexkT;

1) BbINONHEHWE Npoueayp noacyeta u yqeta NOJT,

K) CBOEBpPEMEHHOEe npoBeAeHWe U odopMneHne  fOKyMeHTauun o
TexHnyeckomy obcnyxusaHuio u kanubpoeke obopyaoBaHUS, WUCMONbL3YeMOro Mnpu
KIMUHUYECKMX UCTIbITAHMSIX;

n) odpopMmneHne COOTBETCTBYHOLIETO AOKYMEHTa npu oTkase cybbekTa oT
JanbHEMWero y4yactus B KIMHUYECKUX WCTbITAHUSX, OBCYXAEHUE C KIMHUYECKUM
ucnbITaTenem u MHPOPMNPOBaHNE OPraHU3aTopa;

M) obcyxaeHne  OBHapyKeHHbIX HECOOTBETCTBUA C  UCTbITaTeneMm W

WH(OPMMPOBaHWE OpraHnsaTopa B MMCbMEHHOM BUAE.
6.7 TpeboBaHUA K KIIMHUYECKOMY UCTIbITATEsIO

6.7.1 OOwwme TpeboBaHUsA

6.7.1.1 Ecnu KIMHWYECKUM WCMbITaTENeM SBMSETCA OpraHuMsauus, TO B
KadyecTBe ee npeacTaBuTens AOMKHO ObiTb HasHavyeHo nuuo, obnapatowee
Heobxoanmon KBanudurkaumen n BeiNoNHAKLWEe 064A3aHHOCTH, yKasaHHble B 6.7.1.2—
6.7.1.8.

6.7.1.2 KnuHWYeckui ucnbitatens AOMKEH:

a) ObITb NPAKTUKYIOLLMM BPa4YOM, NMEIOLWMM COOTBETCTBYIOLLYIO KBanMdmKaLuio,

10
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W UMETb A0MYCK K KITMHUYECKUM UCTIbITAHUSAM;
6) umeTb onbIT B 06nactn npyumeHeHns ncneiryemon NOJT;
B) 3HaTb METOAOMNOruIo N TPeBOBaHUA K NPOBEAEHNIO KIMHUYECKNX UCTIBITAaHWIA,

r) ObiTb 0OyYeH KOPPEKTHOMY MOSyYEHUIO pacnuckm o6 MHPOPMUPOBAHHOCTN.

6.7.1.3 KnuHnyecknn wucnbiTaTens OTBEYaET 3a KaKAOAHEBHOE MNpoOBEAEHME
KNMUHUYECKUX UCMLITAHUIA, a Takke 3a Oes3onacHOCTb M BnarononyudMe cybbekToB,

BOBIEYEHHbIX B KITMHUYECKOE UCNbITaHue. KIMMHUYEeCKUn ncnbitarens AOJDKEH:

a) obrnaaartb pecypcamu Ans NpoBeAeHU KIUHUYECKUX UCTIBITAHWM;

0) ObiTb yBEpPEeH B TOM, YTO MPOBEAEHWE KIMHUYECKUX WCTLITAHUA He
NPUBELET K KOHPIUKTY UHTEPECOB;

B) nonyynTb OT OpraHmMsaTopa W O3HAKOMWUTBCA CO BCEM HeobxoanMOoWn
nHpopmaumen o NOJ;

r) N3Y4nTb NNaH KNNHUYECKUX NUCMbITaHUA 40 ero NoANUcaHuns;

a) OKasbiBaTb NOMOLE HabnogaTenio n ayantopy B AEUCTBUSIX MO KOHTPOIO
COOTBETCTBMSA KIUHUYECKUX WCTBITAHWUA MriaHy, MPOBEpKe [aHHbIX W  BEeAEHUIO
LOKyMeHTaLuu;

e) obcyxaarte C OpraHM3aTopom m HabnogarenemM v nonyyarb NMCbMEHHOE
paspeLleHne Ha 3MEHEHNE NnaHa KNMMHUYECKUX UCTIBITaHWUI B Cry4ae HeoBxoanMocTw;

X) cneautb 3a TeM, u4Tobbl NMNaH KNMHWUYECKMX WCMbITaHWA cobniogancsa
BCEMMW BOBMEYEHHBIMW B UCMbITaHUS nuuamn. HemeaneHHo coobwate opraHMsaTopy B
MUCbMEHHOM BMAEO0 NMIOBObLIX OTKMOHEHNSX OT NNaHa;

n) obecrneuntb MpaBUNbHOE MPOBEAEHME W 3aBEpLUEHWE  KIMHUYECKUX
UCMNbITAHUIA;

K) obecrneuntb neyeHve cybbekTa MPU BO3HWMKHOBEHUWN YPE3BbIYaNHbIX
CUTyaLuin, a Takke 3almTy 300poBbs 1 Brarononyyums cybbekTa;

n) ybeautbCcsl B TOM, 4YTO TMOJMyYEHO corfacue KoMuteTa Mo 3TUKE Ha
NpoBeAEHNE KIIMHNYECKUX UCTIBITAHUIA B OPraHM3aLmu, NpoBOASLLEN UCMbITAHUS,

M) WHdOpMUPOBAaTL OpraHusaTopa O BbiIBOAaX KOMUTETA MO 3TUKE;

H) VHDOPMUPOBATL KOMUTET MO 3TUKE U MMETb paspelleHne Ha nobdble
CYLLECTBEHHbIE W3MEHEHUSI B MIaHE KIWMHUYECKMX WCMBbITAHWNA, YTBEPKAEHHbIE
OpraHM3aTopom;

n) WHpOPMUPOBATL  KOMUTET MO  STUKE O  JOObIX  CEepbe3HbIX
HebnaronpuaTHbIx Bo3genctemnsax NOJT Ha cyObexkT;

p) CBOEBPEMEHHO MH(OPMUPOBATL OpraHM3aTopa O Bcex HeGnaronpuaTHbIX

11
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ucxopax v sosaevicteusix MOJ Ha cyGbexT;

c) obecneunTb agekBaTHbIN NpeaBapuTenbHbI Habop cyGbekToB;

T) obecneunTb agekBaTHoe MHPOPMUPOBaHNE CyOLEKTOB;

y) nony4untb y cybbekra pacnucky 06 nHpopMmnpoBaHHOCTY;

&) obecneunTe MapKUPOBKY KITMHUYECKMX 3anMCen CyObeKTOB, Y4acTBYOWNX B
KIMWHWYECKMX UCTbITaHuAX. Ecnn  Heobxoaumo, BOBNEYEHHbIE B KNMHUYECKUE
UcnbITaHUs CyBBbEKTbI AOMKHBI NONYYNTb AOKYMEHTbI, MOATBEPXKAALWMNE UX yHaCTME B
KNMUHUYECKUX WUCTILITAHWUSIX, BMECTE C WAEHTUMDUKALMOHHOM W  COMYyTCTBYHOLLEN
WHOpMaLmen ANs oKasaHUs CBOEBPEMEHHON MEefULMHCKOW MOMOLUW, C yKasaHUAMU
appecoB 1 TenedoHOB CyObLEKTOB.

Ecnn Heobxoaumo, ¢ paspelleHus cybbekta ero nepcoHanbHbIN Bpad AOMKeEH
nony4atb MHOPMAaLMIO O COCTOSIHUN CyObeKTa;

X) cHabauTb cybbekTa MHCTPYKUMSAMU MO €ro NOBeAEHUIO NPU BO3HWKHOBEHUU
noBbIX YpesBblUaiHbIX CUTyauui ANS OxpaHbl UHTepecoB cybbekta. B 3ToM cnyvae
OTKMOHEHUSI OT MraHa KIMHWYECKMX WCMbITaHUA He TPebylT npeaBapuTenbHOro
cornacoBaHusa ¢ opraHM3aTopoM n KOMUTETOM NO STUKE. Takne oTknoHeHns He AOIMKHbI
paccMaTpmUBaTbCS Kak pa3spbiB COrMalleHWUid, OfHAaKO LOMKHbI AOKYMEHTUpOBAaTLCS U
LOKNagbiBaTbCH OPraHM3aTopy;

u) ybeamTtbest B TOM, UTO BaxkHasa ansa 6e3onacHOCTH 1 Gnarononyums cybnekra
N MPOAOIDKEHUST KMUHUYECKUX WCTbITAaHUA WHMOPMauWsa, NOonyyYeHHas B npouecce
KIMMHWUYECKNX UCTbITaHWI, Bbina npesocTaeneHa opraHnsaTopy 1, Npu HeobxoaumocTy,
C paspelleHusi cybbekTa — nepcoHansHoMy Bpady cybbekTa;

4) uHopmupoBaTs cyObekTa wunu  C  paspelleHus  cyObekta —
nepcoHaneHoro Bpaya cyObekTa O MPUMOCTaHOBKE WM LOCPOYHOM MpekpalleHun
KIMMHWUYECKNX UCTIbITaHUA € YKa3aHWEM NMPUYMH NPEKpaLLEHNs;

W) HECTU MEPBUYHYHO OTBETCTBEHHOCTb 38 TOYHOCTb, 3aKOHHOCTE W
©e30MacHOCTb AaHHbIX O KMMHUYECKUX UCMBITAHUAX, JLOKYMEHTaxX 1 3anucax cybbekTa,
CAENaHHbIX BO BPEMSA W MOCNE OKOHYaHWA KIMHUYECKMX uenbiTaHni. KnvHudeckuin
ucnbiTatenb [OMKEeH MoAnucbiBaTk OT4YeThl. JlloOble wcnpaBneHuss B AaHHbIX
LOMyCKaeTCsi BHOCUTb TOMBKO MEpPCoHany, y4acTBYOLLEMY B UCMbITAHUSAX; UCTIPaBNEHNS
LOMKHBI BbITb NOANUCaHbI U JaTUPOBaHbI, 8 UCXOLAHbIE JaHHbIE — COXPaHEHbI;

L) HECTM OTBETCTBEHHOCTb 38 COXPAHHOCTb UCXOAHbBIX aHHbIX B TEYEHME BCEro
nepvoga 1cnbITaHUN, YyCTAHOBIEHHOTO B MNMaHe KIMHNYECKMX UCTIbITaHWIA;

3) obecneunBaTb PYKOBOACTBO W pacnpeferneHve 00s3aHHOCTEN BCex N,

12
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OTBETCTBEHHbLIX 34 MNPOBEAEHME U  OUEHKY  KIMHUYECKUX  UCMbITaHUW B
COOTBETCTBYHLLEM LIEHTPE KITMHUYECKUX UCTIBITAHUI;

t0) ybeauTbes, 4to Bce NOJT, nognexawime KNMHUYECKNUM UCTIbITaHNAM, YYTEHbI.

Uncno nonydeHHblx ans ucneitaHu WOJ1 gormkHO cooTtBeTcTBOBaTh YUCHyY
NCNonb3oBaHHbIX /N Hemcnonb3osaHHbIX MO,

6.7.2 [dononHuTenbHble TpeboBaHusA

6.7.2.1 KnunHuyeckmnn nenbltatens JOIMmKeH HemensIeHHO coobatb
opraHmM3aTopy O BCEX ChNy4asix Cepbe3HOro HebnaronpusiTHOrO ucxoga M ykasbiBaTh B
oT4yeTax o nobbIX ApyrMx HebNaronpusTHBIX MCXo4aX.

7 TpeboBaHuA K NpeacTaBNEHUIO pe3yNbTaToOB KITMHUYECKUX UCTbITaAHUNA

7.1 OKOHYaTenbHbIM OTYET O KITMHUYECKMX UCTIbITAHUAX NPEACTaBNSAT AaXe B
TOM Crny4yae, eCrniv KIMHUYECKNE UCMbITaHMs NpekpaLleHbl NpexaeBpeMeHHo.

7.2 OKOHYaTenbHbIA OTYeT AomKkeH ObiTb NpeacTaBfieH B NMUCbMEHHOM BUAe.
OH pomkeH ObITb NOANUCaAH OpraHM3aTopOM, KOOPAMHATOPOM (eCnv OH UMeeTCH) n
rMaBHbIM  KMMHUYECKMM UCMbITATENEM KaXAOoro uCnbiTatenbHoro ueHtpa. OTuet
LOMKEH NPefoCTaBNATLCA NO 3anpocy BCEM KIMHUYECKMM UCTbITAaTENSM U KOMUTETaM
no aTuKe.

7.3 OkoH4yaTenbHbIM OTYET O KIIMHMYECKUX MUCMbITAHUNAX [OMMKEeH BKOYaTb
TOYHYHO naeHTndmkaumo NOJ, onmcaHme MeETOA0NOMIMN U NNAHNPOBAHUSA KNUHUYECKNX
NCMbITAHWN, BCE OTKIMOHEHMS OT NNaHa KIMHUYECKUX UCTIbITAHNW, aHanus3 AaHHbIX U BCe
CTaTUCTUYECKUE AaHHbIE N KPUTUHECKNE 3aMETKN, Kacaromecs Lenen nccneaoBaHum.

B okoH4YaTeNnbHOM OTYETE AOMKHbI ObITh YYTEHbI AaHHbLIE NO BCEM BOBMNEYEHHBLIM
B KNUHUYECKME UCNbiTaHMsa  cyObektam. WUpeHtudmkaumm  cybvektoB  no
ucnbiTatenbHbIM LUEHTpaM He AOMKHO ObiTb B  OKOHYaTeNnbHOM OT4eTE UM B
nybnukyembix pesynsrarax.

7.4 Bce knnHWYeckne ucnbiTatenn AOMKHBI UMETb BO3MOXHOCTb NPOCMOTPETL
W, Npn HeobxoaMMOCTWN, BHECTU 3aMe4yaHusi B OKOH4YaTenbHbi oT4eT. OpraHusatop
AOMKEH COXpaHATb 3anucu, NoaTeepXaarwme, YTo BCe UCMbITAaTeENM Nonydvann oTyeT
ANa o3HakoMneHua. Ecnn KNuHUYeckMn ucnbitaTtenb He cornaceH C OKOHYaTernbHbIM
OTYETOM, TO €ro 3amedaHums AOMKHbl ObiTb 3anucaHbl U npepocTaBneHbl APYrnM
UcnblITaTensam.

