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Mpeayucnoeme

Llesn, OCHOBHbIe MPUHLMMbLI W MOPAJOK MpPOBefeHUS paboT MO MEeXrocyAapCTBEHHOM
CTaHAapTU3aLmm YCTAHOB/IEHbI rocT 1.0—92 «MexrocypapcTeeHHas cucTema
cTaHgapTusaunn. OcHoBHble nosioxkeHus» n MOCT 1.2—2009 «MexrocyaapcTBeHHas cuctema
cTaHfapTu3aumn. CTaHAapTbl  MEXrocyAapCTBEHHble, MNpasBwla W  peKoMeHJauuu Mo
MEXrocyfapCTBEHHON cTaHfapTu3auuu. [paBuna pa3paboOTKW, MPUHATUSA, MNPUMEHEHWS,

0OHOBNEHNS Y OTMEHbI»
CBefieHusa o cTaHgapTe

1 NOAIrOTOBJIEH ®efepanbHbIM  rOCYAaPCTBEHHLIM  YHUTapHLIM  NpeanpuaTueM
«BCepoCCUINCKNIA HayYHO-UCCNef0BaTENbCKUIA UHCTUTYT CTaH4apTWU3auMm U cepTuduKaumn B

MalLMHOCTpoeHUM» (BHMHMALLY)

2 BHECEH ®efepa/ibHbIM areHTCTBOM MO TEXHUYECKOMY PEry/MpoBaHMIO U METPOIOrnn

(CoccTaHaapT)

3 MPUHAT MexrocynapcTBeHHbIM COBETOM MO CTaHAapTu3auuu, MeTponiorum u

cepTugmkaumm (npotokon Ne 41-2012 ot 24 mas 2012 r.)

3a NpUHATYE CTaHZAPTa MPOro/I0CoBaN:

KpaTkoe HanmeHOBaHWe CTpaHbl Mo Kog cTpaHbl no CoKpalleHHOe HavMeHOBaHwWe
MK(WMCO0 3166) 004—97 MK(MCO 3166) HaLMOHaNbHOro opraHa
004—97 no craHgapTmsaumm
A3sepbaigpkaH AZ A3scTaHnaot
benapycb BY occtaHgapT Pecnybnvku Benapycb
KasaxcTtaH KZ [occTaHgapT Pecny6imkn KasaxcraH
KblprbiscTaH KG KbINrbi3cTaHnant
Poccuiickas ®egepauus RU ["occtaHpapT
TapKnkuctaH TJ Tapxukctangapt
Y36ekucrtaH LIz YscTaHgapT

4 Tpukasom PefepasbHOro areHTCTBa No TeEXHUYECKOMY perynnpoBaHnio 1 MeTposioram
oT 01 HosA6ps 2012 r. Ne 649-cT MexrocygapcTBeHHbIi ctaHgapt TOCT 31580-7-2012 (ISO
11979-7:2001) BBeAeH B AelCTBME B Ka4yecTBe HaLMOHaNbLHOrO cTaHgapTa Poccuiickol
depepaymm ¢ 1aHsapa 2015 .

5 HactoawuiA cTtaHgapT MoAUGUUMPOBAH MO OTHOLEHMIO K MeXAyHapoLHOMY
cTaHgapTy ISO 11979-7:2001 Ophthalmic implants - Intraocular lenses - Part 7: Clinical

investigations (MIMnnaHTaTbl O(TaibMONOIrUYECKMe. VIHTPAOKyNsipHble JIMH3bI. YacTb 7.
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KnuHnyeckne ucnbiTaHWs) NyTeM W3MEHEHUS CTPYKTYpbl (B TOM 4uClle  UCK/IOYeHUS
NPUOXeHNUA A 1 BKIKOYEHNA MPUIOXKeEHNA B).

CpaBHEHUME CTPYKTYpbl MEXAYHapOAHOro CcTaHgapTa CO CTPYKTYPOil HacTosLiero
CTaHAapTa npuBefeHo B npunoxeHun OA.

JononHutenbHble (hpasbl, C0Ba, NOKasaTeNn W,MAN WX 3HAYEHWUS, BHECEHHble B TEKCT

CTaHAapTa, Bbl4eneHbl KYpCUBOM.

Mpu ccbinke Ha ISO 14155-1:2003 «Clinical investigation of medical device for human
subjects - Part 1. General requirements» (MCO 14155-1:2003 «KnanHu4Yeckne ucnbiTaHWs
MeguUMHCKUX  m3genmii. Yactb 1 O6wme TpeboBaHUSA») B HacTofllem cTaHpapTe
[ONONTHUTENbHO MPWBEAEHbl COLEepPXaHWe COOTBETCTBYIOWMUX MNYHKTOB W NpuioxeHne E
[JAHHOTO  MeXAYHapoAHOro CTaHAapTa, KOTOpble BblAeNeHbl  BEPTUKANbHOW  NIMHUEN,
pacrnonoXeHHO cneBa OT TEKCTa.

CTeneHb COOTBETCTBMSA - MOAUGMLMpoBaHHas (MOD).

CTtaHgapT noAroToBfieH Ha ocHoBe npumeHeHus FOCT P 52458-2005 (MCO 11979-
7:2001)

6 BBEJEH BIEPBbIE

WHopmaums o BBefeHWM U AeicTBME (MpekpallieHnn <)eiicT«us) HACTOALLEro cTaHgapTa
ny6nnKyeTCA B €XKEMECAYHO M3AaBaeMoM NH(OPMALMOHHOM YkaszaTene «HalmoHalbHble CTaHaapTbi».

MHgopmauma  oft M3MeHeHMsiX K HacTosAweMy CTaHgapTy nybamkyeTcs « eXKerogHo
“3aBaeMoM WHCGOPMaUMOHHOM yKasaTene «HauuoHanbHble CTaHAapTbl», a TEKCT W3MEHEHUA K
MOMpPaBoK - B €XKEMECHYHO 13AaBaeMOM MHDOPMALMOHHOM yKasaTene «HauuoHanbHble CTargapThi». B
clyyae nepecMoTpa WM OTMEeHbl HACTOALLEr0 CTaH4apTa COOTBETCTBYWas MHopmaums byaeT

ony6/MKoBaHa B €YKEMECSIYHO 134aBaeMOM MH(OPMALMOHHOM yKa3aTeNe «HaluoHanbHble CTaHaapTbi»

© CraHgaptuHgopm, 2013
B Poccuiickoii ®epepauun HacToAWMIA cTaHAapT He MOXeT ObiTb MOMHOCTbIO WM YacTUYHO
BOCMPOM3BEEH, TUPAXMPOBAH U pacnpocTpaHeH B KayecTBe ouunanbHOro usgaHusa 6e3 paspelleHus

defepasnbHOro areHTCTBa No TEXHUYECKOMY PEry/IMPOBaHNI0 Y METPOsIOri






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

MEXTIOCYALAPCTBEHHTEBIWN CTAHOAPT
MMmnnaHTaTbl opTasibMO1Orn4eckue

NHTPAOKYNAPHbBLIE JIMH3bI
actb 7
KnuHnyeckne mcnblTaHus

Ophthalmic implants. Intraocular lenses. Part 7. Clinical investigations

[ata BBegeHunsa 2015-01-01
1 O6nactb NPUMEHEHMSA

HacTosAwuiAi cTaHfapT pacnpocTpaHseTCcs Ha nepefHeKamepHble W
3a/lHEKaMepHble  WHTPaokynspHble /uH3bI (ganee — WOJI) HesasBucumo OT
mMaTepuana, u3 KOTOPOro OHW W3rOTOBJMIEHb, MecTa JoKam3auum B rnasy
nauyeHTa 1 (PyHKUMOHaANBHOTO Ha3HaveHus (MpPoTe3 XpycTavka rnasa uiv avH3a,
npefHasHavyeHHas gns koppekuun adaknm n aHoMasnuin pedopakumn).

CTaHgapT ycTaHaBMBaeT MeTOAbl KIMHUYECKMUX UCTIbITaHNn Mogudmkaumii

MOJ1. a Takke TpeboBaHMs K NPOTOKOAAM KAMHUYECKUX UchblTaHunin NOJ.

MpumeuvaHune — Apyrue Tunol NOJ nogsepraroT KAMHUYECKUM UCMbITAHUAM No [1].

2 HopmartuBHbIE CCbI/IKU

B HacToslwlem  cTaHgapTe  UCMOMb30BaHbl  CCbIKM — Ha  criefylolime
MeXrocyfapcTBeHHble CTaHAapTbl:

FOCT 31580.2—2012 (1ISO 11979-2:1999) VmnnaHTaThbl
othTanbMonoruyeckme. VIHTpaokynsipHble MH3bL. YacTb 2. ONTUYeckme cBoiicTBa U
MeTOofbl UCMbITaHuii

FOCT 31580.3—2012 (1ISO 11979-3:1999) WmnnaHTaThl
othTanbmonornyeckme. IHTpaokynspHbie nMH3bl. YacTh 3. MexaHuyeckne cBoOCTBa
N MeTOAbl UCMbITaHWi

FOCT 31580.6—2012 (ISO 11979-6:1999) NmnnaHTaThl
otpTanbmonoruyeckme. VIHTpaokynsapHble fvH3bl. YacTb 6. CpoK rogHocTu M

M3paHue oduymanbHo



FOCT 31580.7-2012

CcTabunbHOCThb NpY TPaHCNOPTUPOBaHNM

MpumevaHune - lNpy NOABL30BAHUN HACTOALMUM CTaHAapTOM Lieniecoobpa3Ho NpoBepuTb
felicTBMe CCbIIOYHbIX CTaHAAPTOB NO yKasaTeno «HauvoHanbHble CTaHfapThl». COCTaBN1EHHOMY
Mo COCTOAHMIO Ha 1 fAHBapA TekKylWero roga, M No COOTBETCTBYWLWUM WHPOPMALNOHHBIM
yKasaTensam, ony6/nKoBaHHbIM B TeKyLLeM rogy. Ecnv ccbinoyHblii cTaHaapT 3ameHeH (M3MeHeH), TO
npu MOMb30BaHNM HACTOAWMM CTaHAapToM, cfejyeT pPyKOBOACTBOBATbLCA 3aMeHALWUM
(M3MEHEHHBIM) CTaHfapTOM. Ecnu cCbiNOYHbIA cTaHfapT OTMeHeH 6e3 3aMeHbl, TO NOMoXeHne, B

KOTOPOM AaHa CCbl/IKa Ha Hero, NnpuMeHAaeTCAd B YacTu, He 3anarMBar0u.|,el7| 3TY CCblIJIKY.

3 TepMuHbI 1 onpegeneHns

31 B HacToOAWem cTaHfapTe MNPUMEHEHbl TepMUHblI MO HauMOHa/IbHOMY
CTaH4apTy rocyfapcTB, YNOMSAHYTbIX B MNPeauc/ioBUMM, Kak NpOrosiocoBaBLUMX 3a
NPUHATNE HACTOALWEro MeXrocygapcTBeHHOro crTaHgapTa, FOCT 31580.3 un
cregylole TepMUHbI C COOTBETCTBYIOLWMMU ONpeaeneHnsamMm:

3.1.1 cepbe3Hblii HebnaronpuATHbIA ucxof, (adverse device effect):
MocneonepayymoHHbIi UCX0A, MOTEHUMAIbHO YTPOXALLMIA 3PEHNIO.

[l pnmevyaHne — ﬂpVIMepr Cepbe3HbIX He6ﬂar0|‘IpI/IFITHbIX ncxonos npmeeaeHbl B Taﬁnmuax
A.1 nA.2 npunoxeHus A.

3.1.2 nnaH kKnuMHM4Yeckmx wucnbiTaHuii: MKW (clinical investigation plan):
JokymeHT, onpegenawowmii uenn, 3ajaydvi, MeTOAONOrMI0, CUCTEMY KOHTPONs,
NpoBeAeHNs aHaM3a U XpaHeHUs! AaHHbIX O KTMHUYECKUX UCNbITaHusIX.

3.1.3 K/nHn4Yeckoe ucnblTaHne  (clinical  investigation): oboe
paspaboTaHHOEe U 3an/IaHNPOBaHHOE CUCTEMATUYECKOE U3YUHEHME C LIE/IbHO MPOBEPKM
6e30MacHOCT Y U/NM aKcnyaTauMoHHbIX cBoicTB MOJ1 ¢ yduacTUeM CyobEKTOB.

3.1.4 cybbekT (subject): /iuo, yyacTBYylOLIEE B KTMHNUYECKUX UCMbITAHUAX C
npuMeHeHvem ucnblTyemoin NOJ1 n/mnm B cocTaBe KOHTPONLHOW Fpynmbl.

3.1.5 knuHm4ecknii ucnbiTaTenb (clinical investigator): Jiuyo w/vnn
opraHvsauus, 0 TBETCTBEHHbIE 3a NMPOBeAeHNE KIMHUYECKUX UCTIbITaHWi 1 HecyLue
KNIMHNYECKYI0 0TBETCTBEHHOCTb 3a 61aronoslyyme BoB/1eYeHHbIX CyObeKTOB.

M punmMmedaHune — ﬂVILI,O nnn opraHmsauma Has3HaydYaloTCAaA B COOTBETCTBUMM C
[elicTBYHLMM 3aKOHOAA T €/1bCTBOM.

3.1.6 opraHusaToOp (sponsor): JInuo wn/vnu opraHusauusi, KOTopble HecyT
OTBETCTBEHHOCTb 3a HAYa/10 W/ NPOBEAEHNE KIMHUYECKMX UCTbITaHWUNA.

3.1.7 rnaBHbIN KAMHWYECKMA ucnbiTaTenb (principal clinical investigator):
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KnuHnyecknin - ncnblraTenb, OTBETCTBEHHbIA 3a OpraHn3auuio  KIMHUYECKMX
UCnblTaHWiA, NPOBOAMMbIX B OAHOW OpraHm3auuun (nabopaTopun).

3.1.8 koopauHaToOp (coordinating clinical investigator):  KnuHuuyeckuia
ucnblTaTeNb, Ha3HA4YaeMblil OpraHM3aToOpoM AN  KOOPAMHAUMU  KIMHUYECKUX
UcnbITaHuii, NPOBOAUMBIX B HECKOJIbKMX OpraHnsauuax (nabopaTopusix).

3.1.9 kmHudyeckana addhekTUMBHOCTL (clinical performance): W3yyeHne
onpegeneHHoro Twuna WO wmnu ero noTpebuTenbCkKUX CBOWCTB B Clydyae
KOHKPETHOro MCMosib30BaHWsA Ha CybbeKkTax, AN KOTOPbIX OHO NpejHa3HaueHo.

3.1.10 dhopma oTueTa (case report form): JOKymMeHT, npefHasHaAYEHHbI
Ans 3anucu Bcelr nHdopmaumn, nNpeaocTaBAseMOlii oOpraHuM3aTopy M0  Kaxaomy
Cy6BbEKTY B COOTBETCTBUM C TPeboBaHAMY MiaHa KIMHUYECKUX UCTbITaHUNA.

3.1.11 >xypHan kIuHM4eckoro ucnblTaTena (clinical investigator's
brochure): lokymeHT, npegHasHa4YeHHbIA A8 3anNUCK KIIMHUYECKON Y HEK/TMHWNYECKO
nHdopmaumm 06 ucnoiTyemoii OJ1, 0THOCALLERCA K UCNbITaHNAM Ha CyobekTax.

3.1.12 HabnopgaTesnb (monitor): JIMLO, Ha3HaAYeHHOEe OpraHM3aTopoM Af1A
HabnwaeHns 3a COOTBETCTBUEM AENCTBUI KIMHUYECKOro UCNbITaTenNs NnpoToKony
K/IMHUYECKNX UCTIbITaHWA 1 NPOBEPKN UCXOLHbIX AaHHBIX.

3.1.13 wucxogHble OaHHble (source documents): ViHdhopmaums,
npeacTas/ieHHas B BUAE OPUTrMHANBHBIX, NaeHTUMPULMPOBAHHbIX n
cepTUOULMPOBAHHbIX 3anMceil KIMHUYECKUX OCMOTPOB, HabMAEHUA n/vnn opyrux
JEeACTBUA B TeyeHuMe KIAMHUYECKMX WCMbITaHWi, Heobxogumas [Ans  OLEHKU
K/IMHUYECKNX UCMbITaHWiA.

3.1.14 okoHuaTesnbHbii oT4eT (final report): JoKkymeHT, 3anosHAeMbli
nocne OKOHYaHWSA KVHUYECKUX WUCMbITaHWi, CcoaepXxallimii onucaHue U OLEHKY
pe3ynbTaToB.

3.1.15 komunTeET O sTuke  (ethics committee): HesaBucumblii
KOMNeTeHTHbIA opraH, oTBevawwwuin 3a 6e3onacHOCTb, 6naronosyyve u npasa
CyObEKTOB, MPUHMMAIOLLMX YHaCTMWE B KIMHUYECKNX UCTIbITaHNUAX.

3.1.16 pacnucka 06 nHdopmMmmupoBaHHocTU (informed consent): JOKyMeHT,
UMEILLMA  1opuandeckylo cuniy, NOATBepXAawlWumii cornacve cybbekTa Ha
[06pOBOJIbHOE yYacTMe B KIIMHUYECKUX UCTIbITaHNsAX.

MpumeyaHne — TpeboBaHuas K pacnvicke 06 WHAPOPMUPOBAHHOCTM MpPUBEAEHbI B

npunoxeHun B.

3.1.17 koHTponbHas rpynna (control populations): Cy6bekTbl, KOTOPbIM
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umnnadTuposaHel NOJI, cooTBeTCcTBYOWMe TpebosaHmam MOCT 31580.2— IOCT
31580.6.

3.1.18 wucTOopuyeckasi KOHTposibHas rpynna (historical control population):
KoHTponbHas rpynna, npolleallas KIMHUYecKne UCnbiTaHns 1 UMeLLas cepbesHble

He6f|aFOI'IpI/IFITHbIe Ncxogpbl.

4 3JTunyeckue cornawleHus

41  O6wwme TpeboBaHUSA

4.1.1 TMpaea, 6e3onacHOCTb W [O0BPOBO/BLHOCTbL  y4vyacTusi  CyObLEKTOB
K/IMHUYECKMUX WCNbITAHWUIA [O/MKHbI ObITh 3alpleHbl B COOTBETCTBUM C 3TUYECKMMMU
NpUHUMNaMN, N3M0XEHHbIMWU B Xe/IbCUHCKOW Aeknapaumn, 1 Ao/HKHbI cobnogaTbes Ha
No6oM aTane KJAMHUYECKUX UCTbITaHWIA.

4.1.2 OpraHu3atop W KIUHWMYECKUIA WUCMbITaTeNlb He [A0/KHbl OKasbiBaTb
OaBMEHVS UM MPUHYXOAWNX OENCTBUIA HA CyObekT, Habnwgatesns, KIMHUYECKOro
ucnbiTatena-koopanuHaTopa v Apyrux nuu, yyacTBYOLWNX B KIIMHUYECKUX UCTIbITAHUAX.

