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Mpegucnosue

Lien, OCHOBHble MPUHLUMMAbI H MNOPSAOK MpOBeAeHUs paboT Mo MeXrocyAapCTBEHHON
CTaHAapTM3aumm  yCTaHOB/EHbI roCT 1.0—92 «MexrocyaapcTeeHHas cucrtema
cTaHfapTusauun. OcHoBHbIe NosoXkeHua» n MOCT 1.2—2009 «MexrocyfapcTseHHas cuctema
cTaHfaptvsaumn. CTaHAapTbl  MEXroCyfapCTBEHHble, MNpaswWna W pPekoMmeHgauuu Mo
MEeXrocyfjapCTBeHHON  cTaHAapTusauun. [paBuna paspaboTKW, MPUHATUA, NPUMEHEHWUS,
OGHOBNEHNS U OTMEHBI»

CBefieHus 0 cTaHgapTe

1 T[ogrotoBneH ®efepanbHbIM  TOCYAAPCTBEHHBLIM  YHUTApPHbLIM  MPEANpUATHEM
«Bcepoccuiickuii Hay4Ho-uccnefoBaTeNlbCKUil MHCTUTYT CTaHZapTu3auum U cepTudukauum B
MaLL 1nocTpoeH»! n» (BHUMHMA L)

2 BHECEH ®egepa/sbHbiM areHTCTBOM MO TEXHWYECKOMY PeryanpoBaHuio U
meTponorum (FoccTaHAapT)

3 MPUHAT MexrocynapCTBeHHbIM COBETOM MO CTaHZapTu3auuu, MEeTponorun wu
ceptugukaumm (npotokon Ne 41 - 2012 ot 24 masa 2012 r)
3a npuHATWe CTaH4apTa NPoro/iocoBasu:

KpaTtkoe HaviMmeHOBaHWe CTpaHbl Mo Kog ctpaHbl o CokpallleHHoe HaumeHoBaHue
MK (MCO 3166) 004—97 MK (UCO 3166) HaLOoHaNLHOMo opraHa
004—97 no ctaHgapTmsaumm
AsepbaingpkaH AZ A3cTaHgapT
benapycb BY loccTaHaapT Pecny6avkn Benapycb
KasaxcTaH Kz [occTangapt Pecny6nnkn KasaxctaH
Kblprbi3cTaH KG KblprbisctaHgapT
MongoBa MD Mongosa-CraHgapT
Poccuiickas degepaums RU [occraHpapt
Y36eKuncTaH Uz Y3ctaHgaot

4 Tpukaszom defiepansHOro areHTCTBa No TeXHNWYECKOMY PerynnpoBaHunio U METPOOrm
oT 01 HoA6pa 2012 r. Ne 675-CT MeXrocyapcTBeHHbI cTaHaapT FOCT 31618.2-2012 BBefeH
B AleliCTBMe B Ka4ecTBe HalMOHanbHOro ctaHgapta Poccuiickoin depepaumm ¢ 1saHeaps 2015 r.

5 HacTtoswuini cTaHfapT COOTBETCTBYET MeXAyHapogHoMy cTaHaapTy 1SO 5840:2005
Cardiovascular implants - Cardiac valve prostheses (Cepae4HO-COCYAMCTbIE MMMIAHTATLI.
MpoTe3bl KNanaHoB cepaua).

CTeneHb COOTBETCTBUA - He3kBHBaneHrHas (NEQ)

CraHfapT NOAroToBneH Ha ocHoBse npumeHeHus FOCT P 52999.2 - 2009.
5 BBEAEH BMNEPBbIE

WHopmauma o BBegeHun B feicTBue (Npekpaw,eHun AeiicTBMA) HacTosWwero ctaHgapra
ny6nKyeTCs B eXeMecayHo n3faBaeMoM ykasaTesie KHauvoHanbHble CTaH4apThbl».

WHopmauma 06 u3MeHeHMAX K HacToswemy cTaHgapTy nyb/mkyeTca B eXerofHo
13gaBaemMoM WH(OPMALMOHHOM yKasaTesne «HauuoHanbHble CTaHAapTblK, a TEKCT M3MEHEHWl u
rnonpaBok — B EXeMeCAYHO u3haBaemMoM WHGopMaymoHHOM ykasaTene «HauuoHanbHble
cTaHfapTbl». B cnyyae nepecmoTpa uaM OTMEHbl HacTOsALW ero crtaHgaprta COOTBETCTBYlo L as
nHdopmauns 6yaeTt onybnvkoBaHa B E€XEMECSAYHO u3gaBaeMoM WH(OPMAaLMOHHOM ykasaTene
«HaunoHanbHble cTaHfapThbl»

© CrtaHpapTuHdopm, 2013

B Poccuiickoin ®efepaymn HacToOSILLMIA CTaHAAPT He MOXEeT ObiTb MOAHOCTLH WK

4acTMYHO BOCMNPON3BELEH, TUPAXMPOBaH M PacrnpoCcTpaHeH B KayecTBe OYULMaIbHOMO 13LaHus
6e3 paspeweHnsa dJe,qepaanoro areHTCTBa No TEXHNYECKOMY PErysimpoBaHUO U METPOJIOTN
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MEXTIOCYOAPCTBEHHLIN CTAHOAPT

MPOTE3bl KNTATMAHOB CEPALA
Yactb 2
MeHepXMeHT pucka

Cardiac valve prostheses. Part 2. Risk management

Jata BBegeHua — 2015—01—01

1 O6nactb NpUMEHeHUA

Hactosiwmin cTaHgapT oOCHoBaH Ha TpeboBaHusix [OCT 1SO 14971 wu
yCTaHaB/MBaeT [OOMNOMHUTENbHbIE TPebOBaHUA K MEHEeMKMEHTY pucka npwu
NPOEKTUPOBaHNK 1 NPOU3BOACTBE NPOTE30B KnanaHoB cepaua (nanee — MKC).

HacToswmin ctaHgapT He pacnpoctpaHseTcd Ha [1KC, paspaboTaHHble
cneuMasibHO N8 VMMMJaHTauMyM B WUCKYCCTBEHHbIE  cepaua W  annapaTbl
BCMOMOraTeIbHOro KPOBOOGpaLLEHUS.

TpeboBaHusi  HaCTOALWEro CcTaHgapTa SABNSATCA  0b6s3aTesibHbIMU  Npn

nposefeHNN aHann3a coctosHuA npoussoactaa [MKC.

