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HAUUWOHANBbHBIA CTAHOAPT POCCUUCKOW SGEDEPALUUM

MPOTE3bl KNAMAHOB CEPOLA
YacTthb 2
MeHe XMeHT pucka

Cardiac valve prostheses. Part 2. Risk management

Dara BBegaeHna — 2011—01—01

1 O6nacTb NpMMeHeHus

HacTosawui ctaHgapT ocHoBaH Ha TpeboaHusix FOCT P UCO 14971 u ycTaHasnueaeT AONONHATENb-
Hble TPebOoBaHWSA K MEHEPKMEHTY pUcKa Npu NPOeKTMpoBaHNA U NPOU3BOACTBE NPOTE30B KNanaHoB cepaua
(nanee — INKC).

HacTosawuin ctaHgapT He pacnpocTpaHsieTest Ha NMKC, paspaboTaHHble crneynansbHo A5 UMINITaHTauun 8
NCKYCCTBEHHbIe cepALua Uy annapaTbl BCoMoraTenbHoro kposoobpalleHus!.

TpeboBaHuA HacTosILLEro cTanHdapTa ABNATCA 00s13aTeNbHBIMU NPU NPOBeAEHUN aHann3a coCcTosAHNUA
npoussogctea NKC.

2 HopmaTuBHbIe CCbINKK

B HacTosWeM cTaHAapTe UCMoMb30BaHbl HOPMAaTUBHBIE CCBINKM Ha criegyrowme cTaHaapThi:

rOCT P MCO 9000—2008 Cuctembl MeHegkMeHTa kadecTsa. OCHOBHbIE NOMOXEHUS U CNOBapb

FOCT P UCO 13485—2004 Wzagenus meguumHckue. CUCTeMbl MEHEAKMEHTa kavecTBa. CUCTEMHbIE
TpeboBaHWsa ANs Lenei perynuposaHus

FOCT P UCO 14971—2009 WUsgenua meanumHckune. MpumeHeHne MeHeKMeHTa pucka K MeauunH-
CKUM 13genuam

FOCT P 52999.1—2008 TlpoTesbl knanaHoB cepgua. Yacts 1. O6wne TexHu4eckne TpeboBaHUs U
MeToAbl UCTbITaHWIA

FOCT P 52999.3—2009 MNpoTesbl knanaHoB cepala. YacTb 3. PykoBoACTBO NO NPOBEAEHUIO KIUHN-
4YeCcKoro uccrneaoBaHns

MpumedyaHne— lNpuNonb3oBaHUM HACTOSILLMM CTaHAAPTOM LienecoobpasHo NPoOBEPUTb AeNCTBUE CCbINOoY-
HbIX CTAHAApPTOB B MH(OPMALMOHHON cucTeMe OOWEro nonb3oBaHusi — Ha oduumansHom cante PedepanbHOro
areHTCTBa Mo TEXHUYECKOMY pPeryrnvpoBaHuio U MeTponoruv B cetu IHTEpHeT unm No exerogHo n3gasaeMomy nHdopma-
LMOHHOMY yKa3aTenio « HaumoHarnbHble cTaHaapTbi», KOTOPbIN ONy6rMKOBaH No COCTOSIHMIO Ha 1 AHBapPs TEKYLLLEero roga, 1
Nno COOTBETCTBYIOWMM EXEeMECSYHO n3gaBaeMbiM MHPOPMaLMOHHBIM yKa3aTensam, ony6nmMKoBaHHbIM B TeKyLLeM rogy.
Ecnu ccbinoyHbIM cTaHAapT 3amMeHeH (U3MEHeH), TO MPU NONb30BaHMM HACTOSILLUM CTaHA4ApPTOM cnegyeT PyKOBOACTBO-
BaTbCsl 3aMeHsIIOWMM (M3MEHEHHbIM) cTaHgapToM. Ecnu cebinoYHbin cTaHgapT oTMeHeH 6e3 3aMeHbl, TO NOoNoXeHue, B
KOTOPOM faHa CCblNKa Ha Hero, NPUMEHSIETCSH B 4acTu, He 3aTparmBaroLen 3Ty CCbINKy.

3 TepMuHbI M onpeaeneHusi

B HacTosieM cTaHgapTe npumeHeHbl TepMuHbl no TOCT P UCO 14971, TOCT P UCO 9000,
FOCTPUNCO 13485,TOCT P 52999.1.

WUzpaHve ocpmumansHoe
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4 MeHepXXMeHT pucka npv npoektuposaHum MNMKC

4.1 NMpuHuun

Llenb meHemxkmeHTa pucka npu npoektuposaHum NMKC — cHukeHne pucka paspabaTtbisaembix MKC.
4.2 NMnaHnpoBaHUe MeHeKMeHTa pucka

OormxkHbl npumeHsTbes TpebosaHua FTOCT P UCO 14971.

4.3 AHanus pucka

LomkHbl npuMeHaTbea TpebosaHus TOCT P UCO 14971. B kavyecTBe OCHOBLI ANs1 aHanMsa pucka peko-
MeHAyeTCcsl UICNOoNb30BaThk, MO MeHbLUEeN Mepe, NepeyeHb NOTeHLanbHbIX onacHocTen 1 Buaoe otkasos MKC,
npuBedeHHbIN B NpunoxeHnn A. Mpu nposeaeHn aHanmnaa pucka cnegyeTt ucnonbsosaTb MeToabl FMEA (aHa-
Nn3 xapakTepa 1 nocneacTBuii otkasos) W/unun FTA (aHanus gepesa HeucnpaBHocTeRn). Ans uene HacToAwe-
ro ctaHgapTa AOCTaTOYHO PacCMOTPeHMe TOMbKo PUCKOB, cBA3aHHbIX ¢ MKC. OBszaTeneH yyeT pUCKOB,
CBA3aHHbIX C TeXHU4Yeckumun TpebosaHuamm k MKC, yctaHosneHHsiMu FTOCT P 52999.1.