4.1.3 OpraHu3aTop [AO/DKEH [OKYMEHTa/IbHO MOATBEpAUTbL  KOMMEeHcauuio
cybbektam B C/lydae TpaBMmbl, Npou3owealeid npu NpoBeAeHUN  KITMHUYECKNX
ucnbiTaHuii. JononHutesibHoe MeAuuMHCKoe 06CnyXMBaHMe CyObekToB, KOTOPbIM OHO
notpebyetca B pe3ynbTate HeGNaronpusATHOrO WcxXofda KIAMHUYECKMX WCMbITaHWIA,
[OOJ/DKHO BbITb 3an1aHMpoBaHO U 3a0KyMEHTUPOBAaHO.

4.1.4 Bce y4YaCTHVMKA  KJIMHWYECKUX  UCMbITAHWIA  OO/KHbI  pasgenstb
OTBETCTBEHHOCTb 3a 3TUYECKOe MNOoBefeHWe B COOTBETCTBUM C WX POSbI0  Npu

npoeegeHnn KNNMHN4YeCKnXx UCMbITaHWA.

5 TpeboBaHus

51 O6uwue TpeboBaHUs

511 Mexagy  opraHu3aTopom, ncnbiTarenem n  apyrmmm - avdamu,
YyYacTBYIOLWMMUN B K/IMHUYECKUX WCMbITAHUAX, OOJ/DKHbI CyllecTBoBaTb (popmasibHble
cornawleHus, onpegensiolme Kpyr nx obssaHHocTel. Bce dropmasibHble cornaiieHus
JOMKHbI  6bITb  38[0KYMEHTMPOBaHbl B MWCbMEHHOM BWAEe W MNOAMNMCaHbl BCEMU
yYacTHUKaMW.

5.1.2 Bce nuua, ydacTBywwme B MPOBEAEHUN KIMHUYECKUX UCMbITAHWIA,

[IO/MKHbI  MMETb COOTBETCTBYIOLLYIO KBasIMOMKaLio/o6pasoBaHe WM onbIT ans

4
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UCMOJTHEHNSA CBOWX 0BA3aHHOCTEN.

5.1.3 TnaH KAMHUYECKNX MWCNbITaHW LO/DKEH COOTBETCTBOBATb TpeboBaHVAM
[21.

5.1.4 KnuHuyeckne MCnbITaHUA AO/MKHbI OblTh paspaboTaHbl 418 onpejeneHns
cootBeTcTBMA  WOJ1  Ha3HaueHHOW rpynne CcybbekToB, [ANns  KOTOPOW  OHK
npegHasHayeHbl. VcnbiTaHns [O0/MKHbI COOTBETCTBOBATb TPeOGOBaHMAM  KMHUYECKON
peneBaHTHOCTU U1 Hay4HOI JOCTOBEPHOCTM.

5.1.5 B nepvop KJIMHUYECKMX WCMbITAHWI BCE y4yacTBYKOLME Mua AOSMKHbI
co6npatb KOH(pMAEHUMaNbHOCTb. [laHHble, MOJTyYEHHbIE B NEpUof, KANHUYECKMX
UCMbITAHUIA, [O/MKHbI ObITh 3aLMLLEHbI OT HECAHKLMOHWPOBAHHOIO UCMO/b30BaHNS.

5.1.6 B otyetax UK ny6svKauusax O KIMHUYECKMX WCMbITAHUAX [OSHKHA
co6n0aaTbcs KOHPUAEHUMANBHOCTL UHGDOPMaLMN O KaXKOOM CyObekTe.

5.1.7 Cnucok UMeH CyOBLEKTOB M UAEHTU(IMKALMOHHAA WHOPMaUUS OOIKHBI,
npy HeOBX0AMMOCTU, XPAaHUTLCA OTAE/TbHO OT OTYETHbLIX (POPM.

5.1.8 Tlepen HayasloM KAMHWYECKUX WCMbITAHWA HEo6XoAMMO  MPOBECTU
cnegywume gencTeus:

- paspaboTtartb U yTBEPAUTb NaH KIMHUYECKUX UCTIbITaHWIA;

- NONyYnUTb cornacue KoMuTeTa rno 3TUKE;

- NOMyYynUTb COOTBETCTBYIOLLEE paspeLleHne KOHTPONPYIOLLNX OPraHoB.

5.2 JononHutesibHble TpeboBaHUsA

5.2.1 OpraHu3aTop W KIMHWYECKUE UCNbITaTeNN [O/DKHbI OLEHMBaTb YPOBHM
HebnaronpuATHbIX  UCXOA0B W OCTPOTbl  3peHus pgna WO npu  KNMHUYECKUX
UCNbITaHUAX.

5.2.2 BbesonacHocTb M 3(heKkTMBHOCTL kakgoin mogenm WOJT gomkHbl ObiTb
NoATBEPXAEHDI:

- KNMHWYECKMW  UCMbITAHUSAMW,  MPOBEAEHHbIMA B COOTBETCTBUUM  C
TpeboBaHUAMN HACTOALLEro cTaHaapTa;

- CpaBHEHVEM MapaMeTpoB MOAeNM C napameTpamy 6a30BO Mogenu,
nokasbiBaloLyM, 4YTO MOAeslb SBASETCA He3HaunTeslbHON moaudmkaumein 6a3oBoit
Modenn, 6e30nacHOCTb W 3(PPEKTUBHOCTL  KOTOPON  [AOKasaHbl  KIMHUYECKMM
UCMbITAHUSAMM.

MpumeuvuaHnme — PyKoBOACTBO MO onpefeneHuio Mogudmkaumm 6asosoit mogenn KON

npuBeaeHo B npuioxeHum C.

5.2.3 KnuHnyeckne wucnbitaHna WO/, npeaHasHavyeHHbIX AN  KOoppekumn
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athakum y  B3pPOC/bIX CYOBLEKTOB, [OJ/DKHbl  MPOBOAMTBLCA  OpPraHU3aTopoM  C
NCMO/Ib30BaHNEM 3/1IEMEHTOB MPOTOKONMPOBaHUA MO npuioxeHutio D. OpraHusatop
JO/MKeH  paspabotaTb NPOTOKOST C  YMETOM  OLEHKW  Pasnnymii - NMOCTOAHHbIX
He6NaronpUSATHLIX MCXOAOB Y UCMbITYEMbIX CYGBHEKTOB U CYOBLEKTOB M3 KOHTPOJSIbHOWA
rpynmol.

Ecnn MO npepHasHaveHa ANs pacnofioxeHus B nepefHeli v 3agHein kamepax
rnas, To JO/DKHbI ObITb MPOBEAEHbI OTAE/bHbIE KIUHUYECKNE UCTIbITaHUSA 15 NPOBEPKM
KNvHn4yeckon achdpekTnBHOCTM VIOJ1 B KabKZOW r1a3HON Kamepe.

524 Bce cyObeKTbl KAMHUYECKMX MCMbITaHW B NEpuog MCMbITaHWA LOMKHbI
npoxoauTb nepuoguuyeckve obcnefoBaHus.  KAMHUYECKME  UCTIbITAHUS  CUMTalOT
OKOHYEHHBbIMW, KOTrAa Ha BCe CyObeKTbl, BOB/IEYEHHblE B WCMbITAHWA, BKIOYas Tex, Y
KoTopbix MOJ1 6biM M3BAEYEHbl WM 3aMeHeHbl, 6yAeT COCTaB/ieH OKOHYaTe/ lbHbIi

OTYET No npunoxeHuio E.

6 Metogonorusa

6.1 TpeboBaHMA KAOKYMeHTaLUK

6.1.1 >KypHas KAMHMYECKOro ucnbiTaTens u AoKYMeHTbl no 6.1.3 A0/KHbI ObiTb
noaroToBsieHbl A0 Havaula K/IIMHUYECKUX ncnbITaHui. MNpepocTtaBngemas KIMHNYECKAM
ncnbiTatenem I/IHC*)OpMaLl'I/IFI AO0J/DKHa ObITb 3al0KyMeHTMPOBaHa.

6.1.2 )KypHa_n KNMHNYECKOro ncnbitatena go/HkeH BK/IKYaThb:

a) 0630p Hay4yHOW NMTepaTtypbl, OLEHKY PpauMOHa/IbHOCTU Npeanosiaraemoro
NCMNoJIb30BaHUA I/ICI'IbITyEMOVI NOM n uenn KInMHN4eCcKnx NCNbITAHWIA.

MpumeuvyaHune — O6G30p Hay4YHOW NMTepaTypbl BKIKOYaeT B cebs nonyyeHne nHdopmauum
06 ONTUYECKMX N MexaHnyeckux ceoiicTaax NOJ:

6) obuee onucaHne NOJ;

B) onucaHve npuHumna geiicteusa NOJ1 ¢ ykasaHMeM Hay4yHOW nuTepatypsbl, W,
npun HEO6XO,£I,I/IMOCTI/I, C I/IHCprKLI,I/IGVI n3rotoBuTesiIA Mo ee Kncnosib30BaHNKO U
yCTaHOBKe.

JOmKHbI ObITb YKasaHbl NOTEHUMa/bHble NPOTMBOMOKa3aHus, npesynpexaeHus,
BO3MOXHbIW PUCK OT UCNbITaAHNA N T. N.;

I') onncaHve npeanonaraemMbix KIMTNMHNYeCKnX AKCr1yataunoHHbIX
XapakTepucTuk;

[l) onucaHue maTepuasnoB, UCMO/b30BaHHbIX B VOJ;
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€) 0630p M oueHKa faHHbIX in vitro u/wnu in vivo, nMerLwmx oTHoweHwe K O/,
BK/OYasA nNpeaknuHMYeckMe [JadHble, TakvMe Kak 6uonormyeckne uUccrefoBaHus,
HeKIMHNYecKne nabopaTopHble UCCe0BaHNA U UCCNENOBaHNSA Ha XMUBOTHBIX;

X) onucaHve npeablaywmnx MOMbITOK MNPOBEAEHNS K/IMHWYECKOTO MWCMbITaHUs
MOJ1 ¢ NOXOXMMK XapakTepucTukamu;

M) 0BGO3HAYEHUS W HAMMEHOBAHUS HaUMOHasIbHLIX CTaH4apTOB, KOTOPbIM
[OMKHBI MOHOCTBIO UM YacTUYHO cooTBeTcTBOBaTh WO/,

K) pe3ynbTaTbl aHann3a pucka.

BaxHasa wHdopmauus, nonyvyaemas B NpPoOLECCe KIMHUYECKUX MUCMbITaHWUA,
[0/MKHa PerncTprpoBaTbCs B XypHane.

6.1.3 Y opraHusatopa wunu ucnbiTatens AO/MKHbl XPaHUTbCA  criefytolime
[OKYMEHTbI:

a) MaH KJIMHUYECKMX UCMbITaHWIA;

6) nopgnucaHHoe W AaTMPOBAaHHOE pe3loMe KadkAO0ro KMHWYECKOro ucnbitatens;

B) HavMMeHoBaHue(s)  opraHusauuun(ui), npoBogsAwWein(nx)  KIMHMYecKne
UCMbITAHNS;

) MHEeHWe W/unn paspeLleHne KomuTeTa Mo 3TUKE, U3N0XKEHHbIE B MNCbMEHHOM
B/AE MW COMNPOBOXaeMble COOTBETCTBYIOLWEN [AOKYMeHTaluumer, npeayCMoTpeHHOoM
JeliCTByOWYM 3aKoHOA4aTe /TIbCTBOM;

) cornalleHne Mexay rnaBHbIM KIVHUYECKAM uCMbiTaTenieM, KOOPAMHATOPOM U
opraHn3aTopom;

€) HeobxoAuMble cepTudmKaThl;

X) oopMbl  pacnucok 06 UHKOPMUMPOBAHHOCTM W  Apyras  MHGopMauums,
npegocTaBneHHas cyobekTam;

n) doopma oTueTa;

K) oopMbl OT4YETA O HEOGNAroNpPUATHOM WCXOAE KIMHUYECKUX WCMbITaHUiA ©
Heb6naronpuaTHOM Bo3saelicTeun VOJT;

) KOHTaKTHble AaHHble HabaaTens(eil).
6.2 TpeboBaHWA KA0CTYNy MHpopmMaLmnu

6.2.1 Kaxgplii KIAMHUYECKUA WCMbITaTeNb, Y4YaCTBYWLMA B  KIMHUYECKUX
UCNbITaHNSX, AOO/DKEH MMETb MpaBO [AO0CTyna K HeobXxoaumoli npeaknnHUYecKol
nHdopmauun. Besa nonyueHHas MHopMaums AO/MKHA XPaHUTBCA KOH(UAEHLNA/TBHO.

6.2.2 Hab6nwgaTtenb A0/MKEH MMETb AO0CTYN K UCXOAHbIM AOKYMEHTaM W Apyroi

I/IHCbOpMaLI'I/II/I, HeO6XO,£I|I/IMOI7I ONna KOHTPO/1IA COOTBETCTBUA OEATENIbLHOCTU UCMNbITATENA
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C MMIaHOM K/IMHWYECKMX UCMbITaHWUIA, TPeboBaHUSAM HOPMATUBHbIX JOKYMEHTOB, UYTOObI
CneguTb 3a [eATesIbHOCTLIO UCTbITaTesNs.
6.3 TpeboBaHVA KAOMNOAHUTENTBHOMY MeANLUUHCKOMY O6CNYXUBaHWUIO
6.3.1 TpeboBaHWA K MeAULMHCKOMY 06CNyX1BaHWUo npueeaeHs B 4.1.3.
6.4 TpeboBaHUA K NAaHy KIMHNYECKUX UCTbITaHWi
6.4.1 O6Lwwme TpeboBaHUA

Tpeb6oBaHVsi K NaHy KIMHUYECKMX UCMbITaHuii npuBefeHsl B [2] (Mogpasgen

4.2).

6.4.2 [ononHutenbHble TpeboBaHuA

6.4.2.1 VicnbiTyemast /iMH3a Ao/mMkHa ObiTb MMMAHTUPOBaHA TO/IbKO B OAMH rna3
cybbekTa.

6.4.2.2 KAVHUYECKMM MCNbITAHMSM B KaXAblli OTYETHbIA Mepuog noaBeprarT
MWUHMMasIbHOE 4nciio 06pa3uoB WOJ. OpraHusatop AO/MKEH y6eauTbCA B HaIMumm
HeobxoaMMoro umucna cyobektoB [Ans o6ecneyeHns  KAMHUYECKUX — UCTbITaHWiA
HeobxoaumbIM Yncnom obpasuos NOJ.

MpumeyvaHune —  [pvMepbl  KAVHUYECKUX  MpefonepaLonHbIX/0NePaLMOHHbIX 1

nocneonepaunoHHbIX QOpPM oTyeTa npueeseHsl B Tabnmuax D.1 — D.5 npunoxeHus D.

6.5 TpeboBaHUA K OPraHN3aTopy KIMHUYECKUX UCTbITaHW

6.5.2 lMepes Haya/lOM KIMHWYECKMX UCMbITAHWIA  OpraHvM3aTop  AOJ/KEH
onpefennTtb, YCTaHOBUTb, O6ecneuntb W pacnpefenvTb BCe CBA3aHHble C
UCMbITAHWAMU 0653aHHOCTU U (OYHKLIUN.

6.5.3 OpraHusatop [O/MmKeH obecrneynTb COOTBETCTBME BCEW LOKyMeHTauumu,
Haxofsllencs y ucnblTaTens, opraHu3aropa W Habnwparens, nnady KIMHWYECKUX
UCMbITAHWA N NPYMEHAEMbIM TPeboBaHNAM /19 06ecrneyveHnss KayecTsa UCTbITaHWA.

6.5.4 OpraHusartop AB/SAETCA OTBETCTBEHHbIM J/IMLOM 3a:

a) BbIOOP KMHWYECKUX UCMbITATeNed N KIMHUYECKUX UCNbITaTeNbHbIX LEHTPOB
AN KOHKPETHOTO UCMbITaHUA U, B Cllydae HeEOOXO04MMOCTU, KOopAMHAaTopa,;

6) BbIOOP M HasHauyeHue HabnwgaTens ANs KIMHUYECKMX WCMbITaHwid. [pw
OTCYTCTBUM HabnwgaTens opraHn3aTop AO/MKEH B3SiTb Ha cebs ero 06s3aHHOCTN.

OpraHusatop obecneynMBaeT KOHTPOSb 3@ KNMHUYECKUMU UCMbITAHUSAMU [axXe B
C/lyyae, €eC/iM KOHTPOJIbHbIE TMOJIHOMOYUS MnepefaHbl ApyroMmy nudy. OpraHusartop
[JOJDKEH MPOVHCTPYKTMPOBaThL Habnaarens o AelcTBUAX B C/lydae OTCYTCTBUA Wnn
HEKOPPEKTHbIX AaHHbIX, NPUBEAEHHbIX B N1aHE KIMHUYECKUX UCMbITaHWIA;

B) noaroToBKy U 06HOBNEHNE XypHasia KNMHNYECKOro ncnbltatens,
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r) obecneyeHre KAMHUYECKOrO UCTbITaTeNs MaaHoM KAMHWYECKUX UCMbITaHWi 1
BCEMM nornpaskamu, CONyTCTBYIOLMMY KNMHUYECKUM UCTIbITAHWAM;

[0) yTBepxaeHue niaHa KNMHUYECKNX UCTbITaHWUIA;

€) npepocTasneHve obpasuos VO, nognexatimx KMHUYECKUM UCTbITaHUAM,;

X) npefocTaBfieHne ucnbiTaTeito Heo6XxoAMMOM MHoOpMaLmn 1 ero 0by4yeHue,
€c/n 3TO NPeAyCMOTPEHO MAAHOM KIMHUYECKUX UCMbITaHWIA;

1) UHOPMUPOBAHNE B MUCbMEHHOM BUAE B TEYEHWE K/IMHUYECKMX UCMbITAHWIA
BCEX K/IMHMYECKUX UCMbITATENEN O BCEX CEPbEe3HbIX HEeBGNaronpusATHbIX UCX0Aax W
Bo3gencTeusAx WOJT Ha cyObekT, npou3oweawmnx npu KIMHUYECKUX UCTbITaHWsX,
NPOBOAMMbIX B pasHbiX oOpraHusauusax (nabopatopusix) M CTaBUX MW3BECTHbIMU
opraHusartopy;

K) Hemep/ieHHoe NHopMUpoBaHne K/IMHNYECKOTo ucnelTatens o]
NPeXAeBPEMEHHOM OKOHYaHUN WM MPUOCTAHOBKE K/IMHUYECKUX WCMbITAHUA, W, B
c/lyyae HeobXoAMMOCTW, OTC/EeXUBaHWE, YToObl Takas MHopMauusa Oblna nepegaHa
COOTBETCTBYIOLLMM MOSTHOMOYHBbIM fIMLAM, 3TUYECKMM KOMUTETAM U KOMUCCUSIM MO
6e30nacHoCTY;

N) MHOPMUPOBAHUE KITMHUYECKMX UcTbiTaTeneli 06 yposHe passutus NOJ n o
TpeboBaHUsX, HeobXoAMMbIX A5 MPOBEPKU IKCNyaTalMOHHbIX XapakTePUCTUK U
6e3onacHocTn NOJ;

M) MPOBEPKY W YTBEPXAEHWE /OObIX OTKJIOHEHWIA OT MfaHa KAMHUYECKMX
UCMbITAHUA W OCYLLIECTB/IEHNE HEOOXOAMMbIX KOPPEKTUPYIOLWUX WM NPEBEHTUBHbIX
AeicTBuiA;

