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MpeaucnoBue

1 NMoaroToBIEH ObLwecTsoM c orpaHu4eHHoOM OTBETCTBEHHOCTbLIO
«MegrexctaHgapTt» (OO0 «MepgrexcrtaHgapT») Ha OocHoBe COOCTBEHHOro nepeBoga Ha

pyCCKMVI S3bIK aHII0SA3bI4YHOMN BepCun CtaHOapTa, YKa3aHHOro B MyHKTE 4

2 BHECEH TexHuyeckum kommutetom no ctaHgaptudaumm TK 011 «MeaunuuHckme

npubopsbl, annapatbl 1 06opyaoBaHMNE»

3 YTBEPXXOEH V1 BBEAEH B JENCTBMWE lMpukasom ®enepanbHoOro areHTcTea no

TEXHUYECKOMY PEryrnMpPOBaHNIO U METPOSIOTNN OT 2026 r. Ne -CT

4 HacTosilwmn ctangapT uaeHTudeH mexayHapogHomy ctangapty NCO 11712:2023
«AHecTe3nornornyeckoe u fAbixatenbHoe obopygosaHue. CynparopTaHHble TPyOku wn
coeguHutTenny (ISO 11712:2023 «Anaesthetic and respiratory equipment — Supralaryngeal

airways and connectorsy, IDT).

an/I npuMeHeHn HacTodlero crtaHgapTa peKoMeHAyeTCA ucnonb3oBaTtb BMECTO
CCbIJTOYHbIX MeXOyHapoAdHbIX CTaHOapTOB COOTBETCTBYWOLLME WM HauWOHallbHblE WU
MeXrocygapCrtBeHHble CTaHaapTbl, CBeOEHNA O KOTOpPbIX npuBeneHbl B AOMOJNTHUTESIbHOM

npunoxeHun JA

5 BBE[OEH BINEPBbIE
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lMpasuna npumeHeHUss Hacmosiweao cmaHdlapma ycmaHo8/eHbl 8 cmambe 26
®edepanbHoao 3akoHa om 29 uwHs 2015 2. Ne 162-®3 «O cmaHOlapmusayuu 8
Poccutckou ®edepauyuu». NHpopmayus ob usMeHeHUsiX K Hacmosiwemy cmaHOoapmy
nybrniukyemcsi 8 exe200HOM (Mo cocmosiHulo Ha 1 fHeaps mekyweao e00a)
UHQOpMaUUOHHOM yKa3zamerne «HayuoHarnbHble cmaHdapmbl», a oguyuarbHbIl MeKcm
U3MEHeHUlU U [ornpasoKk — 8 EXeMeCSIHHOM  UHGOPMauyUOHHOM  yKalamerse
«HauuoHanbHble cmaHOapmbi». B cnyyae nepecmompa (3ameHbl) unu  OMMEHbI
Hacmosiweao cmaHdapma coomeemcmesyuwee ysedomneHue bydem ornybriukoeaHo 8
bruxalweM 8biMyCcKe eXeMecs4Ho20 UHGOpMayUuOHHO20 ykadamerns «HauuoHasbHbie
cmaHdapmbl».  Coomeemcmsyrowass  UHopmauusi, ysedomsrieHue U  MeKCmebl
pasmewiaromcsi makxe 8 UHghopMayuoHHol cucmeme obuwie20 Monb308aHUsT — Ha
oguyuanbHom catime @edeparibHO20 azeHmemea o MexHUYeCKoOMy peayriupo8aHuro U

mempornoauu 8 cemu MHmepHem (Www.rst.gov.ru)

©1S0, 2023
© Odpopmnenune. OIrbY «UHCTUTYT cTaHgapTusauumy», 2026

HacTosawwmii ctaHaapT He MOXeT ObiTb MOMHOCTLIO UMM YaCcTUYHO BOCMPOU3BEAEH,
TUPaXXMpoOBaH W pacnpocTpaHeH B KayecTBe oduuManbHOro msaaHusa 6es3 paspelleHus

CDep,epaanoro areHTCcTBa Nno TeXHN4YeCKoOMYy perynmpoBaHMUio 1 MeTpOornn
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BBepeHue

HacTtoswun cTtaHpapT NOEHTUYEH NCO 11712:2023, noaroToBrieHHOMY
nogkomutetom SC 2 «Bo3gyxoBOOHble YCTPOMUCTBA U CBHA3AHHbIE C HUMWU U3OEeNNa»
TexHnyeckoro komuteTa no ctangaptmsauun MCO/TK 121 «ObopynoBaHue o aHecTe3nn
N UCKYCCTBEHHOW BEHTUNALNMN NETKUXY.