4.4 OueHkKa pUcka

Kaxablin puck, ceazaHHbIi ¢ MKC, gomkeH ObITb OLLeHEH KaYeCTBEHHO UMW KONUYeCTBEHHO. [ina oueHKn
pycka OOIKHbI NpUMeHsTbes noapasaen4.4 npasgen5rOCT P UCO 14971. MNpu onpeaeneHnn BEpoATHOCTU
HacTynneHns HeGNaronpusATHLIX coBLITUIA criedyeT UCMONb3oBaTh YacTOTy COOLITUA Ha OAHY MOMHOCTbLIO
3aBepLUeHHYo MMnnaHTauuto. Mpu onpedeneHun yulepba cnegyeT y4uTbiBaTh BpeMA HacTynneHua Hebnaron-
PUSATHOTO COBLITUA (Hanpumep, BKMKOYatoLLee MHTpaonepauUoHHbI aTan, banmkanwnin nocneonepauMoHHbIA
aTarn, KpaTKOCPOYHbIA NocneonepaLMoHHbIN 3Tan, 4ONrOCPOYHBIA NOCAeonepaLUnoHHLIA 3Tan B TeYeHUe cpoka
cnyx6bl, ycTaHOBMEHHOro U3roToBUTENEM, U 3Tan peumnnaHTauum MNKC).

MpumeuyaHwue—puMepsl CXeM OLIEHMBAHNUSA pUCKa NPUBEAEHbI B NpUnoxeHun b.

Mpu ycTaHOBMNEHUWM [OMYCTUMOTO YpOBHSI pucka ofAsaTeneH ydveT TpeBosaHuin Tabnuubl 1
FOCT P 52999.3.

4.5 MuHumMuzauusa pucka

DomkeH npumeHaTbes pasgen 6 FOCT PUCO 14971, Noboin uaeHTndrumMpoBaHHbIA pUCK A0IKeH 6bITb
YMeHbLLEH 40 AONYCTUMOTO YPOBHS UK, ECIIA 3TO HEBO3MOXHO, BbITb CHUKEH HACTONBbKO, HACKOMbLKO pearnbHo
OOCTUXMMO. Pe3ynbTaTel MUHUMKU3ALIMU pUCKa AOMKHBI BbITb AOKYMeHTanbHo ocdopMneHel B chaiine MeHea-
XMeHTa pucka.

MpwnmeyaHune— MeponpmaTus No MUHUMU3ALMU PUCKA MOTYT BKNIOYATL B C€65 Kak UBMEHEHUS KOHCTPYKUMUN,
TaK ¥ AONOMHUTENbHBIN KOHTPOIb NPY NPOU3BOACTBE, a Takke nHopMupoBaHne notpebutenen (Hanpumep, B UHCTPYK-
uum o npumenenuio NKC).

4.6 Bepudukauusa npoekrtallKC

Bepudmkauno npoekta MNMKC cneayeT npoBoanTb B COOTBETCTBUM € TpeboBaHusMU nyHkTa 7.3.5
FOCTPWNCO 13485 nT"OCT P 52999.1.

4.7 Banupauus npoekra NKC

Banupgaunio npoekta MKC cnegyeT npoBoAuWTb B COOTBETCTBMM ¢ TpeboBaHuamu nyHkTa 7.3.6
FOCTPUNCO 13485ulrOCT P 52999.3.

4.8 OueHKa OCTaTO4YHOrO pUCKa
HomxkHel npumeHaTbes pasgen 7 FOCT P UCO 14971 n 4.4 HacToswero ctaHgapTa.

5 MeHepxmeHT pucka npu npoussoacTtiee NNKC

5.1 NMpuHumn

Llens meHemkmeHTa pucka npu npoussoactse MNMKC — obecneyeHne rapaHTum OONYCTUMOro pucka
NCMNONbL30BaHWA KaXX4oro BelnyWweHHoro Ha peiHok MKC.

5.2 MNnaHupoBaHue MeHeKMeHTa pucka

5.2.1 O6nacTb NpUMeHeHWs NnaHa MeHeKMeHTa pucka



rocCT P 52999.2—2009

O6nactb NpUMeHeHUst NNaHa MeHepkMeHTa pucka npu npoussogcTee MNKC gomkHa cooTBeTCTBOBATL
npotieccam, onpeaerneHHbIM B CUCTEME MeHeDKMeHTa kadecTBa NpeAnpusiTUsl, BKITloYas, kak MUHUMYM:

a) npouecchl, cBsI3aHHbIe ¢ noTpebutenem (nogpasaen 7.2 TOCT P NCO 13485);

6) npouecchl akTyanusauuyM U ynpasfeHUs U3MEHEHUsIMU NMPOEKTHOM AoKyMeHTauun (nyHkT 7.3.7
FOCTPUNCO 13485);

B) npouecchl 3akynok (nogpasgen 7.4 FOCT P UCO 13485);

r) npoueccbl NPoOU3BOACTBA, BKMIOYAA Npouecchl NPoU3BOACTBa MaTepuanos, nonydabpukatoB n
akceccyapos (noapa3saen 7.5 FOCT P UCO 13485).

5.2.2 NnaH Bepudukayumn

B nnare BepurKaLM N3roToBUTENb AOSMKEH onpeaennuTb NepuoanvHOCTb, METOAUKU U OTBETCTBEHHbIX
nuL Ana NPOBEpKM TOro, YTo (hbakTUIecKue pUCKU He NPEeBLILADT AonycTtuMmble pUCKN.

5.2.3 PacnpegeneHune oTBETCTBEHHOCTU

M3roToBuTENb OOMKEH AOKYMEHTAaNbHO onpeaensiTb OTBETCTBEHHOCTb NepcoHana 3a nposeaeHue npo-
Leayp MeHeQKMeHTa p1cka, CBS3aHHbIX C:

a) obecneyveHuem cootBeTcTBUA [MKC yTBEpKAEHHO TEXHUYECKON AOKYMEHTaLUY;

6) MOHWUTOPUHIOM U aKTyanusaunein AOKYMeHTaUuM MeHeKMEHTa puUcka;

B) nposeaeHWeM AONOMHUTENbHOMO aHanusa pucka Npu BHeCeHUU NoBbIX M3MEHEHUI B TEXHUYECKYHO
AokyMeHTaumto Ha MNMKC (nyHkT 7.3.7 TOCT P NCO 13485);

r) caHKUMOHMPOBaHMEM NPUMEHEHUS, BbINycka U NPUeMKMU NPOoAYKUUW Nog paspeLleHue Ha OTKIoHe-
HUe OT ycTaHoBMeHHbIX TpeboBaHuii (nogpasgen 8.3 FTOCT P UCO 13485);

4) nposegeHvem Bepudmkaunm pakTUHECKUX PUCKOB;

e) npoBedeHVeM aHanusa npeanpUHUMaemblX AENCTBUI MO MEHEAXKMEHTY pUcka.