H) cbop, XpaHeHuwe, ob6ecrnevyeHne LeIOCTHOCTM W MOSIHOTbI  3anofIHEHNS
COOTBETCTBYHLUMMU UCNOSTHUTESIAMU CIIEAYHOLMX LOKYMEHTOB:

1) Bcex AoKymeHTOB Mo 6.1.3,

2) KOMUK NOAMUCAHHbIX U AaTUPOBaHHbLIX (HOPM OTHETA,

3) 3anucu o 1bbIX He6NaroNPUATHBLIX UCXOA4aX UK HeGNAaronpUATHbLIX
Bo3aelicTBusix NOJ1 Ha cybBbeKT, 0 KOTOPbIX COOGLLIEHO OpraHn3aTopy B npoLecce
K/IMHUYECKMX UCTIbITAHUIA,

4) Bce cTaTUCTUYECKNE CBOAKM M COMYTCTBYIOLLME UM [aHHbIe,

5) OKOHYaTesIbHbIA OTYET O KIIMHUYECKUX MCTbITAHUSX,

n) obecneyeHve CUCTEMbI yyeTa MPUMEHSEMbIX U Heucnosb3yembix VOJ.
6.6 TpeboBaHUs K HabnwgaTesnto

6.6.1 HaGnogatenb SBASETCH OTBETCTBEHHLIM IMLIOM 3a:
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a) COOTBETCTBME MPEANPUHMMAEMbIX AEACTBUIA NAaHy KIMHUYECKUX UCTbITaHWA,
yTobbl N060E OTKIOHEHWME OT NfaHa KAMHWYECKUX WCNbITaHui 6blI0 OroBOPEHO C
KNIMHUYECKMMU UCTbITAaTENSAMU, 38,0KYMEHTUPOBAHO U [O/IOXEHO OpraHM3aTopy;

6) wmcnonb3oBaHne VIOJ1 B COOTBETCTBUM C MIAHOM K/IMHUYECKUX WCMbITAHWA ©
CO00LLEeHNe opraHu3aTopy, B C/lyyae Heob6XoAMMOCTU BHECEHUS W3MEHEHMS B
KOHCTpYyKUunio NOJ1 nnn Metof ee ucnosib30BaHus;

B) obecneyeHne  KIMHWYECKOTO  UCMbITaTens BCEMW  HEOOXOAUMbLIMM
WHCTPYMEHTaMM, NPUCNOCOBAEHNSAMM M pacxodHbIMU MaTepuanaMu ans 6e30nacHoro
1 3(pHEKTUBHOIO NPOBELEHNSA KNMHUYECKNX UCTIbITAHWIA;

) HanMume B PacnopsKeHUn KAMHWYECKOrO MWCNbITatesia afekBaTHOro uvucna
cyobekToB 1 NOJ;

[4) nonyyeHne noAanucaHHbIX n [AaTMPOBaHHbIX pacnmcok 06
MHPOPMNPOBAHHOCTM OT KaXKAOro CybbekTa nepes, HavyasioM KJAMHUYECKUX UCTIbITaHWUIA;

€) 3anosiHeHne B COOTBETCTBYKOLWME CPOKM popM oOTyeTa C uHdOpMaumei,
COOTBETCTBYHLLEN MOMYYEHHBIM AAHHbIM;

X) cobnogeHne  npouesyp  peructpauuM M oT4eTa  opraHu3aropa o
Heb61aronpuATHLIX Ucxodax U HebaronpusATHbIX Bo3aeicTBusx O/ Ha cybbekT;

1) BbINOSIHEHME Npoleayp noacyeTa u yyeta MOJ;

K) CBOeBpeMeHHOe npoBefeHve 1 odhopMJIeHWe  [OKYMeHTauuuM Mo
TEXHUYECKOMY OOCNY)XUBaAHUID W Ka/IMbpoBKe 060pYyAOBaHWUs, WCMOMb3YyeMOro npu
K/IMHUYECKMX UCTbITAHWSX;

n) ochopmneHne COOTBETCTBYHOLLENO [AOKYMEHTa Mpu OTKase cyobekta oT
Oa/IbHEMLWEro yyacTsi B K/IMHWYECKUX WCTbITAHUSX, OOCY)XAEHWE C  KIMHUYECKUM
ucnelTatenem n MHPOPMUPOBaAHNE OpraHM3aTopa,;

M) obcyxaeHne  OBHapy)XEHHbIX  HECOOTBETCTBUIA €  UCNbITaTenneM U

MHDOPMUPOBaHME OpraHu3aTopa B NMCbMEHHOM BUe.
6.7 Tpe6GoBaHWSA K KIMHUYECKOMY UCMbITATeNo

6.7.1 O6Lwue TpeboBaHUA

6.7.1.1 Ecnn KAMHWYECKMM UCMblTaTenemM 4B/ISETCA oOpraHusauus,, TO B
KauecTBe ee npeAcTaBuTens [OO/MKHO OblTb Ha3HauyeHo nuuo, obnajatollee
HeobxoAnmoi KBanundmkaumein 1 BbiNosHAOLLLEE 06513aHHOCTW, yKasaHHble B 6.7.1.2—
6.7.1.3.

6.7.1.2 KAMHWYECKUA UcnbITaTe b AO/DKEH:

a) OblTb NMPaKTUKYIOWMM BpayoM, UMEIOLLIMM COOTBETCTBYIOLLYIO KBaNMdhUKaLmio,

10
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N UMETb A0MNYCK K KIIMHUYECKUM WCTIbITAHUSM;
6) MMeTb OMbIT B 06N1aCTV NPUMEHeEHMs ucnbiTyemol NOJT;
B) 3HaTb METOLOJIOTUI0 M TPeOOBaHUS K MPOBEAEHNIO KIIMHUYECKUX UCTbITAHWIA;

) OblTb 06Y4YEH KOPPEKTHOMY MOJIYYEHUIO pacnmcky 06 MHAPOPMUPOBAHHOCTMU.

6.7.1.3 KnuHuyecknin ncnbiTaTeNnb OTBeYaeT 3a KakAOAHEBHOE MNpPOBEAEHME
K/IMHUYECKMX WCMbITaHWA, a Takke 3a 6e30nacHoCTb U 6Graronosiyune CyobekTos,

BOBJ/IEUYEHHbIX B KJIMHNYECKOE UCTbITaHWe. KAMHUYEeCKUin ncnbitatesnb [OOJDKEeH:

a) obnagatb pecypcamu 419 NPOBEAEHNS KNMHUYECKUX UCTbITAHWIA;

0) ObITb yBEPEH B TOM, 4YTO MPOBEAEHME KUHWUYECKMX WCMbITAHWA He
npvBeaeT K KOHD/IMKTY UHTEPECOB;

B) noslyunTb OT OpraHuM3atopa M O03HAKOMUTbLCA CO Bceli Heobxoaumol
nHgopmauueii o MOJ;

r M3yunTb NIaH KIMHWYECKMX UCNbITaHWUIA 40 ero nognvcaHus;

o) OKasblBaTb MOMOLLb HabAwAaTento 1 aygutopy B AENCTBUAX NO KOHTPOSIO
COOTBETCTBUS  K/IMHUYECKUX WCMbITaHWiA NnaHy, NpOBEpKe JAaHHbIX W BeAEHUH0
[OKyMeHTauuu;

e) 06cyXaaTb C opraHM3aTopoMm 1 HabnwgaresieM U nosyyarb NUCbMEHHOE
paspelleHre Ha U3MEHEHMNE MN/laHa KAMHUYECKUX UCTbITAHUIA B C/lyvyae HEOOGXOAMMOCTY;

X) cneanTb 3a TeM, 4YToObl MAaH KJAVMHUYECKUX WCMbITaHWA Ccob6oaascs
BCEMW BOBJ/IEYUEHHBIMM B UCMbITAHMA uuaMu. HemeaneHHo cooblath opraHm3aTopy B
NMUCbMEHHOM BUAEO NOObIX OTK/IOHEHUSIX OT MNaHa;

n) obecneunTb MpaBWIbHOE NPOBEAEHME U 3aBEPLUEHUE  KMHUYECKUX
UCTbITaHWIA;

K) obecneunTb JileyeHne cyobekTa NP BO3HWKHOBEHUU 4pe3BblyaliHbIX
CcuUTyauuii, a Takxe 3aliuTy 310pOBbs 1 6/1aronoslyumnst CyobekTa,;

n) ybeontbca B TOM, 4TO MOJIyYEHO COrflacMe KoMuTeTa M0 3TUKE Ha
NPOBEAEHNE KITMHUYECKMX UCTbITAHWIA B OpraHu3aumm, NPoBOASALENA UCTbITaHNS;

M) NHOpMUPOBaTL opraHM3aTopa O BbiIBOgaxX KOMUTETA MO 3TUKE;

H) NHOpMUPOBATb KOMUTET MO 3TUKE M MMETb paspelleHne Ha obble
CYLLECTBEHHbIE W3MEHEHMSI B M/laHe KAMHUYECKMX WCMbITAHWA, YTBEPXAEHHbIE
opraH13aTopom;

n) nHhopMUpOBaTL  KOMWUTET MO 3TMKE O  JIOObIX  CEepPbEe3HbIX
HebnaronpusATHbIX Bo3aencTeusix IO/ Ha cyObekT;

9)] CBOEBPEMEHHO MH(OPMUPOBATL OpraHn3aTopa 0 BCeX He6MaronpusiTHbIX



FOCT 31580.7-2012

ncxogax n sosgeinctensix NOJT Ha CyObEKT;

C) obecneunTb afeKkBaTHbI NpeaBapuTesibHbIi HAO0P CYyOBHEKTOB;

T) obecneunTb afeKkBaTHOE MHPOPMMPOBAHME CYOBHEKTOB,

y) noslyunTb y CybobekTa pacnmcky o6 MHPOPMUPOBAHHOCTY;

) obecneunTb MapKMPOBKY KMHUYECKUX 3anuceil Cy6bekToB, y4yacTBYHOLLMX B
K/IMHUYECKMX  UCMbITaHWAX. Ecnm  HeobxoauMMo, BOBJ/IEYEHHbIE B KIMHUYECKME
UCMbITaHUS1 CYyObEKTbI AO/MKHbI MOYYNTb OKYMEHTbI, NMOATBEPXAAOWMNE MX yyacTue B
K/IMHUYECKMX  UCTbITAHUAX, BMECTE C WAEHTU(IMKALMOHHOW W COMYTCTBYHLLEN
WHGopMaumeli Ans okasaHus CBOEBPEMEHHON MeAMLMHCKON MOMOLLM, C yKa3aHUsMU
aZlpecoB 1 TeneoHOB CyOBHEKTOB.

Ecnn Heobxogumo, c paspelleHuss cybbekTa ero nepcoHasibHbIi Bpay O0/HKEH
nostyyaTb UHHOPMALMI0 O COCTOSHUN CyHbEKTa;

X) CHabauTb cybbekTa WHCTPYKUMSAMU MO €ro NOBEAEHUI0 MPY BO3HUKHOBEHWM
NoBbIX Ype3BblyaiHbIX CUTyauuii A8 OxpaHbl UHTepecoB cybbekTa. B atom cnyvae
OTK/TIOHEHUS OT MJlaHa K/MHUYECKUX WCMbITaHWn He TpebylT npeaBapuTesibHOro
COrnlacoBaHns ¢ OpraHM3aTtopoM M KOMUTETOM MO 3TUKE. Takme OTKIOHEHWS He JOMKHbI
paccmaTpuBaTbCA Kak paspbiB COrNalleHni, 0AHaKo AO/KHbl AOKYMEHTMPOBATLCA U
JoknaabiBaTbCa OpraHn3aTopy;

1) ybeauTbCsA B TOM, UTO BakHas Ansi 6e30nacHOCTM 1 61arononyyms cyobekta
N NPOAO/DKEHUS KMHWYECKUX WCMbITaHWA MHAOpMauWs, MoJsyyeHHass B Mpolecce
KIMHUYECKUX UCMbITaHWA, BGblna NpegocTaB/ieHa opraHu3aTopy W, Npu Heo6XoAMMOCTH,
C pa3peLueHns cybbekTa — nepcoHasibHOMY Bpady CyObekTa,;

4) WHopmupoBatb cybbekta WwunM  C  paspelleHua  cybbekta  —
NnepcoHasIbHOro Bpada CcybbekTa O NPUOCTAHOBKE WM AOCPOYHOM MpeKpalleHum
K/IMHUYECKMX UCTIbITAHUIA C yKa3aHWeM MPUYMH NpeKpaLleHuns;

W) HECTW  NEPBUYHYID OTBETCTBEHHOCTb 3a TOYHOCTb, 38KOHHOCTb MU
6€e30NacHOCTb [aHHbIX O K/IMHUYECKUX WCMbITAHUAX, OKYMEHTaX U 3anucsax cyobekTa,
CAEeNaHHbIX BO BPEMSI W MNOC/e OKOHYaHWS KIMHWYECKUX WCMbITAHWA. KnnmHuYeckunii
ucnblTateNb [AO/DKEH MoAnucbiBaTb OT4YeTbl. JlloOGble WCnpaBneHuMs B AAHHbIX
[0MnycKaeTcs BHOCUTb TO/IbKO NEPCOHaUTy, y4acTBYOLLEMY B UCMbITAHUAX; UCTIPABEHUA
[LO/MKHbI ObITb NOANMCaHbI 1 AAaTUPOBaHbl, @ UCXOAHbIE faHHbIE — COXPaHEHbI;

LLl) HECTN OTBETCTBEHHOCTb 3a COXPaHHOCTb UCXOAHbIX AAHHbIX B TEYEHME BCEro
nepuoga McnbITaHWiA, yCTAHOBMEHHOTO B M/1aHe KIMHWYECKUX UCMbITaHWUIA;

3) obecneumBaTb PYKOBOACTBO W pacnpefeneHne 06s83aHHOCTEN BCEX ML,
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OTBETCTBEHHbIX 32 MNPOBEAEHME U OUEHKY  KIMHWYECKMX  UCMbITaHWi B
COOTBETCTBYIOLLEM LEHTPE KIMHUYECKUX UCTbITAHWIA;

t0) y6eanTbes, 4to Bee MO/, nognexalume KMHUYECKUM UCNbITaHUAM, YUTEHbI.

Uncno nosyyeHHbIX Ans ucnbitaHnii MIOJT JO/MKHO COOTBETCTBOBATb UWUC/Y
NCMNOJb30BaHHbIX U/UN HENCNosib3oBaHHbIX VOS.

6.7.2 JononHutesibHble TpeboBaHWA

6.7.2.1 KnunHnyeckuii ucneiTaresis  AOJDKEH Hemea/lIeHHO coobLartb
opraHm3aTtopy 0 BCEeX C/lyyasix Cepbe3HOro HebGnaronpusTHOrO Mcxoda u ykasbiBaTb B
oTyeTax 0 NMobbIX ApYrMx HEGNAronpUATHLIX NCXOLAX.

7 TpeboBaHUA K NPeacTaBfieHNIO Pe3y/ibTaToB KIIMHUYECKUX UCTbITaHUN

7.1  OKoHuYaTeslbHbl OTYET O K/IMHUYECKUX UCTbITAHWAX MPeacTaBisaioT faxe B
TOM Cfyyae, ec/iv KJIMHUYECKME UCNbITaHUSA NpeKpaLLeHbl NpeXxaeBpeMeHHo.

7.2 OKoOHYaTeflbHbI OTYET AO/KEH ObiTb NpeAcTaBfieH B NUCbMEHHOM BuUAE.
OH pomkeH 6bITb NognuMcaH OpraHn3aTtopoM, KOOPAMHATOPOM (ecnv OH UMeeTcs) U
rMaBHbIM  KJIMHWYECKMM UCMbITaTeIeM KaxAoro wucnbitTaTenbHoro LuUeHTpa. OTueT
[O/DKEH NpefoCTaBNATLCA MO 3anpocy BCEM KMHUYECKUM UCTbITaTeNsAM U KoMuTeTam
no aTuke.

7.3 OkoHYaTesibHbIi OTYET O K/AMHUYECKUX WCMbITaHWUAX [ODKEH BKIOYATb
TOYHYO naeHTudrkaumto NOJ, onucaHve MeTOLONOMMU U MIaHUPOBAaHNUSA KIIMHUYECKMX
UCMbITAHWIA, BCE OTK/IOHEHUSI OT NJlaHa KMHUYECKUX UCMbITaHWIA, aHasIM3 AaHHbIX 1 BCe
cTaTucTMyeckne AaHHble U KpUTUYEeCKUe 3aMeTku, Kacatolwmecs Leneid NcciefoBaHui.

B okoHYaTenbHOM OTYeTe AO0/DKHbI ObITb YUTEHbI AaHHbIe M0 BCEM BOBJ/IEYEHHBIM
B KIMHMYecKMe  ucnbiTaHuA  cybbektam.  MaeHTudpmkaumy  cyObekToB Mo
UcnblTaTeNlbHbIM  LEHTPaM He [O/DKHO ObiTb B OKOHYaTe/lbHOM OT4YeTe WM B
ny6AnKyembIxX pesynbTaTax.

7.4 Bce KNnHWYeckne ucnbitatenn OO/MKHbl MMEeTb BO3MOXHOCTb MPOCMOTPETb
W, NpM HeobXoAMMOCTWN, BHECTW 3amMeuvaHWs B OKOHYaTeslbHbIA oTyeT. OpraHusaTop
OO/KEH COXpaHATb 3anucy, NoaTBepxJatolme, YTo BCe UCMbITaTeNn nosyvyann otyet
Ana 03HakoMeHus. Ecnn KNMHWMYECKWA nchbiTaTeflb He COrflaceH C OKOHYaTeslbHbIM
OTYETOM, TO €ro 3ameyaHust [O/DKHbl ObITb 3anuMcaHbl U NpefocTaBfieHbl APYrUM
ucnblTaTessam.