2 HopMaTuBHbIE CChbI/IKK

B HacTosLeM cTaHAapTe UCMONb30BaHbl HOPMATUBHbIE CCbINIKM Ha CcregyloLye
MEXIOoCyAapCTBEHHbIE CTaHAapTbI:

FOCT ISO 9000—2011 Cwuctembl MeHemKmeHTa KadvectBa. OCHOBHble
MOSIOXXEHNSA U C/I0Bapb

FOCT ISO 13485—2011 Ws3penva mepuumHckue. CucTeMbl MeHemKMeHTa
kayecTBa. CMCTeMHble TpeboBaHus AN Leneli perynpoBaHus

FOCT ISO 14971—2011 Wspenua meguuumHckue. lNpuMeHeHue MeHekmeHTa
pucka K MeAULMHCKUM U34enusiM

V3gaHne odmymansHoe
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FOCT 31618.1 — 2012 T[lpoTe3bl knanaHoB cepgua. Yacte 1. O6wwme
TexHuyeckune TpeboBaHna N METOAbI UCTIbITAHNI
FOCT 31618.3 — 2012 lMpoTe3bl knanaHoB cepgua. Yacte 3. PykoBoAcTBO MO

npoeegeHno KNNMHN4YeCKoro nccnenosaHmns

MpumeyvaHne - Tlpu NONb30BaHWM HACTOALWMM CTaHAapTOM LienecoobpasHo
NpoBepuTb AEelCTBME CCbIIOYHBLIX CTaHAAPTOB B MH(OPMAUMOHHON cucTeMe 06LLEero nonb3o-
BaHMS - Ha ouuMasibHOM caliTe PeflepalbHOro areHTCTBa Mo TEXHUYECKOMY PerynnpoBaHunio
N METPOSorMn B CETU VIHTEPHET UM NO eXEerofHo n3gasaemomy MHOpMaLMOHHOMY ykasaTe-
N0 «HaumoHanbHble CTaHAapPTbI», KOTOPbI 0Ny6/IMKOBaH N0 COCTOSAHMIO Ha 1 AHBapS TeKyLLero
roga, W Nno COOTBETCTBYIOLMM EXEeMECAYHO u3AaBaemblM WHAOPMALMOHHBIM YKasaTesnsamM,
ony6nnKoBaHHbIM B Tekyllem rogy. Ecnv ccbinouHblii cTaHfapT 3amMeHeH (M3MeHeH), TO npu
NoMb30BaHWM  HACTOALWMM  CTaHZapToOM  clefyeT  PyKOBOACTBOBATbCA  3aMEHSIOLLMM
(M3MEHeHHbIM) cTaHAapToM. Ecnun ceblnoyHblil cTaHAapT OTMEHeH 6e3 3aMeHbl, TO NOSIoXKeHne,

B KOTOPOM fAaHa CCbl/IKa Ha Hero, npuMmMmeHAaeTCcd B 4acTtu, He 3anarMBarou4e|‘/‘| 3Ty CCbIJIKY.

3 TepMuHblI 1 onpepesieHnsd

B HacToslweM ctaHgapTe npumMeHeHbl TepmuHbl no FOCT ISO 14971, TOCT 1SO
9000, MOCT ISO 13485, NOCT 31618.1.

4 MeHeXXMeHT pucka npu npoektuposaHuun MKC

4.1 MNpuHUMN

Llens MeHempkmMeHTa pucka npu npoektnposaHuy MNKC — cHWKeHne pucka

pa3pabatbiBaembix MNMKC.
4.2 MnaHnpoBaHne MeHeaXMeHTa pucka
JomkHbl NnpumeHsTeea TpebosaHus FOCT ISO 14971.

4.3 AHanns pucka

[oskHbl npumeHsaTbes TpebosaHns TOCT I1ISO 14971. B kayecTBe OCHOBbI ANs
aHa/M3a pucka pPEKOMEHAyeTCs WCMoMb30BaTb, MO MEHbLUEA Mepe, MepeveHb
NOTEHUMa/bHbIX OnacHocTen 1 B1aoB oTka3oB [MKC, npuvBeAeHHbI B NPUIOXeHUn A.
Mpu npoBefeHWM aHasM3a pucka cnegyeT ucnofnb3oBatb MeToApl FMEA (aHanus
Xapaktepa ¥ nocrieacTsuii oTkasoB) w/vnm FTA (aHanu3 gepeBa HencnpaBHOCTEN).
[na ueneil HacTosero craHgapta AOCTATOYHO PacCMOTPEHME TOJIbKO PUCKOB,
cBA3aHHbIX C [IKC. O6si3aTeneH y4yeT PUCKOB, CBSA3AHHbIX C TEXHUYECKUMMU

Tpe6oBaHuamMm K MNMKC, yctaHoBneHHbiMn TOCT 31618.1.

2
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4.4 OueHKa pucka

Kaxaplii puck, cBasaHHbli ¢ TKC, [o/mkKeH OblTb OUEHEH KavyeCTBEHHO WM
KONMYeCTBEHHO. 151 OLEHKM pucka AO/MKHbI NPUMEHSTbCA nogpasgen 4.4 v pasgen 5
FOCT ISO 14971. lNpu onpefeneHnn BepPOATHOCTM HACTyn/eHus HebnaronpusiTHbIX
CO6bITWIA cnefyeT MCNO/b30BaTh YACTOTY COOLITUI HA OAHY NOSTHOCTLIO 3aBEpPLLEHHYIO
umnaaHTauyuo. Mpu onpegeneHun yulepba crnepyet yuntbiBaTb BPEMS HACTYM/IEHMS
He61aronpuSATHOr0 Cco6bLITMA (HanpuMmep, BK/KOYAKLWEEe WHTpaonepauuoHHbIiA aTan,
6vKalilumii nocneonepaunoHHbIA 3Tan, KpaTKOCPOUHbIA MOcneonepaumoHHbIn 3Tan,
[O0NTOCPOYHbIA NOC/IeoNepPaLMOHHbIA 3Tan B TeUYEHME CpoKa CNyXObl, YCTaHOBNEHHOIO

U3roToBUTENEM, 1 3Tan pemmnnaHTaumm MKC).

MpumeyaHne — TpuMepPbl CXEM OLEHMBAHUS pUCKa MPUBEAEHbI B NPUIOXEHUN

Mpu ycTaHOBAEHMM [OMNYCTMMOrO YPOBHS pucka 06si3aTteneH ydyeT TpeboBaHwii
Tabnmubl 1 TOCT 31618.3.

4.5 MnHnMmmnsaumna pncka

JonmkeH NMPUMEHATLCSA pasgen 6 [OCT ISO 14971.  Jlo6oii
NAEHTUPULMPOBAHHBIA PUCK JO/MKEH ObiTb YMEHbLUEH A0 AO0MYCTUMOrO YPOBHSA WM,
€CNN 3TO HEBO3MOXHO, ObITb CHWXEH HACTOMbKO, HACKONbKO peasibHO AOCTMXMUMO.
PesynbTaTbl MUHMUMU3ALMN pUCKa JO/MKHbI BbITb AOKYMEHTaUIbHO OhOpMIIEHbI B thaline

MeHepKMEeHTa pucka.

MpumevyaHne — MeponpuaTUS NO MUHUMMU3ALMM PUCKA MOTYT BK/IHOYaTb B CE6S
KaK U3MEHEHNA KOHCTPYKUUW, Tak ” ,CI,OI'IO]'IHI/ITGI'IbeIVI KOHTPO/1Ib NMpn Npon3BOACTBE, a Takxe
NHhbopMMpoBaHMe noTpebuTenen (Hanpumep, B MHCTPYKLMK Mo npuMmeHeHunto MKC).

4.6 Bepudunkauusa npoekrta MNKC

Bepudmkaumio npoekta [KC cnegyeT npoBOgUTb B COOTBETCTBUM  C
TpeboBaHuaMM NyHkTa 7.3.5 TOCT 1SO 13485 n TOCT 31618.1.