7.5 Ecnn opranmsatop wunm niobon M3 uUcnbiTatenem He NoanucbiBaeT

OKOH4YaTefbHbIA OTYET, TO OH AOIMKEH 060CHOBATL NPUYUHBI B MMCbMEHHOM BUAE.
MpumeyaHne — PyKkoBOACTBO MO COCTaBMEHWIO OKOHYAaTENbHOrO OTYeTa MNpPUBEAEHO B

npunoXxeHum E.
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MpunoxeHune A
(cnpaBoy4HOeE)

MpuMepbl cepbe3HbIX HEONaronpPUATHLIX UCXOA0B ANA NepeaAHeKaMepHbIX U
3apgHekamepHbix MOJ1 n nokasarenen ocTpoTbl 3peHus

A.1 TMpumepbl cepbe3Hbix HeONaronpPUATHLIX UCXOA0B ANS NepeAHEKaMepPHbIX 1

3apHekamepHbix NOJ1 npueegeHbl B Tabnuuax A1 n A.2.

Ta6nuua A1 — CooTHOWEHUA HEONAroNPUATHBLIX UCXOA0B ANA nepeaHekamepHbix NOJT

Yucno cybwekro 100

Yucno cybrekros 300

KoHTponbHoe
HeBrnaronpusTHbI NCXOA OTHOLLEHME, Moporosoe | PaspelwenHoe | [NoporoBoe | PaspelleHHoe
% OTHOLLEHME, yucno OTHOLUEHWE, uucro

% %
KymynaTusHelia: } 10,0 19,5 15 15,0 39
LIMCTOMIHBIA MaKynapHLIA OTeK
rucema 43 112 8 77 19
rMMNonuoH 0,2 2,9 1 1,4
BHYTpWUrnasHas uHdekums 0,2 29 1 1,4
CMeLLleHWe NNH3bI U3 nepeaHen 1,1 54 3 3,2 6
Kamepbl
BnokupoBka 3payka 2,0 7,8 5 45 10
OTCNOWKa ceTyaTku 1,2 54 3,4 7
NMOBTOPHOE XUpypruyeckoe
BMeLLaTeNbCTBO (mckntodas 26 85 5 572 13
OTCIOWKY CETHaTKW U 3a4HI0H
KancyroToMuto)
MoBTOPAOLWMUACA: CTPOMarbHbIA 0,5 472 2 22 4
OTeK porosuubl
LMCTOUAHBIA MaKynsapHBIA oTek 3,3 10,5 7 71 17
pasgpaxeHuve 0,9 54 3 3,0 6
MOBbLILLEHHOE BHYTpUrnasHoe
AaBneHwe, TpebyloLee neyYeHus 21 7.8 5 4,5 11

MpumMeyvyaHunsa

1 ToA KOHTPOSbHEIM OTHOLLEHUEM MOHUMAIOT CTaTUCTUYECKoe 3HauYeHNe HeBnaronpUaTHBIX UCXOA 0B,
nony4eHHoe no pesynstatam aHanuaa KInHUYeckux ucnolitaduini nepegHekamepHoeix NOJI, nposogumblx B CLUA B
nepuog ¢ Mapta 1988 r. no nioHb 1991 1. ¢ yqacTuem 952 cybLEKTOB.

2 Moz noporoBbIM OTHOLLIEHUEM NOHUMAIOT AONYCTUMOE 3Ha4YeHUe HEBNaronpUATHLIX UCXOAO0B, CTATUCTMYECKM
npeBbILLaloLLee KOHTPOSEHOE OTHOLLEHHUE.

3 lMNoa pa3pelueHHbIM YACIIOM MOHUMaOT Aonyctumoe 4yucno CY6'I:9KTOB Cc H96J'IaI'OI'IpMF|THbIM NUCXOo40M.
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Yucno cy6wekros 100

Yucno cybbektos 300

KoHTponsHoe
He6naronpusTHEI NeXod OTHOLLIEHME, MoporoBoe | PaspelwienHoe | [loporoBoe | PaspelleHHoe
% OTHOLLEHMeE, yucno OTHOLLIEHME, 4nucno
% %
KyMynsTuBHbIA: 3.0 92 6 59 14
LMCTOUAHBIA MaKYNAPHBIA OTeK
rucema 2,2 7,8 5 45 1
TMMNOnNnoH 0,3 2,9 1 1,8 3
BHYTpUrnasHas uHdpekuma 0,1 29 1 1,0 1
CMeLLeHNe NNH3bI U3 nepeaHei 0.1 29 1 1.0 1
Kameph! '
6noKnpoBKa 3pavka 0,1 2,9 1 1,0 1
OTCIOWKa ceTHaTKu 0,3 2,9 1 2,9 3
NMoBTOPHOE Xupypruyeckoe
BMeLLaTenLCTBO (ucknovas 08 42 2 26 5
OTCMOWKY CeT4yaTKM U  3ajHIo
KarncyrnoToMuio)
MoBTOpSAOLLMiACS: 03 29 1 18 3
CTpOManbHbIi OTEK poroBuLpl ’ ’ '
LIMCTONAHBIA MaKynspHbIA oTek 0,5 4,2 2 22 4
pasgpaxeHue 0,3 29 1 1,8 3
MoBbILLEHHOE BHYTPUriasHoe 0.4 42 2 18 3

AaBneHue, TpebytoLlee NneyeHuns

MpumevyaHus

1Mo KOHTPONbHBIM  OTHOLLUEHWEM

NOHUMAKT CTaTUCTUYECKOE 3Ha4YeHune He6naronpvaHb|x ncxoanos,

nosiy4eHHoe no pesynbTataM aHanuaa KiUHUYECKUX UcnbiTaHui 3agHekamepHbix MOJ1, nposBogumebix B CLUA B
nepwvog ¢ gekabpsa 1989 r. no nekabpb 1997 r. ¢ yuyactnem 4210 cyGLeKTOB.

2 Mop NnoporoBbiM OTHOLLUEHUEM NOHUMAIOT AOMYCTUMOE 3Ha4eHune HeGJ'IaFOI'IpVIﬂTHbIX ncxonoB, CTaTUCTUYECKU
npesblllarollee KOHTPONbHOE OTHOLUEHNE.

3 lop paspeleHHbIM YUCIIOM NOHMMAIOT 10MYCTUMOE YUCHO CYGHLEKTOB ¢ HebrnaronpusTHLEIM MCXOLOM.

A.2 MNpumepsl NokasaTenen NocneonepaumoHHON OCTPOTbI 3PEHNS NPUBEAEHbI B

Tabnvyax A3 un A4
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Ta6nuua A.3 — CpeagHue nokaszatenu nocneonepauuoHHoON ocTpoTel 3peHus 0,5 (6/12, 20/40) OTH.
ef. u/wnu BbiLLe

Yucno cybrektos 100 Yucno cybwekros 300
KoHTponsHoe
Tun MON oTHowenne, | Moporosoe Tpebyemoe Moporosoe Tpebyemoe
% OTHOLLIEHWe, 4ncno, OTHOLLIEHWE, yu1cno,
% He MeHee % He MeHee
MepeaHekamepHaa NOJT 80,4 69,6 74 74,3 230
3aaHekamepHasa NOJ 925 844 88 88,2 270

MpumeyaHusa

1 lNMoa  KOHTPOMbHBIM ~ OTHOLUEHMEM  MOHUMAIKOT  CTATUCTUYECKOE  3HaYeHWe uucna cybbektoB C
nocneonepaynMoHHoi ocTpoToih 3peHus 0,5 OTH. ea. WuNu Bblle, NOMAYy4eHHOE MO pesynbTaTam aHanusa
KNWHUYECKUX UCTIbITaHWUI nepea- HekamepHbix MOJ, nposogumeix B CLLIA B nepuog ¢ mapTa 1988 r. no utoHb 1991 r.
¢ yqactuem 952 cybbekToB, U 3aHekaMepHbix MOJI, nposoaumMblx B CLLA B nepuog ¢ Aekabps 1989 r. no gekabpb
1997 r. c yyactmeM 4210 cybLeKkToB.

2 MNop noporoBbiM  OTHOLUEHMEM MNOHUMAIOT [OMNYCTUMOE 3Ha4YeHWe uYucna CcyobbLeKToB Cco cpepaHeit
nocrneonepaunoHHoi ocTpoToii 3peHns 0,5 oTH. e n/unu Bbiwe, CTAaTUCTUHECKN HUXE KOHTPOSTbHOTO OTHOLIEHUS.

3 Mog TpebyemblM YUCHIOM MOHUMAKOT MWHUMANBHO JOMYCTUMOE 4YUCNO CYOBLEKTOB CO cpefHei
nocrneonepaynoHHoi ocTpoTol 3peHns 0,5 oTH. eq n/unu soiwe.

Tabnuua A4 — Jlyywme nokasatenu nocneonepaymoHHoin ocTpoThl 3penuna 0,5 (6/12, 20/40) oTH.
ef. n/unu BbiLLe

Yncno cybwekros 100 Yucrno cybrekros 300
KoHTponsHoe
Tun UOM OTHOLLIEHME, Moporoeoe Tpebyemoe MoporoBoe Tpebyemoe
% OTHOLLEHKe, yncno, OTHOLUEHWE, 4ncno,
% He MeHee % He MeHee
MepenHekamepHaa NOJ 90,1 81,1 85 85,4 262
3aaHekamepHan MO 96,7 91,0 94 93,6 285

A.3 TlpueegenHbie B Tabnuuyax A.1 n A.2 uccnegyemole otHoweHnsa ans 100 un
300 cy6bekToB ANA KNMHUYECKUX UCTMbITaHUN ByayT MeHbLle NpMBEAEHHBIX NOPOroBbIX
OTHOLUEHUN, Tak Kak nboe cTaTUCTuYeckoe cpaBHeHue copaepxut B cebe owmnbky
BbIGOpKN. AHANOrM4YHO nccnegyemMblie oTHoweHus B Tabnuuax A.3 u A.4 6yayt 6onbLue,
YeM rMpuBEAEHHbIE MOPOroBble OTHOWEHWUSA. B wnHTepBan Mexay KOHTPONbHBIM W
NOpOroBbiM OTHOLLEHUAMM, NpUBEAEHHBIMX B Tabnuuax, nonagatot 80 % BO3MOXHbIX
OTHOWeEHUN. [pn 3TOM, YeM Onuxe NOpPOoroBoe OTHOLWUEHWE K KOHTPONbHOMY, TEM
mMeHbwe 80 % BO3MOXHbIX OTHOLIEHMM Tyda nonagyT, TOeCTb BO3HMKaeT owmbka
BTOPOro Tuna.

A4 TpueegeHHble B Tabnuuyax A1 n A2 pacyeTHble pesynbTaThl
HebnaronpuaATHbIX UCXx0A0B  ObiMM  MOMyyYeHbl B pPesyrfbTaTte  MCMonb30BaHUs

BMHOMMHaNBHOro pacnpeaeneHns no popmyne
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x-1

Pr {X > %,p}: 1—1_20['3 P ptl <0,05, (A1)
rae p — KOHTPOSIbHOE OTHOLUEHWE (TOE. OTHOLIEHWE HEONAaronpuATHLIX UCXOA0B ANS
KOHTPOSBHOW Fpynnbl);

n — pasmMep BbIOOPKY;

X — YMCNO 3aperucTpupoBaHHbIX BO BPEMSA  KIMHWYECKOrO  UCTMbITAHWUA
HebnaronpuATHbLIX NCXOAOB;

X — yucno HebnaronpusiTHLIX NCXOA0B.

A5 BuWHOMMHanNbLHOE pacnpegeneHne NCnonb3yrT AN Toro, YTobbl NPOBEPUTS,
SBMSIETCS NU UCCreyemMoe OTHOLEHNEe HebnaronpuATHbIX WMCXOAOB MEHbLUE UNn
paBHbIM OTHOLLUEHUIO ANS WUCTOPUYECKON KOHTPOMBbHOW rpynnbl. AHaNOrM4HO ANs
Tabmmy A3 u A4 BrMHOMMHanNbLHOe pacnpefeneHne WUCnonb3ytoT AN Toro, 4ToObl
NpoBEpPUTb, ABNSIETCA NN UCCNEAyeMoe OTHOLEeHWe OCTpoTbl 3peHua 0,5 oTH. ea. u
Bbille Gonee WNM paBHbIM OTHOLLEHUIO ANS KOHTPOSIbHOW Tpynnbl. AnbTepHaTMBHas
rmnoTesa COCTOUT B TOM, 4YTO UCCEeAyemMoe OTHOLIEHWEe MeHee OTHOLWEeHUa Ans
KOHTPOINbHOW rpynMbl.

A6 MakcumanbHoe 3HadeHue GnaronpusaTtHbix ucxopoe (Tabnvua A.4) moxer

BbITb MOMYYEHO C UCMOSb30BaHNEM GUHOMUHAMNBHOTO pacnpeaeneHus no dpopmyne

rae p — KOHTPOJSIbHOE OTHOLWWEHWE ANA OCTPOThI 3peHns 0,5 OTH. ef. v Bbille,
n — pasmep BbIOOPKY;
X — YXCIO 3apErMcCTpMpPOBaHHbIX YCNELUHbIX UCXOA,0B UCTILITaHNS;

X — 4ncno HebnaronpUSTHLIX UCXOA0B.
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Mpunoxexue B
(pexomeHayemoe)

TpeboBaHusa k pacnucke 06 nHgopMmUpoBaHHOCTU

B.1 O6wue TpeGoBaHus

Pacnucka 06 wHopmMupoBaHHOCTM pormkHa ObiTb monyyeHa oT cybbekrta B
NUCbMEHHOM BUAE Nepep HavyanoMm y4actus cybbekTa B KINMHUYECKMX UCTIbITaHUSAX.