BTopoe nsgaHne otmeHsieT n 3ameHsieT nepsoe nagaxHme (MCO 11712:2009), kotopoe
ObINO0 TEXHMYECKN NEPECMOTPEHO CO CreayrLUMM UBMEHEHUSMMU:

- dhopmaTt HacTosLero ctaHaapTa 6o nsmeHeH ans cornacosaHunsa ¢ MCO 18190; n

- cnocobbl NPOBEPKN COOTBETCTBUSA A0BaBNEHbI AN KaXaoro TpebosaHus.

CynpazopmaHHasi mpybka — 3TO MeQULMHCKOe nsgenve, BBoaMMoe Yepes poT, MUHYS
roflocoBble CBSA3KW, MNpedHa3HayYeHHoe AN repMeTusauun cynparoptaHHon obnactu,
N30NAUMN  OblXaTenbHbIX NyTEMW OT rasoB W XWMOKOCTEW B [NOTKE WU noagepxaHus
NPOXOANMOCTU AbIXaTenbHbIX NyTEN Anst obner4yeHnsa BEHTUNAUMKN NErkux y naumeHTos,
Haxo4ALMXCH NOoA HapKO30oM Mnn 6e3 co3HaHuA, ¢ nogadven aHeCTE3UPYHOLLMX ra3oB uUnu
0e3 Hee. BeHTUNAUMs nerkux mMoxeT OblTb CaMOMNPOM3BOSIbHOW, BCMOMOraTesibHOM Unn
KOHTpONupyeMon. Hactosawmn ctaHaapT Takke pacnpoCTpaHseTCa Ha cyripaz2opmaHHble
mpybku, npegHasHadeHHble Ana  obecnevyeHus OblXaTenbHbIX NyTen w/wunu ans
OAHOBPEMEHHOro obecnedyeHus Hanpaenswwen ana uHTybauum TpaxeanbHblX TPyOOK,
GPOHXOCKOMOB N U3OENUn Ans acnupauum, a Takke Ha coeduHumersu, NoMelaemMble Ha
CMOPOHE arnrnapama 3TUX N3Aenun.

Mpumepamun  cynpazopmaHHbIX mpyboK ABNAOTCA  NapuHreanbHble  Macku,
napuHreanbHble TPyOKM, BO34yXOBOAbI M YNIOTHEHUS, opodhapuHreanbHble BO34yX0BOAbI
C MaHXxeTamum U dapuHreanbHble BO34yXOBOAbl, @ Takke KOMOWHaUMA BO34yxXOBOL C
nueBogHbIM 00TypaTopoM.

TpeboBaHusi HacTosilero ctaHgapta Obuinm paspaboTaHbl C  UCMONb30BaAHWEM
onpeaeneHnsi OnacHOCTU ANt OLLEHKM pycKa, NPUBeaEeHHOro B npunoxexum D.

TpeboBaHMs K WCMbITAHUAM W NPEeOoCTaBNEeHUD WHGopMauun NPUMEHSATCS K
cyrnpasopmaHHbiM mpybkam, BbiMyLWEHHbIM Ha PbIHOK nocre nybnukaumMm HacTosILero
cTaHgapTa.

Hactoawun craHgapt coctaeneH B cootBetctBunm ¢ c¢opmatom UCO 18190.
TpeboBaHus, N3NOXEHHbIE B HACTOALEM CTaHAapTe, UMEKT npuopuTeT Hag nodbiMu

npoTtmBopevawmmm um TpebosaHmsamm MCO 18190.
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HAUWOHANBbHbLIA CTAHOAPT POCCUNCKOWU ®EOEPAL UM

AHECTE3WOJTION'NMYECKOE U AbIXATEJIbHOE OBOPYAOBAHUE

CynparopTaHHble TPYOKM U coegUuHUTENM

Anaesthetic and respiratory equipment. Supralaryngeal airways and

connectors

Oarta BBepeHua — 20 - -

1 O6nactb NnpUMMeHeHus

MpumedyaHue - PykoBoacTBO wunvM oGOCHOBaHME ANl 3TOMO MyHKTA COAEPXWUTCS B

npunoxeHum A.2.

1.1 B HacTosLeM cTaHOapTe YCTaHOBJIEHbl OCHOBHble TPeDOBaHUA K KOHCTPYKLMM
cyrnpacopmaHHbiX mpybok w coeduHumernel. JTW W3OENUs NpeaHasHadeHbl Ans
obecneyeHnss OTAENbHOIO AblXaTefbHOMO0 KaHana K BEpXHEeW 4acTu ropTaHu, 4Tobbl
obecneunTb  GecnpenATCTBEHHbLIN  AOCTyn  BO3gyxa  NauuMeHTam  BO  BpeMms
CaMOnpOn3BOSIbHOWN, BCMIOMOraTeNbHOW UMM KOHTPONMPYEMOW BEHTUAALMM NErKnX.