4.7 Banugaumnsa npoekrta MNKC

Bannpauuio npoekta MNMKC cnegyeT NpoBOAMTL B COOTBETCTBUM C TPEOOBaHUAMMN
nyHkta 7.3.6 TOCT 1SO 13485 n NOCT 31618.3.

4.8 OueHKa oCcTaTovyHOro pucka

JonmkHbl npumeHsaTbea pasgen 7 FOCT I1SO 14971 u 4.4 HacToswero

cTaHgapTa.



MOCT 31618.2—2012

5 MeHenXmeHT pucka npu npounssosactee [KC

5.1 MpuHumn

Llenb meHemkmeHTa pucka npu npounssofctee NMKC — obecneyeHne rapaHTum
OOMYyCTUMOro prcKa MCMOoMb30BaHNS KaX4oro BbiMyLLEeHHOro Ha pbiHOK TMKC.

5.2 NnaHnpoBaHMe MeHeMKMEeHTa pucka

5.2.1 O6nacTb NPUMEHEHNS MaHa MEHeMXMEeHTa prcka

O6nacTb NpMMEHEHUs NnaHa MeHegKMEeHTa pucka npu npomussoacTee [KC
[JO/MmKHa COOTBETCTBOBaTb MpoleccaM, OonpefefieHHbIM B CUCTEME MeHeKMeHTa
kayecTBa NpeanpuATUs, BKIOYas, Kak MAHUMYM:

a) npouecchl, cBsi3aHHble ¢ NoTpebutenem (nogpasgen 7.2 FOCT 1SO 13485);

6) npoueccbl akTyanusauuM W yNpaBAeHWs  U3MEHEHUSIMU  MPOEKTHOM
AokyMeHTaummn (nyHkt 7.3.7 FTOCT 1SO 13485);

B) npovecchl 3akynok (nogpasgen 7.4 FOCT ISO 13485);

) mpoueccbl NPOM3BOACTBA, BKAKOYas MPOLECChl MPOM3BOACTBA MaTepuanos,

nonycgabprkatoB n akceccyapos (nogpasgen 7.5 FTOCT ISO 13485).

5.2.2 MNnaH Bepudmkaymm

B nnaHe BepucvKkauunM WU3rOTOBUTESb [AOS/HKEH ONpPeAenuTb MNepuoanYHOCTb,
METOAMKA W OTBETCTBEHHbIX ML, A/11 NPOBEPKU TOTO, YTO (PAKTUYECKUE PUCKN He

NPEBbILAIOT A0NYCTUMbIE PUCKN.

5.2.3 PacnpegeneHne OTBETCTBEHHOCTHU

N3rotoBuTeNb  AO/MKEH  [AOKYMEHTANIbHO  ONpefensATb  OTBETCTBEHHOCTb
nepcoHasna 3a npoBefeHve npoueayp MeHeKMeHTa pucka, CBA3aHHbIX C:

a) obecneyeHnem cootBeTcTBUA  [IKC  yTBEpPXAEHHON  TEXHWYECKON
OOKyMeHTauuu;

6) MOHUTOPUHIOM U aKTyasM3aumen OKyMeHTauum MeEHeLKMEHTA PUCKa;

B) MPOBEAEHUEM [OMNOSHMTENIBHOIO aHajvM3a pucka Mpu BHECEHWU NObIX
N3MEHEHWNI B TEXHNYECKYIO AokyMeHTauuio Ha MKC (nyHkT 7.3.7 TOCT ISO 13485);

) CaHKUMOHMPOBaHWEM MPUMEHEHUS, BbiMyCcKa WM MPUEMKM MPOAYKUMM Mofg,
paspelleHne Ha OTK/IOHEeHWe OT YCTaHOB/EHHbIX TpeboBaHuii (nogpasgen 8.3 NOCT
ISO 13485);

[l) NpoBeAeHNEM BepudmKaLumy haKkTUUYECKUX PUCKOB;
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€) npoBefeHVeM aHanusa npeanpuHMMaemMbiXx AeWCTBUA N0 MEHELKMEHTY
pucka.

524 TpeGOBaHI/Iﬂ K aHanansy npegnpnHnMmaemMbiX AeﬁCTBMﬁ
MeHeXMEHTY pucka

M3rotoButesib 4O/PKEH YCTaHaB/MBaTb CPOKW, 4epe3 KoTopble Heo6xo,qv1|v|o
nNpoBOAUTL aHanu3 npeanpuvHUMaeMblX AEWCTBUA MO MEHEMKMEHTY  pucka.
M3rotoButenb  OO/DKEH  AOKYMEHTaslbHO  Oonpefendatb  npouedypbl  aHasmsa
npeanpvHMMaeMbIX B paMkax NpoLECCOB AENCTBUIA C LiESbIO;

a) onpegeneHns  COOTBETCTBMA  MpPeAnpuvHUMMAaEMbiX  AEACTBMIA  nniaHy
MeHe)KMeHTa pucka 1 JOKYMEHTUPOBaHHbIM npoleaypaw;

6) onpegeneHnss COOTBETCTBMA MNJlaHa MEHeLXKMEHTa pucka u npouesyp
MeHe)KMEHTa puUcka ycTaHOBMEHHbIM TpeboBaHUSAM.

MpumevyaHne — AHanu3 npeanpuHMMaeMblX AeWCTBUIA MO MEHEKMEHTY pucka
MOXeT 6bITb NPOBEileH B pamkax BHYTPEHHUX ayMTOB B COOTBETCTBUU C NyHKTOM 8.2.2 TOCT

ISO 13485.

5.3 TpeboBaHNA K aHanM3y pucka

5.3.1 lMNMpoueaypa aHanMsa pucka npu NPou3BoLCTBE

WN3roToeuTens B 0653aTesIbHOM Mopsake A0/MKEH NPOBOAWTL A0MOSHUTE bHbIN
aHanun3 pucka B cootsetcTeum ¢ FOCT I1SO 14971 npw:

a) BHECEHMMN NM0BbIX U3MEHEHWIN B TEXHUYECKYIO fOKyMeHTauuo Ha MKC (myHKT
7.3.7 TOCT ISO 13485);

6) CaHKUMOHMPOBaHWM MPUMEHEHUS, BbIMYCKA WAW MPUEMKU MNPOAYKLMM MOf4
paspelleHne Ha OTK/IOHEHME OT YCTaHOBJ/IEHHbIX TpeboBaHuii (nogpasgen 8.3 NOCT
ISO 13485);

B) BbISIB/IEHNW HOBbIX ONAacHOCTEW, OTKa30B UM NPUYNH OTKA30B.

5.3.2 iieHTMMKaLmMa onacHOCTen 1 0TKa3os

Bce BHOBb BbISIBNISSIEMbIE OMACHOCTW, OTKasbl W MPUYMHbI  BO3HWKHOBEHMS
0TKa30B [0/DKHbI ObITb OTPAXEHbI B dhaiifie MeHEeKMEHTA puCKa.
MpumeyaHne — Tlpyvepbl ONACHOCTEN W CBA3AHHbLIX C HUMW BUAOB OTKA30B

MKC npvBeaeHbl B NpUNoXeHuu A.