MpumevaHune — dopMa pacnuckn O6bIMHO COCTOMT M3 MH(POPMALMOHHOW YacTu M
COrnacuTenbHOM/NOANMCHON Yactu. 3T ABEe Yactu MOryT ObiTb NM60 CKOMOMHMPOBaAHLI B OAHOM
[oKymeHTe (MHdbopMauua Ana nauueHta u hopma pacnuckn) Unu pasaeneHsl Ha NMCT Hdopmaumu Ans
nauueHTa u (bopmy pacnucku nayueHTa.

B.2 MMpouecc nonyyeHus pacnuckn 06 MHpoOpPMUPOBaAHHOCTU

Mpn nonydyeHnn pacnmckn 06 KHPOPMUPOBaAHHOCTN crneayeT cobnoaatb
crneayoLLme npasuna:

a) unsberatb NOGOr0 MPUHYXKOEHWUS UM HE3AKOHHOrO BMUSHWUA Ha cyObekT ans
obecneyeHns ero y4actus;

©) He YKMOHSTLCSA UMW He MbITaTbCs YKNOHUTLCA OT COONIOAEHUS 3aKOHHbIX NpaB
cybbekTa;

B) MCMONb30BaTb $3blK, KOTOPbIM HE SABMAETCA cCneuuanbHbiM WM MOHSATEH
CcyObeKTY UK ero 3aKOHHOMY MPefCTaBUTENHO;

r) npepocTaBuTb CyObekTy Bpems Ana o6ayMbiBaHUS pelueHusi ob yvactuw,

[) pacnucka AofkHa CoaepxaTb LaTUPOBaHHbIE MOANMCKM cyObekTa unuv ero
3aKOHHOTO MPEACTaBUTENS U KMMHUYECKOTrO UCMbITaTens;

€) BKMoYaTb CyOBEKT B NaH KIMUHUYECKUX UCTIBITaHWUIA.

B.3 WUHdopmauusn, npegoctaBnsiemas CybbekTy Aans nosiy4yeHUs1 pacnucku
06 NHPOPMUPOBAHHOCTU

Ha noHsATHOM ana cybbekTa Unm ero 3akoHHOro NMpefcTaBUTENs s3blke JOIDKHA
ObITb M3NOXeHa criegyroLias HpopmMaLms:

a) ornucaHue mcnblTaHUsi/Ha3Ha4YeHe:

1) nccnenoBaHWs, BKMHOYEHHbIE B UCTILITAHUS,

2) uUenb UCMbITaHWi,

3) npegnonaraeMas ANWMTENbHOCTb WCTBITAHMA W CTEMEHb BOBMEYEHHOCTU
cybbekTa B NPOLECC UCMbITAHWN,

4) onucaHwe uccnegyemon MO,
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5) onuWcaHve MpPOLUEAyp, WCCrnefoBaHWA C  akUeHTMPOBaHWEM BHUMaHWA
cybbekTa Ha 3KCMEPUMEHTE;

6) npepckasyemble PUCKU:

) vHopMaLms o NtobbIX NPeAcKkasyeMbIX PUCKAX N OCNOKHEHUSX,
) WMHGopMaLmsa 0 NobbIX BO3MOXHbIX MOB0O4YHbIX addekTax;
B) MoTeHUMarnbHbIe BbIrOAbI:
) onucaHve NoTeHUManbHbIX BeIrog Ana cybbekTa,
) onucaHwe noTeHumarbHbIX BbIrod ANS APYrMX CyOBEKTOB;

r) anbTepHaTMBHas Tepanus:

1) vHopmaums o6 anbTepHaTUMBHbLIX MeTodax evYeHUs Wnv [onyCTUMbIX
npowenypax;

) KOHMMIEHUMansHOCTb:

1) ykazaHue 0 TOM, YTO y4acTne cybbekTa ABNSeTCa KOHPUASHUMANbHBIM,

2) ykazaHMe O TOM, YTO CyObeKkT [AOMKEeH paspelinTs LOCTYn K CBOMM
MEANLMHCKAM 3anncsiM NOfTHOMOYHBIM NLAM U NpeacTaBUTeNnsiM opraHM3aTopa,

3) uvHopMaLMs 0 TOM, YTO Pe3ynbTaTkl UCTbITaHWA MOryT ObiTb ONyGNMKOBaHbI
©e3 pacKpbITUSI MTMYHOCTN CyOBbEKTa;

€) KoMneHcauus (MeaunumHekas/ouHaHcosas):

1) nHdopmaumsa o6 ycnoBusx Ansi NOMyYEHUsI KOMMEHCaAUMKU B Criydae paHeHus,
BO3HWKLLErO B pesynbTare y4acTusi B KIIMHWYECKMX MUCMbITAHUSIX, U1 O TOM, Kakue
LOMNONHWTENbHLIE Mepbl MO OXpaHe 3A40poBbs OyAyT npefocTaBneHbl CyObekTy B
cnyyae CepbesHoro yBeubs,

2) nHdopmaumsa o HPUHAHCOBOW KOMMEHcaumM 3a yyactne, ecnu 370
npesyCMOTPEHO;

X) BOMPOCHI O HaYase UMM oKoH4YaHUN KIMHUYECKUX UCTIbITaHWIA:

1) wHdopmauma O TOM, KTO AOIMKEH OTBETUTb Ha BOMPOCbI Cybbekrta no
uccnefoBaHusM,

2) wvHdopmaLus O TOM, KTO AOITKEH OTBETUTL Ha BOMPOCHI CyObekTa B crnyyae
TpaBMbl,

3) onucaHne oBCTOATENbLCTBA, MPW KOTOPLIX yyacTue cybbekra B UCMbITAHUSX
MOXET ObITb NpeKpaLLeHo ucnbiTatenem;

M) HOBbIE OTKPbLITUS:

1) wHdoOpMaunsa o TOM, YTO HOBbIE OTKPbITMS, CAEnaHHbIE C y4vacTueM

cy6be|<'ra, LOIMKHbI ObITb AOCTYMNHbI BCEM KINMUHUYECKUM UCNbITaTenaMm.
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B.4 3asBneHus B pacnucke o6 MHGOPMUPOBAHHOCTU

MHdpopmaymoHHas pacnmcka 4ormkHa cogepxarb:

a) 3agBneHue O TOM, YTO yvacTune cybbekTa aBnaeTcs 4,00pOBONbHbIM;

0) 3asBneHMe O TOM, YTO OTKa3 OT Y4YacTUs HEe HEeCeT HUKakuX LWTpadHbIX
CaHKLMIA NO OTHOLLEHUIO K CyObEKTY;

B) 3agBneHMe O TOM, 4YTO OTKa3 OT ydacTusd B MO0 MOMEHT KITMHUYECKUX
VCMbITaHWIA HE HECET HMKaKMX LUTPagHbIX CaHKLMIA MO OTHOLLEHUIO K CYObeKTY;

r) 3asBneHue O BO3MOXHbIX MOCNELCTBUSAX UCTIBITAHWUIA,

[) 3asBneHne o NOHUMaHWUM NPeaCcTaBneHHON nHopMaLni.

B.5 CornaweHus B pacnucke 06 MH¢popMNpoBaHHOCTH

Mpy nognucaHum pacnmckn 06 WHPOPMUPOBAHHOCTU CYOBLEKT WM €ro
opmumaneHbIA NpeacTaBUTENb AOMKEH BbITh COrMaceH:

a) Ha y4yacTue B KIUHUYECKMX UCTIbITaHUAX;

©) 4TO ero nepcoHaneHbIM Bpad OyneT WHPOPMMPOBaAH O €ro y4acTum; Unu
nognucatb 3aseneHne o6 oTkase B NPeaCTaBneHun Takom MHpopmaLmu;

B) Ha MCMONb30BaHWE €ro nepcoHarnbHbIX AaHHbIX ANS Lener KIMHUYECKOro

ncnbiTaHMA.
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NpunoxeHue C
(pekoMmeHpyemoe)

PykoBoacTBO no onpeaeneHuto moaudukaumm 6asoson mogenu UOJ

C.1 Moaudwmkauus koHCTpykuuu/marepuana 6asooit mogenu NOJ

C.1.1 O6wmne NONoOXeHUnA

Tpeboearus k wucnbitannam WOJ, asnsowmmes mopmdukaumsMn 6a3oson
mopenn WOIJI, yxe npowenlwen KIMHUYECKME WCMbITaHWs, 3aBUCAT OT CTeneHu
W3MEHEHWN, BHECEHHBIX B MOANMMLMPOBaHHY mogens MOJ1. Mogndmkaumn 6asosomn
mopenu MOJ1 noapasnenstoT Ha ABa YPOBHsS ypoBeHb A 1 ypoBeHb B. Mpumepsbi
Moandukaummn ypoHsa A 1 ypoeHs B 6azoson mogenu NOJT nprveegerb B C.2.

C.1.2 YpoeeHb A

C.1.2.1 Moandukaumm 6asoeon mogerm WOJT ypoeHs A B GonblMHCTBE
crny4aeB He TpebyloT NPOBEAEHUS KIIMHUMYECKUX WCnbiTaHuin. B cnyyae, ecnn
mMoaudunumposaHHas mopens UOJT obnapaeT csoicTBaMu, KOTOpblE HE MOryT ObITb
afleKBaTHO WCCMefoBaHbl B MEpUoj MNPEAKIMHUYECKMX WCMbITAHUA, HanpyMep,
noTeHUMansHoe NOBPEXLEHNE TKaHEN BCNEACTBUE U3MEHEHUS TEXHUKA UMMNaHTaumm
MO, kKnuHUYeckne ncnbiTaHUa 4OSTKHbI MPOBOAUTLCS.

C.1.2.2 Moandukauno 6Gasosor mogenm WOJT ypoeHa A 06bluHO He
MCNONb3YHT B KayecTee 6a30BON MOAENW ANS NOCNeAyoWmMx moandmkaumn.

C.1.2.3 B cny4ae, ecnn mogens WOJT Haxoautca B CTagumu KIMHUYECKNX
UCMbITaHUA, MOAUDMKaLMA YPOBHS A 3TOW MOZAENMW Takke MOXET ObiTb MOABEPrHyTa
KMUHUYECKMM UCMBITAaHUAM W AaHHble ucrbiTaHun 6asoBon mogenu n moaudukaumm
ypoBHA A moryT ObiTb cKOMOWHMpOBaHbI. Ecnn mnameHeHnus 6Gasosow mopgenu UON
YPOBHA A BKIOYaOT 3amMeHy MaTepuana 6a3oBbix MoAenen, Hanpumep, Moaudukaumm,
onucanHble B C.2.2.12, Takyto Moaenb He JOMyCcKaeTcs UCMOMnb30BaTh AN NPOBEAEHUS
KMUHWUYECKNX UCMbITaHUNA.

C.1.3 YposeHb B

C.1.3.1 KnuHnyeckme mncnbiranmsa NOJ, senstowmxcs moandmrkaumsmm 6asosoi
mMoAenn yposHA B, gomxHbl Bkntoyatb He meHee 100 cybbekToB, Habnogaembix B
nocneonepaumoHHeIn Nepuog no ¢opme otyeta B cootBeTcTBMM C Tabnuuen D.4
npunoxeHna D.

Yucno oTyeToB ANA BCEX NOCeLUeHN CybbeKkToB AOIMKHO BbIiTe He MmeHee 100.
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C.1.3.2 Yucno NOJ, HeobxoamMbIx ANs NPOBEAEHUS KITUHUYECKUX UCTbITaHWUA
Gasosolt mogenu NOJ yposHs B, fOmMKHO ObITb MUHMMaNbHBIM, HO AOCTaTOYHLIM ANS
CpaBHEHWSI OTHOLLEHWUIA HeBnaronpusiTHbIX UCXOAO0B U U3MEHEHUA OCTPOTb! 3peHNs ANns
ucnoiryemorr MOJT ¢ oTHOLIEHNSMW ANS UCTOPUYECKON KOHTPONbHOW rpynnbl. Ecrn
opraHusaTop CpaBHMBaeT kavecTBO UcrbiTyeMbix NOJT ¢ ogHOBpeMeHHO 3anyLueHHON
KOHTPONBLHOW FPYMMnon, TO OH JOSKEeH O0ToBpaTb Takoe 4YMcno cyObekToB, KOTOpoe
OyaeT AOCTaTOYHBIM A1 BbIABNEHNS UBMEHEHUA OCTPOThI 3PEHNA 1 HEONaronpusTHbIX
WCXOAOB C TOYHOCTbIO, OKBMBASIEHTHOM CPaBHEHWMIO C WUCTOPUYECKOW KOHTPOMNbHOW
rpynnomn.

C.1.3.3 Yucno NOJT moandvkaumm ypoBHS B, He BblaepXaBLUMX UCMbITAHUNA,
LOSKHO ObiTb He Bonee 10 %. Kaxabii ucnbiTatenb AOMKEH NOABEPraTh UCMbITAHUAM
He MeHee 20 % wn He Gonee 25 % obWero 4icna UCNLITYEMbIX CyObEeKToB.
Knunnyeckne mncnbiraHna NOJT mogndukaymm yposHs B cuutaroT 3aBeplleHHbIMU,
KOria Ha BCe BOBIEYEHHble CyObeKkTbl COCTaBneHbl OTYETbI B COOTBETCTBAM C
Tabnuuen D.4 npunoxerus D.

C.1.3.4 Moandukaumo WOJN ypoeHs B cuutaor 6asoBon mopensto, ecnv
nomny4eHbl OTYeTbl MO He MeHee yYeM 100 cybbekTtam (oaHakO He B KOMOMHauum c
oTYeTaMN MOAUPUKALMM YPOBHS A B NEPUOA KIIMHUYECKMX UCMBITAHUN), U B Cnydae,
ecnn moandmkauma NONM cooteeTctByeT BCem TpebosaHuam MOCT 31580.2, TOCT
31580.3, TOCT 31580.6.

