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IIpemncaosue

Lleny, OCHOBHbIE TPWHLMIBI ¥ MOPSAOK MPOBENEeHHs paboT IO MEXIocyapCTBEHHOM
craupaptuzaimu  ycraHosieHsl ITOCT  1.0—92  «MexrocyaapCcTBeHHas — CHCTeMa
craupapTuzaimu. OcHoBHble monoxkeHws» U FOCT 1.2—2009 «MexrocynapcTBeHHasl CHCTEMA
craugapriszaimy.  CTaHmapTel MEXTOCYyJapCTBEHHblE, IIPaBMIA U PEKOMEHJALMU IO
MEXTOCYNApCTBEHHON —CTaHmapTu3aumu. lIpaBmna pa3paOOTKH, NPUHATUS, NPUMEHEHHs,
OOHOBJIEHHUS U OTMEHBD»

CaegeHus 0 cTaHgapre

1 TIlomrotoBneH PepepaibHbBIM TOCYAApPCTBEHHBIM YHUTAPHBIM  MPEIIPUSITHEM
«Bcepoccuiickuil HayuHO-UCCIIENOBATEILCKUI MHCTUTYT CTaHAAPTH3ALMH M CepTHUKAIMU B
MarnrHocTpoennm (BHUMHMAIIT)

2 BHECEH ®enepaibHbIM areHTCTBOM 0 TEXHHYECKOMY PETYJIHPOBAHHIO M METPOJIOTHH
(Poccrangpapr)

3 TIPUHAT MexrocynapCcTBeHHBIM COBETOM IIO CTaHAAPTH3ALMM, METPOJOTHMH W

cepruduxarmu (nporokon Ne 41-2012 ot 24 mas 2012 1)

3a npuHsTHE CTAHAPTA HPOTOJIOCOBAIIHL

Kparkoe HanmeHoBaHue ctpanbl o | Kox crpassl mo CokpalilleHHOE HAaMEHOBaHHE
MK (UCO 3166) 004—97 MK (UCO 3166) HAIIMOHAJILHOT'O OpraHa
004—97 1O CTaHAAPTU3ALUU
AzenbOaiimxan AZ A3zcTraHmanT
bemapvce BY T'occrannant Pecnivonuku Benapves
Kazaxcran KZ T"occrannaot Pecnivommku Kazaxcran
Koiprencran KG Kreipreiscranonant
Monnosa MD Monnosa-CtaHoant
Poccuiickas ®eneparmist RU Poccranmant
TamkukucTas TJ TamkukcraHIanT
Y30ekuctan Uz VY3cranmapt

4 IIpukasom PenepaabHOrO areHTCTBA MO TEXHUYECKOMY PEryIMPOBaHUIO M METPOJIOTHU
ot 01 HOs16pst 2012 1. Ne 674-ct Mmogubuuuposanublii crannapt FOCT 31618.1-2012 BeenieH B
JefCTBHE B KaUeCTBE HAIIMOHAIBLHOTO craHaapta Poccuiickoit ®enepannu ¢ 1 sasaps 2015 r.

5 Hacrosiiuii cTaHIapT COOTBETCTBYeT MexayHapomHomy cranmapty ISO 5840:2005
Cardiovascular implants — Cardiac valve prostheses (CepmeuHO-COCYyaUCTbIe HMIUIAHTATHL
IIpoTe3n! KIAAHOB CepaLa).

Crenenb coorBeTcTBUs — HedKBHUBaNeHTHast (NEQ).

Crannapt noarotosieH Ha ocHoBe npumenerns [OCT P 52999.1-2008
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Hugpopmayusa o eeedenuu 6 Oelicmeue (npexpawjenuu Oeticmes) HACMoawe20 cmanoapma
NYOAUKYEMCSL 6 eHCeMECTHHO UZ0ABACMOM UHPOPMAYUOHHOM YKazamene « Hayuonanvhwie cmanoapmol y.

Hugpopmayus 006 uzmenenusx K HacmosuemMy Ccmanoapmy nyonuKyemcs 6 edceco0HO
uU30aeaeMom UHPOpMAYUOHHOM YKazamene «Hayuonansnoie cmandapmely, a mexcm UMeHeHU U
NONPABOK — 8 eAHCEMEeCIHHO U30A8AeMOM UHPOPpMAYUOHHOM YKrazamene « Hayuonanvhsie cmanoapmul ». B
cyuae nepecMompa Uil OmmeHvl HACMOAUe20 CMAaHOapma COOmeemcemeylowas uHgopmayus 6yoem

OnyﬁﬂMKOGCIHCI 8 edceMeCIYHO U30ABACMOM MH(])OPMCIZ}MOHHOM yrasameie ((HCZMMOHCUZbele cmaHOapmbl»

© CrangapTtumHdopm, 2013

B Poccuiickon depepauun HacToswmin CTaHAapT He MOXET ObiTb MOMHOCTBIO MMM YaCTUYHO
BOCMNPOU3BEJEH, TUPAXMPOBaH U PacnpoCTpaHeH B kavyecTBe oduumanbHoro usgaHus 6e3 paspeLueHus

denepanbHOro areHTCTBa N0 TEXHUYECKOMY PETYNMPOBAHMIO U METPONOrMK
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BBeaeHue

3agayamn MexayHapogHoro craHgapta ISO 5840 saBnswotca obecneyenue
[LOCTaTOYHOrO YMEHbLUEHUS PWUCKOB ANs nauMeHtTa W Apyrux Monb3oBarenem,
CBSI3aHHbIX C MPUMEHeHVMeM uagenusi, crnocobcTeoBaHMe OBecrneyeHno KavecTsa,
MOMOLLb XMPYPry B BbIOOpE 3aMeHWTEns KranaHa cepaua u obecneveHue [0CTaBKu
n3genus K onepaumoHHOMy cTony B yaobHom ¢opme. Ocoboe BHUMaHUE yaerneHo
UCMbITAHWAM in Vitro, JOKIIMHNYECKOWM OLEHKE in VivO N KITMHUYECKOW OLIEHKE.

Ha ocHoBe aHanu3a puCKOB MOTEHUMAIILHOrC MPUMEHEHWSA MPUHAT CReayHoLwviA
nepeyeHbL OCHOBHbIX TpeboBaHWIA kK NpoTesam knanaHos cepaua (MKC):

a) MKC porkeH nponyckaTtk MpsIMOM NOTOK KPOBU C MUHUMANbHO BO3MOXHBIMMA
HapyLUEHNAMU CTPYKTYPb! U MMHUMAIbHO BO3MOXHbLIMW NOTEPSMU 3HEPTUN NOTOKA;

©) NKC pomkeH npeaoTBpawars 0bpaTHbIN NOTOK KPOBUM C  NpUEMNEMON
HeBonbLION perypruraumen Co CKOPOCTbIO M 06BEMOM, AOCTATOUYHBIMWN ANA YCTPaHEHUS!
3aCTOMHbIX 30H B 3330pax W yanax KOHCTPYKTUBHBIX 311EMEHTOB,

B) pabota NMKC He fomkHa BbI3bIBaTh aKTUBALMM CBEPThIBAKLLENA CUCTEMbI KPOBY;

r) MKC He pormkeH Bbi3biBaTh TPOMB03aMBoNMIO (ambonuaauuio);

4) MKC He gornkeH Bbl3biBaTb reMonums;

e) MNKC He porxeH Bbi3biBaTh 06pasosaHme Tpomba;

x) MKC pomkeH ObiTb OWMOCOBMECTUMBIM W HE WMETb  anneprnyeckoro,
MUPOrEHHOTO, WMMYHOMOMMYECKOro W KaHLUEPOreHHOro BO3AEWCTBMS Ha OpraHuam
nauueHTa;

n) NMKC gomkeH ObITb COBMECTUMBIM C ANArHOCTUYECKUMIN METOLAMM iN Vivo;

k) MKC pomkeH ageksaTHO PYHKLMOHMPOBATbL Y NaLMEHTOB AETCKOro Bo3pacrta 0
HacTyMneHns KIMHUYECKM 3Ha{YMMOro HEeCOOTBETCTBUS ero pasmepa («rnepepocTay
MKC);

n) NMKC pomkeH BbITb NErko U NPOCTO UMMMAHTUPYEMbIM B TPeOYEMYHo MO3NLINIO;

M) MKC pomkeH ocTaBaTbCs HAAEXKHO 3aKPEMneHHbIM Mocne MOALMBaHWA K
PrBPO3HOMY KOrbLy;

H) yposeHb wyma NKC gomkeH CoOOTBETCTBOBATL A0MNYCTUMBIM (OU3UONOMUMHECKAM
HopMaw;

n) MKC pormkeH coxpaHAaTb CrnocoBHOCTb (OYHKLMOHUPOBAHUS MpU U3MEHEHUSIX
napameTpoB CePAEYHOro LMKNa;

p) MKC pomkeH BbLINONHATE PYHKLUMOHANBHOE Ha3HayeHue B 3aBUCMMOCTU OT

v
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BUAA KOHCTPYKUMM K MaTtepuana (MexaHn4eckuin, OMONOrMyeckuin npotes v np.) B
TEUEHNE Hay4HO M KIMMHMYECKN 0BOCHOBaHHOIO cpoka Crnyxobsb!;

c) NMKC pomkeH coxpaHATb QyHKUMOHAmbHbIE MNapameTpbl BTEYEHME CPOKa
COXPaHeHWs CTEPUIBHOCTU.