NaeHTudmnkaumio 0TKa3oB, BO3HMKAKOLWMX MpUM MNPOM3BOACTBE, HEOHXOAMMO
NPOBOAUTL Ha BCEX 3Tanax, Hanpumep, Takux Kak:
a) Nosy4YeHne 3akasa,

6) 3aKkynka,

no
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B) U3rOTOBJIEHUE;

r) ouncTKa;

[0) MapKMpOBKa;

€) YMNakoBKa,

X) cTepunusauus;

1) KOHTPO/Ib U N3MEepPEeHUs;

K) nocTaBka NpoayKuuu;

Nn) TpaHcnopTUpoBaHue;

M) BpeMEHHOEe XpaHeHwe;

H) aKcnyaTauus;

n) yTunnsaumns npoaykumu.

5.3.3 OnpegeneHve n oLeHUBaHWe pucka

N3rotoBuTenb JOMKeH onpefenatb  pakTUYeckuii  puck  ANns  Kaxaoro
NOEHTUPULUPOBAHHOTO OTKasa NM60 onpeaenAaTb BO3MOXHbIE MOCIeACTBUSA TakmxX
OTKa30B C MOMOLLLI0 NPOBEAEHMS aHaIM3a BMAOB OTKa30B U ux nocneactsuii (FMEA).

MpumeyaHune — Tpumep dopmbl A8 aHam3a metogom FMEA npuBefeH B
Tabnuue B.1 npunoxeHuns B.

N3rotoBuTenb  JO/MKeH  BepudmuMpoBaTb  COOTBETCTBUE  (DAKTUYECKONA
BEPOATHOCTM BO3HWKHOBEHUS BbISIB/IEHHbIX OTKA30B M MPUYMH BO3HUKHOBEHWS OTKa30B
YCTaHOB/IEHHbIM HopMaM. PesynbTarhl Bepudukaumm OOJDKHbI 6bITb
[OKYMEHTMPOBaHbI B (haiiie MeHegKMeHTa pucka.

5.4 YnpaB/sieHne pUCKOM Npu NpousBoaCcTBe

5.4.1 YMeHblleHne pucka

Mpn BbISBNEHUM NpY NPOM3BOACTBE HEAOMYCTUMbIX PUCKOB W3rOTOBUTESb
OO/DKEH NPeAnpUHATL Mepbl N0 CHYKEHUIO puUcka A0 NPUEeM/IEMOrO 3HaYeHus, a Takke
BCE BO3MOXHble [OEeWCTBUS [NA 3aluMTbl noTpebuteneid, BkIvawwme B cebs,
Hanpumep:

a) BbIMYCK NMOSICHUTE/TbHbIX YBEAOM/IEHNIA;

6) NpPMOCTaHOBKY MPOU3BOACTBA A0 3aBEPLUEHUS MEPOMNPUATMIA MO CHMKEHMIO
pV1CKa;

B) OT3bIB NPOAYKLMU C PbIHKA.

5.4.1 AHanu3 BO3MOXHOCTEN YMEHbLUEHUSA pUCKa

M3roToBuTENb A0MKEH MAEHTUULMPOBATL MEPbI MO YNPaBIEHUIO PUCKOM.
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Ecnn mepbl MO yNpaBneHUto PUCKOM NPUBOAAT K U3MEHEHWAM HOPMAaTUBHOMO
[OKyMeHTa (TeXHUYEeCKuX ycnoBuid) Ha TMKC, M3rotoBUTENb AO/MKEH COrfacoBaTb 3Tu
M3MEHEHUs1 C YMOSIHOMOYEHHbIMM oOpraHamu, BHeclwMy TMKC B rocyaapCTBEHHbIN
peecTp MeAVLMHCKUX 13aenuii 1 BbliaaBlyMy cepTudomkaT cooTBeTcTBusS Ha MKC.

5.5 TocTnpousBoacTBEHHAsA MHGopmaLns
5.5.1 TlonyyeHne NOCTNPOM3BOACTBEHHOW MHopMaL K

M3roTtoBuTeNb JO/MKEH YCTAHOBUTL U MOAAEPXUBaTb B pabovyemM COCTOSHMM
cucTemMaTuyeckyo npoueaypy cbopa n aHanmsa uHdgopmaumm o MNMKC coB6CTBEHHOrO
npomssoacTea u [KC apyrnx u3roToBMTeNei Ha MNOCTNPOU3BOACTBEHHOM 3Tare.
VICTOYHMKM NOCTMNPOU3BOACTBEHHOW MHOpMauuM A8 aHanmsa  pucka  LO/MKHbI
BK/OYaTb, Hanpumep:

a) VHopMaurio 13 KNMHUK 06 UHUMAEHTAax;

6) ny6vkauun v goknagbl Ha KOHPepeHUmsX;

B) pe3y/ibTaTbl CUCTEMATU3MPOBAHHbIX KNMHUYECKUX HAOMOAEHWIA;

r) CBeAEHUS 06 aHa/TIOTUYHbIX U34eNnsX;

[) 3KCNepTHbIE OLEHKY;

e) Apyrve npuMeHUMble NCTOYHMKN AaHHbIX.
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MpunoxeHne A

(cnpaBo4HOE)

MepeyeHb NOTeHUMabHbIX ONacHOCTen n BMA0B oTka3os MKC

HanGonee pacnpocTpaHeHHble [1si NPOTe30B KnanaHoB Cepaua PUcku u

06YyC/IOBNEHHbIE UMV BO3MOXHbIE Bl OTKA30B NpuBEAeHb! B Tabnuue A.l.

Ta6nuuya A.l- Pucku v Buabl OTKA30B NPOTE30B kfanaHoB cepaua

Puckun

CTeHO03 npoTtesa

MoBbILWEHHbIR 06beM 06paT-

HOro nepeTtoka

Omb6onm3aumnsa (3akynopka)

KPOBEHOCHOro cocyaa

BO3MOXHbIi B OTKa3a npoTesa knanaHa cepaua

C XECTKMMM 3anupaioLmm

ANeMeHTaMun

3akiMHuBaHue 3anuparouiero
3/1eMeHTa, pa3pactaHue naH-

Hyca

3aknuHMBaHMe 3anuparoLLero

3/IeMeHTa, BbiNajeHve 3anu-

paroLLero anemeHTa, gedop-

Mauusa kopnyca, Hecobnwoae-

HVe [0NYyCKOB NPW U3roToBJle-
Hun TIKC

Pa3pylieHne 3anvpatoLiero
anemeHTa n/mnun kopnyca MKC
Ha yacTu, obpasoBaHue CKo-
JI0B OT 3anvparoLLero afneMeH-
Ta/kopnyca MKC. otaene-
HMe/oTpbIB NPULLMBHON MaH-
XeTbl. BbinageHue yacTteli MNKC

B KPOBOTOK

C rMbKMMK 3anuparoLwnumm

neMeHTaMun

Pa3spacTtaHue naHHyca, MuHe-
panunsaumsa (kanbLuHO3) CTBO-
pok. gedhopmauums nmnu pas-

pylleHue kapkaca

HaapbiBbl KpaeB CTBOPOK, MC-
TUpaHue. paccnavBaHuve,
ycafika CTBOPOK, NMpoBucaHue
CTBOPOK, Aedhopmayms, pas-
pyLleHve Kapkaca, paspbliB
LLIOBHbIX HUTEW KpeneHui
CTBOPOK K Kapkacy, yBenuye-
HVYe OTBEpCTMii OT nNpokona
TKaHW, Hecob6naeHNe aonyc-