C.2 MNpwumepsbl mogudmkaumn AON

C.2.1 O6wue nonoxeHus

C.2.1.1 Moaundvkaumm WOJ, noaBepraembiX KAMHUYECKUM  UCTIbITAHUSM,
noapasaensoT Ha moandukaumum 6asoBor mogenn yposHs A n ypoeHa B. Kputepuii
faenenusi npveegeH 8 C.2.2 1 C.2.3.

Jonyckaetca MogudmumposaTte 6asosble mogenn MO, nmetowwme cnepyrolime
Np3HaKu:

- P — 3apHekamepHblie MO n3 nonumetunmetakpunata (MMMA);

- A — nepegHekamepHsie NOJ ns NMMMA,;

- SP —zagHekamepHble VOJ1 13 MArkux martepuanos, UMELME NIOCKUA
AnsaniH (6es netens);

- 88 — cocraBHble 3agHekamepHble WOJT ¢ onTnyeckon YacTbto,
W3roTOBIMEHHON W3 MSANKMX MaTepuanoB W MNETNsSMA U3 CTaHAapTHbIX Matepuarnos

(MMMA, nonunponuneH nnu nonvaMug);
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- SN — cocraBHble 3agHekamepHble MOJ1 C ONTUYECKON YacTbio U3 MAMKMX
mMarepuaros, U NETNAMU 13 HECTaHAAPTHBIX MaTepuarnos.

C.2.1.2 MoandvumpoBaHHas  MOZenb  MOXET  BKMOYaTb  pasnnyHbie
komMOuHauum Mogudvkaumn, ykasaHHblx B C.2.2—C.2.3, ecnm cobntogarotcss Bce
KpuTEepUM  (Hampumvep, MoAMUUMPOBaHHas Moenb MOXET wMeTb Bonbluyto
OMTUYECKYIO YacTb C Crnerka M3MeHeHHOW KoHdurypaumen netens 1 6onswmM obwmm
anametpom). Mogudumkaumsa, ykasaHHas B C.2.2.12, oTnuuyaetcs oOT  Jpyrux
MoauduKaLMA TeMm, YTO 3aMeHeH marepuan UnM M3MeHeHa KOHCTPyKuusi 6as3oBoi

mMogenv.
C.2.2 Moaudmkaumm ypoBHsa A

C.2.2.1 3epkanbHooTpaxeHHas Bepcusi Mogenu NOJ

MpusHakn  MoamdumumposaHHeix WOJT  Tunos  P/A/SP/SS/SN  pormkHbI
COOTBETCTBOBATL YkadaHHbM B C.2.1.1.

C.2.2.2 N3meHeHUe oblwero auameTpa

MpusHakn moamdmumposaHHelx WMOJT gns nauneHToB ¢ onpeperneHHbIM
ANanasoHOM LUMPWUHBI NepefHen kamepsl rnasa ans mogmduumposaHHbix MOJT ypoeHs
A pOmMKHbI COOTBETCTBOBATL YKasaHHbIM B C.2.1.1.

C.2.2.3 /3MeHeHUs1 KOHCTPYKUUU neTernb

MpuaHakn mogudmumposaHHsix MOJT B cnydae pobaBneHus 3akpyrneHvin unm
ManeHsknx netenb Ans tunoe P/A/SS/SN pormkHbl COOTBETCTBOBATH YKasaHHbIM B
c21.1.

C.2.2.4 /3mMeHeHUs HaKnoHa neTesb

MpuaHakn mogmdurumpoBanHbix MOJ B crnydae nameHeHUs Niockoro AnsamHa Ha
LV3alH C TEenoM, OTKMOHEHHbIM Hasaj OT NeTenb, NPUBOASAWMA K YBENUYEHWIO
carrutanu He 6onee 4Yem Ha 1,6 mm ans NOJ1 ¢ 3agHe BeplunHHOWM pedpakumenn 20
Antp, ans Tvnos P/SS/SN fomkHbl cooTBeTCTBOBaTL YkadaHHbIM B C.2.1.1.

C.2.2.5 U3meHeHUA KOHdUrypauum, TOMWMHLI WU WUPUHbLI NeTeNb
(xanubpa)

C.2.2.5.1 OBwue nonoxeHusi

MpuzHakn mogudunumposarHeix MOJT Tvnoe P/SS/SN pgormkHbl COOTBETCTBOBATL
ykasaHHbiM B C.2.1.1.

[ns Toro, 4tobbl onpeaenuTb MOANUKaLMIO YPOBHS A, HEOOX0AUMO NpPoBECTU
aHanm3 u3MeHeHus MmexaHundeckmx ceovcte NOJ.

Ecnn mogudpmumpoBaHHas mMogernb MOJ1 obnagaet cBoMCTBaMW, KOTOpbIE He

23



rOCT 31580.7-2012

MOryT ObITb afeKkBaTHO WCCNeaoBaHbl B MEpuod MNPeAKTUHUYECKUX WUCTbITaHWA,
HanpuMMmep, ecnvu MOXeT NMPOU30NTU NOTEHLUMarnbHOe NOBpeXAEHNE TKaHeW BCneacTBue
M3MEHEHNA B TEXHUKE WMNNaHTaumm, TO Takad moaudukaums He MOoxeT ObiTb
npuaHaHa mogudukaumen NOJT ypoeHs A.

MeToabl CpaBHEHUS  MexaHU4ecKMx CBOWCTB  OasoBoM  mMogenu U
MoandbuumpoBaHHon moaenn npuseaeHsl B C.2.2.5.2. Ecnn opraHnsaTop npuxoauTt K
BblBOZY O TOM, YTO MO OJHOMY METOAY CPaBHEHMS MOAMPUKALMSA HE OTHOCUTCH K
YPOBHIO A, OH JOMKEH yKasaTb APYron MeToA A0 Hayana KMUHUYECKMX UCMbITaHWN.

n pumMmevyaHume — MeToAbl 1 aHaNU3 AAHHbLIX, NPUMEHAEMbIX B UCMBITAHUAX MEXAHUYECKNX
csoncTe, — no MOCT 31580.3 (B.2.2.5.2 —B. 2.2.5.3).

C.2.2.5.2 CpaBHeHue ¢ eguHU4HON 6a30BON MOAENBIO

MpusHakn mogudmumpoanHeix MOJ Tunos P/SS/SN pormkHbl COOTBETCTBOBATD
ykasaHHbeiM B C.2.1.1.

Ons cpaBHeHWs1 MOAWMUMPOBAHHOW MOAENN U  MOAENW, noABepraesMomn
KMMHUYECKUM  UCTBITAHUAM, OpraHusaTtop [AOMMKEeH JoKasaTb, 4YTO MexaHWdecKkue
CBOMCTBa MOANMDULMPOBAHHON 1 UCTILITYEMOW MOAENEN aHanorNyYHbI.

CpaBHuBas moaudumumposaHHyro n 6Gasosyto mogenun WOJ, opraHusatop
LOMKEH JokasaTb, 4YTO MexaHuyeckue CcBoucTBa mopuduuuposaHHon WO
aHanornyHbl MexaHM4eCKNM CBOCTBaM 6a30oBON MoaenNu.

C.2.2.5.3 CpaBHeHue Heckosbkix 6a30BbIxX Mogenem

Mpu3aHakn moanduymposaHHeix MOJT Tunos P/SS/SN fomkHBI COOTBETCTBOBATL
ykasaHHbiM B C.2.1.1.

CpaBHuBas MoauULMPOBaHHYO U Heckonbko OGasoBbix Mogenen WOJ,
OpraHM3aTop [AOMKeH [0KasaTb, YTO MeXaHW4YecKue CBOWCTBa MoAUULIMPOBaHHON
NOJ1 cooTBeTCTBYIOT XapakTepncTmkam 6asoBbIX MOAENEN.

C.2.2.6 N3ameHeHMe guanasoHa ONTUYECKON CUMbI

MpusHakn  mMoguduumposaHHeix  WOJT  Tunoe  P/A/SP/SS/SN  pormkHbl
COOTBETCTBOBATH ykasaHHbiM B C.2.1.1.

OpraHusatop MOXeT NPOBOAUTbL Mtobble M3MEHEeHUs AuanasoHa OMTUYECKOW
cunbl, ecnun MOJ cooteetcteyeT Tpeboeannam MOCT 31580.2.

OpraHusatop AOMKEH NOMHUTbL O TOM, YTO MPU OfpeAeneHHbIX KOMBUHALMSAX
Matepuana 1 npocuns HekoTopble mogeny WOJ He cootBeTcTBYlOT TpeBoBaHUaM

FOCT 31580.2 Bcneacrere BnusHUA cdhepudeckmx abeppauyin.
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C.2.2.7 U3MeHeHUa pa3sMepoB ONTUUYECKON YacTU U/UNKU KOHCTPYKLUUKN Tena
uon

MpusHakm  moauduuympoeanHeix  WOJT  tunoe  P/SP/SS/SN  gomxHbI
COOTBETCTBOBATL yKasaHHbIM B C.2.1.1.

N3meHeHNna KOHCTPYKUWW Terna Winnm pasmepoB ONTUYECKOM YacTy AOMyCKarTCA
npu ycnoeuun, ecnun obwas anuHa NOJ1 He meHee 5,0 mm 1 He Gonee 7,5 mm BAOND

noboro MepmanaHa.
C.2.2.8 [loGaBneHue, ypaneHue unm cMmelieHne NO3NUUOHHbLIX OTBEPCTUN

MpuaHakm  moaudumumposaHHbix  WOJT  Tvnos  P/A/SP/SS/SN  pomkHbI
COOTBETCTBOBATH Yka3aHHbM B C.2.1.1.

Mo3MUMOHHbIE OTBEPCTUSA, BMMSAIOLLME HA KAQ4YECTBO ONTUYECKOW YacTu, AOMKHbI
pacnonaraTtbCsi Ha PacCTOsHUN He MeHee 2,25 MM OT LeHTpa ONTUYECKOW 4acTu Ang
TOro, YTobbl paccesaHne NN NCKaXXEHNA OT HUX BbINM MUHUMATBHBIMU.

C.2.2.9 [loGaBneHue pybua Ha 3agHen noBepxHocTu Tena UOJ

MpusHakn moandpuumposaHHbix MOJT TunoB P gOmKHbI COOTBETCTBOBATb
ykasaHHbiM B C.2.1.1.

Honyckaetcs fobaensTte pybew Ha 3agHio noeepxHocTe Tena NOJT B cniyyae,
ecnu pusanH pybua noaTBEPXKAEH KIMHWYECKUMM wuchbiTaHusmm mogenm WNOJ ¢
pybuoMm u kpan pybua HaxogUTCH Ha PacCToOfHUM He MeHee 2,25 MM OT ueHTpa
OMTUYECKOW YacTu.

C.2.2.10 UcnbiTaHnme pasnUUHbIX KOHCTpykuumn WOJ1 B opgHOMm
KITMHUYECKOM UCMbITaHUN

MpwuaHakn mogmdurumposaHHeix MOJT Tunos P/SS/SN aormkHbI COOTBETCTBOBATL
ykasaHHbIM B C.2.1.

OawvH matepuan MOJT MmoxeT BbiTb MUCTbITaH Ans 6onee YemM OfHOM KOHCTPYKLMK
NON, ecnn koHcTpykumm MO noaTeBepxaeHbl Ha coOTBETCTBUE Ga30BLIM MOZENSM.
Mpn atom MexaHudeckne ceonctea ucnbiryemo MO porpkHbl BbiTb @HanorvyHbI
MexaHu4eckum ceoricteam 6azosolt Mogenu.

C.2.2.11 WcnbiTaHne pasfUuYHbIX MaTepuarioB B OOHOM KITMHUYECKOM
UCNbITaHUKU

MpwuanHakn moguduumposaHHbix NOJT Tunos P/SS/SN aomkHbI COOTBETCTBOBATL
ykasaHHbiM B C.2.1.

OpHa koHcTpykumst UOJT moxeT ObiTb uWchbiTaHa Cc Oonee 4em  OfHUM

marepuanom 4ns neTeslb, ecnv BCe Marepuarsbl 40 UCTbITaHUA BbiTn NOATBEPKAEHbI
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Ha cooTBeTcTBUE GasosbiM Moaensm. MNpu ncnonssosaHun Gonee ogHoro martepvana
ans netens, sce mogenu WOJT pomkHbl ObiTe MOAMMMKAUMAMKM YPOBHA A U
cooTeeTcTBOBaTL TpebosaHusam C.2.2.5.

C.2.2.12 3ameHa matepuana v KOHCTpykuun UOJN

Mpu3sHakn mogudunumposanHbix MOJT Tunoe P/SS/SN pormkHbI COOTBETCTBOBATL
ykasaHHbiv B C.2.1.1.

Matepuanbl 1 KOHCTPYKUuM Ba3oBbix mMogenen MoryT ObiTb 3aMeHeHbl, ecnu
ucnonb3oBaHWe MaTtepuana HoBoW (Ana AaHHoro Matepuana) koHcTpykumn UOJ He

NPMBOAUT K USMEHEHNIO MEXaHUYECKMX CBOUCTB Gasoeon mogenun NOJI.
C.2.3 Moaudukaumum ypoBHs B

C.2.3.1 U3meHeHue obGwero auameTpa

MpuaHakm mogudmumposaHHsix MO Tunos P/SS/SN aomkHbI COOTBETCTBOBATH
ykasaHHbiM B C.2.1.1.

NaveHeHne obwero pauametrpa WOJT moxer npueBecTm K  CO3AAHMIO
moancmkaumm NOJT, He cooTBeTcTBytoWEN TpebosanusamM C.2.2.5 npu ee cpaBHeHUM C
6a30B0 MOAENLIO UMK C PAJOM XapaKTepUCTUK HECKONbKMX 6a3oBbIx Mogenen.