1.2 Hacrtosiwmn ctaHgapT yCTaHaBnMBaeT pa3mepbl, OCHOBHblE CBOMCTBA U METO[,
obo3HayeHnss pasMepoB AOCTYMHbIX TUMOB cyrnpaz2opmaHHbix mpybok. Tpybku,
pa3paboTaHHble ans crneumanm3npoBaHHbIX NPUMEHEHNN, KOHKPETHO He
paccMmaTpmBaloTCsl, XOTS OONbLUMHCTBO M3 HUX MOryT ObiTb KnaccuduumpoBaHbl MO
pasmepam (Unu gpyrum xapaktepuctukam), TpedbyembiM HaCTOALMM CTaHAAPTOM.

1.3 Cnepaytowme n3genns He BXOASAT B 0011acTb NPUMEHEHNS HACTOsILLLEro cTaHaapTa:
HasanbHble W opodapuHrearnbHble BO34YXOBOAbl, HAPKO3HbIE Macku, Opo- MU
HasoTpaxeanbHble TpybkWM, wu3genus Ons  KPUKOTUPOTOMWUKU,  CTOMATONOrnmyeckme
npucnocobneHns, TpaxeanbHble CTEHTbl, TpaxearnbHble TPYOKW, NaPUHrOCKOMbI,
yctponctBa CPAP, nuweBogHble o06Typatopbl, OyXm wn ycTpowucTBa, Tpedyowme

pa3MeLLeHNst XMpYpruyeckum nyTem.

lpoekm, dopabomaHHasi pedakyusi
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1.4 B HacTosilleMm cTaHOapTe npuBedeHbl pasmepbl, YTOObl ornepaTop 3Harn, Kakue
BCMoOMoOraTesnibHble W3Oenusl, Takue Kak TpaxeanbHble TpPyOkM M GpoHxocKomnbl, OyayT
COBMECTMMbIMY MO pa3mepam.

1.5 BocnnameHsieMocTb [AblxaTenbHbIX MNyTen, Hanpumep Mpu  MUCMNoNb30BaHUM
HEKOTOPbIX JErKkOBOCNMAMEHSIIOLMNXCH aHECTE3UPYIOLWMNX Ta30B, 3NEKTPOXMPYPrUYEeCcKmX
annapaToB UK nas3epoB, siBNsieTCA 06LLEM3BECTHOM OMAaCHOCTLI0, KOTopasi BbIXOAWUT 3a

paMKu HacTosiwero ctaHgapTa (cm. E.1.7).

2 HopmaTuBHbIE CCbISIKU

B HacTodwem cTtaHgapTe MCnosib30BaHbl HOPMAaTMBHbIE CCbINIKM Ha cregylowme
cTaHdapTbl [ONs AaTUPOBAHHbBIX CCbINIOK MPUMEHSIIOT TOMbKO YyKa3aHHOE u3gaHue
CCbINIOYMHOrO CTaHgapTa, ANs HedaTUPOBaHHbIX — MnocfnegHee u3gaHue (BKIYas Bce
N3MeHeHUs)]:

ISO 4135, Anaesthetic and respiratory equipment — Vocabulary (Annaparthbl
WNHransauMoHHOM aHeCcTe3nmn U UCKYCCTBEHHOW BEHTUNALMM nerkux. Crnosapb)

ISO 5356-1, Anaesthetic and respiratory equipment — Conical connectors — Part 1:
Cones and sockets (AnnapaTtbl MHraNSAUMOHHON aHECTE3MN U UCKYCCTBEHHOW BEHTUNALUK
nerknx. CoeamnHeHnsa koHn4veckmne. Yactb 1. KoHndeckue natpybkm n rHesna)

ISO 18190, Anaesthetic and respiratory equipment — General requirements for
airways and related equipment (AnnapaTtbl UHransUMOHHON aHEeCTe3nMn U NUCKYCCTBEHHOM
BeHTUNALMM nerkmx. Obwme TpeboBaHUsA K BO34yX0BOAAM U CBA3AHHBIM C HUMW U3AENUSAM)

ISO 18562-1, Biocompatibility evaluation of breathing gas pathways in healthcare
applications — Part 1: Evaluation and testing within a risk management process (OueHka
BMOCOBMECTUMOCTM KaHamnoB AblXxaTeNlbHbiX ra3oB B MeauUMHCKUX usgenusax. Yactb 1.
OueHka 1 npoBeaeHME UCMbITAHUA B NPOLECCe MEHE)KMEHTa p1CKa)

ISO 80369-7, Small-bore connectors for liquids and gases in healthcare applications
— Part 7: Connectors with 6 % (Luer) taper for intravascular or hypodermic applications
(CoegnHutenu manoro AauvameTtpa Ans XKWOKOCTEW UM ra3oB, WCMOMb3yemble B
34paBooxpaHeHun. Yacte 7. YacTHble TpeboBaHMA K COEQUHUTENAM BHYTPUCOCYOUCTOrO

U NOAKOXHOIO NPUMEHEHWS)
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3 TepMuHbI U onpeaeneHus

B HacToswem crtaHgapTte npuMEeHeHbl TePMUHbI U OnNpefeneHus, NpuBeaeHHblE B
MCO 4135, WNCO 18190, a Takke cregywwme TepMUHbl C COOTBETCTBYHOLIUMU

onpeaeneHnamMmn.