KOB npu nsrotossieHun MKC

HapfpbiBbl CTBOPOK, MUHEPASIU-
3alusa matepuana CTBOPOK,
paspyLieHne Kkapkaca, paspy-
weHve n pasgenerue MNKC Ha
OTAe/NbHble YacTH, BbiNageHue

yacTeli MKC B KpOBOTOK



MpoponxeHne

Pucku

Fcmonus

Tpom603 npoTesa, TPOM603M-

6onua

HapylweHne 61MoCOBMECTUMOCTMN

OkonoknanaHmas

yTeuka - dmctyna

[narHoctunyeckan HecoBMecCTu-

MOCTb in vivo

SHOokapauT

HeBO3MOXHOCTb BbIMNOHE-
HVIF|/3aBepLLIeHI/IF| nMvnnaHTayunn,
yBenuyeHne annTesibHoOCTn one-

pauum

Tab6nuybl

Al
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B0o3MOXHbI Bu 0TKa3a npoTesa knanaHa cepaua

C XeCTKMMUK 3anuparowmmmn

aneMeHTamMu

KaButauus, nosbilieHHas
TypbyneHTHOCTb KPOBOTOKA,
HenpasubHaa opreHTaums

MKC un cmewenHne MNKC B dmn6-
PO3HOM KONblie
Hanunuyne 3acToliHbIX 30H KPOBK
B 06nactu MNMKC. HebnaronpuaT-

Hoe B3aumogeicTBre martepua-

C rnékuMmn 3anunparnwmmmn

ANeMeHTamMun

MoBblWeHHas Typ6yNeHTHOCTb

KPOBOTOKa

Hannuune 3acTONHbIX 30H KPOBWU,
HebnaronpuaTHOE B3auMOAENi-

cTBme martepuanos MNKC c kpo-

nos MKC c kpoBblo, HapyLleHue BblO
npuemMa u/vnu HenpasuAbHO NO-
AobpaHHas f03MpoBKa aHTUKoa-
rynsaHTOB
JlokanbHas unu cuctemMHasi TOKCMYHOCTb, HebnaronpuaTHasa TKaHe-
Bas peakuusi, U3MeHeHne aKTUBHOCTU CBEPTbIBalOLEell CUCTEMbI
KpoBu, gerpagauunsa marepuanos MKC. BbIcBOGOXAEHWE NPOAYKTOB
coeVHeHn
HecooTBeTCTBUE NPULLMBHO MaHXeTbl AnameTpy hrmbpo3Horo
KonbLa, paspbiBbl (HAAPbIBbI) MaTepuana MaHxXeTbl, HenpasuibHas
TeXHVKa NOALWMBAHNA MaHXeTbl, OTAE/eHNe NPULLMBHOW MaHXeTbl,
paspbiB/pa3BsA3biBaHNe y3/10B LWOBHOTO MaTepuana, npopesbiBaHve
TKaHel (hMOPO3HOro Kosblia LWOBHLIM MaTepuanom, MHPEKLNS Tka-
HY, KaNbLUNHO3
Harpes n3genus nnn metannocogepxalinx yacrtel, oTcyTcTeue
YeTKOCTU M306paxeHus, nnoxasa BuU3yanusauus, «murpauus» usge-

nma

HapyleHne cTepunbHOCTU U3aenuns, npuMeHeHne HecTepunbHbIX

npuHagnexHocteii NKC

HeB0O3MOXHOCTb MOBOPOTA M hMKCaLMmM NpoTesa knanaHa cepaua B
¢hpn6po3HOM KosbLEe, HenpaBW/bHbINA BbIGOp pasmepa MKC. MexaHu-
yeckoe nospexgeHue MKC npy HenpasuIbLHOM O06paLleHun, Heco-

pasmepHocTb MKC 1 NpuHafnexHoCTen K HUM



MOCT 31618.2—2012

OKoOH4YaHue Tab6numyb Al

BO3MOXHbIi B OTKa3a npoTesa knanaHa cepaua

Puckn C XEeCTKUMW 3anuparoLnmm C rMBKMMU 3anuparoLmmMm
anemMeHTamu anemeHTamu
BupycHoe 3apaxeHue, B T.4. 3apaxeHne NCXO[HOTO Cbipbs

BSE, apyrumu natoreHamu

KpoBoTeueHue HenpaBusbHbIi peXUM aHTUKOAryNsHTHOWM Tepanuu

MpumeyvyaHne — TllepeyeHb OTKA30B, NPUBEAEHHbI B Tabnuue A.l. He siBnseTcs
ucuepnbiBalowmm. K oTkazam npoTesa MOryT NpuUBECTM c/leaylouime BuAbl HapyLeHuii:
AedekTbl MaTepuana MpUILMBHOW MaHXeTbl, BbICOKMIA ypoBeHb Wyma oOT pab6oTatuiero
npoTesa, nonomkKa fepxaTtens, HenpaBwu/ibHas yctaHoBka [KC Ha pepxatene, B T. u.
3aknuHuBaHune MKC, 3aKpensieHHOro Ha fepxartefie, HenosHoTa CoAepXaHus WHCTPYKUUU Mo
npuMeHeHuto MKC. HenonHasi MapKMpoBKa, HU3Kash KBanudukauua Maajlero U cpefHero
mMeAnepcoHana, MNOBPEeXAeHWe ynakoBKW Mpu TPaHCMNOPTUPOBAHWUMW, YXYAlIEHWe CBOMNCTB
maTepuanoB MKC npu xpaHeHUW Ha cknaje, NOBpexAeHUs OT BO3AeNCTBUI okpyxaloLeii
cpeAbl MpU TpaHCNOPTUPOBAHUU U XpaHeHWW, HeponycTumoe (MOBTOPHOE) MCMNOMb30BaHWe

n3genusa v np.
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MpunoxeHne b
(cnpaBo4HOE)
OueHka pucka

B.1 KauyecTBeHHbIA METOA OLEHKN

CornacHo MOCT ISO 14971 oueHKa pucka noapasymMeBaeT aHa/IM3 BEPOSATHOCTYU
BO3HUKHOBEHWS W MOCAEACTBUA WM TSHXKECTW NOCNeACTBUIA ANS KaXKAOTo puCKa.
MpyMepbl aHanMsa, npvBeAeHHble B Tabnuue B.1, oTpaxalT kauyeCTBEHHbI NoAxos,
OObEAVHSAIOWMA  OLEHKY TSKECTM pucka W BEpPOSATHOCTb €e  MpOSB/eHMSA C
COOTBETCTBYIOLLEN CXemoli kriaccudmkaummn. Takum 06pa3oM, pUcK MOXET ObITb
HEenocpeLCcTBEHHO COOTHECEH C  (PYHKUMOHasIbHOW  3dDEKTUBHOCTLIO  MPOTE30B

KnanaHa cepaua, To. eCTb C M0/1b30M, Noy4yaemMoi OT UX NPUMEHEHNSI.
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Ta6nunya b.1- Cuctema knaccugurkaumm ka4eCTBEHHON OLEHKN PUCKOB

