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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

[MPOTE3bl KINTANMAHOB CEPOLA
HacTb 2

MeHe)KMEHT pUCKa

Cardiac valve prostheses. Part 2. Risk management

Nata BBeaeHnsa — 2011—01—01

1 Obnactb NpUMeHeHunA

Hactosawunn ctaHgapT ocHoBaH Ha TpeboBaHuax FTOCT P MCO 14971 n yctaHaBnMBaeT ACNONMHUTEMb-
Hble TPpeDbOoBaHUA K MEHEMKMEHTY pUcKa Npn NPOeKTUpOBaHUN N NPOU3BOACTBE NPOTE30B KNanaHoB cepala
(nanee — NKC).

Hactoswmnn ctaHaapT He pacnpocTpansaeTcs Ha lIKC, pa3spaboTaHHble cneuuanbHo Anst UMNnaHTaunum B
MCKYCCTBEHHbIE cepaLla Unn annapaThkl BCNoOMOoraTesribHOro KpoBoobpalleHUs.

TpeboBaHUSA HACTOALLEro cTaHgapTa sIBNAOTCH 0bda3aTeNnbHbIMU NPU NPOBEAEHUN aHanNn3a CoCTOSIHUSA
npounssoacTea [1KC.

2 HopMaTuBHbIE CCbINIKN

B HacTosILeM cTaHOapTE UCNONb30BaHbl HOPMAaTUBHBLIE CChINTKA Ha cneayoLlne ctaHaapThl:

[OCT P NCO 9000—2008 Cuctembl MeHegkMeHTa KavecTBa. OCHOBHBIE NONMOXEHUSA N CNOBAaPbL

[OCT P NCO 13485—2004 WM3penua meanumnHckme. Cuctembl MeHeKMeHTa KadecTBa. CUCTeMHbIe
TpeboBaHUS A5s1 Lienen perynmpoBaHus

[OCT P NCO 14971—2009 WNs3genua meguumnHckme. NpuMeHeHmne MeHegKMmeHTa pucka K MeauLnH-
CKAM N3aennsam

[OCT P 52999.1—2008 [llpoTesbl knanaHoB cepaua. Hactbe 1. Obwmne TexHu4yeckme TpedboBaHMS K
MeToabl NCNbITAHUA

[OCT P 52999.3—2009 [lpoTesbl knanaHoB cepaua. HacTte 3. PykoBoACTBO NO NpoBeAeHUo KIMUHU-
YecKoro uccrnegoBaHus

[TpnumeyaHune—Illpu NONb30BaAaHMM HACTOSILLMM CTAHAAPTOM LenecoodbpasHo NPOBEPUTL AENCTBUE CCbINOM-
HbIX CTaHO4APTOB B WMHMPOPMAUMOHHOW CUCTEME ODWero nonb3oBaHusag — Ha oduumanbHom cante PegepanbHOro
areHTCTBa NoO TEXHNYECKOMY PErynmpoBaHuUo U METPOIOrMU B ceTu MIHTEPHET nnun No eXXerogHo n3gaBaemMmomMmy nHQoOpma-
LMOHHOMY YKa3aTtento « HaunoHanbHble CTaHAAPThI», KOTOPbLIN ONYOBNMMKOBAH MO COCTOSHMIO Ha 1 SIHBAPS TEKYLWEro roaa, u
N0 COOTBETCTBYIOWMNM €XEMECAYHO U3daBaeMblM MHPOPMALMOHHBIM yKa3aTensam, onybriMKOBaHHbIM B TEKYLLEM roay.
Ecnun ccbinoYvHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUMN HACTOSIWMM CTAaHAAPTOM CreayeT PyKOBOACTBO-
BaTbCH 3aMEHAKLWUM (MBMEHEHHBIM) CTaHAAPTOM. ECnun CCbINOYHbIM CTAaHAAPT OTMEHEH Be3 3aMeHbl, TO MONOXEHNE, B

KOTOPOM AaHa CCblJ1Ka Ha HEelO, NPpUMeHAETCAHA B HalTH, HE 3anarMBar0u_|,e|??| 3TY CCbIJIKY.

3 TepMUHbI M onpeaeneHus

B HacTosilem ctaHgapte npumeHeHbl TepmuHbl no TOCT P NCO 14971, TOCT P NCO 9000,
[OCTPUNCO 13485, TOCT P 52999.1.

U3paHune odbmumanbHoe
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4 MeHepXMeHT pucka npv npoektuposaHum [NKC

4.1 MNMpuHuUnN

Llenb MmeHemKmeHTa pucka npu npoektuposBaHun NKC — cHuxkeHue pucka paspabdaTtbiBaembix [MKC.
4.2 lNnaHupoBaHue MeHeQ)KMEeHTa pUCKa

OorxkHbl npumeHaTbest TpeboBaHua FTOCT P UCO 14971,
4.3 AHanuis puUcka

NomkHbl npumeHATbest TpeboBaHna TOCT P NCO 14971. B kayecTBe OCHOBbBI 419 aHaNMM3a pucKka peko-
MeHOyeTca UCNONb30BaTh, MO MeHbLUen Mepe, NnepeYveHb NoTeHUanbHeIX cnacHocTen n snaos 0TKasoB [1KC,
npuBeneHHbIV B NpunoXxeHnn A. Npmn nposeaeH aHannsa pucka cnegyet ucnonb3osatb Mmetoabl FMEA (aHa-
N3 Xxapakrepa nnocneacTsum otkasoB) W/Unu FTA (aHann3 gepeBa HeucnpaBHocTen). [Angd Luenen HacToslLe-
ro cTaHgapTa AOCTaTOYHO PAacCMOTPEHME TOMbKO PUCKOB, cBsA3aHHbIX ¢ KC. ObsasaTteneH y4eT pUCKOB,
CBA3aHHbLIX ¢ TeXHu4Yeckumu TpeboBaHuamm K NKC, yctaHoBneHHbeiMU TOCT P 52999.1.