BeinonHeHne 4vactn aTMx TpeboBaHu MOXeT ObITb NPOBEpeHO Ha aTane
TEXHUYECKMX UCTIBITAHUA, B TO BPEMS Kak Ans TpeboBaHUA Nepeuncneqnin B) — e), n)
— p) HeobXo4MMO NPOBEeAEHUE KITMHNYECKMX UCTbITaHW. B TO xe Bpemsa meponpusaTtns
MO MEHEXMEHTY pUCKa AOIMKHbI MPOBOAMTBCA CUCTEMHO Ha BCEX 3Tanax >KM3HEHHOro
usMKkna usgenust ANnsS BbISBNEHUS BCEX BO3MOXHBLIX OMACHOCTENW, CBSA3aHHBIX C
NPUMEHEHVEM U3AENNS, N NPeaynpPexXAeHNs HaHeceH s Bpeaa nayueHTam. Mpu sTom,
HacKOMbKO BO3MOXHO, BbIMOMHEHWE BCEX OCHOBHbIX TpeboBaHUA AOMKHO ObiTb
OLIEHEHO [0 Havana KIMHUYECKUX UCTIBITaHWNA.

HacTtoawmin ctaHgapt SBNseTcs nepBbiM M3 KOMMIEKCa CTaH4apToB nog obwmm
HanumeHoBaHWeM «[1poTesbl knanaHoB cepaLa:

- yactb 1. ObLwme TexHn4eckme TpeboBaHNsa 1 METOAb! UCTIbITAHWUIA

- vacTb 2. MeHegXKMEHT purCKa;

- vyactb 3. KnnHunyeckme nenbitTaHms.

HacTtoswmin crangapT ycTaHaenueaeT obljme TexHudeckme TpeboBaHus Ha

MpOTe3bl KNanaHoB cepaLa.

VI
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MEXTIFIOCYAAPCTBEHHB W CTAHBOAPT

NPOTE3bl KNAMNAHOB CEPALA

YacTtb 1

06w ue TexHUYeckue TpeboBaHNs U MeToAbl UCTIbITaHUI

Cardiac valve prostheses.
Part 1. General technical requirements and test methods

JOarta BBenenust — 2015—01—01

1 O6nacTb NPUMMEeHeHUsA

Hacrosiumin craHpgapT ycTaHaenueBaeT obwme TexHudeckne TpeboBaHusA K
npotesam knanaHoe cepgua (MNKC) n meToabl UCMbITAHWIA.

Hactosiwmin cTaHaapT NpMMEHUM KO BCEM W3AEenusaM, npefHasHaveHHbIM Ans
nmMnnaHTaumm B Yenoseyveckoe cepgue B kadectse MKC.

Hactoswmin crangapt He pacnpoctpaHsietca Ha [MKC, paspaGoTtaHHble
cneuymansHO ANS  MMMMaHTauMM B MCKYCCTBEHHble cepiua wnu B annaparbl
BCMOMOraTensHoro kposoobpalyeHms. Hactosawmm craHgapT He pacnpocTpaHaeTcs Ha
MpoTe3bl, AOMOSHAIOWME ECTECTBEHHBIN KranaH, B TOM YUCME Ha OMopHble KosbLa

(konbua KapnaHtee).

2 HopmatuBHbIe CCbINKU

B HacTosilem cTaHaapTe MCnonb3oBaHbl HOPMaTUBHBIE CCbINKM Ha cneaytowme
MEXroCyAapCTBEHHbIE CTaHAAPThI:

FOCT ISO 10993-1—2011 WUspgerua meauumHckme. OueHka GUONOrny4eckoro
[EeUcTBMA MeauLMHCKKX nagenuin. Yacte 1. OueHka v nccneaoBanms

FOCT NCO 14630—2002* HeaktuBHbIE XUpypruyeckme umnnantatbl. Obwme

TexHnyeckue TpeboBaHus

* B Poccuiickon depepauuu peicteyetr FOCT P UCO 14630-2011 «MmMnnaHTarhl
XUpypruyeckme HeaktusHble. ObLume TpeboBaHus»

W3nanue odpuumanbHoe
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FOCT ISO 14971—2011 Usgenuna meamumHckme. TNpUMEHEHe MeHeaKMeHTa
puvcka K MeguUMHCKNM n3genmusam

MpumevaHne — Mpu NOMNL3OBAHUM HACTOSALUMM CTAHAAPTOM LienecoobpasHo NpoBepuThL
[EeNCTBUE CCHINOYHBIX CTaHAAPTOB MO ykasaTenio «HauuoHanbHble CTaHAAPTLI», COCTABNEHHOMY MO
COCTOSIHMIO Ha 1 SIHBAps TeKyllero roga, W no COOTBETCTBYIOLMM WMH(POPMALIMOHHLIM YKa3aTensm,
OnyGnMKOBaHHBIM B TeKyliem rogy. ECAM CCbISIOYHbIA CTaHAapT 3amMeHeH (M3MeHeH), TO npu
Nonb30BaHWM HacTOALLUMM CTaHJapTOM, CneayeT PYKOBOACTBOBATLCA 3aMEHSAIOLMM  (U3MEHEHHbIM)
cTaHgapToM. Ecnn cCbinoyHbIi cTaHaapT oTMEHEH 6e3 3aMeHbl, TO MOMOXKEHME, B KOTOPOM J1aHa CCbirka

Ha Hero, NPUMEeHAETCA B YacTu, He 3aTparnBatoLLEN 3Ty CCbINKY.

3 TepMuHbI M onpegeneHus

B  Hactosiwem cTaHgapTe  MpYMEHEeHbl  Criefylolue  TEPMMHbI  C
COOTBETCTBYHOLLUMMU OMNpPeAeneHnaAMM;

3.1 npore3 knamaHa ceppaua: [IpoTe3Hoe YCTPOWCTBO, 3aMeHsioLlee
€CTEeCTBEHHbIV KnanaH.

3.2 mutpanbHbit MKC: TMKC, npegHasHaueHHbIA ANs  UMONaHTauMmM BO
BXOLHbIE (M3 MPEACepAUs B XKeNyAoYeK) OTBEPCTUS cepaLia.

3.3 aoptanbHbit MKC: T[KC, npeaHasHayeHHbIW AnA  vMMAnNaHTauumM B
BbIXOAHbIE (M3 KenyAoyKka B aopTy I NEro4YHyo apTepuio) OTBepCTUA cepaLa.

3.4 3zanuparowmnn 3nemeHT: Komnonent(bl)) [KC, perynupytowmin(e)

MPOMNYCKHYH CNOCOBHOCTb U 0BpaTHbIN NEepeToK KnanaHa.

3.5 mexaHunuyeckuin MKC: MNKC, 3anvparowmii anemMeHT KOTOPOro MOSHOCTLIO
W3roTOBIEH M3 MCKYCCTBEHHbBIX MaTepuanos.

3.6 6uonornyeckuin NKC: MNKC, sanupatoimin anemMeHT KOTOPOro U3roToBreH
LieNMKOM MM YacTUYHO 13 BUONOrNYECKMNX TKaHEeM.

3.7 nocapouHbit guametp (pasmep) MKC: duametp MNKC 6e3 yyeTa LUMPUHBI
drnaHua npUWMBHOTO  KOMbL@, COOTBETCTBYHOLMIA  AvaMetpam  (pasmepam)

BXO/JHOro/BbIXOAHOrO OTBEPCTUS cepaua nauueHTa (pucyHok 1).
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1— 3anvpaioLLmii anemMeHT; 2 — NpoxodHoe oTBepcTue; 3 — dhnaHew, NpUWMBHOTO Konbla, H — Bbicota MKC, On—
nocafioyHblii anameTp MKC; Dn,— NpULMBHOM HapyxHbIi gnameTp MKC

PucyHok 1 — FabapuTtHble pasmepbl MKC

3.8 HapyxHbli guameTtp [KC: MakcumanbHbii guametp [MKC, Bkaouyas
nNpULWNBHOE KOJbLO nan hnaHew, (pUCcyHok 1).

3.9 BbicoTa [KC: Hambonbwmnii un3 oceBbix pas3mepoB npocgunsa MKC B
OTKPbITOM WM 3aKPbITOM NOJIOXEHUM (B 3aBMCUMOCTW OT TOTO, Kakoe M3 3TUX 3HaYeHWUit
6onbLe) (pucyHok 1).

3.10 BbicoTa BbiBOAHOro npocuna MKC: MakcumasbHOe paccTosiHue, Ha
KOTOpOe knanaH BbICTynaeT B OCEBOM Hanpas/€HUV B BbIBOAHOM TPakT B OTKPbITOM
WM 3aKPbITOM NOJSIOXEHUN (B 3@BUCMMOCTU OT TOTO, Kakoe M3 aTUX 3HaYeHuin 6osbLue).

3.11 npoxopgHoe otBepcTue MKC: OTBepctue MNKC, cnyxawee 418 npoxoja
XUAKOCTU Yepes KnanaH (PUCyHoK 1).

3.12 kopnyc (kapkac) MKC: OnopHas 4acTb KOHCTpykuum [KC, B KOTOpoOi
YCTaHOB/IEHbI 3anvpatoLne 3/1IeMeHThI.

3.13 uwmkn: MoNHOCTbIO 3aBepLUeHHas Moc/ef0BaTe/lbHOCTb «OTKpblBaHWE —
3aKkpbiBaHne» MKC B yc/ioBUAX MyNbCUPYIOLLLETO MOTOKA XWUAKOCTU.

3.14 yacToTa UMKA0B: YMC/O NOJIHLIX LMKIOB B €ANHNLY BPEMEHN.

3.15 o6bem peryprutauum (o6paTHbIi nepetok): O6bEM XKMUAKOCTK,
npoxogsuieit yepes MNMKC B 06paTHOM HanpasfieHuy B TeYEHWe Lukna.

3.16 peryprutaymoHHaa dpakumsa: OTHOWweHne obbema peryprutaumm K
06beMY XMAKOCTU, npoxoasulein yepes MNMKC B NPAMOM HanpaBneHUN B TEYEHME LWKNa,
BbIpaXXeHHOE B NpOLEeHTax.

3.17 o6paTHoe gaBneHue: AnddepeHunanbHoe gaBneHne, NPUIoKeHHOEe Ha
3aKpbITbI KNanaH.