5.2.4 TpebGoBaHUA K aHanNu3y npeanpUHUMaEMbIX AeUCTBUN NO MEeHEeDKMEHTY pUcka

MsroToBuTENb OOMKEH YCTaHaBNIMBATb CPOKU, Yepes KoTopble HeO0GX0aAUMO NPoBOAUTL aHanu3 npea-
MPUHUMAaEMbIX AeACTBUIA MO MEHEKMEHTY pucka. U3roToBuTenb 4OMKEH AOKYMEHTasbHO onpeaenaTs npoue-
Aypbl aHanMsa npeanpuHUMaeMbix B pamKax NpoLeccoB AeUCTBUIA C LLeNbio:

a) onpegerneHnsa COOTBETCTBUA NpeanpuHUMaemMblX 4eACTBUIA NNaHy MeHEeAXKMEHTa p1Ucka 1 A0KyMEH-
TUPOBaHHBLIM NpoLieaypam;

6) onpedeneHns COOTBETCTBUA NNlaHa MeHeIKMEHTa pUcka U npoueayp MeHepPKMeHTa pUcka yecTaHoB-
NeHHbIM TpeboBaHNAM.

MpwumeyaHune— AHann3 npeanpuHUMaeMbIX AeNCTBUN NO MEHEMKMEHTY pucka MOXeT ObiTb npoBeAeH B
pamMkax BHyTPEHHWX ayanUTOB B COOTBETCTBUM C NyHKTOM 8.2.2 TOCT P UCO 13485.

5.3 TpeGoBaHUA K aHanu3y pucka
5.3.1 MNpoueaypa aHanusa pucka npu NpousBoacTBe

MsrotosuTens B 0653aTenIbHOM NOpAAKe AOMKEH NPOBOANUTL AONOMHUTENBHBIA aHanMU3 pyUcka B COOTBe-
TcBUM ¢ TOCT P UCO 14971 npu:

a) BHeceHUM 1OObIX U3MEeHEeHUA B TexHudeckylo JokymeHTaumio Ha [KC (nyHkt 7.3.7
FOCTPUCO 13485);

6) caHKUMOHWUPOBAaHWUM NPUMEHEHWSA, BBIMYCKa MW NPUEMKI NMPOAYKLWN Mo/ paspelleHne Ha OTKIoHe-
Hue oT ycTaHoBneHHbIX TpebosaHui (noapasnen 8.3 FTOCT P UCO 13485);

B) BbISIBIEHUN HOBbIX ONMAcHOCTEN, OTKA30B WU NMPUYUH OTKa30B.

5.3.2 UpeHTUdUKaLUA onacHOCTEN U OTKA30B

Bce BHOBb BbIABNAIEMbIE ONACHOCTW, OTKa3bl U NPUHUHBI BOSHUKHOBEHWUA OTKa30B A0IDKHLI ObITb OTpaxe-
Hbl B haine MeHeDKMeHTa pucka.

MpumeyaHune—MprumMepbl ONACHOCTEN U CBA3AHHLIX C HUMKM BUAOB 0TKa3oB NKC npueeaeHsl B Npuroxe-
HuUK A.

MaeHTudurkaumio oTkasos, BOSHUKaOLWMX NPU NPOU3BOACTBE, HeobXoauMo NPOoBOANTL Ha BCex aTanax,
Hanpumep, Taknx Kak:

a) nonyveHue 3akasa;

6) 3akynka;

B) W3roToBneHue;

r) ouncTka;
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) MapKupoBKa;

€) ynakoBka;

X) cTepunusauns;

1) KOHTPOMb N U3MEPEHUS;
K) nocTaeka npoayKuun;
n) TpaHcnoptTupoBaHue;
M) BpemeHHoe XpaHeHue;
H) aKcnnyaTaums;

n) yTunusauus npoayKunu.

5.3.3 OnpeaeneHue u oueHMBaHUe pUcka

MsroToBuTenb AOMKeH onpeaenaTb hakTUHeCKUin pUCK ANA Kaxaoro aeHTMULMpoBaHHOro oTkasa
nnbo onpeaenaTb BO3MOXHbIE NOCNeACTBUA TakMX OTKa30B C NOMOLLbIO NPOBEAEeHUs1 aHanmaa BUaoB 0TKa3oB U
nx nocneactsuni (FMEA).

MpwumeyaHune— MNpumep hopmbl Ansa aHanusa metogom FMEA npuseaeH B Tabnuue B.1 npunoxenus B.

MaroToBuTENb AOMKEH BEpUDULNPOBATL COOTBETCTBUE (haKTUHECKON BEpPOATHOCTU BO3HUKHOBEHUSA
BbIABNEHHbIX OTKa30B U NPUYNH BO3HUKHOBEHUA OTKa30B yCTaHOBMEHHbIM HOpMaMm. Pe3y.l'leaTbl Bepmcbwka-
LW BOSKHBI BbITh OOKYMEHTNPOBaHbI B daiine MeHeKMEHTa pucka.

5.4 YnpaBneHue pUCKOM Npu npousBoacTBe
5.4.1 YMeHblUeHUe pUcka

Mpy BbISIBMEHM NPU NPOU3BOACTBE HEAOMYCTUMBIX PUCKOB U3rOTOBMTESb AOMKEH NPEANPUHATL Mepbl
MO CHKEHWIO pUCKa A0 NPUEMIIEMOTO 3HAYEHMS, a Takke BCe BO3MOXHbIE AESUCTBUS NS 3aLUMThl NoTpebuTe-
nei, BkntovatoLine B cebs, Hanpumep:

a) BbINYCK NOSICHUTENbHbIX YBEAOMAEHUIA;

6) MpuocTaHOBKY NPOU3BOACTBA A0 3aBepLUEHNS MEPOMPUATHI NO CHKEHIO PUCKa;

B) OT3bIB NPOAYKUMN C PbIHKA.

5.4.2 AHanus BO3MOXHOCTEN YMeHbLUeHUA pucka

MUaroToBuTENb AOMKEH AEHTUDULMPOBATE MEPhI MO YNPaBEHUI0 PUCKOM.