4.4 OueHKa pUcka

Kaxkabl puck, cBasaHHbIK ¢ [TKC, gomKkeH ObITb oUeHeH Ka4eCTBEeHHO Ui KonndecTBeHHO. [na oueHKN
pucka aomkHbl npumeHaTeca noapasaen4.4 npasgens5lOCTPUNCO 14971. Npun onpeaeneHM BepoATHOCTH
HACTYNNeHNUa HebnaronpusTHbIX COOLITUIA cneayeT UCNOMNb3oBaTb YacToTy COObLITUA HA OAHY MOJIHOCTLIO
3aBepLIeHHY uMmnnaHTauuto. NpuonpeaeneHun yuiepba crneayet yduTbiBaTb BpEMA HACTYNNEHUS Hebnaror-
PUATHOTO CObbITUA (HAanpUMep, BKNoYaloLWee UHTpaonepauMoHHbIA 3Tan, onuxxanwmnin nocneonepaunoHHbIN
aTan, KpaTKoCPOYHbI NocnecnepaunoHHbIM 3Tan, AoONroCpOYHbIY nocneonepaunoHHbIM 3Tan B TeveHne cpoka
CNY>XObl, yCTAHOBNEHHOMO U3rOTOBUTENEM, N 3Tan penMmnnaHTaunm INKC).

[TpunmeyaHne—I[llpumepbl CXeMm OLEHUBAHUSA PUCKA NPUBEAEHbI B NPpUIoxXeHum b.

Mpn ycTaHOBNEHWM [OOMNYCTUMOro YPOBHSA pucka obsizateneH ydyeT TpeboBaHui Tabnuubl 1
FOCT P 52999.3.

4.5 MUHumMu3auua pucka

HomkeH npumeHaTbed pas3gen 6 FOCT PCO 14971. Iiobon naeHTUMLUNPOBaHHBIN PUCK AOIMKEH ObITb
YMeHbLUEH A0 A0NYCTUMOTO YPOBHSA UM, €CNN 3TO HEBO3MOXHO, ObITb CHUXKEH HACTOJIbKO, HACKOSIbKO peanbHO
OOCTMXUMO. Pe3ynbTaTtbl MUHUMU3ALWUK pyUcKa OAOITKHBbI ObITb AOKYMEHTanbHO oopMIeHbl B panne meHea-
XMeHTa pUckKa.

[TpnmeyaHune— Meponpuatns N0 MMHUMN3ALMKN PUCKA MOTYT BKINOYaTb B CE651 KAK UBMEHEHU S KOHCTPYKLUUN,
TakK U QOMOSTHUTENBbHBIN KOHTPOIb MPU NPOM3BOACTBE, a Takke NHOpMUPOBaHME NoTpedbutenen (Hanpumep, B MHCTPYK-
Lnn no npumeHeHuto MNKC).

4.6 Bepudukaumna npoekrtallKC

Bepudukaunwo npoekra NKC cneayet npoBoAUTb B COOTBETCTBUU C TpeboBaHUAMU NyHKTa 7.3.5
[OCTPUNCO 13485 nlOCT P 52999.1.

4.7 Banunpauua npoektallKC

Banunaauuo npoekta [NKC cneayeT npoBoAWTb B COOTBETCTBUM C TpeboOBaHMSAMKU NyHKTa 7.3.0
[OCTPUNCO 13485 ulOCT P 52999 .3.

4.8 OuUueHKa OCTaTOYHOIO pUCKa

OomkHbl npumeHsaTbes pasgen / TOCTP NCO 14971 1 4.4 HacTodwero ctaHgapTa.

5 MeHeaxmeHT pucka npu npounssoactee [NKC

5.1 NMpuHUMN

Llens meHemkmeHTa pucka npu npounssoactee NKC — obecneveHne rapaHtum AonycTUMOro pucka
MCNONb30BaHUA KaXXaoro BeiNyLeHHOro Ha pblHOK INKC.

5.2 lNnaHupoBaHUe MeHeg)XKMeHTa pUCKa

5.2.1 Obnactb NnpMMeHeHud nnaHa MeHepKMeHTa pucka
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ObnacTb NpUMeHeHUA NnaHa MeHempKMeHTa pucka npu nponssoacTtee [NKC gomkHa coOTBETCTBOBATL
npoueccam, onpegeneHHbLIM B CUICTEMe MeHeAXKMeHTa KavecTBa NpeAnpuaTms, BKNo4Yas, Kak MUHUMYM:

a) npoLecchl, cBsAzaHHble ¢ noTpedutenem (nogpasgen 7.21MOCT P NCO 13485);

0) npoueccbl akTyanusauam 1 ynpaBneHUa M3MEHeHUSIMU NMPOEKTHOW AOKYMeHTauuu (NyHKT 7.3.7
[OCTPWNCO 13485);

B) npouecchl 3akynok (nogpasaen 7.4 1OCT P NCO 13485);

r) npouecchl NpPOWU3BOACTBA, BKoYada MPoLLecchbl NPOU3BOACTBaA MaTepuanoB, nonydabpukaTtoB U
akceccyapoB (noapasnen 7.5IFOCT P NCO 13485).

5.2.2 lnaH Bepudpukauumm

B nnaHe Bepudmnkaumm usroToBUTENMb ACIDKEH ONpeaennuTb NepruoandHOCTb, METOAMKNA U OTBETCTBEHHbIX
NNL, ANS NPOBEPKM TOro, YTO pakTUYECKNEe PUCKN HE NPEBLILWAT AONYCTUMbBIE PUCKN.

5.2.3 PacnpeneneHue oTBETCTBEHHOCTU

N3roToBUTENb A0IMKEH AOKYMEHTAaNbHO onpeaendaTs OTBETCTBEHHOCTL NepcoHana 3a npoBeaeHue npo-
Leayp MeHeg)XXMeHTa pucka, CBA3aHHbIX C:

a) obecneyeHnem cooTBeTCcTBUSA [NKC yTBEP)KOAEHHON TEXHUYECKON AOKYMEHTaLUMN;

0) MOHWUTOPWHIOM U akTyanusaunen AoKyMEHTaLNMU MeHEMKMEHTA PUCKA;

B) NpoBeAeHMEM AONOCNMHUTENBHOMO aHanunsa pucka Nnpu BHeCeHU NMiobbIX UBMEHEHNN B TEXHUYECKYIO
aokymeHTtauuto Ha lNKC (nyHkT 7.3.7 TOCT P NCO 13485);

r) CaHKUWOHUPOBaHMEM NMPUMEHEHUS, BbINyCcKa UM NpUeMKU NPpoaYyKL MK Nod paspelleHne Ha OTKITOHE-
HWUe OT ycTaHoBNeHHbIX TpeboaHu (noapasngen 8.3MNOCT P NCO 13485);

0) npoBegeHnem Bepugpukalm pakTniyecknx pUCKoB;

e) npoBedeHUeM aHanusa npeanpuHMMaeMbiX 4eUCTBUN NO MEHEXKMEHTY pUCKa.