Knaccudmkauus puckoB 1 OpUEHTUPOBOY-

Hble rpaHuLbl knaccudmkaumm*

HUUYTOXHbI

OTpaneHHsbIi, peakuii MeHee ogHoro

Nnn He3HaunTe MbHbI Ha MWJIMOH

MWHMManbHbI Ot 1:1000000

Mpremnembiii nm 0o
OueHb Manblii 1:100000
OueHb HU3KWiA OT 1:100000
Ao
ManoBeposATHbIV Unn 1:10000

Masblii

OnwucaHve v obuime npu-

mepbl

Kakas-nn6o yrposa co
CTOPOHBI
cpefbl
NeyeHnst BecbMa MasoBe-

oKpyxatoLei
UM nocnepacTsusi
4TOGbI

POATHbIE. TpEeBO-

XWUTbCS1 3a XW3Hb, Hanpwu-
Mep. BblKypuBaHWe OfHOI
curapeTsbl. BEPOSITHOCTb
rméenn B pesynbTaTe no-

paxeHna MOJTHUER

C yuyeToM pasyMHbIX
Mep  NpefoCTOPOXHOCTU

XOf, HOPMabLHON  XW3HU
06bI4HO He 3aTparvBaeTcs,
XO0TA BO3MOXHOCTb pUCKa
coxpaHsieTcs,  Hanpumep,
3apaxeHune npocTyAoi,
CMepTb B pe3ynibTare WH-
UMAEeHTa Ha XenesHopo-

POXHOM TpaHcrnopTe

YacTtoTta HacTynieHus
CpaBHMMa C 4acToToli He-
61aronpusATHLIX MocneacT-
BUIi MpW MHOXecTBe Jfle-
4ebHbIX npoueayp, Hanpu-
mep. NnoABEPXEHHOCTb
BOCMPUUMUMBbLIX getei
pucky

pblo/BETPSAHKOWA,

3apaxeHuss  Ko-
cnyyam
CMepTV AoMa UM Ha pabo-

Te. unu npu urpe B chyTéoN

OnwucaHue v npuMepsl 4ns

npoTe30B KnanaHOB

cepaua

Nio6oii puck B aTol KaTe-
ropuv npvemnem Ans kna-
naHa ceppgua, Aaxe, Ha-
npumep, «B3pPbIBAKOLLMACH»

KnanaH cepgua

No6oii puck B 3TOl
KaTeropuv npuemsnem ans
KnanaHa cepgua, Hanpu-
Mep. WHEKLNOHHoe Oc-
NOXHEHWe. BbI3BaHHOE

npoTe3oM KnanaHa cepaua

Puckn B 3aTom gmana-
30He onpaBAaHbl MoJb30i
OT 3aMeHbl KnanaHa. He-
Kyt0 npefoCTOPOXHOCTb

MOXHO CYeCTb BnosiHe

6naropasymMHolA. Hanpwm-

Mep. Npu  Nepuoauyecku

BbINO/IHAEMOM aHanuse
KPOBW A/11 KOHTpONA Mex-
AyHapogHoro Hopmanuso-
BaHHOIo OTHoLWweHns

(MHO)



MpoponxeHune Tabnuuybl b.1

Knaccudmkaums puckoB 1 OpUEHTUPOBOY-

Hble rpaHuLbl knaccudmkaumum*

Hu3kuit Ot 1:10000

PasyMmHbIiA, no

Tepnumsiii

Mnn HebonbLuoi 1:1000
OT 1:1000

no

YMepeHHbIii 1:100

BbIcokui

3HaunNTEe bHbIN, Bonee vem

YacTblii, 60/1bLLONA 1:100

v cepbesHbiii

MOCT 31618 .2—2012

OnucaHue n o6wWwune

npuMepbl

YacTota npowucLuecT-
BWIA CpaBHMMa C 4acTOTOWA
HacTynfeHuss Hebnaronpu-
ATHBIX

nocneacTeuii - npu

MHOIMX Nieve6HbIX Kypcax n

npouegypax,  Hanpumep.
HacWMbCTBEHHAs  CMepTb.
oTpaBfieHue, rpunn  uan

[IOPOXHO-TPaHCMNOPTHOE

npoucuiecteune

He6naronpustHble
COo6bLITMA OXUAaembl cryc-
TA Kakoe-to Bpems. Co-
CTOSIHWE 3[0POBbS MOXET
6bITb MOABEPrHYTO 3Hauu-
TeNbHOM OMacHOCTW, Tako-
Ba. Hanpumep, cmepTb B
Bo3pacTe 40 neT oT BCex
NPUYNH UAU TOSILKO OT Bbl-
KypuBaHua 10 curapeTt B

AEHb B nobom BO3pacTe

He6naronpusitHble

nocneacTeus MoryT
NoBTOPSTLCA [,0BO/NbHO
perynsipHo.  BO3MOXHOCTb

3HAUNTENLHOTO YXyALIeHus
3[,0pOBbS, Hanpumep.
HapyLleHus pa6oTbl
KENY[0UHO-KNLIEYHOTO

TpakTa BCNeACTBUE

npuema aHTMONOTUNKOB

OnwucaHve v npuMepsl Ans

npoTe30B KanaHoOB

cepaua

Puckn B 3ToM guana-
30He MOXHO TMpUHATbL 1
onpasaatb COGCTBEHHO
nosib30i OT MNpoTe3npoBa-
HWA KnanaHva; TaKoBbIMMW
HanpuMep, MOXHO cuuTatb
pyYCKM 3MU3040B TPOMGO-

3MB0/IMK, KPOBOTEUEHW

Pucku MoryT 6biTb

onpasaaHbl nony4vyeHuem
3HAYMTENbHON MONb3bl OT

nportesmpoBaHnA KnanaHa

cepaua; TakoBbIMW, Ha-
npumep, SIBAAIOTCA PUCKM
Tpomb03a KnanaHa, WH-
cynbTa

Puckn [OMKHbI 6bITb
onpaBfaHbl  MOSyYeHUEM
3HauUNTENbHOI nosb3bl,
BO3HUKAIOLLENA W3 XUIHEH-
HO BaXHO HeobXxo4MMOo-
CTW B 3aMeHe MOpPaXeHHO-
ro KnanaHa; TakoBbIM, Ha-
npumvep, SIBNSIeTCS  pUCK
pasBuUTUS MPOTE3HOr0 3H-

fokapauTta



MOCT 31618.2—2012

OKoH4YaHue Tabnwuubl b.1

Knaccudurkauma puckos 1 opueHTUpPoBOY- Onwucaxune n obwue npu- OnucaHne v npumepsl 4ns
Hble rpaHuLbl knaccudukaymn® Mepbl NpoTe30B KnanaHoB cepa-

ua
HeknaccuduympoBaHHbiIi BrnonHe  06bACHUMO Bnonuxe 06BACHUM

Ha paHHUX CcTaamax noAs- A7 MHOIMMX pPUCKOB, BO3-
[IManasoH HenssecTeH neHune TpeBoOrn OTHOCK-  HUKawWux npun npuMeHe-