Ecnv mepbl Mo ynpasneHnto puckom NpuBoasT K USMEHEHUSM HOPMaTUBHOTO AOKYMEHTAa (TEXHUYECKUX
ycnosui) Ha MKC, naroToBUTENb OITKEH COrNacoBaTth 3TU UBMEHEHUS C YNIONMHOMOYEHHBIMU OpraHamu, BHeC-
wumun NMKC B rocyaapcTBEHHbIN peecTp MEAULUHCKAX U3AENWA 1 BbiAaBLLUMK cepTUdNKAT COOTBETCTBUS Ha
MKC.

5.5 MocTnpousBoacTBeHHasa uHopMmauua
5.5.1 MNony4yeHue nocTnpouszBoAcTBEHHON MH(OPMAL MU

MaroToBuTENb AOMKEH YCTAHOBUTL 1 NMOAAEPKMBATL B paboyeM COCTOSIHUN CUCTEMATUYECKYHO NpoLeay-
py cbopa n ananusa nHgpopmauun o NKC cobeteeHHoro nponssoactea u MKC apyrux nsrotosutenen Ha
NOCTNPON3BOACTBEHHOM aTane. CTOUYHUKM NoCTNPon3BOACTBEHHON MHgopMaL MK ans aHanusa pucka aon-
XKHbI BKMOYaTh, Hanpumep:

a) MHbopPMaLUo N3 KITMHUK 00 MHUMAEHTax;

6) nybnukauum n goknagbl Ha KoHbepeHUUsIX;

B) pesynbTaTbl CUCTEMATUINPOBAHHLIX KMMHUYECKUX HabntoaeHWiA;

r) csegeHus 06 aHanorMyHbIX N3aenusix;

) 3KCnepTHbIE OLeHKU;

e) Apyrvie npUMeHUMbIe UCTOYHNKA AaHHbIX.



FOCT P 52999.2—2009

Mpunoxenne A
(cnpaBouHoe)

MepeyeHb NOTeHUUANbLHbIX onacHocTel U BUAoB oTkasos MKC

Haubonee pacnpocTpaHeHHble AN NPOTe30B KNanaHoB cepALa pyUckyM n 06yCNnoBNEHHbIE UMW BO3MOXHbIE BN
OTKa30B NnpuBeaeHs! B Tabnuue A.1.

Ta6nunua A1 — Puckn n Buabl 0OTKA30B NPOTE30B KNanaHoB cepaua

BoamoxHbI BUA OTKasa npoTesa knanaHa cepgua
Pucku

C XeCTKMMU 3anuparowumu 3neMeHTaMmm ¢ rMbkumun 3anuparownmMmu 3nemeHTamMmm

CreHo3 nporesa 3aknuHuBaHmne 3anupatowero anemeHTa,

PaspacTaHune naHHyca, MuHepanusaums
paspacraHve naHHyca

(kanbLUMHO3) CTBOPOK, AedopMaums u/nnm
paspyLleHve kapkaca

3aknMHMBaHMe 3anNUPaloLLEro 3MemMeHTa, HappbiBbl KpaeB CTBOPOK, MCTUPAHUE,
BbINaeHne 3annpaioLero 3NemMeHTa, paccnaveaHue, ycagka CTBOPOK,
Aedopmauus kopnyca, HecobniogeHune

npoBucaHne CTBOPOK, Aedopmauus,
JornyckoB npu nsrotoenexnnm NKC paspyLueHune Kapkaca, paspbiB LWOBHbIX

HUTEW KPEnneHun CTBOPOK K Kapkacy,

yBenuYeHne OTBEPCTUI OT NPOKONa TKaHW,

HecobniogeHre AoNycKoB Npu
narotoenennmn MNMKC

MoBbiWEeHHbIN 06BEM
obpaTtHoro nepeTtoka

Ombonnaauums (3akynopka)

PaspyweHue 3anmpaiowero 3neMeHTa
KPOBEHOCHOro cocyaa

HappbiBbl CTBOPOK, MUHEpanu3aums
u/vnun kopnyca MKC Ha vacTn, matepuarna CTBOpPOK, pa3pyLlueHue Kapkaca,
o6pasoBaHne CKOMOB OT 3anuparoLero

paspywenue v pasgenenue NKC Ha
anemeHTa/kopnyca MKC, otaeneHue/oTpeiB oTZienbHbIE YacTW, BbiNageHne YacTen
NPULWKWBHON MaHXeTbl, BbiNageHne Jacrten MKC B kpoBOTOK
MKC B kpoBOTOK
emonuna KaeuTauusi, noBblleHHas TypOyneHTHOCTb
KPOBOTOKA, HEMpaBuIlbHasi OpMeHTauus n
OBbllWeHHast TYpOYNeHTHOCTb KPOBOTOKA
MKC n cmewermne NKC B ¢onbposHom ypoy. p
KonbLe
Hanu4une 3acToONHbLIX 30H KPOBU B 06nacTu
ToomBoa NpoTesa MKC, HebnaronpusiTHOe B3anMoaencTBUE Hanuuune 3acTOMHBIX 30H KPOBM,
Tp OMGOGM%OJ'IVIH, maTtepuanos MKC ¢ kpoBblo, HapyLweHue HebnaronpusaTHOE B3aumMogencTemne
P npuema n/unu HenpaeBuIbHO NogoOpaHHast maTepuanos MNKC ¢ kpoBbio
J03UPOBKA aHTUKOArynsHTOB
Hapvwenve JlokanbHas unu cucTemMHas TOKCUYHOCTL, HebrnaronpusaTHasi TkKaHeBasi peakuus,
6VIOCOBpMyeCTVIMOCTVI M3MEHEHWe aKTVBHOCTW CBEPTLIBAIOLLIEN CUCTEMbI KPOBW, Aerpagaumns Mmatepuanos
MKC, BbicBOGOXAEHUE NPOAYKTOB COeAUHEHN
HecooTBeTCTBUE NPULLMBHON MaHXeTbl AnameTpy hpmbpo3HOro konbLa, paspbiBbl
OkonoknanaHHas