3.18 adekTnBHan nnowanb  MNPOXOLHOrNO0  OTBEPCTUA: Mnowaap
NMPOXOAHOIO OTBEpPCTUsA, MNOJSIyYEHHAA Ha OCHOBE AAaHHbLIX O JaB/IEHUW W MOTOKE WK O

CKOPOCTHM XNAOKOCTW.
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Mpumevyanune — OdpekTuBHaA nnowjaab NPOXOAHOTO OTBEPCTUS MOXET ObITb Takke
onpegeneHa Kak nnowiaab KpPyrrnoro orsepcrusa conna, 3Hav4eHue ruapoanHamMuyecKoro conpoTuBneHus
KOTOPOro paBHO 3HAYEHMI0 TMAPOAUHAMUYECKOro CONPOTUBAEHUA KnanaHa npu NpoxXoXaeHun npsMoro
CTauyMoHapHOro noToka.

3.19 remonuTUuecKumn noteHuuan: COBOKYMNHOCTb XapaKkTepucTmK
koHcTpyKummn TKC, onpepensiowmx ero cnocobHOCTbL Bbi3blBaTb MOBPEXAEHNE
KMETOYHBIX 3NIEMEHTOB KPOBU NpY pabdoTe B NynNbCOBOM MOTOKE.

3.20 TpOoMOGOreHHbI NoteHunas: COBOKYNMHOCTb XapaKTEPUCTUK KOHCTPYKLIMU
MKC, onpegenstowmx ero cnocobHOCTb BbI3bIBaTb MHALMALMIO U pasBUTUE TPOMOOB 3a
cyeT OCOBEHHOCTEeN KOHCTPYKTMBHOW pOpMbl knanaHa u  (OPMUPYIOLLMXCH B
NyrnbCOBOM MOTOKE 3aCTOMHBIX 30H MpW €ro obTekaHuu.

3.21 kanbumHo3: OTNOXEHWEe HepacTBOPUMbIX COMEN KamnbLUs Ha anemMeHTax
MKC knanaHa cepaua.

3.22 kmMHemaTMKa 3anuparowmux 3neMeHToB: COBOKYMHOCTb XapakKTepucTUK
ABWkeHns 3anuvparowmx snemeHToB MNKC B TeueHve uvkna paboTel, BKOYaowas B
cebsa yCcKOpeHVe U CKOPOCTb ABWMXEHUS 3anuvpaiolero 3reMeHTa, OTCKOKM Mpu
coyaapeHuu, konebaHua  3anMparollero  3NeMeHTa, a Takke  Bpewms
OTKPbIBAHNS/3aKPbIBAHWA.

3.23 obpatHble cTpyu: 3aronneHHble CTpyw, OPMUPYOWMECS nepeq
3akpbiTeiM [KC npu nogave o6paTHOro gaBneHUs 3a CYET NPOCaAYMBAHUA KUAKOCTU
yepes KOHCTPYKTUBHbIE 3a30pbl.

3.24 ycTOMUMBOCTb K BO3AEMCTBUIO OOpaTHLIM AaBrneHuneM: CnocoBbHOCTb
MKC BblgepkmBaTh Harpy3ku, BO3HUKAOLLME NPU NPUIOXEHNM 0BpaTHOro AaBneHns Ha
sanuvparowme snemeHTsl MKC.

3.25 mMexaHuueckasi MPOYHOCTbL MaHxeTbl: [pegenbHoe ycunue, KoTopoe
MOXHO MPUMNOXWUTb K MaHXeTe, He Bbi3blBas HapyLUEHUS €€ CTPYKTYPHOWN LeNOCTHOCTU
WUNK OTpbIBa OT Koprnyca (B TOM 4YMCNE YCUNWNE BbIPbIBAHWUSA XUPYPrUYECKON HUTK U3
MaHXeTbl).

3.26 ycrtonuuBoCcTb K AedopMupoBaHuIo kKopnyca (kapkaca): CBOMCTBO
MKC BblaepxunBaTtb Harpy3kM Ha Kopnyc (kapkac) 6e3 3aknuHMBaHWS UKW BbiNageHus
3anvparoLLmX 311EMEHTOB.

3.27 nOBOPOTHbLIN MOMEHT MaHXeTbl: MuHUMarnbHOe 3Ha4YeHWe MOMEHTA,
HeobXoAMMOro A5 NPOBOPaYMBaHNS KOpyca KnanaHa BHyTPU NPULLMBHON MaHXeTbI.

3.28 wyMoOBbIe XxapakTepuCTUKU: YpOBEHb LUYMOB, BO3HUKAKOWMX MpU

OTKPbIBaHUM W 3aKPbIBAHAW 3aMPatoLLyX SMEMEHTOB, NPU COyAapPEHWM 3anuparoLwmx

4
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3/1eMEHTOB APYr C APYroM WWAWM € Kapkacom knianaHa.

3.29 aHanu3 pucka: CucrtemaTnyeckoe  WCNoJfib30BaHWe  MMerLeiics
nHdopMauum 4Nnsa naeHTUgUKaLm onacHoCTen U KONMYECTBEHHON OLEHKM CBS3aHHbIX
C HMMW PUCKOB.

3.30 Banupauusa: lMpouegypa NOATBEPXKAEHUS BbINOSHEHWUA YCTAHOB/IEHHbIX
TpeboBaHuWil B cneuudmnyecknx ycnoBuax npeanosiaraemoro npuMeHeHus.

3.31 npuHagnexHoctu: VIHCTPYMEHTbI, XapakTepHble AN  Ha3HayeHus
n3genus, Kotopble Tpebytotcs ana umnnaHtauum MKC.

3.32 wuHTpaaHHynApHaa npuwmMBHas MaHxeTa: [NpuvwmMBHaA MaHxeta 4N
mkcmpoBaHmsa KC NOMHOCTbIO UAW aBHbIM 06pa3soM BHYTPU (HUOPO3HOIO KosblLia
nauveHTa.

3.33 wuHTpacynpaaHHynspHas npuwuBHas MaHxeta: lNpuwrBHas MaHxeTa
ans dukenpoaHust yactm MKC 1 NpULLMBHON MaHXeTbl Hag (MOGPO3HLIM KOMbLIOM
naupeHTa, a Takke HekoTopoi yactu MKC BHyTpu hMBGPO3HOro KosbLa nauueHTa.

3.34 cynpaaHHynapHaa npuwmnBHaa MaHxeta: [MpuwmnBHasa maHxeTa 4/A

pasmelleHns scero MKC Hag hMOpO3HbIM KOMbLOM NauueHTa.

MpumeyaHune — TuMbl NPULIMBHBIX MAHXET NMPUBEAEHbI HA PUCYHKE 2.

MHTpaaHHynspHas VHTpacynpaaHHynsipHas cynpaaHHynspHas
NPULLMBHAA MaHxeTa npULLIMBHAsA MaHxeTa NpULLIMBHAsA MaHxeTa

7 — NpoxoAHoe OTBEpCTME KnanaHa, 2 — MocajouHbIi AnameTp (pasmep) knanawa,
3 — HapyXHblii AnameTp knanaHa

PUCYHOK 2 — Tunbl NPULLNBHBLIX MaHXeT

4 TexHun4yeckue TpeboBaHunA

4.1 TKC pomkHbl OblTb W3rOTOB/MIEHbI B COOTBETCTBUM C TpeboBaHUSAMU
HacToslwero craHjgapra W HOPMaTMBHbIX AOKyMeHTOB Ha [MKC KOHKpeTHOro Buaa,
YTBEPXAEHHbIX B YCTAHOBMIEHHOM MNOpsiAKe.

4.2 TorpelHocTb nocagovHoro anametpa MKC gomkHa 6biTb He 60nee 1 Mwm.
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4.3 TwnapoauHamudeckme xapaktepuctkm MKC pomkHbl ObiTb obecneveHsl
PYHKLUMOHNPOBAHNEM MX 3anmMparoLLMx SreMeHTOB B nynbcoBoM notoke. NMKC gormkeH
COOTBETCTBOBaTL TPebOBaHUSIM K FMAPOAMHAMUYECKMM XapakTepucTukam npoTesa,
yCTaHOBMEHHbIM  uarotoeuTenemM. MuHuManbHble TpeboBaHus K 3deKTUBHOM
nnowaam NpoxoLHOro OTBEPCTUA U 0OBbEMY peryprutaumm, onpefeneHHbIX No MeToay

5.1, npueeaeHsbl B Tabnuue 1.

Ta6bnuuya 1 — MuHUMansHbIE rTMAPOANHAMUYECKUE XapaKTEPUCTUKK

MocagoyHblin 17 Cs. 17 | CB. 19 Cs. 21 Ce.23 | CB.25 | CB. 27 Cs.29 | CB. 31 c
nvnaMeTp Ho no 19 no 21 no 23 no25 no 27 0o 29 no 31 no 33 33
krnanaHa, MM BKIOY. | yniou. | Bkrtou. | BKmtou. | Brmiow. | Brmiow. | Brmtow. | Bkrtod. | BKriod
OdpdekTuBHaA
nnowanb
MPOXOAHOro 60 70 85 100 120 140 160 180 200 220
oTBEpCTUSt
MM®, He MeHee
Obrem
peryprataLuu, 6 6 8 8 10 10 12 12 12 14
Mn, He Gonee

4.4 OddekTrBHaa nnowagb npoxogHoro oreepcTtus MNKC, onpeneneHHasa no
mMeTony 5.2, 4OMmKHa COOTBETCTBOBaTL TpebosaHusM Tabnmubl 1.

4.5 CraunoHapHasa yTeuka 4epes 3akpbiTbih [KC pomkHa cooTBeTCTBOBATH
TpeboBanHuaM nsrotoBuTens. MuHMManeHble TpeboBaHMS K CTAUMOHAPHOW yTeuke,

onpepeneHHorn no metogy 5.3, npuseaeHsl B Tabnuue 2.