NCO n M3K nopaepxuBatoT TepMUHONOrMyeckne 6asbl AaHHbIX, UCNOMb3yeMble B
uendax ctaHgapTu3auuu rno cregywmnm agpecam:
- nnatdopma oHnarH-npocmoTpa NCO, goctynHa no agpecy: https://www.iso.org/obp;

- OnekTponeaums M3K, goctynHa no agpecy: https://www.electropedia.org/.

3.1 BcnomoraTtenbHoe AbixaTenbHoe oTBepcTue (auxiliary ventilatory opening):
[dononHutenoHoe oTBepcTMe B ObixamesibHOM KaHase (3.11), npegHasHadYeHHoe Ans
NPOXOXAEHUSA AblXaTerbHbIX ra30B Ha cmopoHe nayueHma (3.5) unu B6nunsm Hee.

3.2 cuff (maHxeTa): MbKaa 4acTb, MOCTOSAHHO MPUKPENNEHHAs K cyrpazopmaHHoU
mpyb6ke (3.8) ons pasmeLleHns U3aenus B rmnoTke.

3.3 HapyxHoe ynnoTHeHue (external seal): YnnoTHeHue, pacrnofioXeHHOe BHe

nagueHTa.

lMpumep — YnnomHeHue Mexoy siuyeeol MacKol U JITUUOM.

3.4 ctopoHa annaparta (machine end): KoHueBas yacTtb cyrnpazopmaHHoU mpy6bKu
(3.8) wnu coeduHumerns cynpazopmaHHol mpybku (3.9), nNpegHasHayeHHas Angd
NOAKMIOYEHMSA K OblXaTeNbHOMY KOHTYPY.

3.5 cTtopoHa nauueHTa (patient end): KoHueBasi yactb cyrnpazopmaHHOU mpybKu,
npeAHasHayYeHHasa aAns BBEAEHWS NauneHTy.

3.6 napeHue paBneHusn (pressure drop): MNepenag gasneHnsa Npyu 3agaHHOM NOTOKE.

3.7 mexaHusm cdukcaumm (seating mechanism): KOMNOHEHT CO CTOPOHbI NauneHTa,
KOTOpbIV onpeaensieT NonoXeHue cyrnpazopmaHHolU mpy6Ku.

3.8 cynparopTtaHHasble TpybOka (supralaryngeal airway): lagenvue sBognmoe yepes
poT, 6e3 NpOXOXAeHUs Yepes3 ronocoBble CBA3KM, NpedHa3HavyeHHoe Ans obecneveHus
OTAENbHOro AbIXaTerNbHOro KaHana K BEpXHEN YacTu ropTaHu.

3.9 coeauMHuTenb cynparoptaHHoM TPyOku (supralaryngeal airway connector):
KomnoHeHT, obecneynBatoLmii nHTepenc ans npucoeguHeHns cyrnpazopmaHHou mpybku

(3.8) K UCTOYHMKY rasa.
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3.10 pbixaTtenbHoe oTBepcTUe (ventilatory opening): OTBepcTue B cyripazopmaHHoU
mpy6ke (3.8) B6GnNn3n cTopoHbl nauneHTa (3.5), npegHasHavyeHHOe Angd NPoOXOXAeHWs ra3oB

N/Vnn Taknux U3Lenui, kak TpaxeanoHasa Tpybka, kateTep Ans acnupauum nnm 3HO0CKOoM.

NMpumedyaHue — CynpazopmaHHbie mpybKu MOryT UMeTb Gonee oaHOro ObixamesibHO20

omeepcmus.

3.11 pbixaTenbHbIW KaHan (ventilatory pathway): Yactb cynpazopmaHHoU mpy6bKku

(3.8), yepes KOTOpPY OOMMKHbI NPOXOANTL rasbl.

4 Obwwme TpeboBaHUA

4.1 O6wue NonoxeHus
MpumeHstoT TpeboBaHuna nyHkTa 4 MCO 18190:2016.
B npunoxeHun D npencraBneH WHGAPOPMAUMOHHBIA  NepeyeHb  BbISIBIIEHHbIX

ornacHocTeMn.

4.2 MeToabl ncnbiTaHUN

MHOrMe  nonoXeHWUst  HacTosIWero  CTaHgapTa,  Kacawlmecs  UCMbITaHUN,
yCTaHaBNMBAKT KPpUTEPMM NPUEMMAEMOCTU AN PasnUYHbIX acnekToB (YHKLMOHAMNbHbIX
XapakTepuCTUK. OTU KpuTepuu npueMnemMocTu [OOfKHbl cobnwogatbes Bcerga. Ecnn
N3roTOBUTENb PELUNT yKasaTb B 3KCMIyaTauMOHHbIX AOKYMeHTax 0onee BbICOKME YPOBHM
PYHKUMOHAIbHbIX XapakTepPUCTUK, YEM Te, KOTOpble yKa3aHbl B HAacTOsILLEM CTaHAapTe, TO
3TN YPOBHU, yKa3aHHble U3rOTOBUTENEM, CTAHOBATCHA NPUEMSIEMbIMU YPOBHSMU U TakKe
AOMKHbI cobniogaTtbes.