C.2.3.2 N3meHeHus1 KOH(Urypauumu netesnb

MpuaHakn mopgudunumposarHbix MOJT Tunoe P/SS/SN pomkHbl COOTBETCTBOBATH
ykasaHHbiM B C.2.1.1.

MNameHeHne KoHUrypaLmm netenb MOXET NPUBECTU K CO3AaHMI0 MOAMdMKaLmn
WO, He cooteetcTBytoweln TpebosaHuam C.2.2.5 npu ee cpaBHeHuM ¢ 6Gas3oBov
MOZENb WM C PALOM  XapakTEPUCTUK Heckonbkux 6asosbix Mogenew. Ecnu
N3MeHeHMe KoHUrypauum netens moauduumposaHHor WMOJ moxeT npusectn K
NOTEHLMANbHOMY YBEINMYEHNIO PUCKa OCIOXHEHWUIA MO CpaBHEHUIO C 6a30BON MOAENbIO,
TO TaKyr MOAMNDMKALMIO NOABEPratoT UCTIbITAaHUAM He MeHee YeM Ha 300 cybvekTax.

C.2.3.3 /3meHeHus marepuana unu kanubpa netenb

MpuaHakn moguduumposanHbix MOJT Tunos P/SS/SN gomkHbl COOTBETCTBOBATL
ykasaHHbiM B C.2.1.1.

NameHeHne wmaTepuana netenb (Mnu Apyroro mMarepuana 4dactu 6asosoin
Moaenun) unu kanudpa netenb MOXET NPUBECTU K co3paHuio Mogudmkadmm UOJ, He
cooTeeTcTBytoLen TpeGosaHusam C.2.2.5 npu ee cpaBHeHWUN ¢ 6a30BOI MOAENbLIO UNK €
PSAOM XapakTepuUCTUK HECKONbKUX 6asoBbIX Moaenein.

C.2.3.4 N3meHeHHe maTepuana nerenb

MpusHakm mogudurumposanHbix MOJT Tunos P/SS/SN gormkHbI COOTBETCTBOBATL
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ykasaHHbiM B C.2.1.1.

NameHenne matepunana netens MOJ1 Ha matepuarn, He U3BECTHbIA UCTbITATEN!O,
HO WUCNOMb3yeMmbld ANA NeTenb N0 AaHHbIM OTanNbMOMOrMYECKUX WCCrea0oBaHui
(ctaTen, oT4yeToB), AOIMKHO ObiTb MOATBEPKAEHO CXOXECTHHO CBOWCTB MCIMOMb3YEMbIX
mMartepuarnos.

C.2.3.5 U3meHeHue maTepuana Tena

Mpu3sHakm mogundmumposanHbix MOJ Tnnos P/SS/SN formkHbI COOTBETCTBOBATL
ykasaHHbiM B C.2.1.1.

UameneHne matepmana tena NOJ1 Ha matepuman, He M3BECTHbIN UCNbITATEN!o,
HO ucnonb3yembin ana Tena MOJ1 no gaHHbEIM 0dTanbMONOrMYecknx uccneaoBaHui
(ctaTeir, oT4yeTOB), AOMKHO ObITb NOATBEPKAEHO CXOXKECTHIO CBOWCTB MCMOMb3YEMbIX
mMarepuvaros.

C.2.3.6 U3meHeHue anameTpa Tena unm oNTUYECKON 30HbI

MpusHakm MmogudmumposaHHbix MO Tunos P/SS/SN fomkHLI COOTBETCTBOBATL
ykasaHHeiM B C.2.1.1 nNpu M3MEHEeHUM AnameTpa Tena WnM ONTUYECKOW 4acTu B
uHTepeane ot 5,0 go 7,5 mm. OueHka mogenu NOJI ¢ onTMYecKon 4acTbio ANaMeTpOM
MeHee 5 MM JOMmKHa BKMOYaTL KNMHUYECKME UCMBbITaHUA MO OLEHKEe BNMsHWA 6nvkos
Ha OCTPOTY 3pEHUsI NaLMEHTOB.

C.2.3.7 HauyanbHoe aoSaBneHue Moaenu pyouom

Mpusnakm moauduumpoeaHHeix WMOJT tunos P gomkHbl COOTBETCTBOBATH
ykasaHHbiM B C.2.1.1 Npy JONONHeHW Moaenu pybLoM Ha 3aaHe NOBEPXHOCTU Tena
non.
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MpunoxeHue D
(pekomeHagyemoe)

OneMeHTbl, BKJTl04YaeMble B NPOTOKOJ KIMMHUYECKUX ucnbitaHum UOJ,
U AONONHUTENBHOE KITMHUYECKOEe PYKOBOACTBO MO pa3paboTke nnaHa
KITMHUYECKUX UCTIbITAaHUM U aHarnu3y pe3yribTaToB

D.1 3neMmeHTbIl, BKNoYaemble B NPOTOKOS KNMUHUYECKUX ucnbitaHumn NOJ

D.1.1 O6Gwue nonoxeHus

Hactosiwee npunoxeHve ycraHaenvBaeT Haubonee BaXHble 3NIEMEHTHI,
BKMOYMaeMble B NPOTOKON KIIMHUYECKUX UCMbITaHWUK, HeODXoAMMbIE OpraHu3aTopy Ans
onpeaeneHus 6esonacHocTu u acdexrtmsHocTn UOJ.

D.1.2 KoHTponbHas rpynna

KnuHnyeckme pesynbTarbl MO MCTOPUYECKOW KOHTPOMBHOM rpynne npuBeaeHs! B
npunoxeHum A. KnuHudeckoe peinctere ucnbityembix MOJT cpaBHMBalOT ¢ AaHHBIMUA,
NPUBELEHHBIMU B MPUNOXKEHUN A UNU C AaHHLIMA OHOBPEMEHHO MPOCHEXMBAEMON
KOHTPOJIBHOW rpynrbl.

D.1.3 Yucno cy6nekToB

D.1.3.1 MNpn cpaBHeHnnM knuHuyeckoro pgencteua WMOJ ¢ mcTopuueckon
KOHTPONBbHOM TPYNMnoN  KMWMHWYECKMM UCTbITaHUSAM noaBeprarwt He MeHee 300
cyb6bekToB. [Npy CpaBHEHUN KIMMHUYECKOTO AerncTBus nenbityembix MOJT ¢ knuHnYeckum
genctenem UNOJT ogHOBpPEMEHHO WCTMbITYEMON KOHTPOSIbHOW IPYMMOA OpraHvM3aTop
JomkeH nopobpaTte Takoe uucno cybbekToB, koTopoe OyaeT JocTaTouHbIM  ANs
OMpPeneneHs W3MEHEHWA OCTPOThbl 3PEHUS W HeBnaronpusiTHbIX WCXOAOB ANs
cpaBHeHust ¢ 300 cyObekTammn NCTOPUHECKO KOHTPOSBHOW rpynmbI.

D.1.3.2 [ns komneHcaumn CybObekToB, KOTOpble MOryT ObiTb HE AOBeAeHbl A0
KOHL|@ NCTMbITaHUA, PEKOMEHAYETCH UCMONb30BATS!

- MNPV 08HOrogM4YHbIX UCTbITaHNsaX — 390 cyObekToB;

- NpuW TPexXrognyHbIx ncnbitaHnsax — 500 cy6bekToB.

OpraHusaTtop He [OMmKeH MPOBOAUTE KIMHWYECKME WCMbITaHUA Ha Gonbluem
umcne cybbekToB, 4YTOObl YMCNO CyOLEKTOB, MOABEPraeMbiX PUCKY UMMNNaHTauum
mopenen UOJ, kotopele ewe He Oblnn NpU3HaHbl Ge3onacHbIMU U 3PPEKTUBHBIMYA,
ObIN0 MUHUMATBHBIM.

D.1.3.3 Onsa obecnevyeHns GanaHca vmcna CyObEeKTOB y KaK4oro ucnbitatens
OpraHu3aTop AOMKEH NpedycMoTpeTb Hanmndme He meHee 20 cyObekToB, HO He Bonee

25 % obLero ymicna cyOLEeKTOoB.
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D.1.3.4 Ytobbl [OCTOBEPHOCTH AaHHbIX Obina MakCUManbHOW, YUCNO  He
[oBefieHHbIX A0 KOHUa CyObekToB He JOMKHO npesbiwaTte 30 % npu TPEexroguuyHbIX

venbiTasnsax n 10 % — npu 0fHOrOANYHBIX UCTIBITaHNUSIX.
D.1.4 ONuUTenbHOCTb KITMHMYECKUX UCTbITAHNIA

D.1.4.1 [ns oueHkn Ymcna HebnaronpusTHbIX MCXOA0B KITUHUYECKUE UCTIbITaHUS
MPOBOAAT B TEYEHUE:

- ofHoro roga —ansa sagHekamepHbix NOJ1 (dbopma oTyeTa B COOTBETCTBUM C
Tabnuuen D.5 npunoxenus D);

- Tpex neT — ans nepeaHekamepHbix MOJ (dbopma oTyeTa B COOTBETCTBUM C
Tabnuuen D.7 npunoxenus D).

OT10 nmpumeHMMO B crniyqae mogudmkaummn nosepxHoct UMOJT ¢ HaHeceHnem
MOKPLITUA UM XUMUYECKOM oBOpaboTKoM NS yBenuueHust  Ouonornveckomn
comectumocTn NOJT.

D.1.42 [Ins cBefeHWs PUCKa, CBA3AHHOTO C KIVHUYECKUMW UCMbITAHUAMN
HoBbIx Mogenei MOJT, K MUHUMYMY UCMbITaHUSI MPOBOANAT B ABa aTana:

1 — wmnnaHTaumus mogenun NOJT He 6onee yem 100 cyGvektam. Mocne Toro
kKak no 50 cybvektam OyneT nonyveH oT4yeT no ¢hopmMe oTyeTa B COOTBETCTBMM C
Tabnvuen D.4 npunoxenus D, pesynbTatbl AOMKHbI OblTb KIMMHWYECKU OLIEHEHbI
opraHusaTopom u ucneitatenem. B cnyyae, ecnn mogens MO y aaHHbIx 50 cybbekTos
OyneT npusHaHa npPUYEeMNEMON, OpraHMsaTop MOXET HayaTb Creaylowun  aTan
VCMbITaHUNA.

2 — wumMnnaHTauma mogeny MOJ poctaTtouyHoMy ANt OKOHYaHWS WCTbITaHWI

ymncny cybbekToB.
D.1.5 OTueTHble nepuoabl

D.1.5.1 PesynbTatbl KIMMHAYECKMX UCTILITAHUA, MPOBOAMMBbIX B TEYEHME OLHOro
roga, NpPeacTaBnsoT B BUAE CNEAYHOLLMX OTYETOB!

- 0 — npeponepaunoOHHbIN/ONEPaLMOHHBLIN  OT4eT (popma oOTyeTa B
cooTtBeTcTBMM ¢ Tabnunuamn D.1 n/vnn D.3 npunoxerus D);

- 1 — nocneonepauuoHHbIi OTYET 4Yepe3 1 wmnm 2 AHS nocne onepaumu
(dbopma oT4eTa B cootBeTCTBUM € Tabnmuamu D.2 n/vnu D.4 npunoxerus D);

- 2 — nocneonepauuoHHbIi OTYeT ¢ 7-ro no 14- geHb nocne onepaumu
(dbopma otueta B cootBeTcTBUM C Tabnuuamm D.2 n/vnn D.4 npunoxerus D);

- 3 — nocneonepaumoHHbIi ot4eT ¢ 30-ro no 60-1 feHb nocne onepaumn

(dopma oTueTa B cooTBeTCTBUM C Tabnmuamu D.2 n/unu D.4 npunoxerus D);

29



rOCT 31580.7—2012

- 4 — nocneonepaumoHHbIn oT4yeT co 120-ro no 180-1 geHb nocrne onepaumu
(dbopma oTueTa B cooTBeTCcTBUM € Tabnuuamu D.2 niwnn D.4 npunoxenns D);

- 5 — nocneonepaunoHHbin otyeT ¢ 330-ro no 420-i aeHb Nocre onepaumu
(chopma oTyeTa B cooTBeTcTBUM € Tabnuuamu D.2 niwnn D.4 npunoxenns D).

D.1.5.2 PesynbTaTbl TPEeXroguyHbIX KIIMHUYECKUX UCMbITAHUA NPeACcTaBnsaloT B
Buae otyeToB no D.1.5.1, a Takke cneayroLmx:

- 6 — nocneonepauuoHHbin otyeT ¢ 630-ro no 780-1 AeHb nocne onepaunn
(dopma oTtueTa B coorBeTCTBUM € Tabnmnuamn D.2 nvnn D.4 npunoxeHus D);

- 7 — nocneonepaumoHHbIn otyeT ¢ 990-ro no 1140-1 geHb nocrne onepaumu
(dopma oTueTa B cootBeTcTBUM € Tabnuuamu D.2 niwnn D.4 npunoxenns D).

Ins c6opa nHdpopmaLmm 0 BO3MOXKHbIX HEOnaronpusTHeIX ncxogax Heobxoaumo
NPOBOAUTL KITMHUYECKYHO OLEHKY AaHHbIX MO STUM OTHYETHBIM NEepUoaam.

D.1.5.3 HesannaHupoBaHHble noceweHns cyObekToB WM npoueaypbl  Ans
yCTpaHeHns HebnaronpuUsaTHBLIX UCXOL0B, NPOBOAMMbIE BHE OTYETHbIX NEPUOAOB, TakkKe
LOMKHbI ObITb 3aHEeCEeHb! B OTYET KIMMHUYECKUX UCMbITaHUNA.

D.1.5.4 3a kaxgblh OTYETHLIA NEPUOA TPEXrOAWYHBIX WM OAHOrOAWYHbLIX

KNMMHWUYECKMX UCTBITAHUA LOMKHO ObITb NONy4YeHo He meHee 300 oTYeToB.