7.5 Ecnu opraHuzatop wim w060 M3 uCnbITatesiel He MognvcbiBaeT

OKOHYaTe bHbIN OT4eT, TO OH A0/DKEeH o60cHOBaTb Npn4nHbI B NNCbMEHHOM BUAE.
MpumeyaHne — PyKOBOACTBO MO COCTAB/IEHWIO OKOHYATE/IbHOTO OT4YeTa MNPUBEAEHO B

npunoxexuu E.
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MpunoxeHve A
(cnpaBo4HOe)

MpuMepbl cepbe3HbIX HEGNAronpPUATHBIX NCXOA0B A1 NepeHeKaMepHbIX U
3agHekamepHbIX VIOJ1 n nokasaTesnieii OCTPOTbI 3peHUs

Al [lprMepbl cepbe3HbIX HEGNArONPUSATHLIX UCXOAO0B ANl NepefHEKaMEPHbIX 1

3agHekamepHbIx VIO npuBegeHsl B Tabnmuax AL n A2

Tab6nunuya A.1— CoOTHOWEHNA HEGNAroNnpUATHBLIX UCXOA40B ANA nepegHekamepHbix O/

Yucno cybbektos 100 Yucno cy6bekToB 300
KoHTponbHoe
He6naronpusTHbili ucxos OTHOLWEHNeE. MoporoBoe  PaspeleHHoe  [loporoBoe  Pa3pelueHHoe
% OTHOLUEHNE. yucno OTHOLLEHME. yucno
% %
KymynsTuBHbIf: 3 10.0 195 15 15.0 39
LUUCTONAHBI MaKynsipHblli 0Tek
mdema 4.3 1N 8 7,7 19
rMNonuoH 0.2 2.9 1 14 2
BHyTpurnasHas nHdexyms 0.2 2.9 1 14 2
CMellieHne IMH3bl 13 NnepeaHeit 11 5.4 3 3.2 6
Kamepbl
6/10KMpOBKa 3pavka 2.0 7.8 5 4.5 10
oTcroiika ceTyaTkm 1.2 5.4 3 3.4 7
NOBTOPHOE XMpypruyeckoe
BMelaTenbeTao (nckntovasn 26 8.5 5 52 13
OTCNOKY ceTyaTku 1 3afHI0K0
Kancysi0ToMuio)
MoBTOpSAOWMIACA: CTPOMANbHBI 0.5 4.2 2 2.2 4
0TeK PoroBuLibl
LUUCTONAHBIV MaKyApHbIA OTek 3.3 10.5 7 71 17
pasgpaxeHue 0.9 5.4 3 3.0 6
NoBbILWEHHOE BHYTpUrnasHoe
nasneHne, Tpebylolee nedeHmns 21 7.8 5 4.5 1n

MpumeuyaHuns

1 oA KOHTPO/bHbIM OTHOLEHWEM MOHUMAIOT CTaTUCTUYeCKoe 3HavyeHne HebnaronpuATHbIX UCXOAOB,
Nosly4eHHOE MO pe3ysibTaTam aHanm3a KNUHWYECKUX UCTbITAHWI NnepegHekamepHbix MIOJ. npoBoaumsix B CLUA B
nepuog ¢ mapTta 1988 r. no nioHb 1991 r. ¢ yyactmem 952 cy6beKTOB.

2 Mogp, NnoporoBbIM OTHOLWEHMEM NOHUMAKT AonycTuMoe 3HadyeHne Heﬁl‘larol‘lpl/lﬂTHle NCXonoB, CTaTUCTUYECKN
npesblilwakwuiee KOHTPOSIbHOE OTHOLWEHMe.

3 Mog paspelleHHbIM YUC/IOM NOHWMAKT A0NYCTUMOE YMC0 CYObEKTOB C HEGAronpUSTHLIM UCXOA0M.

14
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Ta6nuya A.2 — COOTHOWEHNS HEGNATOMPUATHLIX UCXOAO0B ANA 3agHekamepHbix MO

Yucno cybbektos 100 Yucno cy6bekTos 300
KoHTposibHoe
He6naronpusTHbIN UCX0A OTHOLLEHNE. Moporosoe  PaspeweHHoe  [MoporoBoe  PaspelseHHoe
% OTHOLLEHMeE. uncno OTHOLLEHME. 4ncno
% %
KyMynsTuBHBbIN: 3.0 9.2 6 5.9 14
LMCTOUAHBIA MaKynsipHblil oTek
rmpema 2.2 7.8 5 4.5 1
rMNOnN1oH 0.3 2.9 1 18 3
BHyTpUrnasHas nHekuuns 0.1 2.9 1 1.0 1
CMelleHVe NH3bI U3 nepeaHeit 0.1 29 1 1.0 1
Kamepbl
6710KMpoOBKa 3payka 0.1 2.9 1 1.0 1
oTc/ioliKa ceTyaTkn 0.3 2.9 1 2.9 3
noBTOpHOE Xupypruyeckoe
BMELIJ%TEJ'II:CTBO (nckntoyas 0.8 4.2 2 26 5
OTCMONKY ceTyaTkm W  3agHIon
KancynoTomuio)
MoBTopstLWMiics: 0.3 2.9 1 1.8 3
CTpOMasibHbI/i 0TeK poroBuLybl
LUCTOUAHBIA MaKynsipHblil 0TeK 0.5 4.2 2 2.2 4
pasgpaxeHue 0.3 2.9 1 1.8 3
NOBbILLEHHOE BHYTpUINasHoe 0.4 4.0 2 18 3

AasnieHune, Tpeﬁytou.l,ee nevyeHus

MpumevyaHus

1Mof KOHTPONIbHbIM OTHOLIEHMEM MOHMMAT CTaTUCTUYECKOe 3HayeHne He6NaronpuUATHbIX WCXOA0B,
nofyyeHHoe Mo pesynbTaTaM aHanmM3a KIMHUYECKUX MWCNbliTaHuii 3agHekaMepHbix WMOJI. nposoaumbix B CLIA B
nepuop c fekabpa 1989 r. no gekabpb 1997 r. c yyactuem 4210 cy6HEKTOB.

2 Mop NOporoBbIM OTHOLIEHWEM MOHWMAKT AOMNYCTUMOE 3HayeHue He6GNaronpUATHLIX UCXOA0B, CTATUCTUYECKU
NpeBbILLIAOLLEE KOHTPO/IbHOE OTHOLLIEHME.

3 Toa paspelleHHbIM YUC/IOM NOHUMAtOT A0NYCTUMOE YUCIO CYy6GHEKTOB C HE61aronpuUsTHLIM UCXOAOM.

A.2 MpuMepbl NokasaTesieil NOCNeoNePaLMOHHON OCTPOTbI 3pEHNSI NMPUBEAEHbI B

Tabnmuax A.3 n A4.
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Ta6nuua A.3 — CpegHue nokasaTenu nocneonepauymoHHoi ocTpoTbl 3peHuns 0,5 (6/12. 20/40) oOTH.
ef. Wvnu Bblwe

Yucno cybbektos 100 Yucno cy6bekToB 300
KoHTponbHoe
Tun MOA OTHOLEHNE. MoporoBsoe Tpebyemoe Moporosoe Tpebyemoe
% OTHOLLEHMe. yncno, OTHOLLEHMe. yucno,
% He MeHee % He MeHee
NepepHekamepHas MO/ 80.4 69.6 74 74.3 230
3apHekamepHas NON 92.5 84.4 88 88.2 270

MpumeuvaHunsn

1 MoA  KOHTPO/IbHbIM ~ OTHOLIEHWEM  MOHMMAOT  CTATUCTUYEecKoe  3HayeHne uyucna Cyb6bekToB C
nocneonepauuoHHoli ocTpoToil 3penusi 0.5 OTH. ed. w/vnu Bbile, MOJSlyYeHHOe MO pesynbTatam aHanusa
KNVHUYECKNX NCNbITaHuii nepef- HekamepHbix MOJ1. npoBogumbix B CLUA B nepuog ¢ mapTta 1988 r. no nioHb 1991 r.
¢ yyactmem 952 cybbekTOB, U 3afHekaMepHbix MOJ1. npoBoammbix B CLUA B nepuopg ¢ fekabps 1989 r. no gekabpb
1997 r. ¢ yyactnem 4210 cy6beKTOB.

2 Moa nNOpPOroBbiIM  OTHOLIEHMEM MOHWMAKT AOMNyCTUMOE 3HauyeHWe uucna Cy6bekToB Cco  cpepHeit
nocneonepauyuoHHO OCTPOTO 3peHuns 0.5 OTH. e U/unu Bbille, CTATUCTUYECKN HUXE KOHTPOJIbHOTO OTHOLLEHUSA.

3 Mog TpeGyemMbiM 4WUCAIOM  MOHUMAT MWHUMANbHO [OMYCTUMOE UMCNO Cy6bEeKTOB CO  CpefHeii
nocneonepaymoHHo 0CTPOTOl 3peHus 0.5 OTH. e u/unn Bbille.

Tab6nunuya A.4 — Jlyywve nokasaTesn nocseonepayuoHHoi ocTpoTel 3peHus 0,5 (6/12. 20/40) oTH.
ep. wivnu Bbiwe

Yuncno cybbekToe 100 Yucno cybbektoB 300
KoHTposbHOe
Tun Mon OTHOLLEHNE. MoporoBsoe Tpebyemoe Moporosoe Tpebyemoe
% OTHOLLEHMe. yucno, OTHOLLEHMe, uucno,
% He MeHee % He MeHee
MepegHekamepHas NOJ 90.1 81.1 85 85.4 262
3aaHekamepHasa NOJ 96.7 91.0 94 93.6 285

A.3 TllpuBeaeHHble B Tabnmuax A.l n A.2 uccnegyemble oTHoweHusa ans 100 u
300 cy6bEKTOB ANS KMHUYECKUX UCNbITaHUIA ByayT MeHblUe NpYBEeAEHHbIX MOPOroBbIX
OTHOLUEHUIA, TaK Kak /il060e cTaTUCTMYecKoe CpaBHeHWe cofepXuT B cebe OoLmnbky
BbIGOPKM. AHA/IOTMYHO KUccneayemMble OTHOLWeHUs B Tabnuuax A.3 n A.4 6yayT 6onbLue,
yeM MpUBEAEHHbIE TMOPOroBble OTHOLWIEHWSA. B uHTepBan Mexay KOHTPO/IbHbIM U
MOpPOroBbIM OTHOLLUEHUSAMM, NMPMBEAEHHbIMU B Tabnuuax, nonagatoT 80 % BO3MOXHbIX
OTHOWeEHWIA. Mpn 3TOM, YeM O6/MXKE MNOPOroBOe OTHOLUEHME K KOHTPOJSIbHOMY, TeM
MeHblle 80 % BO3MOXHbIX OTHOLLUEHWA Tyda nonagyT, TOeCTb BO3HWKaET oLlmbka
BTOPOro Tuna.

A4 TMpueegeHHble B Tabnuuax Al un A2 pacyeTHble pesynbTaThl
HebnaronpuATHbLIX  UCXOA0B  OblM  MOMYyYeHbl B pe3yfnbTare  UCMoJ/1b30BaHUA

BGUHOMUHA/IBHOTO pacnpeaeneHus no opmysne
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(A1)

Prix> (- p)n/1 40,05,

n.p

roe p — KOHTPOJIbHOE OTHOLUEeHWe (Toe. OTHOLUEeHWE HebnaronpusATHbIX UCXOLOB AN1A
KOHTPOJILHOW rpynnbl);

n— pasmMep BbIGOPKMY;

X — UYMC/I0 3aperucTpyMpoBaHHbIX BO BpPEMS  KIMHUYECKOrO  WCMbITaHMSA
He6/1aronpuUATHLIX MCXOA0B;

X — uncno He6naronpuATHbIX NCXOLO0B.

A.5 bBuHOMUWHaNbHOE pacnpeaeneHne NCNob3yT A8 TOro, YTOOblI NPOBEPUTD,
ABNAETCA NN UccnefyemMoe OTHOLLeHWe He6MaronpuAaTHbIX WCXOLOB MeHblUe Wn
paBHbIM OTHOLUEHMIO A1 WCTOPMYECKOW KOHTPOJIbHOW rpynnbl. AHanOrMyHo Ans
Tabnmy A.3 n A4 BGMHOMMHaIbHOE pacnpefenieHve WCNo/b3ylT ANnA TOro, 4To6bl
npoBepuTb, ABASETCA /I UCCMeAyeMoe OTHOLUEeHWe OCTPOTbl 3peHus 0,5 oTH. ed. u
Bbille 60/1€e WM paBHbIM OTHOLUEHUIO OJ19 KOHTPOMbLHOW rpynnbl. ASbTepHaTUBHAsA
rmnoresa COCTOMT B TOM, 4YTO WCCMefyeMOe OTHOLIEHWE MEHee OTHOLWEeHUs a/s
KOHTPOJIbHOW rpynmbl.

A.6 MakcumanbHoe 3HauvyeHne 6naronpusaTHbIX UCxXoaoB (Tabnvua A.4) MoxeT

6bITb MOYYEHO C UCMOMb30BaHNEM BUHOMUHANILHOTO pacnpeeneHst no oopmysne

(A.2)

rae p — KOHTPO/IbHOE OTHOLLEHWE A1t OCTPOThLI 3peHust 0,5 OTH. ef. 1 BbILLE;
n— pa3mep BbIGOPKY;
X — YMC/I0 3aPEMMCTPUPOBAHHbIX YCMELLIHbIX UCXOA0B UCTbITAHNS;

X — unC/I0 HEBAronPUSTHBLIX NCXOA0B.

17
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MpunoxeHve B
(pekomeHayemoe)

TpeboBaHUA K pacrnvcke 06 MHPOPMUPOBAHHOCTU

B.1 O6wwe TpeboBaHs

Pacnucka 06 MHOPMMPOBAHHOCTW AO/MKHA ObiTb MNOSydeHa OT cybbekTa B
NMCbMEHHOM BUAe nepes HavyaioM yyacTust cyobekTa B KIMHUYECKUX UCTIbITaHUSX.

MpunmeuvyaHne — dopma pacnuckym 06bIYHO COCTOUT M3 MHPOPMALMOHHOW YacTu u
cornacutenbHON/MOANNCHON YacTh. 3TW ABe 4YacTu MOryT 6biTb M60 CKOMOWHMPOBaHbI B OAHOM
OOKYyMeHTe (MHCbOpMauMﬂ ana nauneHta un (hopma paCI'II/ICKI/I) nnn pasaeneHbsl Ha NUCT I/IHCbOpMaLI,I/IVI ana
nauueHTa n hopmy pacnuckv naumeHTa.

B.2 MMpouecc noayyeHns pacnmckm 06 MH(HOPMUPOBaAHHOCTH

Mpn nonyyeHUn pacnmuckn o6 WHGOPMMPOBAHHOCTM CcneayeT cobnigatb
cnefywuive npaswna:

a) usberatb NIOOOI0 MPUHYXAEHUSA WU HE3AaKOHHOTO BAMSHUSA Ha CYOBLEKT A/is
obecneyeHns ero yyacTus;

6) He YK/IOHATbCSA UM He NbITaTbCs YKIOHUTLCSA OT COO/MIOAEHNS 3aKOHHBIX MPaB
CcybbekTa;

B) WUCMO/b30BaTb $A3blK, KOTOPbIi He SBAAETCA CheunasibHbIM W MOHSTEH
CyOBbEKTY WK ero 3akOHHOMY MpeaCcTaBUTENIO;

r npepocTaBuTb CyObeKTY BpeMs Ans 064yMblBaHUS pelleHust 06 ydactuu;

) pacnucka [o/mkHa cofepxaTb OaTvpoBaHHble noanucy cyébekta Win ero
3aKOHHOTO NpeAcTaBUTENS U KIIMHWYECKOTO UCNbITaTENS;

€) BK/OYaTb CyOBEKT B NaH KMHWYECKNX MUCTbITAHWUIA.

B.3 VHdopmauus, npegocTaBnsgemas cybbekTy o NoslydeHns pacimnckiu
06 NMHGOPMUPOBAHHOCTH

Ha noHsATHOM Ansi cyGbekTa uam ero 3aKOHHOrO MpPeAcTaBUTENs A3biKe 4O/DKHA
6bITb N3/I0XKEHA criegytoLas MHhopMaLus:

a) onucaHue UcnbiTaHUsi/Ha3Ha4YeHe:

1) wvccnefoBaHWs, BKOYEHHbIE B UCTIbITAHUSA,

2) uefb UCMbITaHWi,

3) npeagnonaraemasi A/MTEIbHOCTb WCMbITAHUA W CTEMEHb BOB/IEYEHHOCTU
cybbekTa B NPOLECC UCTbITaHWIA,

4) onucaHue nccnegyemoin NOJ,
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5) onucaHve npouedyp, WCCNeAOBaHMA C  aKUueHTUPOBAHUMEM  BHUMAaHWA
CybbekTa Ha 3KCnepuMeHTe;

6) npeackasyemble PUCKU:

1) wHdopmauus o NbbIX NpeackasyeMblX pUCKax U OCIOKHEHMSIX,

2) vHdopmaumsa o NlobbIX BO3MOXHBIX NOBOYHLIX addhekTax;

B) MOTEHUMa/IbHbIE BbIroAbl:

1) onucaHue NOTEHUMaNbHbIX BbIro4 A8 cyobekTa,

2) onucaHne NoTeHUMasbHbIX BbIrog Ans Apyrux CybbekToB;

) asbTepHaTMBHasa Tepanus:

1) nHdopmaunss 06 aslbTEPHATMBHBLIX METOAax JIeYeHUs WK  A0NYyCTUMbIX
npouenypax;

) KOH(MAEHUMaTbHOCTb:

1) ykasaHue 0 TOM, YTO yyacTue cybbekTa ABAeTCA KOHUAEHLNATbHBIM,

2) ykazaHMe O TOM, 4YTO CYOBEKT [O/DKEH paspewwnTb A[O0CTyn K CBOWM
MEeOMLMHCKAM 3anncsiM MOJTHOMOYHBIM Siuam 1 NpeAcTaBuTeNs M OpraHu3aropa,

3) uvHhbopmaumsa 0 TOM, YTO pe3yfibTaTbl UCMbITaHWi MOTYT 6bITb OMy6/IMKOBaHbI
6e3 pacKpbITVS IMYHOCTU CYOBEKTE;

€) KomneHcauus (MeamumHcKas/ouHaHcoBas):

1) vHcopmauma 06 ycnoBusax A8 NONyYeHNss KOMNeHcaumn B criyvae paHeHus,
BO3HMKLIETO B pe3y/sibTarte yyacTusi B K/MHWYECKUX WCMbITAHWAX, M O TOM, Kakue
JOnosHUTeNbHbIE Mepbl MO OXpaHe 340p0oBbs OyAyT NpefocTaB/ieHbl CyObEKTY B
C/lyuyae Cepbe3HOro yBeubs,

2) vHdopmaums 0 (UHAHCOBOM KOMMEHCAuuM 3a y4vacTue, €ec/im 370
npeayCcMOTPEHO;

X) BOMPOCbI 0 HaYaUs1e UM OKOHYaHUN KNMHUYECKNX UCTIbITaHWIA:

1) wHcopmauma o0 TOM, KTO AO/IKEH OTBETUTb Ha BOMPOCbI Cyb6bekTa Mo
nuccnenoBaHusaM,

2) wuHdopmauus 0 TOM, KTO AO/DKEH OTBETUTb Ha BOMPOCHI CyObekTa B Criyvyae
TpaBMbl,

3) onucaHue OBCTOATENbCTBA, MPU KOTOPbIX y4YacTne cybbekta B UCMbITAHUAX
MOXET ObITb NPEKPALLEHO MCNbITATENEM;

1) HOBbIE OTKPbITUSA:

1) wHdopmaumMss O TOM, 4YTO HOBble OTKPbITUS, CAE/aHHble C Yy4yacTuem

Cy6'b8KTa, [OOJTKHbI ObITb [OOCTYMNHbI BCEM KNMMHUYECKUM UCNbITaTENAM.
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B.4 3aaBneHunsa B pacnucke 06 MHPOPMUPOBAHHOCTU

VHpbopmaumoHHasa pacnucka fo/hkHa cofepxaTb:

a) 3asB/ieHne 0 TOM, YTO yyacTue cybbekTa ABseTcs 40OPOBOSIbHbLIM:

6) 3adBfieHMe 0 TOM. 4YTO OTKa3 OT y4yacTUs He HeceT HUKakuxX LWTpadHbIX
CaHKLMA N0 OTHOLUEHUIO K CYyObEKTY;

B) 3asBfieHNe O TOM, YTO OTKa3 OT y4yacTuss B /1060 MOMEHT KIUHUYECKUX
UCMbITAHUIA HE HECET HMKAKMX LUTPaHbLIX CaHKLUWA MO OTHOLLEHUIO K CyObEKTY;

I 3asiB/IeHNE O BO3MOXHbIX MOCAEACTBUSX UCMbITAHWUIA;

) 3asBsieHne 0 NOHMMaHWW NpeacTaB/IEHHON NHGopMaLun.