Ta6bnuuya 2 — MuHumancHble TpeOOBaHNUSA K CTaLMOHAPHON yTeuke

MocagouHbli Jo 17| CB. 17 | CB. 19| CB. 21 [ CB. 23 | CB. 25 | CB. 27 | CB. 29 | CB. 31 Ce.
anaMeTp knanawa, Bimioy. | A0 19 [ go 21 | po 23 | go 25| go 27 [ go 29 | go 31 | po 33 33
MM BKMIOY. | BKJTHOM. | BKIMIOY. | BKMIOY. | BKMIOY. | BKIIOY. | BKITHOM. | BKIIHOY.

CraunoHapHas
yTeuka, Mi/mMuH, He | 1000 1100 1400 1400 1800 1800 2100 2100 2100 2200
Gonee

4.6 TKC pomkHbl BbIAEPXKMBaTL MWCMbITAHWE HA MEXaHWYECKYH MPOYHOCTb
MarxeTbl No metoay 5.4.

4.7 TIKC pomkHbl BblAEPKMBATL MCMbITAHNE Ha YCTOMUMBOCTbL K BO3LEUCTBUHO
obpaTHbIM faBrneHnem no metogy 5.5.

4.8 TIKC pomkHbl BblAepXMBaTb  WUCMbITAHME Ha  YCTOMYMBOCTb K
AedopMnpoBaHMIo Kapkaca (kopriyca) no metoay 5.6.

4.9 TIKC pomkHbl yooeneTeopsaTb TpeboBaHMSAM K AOMTOBEYHOCTU MO
HasHa4eHHOMY pecypcy, YCTaHOBMEHHOMY wuarotosuTenem. B cnyyae ecnu
HasHaueHHbIM pecypc He ycTaHoeneH, NKC fomkHbl BblaepxumBaTth HapaboTky Ha OTka3

no metoay 5.7 He meHee 400 MnH UMKNOB ANA MexaHudyeckux 1 200 MH uMknoB Ans
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B61oNOrMYecKnX KnanaHoe.

4.10 NKC pgomkHbl NOCTaBNSATL B BUAE, MOArOTOBMNEHHOM AN UMITaHTaLMK.

4.11 NKC pomkHbl ObiTb YCTOMUMBBLIMM K BO3AENCTBUIO BUONOrMYECKON cpelbl
opraHuama, 61MocoBMECTUMbIMU, FEMOCOBMECTUMBIMU U HETOKCUYHLIMU B COOTBETCTBUM
¢ Tpebosanmammn MOCT ISO 10993-1.

4.12 MNMKC pomkHbl NOCTaBNSATL B CTEPUNBHOM BUAE.

4.13 MapameTpbl WepoxoatocT noeepxHocty MKC, kpome noeepxHocTel K3
MOPUCTBIX, BOPCUCTLIX, BUONOrMYECKOro NPOUCXOKAEHNA U T. M. Matepuarnos, AOJTKHbI
ObITb: Ry — He 6onee 0,05 MkM n R,— He 6onee 0,4 MKM.

4.14 NzrotoBuTenb AOMDKEH AOMOMHUTL NapameTpbl, YKasaHHble BbILLE,
cneumanbHbIMM - XapakTepucTukaMu  Anst  MONHOro  onucaHuss  ocobeHHocTen
KOHCTPYKUMM 1 npuHumnoe pabotel MKC. [na obocHoeaHus Bbibopa cneuvanbHbIX
XapaKTepUCTVK W3rOTOBUTEMNMb [OMKEH TMNPUMEHUTb METOAbl aHanvsa pucka B
cootBeTctBMM C TpeboBanmamm TOCT ISO 14971. WasrotoButens [oOrmkeH
npoaHannanpoBaTtb, MO MeHbLUEW Mepe, crieaylolme xapaktepuctuku: maccy [MKC,
rabaputHele paamepbl MKC, noBopoTHbIN MOMeHT MarxeThbl MKC, cTpykTypbl NpAMOro 1
obparHoro noTokoB 4Yepes [KC, kMHemaTuky sanvparowmx 3NeMEHTOB B MyfbCOBOM
MOTOKE, FEMONUTMYECKUA MOTEHUMan, TPOMOOreHHbI noTeHuman, KanbLyHO3,

KaBUTaLMIO, LLYMOBbIE XapaKTepucTukm npu paboTe MKC.

5 MeToabl ucnbITaHUA

5.1 WsmepeHune ruapoanHaMUYeCKUX XapaKTEPUCTUK B NMYfIbCOBOM NOTOKEe

5.1.1 Lenb ucnbiTaHus

Uenb nenbitaHua — namepeHme acbdekTMBHOW Nnowaamn NPoXo[HOro OTBEpCTUS
n obbema peryprutauum 15 BO3MOXHbIX pexumoB paboTsl MNMKC. Ucnbitanusa cnegyet
NPOBOAUTL B rMAPOAMHAMUYECKOM KaHarne B NynbCOBOM pexunme notoka yepes MKC.

5.1.2 WUcnbitatenbHoe o6opynoBaHue

Cucrtema 3apaHusi MynbCOBOro MOTOKa AOMmkHa obecrneuMBaTtb nogaepxaHune
MOCTOSIHHOrO AaBMEHWA Ha BXOAE KnamaHa WM CO3faHve VMMMYNbCOB AaBfeHUs Ha
BbIXOAE KnarnaHa CO 3Ha4YeHUAMU MapameTpoB, ykasaHHbiMM B Tabmmuax 3 wn 4.
3HayeHVe paBneHVs Ha BXOAE KnanaHa cregyeT noabuparb B 3aBUCUMOCTU OT
3Ha4eHus cpeaHero 06BEMHOro NoToKa, TPebyemMoro B UCMbITAHWM.

AnuTensHOCTb NepegHero 1 3agHero PPOHTOB AOIkHa ObiTb He Gonee 0,1 c.

7



rocCT 31618.1—2012

MorpellHOCTb 338aHMa 3HaYeHWA NapameTPOB PEXUMOB, yKasaHHbIX B Tabnvue 3, He
pomkHa npesblwatb 10 %. Cuctema pomkHa obecneunsaTth M3MepeHne obpaTHoro
repeToka C norpewHocTbo He 6onee 2 Mn, naMepeHvne obbemHoro notoka Yepes MNKC
v nageHus paeneHus Ha MKC. B kavectBe  paboder  Xuakoctv crnegyet
1CMoMb3oBaTh AMCTUNNMPOBaHHYLO Bogy. [pu npoBeaeHUN MUCTbITaHWA BeckapKacHbIX
MKC pekomeHgyeTca wuCnonb3oBaTb nojativBble Kamepbl B COOTBETCTBAM C
npunoxeHuem A.

5.1.3 MNoprotoBka o6pa3uoB

UcnbiTannsiM nogeepraroT He MeHee Tpex MNKC makcMmansHoro, cpegHero w
MUWHUMansHoro pasmepos M oaHoro MNKC kaxporo npomexyTtouHoro pasmepa. MKC
LOMmKeH BbITb FEPMETUYHO YCTaHOBMNEH MO LEHTPY TMAPOAVMHAMUYECKOrO kaHana. [Ans
obecneyenHnsa repMeTUYHOCTM LONYCKaeTCs yaanaTe npuwnsHyro manxeTy MKC.

5.1.4 Mpoueaypa UcnbiTaHUN

Ycranaenusatot MKC B rugpoamHammuyeckiin kaHan. 3anonHsaT kaHan paboyen
XNOKOCTbIO Tak, 4ToObl B 30He KC He ocTtanochb ny3blpbKOB rasa. YCTaHaenvearoT
NynbCOBOM NOTOK B KaHarne ¢ napameTpamMu, ykasaHHbiMu B 5.1.2.

[nsi pexkMMoB UCNbITaHNA 1—4 BLINONHSAIOT 3anMcb CUrHaNoB 06bEMHOrO NOToKa
yepes MNMKC 1 nagerus aaenenus Ha MNKC B TeyeHne 10 nocnepoBaTternbHbIX LUKIOB C
4YacToToW cunTbiBaHUA He MeHee 20 M.

Ans pexumos ucnbitaHns 1,5 — 10 npoBOAAT n3mepeHne obpaTHOro NnepeToka B
TeyeHne 10 nocneposaresbHbIX LUMKINOB. 3a 3HayeHue oOpaTHOro MepeToka 3a LMK

NPVHUMAKOT HanbonbLlee U3 N3MEPEHHbBIX 3HAYEHUN.