CooTBeTCTBME YCTaHaBMMBAKT PACCMOTPEHMEM WMHCTPYKUMM MO 3KcnnyaTaumum wm

TEXHUYECKOM OOKYMEHTALMEN N3roTOBUTENS.

5 MaTepuansl

5.1 O6wue nonoxeHus

MpumeHstoT noaxoaswme TpeboBaHusa nyHkta 5 MCO 18190:2016.
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5.2 UcnbiTaHne Ha Guonornyeckyro 6e3onacHocTb

CynpazopmaHHble mpybku Takke [OOIMKHbl OblTb OUEHEeHbl W  UCMNbITaHbl B
cooTteeTcTBUMN ¢ MCO 18562-1.

CooTBETCTBME YCTaAHABMMBAKOT PACCMOTPEHUEM  TEXHUYECKOW [OKyMEeHTauuu

N3roToBUTESA.

5.3 PykoBoAacTBO No matepuanam, npeaHasHauyeHHbIM ANA cynpa2opmaHHbIX
mpy6ok n coeduHumeineu
B npunoxenHnn E npuBegeHbl pekomMeHgauum no Mmartepuanam U KOHCTPYKLUM

cyrnpazopmaHHbIX mpybokK n coeOuHumeneda.

6 TpeboBaHUA K KOHCTPYKLUU

6.1 O6Lwme nonoxeHns

MpumeHstoT noaxoaswme TpebosaHus nyHkta 6 CO 18190:2016.

6.2 MNMonoxeHus, ncnonb3yemblie And BEHTUNAUUn

MpnumevyaHune — PykoBoacTBO unm o60CcHOBaHME Onst 3TOro nognyHkTa npueegeHo B A.3.2

npunoxenus A.

6.2.1 CynpazopmaHHble mpybku [OOMKHbI obecneymMBaTb BEHTUNAUMIO B TEX
NOMNOXEHNAX rONOBbl U LIEW, a Takke B TeX MONOXEHUsX nauueHTa, Onsi KOTOPbIX
npeAHasHayeHo usgenve.

CooTBeTCTBME YCTAHaABNMBAKOT PACCMOTPEHMEM TEXHUYECKOW [OKyMeHTauuen
N3roToBUTENS.

6.2.2 CynpazopmaHHble mpybKku OOMKHbI obecneuMBaTb BEHTUNAUMIO, Koraga
NauMeHT HaxoOuTCA B MOMOXEHUW fexa Ha ChnuHe, a rofoBa W Les HaxOAsTCa B
HENTpanbHOM MOMOXEHUN N UMEIOT Yrosl HaknoHa He meHee 30°:

a) npu narnbaHus;

b) yonuHeHuu;

C) noBOpOTE BMNpaBo U BIEBO;

d) crubaHum BGOK (HaknoHe) BNpaBo U BMEBO.
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CooTBeTCTBME YCTaHaBMMBAKT pPACCMOTPEHMEM TEXHUYECKOM [OOKyMeHTauunewn
N3roToBUTENS.

6.2.3 CynpazopmaHHble mpybku TakkKe [OOSMKHbI obecneynmBaTb BEHTUNALMIO B
crneayroLmnx NONOXEHMSX 1 B TIO6OM NONOXKEHUN, NpegHa3Ha4YeHHOM AN NPUMEHEHWS:

a) B nonoxeHuu no TpeHaeneHbypry (ronosa onyuieHa Ha 10°);

b) B cugsiuem nonoxeHumn (45°).

MpumeyvyaHune — CMm. npunoxeHna A un D.

CooTBeTcTBME yCTaHaBnmMBaroT WU3ydYeHnemMm Mep MO CHUXKEeHUK HeratuBHbIX
nocrneacTemMn, OMUCAHHbIX B OLEHKE pucka, n cCBA3aHHbIX C HUMU nccnegoBaHum no

Bepudumkauum n sanugaummn B oansie MeEHeSKMeHTa pucka N3rotoBuTens.

6.3 Obo3Ha4yeHue pasmepa

MpnumevaHune 1—PykoBoacTeo unm o6ocHOBaHWe ANd 3TOro NnoAanyHkTa npusedeHo B A.3.3

npunoxenus A.

CynpazopmaHHble mpybku  OOfMKHbl OblTb  000O3Ha4eHbl NO  pasmepy C
Mcnonb3oBaHMEM crnegywmnx 0603Ha4YeHNN:

a) AnanasoH pa3mMepoB MOXeT cocTaBnatb oT 0 Ao 6; HaumeHbllee OoMnycTUMoe
yBenunyeHune coctaensert 0,5;

b) ons wn3genuin camoro ManeHbKoro M camoro 6onbWoro pasmepa Moryt ObiTb

yKkasaHbl pa3mepsl oT 0 o 6.