5.2.4 TpeboBaHUA K aHanNU3y npeanpuHMMaeMbIX 4eUCTBUN NO MeHeAXKMEHTY pUckKa

N3roToBUTENb ACMKEH YCTAHABMNBATL CPOKU, Yepes KOoTopble HEOOXOAMMO NPOBOANTL aHanns3 npea-
NPUHUMAEMbIX AE€UCTBUN NO MEHEXXMEHTY pucka. NI3roToBUTENb A0IMKEH AOKYMeHTanbHO onpeaensaTb npoLle-
Oypbl aHanunsa npeanpuHMMaeMbiX B paMKax NpoLeccoB AeUCTBUN C LLeNbIo:

a) onpeneneHna cCooTBETCTBUA npeanpuHUMaeMbIX AeNCTBUN NNaHy MeHeQ)KMeHTa pucka 1 AOKYMeEH-
TUPOBAaHHLIM NMpoleaypam;

0) onpeaeneHUss COOTBETCTBMUS NNaHa MeHeQ)KMeEHTa puUcka U npoueayp MeHeKMeHTa pyUcka yCTaHOB-
NEeHHbIM TpeboBaHUAM.

[TpnmeyaHune— AHann3 NpeanpuHUMaemMbIX JEUCTBUN NO MEHEIKMEHTY PUCKA MOXET ObITb NPOBEAEH B
pamMKax BHYTPEHHNX ayanToB B COOTBETCTBUU C NYHKTOM 8.2.2[ OCT P CO 13485.

5.3 TpeboBaHUA K aHanNnU3y pucka
5.3.1 lNpouenypa aHanunsa pucka npu npou3BoaCcTBe

N3roToBuUTENDL B 00S13aTENBHOM NOPSAAKE AOITKEH NPOBOANTL AONONMHUTENBHBIXA aHaNM3 pnucka B COOTBE-
TCTBUMU CTOCT P NCO 14971 npu:

a) BHeCeHUM TJobbIX WU3IMEHeHUN B TexHUYeckyo aokymeHTauumwo Ha [IKC (nyHkT 7.3.7
[OCTPWNCO 13485);

0) CaHKUWOHWUPOBAHUU NPUMEHEHNS, BbINyCKa UM NPUEeMKU NpoayKuun nog paspelleHmne Ha OTKNoHe-
HUe OT yCTaHOBNEHHLIX TpeboaHuit (noapasnen 8.3NOCT P NCO 13485);

B) BbIABIEHUN HOBBLIX OMAaCHOCTEN, OTKA30B UMK NPUYNH OTKA3OB.

5.3.2 WapeHTubnkauma onacHocTen U oTKasoB

Bce BHOBbL BbISIBIAEMbIE OMACHOCTU, OTKa3bl U MPUYNHBI BOSHUKHOBEHUS OTKA30B AO/KHbI ObITb OTpaXe-
Hbl B panne MmeHepKMeHTa pucka.

[TpumedvyaHune—Illpumepbl ONACHOCTEN U CBA3aHHbLIX C HUMKW BUAOB 0TKA30B [1KC npuBegeHb! B NpUNoxXe-
HUK A.

MaeHTudnkaunio oTkasos, BO3HUKaOLWKMX NPU NPOU3BOACTBE, HE0DX0AMMO NPOBOAWTL HA BCeX aTanax,
HanpuMep, Taknx Kak:

a) nonyvyeHue 3akasa;

0) 3aKkynka;

B) U3rOTOBIEHUE;

) OUUCTKA;
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0) MapKUPOBKA;

e) YnaKkoBKa;

X) cTepunmsauuns;

N) KOHTPOIb N N3MepeHUd;
K) nocTaBka npoayKLUWK;
n) TpaHCnopTUpPOBaHUE;
M) BpeMeHHOe XpaHeHUe;
H) aKkcnnyaTtauus;

n) yTunmsaumsa npoaykumn.

5.3.3 OnpepeneHue U oLueHMBaHUe puUcka

N3roToBUTENb JOMXKEH onpeaenaTh hakTUYeCcKUn pUck Ana KaXaoro naeHTUdULmMpoBaHHOro oTKasa

nndo onpeaensTb BO3MOXHbIE MOCNeACTBUS TaKMX OTKA30B C NOMOLLLIO NPpOoBeAeHNs1 aHannsa BUaoB O0TKa30B U
nx nocneactenn (FMEA).

[MTpumeyatHune—Illpumep hopmbl ans aHannsa metogom FMEA npuBeaeH B Tabnuue B.1 npunoxerHus B.

N3roToBUTENb AOIMKEH BepuduLMpoBaTh COOTBETCTBME (DaKTUYECKOW BEpOATHOCTU BO3HUKHOBEHUS
BbISIBNIEHHbLIX OTKA30B U NPUYNH BO3HUKHOBEHUS OTKa30B yCTaHOBMNEHHLIM HopMaM. PesynbTaTthl Bepudunka-
LI OOITKHBI BbITh AOKYMEHTUPOBAaHLI B haiinie MeHepKMeHTa pucka.

5.4 YnpaBneHue pUCKOM Npu npou3BoAcCTBe
5.4.1 YMeHblUeHUe pUCKa

[Tpn BbIABNEHWUX NPU NPOU3BOACTBE HEAOMNYCTUMbIX PUCKOB U3rOTOBUTENb AOIMKEH NpeanpUHATL Mephl
MO CHUXKEHUIO pUCKa A0 NMPUEMNEMOro 3Ha4YeHUd, a Takke BCe BO3IMOXHbIE AEeUCTBMS ANA 3allMThl NoTpebuTe-
nen, BknovatoLw e B cebst, Hanpumep:

a) BbINYCK NOACHUTENbHLIX YBEAOMMNEHNN;

0) NpUOCTaHOBKY NPOU3BOACTBA A0 3aBepLUeHNSI MepOnpPUATUA NO CHMKEHUIO PUCKA;

B) OT3bIB NPOoAYKLUN C PbIHKA.

5.4.2 AHann3 BO3MOXHOCTEN YMeHbLUeHUA pUCKa

N3roToBUTENb AOMKEH NOEHTUDNLMPOBATL MEPbI MO yNpaBieHUo PUCKOM.
Ecnu mepbl No ynpaBneHnto pUckomM NpUBOAAT K USMEHEHUAM HOPMAaTUBHOIO ACKYMEHTa (TEXHUYECKNX
ycnosuin) Ha NMKC, n3rotoButTenb AOMKEH cornacoBaTtb 3T U3MEHEHUS C YMONMTHOMOYEHHbIMU OpraHaMn, BHEC-

lwnmmn [NKC B rocygapCTBEHHbIN peecTp MeaUUUHCKUX n3gennn 1 BblgaBLlLunMm cepTudonukaT COOTBETCTBUA Ha
[TKC.