Ta6nuuya 3 —MapameTpbl pexxMMoB ucnbiTaHuin MKC B MUTPanbHON NO3vLMK

3HayeHWs napameTpoB UCNbITaHWA
Pexunm
ncneiTaHua | CpeaHuit 06 beMHBI NOTOK YacToTa yuknos, CpeaHee 06paTHO® | MnyrenbHOCTL  UMNYNbCa
yepes MKC, N/MuH MUH ! Aaenenune Ha MKC, | o6parHoro gaBnexus, Mc

MM pT. CT.
1 5 70 120 0,3
2 2 70 120 0,3
3 3,5 70 120 0,3
4 7 70 120 0,3
5 5 45 120 05
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3HayeHuns napamMmeTpoB ncnbITaHum

Pexum
nenbiTaiust | CpefHuii 06 LEMHBIA MOTOK UacToTa LMKmOoB, Cpearee 0bpatHoe | mourenbHocTs  MMNynbca
uepes MKC, n/MuH MUH paenenne Ha MKC, | o6patHoro gaenenms, mc
MM PT. CT.
6 5 120 120 0,15
7 5 45 80 0,5
8 5 120 80 0,15
9 5 45 160 0,5
10 5 120 160 0,15

Tabnuya 4 —TNapameTpbl pexumoB ucnbiTaHuii NKC B aopTansHON noauuuu

3HavyeHns napameTpoB UCMbITaHWA

Mcz:g:iﬂvm CpefHUiA 0B BEMHBIN NOTOK YacToTa LMKII0oB, CpepHee obpaTHoe | MnurensHocTs UMNyMbCa
yepes MKC, n/MuH MUH Aaenetne Ha MNKC, | o6patHoro gaenewns, mc
MM pT. CT.
1 5 70 120 0,6
2 2 70 120 0,6
3 3,5 70 120 0,6
4 7 70 120 0,6
5 5 45 120 1,0
6 5 120 120 0,3
7 5 45 80 1,0
8 5 120 80 0,3
9 5 45 160 1,0
10 5 120 160 0,3
5.1.5 [lpepcraBneHne pesynbTaTtoB N OLeHKa COOTBETCTBUS
SdbdekTuBHYIO Mnowaab npoxogHoro oTeepctus EOA, Mm%, cnepyet

onpepenuTe Ana pexnmMmoB 1—4 Anga BCcex 3aperncTpupoBaHHbIX LMKNOB Mo popmyne

i

EOCA=194

ts
[lat)fat

rae q(t) — o6beMHbIN NOTOK, MN/C;

Ap(t) — nageHve paBneHns Ha KnanaHe, Mm pT. CT.;

t1 — BpemMsa Hayana npsiMoro NoTokKa, C;

t, — BpPeMS OKOHYaHMSA NPSMOro NoToKa, C.

Cne,u,yeT npeacraBnUTb 3aBUNCUMOCTb EOA oT 3Ha4veHus cpeagHero oB6bEeMHOro

notoka vepes NKC B rpadpunyeckom unun tabnuyHom suge.
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Cnepyetr npeacrtaBuTb 3aBMCUMOCTb OOpaTHOrO nepeToka OT  3Ha4YeHUn
cpenHero obpaTHOro LaeneHnst n YacToTbl B rpadmnyeckoM Mnm TabnmnyHom euae.

TpeboraHua Tabnuuel 1 Ansa 3HadYeHUn obpartHoro nepetoka U EOA LOMKHbI
ObITb BbINOMHEHbI 41151 BCEX PEXXMMOB UCTIbITAHUS.

5.2 UsmepeHue adpcpekTBHOM NNowaam NpoxogHoOro oTBepPCTUs

5.2.1 Uenb ncnbitaHus

Llens wucnbiTaHus — onpepeneHne 3ddeKTMBHON nnowaayM MNpPOXOA4HOro
OTBEPCTUS, TOecTb  MMoWwajan  Kpyrmoro  OTBepCTUs  conna, 3Ha4eHue
TMAPOANHAMUYECKOrO CONMPOTUBIIEHNS KOTOPOrO PABHO 3HAYEHWNIO TMAPOANHAMMUYECKOrO
conpotmeneHns MNMKC npy npoxoxaeHnn NpsiMoro CTaunmoHapHOro noToka.

5.2.2 UcnbiTaTenbHoe o6opyaoBaHue

UcnbiTaHns cnegyeT npoBOAUTL B MPSMOM  TMAPOAMHAMWUYECKOM KaHane
Kpyrnoro ceveHuss guametpom 35 MM. MamepeHune paBneHus cnefyeT npoBoAUTb Ha
paccTosiHuM He meHee 35 MM nepel U He MeHee 105 MM 3a knanaHoMm. OTBOAbI ANS
U3MepeHUst AaBneHNs AOMKHbI BbiTb HA O4HOM YPOBHE C BHYTPEHHEW CTEHKOW KaHana.
YyacTkM OT MOBOPOTa WM CYXXEHUSA KaHana A0 MECT U3MEPEHUs AaBNeHUs OOITKHbI
UMeTb ANMHY He meHee 105 mM. B kaHane cnegyeTr obecneunTtb paBHOMEPHbIN
npodune NoToka, Haberatowero Ha knanaH. NorpewwHoOCTb N3MEPEHUSA faBneHns He
nomkHa ObiTe 6onee 20 Ma. MorpelHoCcTb M3MepPeHMs NoToka He aorkHa ObiTb Gonee
0,5 n/muH. KoHcTpyKUmer cucteMsl AorkHa 6bimb o6ecneyeHa BO3MOXHOCTb CO3AaBaTh
notokn ot 5 pgo 30 n/mnH. B kauectBe pabouen XuAKOCTU crnegyeT WUCNonb3oBaTb
LVUCTUMNUPOBaHHYIO BOAY.

5.2.3 MNopgroroBka obpasuoB

WUcnbiraHuam nogsepraior He MeHee Tpex [NKC makcumanbHOro, cpegHero u
MUHMManbHoro pasmepos un ogHoro [NMKC kaxporo npomexyTtouHoro pasmepa. KC
AOMKeH ObITb repMETMYHO YCTaHOBIEH MO LIEHTPY rMapoavHaMuyeckoro kaHana. [ans
obecneyeHnsa repMeTUYHOCTU ONYCKaeTca yaansTb NpULLnBHYLO MarxeTy MKC.

5.2.4 lpoueaypa ucnbiTaHUn

YcraHaBnueaT NKC B ruapoguHaMuyueckmn kaHan. 3anonHawT kaHan padoyen
XMAKOCTbIO Tak, 4ToObl B 30He MKC He octanocb MysbIpbkOB rasa. YcraHaenuearoT
CTauMoHapHbI NOTOK 3HadeHneM 5 n/MuH B kaHane. NMpoBoaaT usMepeHue 3HavyeHus
nageHna aaeneHua Ha MKC. MNMoeTopsiOT ncnbiTaHMe Ans 3HavYeHun notoka 10,15, 20,
25 1 30 n/MuH.

[nsa KOHTpONA CUCTEMBbI PEKOMEHAYETCS MCronb3oBaTb CTaHAapTHoe Cconno
(pucyHok 3).
10
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PucyHok 3 — CTaHAapTHOe COMNJIo 418 KOHTPONSA ucnbiTaHuii 8 npsimom notoke (1 — yposeHb
CTEHOK TMAPOANHAMNYECKOTO KaHana, a — Hanpas/ieHMe noToka)

5.2.5 TlpeacTtaBneHne pesynbLTaToB U OLEHKA COOTBETCTBUSA

AdhekTBHYIO  naowadb npoxoAHoro oTteepctus  EOA, wmm2,  cnepyet

onpefensTs no opmyne

103
108+ 72 %))
A

roe [p — nafieHve faBrieHust Ha knanade, MMa;
J — 06BbEeMHbI NOTOK, N/MUH.

CnepyeT npeactaButb 3aBncumoctb EOA oT 06beMHOM0 notoka B rpacimyeckom
i TabnuuHom Buge. 3a pesynbTtat namepennss EOA npuHumatot 3HaveHne EOA npm
20 n/MuH.

5.3 lcnbiTaHWe Ha cTauMOHaApPHYHK YTeuky

5.3.1 Uenb ucnbitaHnsa

Llenb mcnbiTaHUsi — onpefeneHne yTeyku XUAKOCTM yYepe3 3a30pbl 3aKpbITOro
MKC npy NpunoXxeHnn NocTosAHHOTO 06paTHOro AaB/eHUs.

5.3.2 WcnbiTaTenbHoe obopypoBaHune

WcnbiTaHus  cnefyeT npoBOoAMTb B MPSAMOM  TMAPOAMHAMWYECKOM  KaHase

n
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KPYrnoro ceveHns gmametpom 35 mMM. [OrpewwHocTb U3MEpPEeHUss CKOPOCTU YTEeUKU He
[o/mKHa OblTb 6onee 1 wi/c. TOrpewHoOCTb WU3MEepeHus MNOCTOAHHOro 06paTHOro
[aBneHns He Ao/KHa 6bITb 60nee 2 MM pr. oT. KOHCTpyKumei cuctembl AO/MKHA 6biTb
obecrneyeHa BO3MOXHOCTb CO3/laBaTb MOCTOSAHHbIE O6paTHble AaB/ieHUsA B AuanasoHe
oT 40 pgo 200 mm pr. or. lpu ucnbiITaHMAX cnefyeT KOHTPO/IMPOBaTh 3HAYeHUs
NAOTHOCTM M BA3KOCTU pabouyeit XuakocTu. B kavecTBe pabouyein xuakoctu cnepyet
MNcnonbL30BaTb AUCTUNNMPOBaHHY BoAy Temnepatypoit (20 £ 5) °C.

5.3.3 MoaroTtoBka 06pas3yoB

McnbiTaHnam nopsepraloT He meHee Tpex [MKC mMakcumasibHOro, cpefHero u
MWHUMaNbLHOro pasmepoB U ogHoro MKC kaxporo npomexytoyHoro pasmepa. [MKC
[OJ/IKEeH OblTb repMeTUYHO YCTAaHOB/IEH NO LEHTPY rMAPOAMHAMUYECKOro KaHana. [Ans
obecneyeHnsa repMeTUYHOCTM AoNyCcKaeTca yaanaTh NpuLmnMBHY0 MaHxeTy MNKC.

5.3.4 TMpouegypa ncnbiTaHui

YctaHaBnusawT MKC B rugpoanHaMmyeckuini kaHan. 3anosniHAT KaHan paboyeit
XXMAKOCTbIO Tak, 4T06bl B 30He MKC He ocTanocb My3blpbKOB rasa. 3afalT 3HavyeHue
obpaTHoro pasneHnss 40 mm pr. or. [poBOASAAT wM3MepeHue yTeuku. [loBTOpSAT
ncnblTaHne Ans 3HavyeHUin obpaTHbIX AasneHnin 80,120,160 1 200 mm pr. OT.

[ns KOHTpOnA CuUCTeMbl PEKOMEHAYeTCA WCMNoJb30BaTb CTaHA4apTHOE COoMJo

(pUcyHoK 4).