D.2 OdononHutenbHoOe KIMHUYECKOEe PYKOBOACTBO NO pa3paboTke nnaHa

KIMHNYECKMX UCTLITAHNI N aHanu3y pesynbLTaToB

D.2.1 O6wwue nonoxeHus

[JononH1TeneHoe KIMHMYECKOE PYKOBOACTBO MO paspaboTke nnaHa KNMHNYECKNX
NCMbITaHWIA N aHanuay pesynbTartos npueeaeHo B D.2.2 — D.2.4,

D.2.2 CraHaapTM3auusi KNIMHMYECKUX OLIEHOK

D.2.2.1 Oprannsatop pomkeH  obecnedntb  COOTBETCTBME  KPUTEpUEB
KMMHMYECKOW OLIEHKM, MOMYyYEHHbIX MCMbITAaTeENaMU ANS HEONaronpusTHbIX UCXOAO0B U
KOHTPOMSA MapamMeTpoB, OTHOCALLMXCA K OCTPOTE 3pEeHus (HanpuMmep, KOHCTPYKLM
Tabnuupsl ONTOTUMNOB, YPOBHSA OCBELLEHHOCTW, OTpaXaTenbHOW CnocoBHOCTM Tabnuupl,
paccTosHUs A0 Tabnuubl, obLen MeTogonornm), YTobbl JaHHbIE NCCNELOBaHMN MOrMN
ObITb CKOMOUMHNPOBaHI.

D.2.2.2 Ecnu opraHu3aTop BbIABNAET HEOOXOANMOCTb MPVBEAEHUS ONTOTMMNOB,
UCMOMB30BaHHLIX MPWU  MPOBELEHUN  KIIMHWYECKMX WCMbITaHWW, K CTaH4apTHbIM
onToTUMNAM, TO UCMOMBL3YHOT METOAMKY [3].

D.2.3 PykoBoAacTBO NO aHanNu3y AaHHbIX

D.2.3.1 [Ans BbIABNEHMA HanMuMs UNM OTCYTCTBUS MpoBneM B KOHCTPYKLMU

30



rOCT 31580.7-2012

MNOJ1, He ycTaHOBREHHbIX NpK 0bLLeM aHanuse HebnaronpPUSTHLIX UCXOAOB U OCTPOTHI

3peHusa (panee — O3J), opraHM3aTop AOIMKEH MPOBECTU KMUHUYECKYIO OLIEHKY AaHHbIX

no cneayrwnM nokasartendam:

O3 no Bospacry;

nyJwme pesynbtarel 03;

03 npuv HeGnaronpuATHLIX UCXoaax,;

03 no npegonepalUMoHHON OKYNSPHOW NaTonoruuy;

aHanu3 npuunH HepocTwkeHns O3 0,5 (6/12; 20/40) oTH. ea. NO KaxaoMy

naumveHTy;

COOTHOLLIEHUS HAapacTatoLLUxX HEBNaronpPUSTHLIX UCXOZLOB N0 BO3PacTy;
COOTHOLLIEHUS MOBTOPSIIOLLMXCS HEBNAronpuUsITHLIX UCXOA40B MO BO3PACTY;
COOTHOLLIEHUS APYrUX HEONAronpUSATHLIX UCXOAOB,

03 y ucnbitatenei;

Heﬁ]‘laFOI'lpVIHTHbIe ncxoabl No UcnbiTaTtenam.

Takasi KnuHU4eckas OLUeHKa JAaHHbIX MOMOXEeT opraHmn3aTtopy onpeaenntb,

3aBUCUT N HebnaronpuATHbLIN ncxop ot ucnbityemo NOJT nnu oH BbI3BaH JpyrvMu

dakTopamu.

D.2.3.2 Opranns3atop AOMKEH NOMHUTE O TOM, YTO KIIMHUYECKOE BO3AENCTBUE

ANS UCTOPUYECKUX KOHTPOMBHBIX TPYMM pPacCMOTPEHO TONMbKO ANA HEONaronpuUSaTHLIX

MCXOLOB, MPVBEAEHHbIX B npunoxeHun A. OpraHMsatop AO/mKeH WCnornb3oBaTh

KMUHNYECKNE OLEHKM COBCTBEHHLIX WCCMEAOBaHWN, AaHHble U3 nybnukauwn wmvnm

AaHHble N3 NpoBeAeHHbIX paHee KNUHU4YeCKUX WCNbITAHUA, €CNA OHU CyLLeCTBYHOT, B

crnyyae Hannuns apyrx HeGnaronpPUSTHLIX UCXOAOB.

D.2.4 KnuHuyeckue oT4eTHbIE (hOPMbI

Mpumepbl 0TYETHBIX POpM NpuBeaeHbl B Tabnuuyax D.1 — D.5:
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Tabnwuya D.1— dopma npegonepalMoHHOIO oTHETA MO OueHKe 3agHekamepHbix NOT

WcnbiTaTtens

thamMunua, UM, 0TUECTBO

MauveHT NHuumanel naumeHTa

Kon

Hara poxgeHus

AeHb, Mecal, rog

KnuHuyeckoe ucnbeltaHue

Koa
Mon: Myxckoi [] Paca: esponeowns [
KEHCKMI [] Herpoug, 1
MoOHronoug, [
Apyras O

cMellaHHas []

lMNpeponepauMOHHbIA OTYET

AeHb, Mecal, roa

OnepupyeMbii  310pOBbIN KaTapakTa:
maz3 mas3s JTnonorus:
Nyqwasn ckeppurupoBaHHan cTapyeckan O
OCTpoTa3peHus, anTp: Apyras O
ykasaTtb Bug,
OTMeTUTL HyXHOoE:
4Yucno NanbuUes 0 |
OBUXEHNE PYKK O 0 MaTonorua: la Her He onpene-
peakumsa Ha cBeT O | naeTes
HeT peakuWW Ha CBeT O O ncespoakcdronuaumn O 0O
rmaykoma O O
BHyTpmrna3ng AaBneHne, MM pT. CT: paHee onepupoBaHHas rnaykoma [ [J
onepupyemMbli rnas 30pOBbIA rnas
Nroxoe Cy>keHue 3padka O O
WMcnonbayeTcs oMbliBatowuid pacteop: fla [ Het [ nepeHeceHHbIe YBETUTbI O 0
Ecnu ucnoneayetca nepeHeceHHana oTcnowka cetTyatku] [
ykasark HaUMeHoBaHue avnabeTnyeckas peTMHONATHS O 0O
BHYTpWOKynapHble MeOuKaMeHTbI: MaKylisipHas Acrehepauns o 0O
Ha Het amBnuonus 0 0O 0O
AHTUONOTHK O O apyrast
HaUMEHOBAHWE BHTMEBMOTUKA yKa3aTt B, NaTonorm
KOopTuKocTepong [ O
HanMeHoBaHWe KOPTUKDCTEpouaa
Apyroif BuomeTpus:
YKa3aThb BUZ BHYTPUOKYMSAIPHOTO MEfUKaMeHTa Ki,anmmp___ [AnWHAa OCH, MM
Paspes: K2,ammp__
pasmep paspesa, MM npegnonoraeMan nocneonepauuoHHan
pacrnonoxeHve pedpakumsi, 4Tp
POTOBUYHLIN, MMMBANBHLINA, CKNEPaNbHLIA
CocTofiHMe pOrcBMLbI: Pacnucka 06 osHakoMneHun nonyyeHa: fla O
Oa Het
HopMaribHoe O O neHb, Mecall, roa,
aHpcTenuansHas gucTpoduns O O
Apyras
YKa3aTk BUA NaTtonory
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Tatnuuya D.2— dopma onepayoHHOrC oTyeTa No oueHKe 3agHekamepHbix KON

McnbiTatens

hamunus, UMa, oTYeCTBO

MauueHT WMHuumansel nauyeHTa

KoQ

[aTa poxageHns

JeHb, Mmecsal, rog

KnuHuyeckce ucnbiTaHne

KGA

Mon: myxckon [] Paca: eeponeoup [

XeHCKWA [ Herpoua O
MoOHrenowg [
Apyras ]

cMelaHHaa ]

OnepaunoHHLIR OTYeT

NeHe, Mecall, rog,

LaTa onepauuu

feHb, Mecall, rof,

[pumeHeH BUCKO2NacTnK Oa ] Het HApyrue xupyprudeckue npolefypbl:
Ecnu npumMmeHeH, ykasaTtb BUg, . Ha Het
nepudepuitHan O O
NHTpaokynspHble MegukameHTbI: MPWUAOTOMWS/MPUAOIKTOMMSA O O
Na Het cthMHKTEpPOTOMUSA 0O 0O
agpeHaniH O O Apyras
aueTUNXonuH M | yKasaTh BUA NpoLeayphb!
kapBaxon 0 0
. [poGnemMsbl npy onepauuu:
yKasaTe BUO MefUKaMeHTa
KpoBOTeYeHWe B NepefHeM oTaene O O
Bua akcTpakuuu xpycTtanuka: NoBpeXaeHue pagyKi O O
NaHoBAaA IKCTpAKANCYNAPHAN SKCTpaKLMA OGTATOUHAS HEMpO3pPaYHOCTL
KaTapakTel O 3agHei Kkancynb 0 0
thakoamybCUpMKaLms O Pa3pbIB 3a0Hei Kancynbl 0 0
Apyras
repp—— nepegHAs BUTPIKTOMUSA
Kaz3aTk BUZ Npobnembl
Bug kancynotomuu: ¥ A P
HernpepbIBHbIA Kancyna pekcuc O
no TWUMy «KOHCEPBHOW BaHku» O
Apyras O
YKaiaTtk BU
PacnonoxeHve neTens: [MpuynHa, no kotopol MO He Bbina uMnnaHTupoBaHa:
B CYyMKe O
4YacTUYHO B CYyMKe . .
4 O MecTo AnA HakNenkn 3TUKETKW UMNnaHTuposaHHon NOJT
B CYXeHWn OJ
He onpegeneHo O

BpeMﬂ C MOMEHTa Havana 00 3aBeplleHns onepauum
MWH

NOANKCH UCMBITATENS [eHb, Mecal, rog
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Taénwuuya D.3 — dopma nocnecnepalMoHHOrO oTYETa NO OLEHKe 3aaHeKkamMepHbix MO

WcneiTaTtens

hamMUnus, UMA, 0THECTBO

KnnHu4eckee ucnoitaHne

Koq

MauneHT WMHuuwanel nauveHTa Mon: mMyxckoi ] Paca: esponeovp [
Kod WEeHCKUA O Herpoug O
MOHronoug, [
Apyras 1
cMewaHHasa []
[aTa poxpgeHus
AeHb, Mecsl, roa
MocneonepalWOHHBIA OTYET
AeHb, Mecal, rog
Mnaa: npasbli ] nesbId [ [pyras naTonoris Uv ocrnoXxHeHue:
Hanuuwe OTecyTCT-
BUue
MayueHT He pocTyneH ana obcnefosaHus B BbiNageHWe CTEKNOBMOHOTO Tena
Ha3HavYeHHCe BpemMs, HO NPpoAcmKaeT y4acTBOBaTh B NepepHIo Kamepy O d
B UCMbITaHUM O yLEMNIeHWe CTEKOBUHOTO Tena
MaumveHT NpekpallaeT y4acTBoBaTh B paHe O O
B MCMbITAHUM NOBbILUEHME BHYTPHUINA3HOro
ykasaTb NputiHy AaBneHus, Tpebyloliee neveHus O O
6nokMpoBaH 3payokK O d
nepegHWe CUHexXnn O O
3agH1e CMHexXmu O d
BocnanuTensHele oTnoxeHua Ha WO [ O
Pecppakuus: tuBpUH B apayke m O
cdhepa
CTaTKM
LMIHHGD KOPTHKanbHbIE O O O
ocb OCTATKU AApa O O
deueHTpuposka onTukn MON O O
MM
KepaToMeTpus: ykasaTe pasmep
ﬁ; gmg oTcnolika ceT4yaTku O O
’ auabeTnyeckan peTuHoNaTHs O O
3 y LUCTONOHBIA OTEK MaKynbl O O
Onepupyembil  3A0pOBLINA
rnaz rnaa B CIyyae Hanm4msa — MeTof AMarHOCTUKM:
KNUHUYECKUIA
Jlyqwasn ckoppurmpoBaHHas
OCTPOTa 3peHus, [Tp: ghnopecueHTHas aHrmorpadgmsa
CTMeTUTb HyXHoe: (HyXHO® NOAHepKHYTE)
YMCNOo Nanbues O O MaKkynspHas gereHepauus | 0
ABMNEHNE PYKH O O aTpothus papyxKu | ]
peakuvs Ha cBeT O O opyras
HET peakunn Ha CBEeT O O YKa3aTh BUA, NATONOMUMU
BHyTpurnasHoe paeneHue, MM pT. CT. 3aTpoHyTa N1 NepepHAA Kamepa:
ha Het
€CNK1 He3aTpoHYyTAa:
bunbpoz 2agHern Kamepbl O O
Wapsl SnblHKra I O
©CNnK 3aTpoHyTa:
OTKpbIBANAch N1 kancyna
C npepgbigyweroc BusnTa [ O
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Oxonvarue mabnuuel D.3

MocneonepalyoHHbIl OT4YeT

AeHb, Mecsil, rog

Wcnonbayemble Ha MOMEHT OcHOBHasA NpuyMHA, NO KOTOPOW OCTPOTA 3PEHUA MeHee
BU3NTaA MegUKaMEHTbI: BpemenHo Cuctema- | 0,5:
TU4yeckn
Ha Her fa Her