5.5 lNMocTnpouszBoacTBeHHana MHopMaLUuA
5.5.1 lNony4yeHue nocTnpon3BoaACTBEHHOU UH(pOpMaL U

N3roToBUTENb AOTKEH YCTAHOBUTL U NoAAepKNBAaTb B paboyemM COCTOSIHUU CUCTEMATUYECKYIO NpoLeay-
py cbopa n aHanusa nHgopmaunmn o NKC cobecteeHHoro npounssoactea U MNKC apyriux U3roToBUTENEN Ha

MoCTNPON3BOACTBEHHOM 3Tane. ICTOYHUKN NoCcTNpon3BoACTBEHHON MHAOPMaLIMA ANA aHannsa pucka aon-
)XHbI BKITOMaTh, Hanpumep:

a) NHgpopMaLno N3 KNUMHUK 06 NHUMAEHTAaX;

0) nybnukauum n goknaabl Ha KOHpepeHUUSsIX;

B) pesynbTaTbl CUCTEMATUINPOBAHHbLIX KMMHUYECKNX HabMIo4eHNIA;
ry cBeaeHUs ob aHanornvHbIX U3aenmsx;

1) SKCNepPTHbIE OLEHKM;

e) apyrue npuMeHnMble NCTOUHUKA AaHHbIX.
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[MpnnoxeHwne A
(cnpaBo4HOe€)

[lepevyeHb NOTeHLUMaNbHbIX onacHocTen U BUAoB oTKa3oB [1KC

Hanbonee pacnpocTpaHeHHble AN NPOTE30B KNanaHoB cepaua pUCcku n obycrnoBreHHble MU BO3MOXHbIE BUAb!
OTKa30B npuBeaeHbl B Tadbnuue A.1.

Tabnwnuya A1 — Pucku n BUAblI OTKA30B NPOTE30B KNanaHoB cepaLua

Bo3amMoXXHbIM BUAO OTKA3a NpoTe3a KnanaHa cepaua

Pucku
C XKeCTKMMHU 3alnparimMMn snemMeHTamMmum C TMOKMMMU 3anpawwmmmn anemMeHTamMm
CTeHo3 nporesa 3aKMHNBaHWE 3annpatoLLEro srnemMeHTa, PaspactaHne naHHyca, MmHepanunsauus
paspacTtaHue naHHyca (KanbUMHO3) CTBOPOK, Aehopmauuns n/mnu
pa3pyLlweHne Kapkaca
3aKnMHUBaHWeE 3anupatroLWLero anemMeHTa, HaapbiBbl KpaeB CTBOPOK, UCTUPAHKUE,
BbiNageHne 3anmpatoLLero 3remMeHTa, paccnavBaHwve, ycagka CTBOPOK,
nedopmauus kKopnyca, HecobnogerHue NPoOBUCaAHNE CTBOPOK, Aedhopmauus,
[ToBbIWEHHBIN OOBEM O0nyckoB npwv narotoBrieHmnn [NKC paspyLleHne Kapkaca, paspbiB LWOBHbIX

obpaTHOro nepeToka

HUTEN KPENNEHNN CTBOPOK K KapKacy,
yYBENIMYEHNE OTBEPCTUN OT NPOKOSIa TKaHW,
HecobnogeHne gonyckoB Npw
narotosrieHun [NKC

IMBonNmMaaumns (3akynopka)
KPOBEHOCHOIoO cocyaa

PaspyLleHne 3annpatoWero afieMeHTa HaapbiBbl CTBOPOK, MUHEPaNn3aLuus
n/mnn kopnyca [NKC Ha 4vacTtw, MaTepunana CTBOPOK, paspylleHne Kkapkaca,
obpasoBaHmMe CKOMoB OT 3anupatoLero paspywenue n pasgenerHune [M1KC Ha
anemeHTa/kopnyca [1KC, otaeneHne/oTpoiB OTAElNbHbIE YACTWU, BbiNaaeHUE YacTeEN
NPULLMBHOW MaHXETbIl, BbiNageHNe YacTeN [TKC B KpOBOTOK

[TKC B KpOBOTOK

[emonun3

KaButauus, noBbileHHas TYPOYNEeHTHOCTb
KPOBOTOKA, HEMPAaBUNbHAA OpUEeHTaUUS

MKC v cmeLene NKC B rBpoaHon [loBblWeHHAA TYPOYNEHTHOCTb KPOBOTOKA

KonbLUe
Hanvnune 3acTOWHbIX 30H KPOBM B 0bnacTtu
Tpom603 npoTesa [TIKC, HebnaronpmsaTHOE B3anMoaencTBue Hanwnymne 3aCTOWHBLIX 30H KPOBMW,
- OMGOSMSOHMH! maTtepuanos [1KC ¢ kKpoBblo, HapyLweHue HebnaronpnsaTHOE B3auMOAEeENCTBUNE
P npuema n/mnu HenpaeuIibHO NOA0OpPaHHAas maTtepunanos [1KC ¢ kpoBbto
OO3NPOBKA aHTUKOArynsiHTOB
Hapywehne NokanbHasa nnn cMCTeMHas TOKCUHYHOCTb, HEDnaronpusiTHas TKaHeBas peakuus,
Y N3MEHEHNE aKTUBHOCTU CBEPTLIBAIOLLEN CUCTEMbBI KPOBW, Aerpagaunst matepnanosB
BNOCOBMECTUMOCTH 5
[TKC, BbICBODOXAEHUE NPOAYKTOB COEANHEHUIA
HecooTBeTCTBUE NPULLMBHOW MaHXeTbl gnameTpy ubpo3HOro KomnbLa, paspbiBbl
(HagpbIBbl) MaTepurana MaHXeTbl, HENpaBuUIlbHas TEXHUKA NOALLNBAHUA MAHXEThI,
OkonoknanaHHas

yTeyka — ouctyna

oTAEerneHne NPUWLMBHON MaHXeThl, pa3pbiB/pa3Bs3biBaHMNE y3I10B LLOBHOIO Marepuana,
npopesblBaHne TkaHen Hubpo3HOro Konbua WOBHLIM Matepuanom, MHPEKUns TKaHu,
KanbLUWHO3