B.5 CornaweHusi B pacnmcke 06 nHhopmMmMpoBaHHOCTH

Mpv nognucaHun pacnucku 06 WHGPOPMUPOBAHHOCTN CYOBEKT WM ero
othuumanbHbIil NpeacTaBuTe b JO/MKEH BbITh COMIACEH;

a) Ha yyactue B KIMHUYECKMNX UCTbITAHUSAX;

6) 4TO ero nepcoHasIbHbIN Bpay GyaeT MHAOPMUPOBaH O €ro yyacTuu; Wiu
nognucarb 3asiB/ieHne 06 0Tkase B NPeACTaB/IEHUN Takoi MHopMaumm;

B) Ha MCNO/Ib30BaHWE €ro MEepPCOHa/IbHbIX OaHHbIX A1S Leneil KIMHUYECKOro

ncnblTaHUA.
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MpunoxeHve C
(pekomeHayemoe)

PykoBoacTBO No onpegeneHuto moandmkaumm 6asosoii mogenu VOJ

C.1 Moandukauusi KOHCTpyKuun/matepuana 6aszosoii mogenn MO/

C.1.1 O6uwue NonoxeHusi

Tpe6oBaHuss Kk wucnbiTaHuam WOJ, aBnswowmmca Moaudmkaumsamy  6a30Boi
mogenm WO, yke npoweawen KIMHAYECKME WCMbITAHUS, 3aBUCAT OT CTEMEHM
N3MEHEHUI, BHECEHHbIX B MOANULMpoBaHHyt0 mogesnb VOJ. Mogudukauun 6a30Boii
mogenn WOJT noapasfensawT Ha OBa YPOBHA: ypoBeHb A 1 ypoBeHb B. [Mpumepsbl
mMoamdukauum ypoBHs A 1 ypoBHSl B 6a3oBoin mogenu VOJ1 npusegeHsl B C.2.

C.1.2 YpoBeHb A

C.1.2.1 Moandmkaumn 6azosoit mogem WOJT ypoBHas A B 60/bLUMHCTBE
Cc/lyyaeB He TpeOylT NpoBeAeHMs K/MHUYECKMX WCMNbITaHWA. B cniyyae, ecnm
mMoaudmumpoBaHHass Mogesnb WOJT obnagaeT cBoiicTBaMu, KOTOpble He MOryT ObiTb
afeKBaTHO McCNefoBaHbl B Nepvog  NpeaKIVHUYECKNX UCMbITaHWA, Hanpumep,
noTeHUMaibHoe NOBPEXAEHME TKaHel BC/IeACTBME U3MEHEHUS] TEXHUKM MMMaHTaumm
WO/, KNuHNYeckne ucnbiTaHUA 40/HKHbI NPOBOANTLCS.

C.1.2.2 Mogndwmkaunto 6asosoit mogenm WOJT ypoBHA A 06bIYHO He
NCNoMb3yl0T B KaUecTBe 6a30BO Moaeny Ansi nocreaywmx MoanduKaumii.

C.1.2.3 B cnydae, ecim mogenb WOJT HaxoguTca B CTagun  KIMHUYECKUX
ncnbITaHUiA, MoanduKaumusl YpoBHS A 3TON MOJEeNn Takke MOXeT ObiTb NOJABEPrHyTa
K/IMHUYECKMM MCMNbITAHUSAM M faHHble UCMbITaHU 6a30BoOii Modenn u Moaudmkaumm
YpOBHA A MOryT ObITb CKOMOMHMpOBaHbl. Ec/n n3meHeHnss 6a3oBoil mogenu WOJ
YPOBHSA A BK/IHOYAIOT 3aMeHy Martepvana 6a30BbIX MoAeneid, Hanpumep, Mogudukauun,
onucaHHble B C.2.2.12, Takylo MOAEe/b He A0MYyCKaeTCHA MCMosb30BaTth AN1A NpoBeaeHus
K/IMHUYECKMX UCTIbITAHWIA.

C.1.3 YpoBeHb B

C.1.3.1 KnuHnyeckne ucnbitaHnsa NOJ, aastowmxcs Mogudmnkaumsamm 6a3oBoi
MOZesM YPoBHA B, [O/MXHbI BKIOYaTb He MeHee 100 cy6bLekToB, HabnogaemblX B
nocsieonepauroHHblii nepvog no dopme oTyeTa B COOTBETCTBUM C Tabnuueir D.4
npunoxexus D.

Uncno oTYETOB /151 BCEX MOCELLEHNI Cy6bEKTOB A0/MKHO ObiTh He MeHee 100.
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C.1.3.2 Yucno NOJ, HeobxoamMMbIX ANnS NPOBEAEHUS KAMHUYECKUX WCMbITaHWi
6a3oBoii mogenn VOJ ypoBHs B, OMXKHO 6bITb MUHUMASIbHBIM, HO AOCTaTOYHbIM A5
CpaBHEHWSA OTHOLUEHMWA HEGNAronpuUATHLIX UCXO40B U U3MEHEHUS OCTPOTbI 3peHus Ans
ucnbityemoin MOJ1 ¢ OTHOLIEHWUAMW A/ UCTOPUYECKO KOHTPONbHONM rpynnbl. Ecin
opraHu3aTop cpaBHMBaeT KauyecTBO ucnbiTyeMbix VOJT ¢ 0gHOBpeMEHHO 3anyLleHHO
KOHTPOJ/IbHOW Tpynnoil, TO OH AO/HKEH OTO6paTb TaKOe 4MC/0 CyObLEKTOB, KOTOPOE
Oy[eT AOCTATOUYHbIM AJ/18 BbISAB/IEHUS W3MEHEHW OCTPOTbl 3pEHMS 1 HEGIAronpUSTHbLIX
UCXOAOB C TOYHOCTbHK), I3KBMBAJIEHTHON CPaBHEHUK) C WCTOPUYECKON KOHTPOJIbHOM
rpynnoi.

C.1.3.3 Yucno NON mogncbmkaumm ypoBHA B, He BblaepXaBLUMX WCMbITAHWUNA,
LOJ/DKHO ObITh He 6onee 10 %. Kaxablli ucnbitatesib JOMMKEH NoABepratb UCMbITaHUAM
He MeHee 20 % w©n He 6Gonee 25 % o6LWeEro uyucna WCMbITYEMbIX CYyObEKTOB.
KnuHuueckne wucnbitaHua WO mogudpmkaumn ypoBHA B cumtaloT 3aBepLUeHHbIMU,
KOrga Ha BCe BOBJ/IeYEHHblEe CYOBLEKTbI COCTaB/IEHbl OTYeTbl B COOTBETCTBUM C
Tabnuuein D.4 npunoxeHus D.

C.1.3.4 Mogndukaunto WO ypoBHA B cumTawoT 6a30BO MOAENbI, €Cu
nosly4yeHbl OTYETbI MO He MeHee yem 100 cy6bekTam (0QHAKO He B KOMOMHaLMU C
oTyeTaMu MogudpmkaumMn ypoBHsS A B Nepuos KIMHUYECKMX WCMbITaHWA), 1 B Cnydae,
ecnn moamdunkauma MOJ cooTBeTcTByeT Bcem Tpeb6osaHusam TOCT 31580.2, TOCT
31580.3, TOCT 31580.6.

C.2 NMpumepbl moandmkaumin MO/

C.21 O6Lue NonoxeHusi

C.2.1.1 Moandmkaumm WNOJ, noaBepraembiX KJAVMHWUYECKAM  UCMbITAHUSAM,
noapasfensioT Ha mogudukaumm 6a3oBori Modenn ypoBHA A 1 ypoBHA B. Kputepuii
penexvsa npmeegeH B C.2.2 n C.2.3.

Jonyckaetca mogndumuymposatb 6a3oBble Mogenu VO, nmetowme cregyrowme
MPU3HaKK:

- P — 3agHekamepHble MO/ 13 nonumeTtunmetakpuniata (NMMVIMA);

- A — nepegHekamepHsble NOJ n3 NMVIMA;

- SP —3apgHekamepHble VOJT 13 MArkMX martepuasioB, MMeKLme MNa0CKui
AnsaiiH (6e3 netesnb);

- SS — cocrtaBHble 3agHekamepHble WOJT C  ONTMYECKOW YacTbio,
W3roTOB/IEHHON M3 MAMKMX MaTepuanioB U MeTisMM U3 CTaHAapTHbIX MaTepuasioB

(MMMA, noaunponuaeH Win noavamug);
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- SN — cocrtaBHble 3agHekamepHble NOJ1 ¢ ONTUYECKON 4YacTbl W3 MATKUX
MaTepuasios, U NETASAMU N3 HECTaHAAPTHLIX MaTepnasios.

C.2.1.2 MoguduumposaHHas ModeNlb  MOXeT  BKIoYaTb  pas/iMyHble
KOMOVHaumMn mMogmdmnkaumii, ykasaHHblx B C.2.2—C.2.3, ecnu cobnogatTca Bce
Kputepun  (Hanpumep, MoAUUUMPOBaHHAA MoJeNb MOXeT WMeTb  60NbLuyto
ONTUYECKYID YacTb C Crierka U3MeHeHHOW KoHdurypauueli netenb 1 600bWMM 06LLMM
Anametpom). Moaundmkauumsa, ykasaHHaa B C.2.2.12, oT/ivMyaetca OT  Apyrux
MoaMduKaLMA TeM, 4YTO 3aMEHEH MaTepuasl UM U3MEHEeHa KOHCTPYKUus 6a30Boii

MoZenu.
C.2.2 Moandmkaumm ypoBHs A

C.2.2.1 3epkasibHOOTPaxeHHaa Bepcusa mogenn MO/

MpusHakn  mogmudpmumpoBaHHbix MO tunoB  P/A/SP/SS/SN  #omkHbI
COOTBETCTBOBATbL yKa3aHHbIiM B C.2.1.1.

C.2.2.2 ViIameHeHne obuiero gnameTpa

Mpu3Hakn MoandmumpoBaHHbix WO/ ans  nauMeHToB C  ONPeAeneHHbIM
Avana3oHOM LUMPYHbLI NepeaHelt kamepsl rnasa ana moauduumposaHHbix NOJ ypoBHA
A [0/MKHbI COOTBETCTBOBATL YKaszaHHbIM B C.2.1.1.

C.2.2.3 VI3MeHeHUA KOHCTPYKUUW MeTeslb

MpusHakm moaudpmumpoBaHHbix NOJ1 B cnyyae gobasnieHus 3akpyrneHuidi um
MasieHbkuX netesib ana TunoB P/A/SS/SN [o/mkHbI COOTBETCTBOBAaTb YKa3aHHbIM B
C.21.1

C.2.2.4 VIsmeHeHVA Hak/oHa neresib

Mpur3Hakn moamdnumpoBaHHbiX IOJ1 B cyvyae M3MEHEHMsT NIOCKOro An3aiiHa Ha
On3aliH C TefioM, OTK/IOHEHHbIM Ha3af OT neTesb, NPUBOIALWMIA K YBEMYEHUO
carrmtann He 6onee yem Ha 1,6 mm ans MOJ c 3agHeli BepluMHHO pedopakuuein 20
AnTp, ana Tunos P/SS/SN A0/mMKHbI COOTBETCTBOBATL Yka3aHHbiM B C.2.1.1.

C.2.2.5 ViaMeHeHMa KoHdurypauumn, TOJMWMHBLI WX WWPUHBLI  NeTeNb
(kannbpa)

C.2.2.5.1 OO6wWme NoNoXeHns

MpusHakn mogudomumpoBaHHbiX VOJT Tnos P/SS/SN go/mkHbI COOTBETCTBOBATb
yKaszaHHbiM B C.2.1.1.

[na Toro, 4tobbl onpefenuTb MoAudMKaLmMio YpoBHA A, Heo6X04MMO NPOBECTU
aHaNn3 N3MeHeHNs MexaHudeckmx coiicTs O/

Ecnn mogudpmumpoBaHHas mogens WOJT obnagaeT cBOWCTBaMW, KOTOpble He
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MOryT OblTb a[eKBaTHO MWCCMefoBaHbl B Nepuos NPefKIVHUYECKUX WCMbITaHui,
Hanpumep, ec/im MOXeT NPOoM30MTY NOTEeHUMaIbHOe MOBPEXAeHNe TKaHel BCneacTsme
MU3MEHEHVA B TEXHUKE WMMNIaHTauuMu, TO Takas MoaudmKaumsa He MOXeT OblTb
npusHaHa moaudmkaumein NOJ ypoBHS A.

MeToabl  CpaBHEHWA  MexaHW4eckux  CBOWCTB  6a3oBoii  mogenm
MoaMdmuMpoBaHHoi Modenu npueedeHbl B C.2.2.5.2. Ec/v opraHv3atop npuxoaut K
BbIBOAY O TOM, 4YTO MO OAHOMY METOAY CpaBHEHMS MOAMpMKauus He OTHOCUTCA K
YPOBHIO A, OH JJO/MKEH yKas3aTb ApYroli MeToZ A0 Havana KIMHUYECKMX UCTbITaHWUA.

M pnmevyaHmne — METOAbI N aHanns3 AaHHbIX, NpUMeHAEeMbIX B UCMNbITAHNAX MeXaHU4YeCKNX

cBoiicTB. — no NOCT 31580.3 (B.2.2.5.2 — B. 2.2.5.3).

C.2.2.5.2 CpaBHeHue ¢ eUHNYHON 6a30BOW MOAENbIO

Mpu3Hakn moamdmumpoBaHHbIX VIOJ1 Tnos P/SS/SN [o/mKHbI COOTBETCTBOBATL
yKka3aHHbiM B C.2.1.1.

Ona cpaBHeHuss MOAMULMPOBAHHON MoZenu W Mogenu, noaBepraemoit
K/IMHNYECKMM  UCMbITAHWAM, OpraHu3atop [O/DKEH [okasaTb, 4TO MexaHuyeckue
CBOWCTBa MOAMIULMPOBAHHONM N UCMbITYEMOI MoAeNne aHa 0rMYHbl.

CpaBHuBass mMogudmumpoBaHHyto © 6a3oByto mogenn WOJ, opraHu3aTop
JO/MKEH JokasaTb, UTO MexaHuWyeckue CBOWCTBa  MoguduumpoBaHHoin VO
aHa/10rMyHbl MexaHM4eckuM CBolicTBaM 6a30Boli MOAE/N.

C.2.2.5.3 CpaBHeHMe HECKO/IbKMX 6a30BbIX MoAesei

Mpu3Hakn moaudpumumposaHHbix NOJ TrnoB P/SS/SN A0/mKHBI COOTBETCTBOBATh
yKaszaHHbiM B C.2.1.1.

CpaBHuBasi MoANMUMPOBAHHYIO W HEcKosibko 6a30Bbix Mogeneit WO/,
opraHu3aTop [O/DKEH [0Ka3aTb, UYTO MexaHuWYyeckue CBOMCTBa MOAMULMPOBAHHON
MOJT cooTBETCTBYIOT XapakTepucTmkam 6a30Bbix Moaenei.

C.2.2.6 V3mMeHeHne guanasoHa ONTUYEeCKOol Cubl

MpusHakn  mogudpmumpoBaHHbix MO tunoB  P/A/SP/SS/SN  gomkHbI
COOTBETCTBOBATbL yKa3aHHbIiv B C.2.1.1.

OpraHu3aTtop MOXeT NpPOBOAUTb /06ble U3MEHEHWUs auanasoHa ONnTUYEeCKON
cunbl, ecnn NOJ cootBeTcTBYeT TpebosaHusam MTOCT 31580.2.

OpraHu3atop [0/DKEH MOMHWUTb O TOM, YTO MpW OnpefesieHHbIX KOMOUHAaLMAX
matepvana u npodnnaa Hekotopble mogem WOJT He COOTBETCTBYHOT TpeboBaHWAM

FOCT 31580.2 BCceAcTBME BUSHUA Ciepuiecknx abeppauuii.
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C.2.2.7 ViIaMeHeHMs pasmMepoB OMTUYECKOW YacTu U/NNN KOHCTPYKUUK Tena
non

Mpu3Hakn mogudpmumpoBaHHbix WO TunoB  P/SP/SS/ISN [OOSDKHBI
COOTBETCTBOBaTh yKa3aHHbiM B C.2.1.1.

V3MeHeHNs1 KOHCTPYKLUMW Tena Wunm pa3mMepoB ONTUYECKOl YacTu fOMNyCKaloTCcs
npu ycnosuu, ecnv obwasa gnvHa NOJ He meHee 5,0 MM 1 He 6onee 7.5 MM BAOOMb

no6oro MepuanaHa.
C.2.2.8 [obaBneHuve, ygasieHne WM CcMeLLeHne NO3ULMOHHbIX OTBEPCTUIA

Mpu3Hakn  MoaMduumpoBaHHbix  VOM  TunoB  P/A/SP/SS/SN  A0MXHbI
COOTBETCTBOBAaTL yka3aHHbiM B C.2.1.1.

Mo3MUMOHHbIE OTBEPCTUS, B/IUSIIOLLME HA KAYeCTBO OMTUYECKON YacTW, AO/MKHbI
pacnonaraTbCA Ha pPacCTosHWM He MeHee 2,25 MM OT LieHTpa ONTMYEecKoin yacTu Ans
TOro, YTO6bI paccesHne UMMM NCKaKEHNSA OT HUX BblIM MUHUMASTBHBIMU.

C.2.2.9 [JobaBneHne pybua Ha 3agHel nosepxHocTn Tena MO/

Mpu3Hakn MoandumumpoBaHHbix WOJT TunoB P A0/MKHbI  COOTBETCTBOBATh
yKaszaHHbiM B C.2.1.1.

JonyckaeTtca fo6aenATb pybew, Ha 3afHI00 NoBepxHocTb Tena WO/ B cnyvae,
ecnM gusaliH pybua NOATBEPXAEH KIMHMYECKMMU WcnbiTaHuamm mogem WO ¢
pybuom un kpaii pybua HaxoguTcs Ha pacCTosHMM He MeHee 2,25 MM OT LeHTpa
ONTUYECKOI YacTu.

C.2.2.10 WVcnbiTaHue pPa3/IMYHbIX  KOHCTPYKUUIA non B  OOHOM
K/TMHUYECKOM UCMbITaHUU

Mpu3Hakn moamndpumumposaHHbix NOJ TrnoB P/SS/SN fo/mkHbI COOTBETCTBOBATh
yKasaHHbIM B C.2.1.

OpauH matepuan VNIOJT MoxeT BbITb UCTbITaH A/19 60/1ee YeM OAHOW KOHCTPYKLmK
NON, ecnn koHCTpyKumMn WO noAaTBepXKAeHbl Ha COOTBETCTBME 6a30BbIM MOAESIAM.
Mpn 3TOM MexaHuyeckume cBolcTBa ucnbiTyemoil VOJT fo/mkHbl BbiTb @HasI0rMyHbI
MeXaHW4YeCcKUm CBoicTBaM 6a30BOI Mogenu.

C.2.211 WcnbiTaHue pasfNyHbIX MaTtepuasioB B OOHOM KJIUHWYECKOM
MCNbITaHNN

Mpu3Hakn moamndumumposaHHbiXx NOJ TrnoB P/SS/SN fo/mkHbI COOTBETCTBOBATh
yKasaHHbiM B C.2.1.