(Ha,El,prBbI) Mmartepuana MmaHXxeTbl, HenpaBuiibHasa TeXHUKa NnogwmnBaHNA MaHXeThbl,

oTAeneHve NPULLMBHOW MaHXeTbl, pa3pbiB/pa3BsidbiBaHNE Y3rOB LWOBHOIO Marepuana,
npopeasbiBaHue TkaHel pnGPO3HOro KonbLua WOBHLIM MaTepranom, MHMEKUMs TKaHu,

yTeuka — mcTyna

KanbLUMHO3
IOwnarHoctuyeckas HarpeB nagenus nnv metannocogepxawmx 4acten, oTCyTCTBUE YETKOCTH
HECOBMECTUMOCTb in Vivo n306paxeHns], Nnoxasi BU3yanuaaums, < MUrpauusi» uagenus
HapylweHne cTepunbHOCTU N3genus, NPUMEHEHNEe HECTEPUITbHBIX NMPUHAANEXHOCTEN
SHpoKapauT py! P ol pI'IKC P puHaan
HeBO3MOXHOCTb

HeB0O3MOXHOCTL NOBOPOTA M hMKcaLMK NpoTe3a KnanaHa cepaua B hubpoaHoM
BbINONHEHUSA/3aBepLUEeHs KOnbLie, HenpaeunbHbIA BoiGop pasmepa MNMKC, mexaHnqeckoe noepexgeHue MNKC npu
UMMNIaHTauum, yeenm4eHne HenpaBunbHOM ob6palleHnn, HecopaamepHocTs MKC 1 npuHagneXxHocTel K HUM
ANUTENBHOCTYW onepauun
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OkonyaHue mabnuuei A.1

BosmoxHbIM BUA OTKas3a NpoTesa knanaHa cepaua
Pucku
C XeCTKMMU 3anuparoummm snemeHTamu ¢ rmbkummn 3anuparLlnumMmn snemMeHTamMmu
BupycHoe 3apaxeHue, 3apaxeHne UCXOAHOro Chipbs
B T. u. BSE, gpyrumun
natoreHamm
KpoBoTe4veHue HenpaBunbHbIN peXxyM aHTUKOAarynsiHTHOW Tepanuu

MpwumedaHue— NepeveHb OTKA30B, NPUBEAEHHLIV B Tabnnue A.1, He siBnsieTcs ucdepnbiBaowum. KoTtkazam
npoTes3a MOryT NPUBECTU CneayoLLmne BUAbl HApyLLeHUi: gedhekTbl MaTeprarna npywyBHON MaHXeTbl, BbICOKUIA YPOBEHb
WwyMa oT paboTatoLero NnpoTesa, NonoMKa Aepxarensi, HenpasunbHas ycraHoBka [KC Ha gepxartene, B T. Y. 3aKNMHUBa-
Hue [KC, 3akpenneHHOro Ha gepxaTtene, HeNoNHOTa CoAePXaHUsA MHCTPYKUuK o npumeHeHuio NKC, HenonHasa mapku-
pOBKa, HM3Kas KBanudurkauma mnagwero u cpeaHero meanepcoHana, noBpexaeHne yrnakosky Npu TPaHCNopTUPOBaHWK,
yxyauweHue ceoncTe matepuanos [NKC npu xpaHeHuu Ha cknage, MOBpeXaeHVsi 0T BO3OeNCTBUM OKpYXaloLen cpeabl Npu
TPaHCNOPTUPOBaAHUM U XPAHEHUW, HEAOMNYCTUMOE (MOBTOPHOE) UCMOMNb30BaHWE U3AENUS U NP.



B.1 KavecTBeHHbLIN MeToa OLEeHKN

MpwunoxeHne b
(cnpaBo4Hoe)

OueHka pucka

FOCT P 52999.2—2009

CornacHo TOCT P UCO 14971 oueHka pucka nogpasymeBaeT aHarnna BeposiTHOCTU BOSHUKHOBEHUS U NOCIeACTBUN
WIN TSDKECTW NOCNEeACTBUI ANs Kaxaoro pucka. MNpumepsl aHannaa, npusegeHHbie B Tabnuue b.1, oTpaxaloT kauecTBeH-
HbIl Nogxoa, 06beANHAIOLLMIA OLLEHKY TSDKECTM PUCKa U BEPOSITHOCTL €€ NPOSIBNIEHUSI C COOTBETCTBYIOLWEN CXEMOMN Kraccu-
tukaumn. Takum 06pa3om, puUCK MOXeT BbiTb HEMOCPEACTBEHHO COOTHECEH C (PYHKUMOHANBHOW 3(D(EKTUBHOCTLIO
NpOTe30B KnanaHa cepaua, T. €. C NoMb30W, NOy4aeMon OT X NPUMEHEHWS.

Tabnwnuya B.1 — Cucrema knaccmdmkaumm kKa4eCTBEHHON OLEHKN PUCKOB

Knaceudukaums puckos 1 OpUeHTUPOBOYHbIE
rpaHuLbl knaccudukalmm®

Onucanune u obLmne npumepsl

OnvcaHWe 1 NpUMepbI ANl NPOTE308B
KnanaHoB cepaua

HuuTOXHBIN

OTpaneHHbIn, peakni
WU HEe3HAYUTETBHbLIN

MeHee ogHoro
Ha MUNINNOH

Kakasi-nn6o yrposa co CTOpCOHb!
OKpy>KaloLWwen cpegbl unu nocre-
OCTBUSI NleYeHus BeCbMa Marnose-
pOsiTHble, 4TOGbI TPEBOXUTLCS 3a
XW3Hb, Hanpumep, BbIKYpMBaHWE
OJHOW curapeTbl, BEPOSITHOCTb M-
6enu B pesynbrate MNOPaXeHWs
MOITHUEN

TTio6oWi puck B 3TON KaTteropuv npu-
eMnemM pans  KknanaHa cepaua,
Jaxe, Hanpumep, «B3pPblBaOLWMNA-
Cs» KranaH cepgua