KOPTUKOCTeponabl O 0O O 0

aHTUBMOTHKM O O 0O O

HecTepougHble

npoTuBoBOCNANUTENbHbLIE

cpeacTea O O o o

rnaykoMHble npenapatbl OO O O

Apyrve

yKazaTb HauMeHOBaHUA

PasppaxeHue: Bbinu N1 NOBTOPHbIE XMpYpruyeckue

et O BMeLLATENbCTBA HA ONepUPOBaHHOM rNasy

€ NpOLUNIOro BU3UTA: Jad Hetrd

nerxoe O

ymepeHHoe | Ecnun 6binu, ykasaTb Kakue

TAKENnoe O
[pyras natonorusa unu WUcnbiTeiBan N nayueHT HebnaronpusiTHoe
OCNOXHEHMe: Harmume Otcytcteue | BO3HENCTBME:

bUNbTPALMS N3 paHsi 0 O ﬂi-ja Hl:e]'r

NnocKan NnepegHaAn kaMepa O O

Ecnu ucnbITbiBan, 3anonHuTL hopMy oT4eTa o Hebnaron-
rmdpema, MM O O PUSITHOM BO3f1ECTBUN.

yKkazaTk pasMep .
Ecnu Bo3pencTBUe GepbesHoe, 3anonHuTb hopMy oTyeTa
O HebnaronpuATHOM BO3LENCTBUA W CBA3ATLCH C OPraHu-
3aTOpPOM B T€4YeHWe ogHOro paﬁo‘-lero OHA

Ta6nwua D.4—dopma npegonepaloHHOro 0THETa NO OLEHKe NepepHekamepHeix NON

WcnbiTatens KnuHu4eckoe ucnbitaHue
cba MWIMKUA, UMA, OTY8CTBO Koa
MauneHT MHWuManel nauneHTa Mon: wMywckon [ Paca: esponeoup [
Kon XeHckud [ Herpowpg, OJ
MoOHrornoug, [
Apyras O

cMelwaHHasn [
Hata poxgeHus

AeHb, Macsl, rog

MpegonepaunoHHbIA oTHeT

AeHb, Mecsl, roa

Onepwpyembii  3poposbii || KaTapakra:

rmas rmas STUONOrA:

Nyuwas ckoppuruposaHHan cTapueckas O
oCTpOTa 3peHus, AnTp:

OTMeTUTBL HYXHOE: Apyras __________ 0

4yUCNo nanbues O O ykasarb BuA
ABUXKEHNE PyKU O 1 MaTtonorus: la Her Heonpe-
peakuus Ha ceeT O O Aenseten
HeT peakuuu Ha cBeT O O ncesaoakchonMaumm

. rmaykomMa
WcnonbayeTca omblBalowmii pacteop:  fa[] Het[
paHee onepupoBaHHas rmaykoma

Ecnu ncnonbayeTca, ykasaTb HaumMeHoBaHue nnoxoe Cy#eHwe 3pavka

aogooaag
[
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Oxkorvarue mabnuus D.4

MpeponepauUMoHHbIA OTHET

AeHb, Mecal, roa

BHYTPHOKYNAPHbIE MEQUKaMEHTbI:

nepeHeCeHHbIe YBETUTEI

O O
fa Het nepeHeceHHas OTCNoWKa ceTyaTkn [ O
aHTMBMOTHK O O
guabeTnyeckan peTvHoNaTnA O O
HauMeHoBaHre aHTUBUoTMKA
KepTukocTepoug, [ n MaKkynspHas gereHepaums O O
HauMEHOBAHWE KOPTUKOCTEpOUAa aMénueonua | m O
Apyrou opyras
YKa3aTk BUA BHYTPUOKYNAPHOMO MeuKaMeHTa
yKasatb BU natononiuv
CocTosiHMe poroBuULbI: Pacnucka 06 o3HakomneHuu nonyyena: fa
Oa Het
HopmarikHoe O 0O 6Hb, MBCSLl, 1Of
aHfoTenuMansHas gucTpodms O 0O
Apyras
yKasatk BUA NnaTonorniu
Taénwuua D.5— dopma onepauoOHHOrC OT4YETA MO OLeHKe nepenHekamepHbix NOJ
MenbitaTens KnnHuyeckoe ucnbiTaHue
damunus, Uma, oTUECTBO Kod
[NauneHT WMHuumane nauneHTa lMon: Myxckon ] Paca: eeponecug [
KOA MEHCKMIA [] Herpoug O
MoHronoung, [
Apyras O
cMelaHHan [
Hata poxpeHua
AeHb, Mecal, rog
OnepauyWoHHbIA oTYeT Hata onepauuu
OeHb, Mecsl, rof, [eHb, Mecal, rof,
[MpuMeHeH BUCKOANACTUK Oa O Het O Hpyrue xupypruyeckne npouenypol:
Ecnv npMMeHeH, ykasaTk BUE, Oa Het
" nepudpepuiiHasa upugetomua/mpugoaktomma [ [J
HTpPAOKyNAPHLIE MeLNKaMeHThI:
fa Her CthUHKTEPOTOMMUSA O 0O
apyras O O
afpenanvx O O ykazaTb BUA, Npoueaypbl
aueTWIXONUH O O
kapBaxon = O MpoBnembl Npu onepayum:
. Oa Het
Apyron
yKazaTk BUj MeMKaMeHTa KPOBOTEHEHWE B NEpeLHEM OTAENE O O
NOBPEXAEHUEe pagyxKu O 0O
OCTaTOYHas Henpo3payHOCTL 3aaHeN
Kancynbl O 0O
pa3pbiB 3a34Hel Kancynbl O 0O
nepefHAA BUTPIKTOMUA
yka3aTk BUA npobnemsi
Bup, akcTpakuun xpyctanuka: Mpu4uHa, no kotopoi MOJ1 He Beina uMnnaHTupoBaHa:
NJaHoBasA IKCTPaKancynapHaa 3KCTpakuus
KatapakTbl O
thakoaMynbCUMKaLMA O MecTo ons Haknenkn aTUKeTKW nMnnaHtTuposaHHown NOJ
npyras

yKasaTe BUA

36




rOCT 31580.7-2012

Oxonvarue mabnuusl D.5

OnepayumWoHHbIN OTYeT HaTa onepauuu
AeHb, MecAl, rog AeHb, MecALl, rof,

Bupa kancynotomuu: Bpems ¢ MoMeHTa Hauyana ge 3aBeplueHns onepaLuu
HenpepbIBHbIi Kancyna pekcuc MWH

no TUNY «KOHCEPBHON BaHKW»
Apyras

agoag

yKasaTth BU/]

PacnonoxeHue netens:
B CyMKe
YaCTUYHO B CYMKe
B CYXEHUM
He onpegeneHo

MOANMCE UCNbITaTeNA AeHb, Mecal, roa,

ogooo

Tabnuuya D.6— ®opma nocneonepauUoOHHOro OTHETA NO OUEHKe nepegHekamepHblx MOJ

WcnbiTartens KnuHuyeckoe ucnbitaHue
hamunus, UMs, 0THECTRO Kon
MauneHT WMHuumanel naymeHTa Mon: wMyxckow ] Paca: eeponeoug []
KoA MeHckni [ Herpong [
MoHronoug, [
Apyran O

CMellaHHan [
[ara poxaeHusn

AeHb, MecAl, roa

MocnecnepaunoHHbIiA OTYeT
AeHb, Mecsl, roa
Mnas: npaebii ] neBblid ] [pyras naTonorus UnNu OcNoXHeHue:
Hanuwume OtcyTeT-
MauneHT He gocTyneH anga obcnegoBaHWs B HasHauYeHHoe BUe
BpeMs, HO NPoOCHKAeT Y4acTBOBATL B MCNLITAHUU O
BbINafeHWe CTEeKNoBUOHOro Tena
MauneHT NpekpawaeT y4acTBoBaTh B NepefHIow KaMepy O O
B UCMbITAHUK
YKa3aTs NpAunHy yLiemMneHne cTeKnosmngHoro Tena
B paHe O [l
Peg)d;;:m;m. NOBbILIEHWE BHYTPWUIIA3HOMo
P hasneHunA, Tpebylolee nevyeHun O O
LunuHap
OGb OnoKMpoBaH 3pavokK OJ O
KepaTomeTpus: nepepHue CUHeXUu O O
Kt,goop 3afHVE CUHEXUU O O
K2, antp
BOCManuTenbHele oTnoxeHna Ha MO [ O
OnepupyeMelli  340pOBbINA
s nas bnbpuH B 3pavke O O
Nyuywaa ckoppurupeBaHHas KOPTUKarbHbIE OCTATKMU O O
OCTPOTa 3peHusd, anTp
ocTaTKn Agpa O O
OTMeTUTL Hy:KHoe:
eueHTpupoBka ontukn HMOI
Yyucro nansues O O ASUeHTPAP O N
ABUXEHUE pYKK O O MM
Ka3aTh pa3mMe
peakuuMs Ha ceeT O O y P P
HeT peakuuu Ha ceeT 0 0 OTCnoika ceTyaTku 0 0
puabeTnyeckas peTMHONATUA 0O O
LUMCTCUOHBIA OTEK MaKynbl OJ O
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Okoryarue mabnuubi D.6

MocneonepauuoHHbIA OT4eT

AeHb, MecAl, ron

B CMyYae Hanu4us, MeToq AMarHoCTUKK:

KMMHUYECKUIA
chnoopecueHTHan aHrvorpadms

(HyKHOE NOAYEePKHYTH)

MaKynapHas gereHepaums 0 O

aTpopuns pagyHKu 0 0

apyras O O

BHyTpUrnasHoe gaeneHue, MM pT. CT. B3aTpoHyTa N1 NnepegHanA Kamepa:
Oa Het

Ecnu He 3aTpoHyTa:

tmbpos 3aaHel kamepsbl O O

Wwapbl JnblWHUra O |
Ecnwv saTpoHyTa:

OTKpbIBANAaChL MK Kancyna ¢

npegployLWero BU3UTa O O

McnonbayeMble HA MOMEHT

OCHOBHaA NpU4MHa, NO KOTOPOIA OCTPOTA 3peHUs MeHee

yKa3aTb pasmep

BU3UTA MEOWKAMEHTHI: BpemeHHo Cuctema- 0,5:
TUHECKK
Ha Her Ha Het
KOpTUKOCTEpOUAbI O OO O
AHTUBMOT KM O OO g
HecTepouaHble
NpoTUBOBOCMNANNTENbHbIE
cpeacTea O 0O 0o ad
rnaykoMHele npenapartsl O O O O
Apyrue
ykasaTb HaUMeHOBaHUA
PaszppaxeHue: Bblny N NOBTOPHbIE XUPYpPruyeckue
HoT 0 BMellaTenbLCcTsa Ha onepupoBaHHOM
rnasy c NpoLsioro BU3MTa La Het
nerkoe O
yMepeHHoe O 0 O
Ecnu Bbinu, ykasaTb Kakue
TAXenoe O
Opyras natonorua unn ocnowHeHwe WcneiTeiBan Ny naumeHT HeGnaronpusTHoS
Hanuuve OTcyTeTeUe BO3[enCTBUE:
pMNbTPaLMS U3 paHbl 0 | Aa Het
nnockan nepenHAA kamepa O O O O
ruchema, MM m 0 Ecnw ncnbiTeiBan, 3anonHuTe chopMy oT4yeTa o Hebnaron-

PUATHOM BO3OEUCTBUM.

Ecnu Bo3gercTBUE CepbesHoe, 3anonHUTL (hopMy oTYeTa
© HeBrnaronpMATHOM BO3AEMCTBUM U CBA3IATLCA C OpraHu-
3aToOpoM B Te4eHue ogHoro paboyero gHA
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Tatnuua D.7— dopma oTtyeTa o HebnaronpusaTHOM Boagencteun AON

WcnbiTatens

dhamMunus, UMA, OTYSCTBO

MayueHt WMHuumnansl naypeHTa

Koa

Harta poxgeHws

OeHb, Mecsl, rog,

KnuHuyeckoe ucnbiraHne

koA
Mon: wmyxckon [] Paca: espcneoug []
XeHckun [ Herpoug, 0
MoHronoug, [
Apyraa O

cmellaHHan [

AHen.

McnblTaTens o6a3aH coo®waTh 0 NI0GbIX HEONAaroNPUATHLIX BO3ASHCTBUSX, CBA3AHHLIX NGO He CBA3AHHbLIX C UCNbITYE-
Mol MOJ. O nobbix cepbe3HblX WK HEOKUOAHHbIX peakuMsax HeobXoauMo B TedeHue ogHoro paboyero gHs gonoe-
XWTb opraHuaaTtopy no TenedroHy uunu dpakcy. B cnyyae cepbesHoro HebnaronpuAaTHoro Bo3aeicTeua popma otyeTa o
HeGJ‘IaFOI‘IpVIHTHOM nexepe OormkKHa ObITE 3anofHeHa, noanucaHa U nepegaHa opraHn3aTopy B TedeHune nAaTu paGoqu

1 OnepupoBaHHbii ras:  npasbid (OD) [

neebit (OS) [
2 fata nmnnaHTtaumm

AeHb, Mecsll, ro/f],
3 Kog mogenu nuHabl
4 CepWAHbIA HOMEP NMH3bI
5 OnTnyeckaa cuna NMH3LI, 4NTp
He6naronpnuaTHoe Bo3aeWcTBUE:
6 [ara obHapyxeHus

AeHb, MecAl, g
7 lNpopomkuTensHOCTL (4, AHKU, AP-)
8 TsKecTb HeBGnaronpMATHOrO BO3QEACTBUA:

nerkoe O
yMepeHHoe 1
THXKenoe [l

11 Jleyenne HebnaronpusTHOro BO3ASWCTBUS:

12 WUcxop:
NonHoe BOCCTaHOBNeHue
4YacTUMHOE BOCCTAHOBNEHWE
BO3AENCTBNE NPOAOIIKAETCA HA MOMEHT OT4YeTa
cmepTh

oooo

MporHos B cnyvae NpoAoImKeHUs BO3AEHCTBUA:

Pesaiome (nevaTHbiMu BykBamu):

9 OnucaHWe TedeHUs HebrnaronpuATHOrO BO3QEWCTBMA
(nevaTHeIMW ByKBaMu):

13 CuuTaeT nNu 3anoNHAIWMKIA OTYET, YTo addpeKT cBA3aH
G NNH30M:
fAa HeT
O O

Peaiome (nevatHbiMn BykBamm):

14 FBnsieTcA Nn BO3geACTBUE Cepbe3HbIM/YTPOXAIoLMM
3peHuIo;

Oa Het

O O

Ecnu siBrsieTcs, 3anonHuTe (popMy OTYETA U CBA3ATHCA C
OpPraHU3aTopoM B TeYeHUe ofiHOro paboyero AHA

10 OuarHos HeGnaronpuATHOrO BO3LEWCTBUS (NeMaTHbl-
My BykBamm):

noanuck UcnelTaTensa AEHL, MecAal, roa,

TenedooH

KOA4 HOMEPD AONOMHUTENBHBIA
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MpunoxeHune E
(pekomeHayemoe)

OKoHuaTernbHbIA OTYET O KIUHNYECKNX ncnbiTaHusax NON

E.1 OO6wwne nonoxeHus

B HacTosweM npunoxeHUn npueBedeHbl pekoMeHJauun Mo  COCTaBEHUIO
OTYETOB O KIMHUYECKMX mcnbiTaHmsx NOJ.