" Te/IbHO Yrpo3 CO CTOPOHbI  HUWM M3aenuii MeauLMHCKO-
nm

oKkpyxawlleli cpeabl WM O Ha3HAYeHUs

He nognaeTcs KOJINYECTBEHHO OLEeHKe
BO3MOXHOCTHU 3abone.a-

HWS. Hanpumep cTpax ne-
peL BO3MOXHOCTbI 3apa-
XEHUs1 YesnoBeka rybuyatbim
3Huedanmtom (BSE). BO3-

HUKWWIA B 1995 T.

aKnaccudvkaums puckos - aTo knaccumkauns KoMGuHaLuii TAXeCTW pucka U BEPOATHOCTU ero
nposBneHns. VIMeHHo Ansa aToro B Tabnuue npuBefeHbl OPUEHTUPOBOYHbIE NMPUMepbl U 061acT nx npu-
MEHMMOCTW. YMCNoBON Amana3oH OTHOCMTCH K BEPOATHOCTM HeKoei 6O0MbLUO OnacHOCTW, Takol kak

CMepPTb NNn cepbe3Hoe yBeybe,; /19 MeHee TAXE/bIX PUCKOB BEPOATHOCTU A0/TKHbI 6bITh BbILLE.

B.2 KonnuecTBeHHbI1 METOJ, OLEHKM

B.2.1 Knaccudukaumsa oueHOK CTENEHN BEPOATHOCTHU

OueHka cTeneHn BEepOATHOCTU MOXET OblTb MOSyYyeHa WM Ha KONIMYECTBEHHOM
nogxoge, NM60 Ha OCHOBE OMNMCATENIbHOTO KayeCTBEHHOro nogxoga. lMpu HanmMumu
[OCTaTOYHbIX AaHHbIX MOryT ObiTb pa3paboTaHbl LUKasbl KOMMYECTBEHHbIX OLEHOK
CTeneHeli BEPOATHOCTM AN KakAoW  UAEHTUUUMPOBAHHOW  (YCTaHOB/IEHHOI)
KOMOMHaUMN «BUA OTKasa — npuumMHa». [pyM OTCYTCTBMM [AaHHbIX MOXET ObITb
NCMOJIb30BaH KayeCTBEHHbI NOAXOM, OCHOBaHHbIA Ha WCTOPUYECKM HAKOMIEHHON
WHopmaLmun ons Nogo6HOro U3genus.

B Tabnuuax b.2 n B.3 npuBegeHbl npuMmepbl knaccudukauum OLEeHOK CTEneHu
BEPOATHOCTU A5 WAEHTUMUMPOBAHHLIX BUAOB OTKa3oB. [nia 6onee noapo6HOi
nHcopmaumu cM. FTOCT I1SO 14971.

14
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Ta6nunuya b.2 - MNpumep cxembl Knaccugukaumm npu Ka4eCTBEHHOM Noaxoae K

OLEeHKe cTeneHn BepoATHOCTU

CreneHb BEPOATHOCTH

AdphexT nocneacTeus

Kputepun

7 OuyeHb BbICOKUA MprynHbLl cnyyatTcs 4acto
6 Bbicokuii MprunHbl cnyvatoTcs nHorga
5 YMepeHHO BbICOKUIA

4 CpepgHwii MpuynHbl cnyyatoTca He

3 Huzkuii 4acTo

2

QueHb HU3KK

OTaaneHHsbli

MpUYMHLI cryyatoTcs pesiko

Heoxuaaemble NPpUYMHbI

Ta6nuua B.3 - MprMep cxembl KnaccugmKauum npu KOMYeCTBEHHOM MOAXoAde K
OL|EHKE CTEMEHU BEPOSTHOCTY

CTeneHb BEPOATHOCTU BepoATHOCTb BO3HUK- CTeneHb BEPOATHOCTU BepoAaTHOCTb BO3HUK-

HOBEHWNA Ha NPOTAXe- HOBEHUA Ha NPOoTsXe-

HUW XN3HEHHOTIO UKMKNna HUN XN3HEHHOTO UMKNna

n3genva n3pgenva
7 >0,1 3 10°—10"
6 10°'—0,1 2 SN ©Onm
5 o A" 1 <10°
4 10“—10°

B.2.2 Knaccudukaymsa TsHKeCcTn pucka

Mpn knaccudpmkaumm  Tskect  pucka [OCT  I1SO 14971  pgonyckaet
UCMNONb30BaHWe  onucarteNlbHOW  TEPMUHOMOTUKM,  COOTBETCTBYIOLLEN  AaHHOMY
MegMuMHCKOMY — m3genuio.  Tabnuua B4 cogepxuT  npepnaraemyto  cxemy
Knaccudukaummn TSHXKECTM pucka Mo KaTeropusiM TSHKECTU, CBSA3aHHbIM CO CreumdmKoi
pvucka. Tabnvua cooepXuT Kateropuu, npuMeHUMble 4718 NPOTe30B KianaHoB cepaua;

npumMepbl OCHOBaHbI Ha K/IMHMYECKOA NnpaKkTuke npoTte3npoBaHnAa KnanaHoB cepaua
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Ta6nunya b.4- MNpuvep cxembl KNaccugmkauum TSHKECTU pycka

MNocneactene TsxecTb
pricka

7
KaTtacTtpocmueckoe

6

5
OnacHoe

4
CepbesHoe

3
He3HauntensHoe

2

OnuvcaHune

BepoATHOCTL CMepTM na-
LUMeHTa He3aBMCMMO OT BMella-

TeNbCTBa

BeposiTHOCTb  CMepTu  na-
uMeHTa  6e3  HeMeAJIEHHOro
BMeLlaTeNbCTBa

Bo3mMOXHOCTbL cMepTU na-
LuneHTa unnm BepoATHOCTb UHBa-
NNOHOCTU He3aBUCUMMO OT BMe-

waTtesibCTBa

BO3MOXHOCTb CMepTW na-
LuMeHTa WM BEepOSITHOCTb MHBa-
6e3

NNOHOCTH HeMeaNeHHOoro

BMellaTenbCTBa

BO3MOXHOCTb A/INTENBHOIO
HEKPUTUYECKOTO yXyALleHns du-

3110/10TUYECKUX (DYHKLIWI

BO3MOXHOCTb ANUTENILHOIO
HEKPUTUYECKOTO yXyALleHust -

310/10TUYECKUX (PYHKLIWI

BO3MOXHble pVICKVI/BVI,CI,bI OTKa3oB

OcTpad nonHas  OKKNo3ua
aopTasibHOrO0 [AVCKOBOr0 MeXaHu-

4Yeckoro nporesa

Upe3amepHasi  peryprutauyus
U3-3a BbINAJEHUsI 3anupaioLlero
3/1leMeHTa [AWNCKOBOIO MexaHuue-

CKOro knanaHa

Upe3amepHass  peryprutauus
u3-3a BbINAAEHUS OLHOW CTBOPKU
[BYCTBOpYATOr0  MexaHU4YeckKoro

KnanaHa

MpoTe3Hblit 3HAOKAPANT

LlepebpanbHas amb6onunsa us-
3a  Tpomb6oambonuu,  ambonusa

6paxuuedpanbHOli apTepum

TpaH3uTOpHasa wuwemnyeckas
ataka, HapylleHua namatv Ks-3a

yBE/IMYEHHOIo BpemMeHn onepauynn



OkoH4YaHne Tabnuubl b.4

MNocnepcTene TaxecTb OnucaHue
pucka
HuuToXHOE Yrpo3a 340pOBbl0 NaLuveH-
1 Ta OTCyTCTBYeT WaM npeHebpe-
XUMO Mana
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Bo3MOXHble pI/ICKI/I/BM,CI,bI 0TKa30B

TpyZHOCTU OTKPLITUS YNaKoB-

KN n3penusi

17
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MpunoxeHne B

(cnpaBo4HOE)

Mpumep aHanusa BUAOB M nocnencTtBuin otkaszos MKC.