MuHUManbHbI

ot 1:1000000

C y4eToM pa3yMHbIX Mep npea-
OCTOPOXHOCTU X0 HOPMAasbHOM

Tlo6on puck B 31O KaTteropun
npueMnem ANsa KnanaHa cepaua,

NPVYKUH MK TOMBKO OT BbIKYpUBa-
Hus 10 curapeT B AeHb B niobom
Bo3pacre

Mpuemnembir unm go
. XM3HU OBBIMHO He 3aTparvBaeTcs, | Hanpumep, MHEKUMOHHOE OCNOX-
O1€Hb MarlbIn 1:100000 XOTS1 BO3BMOXHOCTb PUCKA COXPaHS- | HEHUE, BbI3BAHHOE MPOTE30M KNa-
eTcsl, Hanpumep, 3apaxeHue Npo- | naHa cepaua
CTyaon, cmepTb B pe3ynbrare
MHUMAEHTa Ha Xene3HO4OPOXKHOM
TpaHcrnopTe
O4yeHb HU3KUI 1:100000 YacToTa HacTynneHus cpaBHU- Puckm B 3TOM pguanasoHe
1o Ma C YacToTol HebraronpusiTHLIX | onpaBAaHbl NOMb3oW OT 3aMeHbl
MarioBeposiTHbIN MM nocrneacTBMA NpU MHOXECTBE Ne- | knanaHa. Hekylo npegocTopox-
Manbii 1:10000 4ebHbIX npoueayp, Hanpumep, | HOCTb MOXHO CYecTb BnonHe 6na-
NoABEPXKEHHOCTb BOCTPUMMYMBLIX | rOpa3yMHOW,  Hanpumep,  Npu
aeten pucky 3apaxeHusi | NEPUOANHECKN BbINONHAEMOM aHa-
KOPbIO/BETPSIHKON, Cryvan CMepTH | Nn3e KpoBW ANns KoHTpons Mexay-
Aoma unu Ha paboTe, unu npu urpe | HapogHoro  HopmanuzoBaHHOroO
B cyTH0N OtHowennsa (MHO)
Huaknin 1:10000 YacTtota npoucluiectBun cpas- Puckn B 3TOM grnanasoHe MoOx-
PasyMHbili, a0 HUMA C YacTOTOW HACTYNMNEHUs He- | HO NPWHATL WM onpaBgaTb cobceT-
. 6GraronpusiTHLIX NMOCNEACTBUIA NPU | BEHHO NONb30OW OT NPOTEe3NpOBa-
Teprmmbiit MHOIMX nevebHbIX Kypcax v npoue- | HUA KnanaHa; TaKoBbIMW Hanpu-
nnu He6onbwoN 1:1000 Aypax, Hanpumep, HaCWUIbCTBEH- | Mep, MOXHO CUMTATb PUCKW SNu-
Has cMepTb, OTPaBMNeHue, rpunn | 30408 TPOMOGOIMGONUK, KPOBO-
WINN [JOPOXHO-TPAHCMOPTHOE MPO- | TeYeHUn
MCLUECTBUE
He6naronpusithble  cobbiTus Pucku moryt 6b1Tb onpaBgaHbl
OXMAaeMbl CNycTsi Kakoe-TO Bpe- | NONy4YeHUeM 3HAUUTENbHOW NO-
msi. CocTosiHMe 3710pOBbSi MOXET | Nb3bl OT NPOTE3NPOBaHUSA KnanaHa
1:1000 6bITb NMOABEPrHYTO 3HAUMTENBLHON | cepaula; TAKOBbIMMW, HaNpUMep, siB-
. ao OonacHoOCTW, TakoBa, Hanpumep, | NATCS pUckM TpombBosa knanaHa,
YmepeHbii 1:100 cMepTb B BospacTe 40 neT oT Bcex

MHCYMNbTa
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Okonyarue mabnuypsi 6.2

Knaccudpmkauus puckoB 1 OPUEHTUPOBOHHBIE
rpaHuLbl Knaccudukaumm®

Onucanune n oblime npumMepsl

OnucaHue W NpUMeps! AN NPOTE30B
KnanaHoB cepaua

Bbicokun

3HaunTenbHbIN, Bornee yem
YyacTbliA, 6onbLIOK 1:100
WIn Cepbe3HbIN

Heb6naronpustHble nocne-
OCTBMA  MOTYT MOBTOPATbCA  A0-
BOMbHO perynspHo. Bo3amoxHOCTb
3HAYUTENBHOMO  yXyALWeHus 340-
POBbS, Hanpumep, HapyweHus pa-
6oThI XKenyao4HO-KULLIEYHOTO
TpakTa BCNeACcTBME Mpuema aHTu-
ONOTHKOB

Pvickn gomxkHbl 6biTb onpaBaa-
Hbl MOMNYy4YeHNeM 3HAYUTENBHOW MNo-
Nb3bl, BO3HUKAIOWEN W3 XKN3HEHHO
Ba)XHOW HeoBXoaAMMOCTH B 3aMeHe
MOPaXKEHHOro KranaHa; TaKoBbIM,
Hanpuvep, ABMSIETCS PUCK Pa3Bu-
TUSI NPOTE3HOro 3HAOKapaUTa

HeknaccudrumpoBaHHbIn

[nana3oH Hen3BecTeH
unm
HE MoaaaeTCsi KONMMYECTBEHHOW OLEHKe

BnonHe o6bACHMMO Ha paHHUX
CcTagusaX NnosiBNeHne TPEBOrm OTHO-
CUTENbHO Yrpo3 CO CTOPOHbI OKPY-
XKalolen cpeabl N BO3MOXHOCTU
3aboneBaHus, Hanpumep, cTpax
nepes BO3MOXHOCTBIO 3apaXeHust
Jenoseka ryéuartbimM aHLedanmTom
(BSE), BO3HUKWMIA B 1995 T.

BrionHe o6bACHUM Ansi MHOTUX
PVCKOB, BO3HUKAIOLWMX MpU MpumMe-
HEHVUN N34envin MeamuUMHCKOro Ha-
3HavYeHus

@ Knaccugmkaums puCKOB — 3TO KraccudmKaumsi KOMOMHaLMWIA TSKECTV pUCKa U BEPOATHOCTU €ro NposiBIeHUs.
WmenHo ans storo B Tabnuue NpMBeaeHs! OpUEHTUPOBOYHbIE NPUMEpPS! 1 0611acTU X NPUMEHUMOCTU. Yncrnosoii aua-
Nna3oH OTHOCMTCS K BEPOSITHOCTW HEKoel B60IbLLIOol ONacHOCTU, TakoW Kak CMepTb UM Cepbe3HOe YBeYbe; ANA MeHee Ts-
JKEIbIX PUCKOB BEPOATHOCTN JOIKHbI ObITh BbILLE.