PucyHok 4 — CTaHAapTHOE COM/Oo AJis KOHTPO/S UCTbITAHWIA Ha yTeuKy Npu NOCTOSIHHOM
06paTHOM MoToke

(7 — ypoBeHb CTEHOK MMAPOANHAMUYECKOTO KaHasia, a — Hanpas/ieHne NnoToka)



roCT 31618.1—2012

5.3.4 MNpepacraBneHue pe3ynbLTaToB U OLlEHKA COOTBETCTBUA

Cnepyetr npenctaBvTb 3aBUCMMOCTbL CTaLMOHApHOM yTeukn OT obparHoro
LaBneHus B rpacduyeckoM unu tabnuuHom suge. 3a pesynstat uamepeHus obpatHon
YTEUKN NPUHNMAOT 3HaueHne obpaTtHom yTeuku npu 120 Mm pT. CT.

5.4 WcnbiTaHMe MeXaHUYECKOM MPOYHOCTU MaHXeTbl

5.4.1 Lenb ucnbiTaHus

Llene ucnbitaHna — ybeanTbCs, YTO Harpy3kM Ha MaHXeTy He NPUBOAST K
OTPbIBY MaHXETbl UNN HapyLUEHUIO €€ MEXaHWYEeCKON LienocTHocTh. B kayectse mect
NPUNOXEHNA Harpy3kn cregyeT BbibupaTs Hanbonee crnabble y3anbl KOHCTPYKLUM.

5.4.2 WUcnbitatrensHoe obopynoBaHue

[na npoBegeHWs UCMbITAHUA CcrejyeT WCMOoMb3oBaThb LUTATUB, Ha KOTOPOM
BO3MOXHa XecTkasd ukcaumsa kapkaca [MKC, W wvcnbiTaTenbHbId rpy3 Maccow,
YCT@HOBMNEHHOW n3roToButenem (He MeHee 1 «kr). [OrpewHoCcTb 3agaHns Maccbl He
nomkHa 6biTb 6onee 10 %.

5.4.3 MNoprortoBka o6pa3uoB

UcneitaHusm nopsepratoT He meHee Tpex MNKC makcumanesHOro, cpepHero u
MUHUManbHOro pasmepoB M ogHoro [MKC kaxporo npomexyTovyHOro pasmepa Ans
MaHXeTbl KaX4oro Tuna.

BeiGupatot Hanbonee cnaboe MecTo KOHCTPYKUMU. C MOMOLLBIO XUPYPrmyeckom
UMbl NPOMYCKAT HATb SOCTATOMHOM TOJNLWMHBI Yepes MaHxeTy Ha pacctosHum (1,5 +
0,5) mm oT ee kpas. CBA3bIBAOT KOHUbI HUTK, 06pa3oBbIBas NETIO AMMHOW HE MeHee
20 mm. MoBTOpPSAOT NpoLeaypy, NO MeHbLUEN Mepe, ANS ABYX MECT.

5.4.4 Mpoueaypa ucnbiTaHUM

YKecTKo 3aKpennsoT B ropusoHTansHoM nonoxeHun NKC 3a kapkac Ha wratmee.
C nomoLbo rpy3a nnaeHO NPUKNAaAbIBaOT Harpysky K MEpBOM HATU B HarnpasneHuw,
nNepneHAVKyspHOM K NNOCKOCTU MaHXeTbl. BbiaepxMBaroT MaHXeTy noj, Harpyskon B
TeveHne He meHee 20 c. CHumaroT rpya. MoBTOpSIOT Npoueaypy ANs OCTanbHbIX HUTEN.

Mepesakpennsot MKC Ha wratuee, nepesepHyB ero. [MoBTOpsOT npoueaypy
UCTIbITaHNA ANS BCEX HATEN.

5.4.5 lpeactaBneHue pe3ynbLTaToB U OLlEHKA COOTBETCTBUS

MKC cunTaetcs BbigepKaBwmMM UCMbITaHWEe, €CNN NPUINOKEHWE Harpy3kn HA Ans
OfHOW M3 HUTEW HEe MPUBENO K OTPbIBY MaHXETbl UMW HaPYLUEHUIO €€ MEXaHUYeCKOn

LIeSIOCTHOCTM.
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5.5 WcnbiTaHne Ha yCTOMUMBOCTL K BO3AENCTBUIO 06paTHLIM faBreHuem

5.5.1 LUenb ucnbitaHusa

Lenb vcnbitaHna — ybeautbes, UTO Harpysku, BO3HMKAIOLLME MPU MPUMNOKEHUN
obpartHoro gaeneHns Ha 3anupatowme anemeHtbl MNKC, He npuBoAAT K paspyLleHuo
MKC.

5.5.2 WUcnbiratensHoe o6opyaoBaHue

[ns npoBeAeHWs UCMbITAHUA CrieAyeT MCMnonb3oBaTb CUCTEMY, CrOCOBHYHO
cos3fnaBaTbh M nopngepxkueate obpaTtHoe AasneHne Ha [MKC. 3HaueHue obpatHoro
JaBneHnsa JOmKHO ObITh 3a4aH0 U3roToBUTENEM, HO He A0MMKHO ObiTb MeHee 0,5 atMm. B
kayectBe paboyen cpeabl Ana 3agaHns AaBneHUs AOMYyCKaeTCsl UCNOoNbL30BaTh Niobble
ras Unm >xmakocTb. MorpelHoCTL 3a4aHns AaBneHus He AomkHa Bbitb 6onee 10 %.

5.5.3 MNoproroBka o6pa3suoB

WcnbiTaHusm noasepratoT He MeHee Tpex [MKC makcumanbHoro, cpepHero v
MWHMManbHOro pa3mepoB U ogHoro MKC kaxporo npomexyTtouHoro pasmepa. MNKC
creflyeT JKeCTKO 3aKpennsaTb B CUCTEME MOoAayn LaBMneHWUs 3a kapkac unu, B cnyyae
[OCTaTOYHOW NPOYHOCTM, 38 MaHXeTy TakMm obpasom, 4Tobbl 3anuparome SNeMeHThbI
B 3aKPLITOM COCTOSIHAM NPEnaTCTBOBaNM Bbixofy paboyen cpeabl.

5.5.4 Mpouenypa ucnbiTaHum

C nomolbto perynaTopa faBneHus MaBHO YBENUYMBAIOT AaBNEHWE B CUCTEME
[0 3afaHHOro 3Ha4YeHUs W BbIAEPXKMBaKOT B TeYeHWe He meHee 20 c. 3atem nnaBHO
YMEHbLUAIOT 3HaYeHWe JaBneHns A0 Hyns.

5.5.5 lMNpencraBneHue pe3ynbTaToB U OLLEHKA COOTBETCTBUSA

MKC cumtaeTtcs BblAEpXKaBLUUM MCMbITAHWE, €CMU NMPU NPUIIOXKEHUW AaBEHUs
He MPOM3OLLNO Pa3spyLUEHWS UMM BO3HUKHOBEHUSI fedEKTOB 3anuparoiux 3reMeHTOB
MKC.

5.6 WcnbiTaHMe Ha yCTOMUUBOCTL K AeOPMUPOBAHMIO KapKaca

5.6.1 Llenb ucnbitaHusn

Llenb vcnbiraHua — ybeautbes, YTo Harpysku Ha kapkac MKC He npuBogsaT k
yXyALWweHnto ero paboTel. B kauecTtBe MECT NPUNOXEHUsT Harpy3ku crieayeT Bbibuparb
yactu kapkaca, pedopMupoBaHue KOTOpbix ©onee BCero BeaeT K YXyALIEHUIO
OBWKEHUS UNW KPEnmeHns 3anvparolimx SNeMeHTOB, a Takke Hambonee cnabble yanbl
KOHCTPYKLUW.

5.6.2 UcnbitatensHOe oGopyaoBaHue

Ina npoBeAaeHVa WCMbITaHWM chefyeT UCMofb3oBaTb CUCTEMY, CrocobHyro
co3jaeatb U MoaaepXuBaTb COCPEfOTOMEHHYI0 Harpy3ky Ha Kapkac B paguarnbHOM
14
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HanpaBneHun. 3HaueHne Harpy3ku JOITKHO ObiTb 3aaHO N3rOTOBUTENEM, HO HE MOXET
ObiTb MeHee 3 H. MorpeluHocTb 3apaHns Harpy3ku He pgomkHa 6bits Gonee 10 %.

5.6.3 MopgroroBka oGpasuoB

WUcnbiraHnam nopaeepratot He MeHee Tpex NMKC makcMmanbHOro, cpegHero u
MUHUManbHoOro pasmepos u ogHoro MNMKC kaxgoro npomexyTtouyHoro pasmepa. MKC
creflyeT XeCTKO 3aKpennsaTh 3a Kapkac B 3aKNMax CUCTEMbI 33[aHNS Harpy3kn Takum
obpasom, 4TODbl MecTa 3akpenneHus Haxoaunucb ANAMETPANbHO HanpoTuMB ApYr
Zapyra. B cnyyae goctatouHOM NPOYHOCTM MaHXETbl BOSMOXHO 3aKpernneHne 3a Hee.

5.6.4 lpoueaypa ucnbiTaHUM

Bbibupalor Havbonee  KpuTUUHOE  HanpasneHue  AedopMUPOBaHUA 1
3akpennsitoT obpasey cooTeeTCTBYOWMM 06pasoM. MNMnaBHO npuknagbiBaloT Harpysky
Ha cKaTue kapkaca B pagnanbHOM HanpaBleHUN U BbIAEPXUBAIOT B TEYEHNE HE MEHee
20 c. lNepemewjan 3anvipatrowpme 3MemMeHTbl MO BCEN TPAEKTOPUN WX [BWKEHUS,
ybexaalTcs, YTO [ABWKEHWE W KPEenmneHne 3anuparolmx 3NeMEeHTOB KrnanaHa He
HapyLUeHOo, a Takke He NOSBUNOCH HECMbIKaHUS 3arnvparoLLmMX SMEMEHTOB B 3aKPbITOM
coctogHuM. CHuMaroT Harpysky. WsmepsloT pguvameTp kapkaca B HanpaBneHuu
NMPUNOXEHNST Harpy3ku. YOexpaTca B OTCYTCTBUM OCTatodHOW  AedopMaumn.
MoBTOPAIOT UCNbITAHNE, NpUNaras Harpy3ky Ha pacTsKeHue kapkaca.