[lnarHocTnyeckas
HECOBMECTUMOCTDb i VIiVO

HarpeB nagenus nnm metannocogepXalmx 4acten, OTCYyTCTBUE YETKOCTU
N300paXkeHus1, NNoxasa Bu3yanusauus, <« Murpaunsi» n3genms

JHOOKApaUT

HapyweHne ctTepunbHOCTU U3genus, NpUMeHeHne HeCTEePUIbHbIX NMPUHAANEXHOCTEN
[MKC

HeBO3MOXHOCTb
BbINONTHEHUS/3aBEePLLEHUS
NMNNaHTauun, yBenmdeHme
ONMUTENbHOCTU onepaunm

HeBO3MOXHOCTb NOBOPOTA M hMKCcaunn npoTeda KnanaHa cepaua B pnbpo3Hom
KonbLe, HenpaBunbHbIM BbiDop paamepa NKC, mexannveckoe noppexaenune [NMKC npw
HenpasunbHOM obpalleHnn, HecopaamepHocTb [TKC 1 npuHagneXHOCTEeN K HUM




[OCT P 52999.2—2009

OkonyaHue mabnuubsi A. T

BoamoxHbIM BUAO OTKA3a NpoTe3a KnanaHa cepaua
Pucku
C XKEeCTKMMU 3annparcLinmmmn ariemMmeHTamm C TMOKUMN 3anpakwmMmmn anemeHTamMm
BupycHoe 3apaxeHue, 3apaxeHne NcXogHoro Cblpbs
B T.4. BSE, apyrnmmn
naroreHamu
KpoBoTe4vyeHue HenpaBunbHbIN PEXUM aHTUKOAryISAHTHOW Tepanuu

[TpnmeyaHune—IllepevyeHb OTKaA30B, NPMBEAEHHbIN B Tabnuue A.1, He aBnsaeTca ncyepnobiBatowmm. KoTkazam
npoTe3a MOoryT NPUBECTU Creayowme Buabl HapyLweHnn: geeKkTbl matepuana npuwmBHON MaHXeTbl, BbICOKUN YPOBEHb
lwyma o1 paboTtaloLwero nportesa, NonoMKa gepxarensi, HenpaeunbHas yctanoBka [1KC Ha gepxaTtene, B T. 4. 3aKNMHUBA-
Hue [1KC, 3akpenneHHOro Ha gepxarene, HenonHoTa cogepXaHns MHCTPYKUUKM No npumMmeHeHunto [MKC, HenonHasa Mmapkm-
POBKa, HU3Kas KBannukaumsa mnagluero u cpeaHero meanepcoHana, noBpeXxgeHne yrnakoBky rnpu TPaHCNopTUPOBaHNW,
yxygweHue ceonctB matepuanos [1KC npun xpaHeHun Ha cknage, NnoBpexXaeHus oT BO34ENCTBUN OKPYXaloLen cpeabl Npw
TPAHCNOPTUPOBAHUN U XPAHEHNN, HEAONYCTUMOE (MOBTOPHOE) NCNOSb30BAHME U3AENNA U NP.
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[MpunoxeHve b
(cnpaBo4HOe€)

OueHKa pucka

B.1 KadyecTBeHHbLIN MeTOo4 OLUEHKH

ComacHo [OCT P NCO 14971 oueHka pncka nogpasymeBaeTt aHann3 BepoATHOCTY BO3HMKHOBEHUA N NOCNEACTBUN
NN TAXKECTU MOCNEeaACTBUN AN Ka)Xaoro pucka. [Npumepbl aHanuaa, npuBeaeHHble B Tabnuue b.1, oTpaxatot KavecTBeH-
HbIX NOAX0A4, 0O bEeANHAIOLLMN OLEHKY TSXKECTU PUCKA U BEPOSTHOCTb €€ NPOSIBINIEHNS C COOTBETCTBYIOLLEN CXEMOWN KITACCU-
dunkaummn. Takmm obpasom, pUcK MOXeT ObiTb HENOCPEACTBEHHO COOTHECEH C (PYHKUMOHANbHOW 3O EKTUBHOCTLIO

NPOTE30B KnanaHa cepjla, T. €. C NoNb30Kr, Nony4aemMon oT UX NMPUMEHEHMUS.

Tabnwuua b.1 — Cucrema knaccudmkaumm Ka4ecTBEeHHOW OLEHKU PUCKOB

Knaccndpukauumsa puckos U OPUEHTUPOBOYHbIE
rpaHuL bl Knaccudunkaummn®

OnucaHue n odure npumepsl

OnucaHue n npumepbl Ansa NpoTe30B
KnanaHoe cepaua

HUYTOXHbBIN

OThaneHHbIn, pegkun

NIMN HE3HAYUTENbHbIN MeHee oaHoro

Ha MUITTINOH

Kakas-nnbo yrposa co CTOPOHb!
OKpyXawuwewn cpegbl unu nocre-
OCTBUS NEYEHUI BECbMA MaloBe-
POSITHbIE, YTOObI TPEBOXUTbLCH 3a
XW3Hb, Hanpumep, BbIKYpUBaHUE
OJHOW CUrapeTbl, BEPOATHOCTb U-
benn B pe3ynbrare nopa)eHus
MOJTHUEN

Jtobown prCK B 3TON KaTeropmmn npum-
eMnemMm Ans  KnanaHa cepaua,
aaxe, Hanpumep, «B3PbliBAOLWNN-
Cs» KranaH cepaua

ot 1:1000000
[Tpnemnembin nnu 0o
1:100000

MuHUMmanbHbIV

OYeHb MalbIv

C y4eTOM pas3yMHbIX Mep npea-
OCTOPOXHOCTN XO04 HOPManbHOW
XU3HN ODObIMHO HEe 3aTparnBaeTcH,
XOTH BO3MOXHOCTb PUCKA COXpPaHs-
eTCH, HanpuMmep, 3apaxeHne npo-
CTyaoW, CMepTb B pe3ynbraTte
NMHUMOEHTA Ha Xerne3HoO4opPOXHOM
TPaHCnopTe

Jilobon puCK B 3TOW KaTeropum
pueMnemMm Ans KnanaHa ceppgua,
anpumep, HPEKUMOHHOE OCIOX-
eHne, BbI3BAHHOE MPOTE30M KIa-
aHa cepaua