OpHa  KoHCTpykums WOJT moxeT ObiTb uUCMbiTaHa € 6onee 4YeM  OfHUM

marepunasiom ana netesnb, €c/in BCce Martepuasibl A0 ncnbiTaHWin GbIIN noarBepXxgeHbl
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Ha cooTBeTcTBME 6a30BbIM Mogensm. pu ncnonb3oBaHnu 6onee o0AHONO marepuana
aona  netenb, Bce wmogenn WOJT gommkHbl ObiTb MOAUMIMKAUMSAMWU  YPOBHSA A 1
cooTBeTCTBOBaThb TpeboBaHusm C.2.2.5.

C.2.2.12 3ameHa maTtepuana v KOHCTpyKuuun MO/

Mpu3Hakn moamduumpoBaHHbIX IO/ Trnos P/SS/SN f0/mkHbI COOTBETCTBOBATL
yka3aHHbiM B C.2.1.1.

MaTtepuanbl U KOHCTPyKUuM 6a30BblX Mogeneli MOryT ObiTb 3aMeHEeHbl, ecnu
MCMO/SIb30BaHNE Marepvana HOBOW (415 JaHHOro marepuana) KoHcTpykuun WO He

NPUBOAUT K U3BMEHEHUIO MEeXaHWYeCKMX CBOWCTB 6a30Boi mogesnn NOJ.
C.2.3 Mogudgmkauumn ypoBHsa B

C.2.3.1 WN3meHeHue obLlero AnameTpa

Mpu3Hakn moamdmumpoBaHHbIX VIOJ1 Tnos P/SS/SN [o/mKHBI COOTBETCTBOBATL
yKasaHHbiM B C.2.1.1.

M3meHeHne obwero guameTtpa WOJT  MOXET npuMBECTM K  CO34aHMWK0
moamdhmkaumm VOJ, He cooTBeTCTBYtOLWLEl TpeboBaHusm C.2.2.5 npu ee cpaBHEHUU C
6a30B0I MOAENbIO WM C PAJOM XapakTePUCTUK HECKOMbKMX 6a30BbIX MOAESEiA.

C.2.3.2 V/iI3MeHeHUss KOHMrypaumm netesb

Mpu3Hakn moamduumpoBaHHbIX IO/ Trnos P/SS/SN f0/mkHbI COOTBETCTBOBATL
yka3aHHbiM B C.2.1.1.

M3meHeHne koHdurypauum netesib MOXET MPUBECTU K CO34aHUI0 Moandmnkaumm
MO, He cooTBeTcTBYyOWEN TpeboBaHuam C.2.2.5 npu ee cpaBHeHUM C 6as30BoON
MOZEenbl0 WAM C pPSAAOM  XapaKTepUCTMK Heckonbkmx 6a3oBbix  Mopeneir. Ecin
NU3MEHeHne KoHdurypauum netens MoauduumpoBaHHoii WMOJT MOXeT npuBectn K
NOTEHUMaIbHOMY YBENNYEHWNIO PUCKA OCMOXHEHWIA MO CPaBHEHUIO C 6a30BOIN MOAEbIO,
TO Takyto MoamMdukaLuio nogseprarT UCTbITaHNAM He MeHee YyeM Ha 300 cybbekTax.

C.2.3.3 VI3MeHeHVsa mMaTepuvasia wim kasimbpa netesb

Mpu3Hakn moamdmumpoBaHHbIX VIOJ1 Tnos P/SS/SN fo/mkHbI COOTBETCTBOBATL
yKa3aHHbiM B C.2.1.1.

M3meHeHne wmatepuania netesib (WM Apyroro marepvana 4vactu 6a30Boii
MOJenu) UM Kanubpa neTtenb MOXEeT MPUMBECTM K co3daHuio moamdmkaumm WO/, He
COOTBETCTBYHOLWEN TpeboBaHusAM C.2.2.5 npy ee cpaBHEHUM C 6A30BOM MOAE/bI0 UK C
PALOM XapakTepUCTUK HECKONbKMX 6a30BbIX MOAeNei.

C.2.3.4 V3meHeHMe maTtepuania netesib

Mpu3Hakn moamdmumpoBaHHbIX IO/ Trnos P/SS/SN f0/mkHbI COOTBETCTBOBATL
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yKa3zaHHbiM B C.2.1.1.

M3ameHeHne matepuana netenb NOJ Ha MaTepuas, He M3BECTHbIN UCMbITATESHO,
HO wuCnonb3yembli A8 neTenb No LaHHbIM  O(PTaNIbMOOIMYECKNX UCCNefoBaHWii
(cTateid, OTYETOB), OO/HKHO ObITb MOATBEPXKAEHO CXOXECTbIO CBOWCTB UCMOSIb3YEMbIX
MaTepuasios.

C.2.3.5 V3meHeHne martepuana Tena

Mpu3Hakn moamdmumpoBaHHbIX VOJ1 Tnos P/SS/SN [o/mKHBI COOTBETCTBOBATL
yKka3aHHbiM B C.2.1.1.

M3meHeHne matepuana Tena WOJ1 Ha matepuasi, He M3BECTHbIN UCMbITaTento,
HO ucnosnb3ayemblit ans Tena MOJT no aaHHbIM OddTasIbMOSIOIMYECKUX MCCNeaoBaHui
(cTateil, oT4ETOB), AO/MKHO ObITb MOATBEPXKAEHO CXOXECTbK) CBOWCTB WUCMNOSb3yEeMbIX
MaTepuasios.

C.2.3.6 N3meHeHVe gnameTpa Tena nnm onTUYeckoi 30HblI

Mpu3Hakn moamdmumpoBaHHbIX O/ Tnos P/SS/SN fo/mkHbI COOTBETCTBOBATL
ykazaHHbiM B C.2.1.1 nNpu M3MEHEHWM AuameTpa Tesa WM ONTUYECKOW 4acTu B
uHTepsane ot 5.0 go 7,5 mm. OueHka mogenm MIOJ1 ¢ ONTUYECKON YacTbio AMamMeTpoMm
MeHee 5 MM [O/KHA BK/OYATb K/MHWMYECKME UCTIbITAHUS MO OLEHKE BIMSAHUSA G6MMKOB
Ha OCTPOTY 3pEeHUS NaLWeHToB.

C.2.3.7 HavanbHoe nob6aBneHue moaenm pyouom

MpusHakn MopudpmumpoBaHHbix MOJT TnoB P A0/MKHbI  COOTBETCTBOBATb
ykasaHHbiM B C.2.1.1 npu gonosHeHWM mMogenun pybuoM Ha 3adHeli MOBEepPXHOCTU Tesna
non.
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MpunoxeHve D
(pekomeHayemMoe)

dnemMeHTbl, BK/IHOYaeMbIe B MPOTOKOJT K/IMHUYECKNX UcbITaHuii NOJT,
1 OONOSHUTE/IbHOE KIMHUYECKOE PYKOBOACTBO MO pa3paboTke niaHa
K/TMHNYECKUX UCMbITaHUA N aHaNu3y pe3y/ibTaroB

D.1 3nemeHTbl, BK/IHOHAEMbIE B MPOTOKOJT KIVHNYECKNX UCNbITaHui MO/

D.1.1 O6uine NonoXeHUs

HacTosiliee npunoxeHwe ycTaHaBnMBaeT Hambonee BaXHble 3NEMEHTHI,
BK/IHOYaAEMbIE B MPOTOKO/ KAMHUYECKUX WCMbITaHWi, HEOBXOoA4MMble opraHusaTopy A1s
onpepgeneHnsa 6esonacHocTn 1 adpcpektmsHocTn NOJ.

D.1.2 KoHTposibHaa rpynna

KnuHnyeckne pesynbTatbl M0 UCTOPUYECKON KOHTPOMbHONM rpynne npuBeAeHbl B
npunoxennn A. KnuHuueckoe peicteme ucnbityembix VOJT cpaBHMBAKOT C AaHHbIMM,
NPVBEAEHHLIMN B NMPWIOXEHUM A UM C AAHHbIMW OOHOBPEMEHHO MPOC/EXNBAEMOI
KOHTPOJILHOW rpynMbl.

D.1.3 Yucno cy6beKToB

D. 1.3.1 MNpn cpaBHEHUN KINHWYecKoro peicteus WOJT ¢ mnctopuyeckom
KOHTPO/IbHOW  FPynnoli  KIMHWYECKMM  UCMbITaHMSAM noggepratoT He MeHee 300
cy6bekToB. MNpu CpaBHEHWUN KIIMHUYECKOTO AeCTBMSA UCnbiTyeMblx VOJT ¢ KAMHUYeCKUm
peiictBuem MOJ1 0QHOBPEMEHHO WCMbITYEMOI KOHTPOJSIBHON Tpynmnoi opraHv3aTtop
OO/DKEH nogobpaTb Takoe 4MCMo CyObLEKTOB, KOTOpoe OyAeT [oCTaTouvHbIM  A/1s
onpegeneHnss U3MEHEHWIn OCTPOTbl 3PEHUss WM HebnaronpuAaTHLIX WCXOQO0B  A/1s
cpaBHeHus ¢ 300 cybbeKkTamn UCTOPUHECKOW KOHTPOIbHOW rpynnbl.

D.1.3.2 [AnA komneHcaumn cyObekToB, KOTOpbie MOryT OblTb HE AOBeAEHbI A0
KOHLLa UCMbITaHWi, pEKOMEHAYETCHA 1CMOb30BaTb:

- NPV O4HOTOAMYHBIX UCMbITaHNAX — 390 CyOBHEKTOB:

- MpV TPEXTOAMNYHBIX UCMbITaHNAX — 500 cyOLEKTOB.

OpraHm3atop He [O/DKEH NPOBOAUTL KUHWYECKUE WCMbITAHUA Ha 60/bluem
yncre CyobEKTOB, 4YTOObI 4MC/O CyOBLEKTOB, MNOABEPraeMbIX PUCKY WMMAaHTauMm
mogenein WO/, koTopble ewe He 6bin Npu3HaHbl 6e30nacHbIMN 1 3P(EKTUBHBIMMK,
6b1/10 MUHVM&JTbHBIM.

D.1.3.3 Ana obecneyeHuss 6anaHca ymcnia CyObEKTOB Y KaXAoro ucnbitarens
opraHusaTop OO/DKEH NpeaycMoTpeTb Hasmume He meHee 20 cyObeKTOB, HO He 6onee

25 % obuero yncna cyobLeKTOoB.
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D. 1.3.4 YT06bl [OCTOBEPHOCTb JAaHHbLIX Oblla MakCUMasIbHON, 4YMCIO0 He
[OBELEHHbIX A0 KOHUA CyObEKTOB He [O0/HKHO npeBbiwaTtb 30 % npu TPEXToAWMYHbIX

ucnoitTaHuax n 10 % — npu 04HOrOANYHBIX UCMbITAHUSX.
D.1.4 ONUTeNbHOCTb KIMHUYECKNX UCMbITaHUN

D.14.1 [nA oueHku uncna HebnaronpuATHbLIX UCXOA0B KIMHUYECKME UCTIbITAHNSA
NPOBOAAT B TEUeHue:

- opgHoro roga —Aans 3agHekamepHolx VIOJT (dhopma oTtyeTa B COOTBETCTBUU C
Tabnuuei D.5 npunoxerus D);

- Tpex net — Ansa nepegHekamepHblx MOJT (doopma oTyeTa B COOTBETCTBUMN C
Tabnuuen D.7 npunoxeHus D).

OTO NpUMEHUMO B criydae moaudukaumm nosepxHocTn MOJ ¢ HaHeceHnem
MOKPbITUIA WM XMMUYECKOW  06paboTKOM  AnA  yBennyeHuss  GMOIOrMyecKom
cosBmectumocTtu NOJ.

D.1.4.2 OnAa cBefeHVs puUCKa, CBA3AHHOTO C  KJIWHWYECKAMU UCTbITAHNAMMN
HOBbIX Mogenein NOJ1, K MMHUMYMY UCTbITAHUS MPOBOAAT B ABa aTana:

1 — wmnnaHTauma mogenun NOJ He 6onee yem 100 cy6bektam. ocne Toro
Kak no 50 cybbektam OyfeT nosydeH OT4eT no dopMe OTyeTa B COOTBETCTBUM C
Tabnvueli D.4 npunoxeHuss D, pe3ynbTaTbl A0/DKHbI OblTb KJAUHWUYECKN OLEHEHBI
opraHnsaTopom U ucnbitatenem. B cnyyvae, ecnn mogens VMO y aaHHbIX 50 cy6bekToB
6yneT npu3HaHa nprvemsieMoli, opraHuM3aTtop MOXeT HavaTb cregywlowumii  aTtan
UCMbITAHWIA.

2 — wmnnaHTauma mogenm MOJ1 gocTtaTO4HOMY AJ/1 OKOHYaHUS WCMbITaHWiA

yncny cyobEeKTOB.
D.1.5 OTueTHble Nepuoabl

D.1.5.1 Pe3ynbTaTbl KNMHUYECKUX WCMbITAHWUIA, NPOBOAMMbIX B TEYEHUE OAHOrO
roga, NpeacTaBnaloT B BUAe cnefytowmx oTHETOB:

- 0 — npeponepauvoHHbI/ONepaunoHHbIi  oTyeT (hopma oOTyeTa B
cootBeTcTBUM C Tabnmuamu D.1 nmnn D.3 npunoxeHus D);

1 — nocneonepaunoHHbIA OTYET 4Yepe3 1 wm 2 AHA nocne onepauum

(dbopma oTuyeTa B cooTBeTCTBUM C Tabnuuamu D.2 nivnun D.4 npunoxeHns D);

- 2 — nocrneonepauynoHHblii oT4eT € 7-f0 no 14-in geHb nocne onepaumm
(cbopma oTueTa B cooTBeTCTBUM € Tabnuuamu D.2 nvnn D.4 npunoxenus D);

- 3 — nocneonepaunoHHblii otyeT ¢ 30-ro no 60- geHb nocfne onepauuu

(chopma oTuyeTa B cooTBeTCTBUM C Tabnmuamu D.2 wvnu D.4 npunoxeHns D);
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- 4 — nocneonepaymoHHbIli oT4yeT co 120-ro no 180-ii AeHb Mocne onepauum
(chopma oTueTa B cOOTBETCTBUM C Tabnmuamu D.2 n/wnn D.4 npunoxenust D);

- 5 — nocneonepaunoHHbli otyeT ¢ 330-ro no 420-in AeHb nocne onepaumm
(cbopma oTuyeTa B cooTBETCTBUM C Tabnmuamu D.2 nvnu D.4 npunoxeHus D).

D.1.5.2 Pe3ynbTaTbl TPEXIOAUYHbIX KIUHUYECKMX WCNbITaHWi NpeacTaBnsioT B
Buae otyeTos no D.1.5.1, a Takke cregyowmx:

- 6 — nocneonepauunoHHblii oTyeT ¢ 630-ro no 780-i AeHb nocne onepaumu
(dbopma oTuyeTa B cooTBeTCTBUM C Tabnuuamu D.2 winan D.4 npunoxenns D);

- 7 — nocneonepaymoHHbli otyeT ¢ 990-ro no 1140-ii AeHb nocne onepaunm
(chopma oTueTa B cooTBETCTBUM C Tabnmuamu D.2 n/vnn D.4 npunoxenus D).

[ns c6opa nHdopmaLm o BO3MOXHbIX HEGNAronpuATHbIX Mcxogax HeobxoamMmo
NPOBOAUTL KITMHUYECKYIO OLEHKY AaHHbIX MO 3TUM OTYETHLIM Mepuoiam.

D.1.5.3 HesannaHupoBaHHble MOCELEHNA CYOBLEKTOB W npoueaypbl  Ans
yCTpaHeHUss HebNaronpUATHbLIX UCXOL4O0B, NPOBOAMMBIE BHE OTUYETHbLIX NEPUOAOB, Takke
[LO/MKHbI ObITb 3aHECEHDbI B OTHET K/IMHUYECKNX UCTIbITaHWIA.

D.1.54 3a «kaxgbli OTYETHbI nNepuofd TPEXTOAUYHbIX W OAHOTOAMYHBLIX

KNIMHUYECKNX UCMbITAHWI A0MKHO ObITb NOy4YeHO He MeHee 300 OTYEeTOB.

D.2 [ononHuUTeNbHOE KIMHUYECKOE PYKOBOACTBO MO paspaboTke MiaHa

KIMHNYECKUX UCTMbITaHUA 1 aHa/In3y pe3y/ibTaTtoB

D.2.1 O6wue nonoxeHus

JononHnTenbHoe KIMHMYECKOE PYKOBOACTBO MO pa3paboTke niaHa KIMHUYECKNX
UCMbITAHUA U aHaNn3y pesynbLTaToB npueegeHo B D.2.2 — D.2.4.

D.2.2 CraHgaptusauusa KJIMHUYECKNX OLEHOK

D.2.2.1 OpraHu3zatop [O/xeH obecrneuynTb  COOTBETCTBME  KPUTEPUEB
KIMHWYECKON OLEHKM, MOJIYYEHHbIX UCMbITaTeNsiMn Ana He6naronpusiTHbIX UCXOA40B U
KOHTPONA napamMeTpoB, OTHOCALUMXCA K OCTPOTE 3peHus (Hanpumep, KOHCTPYKUMK
Tab/mubl ONTOTWMNOB, YPOBHS OCBELLEHHOCTU, OTpaXKaTesIbHOW CNOCOGHOCTU Tabnuupbl,
pacctosHMsa A0 Tabnuubl, 06Lell METOA00TMK), YTOObI AaHHbIE UCCIef0BaHWi MOMn
6bITb CKOMOUHMPOBAHbI.

D.2.2.2 Ecnv opraHu3aTtop BbISIBNSIET HEOO6XOAUMOCTb MPUBEAEHNS ONTOTUMOB,
NCMNOJIb30BaHHbIX MPU  MPOBEAEHUN  K/IMHUYECKUX WCMbITAHWA, K CTaH4apTHbIM
onToTMnam, To UCMOMb3YT MeToauKy [3].

D.2.3 PykoBOACTBO MO aHa/IM3Y AaHHbIX

D.2.3.1 [nA BbIABMEHUSA HaIU4YUA WM OTCYTCTBMSA MNPOBMEM B KOHCTPYKUUK
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MOJ. He ycTaHOBNEHHbIX Npu 06LeM aHaM3e Heb6NaronpuUATHbLIX MCXOA0B U OCTPOThI

3peHun (oanee — 03), opraHM3aTop AO/HKEH MPOBECTU KMHUYECKYIO OLEHKY AaHHbIX

no cneayrvwmm nokasaresnam:

nauneHTy;

03 no Bo3pacrty;

nyduwme pesynotarsl 03;

03 npv HebGnaronpUATHLIX Ucxodax;

03 no npefonepauvioHHO OKyNSPHOW NaTonoruu;

aHanu3 npuuvH HepoctmkeHus 03 0,5 (6/12; 20/40) OTH. ef. MO KaXaomy

COOTHOLLEHMS HapacTarWwmux Heb61aronpusATHLIX MCXOL0B MO BO3PacCTy;
COOTHOLLEHMS NOBTOPSIIOLLMXCS HEGNAronpuaTHbLIX MCXOA0B MO BO3pPacTy;
COOTHOLLIEHMS APYTUX HEGNAronNpUATHBLIX UCXOAOB;

03 y ucnbiTatenei;

He6l'|ar0I'IpI/IF|THbIe MCcXodbl Nno ncnbiTaTesiaM.