MpumeyaHue 2 —NepexogHbiM pa3aMepoM OT AETCKOro K B3pocrioMy siBnsieTcs pasvep 3.

CooTBeTCTBUE YCTaHaABMMBAOT OCMOTPOM.

6.4 [bixamernbHble omeepcmusi

MpnmeyvyaHume — PykoBoacTBO unm o60CHOBaHME sl 3TOro nognyHkTa npusegeHo B A.3.4

npunoxeHus A.
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HbixamenbHbie omeepcmusi OOMKHblI ObiTb NPeayCMOTPEHbl B Cyrnpa2opmaHHbIX
mpyb6kax Ha cmopoHe nayueHma nnn Bnuamn Hee. [1ns CHMWXEHUsA pucka o6CTpyKumnm MoryT
ObITb NPefyCcMOTPEHbI A0MNOIHUMEIbHbIE ObiXamesibHble 0OM8ePCMuUs.

CoOoTBETCTBME YCTaHABMMBAKOT OCMOTPOM.

6.5 Mepbl npegoCTopoOXHOCTU NpPOTUB ChNageHUss CTeHOK ObixameJsibHO20

KaHasna

MpnmevyaHune — PykoBoacTBO Ui o60CHOBaHME Ansl 3TOro nognyHkTa npueegeHo B A.3.5

npunoxexus A.

6.5.1 [omkHbl OblTb MNpegycMOTPeHbl Ccpeactsa, npedoTBpallarolmne crnageHue
ObixamesibHO20 KaHasa B pe3yrnbTaTe nepernba unm cxatus.

CooTBeTCTBME YCTaHaBNMBAKT MNPOBEAEHMEM UCMbITAHWUSA, NPUBEAEHHONO B
npunoxeHuu C.

6.5.2 YCTOMYMBOCTb K CXaTUO [JOSHKHA OLeHMBaTbCA MNyTeM MU3y4YeHua Mep Mo
CHWXEHUIO HEeraTUBHbIX MOCNEACTBUN, OMUCaAHHbBIX B OLEHKE pPUCKa, U COOTBETCTBYHOLLNX
nccnegosaHnin No Bepudukaumm 1 Banuaaumm.

CooTBeTCTBME YCTaHaBMMBAKT pacCMOTPeHMeM anna MeHeoKMeHTa pucka

N3roToBmnUTENA.

6.6 MexaHu3mbI ¢hukcayuu

MpnmeyvyaHune — PykoBoacTBO unm ob6ocHOBaHME s 3TOro nognyHkTa npusegeHo B A.3.6

npunoxexus A n B npunoxeHun B.

6.6.1 MexaHu3mbl chukcayuu SOMKHbI ObITb BCTPOEHbLI B CyripazopmaHHyro mpy6ky.

CooTBeTCTBME YCTaHABNMBAOT PACCMOTPEHNEM TEXHUYECKOrO barna n3roToBuTens.

6.6.2 MexaHu3m ¢hukcayuu OOIMKEH PacrnonoXuTb n3genve B AbiXxaTernbHbIX MyTaX U
cnocobcTBoBaTh €ro yaep)xaHuto, obecneumBasi MOCTYNneHWe [bixaTeSlbHbIX rasoB B
nerkue.

CooTBeTCTBME YCTaHABNMBAOT PACCMOTPEHNEM TEXHUYECKOrO barna n3roToBuTens.

6.6.3 MexaHu3mbl chukcayuu He OOIMKHbI 3aKpbiBaTb ObixamersibHOe omeepcmue Unmn

nepekpbiBaTb ObIxamesibHbIU KaHarl.
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CootBeTcTBME yCTaHaB/iMBakOT MEeTOO4O0M, Bbl6paHHbIM n3rotoesmTerieM, Ha OCHoOBE
N3yvyeHna Mep no CHMXEeHUKO HeraTtMBHbIX nocneacTBmMin, ONUCaHHbIX B OLEHKEe pucka, un

CBS13aHHbIX C HAMW UCcneaoBaHui No Bepudmkaumum 1 Banungauun.

6.7 CucTtema pasayBaHusi/cayBaHUA MaH)Xembl
6.7.1 Cuctembl pasgyBaHUs MaHxemb! OOMKHbI UMEeTb B COCTaBe TPYOKy pa3gyBaHus
MaH>Xembl, KOHTPOMbHbIM BannoH unu gpyroe yCTPOMCTBO, NOKa3blBatoLLee, YTO MaHxXema

pasgayrta unu cayta.