- I I =

O4eHb HN3KUN 1:100000 YacTtoTa HacTynneHus cpaBHU- Puckn B 3TOM AmanasoHe
ils Ma C 4acToOTOW HebnaronpusTHbIX | onpaBAaHbl MOMb30W OT 3aMEHb
ManoBepoOsiTHLIN UK NOCNeacTBMM MNPV MHOXECTBE Nne- | KnanaHa. Hekyilo npegocTopoOx-
ManbIi 1:10000 4yebHbIX npoueayp, Hanpumep, | HOCTb MOXHO CYEeCTb BMonHe bna-
NOABEPXXEHHOCTb BOCNPUUMMYMBBLIX | TOPa3yMHOW,  Hanpumep,  npu
neTen PUCKY 3apaxeHuss | NepuoanyecKn BbIMONHAEMOM aHa-
KOPbIO/BETPAHKOW, Criydan CMepTn | Nn3e KPoBU A5 KOHTponsa Mexay-
aoma unu Ha paborte, Unu Npu urpe | HapoaHoOro Hopmanun3oBaHHOIo
B chyTOON OtHoweHusa (MHO)
Huakum 1:10000 LlacToTa NponCLLECTBUN CPaB- Puckn B 3TOM gmnanasoHe MOX-
PasyMHbII, ils HMUMa C YaCTOTOW HACTYNNEHUA HE- | HO MNPUHSATL WU onpaBdatb COBCT-
. brniaronpuATHbIX NOCNeaAcTBUU MPU | BEHHO NONb3OW OT NMPOTE3NPOBA-
Tepnmmein MHOIMMX NeYebHbIX Kypcax 1 NpoLUe- | HUA KranaHa; TakoBbIMU Harnpu-
M1 HebOMbLLIOK 1:1000 aypax, HanpvMep, HacWMbCTBEH- | Mep, MOXHO CHMTaTb PUCKM 3MNK-
Hasi CMepTb, OTpaBneHwe, rpunn | 30408 TPOMBO3IMOONUN, KPOBO-
UM JOPOXHO-TPAHCNOPTHOE NPO- | TEYEHUN
NCLLUECTBUE
HebnaronpusitHble  CODbITUSA Puckn moryTt 6biTb onpasaaHbl
OXMOAaemMbl CNyCTH KaKoe-TO Bpe- | MOJIYYEHUEM 3HAYUTENBbHOW MO-
Ms. COCTOssHME 3O0POBbsl MOXET | Nb3bl OT NPOTE3NPOBAHUSA KanaHa
1:1000 ObiTb NOABEPrHYTO 3HAYUTENBHOW | Cepaua; TakoBbIMWU, HANPUMEP, SIB-
y o OMNacHOCTW, TakKoOBa, Hanpumep, | NATCHA PUCKKM TPpombo3a KnanaHa,
Y MepeHHbIV 1:100 cMmepTb B Bo3pacTe 40 ner o1 Bcex

NPUYUH UINN TONBKO OT BbIKypPUBa-
Husa 10 curapeT B AeHb B NOOOM
BO3pacTe

NHCYINbTA
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OkonyaHue mabnuubsi b.2

Knaccudpukauusa puckoB 1 OPUEHTUPOBOUYHbIE
rpaHuubl kKnaccupukauum®

OnucaHue n obumne npumepsl

OnucaHne 1 npumMmepbl AN NPOTE30B
KnanaHoB cepaua

BbICOKUNK
3HaYNTENbHbIN, bonee yem
Y4acTbin, DONbLLOW 1:100

NIMN CEPbE3HbLIN

HebnaronpusitHble nocne-
OCTBUST MOTYT MOBTOPSATBLCH A0-
BOIbHO PerynsapHo. Bo3amoXXHOCTb
3HAYUTENBHOIO yXyAlWeHus 340-
POBbS, HANPUMEP, HAPYLLUEHUSA pPa-
BoTbl XKENyao4HO-KULLEYHOIO
TpakTa BCrneacTBue rnpuemMa aHTu-
BMOTUKOB

Puckn gonxHbl BbiTb onpasaa-
Hbl MONYYEHNEM 3HAYUTENBHOWN MO-
Nb3bl, BO3HUKAIOWEN U3 XU3HEHHO
Ba>XHOW HEOOXOAUMOCTU B 3aMEHE
NOPaXXEeHHOro KnanaHa;, TaKOBbIM,
Hanpumep, SABMNAETCA PUCK Pa3BU-
TUSA NPOTE3HOro 3HgoKapanTa

HeknaccndpununpoBaHHbIN

[lnanaizoH HEN3BECTEH
il

BnonHe o6bACHMMO HA paHHUX
cTagusix NosiBNIeHNe TPEBOIMU OTHO-
CUTENBHO YIrPO3 CO CTOPOHbI OKPY-
Xarowen cpegbl N BO3MOXHOCTU

BnonHe o6bACHMM AN MHOIMMX
PUCKOB, BO3HUKAIOLLMX MPU NMPUME-
HEHUW U3aenun MeguUMHCKOro Ha-
3HAYEeHUA

HE NogaaeTCA KOJIM4eCTBEeHHON OUEeHKE 3a6oneaaH”H! Harnpmmep, CcTpax

nepen BO3MOXHOCTBIO 3apakeHus
yenoBeka rybuartbiMm sHUedannTom

(BSE), BO3HUKWKN B 1995 .

4 Knaccudmkaumsa pUCcKoB — 3TO Knaccudpmkaymsa KOMOMHaAUMN TSHXKECTU PUCKA U BEPOATHOCTU €ro nposiBNEHus.
MIMeHHO Ans aToro B Tabnuue npuBeaeHbl OPUEHTUPOBOYHbBbIE MPUMEPDbI U 0BNacTun X NPUMEHUMOCTU. YncnoBou aua-
Na3oH OTHOCUTCH K BEPOSTHOCTU HEKOEW BONbLLON ONACHOCTU, TAKOW KaK CMEPTb UIN CEPbE3HOE YBEYLE; AT MEHEE TH-

XKeJlblX PUCKOB BEPOATHOCTU AOJDKHbBI ObITb BbILLE.

B.2 KonnyecTtBeHHbLIN MeTO4 OLeHKM
5.2.1 Knaccundmkauma oueHOK cTeneHn BePOATHOCTW

OueHKa cTeneHn BEPOSITHOCTU MOXET DbIThb NOMyYeHa Unm Ha KONMMYeCTBEHHOM noaxoae, Nnbo Ha OCHOBE ONuca-
TENBHOIO KA4YeCTBEHHOro noaxoaa. [pun Hann4ymm gocTaTouHbIX AaHHBIX MOTYT ObITh pa3paboTaHbl WKalnbl KONUYECTBEH-
HbIX OLEHOK CTENEeHEW BEPOATHOCTU ANS KaXgouw WAEHTUPUUUMPOBAHHOW (YCTAHOBNEHHOW) kombuHauunm «BUA
OTKaza — npu4yunHa. ['pn oOTCYTCTBMY AAHHbIX MOXET ObITb MCNOMb30BaH KAYE€CTBEHHbIM NOAX04, OCHOBAHHbLIW HA UCTOPU-
YEeCKN HaKoMneHHon nHdopmaumm ansa nogobHoro nagenus.