Takas KIMHMYecKas OLUeHKa [AaHHbIX [MOMOXeT opraHu3atopy onpeaenuntb,

3aBUCUT N HEGNAronpusTHLIA UCXogd OT ucnbiTyeMoir MOJT nnm OH Bbi3BaH ApYyrMu

(hakTopamu.

D.2.3.2 OpraHunsaTtop A0/DKEH MOMHUTb O TOM, YTO K/IMHUYECKOE BO3AeincTBue

0N NCTOPUYECKUX KOHTPOJIbHBLIX FPYyNn pacCMOTPEHO TOJbKO ANs HebnaronpusiTHbIX

NCXOA0B,

NpUBEAEHHLIX B TMPUNOXeHUN A. OpraHM3aTop OO/TKEeH WNCNoJsib3oBaTb

KNMHNYECKNE OLEHKN COBCTBEHHbIX I/ICC]'Ie,CI.OBaHI/IIZ, OaHHblE U3 I'Iy6J'II/IKaLI|I/II7I nvinn

OaHHblE N3 MNMPOBEAEHHbLIX paHee K/TIMHUYEeCKNX WCNbITAHWA, €C/IN OHU CyulecTByrOT, B

cnydae Ha/imumna gpyrnx He6ﬂar0|’|pI/IF|THbIX McxXoaos.

D.2.4 KnunHunuyeckune oTyeTHble hOpMblI

Mpumepbl OTYETHBIX hOpM NpuBeaeHsbl B Tabnvyax D.1 — D.5:
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Ta6nnya 0 1 — dopma npegonepaumoHHOro oT4yeTa no oueHke 3agHekaMepHbix O/

VcneiTatens

d)aMVI}'IVIFI, MMA. OTHECTBO

MaumneHT VHuupmansl nauneHTa

Kog,

[OaTa poxaeHus

[ieHb MecsiL, ron

KnuHuyeckoe ucnoitaHne

KoA,
Mon: Myxckoit 01 Paca: eBponeoup
XEHcKuiA O Herpowvpg,

[m]
[m]

MoHronong, O

Apyras

cmewaxHasa I

MpegonepaumnoHHbIii oTyeT

Oontupyembl*  300poBbIA
Tas3 Ta3

Nyuwas ckoppurnpooaHuas
0CTpOTAa 3pEeHUs, ANTp:

OTMETUTb HYXHOE:
4ynucno nasbLes n [}
[OBWKEHVEe pykn
peakuus Ha cou*
HeT peakuuu Ha cBeT

BHyTpuriasHoe AaeneHue, MM pT. CT:
onepupyemblii rnas 3710M0BbIN a3

Mcnonb3yeTcsa cMblBatoLmii pacteop: Ja O Het O
Ecnu ucnonb3yetcs
yKazarb HausieHcBauvie
BMyTpUOKYNsipHbIE MeAYKAMEHTbI-
[a Het
aHTNOVOTUK n n
MLLIMBMCOaHVie aHTUOMOTV KA
KooTukccTeoomns M n
3 HaMMMIC «T«> KopTVKoCTBpOVIT
Apyron
yKa3aTb BY/1 BHYTCMOKYTISIPHMO MO/VKavieHTa

Paspes:

p33mep paspese, MM

pacnoroxeuve

POrOBVHHLIT. MAVBENLMLIA. dknnparbi«,u

CocTOsiHME POTOBULIbI:

fa Hert
HOopMmaJsibHoe m] m]
3ugoTenmnarbH3sa guctpocus o o

Apyras
yibiam». Rve rurericom

32

[ieHb, MecsiL, rop

KatapaxTa:
atnonorus:
cTapuyeckas
Apyras n
yKazarb rev:

M3tonorus: [a

rcesgoakcconnauun [}
rnaykoma O
paHee onepvpoBaHHas rnaykoma O
N/I0X0E CY)XEHME 3padka O
nepeHeceHHble yBETUTbI m]
nepeHeceHHasi oTcolika ceTyatku
[AnabeTnyeckas peTuHonatus Q
MakynapHas fereHepauus m]

O

ambnunonua
Apyras
yKasarb BW1JTITO/IENM
BrvomeTtpus:
K1.arrto [NVHa OCU. MM
KZ antp

npegnonaraemas nocseonepaunoHHas
pedppakumsi, ANTP

Pacnucka 06 03HaKoOMNIeHUy nosyyeHa:

AM*. MECST, >N

HeT Ho onpora-

O o300 00

Ja 0

Jvetes



Ta6nuuya D.22

VcnbiTatens

q)aMMVIFI, MMA. OTHECTBO

MaumneHT VHuymansl nayneHTa,

[JaTa poxaeHus

[lens. MecsiLl. rof,

OnepauyoHHbIii oTYeT
eV, MecsiL, ral

MprvMeHeH BUCKO3aCTUK
Ecnu npumeHeH, ykasaTb onf

faO HetO

VHTpaoKkyNsipHble MefuKaMeHTbI:

afipeHanvH o n
aueTUIXoNuH o o
kap6axon O O

apyroi
yKasaTb BUf MeavKameHTa

Bug akcTpakuum xpycTanvka-
nnaHoBas aKCTpakancynsipHas akcTpakumus
KaTapakTbl m]

thakoamynbcudmkaums
Apyras
>Kararb awl

Bug kancynotomum:
HenpepbIBHbINA Kancyna pexkcuc

N0 TUMY «KOHCEPBHOW GaHKM»
apyras n
yKazath Bif,
PacnonoxeHue netesnb:
B CyMke O
YaCTUYHO B CyMKe
B Cy)XXEHUM
He onpeAeneHo

FOCT 31580.7-2012

dopma onepayyoHHOro oT4eTa no OLEHKe 3agHekamepHbIx MO

KnuHunyeckoe nucnbitaHne

voq

Mon: myxckoi 0O Paca: esponeounpg
XeHCkunin O Herpoug,

MOHronong,

Apyras

0
O

(]
a

cmewanHas O

[Lata onepauuu
[eHb, MECsiL, rof

[Lpyrue xupypruyeckve npoueaypbl:

nepudepuiiHas
MpUgOTOMUS/VPUA03eTOMUSA
COUHKTEPOTOMMSA

apyras
yKasarb avanpales>Tbl

Mpo6nemMbl Npy onepauum-

KPOBOTEUEHME B NepesHem oTaene
NOBPEXAEeHNe PagyxKu

ocTaTo4Has Henpo3payHocTb
3afHel kancysbl

paspbiB 3aHeli Kancysbl
nepeaHsis BUTPIKTOMMS

YKaTUTL 33/, NpoG/emb!

Aa Het
0

0

m]

Aao Hetn
m]

0

0 Q

MpurunHa, no koTopoi NOJ He 6blna UMNIaHTMpoBaHa-

MecTo AN Hakneliky 3TUKeTKM UMNIaHTMpPOBaHHoO MO/

Bpems ¢ MOMeHTa Kavyana [0 3aBepLueHuns onepauum

MWH

NONMYCO HNLTTATIANA

[ieHb, MECAL, LY.
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Ta6nunya D.3 dopma nocneonepaumoHHOrO oTyeTa Mo oLeHke 3agHekamepHbix NOJ

WcnbiTatens, KnuHuyeckoe ncnbitanme
hammvs Umsi, OTYECTBO Kon,
NauneHT MHuupmanel naymeHTa Mon: Myxckoi M Paca: coponooug O
vog, XEeHCKuiA Q Herpong O
MoHronoung O
apyras o

cMmelaHHas O
Jarta poxaeHus

ABU?, Mecsl, rof

MocneonepauynoHHbIA 0TYeT
AEH3. Mecsl, rog

Inas: npasblii O nesblii M [Apyras natonorus Uin oc/IoXHeHue:
Katume  Orcyrer-
nve
MaLmeHT He 4OCTYNeH Ans o6eneaosaHms 8 BbiNageHne CTEKM0BUAHOIO TeNa
HasHa4YeHHoe Bpemsl, HO MPOAO/MKAEeT yyacTBoBaTh B NepeAHeto kamepy O O
B MCMbITaHUM = yliemsieHre CTeK0BUAHOTO Tena
MauneHT npekpaLyaeT yyacTsoBaTh B paHe O O
B MCMbITaHNM NOBbILLEHNE BHYTPUTIA3HOTO
yKazarh Mpi-mMvy JaBneHus, TpebytoLee neyeHns o o
610KpOBaH 3paqok 0O O
nepegHvne cuHexun o O
3a/jH1e CUHexmm =] O
BOCna/MTENbHbIE OT/IoXeHWA Ha VIO [ 0
Ped)(;))amm: ¢hnbpuH o 3pavke n O
chepa
— KOpPTUKa/IbHbIe OCTaTKU
LUAnHAP. P = O
OCb oCTaTKu agpa O n
feueHTpupoBska onTuku MO O O
MM
KepaTtomeTpus yKasarb pasvep
K1. gnTp o
— TCroliKa ceTuaTku
K2, anTp oTcroiika ceTua =] n
AvabeTnyeckas peTvHonaTtus O O
. N MCTOUAMBI OTEeK MaKy bl n O
Oniepmr/iovii 300071861 . Y A Y
Tas Tas icny4ae HanMuMs — MeToA ANarHoCTUKN:
KIMHUYECKUIA
Nyuwas ~"KoppurnposaHHas
0CTPOTa 3pEHNs, ANTP: chroopecueHTHas aHrnorpadms
OTMETUTb HyXHee: (HyxHoe noguepkHyTy)
uncno nanbLes O =] MaKynspHas gereHepauus O O
ABWXKEHNE PYKN O O aTpodhus pasyxkm O n
peakuus r-a ceet O O apyras
HET peakunn Ha cBeT n n YKN3TTh BUN NATONOrMN
BHyTpurnasHoe gaenexune, MM pT. CT. 3aTpoHyTa /I NepeaHss kamepa-
Ja Het
€C/IN He3aTPOHYTO:
hn6po3 3aHeit kamepbl M n
Lwapbl AnbLmmra O O
ecnv 3aTpoHyTa:
OTKpbIBaNachk 1/ kancyns
C npegplayLlero Busmta 0O n
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OKOHYaHVie Tabnnubl 0 3

MocneonepawuyoHHbIi OTYET.
[,0*., Mecsl, rog,

Mcnonb3yemble Ha MOMEHT OcCHOBHas npuymHa, no KOTOpOIZ OCTpOTa 3peHns meHee

BM3NTA MEUKAMEHTbI: BpemvenHo Cucrema-  0,5:
Tvead
Ja Her Os Hor
KOpTUKOCTEpPOMAbI o o o O
aHTUBNOTUKN

O O o o
HecTepougHble
npoTMesoBOCNannNTebHblE

cpeacTea o o o n
rnayxomHble npenaparbl o O O O
apyrue.
ykasaTb HaMVBHOBI<VSI
PasfpaxeHnue: Bbinn M NOBTOPHbIE XMPpypruyeckue
BMeLlaTeNlbCTBa Ha ONeprvpoBaHHOM rnasy
HeT O
C NpOoLUIOoro Bu3nTa: faO Hert0
nerkoe O
ymMepeHHoe O Ecnun 6b111, yka3aTb kakue
TAXenoe O
[Apyras natonorus wm VcnbiTbiBaN M NauneHT HebnaronpusiTHoe
OC/I0KHEHVE Harmure  Orcytetmvs BO3/encrTane:
unbTpauua 13 paxbl O O 'CE E‘ET
nnockas nepegHsas kamepa O D
Ecnu ucnbiTbiBas, 3anonHnUTb hopmy oTyeTa o Hebnaron-
rMpema. MM ____ n n pUSTHOM BO3AENCTBUM.
ykazarb pasvep

Ecnv Bo3gelicTBre cepbesHoe, 3anofHuTL hopMy oTyeTa
0 He6NaronpuUsiTHOM BO3AENCTBUM W CBA3ATLCS C OpraHu-
3aTOpPOM a TeueHue 0AHOro paboyero AHs

Tab6bnuya D.4- dopma npegonepauoHHOro otyeTa Mo oueHke nepegHekHMepHbix VO

VcneiTatens KnuHunyeckoe ucnbitTaHne

hamunmns, Ms. OTYECTBO

Kop,
NauveHt MHuymansl naumeHTa Mon- Myxckoih O  Paca- esponeoup
Kopg, XeHckunid O Herpoug, O
moHronong [
Apyras O

CMellaHHas
[JaTa poxgeHus

[O€eHb MecsiL, rog,

MpefonepauyoHHbIi oTYeT
[BH>. MecsiLl, rog,

Oropvpyomeii  3[opceeii  KaTapakTa-

rrm a3 3Tvonorus:
Jlyywas ckeppuruposaHHas cTapueckas n
0CTpOTa 3peHus, 4Tp-
. apyras n
OTMETUTb HyXHOE: Y g
uncno nanbues m] m] <[ATH
OBWXEHNe pykn 0 0 MaTonorus: [a Her Heonpe-
peakuusi Ha ceeT n n fensetcs
HeT peakuun Ha cBeT O O ncesAo3KcoMaumm o 0O
. rnaykoma o O
Mcnonb3yeTca ombliBaowmii pacteop-  Aarl Het M
paHee onepuposaHHas rmaykoma O O
EcC/M ucnosib3yeTcs, ykasaTb HaMEHOBaHNe MI0X0€ CyXeHne 3pauka 0 O
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OkoHuaHVe Tabnuupl D 4

MpeponepaumnoHHsbIii oTueT
[0*,, MecCT rag

BHYTPUOKYISipHbIE MeAMKaMEHTBbI: nepeHeceHHble YBETUTbI n [
fa Her nepeHeceHHas otcnoiika cetuatku 0 0
aHTMGNoTIK n n naGeTnueckas peTMHonaTus 0 O
MWHEMOB MO BATAVIOTVM A P
KopTukoctepoung I n MakynsipHas aereHepayms 0 0
MHCHETMC KOs GCTpOVIN am6nmonus 0 0 o
ras
> aiTb OKITH-TpAokyRAp T > Me>adaroslra Apy
y<ararb ek, naronormm
CoCTOsiHME POroBuULbI: Pacnucka 06 o3HakoMmieHun nonyyeHa:  fla O
Ja Hert
HOpMasibHOE 0 n oW, MECAL, 13
SHZOTENNAbHAA AUCTPODUS 0 O
Apyras
yKaTarb B nrroncrym
Tab6nunye D.5— dopmaonepauyoHHOro oTyeTa Mo OLeHKe nepegHekamepHbix NOJ
VcneiTatens, KnuHnyeckoe ucnoitaHne
chaMmnumst M. OTHECTBO Kog,
MNayneHT VHuupmansl nauneHTa, Mon:  myxckoii O Paca: esponeoung O
Kof wenckuii O Herpong O
MoHronoung O
Apyras
CMellaHHasa O
Jata poxaeHus
AeHb, Mecsl, rog,
ONeoannoHHbIN oTUeT [Jara onepavun
[I0Hb, MECSIL, TOf, VieH*, mecsiu, rag,
MprMeHeH anckoanacTuk fa 0 HeTll [pyrve xvpypruueckrie npoleaypb:
Ecnv npymeHeH, ykasaTtb BUS fa Het

nepudepuiiHas npugotommsa/vpugoaktomus p 0
MHTpaoKynspHble MeavkamMeHTbl:

fa  Her cthumkTepoTomMua n o
apyras n n
a/ipeHanviH 0 n )«anTb ,; npcdeTypel
aueTUNXoNuH 0 O
Kap6axon O O Mpo6nemsl Npy onepawmn-
Lpyroii fa Hert
YKa3aTh air. MeixkoM T3 KpOBOTEYEHMWE B NepeaHeM oTaene 0 0
noBpexzaeHne pagayxku 0O o
ocTaToyHas Henpo3payHoCTb 3afHel
Kancysnbl 0 O
paspbIB 3a4Hel kancysbl o o0
nepeAHAs BUTPIKTOMUS
yKazarb By npo/Trembl
Bug akcTpakuuy xpycranmka: MpuumHa, Mo kotopoii MOJ1 He 6blna MMNIaHTMpOBaHa:
nnavoasst aKcTpakancynsapHas aKcTpakums
KaTapakTbl 0
thakoomy nbcudpukaL s o MecTo ANst HaKNenkn ATUKETKN MMMNIaHTMPOBaHHON VIO
Apyras
yKararb BAf,
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OTHYanma TabnnLbl 0.5

OnepawuyVoHHbIl oTHeT
[ieHb, MecsiLL, roc

Bug kancynotomuu:
HenpepbIBHbIA Kancyna pekcuc

no TUMy «KOHCEPBHOW GaHKu»

apyras 0

yKasaTb BIL,

PacnonoxeHue netesnb:
B CymMKe
4aCTUYHO B CyMKe
0 CyXeHun
He onpefesieHo

OO o o

FOCT 31580.7-2012

[ara onepauun
[H», mcesix rog,

Bpemsi ¢ MOMeHTa Hauana fjo 3aBepLueHust onepsuum
MUH

MoANvch VicTbTarens [ieHb, MECsiL, rof

Ta6bnuya 0.6 — depma nocneonepaymoHHOro oTyeTa Mo oLueHke nepegyekamepHbix MO/

VcnbiTarens

hammnvis. UMs, 0THECTBO

MNauueHTt MHuymansl nayuenTa

Ko

[arta poxgeHus

[leHb Mecsil, rag,

KnnHnyeckoe ncnbitaHune

Koz
Mon: wmyxckoii 0  Paca: esponeoug Il
XeHckuii O Herpong M
MoHroniong O
apyras O

cMewaHHasa 0

MocneonepauyoHHbIfi 0TYeT

nas: npasbiii O nesbiii 0

MauneHT He JOCTyneH A/isi 06CnefoBaHNsA B Ha3HaueHHoe
BPEMSsi, HO NPOAOJIKaeT yyacTBOBaTb B UCMbITAHUM O

MaumeHT NpekpaliaeT y4acTeoBaTh
a vcnbiTaHum

yKasaTb NPU4UHY

Pedpakuus:
cthepa__
unnnHap,
ocb

KepaTtomeTpus:
K1, antp___
K2, anTp__

Onepupyembl*  3acpeebr*

Tes Tas
Jlyyqwas ckoppurupoak4yas
0CTpOTa 3peHus, AnTp

OTMETUTb HYXHOE:
uncno nanbLes
LBUXEHNE pyKu
peakuusi Ha cBeT
HEeT peakuun Ha cBeT

oo g o
O O g d

[ieHb MecsL rog,

[pyraa natonorns Unn oCNoxXHeHne:

Hammuve Oreytet-

BYE
BblNajieHne CTeKN0BUAHOIO Tena
B NEpeHIo kamepy n D
yliemeHne CTeKNoBUAHOTO Tena
B pamc n O
NoBbILWEHVE BHYTPUI/Ia3HOTO
AaBneHus, TpebytoLlee neveHuns = =]
6/10KMpOBaH 3pavok n O
nepegHve cuHexun O O
3ajHNe CUHEXMN n =]
BOCnanunTenbHble OTIOXeHUA Ha ION o O
hMOPUH B 3pauke 0 0
KOOruKasbHble ocTaTKu n O
ocTaTku agpa =]
LeleHTpuposka ontuku MO O O
MM

YWi.Ai.1Tt. pa3m3p
OTC/I0MKa CeTyaTKn n o
AvabeTnyeckas petTuHonatus =
LMKNOUAHDBIA OTEK «aky /bl n
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OKoH4YaHbe Tabnuuybl D.6

MocneonepauyoHHbIii 0TYeT

BHyTpurnasHoe faBneHue, MM pr. CT.