E.2 TwuTynbHbIA nuct

TUTYNBHBIN NUCT JOIMKEH CoAepXKaTb CnefyoLLyro NHPOopMaLuo:

- HauMeHOBaHWe KIMUHUYECKOTO UCTbITAHUS

- naentndukaumo NOJ, BkIOHas HauMMeHoBaHWe, MOLENb U APpYrMe AaHHble,
HeobxoaunMble ANS NONHOW MaeHTUMKaumK;

- hamMunmio, UMs, OTYECTBO W/MNM HAMMEHOBaHNE OpraHn3aTopa;

- naeHTMOUKaUMIO NMnaHa KIMHUYECKMxX ncnbitaHni (ganee — MNKN);

- OTMETKY O TOM, YTO KIUHUYECKNE UCTbITAHNA MPOBOAUINCE B COOTBETCTBUM C
gencTeyowmmm ctaHaaptamu Ha NOJT;

- Aary;

- hamMunnio, UMS, OTYECTBO UCTIOMHUTENS.

E.3 Pe3some

MpuBoaAT  KpaTKytd aHHOTaUMIO, COAEepXallyto  Crnejywoolmne  pasgensl:
HaVMEHOBaHWE, BBEAEHWE, LUEenM KIMHUYECKMX WCMbITaHWUN, CyObekTbl, MeToAbl
UCMbITAHWN, pe3ynbTaTbl, 3aKMoYeHne.

JomxkHbl BbITe ykasaHbl KIHOYEBbIE AaHHbIE, BKMOYas AaTy Hadyana (nepsbin
CcybbekT) W paTty OkOHYaHusa (nocnegHun cybbekT) uchbiTaHuA  wunn - party
NpPeXaeBpeMeHHOro 3aBepLUeHMS.

E.4 CopepxaHue otueta

E.5 BBeneHue

MpuBOAAT KpaTkoe oOnucaHWe uccrnefoBaHuss no paspabotke WOJ, uenn u
3ajayv, NnaHnpyemMble 3aBepLLUUTL B MPOLLECCE UCCNEA0BaHUS.

E.6 lpumeHsemble MaTepuasribl U MeTOAbI UCTLITAHUN

E.6.1 OnucaHue uspgenusa

Mpueopatr onucanve WOJ1 n ykaseiBaOT ee HasHadyeHve, a Takke nobble
nameHeHns KOHCTpykummn MOJ1, BHECEHHbIE BO BPEMS UCTLITAHUN.

E.6.2 Pestome MNMKU

MpepcraenstoT pestome MKU. Jrobble nameHenns B MK B npouecce nenbiranmn
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OOMKHbI ObITb YKa3aHbl. Pestome fOMmMKHO BKNOYaTL cnepyrwme nonoxXeHna:

a) uenb KNnMHUn4ecKnx I/ICﬂbITaHVIIZ;

)]

CTPYKTYPY UCMbITAHWIA:

N =

KOHEe4YHbl€ TOYKU I/ICI'II:IT&HI/IIZ;

Y

)
)
) TWN UCnbITaHUA,
)
)

dTUYECKMEe cornatlueHns,

-

) KOHTPOJIb TOYHOCTU A aHHbIX;

) rpynny cyObeKkToB 4SSt UCMbITaHWN:

-

KPUTEPUIA BKITOYEHNS/UCKITFONEHNS,

N

)
) 4Mcno cybbekToB;

D

) neyeHwue;

%

) NepeMeHHble UCMbITAHNS;

=

) COMyTCTBYIOLLME NEKapPCTBa/NeYeHNs;
K) ANVUTENBHOCTb COMPOBOXAEHMS;

n) CTaTUCTUYECKNIA aHanms:

1) uccnegyemyto rmnoTesy: KpUTepUA NpoLuen/ He nNpoLlen,
2) pac4yeT umcna cyObekToB,

3)

E.7 Pesynbtatbl

MEeTOAbl CTaTUCTUYECKOro aHanmaa.

OTOT pasgen Ao/keH copepkaTtb WMH(OPMauuio C OnMMCaHWeM aHanusa U
pe3ynbTaToB UCTbITaHUIA.

Paspgen pormkeH Bknovats:

a) fjaTty Ha4yana ucnbITaHwm;

©) paTy 3aBepLueHWst / NPUOCTAHOBKN UCTbITAHUIA;

B) COCTOSIHME CyObEKTOB / n3genun;

-
~—

nemorpaduyeckme faHHble CyObekToB;

a) cootsetcteue KU,

€) aHanus, BKIoYatoLLMiA:

1) otueT 0 Be3onacHOCTX, PE3OMMPYIOLLMA BCE HEONaronpusSTHbIE NUCXOAbI U
HebnaronpusiTHble BO3LeNCTBUS (cBsi3aHHble ¢ UOJ1 nnn HeT) 3a BpeMsa MCMbITaHWN,
BKMKOYAsA yKasaHue CrOXHOCTM, HEOBXOAMMOro NeyeHus:, pesynbTaTtoB U 3akmoyeHne
NCMbITaTENs O TOM, CBA3AHO NN NEYEHNe C NPOBEAEHHBIMU UCTIbITAHNAMM,

2) aHanus skcnnyataumoHHsix xapakrepuctuk MOJT B cootBeTcTBIM C MKW,

3) nobon HeobxoouMbIA aHanM3 No rpynnaMm (Hanpumep, no nony, pace,

KynbType nT. n.),
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4) onucaHve BO3[EWCTBUS OTCYTCTBYIOLUMX AaHHBLIX Ha aHanua (Hanpymep no
cyGbekTaM, OTKa3aBLLUUMCS OT UCTIbITAHWIA A0 MX 3aBepLUEHUS).

E.8 O6cyxneHusa u obwme 3aknoveHus

[omxHbl ObITb NMpvBefeHbl KpaTkoe onucaHvwe u pesynbtaTbl GesonacHocTw,
pUCKU 1 NMPEVMYLLLECTBA, 3HAYEHMS SKCMIyaTauMOHHbIX XapaKTepucTuK. Takke AoSmkHa
ObITb yKa3aHa KIIMHM4eckasi 3Ha4YMMOoCTb pe3yrbTaToB. [omkHbl ObiTe OnMcaHbl U YeTKO
obo3HayeHbl nobble cneundnyeckMe NPOTMBOMOKa3aHWUA AN  UHAVBUAYaNbHbBIX
CyGbLEKTOR U1 Ipynn pucka.

E.9 AG6peBuarypbl U onpeaeneHusi

JomkeH ObiITb NpYBEAEH NepedeHb MPUMEHEHHbIX abbpesnatyp M AaHbl
onpegeneHns cneLyanbHbIX TEPMUHOB.

E.10 3rtuka

JomkHo 6biTe NpuBeaeHo noaTeepxaeHue Toro, 4to MNMKU opobpeH komuteTom
no atuke. [lomkeH npunaratbCA NepeyeHb KOMUTETOB MO 3TWKE, KOTOpbIe cornacosanv
MKW.

E.11 WcnbiTaTenu n agMUHUCTPaTUBHANA CTPYKTypa UCNbITaHUA

B npunoxeHun k OTYETy [OOIKHbI ObiTb NPUBEAEHbl KpaTKOe OnMcaHue
aAMVHUCTPATMBHOW CTPYKTYPbl MCTBITAHWA W CMUCOK UCMbITAaTENEN C YyKasaHWem
CTeneHn nx yvactus. Tarke AOSMKHbI ObITb yKasaHbl ammnms, nmsi, OTYECTBO U/UNK
HanMeHOBaHWe 1 KPULMYECKUA afpec opraHusaropa.

E.12 Bnok noanucen

OkoH4aTenbHbIA OTYET JOITKeH ObITh NOANMCAH NULIAMU, YKa3aHHbIMU B 7.2.

E.13 NpunoxeHus k oTuety

K oTuyeTy npunaratoT criepytoLlee:

a) MNKK;

6) cnucok ucCnbITatened WM HauMEeHOBaHWA OpraHvsauun, npOoBOAUBLLMX
UCNbITaHNS;

B) CMWCOK ApPYrvx BOBIEYEHHbIX ML, U HAMMEHOBaHUA opraHn3auumi (3KcnepTsl,
naboparopum 1 T. n.);

r) cnuMcok Habngartenen;

Z) nepeyeHb KOMUTETOB MO 3TUKE,

e) Tabnuubl CO BCEMU OTHOCSLLMMUCA K UCTIbITAHUSAM AaHHBIMW, BKMHOYAIOLWUMN
Bce oTknoHeHus ot KW, HebnaronpusatHele Bo3gencteusa UOJ n HebnaronpuatHble

ahbdeKTbl, 0TKa3bl U MPUOCTAHOBKM.
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MpunoxeHue OA
(cnpaBouHoe)

CpaBHeHMWe CTPYKTYpbl MEXAYHapOAHOro CTaHAapTa Co CTPYKTYPOW
MeXrocyaapCcTBeHHOro cTaHaapTa

F.1 O6wue nonoxeHus

CpaBHeHVWe  CTPYKTYpbl  MEXAyHapoOAHOro  craHaapTa CO  CTPYKTYpOW
MEXroCyapCTBEHHOIO CTaHaapTa npeacTaeneHo B Tabnuue JA. YkasaHHoe B Tabnvue
M3MEHEHME CTPYKTYPbl MEXIOCYAapCTBEHHOrO CTaHaapTa OTHOCUTENbHO CTPYKTYpbI
MPYMEHEHHOIO B HEM MEXAYHapOAHOro craHpapTa obyCnoBneHo NpUBEAEHUEM €ro B
cootBetcTBue ¢ Tpebosanmamu MOCT 1.5—2004.

Ta6nuua JA — CpaBHeHne CTPYKTYpbl MEXAyHapOAHOIO CraHgapra co  CTPYKTypoit
MEXTOCY1apCTBEHHOIO CTaHaapTa
Crpykrypa MEKAYHApPOAHOTO CTaHAAPTA CrpyKTypa MeXrocyapcTBEHHOro CTaHaapTa
Tompaznen Ilysxr MoamyHkr Paszgen IMysxr Hoamy uxr
Paspen 1 1
Paspnen 2 2
Paspen 3 30
Paznen 4 4
Pasmen 5 5
5.1 5.1
5.2 5.2
Pasmen 6 6
6.1 6.1
6.2 6.2
6.3 6.3
6.4 6.4
6.4.1 6.4.1
6.4.2 6.4.2
6.5 6.5
6.6 6.6
6.7 6.7
6.7.1 6.7.1
6.72 6.7.2
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CrpykTypa ME&X AyHApOJHOTO CTaHaapTa

CTpyKTypa MexrocyaapCTBeHHOro CTaHAapTa

Tompasznen [Mywxr [oanmyHkt Pazzen IMyHkT [Moanyukr
Paspen 7 7
[pumoxerme A —
[Mpunosxerue B Mpunoxerue C*
[pumoxenue C ITpunoxenue D
Cl1 D.1
C2 D.2

[Tpunoxenue D

Mpunoxerme A>

[Tpunoxenue B

Ipuoxerue EY

Bubnuorpadus

Bubnuorpadus

[Tpumoxxenue 1A

" B HacTosilleM CTaHAapTe AaHHbIA pasgen pasbut Ha 17 NYHKTOB B CBA3M C BBeLeHWeM TepMuHoB no [1].

? CTpyKTypa [aHHOro NMPUNOXEHUs HACTOSILLEro CTaHAapTa MOMHOCTLI0 AEHTUYHA CTPYKTYpe MpUnoxenus B
MEXAYHapO[HOTO cTaHpapTa.

¥ [aHHoe MpUroXeHWe B HACTOALUEM CTaHAapTe pasbuTO Ha MyHKTLl, Y4TO OBYCMOBNEHO HEOBXOANMOCTbIO
npusefeHus ero B cootsetctene ¢ FOCT 1.5.

4)

BkntoyeHne B HaCTOAWMWA CTaHAApT [aHHOrO NPUNOXEHUS OBYCIOBFEHO HeobXoAUMOCTLIO ydeTa

I'IOTpe6HOCTel7I HalWoHanbHbIX 3KOHOMUK CTpaH, YNOMAHYTLIX B NPeAUCNOBUU KaK NPOrosiocoBaBLUUX 3a NPUHATUE

MEXrocyfapCcTBeHHOro cTaHpapTa. MonoxeHUs AaHHOro NPUNOXEHUs oTBeYatoT TpebosaHusam [1].
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YOK 616—089.843—79:617.7:006.354 MKC 11.040.70 MOD

KntoyeBble croBa: 0OdTanbMOSOTMYECKME WMMMAHTATbI, WHTPAOKYNAPHbIE JMH3bI,
MeXaHWYeckne CBOWCTBA, METOAbl M3MEPEHWA, BOCMPOU3BOAUMOCTL Pe3ynbTaToB

N3MepPEHNI
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