Tabnunuya Bl

Howmep aHanusa: 1234

OTBETCTBEHHbIE 32 KOUCTPYUPO-
BaHue/M3roToBneHme
UneHbl paboyeii rpynnbi:

ViBaHoB A.l.. MNeTpos B. U.

KOMNOHEHTHbIN noaxon

HavmeHoBaHvne aHanusmpye-
MOro M3fenusa: HOBblA [ABY-
CTBOpYAThIA XEecTKuii npoTes
knanaHa cepgua

Homep n3genusa: 123456 (Ha-

npumMep)

BbinonHun: iBaHos A. T1.

[arta nposBefeHns aHanumsa:
12.05.2007 r
[aTta noBTOpHOro aHanu3sa:
18.09.2008 r



HavmeHoBaHue
n3genusa (Mnm
4yacTtu nsgenus).
Homep, (PyHK-
LiMoHanbHoe Ha-

3Ha4yeHne

CtBOpKa (3anu-
patowmin ane-
MEHT KnanaHa).
Homep 11111.
MpepoTBpalaet
06parTHbIli NOTOK.
OTKpbIBaeTCs B
OTBET Ha NoBbI-
LeHve AaBneHuns

npAMOro nNnoToKa

“CwMm. Tabnuuy b.4

Bua otkasa

py6as
LLIepoxo-
Batad no-

BEpPXHOCTb

3arpsasHeH-
Has noBepx-

HOCTb

dopma

CTBOPOK.

cospgatwoLas
naoxyw 06-
TekaemocTb
B OTKPLITOM
NOIOXEeHNN
MexaHunye-
ckoe  paspy-

eHune

cCwm. Tabnuyy B.2 nnn B.3

MNoTteHunanb-
Hble nocnepcT-
BMS OTKasa
(onacHocTb

n/vnu speg)

MoTepsa 6uoco-
BMECTUMOCTMU.
cnoco6cTByiO-
was remonusy.
ycuneHuio  ar-
perauun TpOM-
60UNTOB. TPOM-
603y

MoTeps 6uoco-
BMECTUMOCTW.
cnoco6ceTBylo-
as ycuieHuo
arperauuu
TpOMOOLUTOB.
Tpom603y
Typ6yneHT-
HOCTb  noToKa.
npuBogswasa K
remoninsy, ycu-
neHuto  arpera-
UM Tpomb6oLM-
TOB, TPOM6O3y
3akynopka co-
CyloB MeNKUmu
ockosiKamu.
npuBogswas K

WHCYNbTY

TaxecTb

pucka*

MOCT 31618 .2—2012

MoTeHunanbHble

npuymHa(bl)/mexaHnam(bl)

OoTKasa

HenpaBunbHO cocTas-
neHHas cneundukaumns
A5 OLLEHKMN LLUepoXo-

BaTOCTU NOBEPXHOCTU

HepocTtato4yHOCTb KOH-

TPO/ISi BbINycKa npo-
AyKunm

HepoctaTtoyHas oumnct-

Ka NoOBEpPXHOCTU

ManoacdekTnBHoe
KOHCTPYKTUBHOE peLle-

Hue

OcTpble KPOMKU Y 3ne-
MEHTOB M3aenus, Ha-

JINYME 30H C BbICOKVMM
KOHLIeHTpaTopamm Ha-

npshkeHui

Cre-

neHb
Bepo-
SATHO-

cTuc
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HavmeHoBa- [elicTBuA no MNHP*
HVe u3genus  Bepudukaunu

(v vactm gusaliHa

n3genus),
HoMep.(PyHK-
LuMoHanbHoe
HasHayeHve
CrBOpKa CpaBHeHne
(3anupato- NOBEPXHOCTM C
Lnin ane- 3Ta/IOHHbIMU 4x5
MEHT knana- obpasuamu.
Ha). Homep  lpodmnomet-
11111, pus. Tpomb6o-
MpepoT- LUuTapHbIi Tect
BpallaeTt Banupauus
o6paTHbIi npouecca KoH-
NnoTOoK, OT- Tpons 4x6
KpblBaeTCA B
OTBET Ha
noBblLLEHNEe
JasBnexHus
npsMoro
noToka Banvpauus
npoLeccos
ouncTKn. Kon- 4x4
TPOJIb XUMUYe-
CKOro coctasa
NOBEPXHOCTU
MatemaTtunye-
CKO Mofenu-
poBaHue noTo- 4x5
Ka. Bu3yanusa-
LMsA noToka
OueHka paguy-
ca 3akpyrne-
HUA KPOMKMU. 4x4

KoHTponb us-
HOCOCTOWKOCTU
Cwm. Tabnuuy b.4.
6Cwm. Tabnmyy 6.2 nan B.3

PekomeH-
[oBaH-
Hoe")
nencr-

Bunen)

YcTtaHoBUTb
TpeboBa-
HUS K LWe-
poxoBarto-
cTu no-

BEPXHOCTU

[o6asuTb
npeay-
npexge-
HVe B WH-
CTPYKLMIO
no BbIXOA-
HOMY KOH-
Tponto
Banvga-
ums npo-
Lieccos

OYUCTKN

M3mMeHnTb
KOHCTPYK-
Luo

CTBOPKM

YKka3atb
Tpebyembie
pasaunychbl
ans BCcex

KPOMOK

OoTBeTCT-
BEHHbIN 1
HameyeH-
Has gaTa
3aBepLue-

HUA

MBaHoB
A.lN.
12.2008

MeTtpos B.
H.
12.2008

MBaHoB
A.lN.
12.2008

MeTpoB
B.H.
12.2008

MeTpoB
B.H.
12.2008

Mpega-
NpUHS-
Thle
neimct-

BUA

Bbinon
HEHo
11.200
8

Bobinon
HEHO
11.200
8

Bbinon
HEHO
11.200
8

Bbinon
HEHo
11.200
8

Bbinon

HEHO

11.200
8

“TpUOPUTETHLI HOMEp pucka = TSKECTb puUcka X CTeneHb BepOSTHOCTY.
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Tsaxe

CTb*

Bepo

ATHO-

CTb

o

06-

naet

(RP
N)*

4x2

4x3

4x2

4x3

4x2
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YK 616.126.3-089.28:006.354 MKC 11.040.40 NEQ
Kntouesble cnoBa: NpoTes knanaHa cepua, MeHeMpKMEHT pucka, cucTemMa MeHempkMeH-

Ta Ka4yecTtBa
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http://files.stroyinf.ru/Index/530/53087.htm