B tabnuuaxb.2wv b.3 npuBegerbl npumepbl Knaccudmkaumm oLeHOK CTENEHU BEPOATHOCTU AN UAEHTUMPULNPOBAH-
HbIX BUAOB OTKA30B. [1ns bonee nogpobHon nndbopmaumm cm. [ OCT P NCO 14971.

Tabnwuya b.2 —Tlpumep cxembl Knaccudmkaumm Npm KAHYECTBEHHOM NOAX0AE K OUEHKE CTENEHU BEPOATHOCTU

CTeneHb BEPOATHOCTH IPPeKT nocneacTens Kputepuu

Ou4yeHb HU3KUN [Tpn4ynHbI crnyyalTca peako

[ O4yeHb BbICOKUU [ 1pnymrHbI Cny4arTcs 4acTo

6 BbiCOKuIA

5 YMEpEHHO BbICOKWI [1pyunHbl cny4atoTcs nHoraa
4 CpeaHui

3 Huaknn [lprYMHbI Cry4aloTCs HE YacTo
2

1

OTaoaneHHbIV Heoxunpaemble NPUHUHLBI

Tabnwuab.3 —Illpumep cxembl Knaccnukaumm Npu KONMYECTBEHHOM NOAX0AE K OUEHKE CTENeHN BEPOATHOCTU

BepoaTHOCTb BO3HUKHOBEHMUS
Ha NPOTAXXEHUKU KXU3HEHHOTO
UMKNa nanenus

BeposaATHOCTbE BO3HUKHOBEHMUS
Ha NPOTSKEHUN KN3HEHHOTO
LUKNa uagenus

CTeneHb BEPOATHOCTH CTeneHb BEPOATHOCTU

7 > 0,1 10°—107"
6 107—0,1 2 10°—107
5 10~°—107* <10™°

4 10~ —10~
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b.2.2 Knaccundmkaumna taxecTtn pucka

[Tpn knacenomkaumm tsxkectn pyckal OCT PUUCO 14971 gonyckaetT ucnonb3oBaHne onmcateribHON TEPMUHONOTNN,

COOTBETCTBYHOLWEN AAHHOMY MEeAULUMHCKOMY nagenuto. Tabnuua b.4 cogepxXuTt npegnaraemyro cXemy Krnaccunpumkaumm
TSKECTU PUCKA NO KAaTETOPUSM TSXKECTU, CBA3aHHbIM CO cneundukon pucka. Tabnuua cogepXXuT KaTteropum, NPUMEeHUMbIE

115 NPOTE30B KIanaHoB cepaLa; npMepbl OCHOBAHbI HA KITMHUYECKOW NMPaKTUKE NPoTE3NPOBaHUS KNanaHoB cepala.

Tabnwya b.4 —Tllpumep cxembl Knaccudmkaumm THXECTU pUCKa

[Tocnencteune TsxKecTb pucka OnucaHue Bo3mMOXHbIe pUCKW/BUObI OTKA30B
BepoATHOCTL CMEPTU NauUneH- OcTpast NonHas OKKIo3ns aop-
I Ta HE3ABUCUMO OT BMELLaTeNnbCTBa | TalbHOMO ANCKOBOIO MEXaHUYECKO-
ro nporesa
KaTacTtpoguyeckoe BeposATHOCTbL CMepPTU naumeH- UpeamepHas peryprutaums
5 Ta be3 HeMeaneHHoOro BMellarernb- | n3-3a BbiNageHus 3anupatoLlero
CTBa 3NEeMEHTA AWNCKOBOIO MeXaHU4ec-
KOro KnanaHa
BO3MOXHOCTL CMEPTU NaUUEH- LpeamepHasn peryprutauvs
5 Ta WU BEPOATHOCTb MHBANMUAHOC- | U3-3a BbiNageHUs OOHOW CTBOPKM
TV HE3ABNUCUMO OT BMeLllaTenbCcTBa | OABYCTBOpPYaATOroO  MEXaHW4YeCKoro
KnanaHa
OnacHoe
Bo3aMOXHOCTb CMEPTU NaUUEH- [lpoTE3HbIM 3HOOKAPAUT
4 Ta U1 BEPOATHOCTb MHBAlNMMAHOC-
™ bes HEMEOANEeHHOro
BMeELLATENBCTBA
CepbesHoe BO3MOXHOCTb ANMUTENBHOIo He- LlepebpanbHas ambonus n3-3a
3 KPUTUYECKOIO yXyaweHust puano- | Tpomboambonum, ambonusa bpaxu-
NOrnYecKnX PyHKUNN uedanbHON apTepun
He3HaunTenbHoe B0O3MOXHOCTb BPEMEHHOIO He- TpaH3auTOopHas WWLEMUYECKas
Zz KPUTUYECKOro yXyalleHus Ppun3no- | ataka, HapylweHuss namstu mns3-3a
NOMMYeCKUX PYHKL NN YBEITMYEHHOIO BPEMEHU Onepaunm
HuutoxHoe Yrpo3a 340pOBbIo NMauneHTa oT- PYOHOCTU OTKPbITUSA YIMAKOBKU
1 CYTCTBYET WU  NPEHEBPEXNMO | N3Qenus
Marna
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[MpnnoxeHwe B
(cnpaBo4HoOe€)

[TpuMep aHanuisa BugoB U nocnenctesun otkaszoB [1KC. KoMnoHeHTHLIN noaxoAa

Tadbnwua B.1

Homep aHanusa: 1234

HanmeHoBaHWe aHann3npyemoro U3genus. HOBbIN
OBYCTBOPYAThIN XXECTKUU NPOTE3 KnanaHa cepaua

Beinonuun: Meanos A.l1.

OTBETCTBEHHbIE 3a KOHCTPpynposaHue/

N3roToOBNEHKNE.

Homep usnenusa: 123456 (Hanpumep)

[aTta npoeeaeHUsA
aHanuaa: 12.05.2007 .

Unenwl paboven rpynnel;
MBaHoB A.l1., [leTtpos B.|.