MpumedyaHue — Cuctembl pasgyBaHuUs MaHXembl MOTYT TakkKe WCMNonb3oBaTbCs B

Ka4vyecTtBe yCTpOVICTBa ana nHankaumm aaBneHna nnnm orpaHny4yeHna gasreHus.

CooTBETCTBUE YyCTAHABNNBAKOT OCMOTPOM.

6.7.2 CBoOOAHbIN KOHEeL TPYOKM pasayBaHUS MaHXXemb! AOSHKEH ObiTb NMOO OTKPLIT,
nmM6Bo repMeTMYHO 3aKPbIT C MOMOLLIbIO 3arOpHOro YCTPOMCTBA MK CamMO3aKpbiBakoLLErocs
knanaHa. Ecnn TpebyeTca noaknyeHMe K BHELHEMY YCTPOMCTBY AN pa3gyBaHus,
BXOOHOE oOTBepcTMe TpyOkM pasgyBaHua MaHxXembsl [OOMKHO ObiTb COBMECTUMO C
KOHM4eckum coeguHutenem Luer, cootsetctaytowmm NCO 80369-7.

CooTBeTcTBME YCTaHaBNMBAKOT OCMOTPOM UM MNpoBedeHMEM  (DYHKLMOHAIbHOro
NCNbITaHUS.

6.7.3 Tpybka pasgyBaHusi MaHXembl, KnanaH ans pasgyBaHus unu nioboe 3anopHoe
YCTPOWCTBO, BbINOMHsoWwee (pyHKUMIO 0BpaTHOro KnanaHa, He OOSMKHbl NPenaTCTBOBaTb
npeLHaMepeHHOMY COoyBaHUKO MexaHu3ma gukcayuu.

CootBeTcTBME yCTaHaBIIMBaloOT NpoBeaeHnem d)yHKLl,VIOHaJ'IbHOI'O UCMNbITaHUA.

6.8 BHyTpeHHUN 06bem

MpumeyvyaHune — PykoBoactBo unn obocHoBaHWe Anis 3TOro nognyHkTa npuseaeHo B A.3.7

npunoxenus A.

BHyTpeHHUIN 06beM ObixamesibHO20 KaHana [OikeH OblTb U3MepeH W yKkasaH B
WHCTPYKUMKM Mo aKkcnnyaTauum [cMm. 9.4 c)].
CoOTBETCTBME YCTaHaBMUBAIOT PACCMOTPEHWEM WHCTPYKUMM MO 3Kchnyatauum u

npoeeneHmnemM ncnbiTaHnAa cnegyrowmm MeTogom.
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3akpblBalOT OOMH KOHeL ObixamesibHo20 KaHana. W3mepsitoT obbem Bogbl B
MUNAMNUTPax, HeobxoaMMbI ONst 3anoNHEHNss ObixameribHO20 KaHasa OT OblXxaTenbHOro

oTBepCcTUA 40 15-MUNInMMeTpOBOro COeANHUTENS Ha CMOpPOHe annapama n3genus.

6.9 MakcumanbHbIM pa3mep usgenus

MakcumanbHbli  pasMep UM34enui, KOTopble MOTFyT Jerko MNpoXoauTb 4vepes
ObixamesibHbIU  KaHas, [OoMmKeH OblTb yKasaH W3rotoBUTENEM B MHCTPYKUUW 1O
akcnnyatauum [cMm. 9.4 e)]. 3genusa moryT BknovaTtb B cebs (HO HE OrpaHnMYnBaTbCa MMN)
TpaxeanbHble TpybkW, KaTeTepbl ANS acnupauuun, OMTOBOJSIOKOHHbIE 3HOOCKOMbI, ByXwu
nT. A.

CooTBeTCTBME YCTaHaBNMBAKT MNpoBeAeHMEM (PYHKLMOHANbHOIO MWCMbITaHUA U

pPacCMOTPEHMEM UHCTPYKLMM MO SKCNyaTaLuu.

I'Ipmmet-laHme - ,D,J'IFI obneryeHus npoxoxaeHnda mnigenine MoXxXHO CMOYUTb BOOOWN UNK

cMasaTb BOAOPaCTBOPUMOWN CMa3KoM.

6.10 CoeduHumenu cynpazopmaHHbIX mpy60ok

6.10.1 CoeduHumenu cyrnpa2opmaHHbIX mpyboK CO CMOPOHbI arnnapama LOOSMKHbI
npeacTaBnATb coOOM KOHMYECKME coeanHUTenn pasmepom 15 mm, cooTBeTcTByHOLME
NCO 5356-1. Jlobon nepexoq B MpocBeTe coeanHUTens AofkeH obecneymBaTtb
AOCTaTOuYHbIM Npoxo4 Ans 6ecnpensiTCTBEHHOro NepeMeLLeHns N U3BneYeHns n3nenuvs
(cm. 6.9).

CooTBeTcTBME YCTaHaBNMBAKOT OCMOTPOM U PacCMOTPEHUEM  TEXHUYECKOMN
AOKYMEeHTauum n3roToBuTens.