B.2 Konu4yecCTBeHHbIN MeTOA OLEHKKN
B.2.1 Knaccudgmkaums oLeHOK CTeNeHN BePOATHOCTH

OueHka cTeneHy BeposaTHOCTM MOXeT BbITh NONyYeHa unv Ha KoNMYeCcTBEHHOM noaxoae, NnGo Ha ocHOBe onuca-
TENbHOIo Ka4YeCTBEHHOro nogxoga. Mpu Hann4nm goCcTaToOuHbIX AaHHbLIX MOTYT ObITh pa3paboTaHb! WKanbl KONUYECTBEH-
HbIX OUEHOK CTeneHel BEepOSATHOCTU ANS KaXAOW WAEHTUMDUUMPOBAHHOW (yCTaHOBNEHHOW) KOMOGMHauMM «BuA
0TKa3a — npuumHa». [pn OTCYTCTBUM SaHHbIX MOXET OblTb UCMONb30BaH Ka4eCTBEHHbIN NOAX0, OCHOBaHHbIM HA UCTOPU-
YeCKW HaKoMneHHon nHpopmaumnm ans nogoGHOro nsaenwsl,

B tabnuuaxb.2 n b.3 npueeaeHs! npumepsl Knaccndukaumm OLeHOK CTENeHN BEPOSITHOCTU AN MASHTUDULMPOBAH-
HbIX BUAOB 0TKa30B. [ins 6onee nogpobHon nidopmaumm cm. FOCT P UCO 14971.

Tabnwuuya b.2— lNpumep cxembl Knaccnbukauum Npu kKA4eCTBEHHOM Noaxo/ie K OLIeHKE CTENEeHU BEPOSITHOCTU

CTeneHb BeposaTHOCTU ShdekT nocneactensa

Kputepun

OueHb BbICOKUIA

MpuumnHbI criyyaloTes 4YacTo

Bbicokun

YMepeHHO BbICOKUI

rlpVI‘IVIHbI crny4dalroTca nHorga

CpegHwnii

Hwnakui

anI‘-WIHbI Cny4yaloTcs He 4acTto

O4yeHb HU3KUIH

MpyyKnHbBI criyyatoTes pegko

= N |Ww | oo |

OTtpaneHHbIn

Heommp,aelvl ble NPUYUHbBI

Tabnuuyab.3— lMpumep cxembl KnaccndrkaLum npu KONMHECTBEHHOM NOAX0AE K OLEHKE CTENEHN BEPOSITHOCTH

BepoATHOCTL BO3HUKHOBEHUA
Ha NPOTSHKEHWUW XUIHEHHOTO
LvKna usgenus

CreneHb BEPOATHOCTW

CreneHb BEPOSITHOCTU

BeposTHOCTL BO3HUKHOBEHUS!
Ha NPOTSKEHUW XU3HEHHOTO
uMKna usaenus

7 >0,1 10°—10™"
6 102—0,1 10°—10"
5 10°—1072 <107

4 104—107°




B.2.2 Knaccudmkaumna TaxecTn pucka
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Mpu knaccudmkaumm Tskectn pucka fOCT P NCO 14971 gonyckaeTt ucnonb3oBaHne onucaTebHOM TEPMUHOIOMMH,
COOTBETCTBYIOLLEN f4aHHOMY MeauuuHCKOMY mnagenuio. Tabnuua b.4 copaepxvTt npegnaraemyto cxemy knaccuukaumm
TSXKECTU pUCKA MO KAaTErOPUAM TSXKECTH, CBsI3aHHbBIM co cneumdukon pucka. Tabnuua cogepxut kateropum, NnpUMeHUMbIe
Ansi NpOTe30B KnanaHoB CepALa; NPYMepbl OCHOBaHbI HA KITMHUYECKOW NPaKTUKE NPOTE3NPOBaHNA KnanaHoB cepaua.

Ta6nwua b4 —Tlpumep cxembl Knaccudmkauum TSKECTU pUCKa

Mocnencteue TsxecTb pucka Onucaxue Bo3smoxkHbIe pucku/Buabl 0TKa308
BeposaTHOCTb cMepTu naumeH- OcTpast nonHas OKKN3na aop-
7 Ta HE3aBMCUMO OT BMELATENLCTBA | TanbHOIo AUCKOBOIO MEXaHWYeCKo-
ro nportesa
Karactpodmueckoe BeposAAiTHOCTL CMepTH nauueH- UpeamepHas peryprutaums
6 Ta 6e3 HeMeaneHHoro BMelaTens- | U3-3a BbiNageHus 3anuparoLwero
cTBa aneMeHTa AWCKOBOIO MexaHu4ec-
KOro KnarnaHa
BO3MOXHOCTE CMEPTU NnaumeH- UpeamepHasn peryprutaums
5 Ta UNW BEPOSATHOCTb UHBANMOHOC- | W3-3a BbINaAEHUA OOHOW CTBOPKM
TV HE3ABMCUMO OT BMELLATENLCTBA | ABYCTBOPYATOrO  MEXaHWYeCKOro
KnanaHa
OnachHoe -
B0O3MOXHOCTb CMEpPTH nauuneH- MpoTesHbIi sHAOKAPAUT
4 Ta NN BEPOATHOCTb MHBaANWAHOC-
™ Ges HEMeANeHHOoro
BMeLwarenscTea
CepbesHoe BO3MOXHOCTb A4NUTENBHOIO HE- UepebpanbHas ambonua ns-3a
3 KPUTUYECKOTO yXyAleHus dusmno- | Tpom6oambonum, amGonusa 6paxu-
norndeckux PyHKLMn uechbanbHoOW apTepum
HesHaunTensHoe BO3MOXHOCTbL BPEMEHHOTO He- TpaHanTopHasi uwemuveckasi
2 KPUTUYECKOTO YXyAleHnsa (uU3no- | ataka, HapylweHws namsitm n3-3a
TNOrMYecKkmX OyHKUUA YBENUYEHHOIO BPEMEHU onepaumm
HuuTtoxHoe Yrposa 3g0poBblo NauneHTa oT- TpyaHOCTY OTKPLITUSA YNAKOBKM
1 cyTcTBYeT wnu  npexHebpexvmo | usgenus
mana
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MpunoxeHne B
(cnpaBo4Hoe)

Mpumep aHanusa BuaoB u nocneactemin otkason NKC. KoOMNoHeHTHbIN noaxon,

Ta6nwuuya B.1

Homep aHanu3sa: 1234

HavmeHoBaHWe aHanu3upyemoro usgenusi: HOBbIV
OBYCTBOPYaTbIN XXEeCTKUI NpoTes3 KnanaHa cepaua

BeinonHun: MeaHos A.T.