MoBTOPSAOT npoueaypy wChbiTaHUA ANS, MO MEHbLUEN Mepe, ABYX APYrux
KPUTUYHBIX HanpaBneHui AedopMmMpoBaHuS.

5.6.5 lpeacTaBneHue pe3ynbLTaTOB U OLLEHKAa COOTBETCTBUS

MKC cuutaloT BbigepXaBLUMM UCMbITAHWE, €CINN HU AN O4HOr0 U3 HanpaeneHni
AedPOpPMUPOBAHNSA HE MPOU3OLLINIO HapyLLEeHWs1 CBOBOAHOrO ABWKEHUA 3annparolmx
3MIEMEHTOB, MX HECMbIKAHWUS WM HapylUieHUs KPEenmeHus, a Takke paspyLueHus,
BO3HMKHOBEHMA AePEKTOB MM OCTaTouHON AedopMaumm kapkaca.

5.7 WcnbiTaHne Ha AONTOBEYHOCTb

5.7.1 Uenb ucnbitaHns

Llenb ucnbitaHns — y6eautbes, UTO MHOFOKpaTHblE LMKWYECKUE Harpysku v
OBWKEHWE 3anuparonx 3NeMEHTOB B TeYEHUE HasHadeHHoro cpoka cnyx6bbi MKC He
NPUBOAST K  Pa3pyLUEHMO, WU3HOCY WMAW  YXYAWEHW  MPOYHOCTHLIX  UNn
rmapoamHammnyeckmx  xapakrepuctuk  MKC. WenbitaHne MoxHO npoBoguTe B
YCKOPEHHOM pEXUME.

5.7.2 WUcnbitatensHoe o6opyanoBaHue

[ns npoBeAeHWA uCMbITAHUA CreayeT WCMoNb3oBaTb CUCTEMY, CMOCOGHYHD
cosfaBatb MynbLCOBOW PEXUM AABIEHWNA, NPUBOASLLMA K peanv3aumm NonHOro Lvkna
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oTkpbITMS M 3akpbitna [KC. B kauvectee pabouel cpedbl crnegyeT UCMONb3oBaTb
AVCTUNNMPOBaHHYO BoAy. B cucteme pormkHa ObiTe NpefycMOTpeHa BO3MOXKHOCTb
BM3yaneHoOro koHTponsa pabotbl MKC. [ns BuU3yanbHOro KOHTPOMS PEKOMEHAYETCHA
UCMonb3oBaTh CTPOBOCKON UM CUCTEMY YCKOPEHHOW BMAE03aMNMCH.

MKC pomxeH BbITb HAAEXKHO 3aKPENIEH B KaMePe CUCTEMbI 3a KOPMyC Unu, npuv
LOCTaTO4HbIX MPOYHOCTM U XKECTKOCTW, 3a MaHxkeTy. [na Banujauum pexuMa paboTebl
cUCTEMbI CrefyeT pernctpvpoBaTb Harpysky, npuxogswytoca Ha MKC. Harpysku 3a
LUMKN MPU UCMbITAHWM Ha [ONrOBEYHOCTb AOSDKHbI COOTBETCTBOBaTb Harpyakam npuv
UCMbITaHUSIX B MyNbCOBOM MOTOKE No metogy 5.1.2. [domkeH ObiTb obecneyeH
YCTOMUMBBIA PEXMM paboTbl CUCTEMbI Ha MPOTSHKEHUM BCErO UCTbITAHNS.

[onyckaeTcsa NCnonb3oBaTb YCKOPEHHBIN PEXUM MCTIbITAHWA MPKU YCIOBUK, YTO
PEXUM UCMBITAHUA BanuAVPOBaH, Kak OMucaHo Bbiwe. PekomeHayemas yactoTa
LIMKIIOB YCKOPEHHOr0 pexumMa ucrbiTaHui coctaensiet (20 + 5) 'y,

5.7.3 MNopgrotoBka oGpasuoB

UcnbitaHmsim noaseprator He MeHee Tpex MKC makcMmanbHoro, cpepHero v
MWHMManeHOro paamepoB U ogHoro MKC kaxgoro npomexyTtouHoro pasmepa. [NKC
CrneayeT XeCTKO 3aKpennsaTb B Kamepe CUCTEMbl 3a kapkac WUnu, npu JOCTATOYHOM
MPOYHOCTM W KECTKOCTM, 38 MAHXETY.

5.7.4 Mpoueaypa ucnbiTaHUM

YcraHaBnueatoT NKC B kamepy cuctembl. HacTpavBaloT 1 BanMaupyoT pexum
ucnbiTaHuin. poOBOASAT UCMbITAHWUS, KOHTPONMPYS KadYecTBO LUMKMa OTKPbITUA U
3aKpbITUA KnanaHa kaxable 50 MnH uuknoBs. MpoAomKUTENLHOCTE UCTbITaHNA T, AHW,
cneayeT onpefensatb, ucxoaa u3 TpebGyeMoro uucna umknos paboTel M 4acToThbl

pexunma ncnbiTaHum no popmyne
_ N
T=11,6 s (3)

rae N — 4nCno UWKNoB, MIH;
f — vactoTta uuknos, 'y,

Mocne npoBefeHUst WCMbITaHUs B nonHOM ofbeme, COOTBETCTBYHOLLEM
onpepeneHHoOMy W3roToBUTENEM YWCMy LVKNOB, cnedyeT NOBTOpUTbL npoueaypy
MOBTOPHOW Banugaum U yoeauTbcss B TOM, YTO PEXUM  UCMbITAHWS OCTancs
COOTBETCTBYHOLLMM KPUTEPMSM Banvaaumu, ykasaHHbIM B 5.7.2. Mpoueaypy nOBTOPHOM
Banuaauuv crieayeT NPOBOAUTL Takke B TOM Cryvae, €Cnu B NpoLecce UCMbITaHuA

Gbinn OCTaHOBKM, CBSAA3aHHbIE C TEXHUYECKUM OGCﬂyM(I/IBaHVIeM U1 NHsIMU NPUHNHAMW,
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B npoLecce KoTopbIxX OblNW BbINOMHEHbI Kakne-nmbo AeCTBUA B OTHOLLUEHUN pabodei
Kamepsbl, NOTEHLMaNsHO BIVSIOLLME Ha PEXMM UCTIbITAHUS.

5.7.5 lNpepncraBneHue pe3ynbTaToB U OLEHKAa COOTBETCTBUSA

Yepes kaxpable 50 MIH LUUWKNOB B TEYEHME WCMbITaHWS, a Takke nocne
WCNbITAaHNA CreayeT OueHMBaTh MpPU3HaKW MexaHundeckoro paspywenus [KC
(obpasoBaHMe TpewmH, OTBEPCTUA U BbIBOMH MaTtepuana, pasgeneHne 3NeMeHToB Ha
aBe 1 Bonee 4actn, Ype3MEepHbIN M3HOC Marepuana WU COeAVHEHWA, Y3noB U T. N.).
Mocne 3aBepLUeHWs UCMbITAHNSA AOMNONHUTENLHO CrefyeT NpoBoauTb McnbiTaHus MKC
Ha cooTBeTcTBME TpeboBaHnsam 4.3, 4.4, 4.5, 4.7, 4.8.

MKC cuvTaloT BbIAEPXKaEBLUMM UCMbITAHWE, €CnM  MOCMNe WUCMbITaHUS Ha
[OMrOBEYHOCTb OTCYTCTBYIOT MPU3HaKM MexaHudeckoro paspywenus MNMKC u nportes

COOTBETCTBYET MMAPOANHAMMYECKM TPeBOBaHNAM, YKa3aHHbLIM BbilLe,

6 KomnnekTHOCTb, ynakoBKa, MapKnpoBKa, UHCTPYKUUA nonb3oBaTtend

6.1 KomnnekTHocTb

6.1.1 B komnnekT nsgenns fomkHbl BXogUTb cOOCTBEHHO MKC, MHCTPYMEHTLI U1
NPUHaANEXHOCTHW, Heobxogumele Ana obpaleHus ¢ MKC, MHCTPYKUWS Mo NPUMEHEHWIo
MKC, wmaeHtTudukaumoHHan kapta. lepeyeHb WHCTPYMEHTOB M MPUHAANEXHOCTEN,
BXOAALMX B KOMMNIEKT M3Aenus, AOMKeH ObiTb ykasaH B TEXHWUYECKUX YCNOBUSIX Ha
KnanaHbl KOHKPETHBIX MOJEnen.

6.1.2 UpeHTudukaumoHHasa kaprta

WpeHTudmMKaumoHHas KapTa A[omkHa coaepxartb, MO  MeHbluen Mepe,
cnegyroLyo nHpopmMauuio:

a) amunuio, MHULManNb! NaUneHTa,

©) Homep nucTopun 6GonesHu;

B) HanMeEHOBaHWE U afpec MEMLMHCKOro yYpeXaeHus;

r) damunuio, MHULManbl XMpypra, BbINOSHUBLLIETO UMMNIaHTaLMIO;

4) AaTy MnnaHTauumu;

€) NOo3nUMIO UMNNaHTaLu;

MOoAenb 1 nocagouHbin guametp MNKC;

3

n) cepunHbii Homep [MKC;

K) HavMeHoBaHWe NpPejnpUSTUS-N3roToBUTENS.