[laTta NoBTOPHOIO
aHanusa: 18.09.2008 .

HaumeHoBaHue
n3penust (v [ToTeHumanbHbIE NOCcne
4acTu usgenus), 5 & TaKecTb [ToTeHUnanbHbIE NPUYK- CTeneHsb
Bua otkasa CTBUA OTKA3a (ONAacHOCTL q 5
HOMEP, PYHK- PUCKa Ha(bl)/ MexaHu3M(bl) OTKa3a | BEPOATHOCTU
n/nnn Bpen)
LIMOHANBHOE
Ha3HavYeHune
[ToTeps 6GuocoBmec- HenpaBunbHO  CO-
TUMOCTH, CMOCOBCTBYIO- CTaBleHHasa cneungu-
WLas remonuay, ycune- Kaumsi  ansi  OLEHKW 5
[pybas  we- | yyo arperaumm Tpom6G0- LLEPOXOBATOCTU NOBEP-
poxoBarad  no- | puto, TPpomMb0O3y 4 XHOCTW
BEPXHOCTb
HeaocTtaTouHOCTDb
: CtBopka KOHTPOISA BbIMNyCKa Nnpo- 6
3anuparoLwmmn
KLUWW
SNEMEHT AR
KnanaHa). 3arpsi3aHeH- [ToTeps 6GuocoBmec- HepoctaTo4vHas
|1|‘|0M9I3 11111 | jas NoBep- | TUMOCTU, CrnocoBCTBYIO- OYMNCTKA MOBEPXHOCTY
peaotepallia- |y qery, LLLAas YCUITEHUIO arpera- 4 4
eT obpaTHbIN
LUK TpoMBOLUNTOB, TPOM-
NOTOK, 5
OTKpbIBaETCS 03y
nigl?j;:fe dopma CTBO- TypOyneHTHOCTb MO- 4 ManoadhektnBHoe
naBnenus POK, co3gawuwasl | ToKa, NPUBOASLWAA K re- KOHCTPYKTUBHOE peLle-
NDSIMOTO NNoOXye o0bTeKka- | MONuay, YCUIEHUIO HUE 5
10TOKA eMOCTb B OTKPbI- | arperaymm TpoMmboLnTOB,
TOM MNONOXEHUN | TPOMBO3y
MexaHwn4ec- 3akyrnopka cocyaoB 4 OCTpble KPOMKM Y
KOe pa3pylleHne | MenkKummu OCKONKaMM, SNEMEHTOB  U3AeNus,
NPUBOOALLAA K UHCYIbTY HanM4ne 30H C BbICOKU- 4
MW KOHLUEHTpaTopamu
HaNPs>XeHUN

10




OkonyaHue mabnuusi B. 1
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HanmeHoBaHue
nzaenua (Mnu

4acTu usgenus), | dencrteusa no Beupm- HPs PEI{OMEHLE(OBBH- HO;EEIIZLBHE;H;:T: I'Ipeilbnl[:e)MHﬂ- Ta- ) Bepc-ﬂg- Obnactb
Hi:;iznf:;;- dounkaumum anzanHa Hoe(ble) nencrene(a) 3aBEPILICHUS reiicTBUS XeCTb® | HOCTb (RPN)®
Ha3Ha4YeHue
CpaBHeHNE YCTaHOBUTbL ViBaHoB A.[ll. Bbl-
NOBEPXHOCTU C TpeboBaHuS K| 12.2008 NONHEHO
3TanoOHHbIMU OD- LLIEPOXOBATOCTU 11.2008
pasuamu. [lpo-| 4 x5 | nOBEepxXHOCTU 4 2 4 x 2
PUNOMETPUSL.
TpombouunTap-
HbIN TECT
Banungauus [lobaBuTb [leTpoB B.H. Bbi-
CTBOpKAa npouecca KOH- npeaynpexaeHne | 12.2008 NONHEHO
(3anupatomm | tpons 4 x6 |B VHCTPYKLMIO MO 11.2008 4 3 4 x3
ONEMEHT BbIXOAHOMY KOH-
KnanaHa). TPOMIO
Homep 11111.
MpepoTBpaLLa- Banungauus Banungauwns iBaHOB A.[l. Bbi-
eT obpaTHbI | NPOLECCOB npoueccoB o4nc- | 12.2008 NONTHEHO
NOTOK, OYNCTKN.  KOH- 4sq | T 11.2008 4 5 4 x 2
OTKPbIBAETCS B| TpONb XMMUYEC-
OTBEeT Ha KOr0O  cocTaBa
NOBBLIWEHNE | napepxHOCTY
NaBlNeHns
NPSIMOTO MaTtemaTtu- N3MEHUTb KO- [leTpoB B.H. Bbi-
NoTOKa YeCcKoe MOOENU- HCTPYKUMNIO 12.2008 MONMHEHO
POBAHWE NOTOKA, | 4 x5 | CTBOPKK 11.2008 4 3 4 x3
BU3yanmnaauuns
NOTOKA
OueHKka pa- YKazatb Tpe- [leTpoB B.H. Bbl-
aunyca 3akpyrne- byemble pagunycel | 12.2008 NONTHEHO
HUS KPOMKU. | 4 x4 | Ans BCeX KPOMOK 11.2008 4 2 4 x 2
KOHTPONb W3HO-
COCTONKOCTU

4 Cm. Tabnuuy b.4.
5 Cm. Tabnuuy 6.2 unn B.3.
5 [TpnopUTETHBLIN HOMEP PUCKA = THXECTb PUCKA X CTENEHb BEPOSTHOCTH.
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Knto4yeBble cNoBa: NPOTE3 KlallaHa cepdlad, MEHEOXMEHT PUCKa, CUCTEMa MEHEOAXMEHTA KaYeCTB4d

CnaHo B Habop 05.05.2010.

Penaktop O.A. CmosHosckas
TexHu4veckun penakrtop H.C. puwanosa
Koppektop B./. Bape+nyosa
KomnetoTepHaa sepctka A.H. 3onomapesou

[TognucaHo B nevatk 08.06.2010.  ®opmaTt 60 x 84%. bymara opcetHana.  [apHuTypa Apuan.

[TlevaTt odceTHaq.

Yen.ned. n. 1,86. Yd.-u3n. n. 1,55. Tupax 77 3Ka. 3ak. 455,

OTnevaTtaHo B ounuane ¢

OIryn « CTAHAAPTUAR®OPM», 123995 Mockea, ['paHaTHbIn nep., 4.
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