Vicnonb3yemble Ha YIOMEHT

313nTa MeaVKaMeHTbl: BpemenHo Cucteva-
THIDN

Ja Hor [da Her
KOPTUKOCTEpPOMAbI O O o o
aHTNBNOTHKN 0o o o o

HecTepcngHble
npoTMeBoBOCNannTeibHblE
cpeactea O o o 0

rnaykoMHble npenaparbi o o O O

Apyrve
YKa3aTh HAUMEHOBaHYS!
PasapaxeHue:
HeT
nerkoe
ymepeHHee
TsKenoe

O o0ood

[Lpyras naTonorus Un oOCnoXHeHue
Hammuve  OrtcytcTere

hunbTpaums U3 paHbl
nnockas nepegHss kadtopa O

rmgpema, Mm
yKamsib pbop

38

[ieHb MecsiL rof

B C/lyyae Hanuusi, MeTof ANarHoCTUKN:
KIIMHNYEeCKNiA
dnoopecueHTHasa aHrmorpaduns
(Hy>XHOe NoAYepKHYTb)

MakynsipHas gereHepauus O

aTpodnsa padyxku

APY~a M M
3aTpoHyTa 1 NepeaHss Kavepa:

Ja Het

Ecnwn He 3aTpoHyTa:

(r6po3 3aaHel kamepbl m]

Lwapbl 3nblIHUTA [} O
Ecnwn 3aTpoHyTa:

oTKpbIBaNach M kancyna c

npeablayLiero smsnTta O

OcHoaHas npuyvHa, no KOTOpOIZ OCTpOTa 3peHusa MeHee

Bbinv v noaTopHble Xupypruyeckme
BMelLaTeIbCTBa Ha OnepupoBaHHOM
rnasy c npoLsioro omsuTa fa Het

Ecnu 6b1nun, ykasaTb kakve

McnbiTbiBaN 1 NauveHT HebnaronpusTHoe
BO3/eicTBMe-
Ja Het

O m}

Ecnu vcnbiTbiBas, 3anoHUTL hopMy oT4eTa 0 Hebnaron-
PUSITHOM BO3AEWCTBUM.

Ecnv Bo3geiicTBME cepbe3Hoe, 3ano/HNTL (hopydy oTueTa
0 HE6MAroNpUATHOM BO3AEICTBUN U CBA3ATLCS C OpraHun-
3aTOPOM B TeYEHWEe OAHOro paboyero AHs



Ta6bnuua D.7- ®dopma oTyeTa 0 HebGnaronpusTHOM
WcnbiTarens
hamnnns, UMs 0T4ECTBO
MaunenT, VHnymansl naymeHTa
Kon,

[Jata poxaeHus

[ieHb MecsiL, rag,
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Bo3geiicTBun O/

KnuHuyeckoe ncneitaHve

Kop,
Men: mMyxckoit 00  Paca: esponeoug O
XEeHCKUiA O Herpoug O

MOHronouna 0O

apyras n
cMellaHHas O

WcnbiTatens 0653aH coobuath 0 106bIX He61aronpuATHbLIX BO34ERCTBUAX, CBA3aHHbIX MO0 He CBA3AHHbIX C UCMbITYe-
Moii MOJ1. O niobbix cepbesHbIxX n/taai HeoXngaHHbIX peakuusx Heobxo4MMo 3 TeyeHne 0fHOro paboyero gHA [0/0-
XWTb OpraHm3aTtopy notenedoHy n/mnmdaxcy. 8cnyan cepbe3Horo HebnaronpuATHOro Bo3aeicTemua hopma otyeTa 0
HebnaronpusiTHOM MUcxofe A0/kHa ObiThb 3anosiHeHa, NoAnvucaHa v nepefjaHa opraHn3aTopy B TeYeHue NATu paboumx

OHel.

1 OnepupoBaHHbIli rNas:  npaoslii (OD) O

nesblii (OS) O
2 [aTa vMnnaHTaumum

OBV, MeCsL, raf
3 Kog mogenv nnH3bl
4 CepuiiHblii HOMEP SIMH3bI
5 OnTtuyeckasa cuna NH3bL, 4 TP
HebnaronpusiTHoe Bo3AeiicTBue:

6 Nata o6HapyxeHns
[IEHb, MECAL, Taf,

7 MpofomkuTenbHOCTb (4, AHW. Ap.)
8 TaxecTb HeGNAronpuATHOrO BO3AEHCTBUS:

nerkoe M
yMepeHHoe
TAxXenoe n

9 OnucaHne TeyeHUs Heb6NaronpuUATHOTO BO3AeWCTBUS
(neyaTHbIMU GyKBaMW):

10 [marHo3 He6naronpuAaTHOrO BO3AeNCTBUA (MeyaTHbl-
My ByKBamu):

11 NleyeHne HeGNArONPUATHOK BO3AENCTBUS:

12 Wcxop;
nosIHoe BOCCTaHOB/IEHNE
4acTUYHOE BOCCTaHOBJIEH UC
BO3/eliCTBMe NPOJO/MKAETCA Ha MOMEHT oTyeTa O
cMepTb O

MporHo3 B c/iyyae NpofosnKeHUs BO3/ECTBUSA:

Pe3stome (nevaTHbIMK BykBamu):

13 CuuTaeTnin 3anofHALWMIA 0THET, UTO 3P eKT cosizaH
C JINH30IA:
Oa HeT
D O

Pestome (neyatHbiMu GykBamm):

14 fBnseTca N1 BO3AeENCTBNE CEPbE3HbIY.'YTPOXatoLLMM
3peHuto:

fa Het

O O

Ecnu aBnsetcs, 3anofiHMTb hopMy OT4eTa 1 CBA3aTbCs C
opraHM3aTopom OteueHune ofHoro pa60qer0 AHA

MOANMCh VErbreTos [ieHb, MecsiL, rog,
TenecoH

koA, rioMop [IONONHUTESTbHb I
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MpunoxeHne E
(pekomeHayemMoe)

OKOHYaTe IbHbIV OTYET 0O KIIMHNYECKUX UCTbITaHusax O/

E.l O6uwme NonoxeHus

B HacToslWeM nNpuioXeHUM npvBefdeHbl pekoMeHJauun no COCTaBEHMIO
OTUYETOB O K/IMHUYECKMX UCMbITaHusax VOJ.

E.2 TwuTynbHbI nuct

TUTYNbHBIA NUCT AO/HKEH CoAepXaTb CMeayloLLyo NHopMaUmHo:

HaVMeHOBaHMEe KTMHNYECKOTO UCMbITaHUS;
noeHTudukaumio MOJI, BkIoYas HaMMeHoBaHWe, Mofesb U Apyrve faHHble,
Heobxoaumble A/18 NOSHOW naeHTUnKauum;

- hamuaunio, nMs, OTYECTBO U/UMN HAMMEHOBAHVE OpraHn3aTopa;

naeHTUUKaUMo nnaHa KAMHUYecknx ucnbitaHuii (ganee — MKN);

- OTMETKY O TOM, YTO K/IMHWYECKNE UCTIbITaHNSA NPOBOAWINCL B COOTBETCTBUU C
JeicTeyowmmMy ctaHgaptamm Ha UOJT;

- pary;

- hamunnio, UMs, OTYECTBO UCMOMHUTENS.

E.3 Pe3siome

MpuBOAAT  KpaTKyld aHHOTauMi0, COAEepXallyl cnegywowme  pasgenst:
HaMMeHoBaHve, BBeAeHVe, LUenn KIMHUYECKUX WCMbITaHuA, CyObekTbl, MeToabl
UCMbITaHUIA, pe3y/nbTaTbl, 3aKI4eHue.

JomkHbl BbiTb YKazaHbl K/YEBbIE AaHHble, BKIOYas AaTy Hadana (nepBblii
Cy6beKkT) W p[aty OKoHYaHus  (nocnefHuin  cyObekT) UChbITaHuid  wuavm - garty
npexaeBpeMeHHOro 3aBepLUeHus.

E.4 CopgepxaHune ot4yeta

E.5 BsepgeHue

MpuBOAAT KpaTkoe oOmnucaHme uccnefgoBaHus no paspabotke WO/, uenm u
3ajauu, niaHvpyemMble 3aBepLUnTb B NPoLecce UCCefoBaHus.

E.6 TMMpumeHsaeMble MaTepuasibl N METOAbI UCMNbITAHWIA

E.6.1 OnucaHwve mnsgenusa

MpuBogAT onucaHve WO/ ¥ yKasbiBalOT ee HasHayeHue, a Takke Jilobble
N3MeHeHMs KOHCTpYKuun VIOJ1, BHECEHHbIe BO BPEMS UCMbITAHUIA.

E.6.2 Pe3stome MNKA

MpepcTasnsoT pestome MKW, JTiobble nameHexms B MKW B npouecce ucnbitaHnii
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[IONKHbI 6bITb YKa3aHbl. Pe3toMe [0/MKHO BK/IKUYAaTh CReayroLye nosiokeHus:

a)
6)
1)
2)
B)
r
A)
1)
2)

Le/lb KNMHUYECKUX UCTbITaHWIA;
CTPYKTYPY WCNbITaHWIA:

TUM UCNbITAHWIA.

KOHEYHbIe TOUKWN UCTbITaHuii;
3TMYECKME COralleHus;

KOHTPO/Ib TOYHOCTU AaHHbIX;
rpynny cy6bEeKTOB 419 UCTIbITAHWIA:
KpUTEPUIA BKIHOUEHNS/UCKIOUEHNS.
4nCNo CcybbLEKTOB,;

NeyeHve;

NepeMeHHbIe UCTbITaHNS;

COMyTCTBYIOLUME IeKapCTBa/NeyeHus;

K) A/IMTENTLHOCTb COMPOBOXAEHUS;

]'I) CTaTMUCTMYECKNIA aHaNus:

1)
2)
3)

nccnegyemyro runoTesy: KpuTepwii npowen/ He npotuen,
pacyeT yncna cyobekTos,

MeToabl CTaTUCTUYECKOro aHauim3a.

E.7 Pesynbtatbl

JToT pasgen [O/MKeH COoAepXaTb WHGOpPMauMio C OMMCaHMeM aHanmsa u

pe3y/ibTaToB MCMNbITAHWIA.

Pa3gen pomkeH Bkaoyarb:

a)
6)
B)
r)
A)
e)
1)

AaTy Havyasa UcnbITaHWiA;

Aaty 3aBepLueHnsi / NPUOCTAHOBKM UCMbITaHWIA;
COCTOSIHME CYyOBHEKTOB / N3aenuii;
aemorpadmyeckne gaHHble CyObeKTOB;
cootBeTcTBue KW,

aHanu3, BKOYAOLLWIA:

oTyeT 0 6e30MacHOCTK, Pe3loMUPYIOLLMIA Bce He6naronpusiTHble UCXOdbl U

Heb6naronpuaTHele BO3AelCTBUA (CBA3aHHble ¢ VIOJT unn HeT) 3a Bpemsi UCMbITaHuii,

BK/KO4HaA yKasaHue CJ/10XXHOCTH, H606XO,CI,I/IMOFO nedvyeHud, pesynbTatoB M 3ak/liiloveHune

ncnbiTatena o Tom, CBA3aHO i fiedeHne € nposeaeHHbIMU UCNbITaHUAMN,

2)
3)

aHann3 aKcnayaraynoHHbIx xapakrtepuctuk NOJT B cooteBeTcTBMMU C KA,

N6oin HeobxoAuMbIA aHasM3 no rpynnam (Hanpumep, MO Moy, pace,

KynbType M T. n.),
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4) onvcaHne BO3LEWCTBUA OTCYTCTBYIOLMX AAHHbLIX HA aHasn3 (Hanpumep Mo
cybbekTam, 0TKasaBLUMMCS OT UCMbITaHWi A0 UX 3aBepLLEHUS).

E.8 O6cyxaeHUst 1 obLlume 3aKNoueHmns

JomkHbl ObITb NPUBEAEHbI KPaTKoe OnuWcaHwe W pesynbTaTbl 6esonacHocTu,
pYCKM 1 NPEUMYLLECTBA, 3HAYEHNA IKCNyaTauMOHHbIX XapakTepucTuk. Takke fo/mkHa
ObITb YKa3aHa KIMHUYeckas 3Ha4MOCTb pe3ysibTaToB. [Jo/mKHbI ObiTb ONUCAaHbI U YETKO
0603HayeHbl J/lo6ble  cneuuduyeckme MPOTMBOMOKAa3aHusA A0S UHAUBUAYASIbHbIX
CyOBEKTOB 1 rpynn pucka.

E.9 AG66peBmaTypbl 1 onpegeneHmns

JomkeH ObiTb nNpuBeAeH nepedYeHb MNPUMEHEHHbIX abbpeBnaTyp W [AaHbl
onpegeneHns cneumanbHbIX TEPMUHOB.

E.10 3tumka

JlomkHo 6bITb NprBeAeHO noATBepXaeHne Toro, 4yto MKW ofobpeH KoMUTETOM
no aTuke. [lo/mkeH npuiaraTbCs nepevyeHb KOMUTETOB MO 3TUKE, KOTOpble COrnacoBasiun
MK

E.11 MWcnbeiTarenn v agMMHUCTPATUBHAA CTPYKTypa UCNbITaHUA

B npunoxeHun K OT4YETY [O/DKHbI OblTb NPUBELEHbI KpaTkoe onvcaHue
aAMUHVCTPATUBHON CTPYKTYPbl WCMbITAHWA W CNWCOK MWCNbITateneil ¢ ykasaHuem
CTeneHn Mx yyactus. Takke AO/MKHblI ObITb ykasaHbl hamuivs, UMs, OTYECTBO W/unn
HaMMeHOBaHWe U LOPUANYECKUIA afpec opraHnsarTopa.

E.12 Bnok nognucei

OKOHYaTeNbHbIN OTHYET AO/MKEH ObITb MOANUCAH NIULAMU, YKa3aHHbIMK B 7.2.

E.13 TlpunoxeHusa K oTyeTy

K oTueTy mpunaratot cnegyrouiee:

a) MNKu;

6) CNUCOK wucMbiTateneidi W HaMMEHOBaHWA  OpraHuWsauunii, NPOBOAMBLLMNX
UCMbITaHUS;

B) CMMCOK APYrMX BOB/IEYEHHbIX /UL, N HAMMEHOBAHUS OpraHm3auuii (akcnepTsbl,
naboparopuu 1 T. n.);

) Chnucok Habnwogatener;

) nepevyeHb KOMUTETOB MO 3TUKE;

€) Tabnuubl CO BCEMW OTHOCALLMMUCS K UCMbITAHMAM AaHHbIMU, BKIYAKOLWUMA
BCe OTKNOHeHMs OT MKW, HebnaronpusaTHble Bo3gencTBms NOJT 1 HebnaronpusatHble

3hbdpekTbl, OTKa3bl U NPUOCTAHOBKM.
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MpunoxeHne A
(cnpaBo4Hoe)

CpaBHeHMe CTPYKTYpbl MeXAyHapoAHOro ctaHAapTa co CTPYKTYpOii
MEXroCyZapCTBEHHOIO CTaHAapTa

F.1 O6wme nonoxeHus

CpaBHeHMEe  CTPYKTypbl  MeXAyHapogHOro  cTaHgapta €O  CTPYKTYpoW
MEXroCcyapCTBEHHOIO cTaHAapTa npeacTtasneHo B Tabnuue OA. YkasaHHoe B Tabnuue
NU3MEHEHMEe CTPYKTYpbl MEXroCyapCTBEHHOrO cTaHJapTa OTHOCUTESIbHO CTPYKTYpPbI
NPUMEHEHHOTO B HEM MEXAyHapoAHOro cTaHgapTa 00yC/I0B/IEHO NpUBEAEHVNEM €ro B
cooTBeTCTBME ¢ TpeboBaHuAaMu TOCT 1.5—2004.

Ta6bnuua [OA — CpaBHeHue CTPYKTYpbl MexXAyHapoAHOro craHjapta CcO  CTPYKTypoii
MeXrocyjapCTBEHHOro ctaHjapra
CTpyKTypa MeXAyHapo4HOro cTaHgapTa CTPYKT ypa MexrocyapCTBeHHOro cTaHAapTa
Mopapasgen MyHKT MoAnyHKT Pasgen MyHKT MoAnyHKT
Pasgen 1 1
Pasgen 2 2
Pasgen 3 3m
Pasgen 4 4
Pasgen 5 5
5.1 51
5.2 5.2
Pasgen 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
6.7.2 6.7.2
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OKoHuaHve Tabnnybli A
CTPYKTypa MeXAyHapoAHOro cTaHAapTa
Mopgpasgen | MyHKT | MoAnyHKT
Paspen 7
Mpunoxenne A
Mpunoxexnune B
MpunoxeHune C
c.
C.2

Mpunoxexnune D

Bubnuorpagusa

FOCT 31580.7-2012

CTpyKTypa mMexrocyfapcTBEHHOro cTaHjapTa
Pasgen MyHKT MofgnyHKT

7

MpunoxeHune C2
Mpunoxexune !)

D.1

D.2
MpunoxeHne AT
Mpunoxenne B
MpunoxeHune t 4
bubnuorpapus

Mpunoxenne A

1) B HacTosiLeM cTaHAapTe faHHblil pa3gen pa3ébuT Ha 17 MyHKTOB B CBA3U C BBeAeHMeM TePMUHOB Mo [1].

3) CTpyKTypa [AaHHOT0o NPUIOXKEHUA HacTOALWEero crtaHgapta MOoMHOCTbI0 WAEHTUYHA CTPYKTYpe NMpuioxeHua B

MeXAyHapoAHOro cTaHgapTa.

3> [laHHOe NpW/IOXKEeHWe B HacTosleM cTaHgapTe pas3buTo Ha MyHKTbl, Y4TO OGYC/I0B/IEHO HEeo6X0ANMOCTbIO

npueefeHns ero B cootsetctene ¢ FOCT 1.5.

4 BknloueHe B HacTOAWMI CTaHAAPT [AaHHOTO NPUOXKEHWS OBYCNOBMEHO HeoBGXOAUMOCTLIO yueTa
noTpe6HOCTel HaLuMOHANbHbLIX 9KOHOMUK CTPaH, YNOMSIHYTbIX B MPEAMC/IOBUM KakK MpPOro/i0CoBaBLUMNX 3a MPUHSATHE
MeXrocyAapCTBEHHOrO cTaHAapTa. MofoXeHNst faHHOTO NPUIOXeHUs OTBeYaloT Tpe6oBaHuaM [1J.
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YOK 616—089.843—79:617.7:006.354 MKC 11.040.70 MOD
KnioyeBble cnosa: OMTa/IbMOJIOTMYECKME  UMIMJIaHTaTbl, WHTPAOKY/IAPHbLIE JINH3bI,

MexXaHWYeckne CBOWCTBA, MeToAbl W3MEepPeHWid, BOCMPOMU3BOAUMOCTb pPe3y/nbTaToB

N3MepeHNii
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