[ns ypobcTBa 3anonHeHns K kapTe MOryT ObiTb NpUNoXeHbl CamoKneswmecs
CTUKEpbI C MHOPMaLIMEN MO NEPEUNCIIEHUSAM XK) — K).
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6.2 YnakoBka

MKC pomxHbl ObITb ynakoBaHbl B MOTPEOUTENbCKYIO Tapy, COCTOSLLYH W3
WMHAVMBUAYaANbHOTO KOHTEMHEpa M HapyXHOW ynakoBkW. JOImKHbl ObITb BLINOSHEHBI
TpebosaHusa FOCT UCO 14630.

Kaxkgbinn TIKC pomkeH ObiTh ynakoBaH B MHAMBUAYaNbHBIA KOHTENHEP, KOTOPbLIN
fomkeH ObiTb paspabotaH Tak, 4ToObl NOOOE HapyleHWe repMeTUYHOCTU
WHAVBMAYanbHOro KoHTeHepa 6bino nerko obHapyxute. MHANBMAYarbHbIA KOHTEMHED
fomkeH obecneumBaTb CTEPUNBHOCTb COLEPXMMOro Mpu  YCROBUM HOPManbHOro
obpalleHns, TPaHCMOPTUPOBAHNSA N XPaHEHUS! B TEYEHWE, NO MEHbLUE Mepe, OAHOro
roga nocne crepunusadmn. JormkHel ObiTb NPEeAyCMOTPEeHbl CpefcTsa MHAMKaLMM
HaxoXAEHUS YMakoBKM B HEHOpMarbHbIX YCNOBMSAX (HanpuMep, 3amopaxusBaHue,
NOBPEXAEHNE KOHTEMHEepa) BO BPEMSA TPAHCMOPTMPOBAHUS WM XPEHEHWS, KOTOpble
MOryT BbI3BaTb MOBPEXAEHNE NPOTE3A UNWN HAPYLLEHNE CTEPUIBHOCTM.

NHavBMayansHbIN KOHTEMHEp [JoImKeH ObiTb ynakoBaH B HapPYXHYK YMakoBKy
(ynakoBka ANa Npojaxu/xpaHeHWs) ANs 3aluTsl UHAMBUAYarbHOTO KOHTEMHepa.

6.3 MapkupoBka

[ormkHbl ObITh BbINONHEHbI TpeboaHua FOCT NCO 14630.

6.3.1 MapkupoBKa Hapy>XHON ynakoBKWN

MapkvpoBka HapyXHOW ynakoBKW AOMMKHA COAepXartb, MO MEHbLUENW Mepe,
CNeayroLyo NHhOpMaUUIo:

a) naeHTUPUKaLMIO COAEPXKMMOTO;

©) HaumeHoBaHue IMKC;

B) o0o3HayeHWe wmogenu, nocagodHbii aguametp [KC B  MunnumeTpax,
KOHdUrypaums npuwmneHon mamxetsl MKC;

r) HaMMEHOBaHWe U afpec U3roTOBUTENS;

A) CEPUAHBIN HOMEP;

€) yKkasaHue CTepUrnbHOCTU N MEeTOAA CTEPUNN3ALIMN N3[ENNS;

X) yKasaHve 0fHOPa30BOro NPUMEHEHWS N3aenus,

W) yKasaHue cpoka rogHocTu («Mcnonb3osaTthb J0...»);

K) TpeboBaHWS K XpaHEHUIO,

n) npepynpexaeHne o HeAOoMyCTUMOCTM  WUCMOMb30BaHUS  U3genust  npu
BCKPbLITOM MITN NOBPEXAEHHOM NHANBUAYANBLHOM KOHTEVHEpE,

n) ykasaHve 0 HeO6XOANMOCTN O3HAKOMNEHUA C MHCTPYKLMEN NO NPUMEHEHMIO.

6.3.2 MapkmpoBka uHaMBMAYanbHOro KOHTENHEpa

MapkvpoBka MHAMBMAYaANBEHOrO KOHTEHEpa AOMMKHA cofepxaTtb MHopMauuio,
18
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ykasaHHyto B 6.3.1 B nepeudmcnennsx 6), B), g) — n).

6.4 WHCTPyKUMUA NO NPUMEHEHUIO

B WHCTpyKUMM NO nNpUMEHEHWO A[OMKHbI ObiTb NpYBeAeHbl cregyowme
CBEeAEHUS!:

a) vHdopmauma, ykasaHHas B 6.3.1, 3a UCKMIOYEHWEM MEepeyYncneHn a) n 3).
OnucaHue moaenun, nocagoyHbii anametp MNKC 1 koHdUrypaums maHkeTbl, ykasaHHble
B NnepeymcrneHnm B), MoryT BbiTb ckopee obLwmmMu, Yem crieymduydeckumu;

6) pasmepbl MKC, Bkntovas rabaputHble paamepbl MKC, ToecTb nocagouHbli
LVaMETP, HapYXHbIA ANaMeTp NPULLIMBHON MaHXETb!, NMoWaab NPOXOAHOIO OTBEPCTUS,
BbicoTy NKC, BbicoTy BeixogHoro npodunsa MKC;

B) MOKa3aHus K MPMMEHEHUIO N NMiobble N3BECTHbIE NPOTMBOMOKa3aHUS,

r) nobble Mepbl MNPefoCTOPOXHOCTN npu obpaweHun ¢ MKC wnm ero
uMnnaHTauum;

4) nopgpobHas wuHdbopmauus o nobbix Mepax NPeaoCTOPOXHOCTU, KOTopble
cnegyer cobniogatb, BKMOYAs CONyTCTBYHOLME Mpoueaypbl MNU  UCMONb3oBaHWe
Apyrvix nsgenuin (HanpumMep, nposeaeHue katetepos yYepes MNKC);

e) vHdpopmaumo o coemectumoctn  IKC ¢ npoueaypamym  MarHUTHO-
pPesoHaHCHOM Tomorpacdun. 3Tta uHbOpMaums AOMKHA OnucbiBaTe pesynbTarhbl
aHanmsa s3avmopenctemsa NMKC ¢ MarHUTHbIM rnonem (B T. 4. BO3MOXHbIE apTedakTbl
Wnn Harpes) C yKasaHuem Cumbl MarHUTHOro MOons, Npu KOTOpPoW Obin BbINONHEH
aHanwms;

) paccMoTpeHve MeToAoB/MHCTpykumn no obpawenuto ¢ MKC u no ero
UMMnaHTauumy, BKNoYas MHCTPYKLUMKM 4118 npaBuibHOro eeibopa pasmepa MNKC ¢ yuetom
KOHUrypaumm nNpULLMBHOW MaHXeTbl, anameTpa (ubpo3HOro konbua nauueHta u
KOHKpeTHOro Mmetoaa npuwmeaHms MNMKC;

1) nepeveHb noTeHumarnbHbIX OCMOXHEHUA, CBA3EHHBIX C MMMNMaHTUPOBAHHLIMA
MNKC;

K) onucaHne ntobbix Tpebyembix MPUHBANEKHOCTEN W MHCTPYKUMM MO KX
NMPUMEHEHWIO;

n) nrobble pekomeHaaLmm no xpaHeruro MKC;

M) VHCTPYKUMS MO MOBTOPHOW CTEpUNM3aumm (ecnm oHa AOMNyCckaeTcs), BKovas
napameTpbl pexvma CTepunM3aummM U MakCUManbHOE YMCNO LMKIOB MOBTOPHON
CTepUnM3aumn, a Takke MHOPMaLMI0 O MPUMEHUMbIX KOHTEMHepax W YNakoBku Ans
cTepunmaaumu;

H) WHOPMaLMA U UHCTPYKUMK, NpefHasHauYeHHble AMA UX Nepeaayy Bpayvom
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nauueHTy;

n) HaMMeHOBaHWE U3roTOBUTENS, €ro agpec n Homep TenedoHa.

20



rOCT 31618.1—2012

MpunoxeHue A
(cnpaBoyHOe)

Ecnu pasHvua gaeneHuss  uvnn  peryprutauus  siBnsietcs  yHKUMen
No4aTnMBOCTU COCyAa MNU Kamepbl, B KoTopble umnnantupytot MKC (Hanpumep, B
cnyyae GeckapkacHoro aoptansbHoro [MKC), Torga MKC pomkeH ObiTb mMcnbiTaH B
NoAaTNMNBbLIX kKaMepax.

Mpn ncnbiranmn MKC B nogartnvebix kamepax AOMMKHO ObiTb MPEAyCMOTPEHO
MCrosb3oBaHWe AByX NoaaTnvBbIX KaMmep:

- Kamepbl HWU3KOW NoaaTnMBOCTU ANS MOLENUPOBAHWUS YCIOBUN, XapakTepHbIX
ANS NauneHToB C HopMaribHOW aopTow;

- Kamepbl BbICOKOW  MOAATNMBOCTU ANS  MOAEMUPOBAHUS  YCrOBWN,
XapakTepHbIX ANs MOMOAbIX NMaLMEHTOB UMW NALMEHTOB C rMNEPNOAAaTNINBON aopTOW.

Hwxke npuBegeHo pekomeHyemoe 3HadveHne nogarnmeoctu C, %/kMa (%/mm pr.

CT.), NPY NYNbCUPYIOLLEM faBEHNM

dy -0
dip,—py)
rae di — HapyXHbl LUaMeTp npu P, MM;

C= 100 %, (A1)

0> — HapPyXHbIA AUaAMETP MPU P2, MM;
P1 — pnacronuyeckoe aaenenve, kMa (Mm pT. CT.);
P2 — cucTonuyeckoe aaerneHue, klla (Mm pT. cT.).
PekomeHayeMble 3HaYeHUs NOAATNMBOCTU kamep: Hu3kow noparrmesoctu C =
0,68 %/kMa (0,09 %/mm pT. cT.); Bbicokon nopgatnmeoctTn C = 2,40 %/kMa (0,32 %/mMm
pT. CT.).
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