U3roToBneHune:

OTBeTCTBEHHbIE 3@ KOHCTPYUpoBaHue/

Homep uanenusa: 123456 (Hanpumep)

[ara nposeaeHus
aHanusa: 12.05.2007 r.

UneHel paboven rpynnsl:
WMBeanos A.T., Metpos B.U.

[arta noBTOpHOro
aHanusa: 18.09.2008 r.

HaumenosaHune
nsgenua (nnu

MoTeHuunanbHbIe Nocnen-

MW KOHLEHTpaTopamm
HanpsKeHWn

4yacTu usgenus), TsokecTb MoTeHuuaneHbIe NpUYK- CreneHb
Bup otkasa CTBUS OTKa3a (ONacHOCTb a 6
Homep, yHK- pucka Ha(bl)/ MexaHu3m(bl) OTka3a | BepOATHOCTU
w/vnu Bpen)
LMOHAaNBHOE
Ha3Ha4eHune
Motepsi GuocoBmec- HenpaBunbHo  co-
TUMOCTH, CMOCODCTBYIO- CTaBreHHas cneundm-
wasi remMonuay, ycumre- Kauusi  ans OUEHKU 5
Fpybas we- | puio arperaumm TpomMBo- LLIEPOXOBaTOCTU MNOBEpP-
poxoBatasi  MO- | yuTOB, TPOMBO3Y 4 XHOCTW
BEPXHOCTb
HepocTtaTouHOCTb
( Cteopka KOHTPOIS! BbIMYCKa NPo- 6
3anvparoLLmmn
KUMK
3MNeMeHT AYKY
KranaHay). 3arpsisHeH- Motepsi GuocoBmec- HepoctaTouHasi
Ill'k"\"ep 111 han noBep- | TUMOCTH, CMOCOBCTBYIO- OUNCTKA NOBEPXHOCTH
PeaoTBpala- | ot Liast YCUMEHWIO arpera- 4 4
eT o6paTHbIN
UMM TPOMGOUUTOB, TPOM-
NoTOK, 6
OTKPLIBAETCS 03y
ni)glﬁﬁ;HHv?e dopma cTBO- Typ6YneHTHOCTb  Mo- 4 MarnoagdhekTveHoe
naBnenms pOK, co3galowasi | Toka, npueoasWwasi K re- KOHCTPYKTUBHOE pelle-
APSIMOTO nnoxyw obTeka- | mMonuay, YCUMNEHUIO Hue 5
noToka €MOCTb B OTKpbI- | arperauuv TpomGoLmMTOoB,
TOM MonoxexHun | Tpomboay
MexaHnyec- 3akynopka cocyaos 4 OcTpble KpOMKU Y
KO€ paspylleHne | Mernkumm OCKOIMKaMmM, 3MNEeMEHTOB  M3aenus,
NPVBOAALLASA K MHCYNbTY Hanmuyne 30H C BbICOKU- 4

10




Okonyanue mabnuyst B.1
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HaumeHosanue
usgenus (unu

4acTn nagenus), | Jencrena no sepu- R PexomenpoBaH- QOtsercrBenkbii U - Mpeanpuks- Ta-  |Beposit-| O6nacte
Homep, oyHK- | hukauum gusanHa MHP Hoe(ble) nericTeue(s) HamedsHHas fata Tele xecTb? | HocTe® | (RPN)®
LMOHanNbHOE 3aBepLueHnsa AencTBus
HasHa4yeHue
CpaBHeHve YCTaHoBUTb VMBaHoB A.ll. BbI-
NOBEPXHOCTU C TpebGoBaHusi K| 12.2008 MONHEeHO
3TanoHHbIMK 06- LLIEpPOXOBaTOCTU 11.2008
paszuamu. Tpo-| 4 x5 | NOBEPXHOCTK 4 2 4 x2
dunomeTpus.
TpombounTap-
HbIVi TECT
Banuaauus Hobaeutb MeTtpos B.H. BblI-
CtBOpKa npouecca  KOH- npegynpexaenune | 12.2008 NorNHEHO
(3anvparowmit | tpons 4 x6 | B UHCTPYKLUMIO MO 11.2008 4 3 4x3
SnemeHT BbIXOAHOMY  KOH-
KnanaHa). Tponio
Homep 11111.
MpegoTBpalLa- Banuaauus Bannaauwms VBaHoe A.ll. Bbl-
eT obpaTHbIiA | NpoLeccoB npoueccoB ounc- | 12.2008 MNOSTHEHO
NOTOK, ounctkn.  Kohn- dxa | TV 11.2008 4 2 4x2
OTKPBIBAETCA B| Tponb XMMUYEC-
OTBET Ha KOro  cocrasa
MOBBIWEHNE | hopenyiiocTn
AaBneHus
NPsSIMOro MatemaTu- MameHutb Ko- MeTtpos B.H. Buli-
noToka 4yeckoe mogenm- HCTPYKUMIO 12.2008 NOMNHEHOo
poBaHue notoka, | 4 x5 | CTBOPKK 11.2008 4 3 4 x3
BM3yanunaauus
NnoToKa
OueHka pa- Ykaszatb Tpe- MeTpos B.H. BblI-
avyca 3akpyrne- 6yemblie paguycsl | 12.2008 NMOnHeHo
HUA KPOMKU. | 4 x4 | Ans Bcex KpOMOK 11.2008 4 2 4 x2
KoHTponb wu3Ho-
COCTOWKOCTH

2 Cm. Tabnuuy b.4.
% Cwm. Tabnuuy 6.2 unn B.3.
B [PUOPUTETHBIN HOMEP PUCKA = TSKECTb PUCKa X CTeNeHb BEPOATHOCTH.
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Pepnaktop O.A. CmosHosckas
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