6.10.2 OTBepCcTME CO CMOPOHbLI MauueHma [OIMKHO HaxoauTbCs B MNOCKOCTH,
pacrnonoxeHHon nog yrnom (90 £5)° K NpoAoSsibHOM OCU COeAUHUTESNSI CO CMOPOHbI
nayueHma.

CooTBeTCTBUE YCTaHABMMBAOT OCMOTPOM.

6.11 OuuncTtka, Ae3nHepeKuma n ctepunusaums

CynpazopmaHHbie mpybKku n coeOuHumersnu, He npegHasHa4YeHHble 45151 O4HOKPaTHOro
NPUMEHEHNSA, AO0SMKHbI OblTb CKOHCTPYMPOBAHbI TakMm 00OpasoMm, 4YTOObI MOXHO Obino
NPOBOAUTL WX OYUCTKY, AE3NHIEKUMIO UNU CTepunusauuio Metogamu, ONUCaHHbIMU B

3KCnslyaTaynoHHbIX AOKyMeHTax [cM. 9.4 1)].
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MpumeyvyaHune — CM. npunoxeHue E.

CoOoTBETCTBME YCTAHABMMBAOT PACCMOTPEHWEM  TEXHWYECKON [AOKyMeHTauuu

n3rotToBuTenA.

7 TpeboBaHMA K cynpa2opmaHHbIM mpybkam n coelUHUMessM,

nocrtaBrfdseémMmbiM CTepUusibHbiMU

MpumeHstoT noaxoaswme TpeboBaHusa nyHkta 7 CO 18190:2016.

8 YnakoBKa

MpumeHstoT noaxoaswme TpebosaHusa nyHkta 8 CO 18190:2016.

9 UHndopmauumsa, npegocTaBnsiemasi UaroToBUTeNeMm

9.1 O6wue NnonoxeHus

MpumeHstoT noaxoaswme TpebosaHusa nyHkta 9 MCO 18190:2016.

9.2 MapkupoBKa cynpaz2opmaHHoU mpy6ku

9.2.1 Matepwuanbl 4Na MapKUPOBKM OOSMKHbI:

a) 6bITb HETOKCUYHBIM U COBMECTUMbIM C TKAHAMMU;

b) octaBatbCcsa  pasnuuUMMbIMM B TEYEHWE  OXMOAEMOro  Cpoka  Cryx0Obl
cyrnpasopmaHHoU mpy6Ku.

CooTBeTCTBME YyCTaHaABNMBAIOT, NOABEPrHYB COOTBETCTBYHOLUME YHACTKM MapPKUPOBKM
cyrnpaz2opmaHHbIX mpyboK BO3AENCTBUIO CReaylowmnx MNepeyvncrieHHbiX MpUMEHUMbIX
BElWeCcTB B TeYeHMe CyMMapHOro rnepuoda BpeEMEHU, 3IKBUBASIEHTHOINO OXuaaemown
NPOAOITKUTENBHOCTN BO3LENCTBUA NPU IKCMnyaTauum:

- IleKapCTBEeHHble CpeacTBa UMM XMMUYECKNe BeLLlecTBa, KOTopble Npu aKkcnnyaraumm
MOryT KOHTaKTMpoBaTb C cyripazgopmaHHbIMU mpybkamMu W yKasaHbl B MHCTPYKLUMM MO
akcnnyatauum (IFU);

- ecnv NPUMEeHNMOo, UCKYCCTBEHHAs CroHa;

- €Cnv NPUMEHUMO, UCKYCCTBEHHAsA Cnun3ab;

- ecnv NPUMEHNMO, UCKYCCTBEHHbLIN KOXHbIN XUP;
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- ecnu  npuMeHWMo, nwobble [pyrMe BellecTBa, BbIsIBEHHble B  polecce
MeHePKMEeHTa pUcka.

Y6exnarTcs, 4TO MapKMpOBKa OCTaeTCsa pasfiMiyMMon AN 4enoBeka C OCTPOTOM
3peHns 1, npy HeoBXOOUMOCTM CKOPPEKTUPOBAHHOW, Ha paccTtostHum 1 m 10 MM npu
OCBeLeHHOCTN (215 * 5) nk, nocne nNpoTUpPaHUA MapKUPOBKU BPYYHYHD 6e3 U3nuLiHero
Ha)kMma B TedeHne 15 ¢ TKaHbio, CMOYEHHOW ANCTUNNIMPOBAHHOW BOLOW.

9.2.2 B pononHeHne Kk TpeboBaHWSM K MapKMpoBKe, YKa3aHHbIM B 9.1,
cynpazopmaHHas mpybka AormKHa BbITb NPOMapKkupoBaHa cnegyowmm obpasom:

a) o603HaYeHHbI pasmep B COOTBETCTBMM C 6.3; M3genus, KoTopble OXBaTbiBalOT
AnanasoH pasmepoB, LOMMKHbI OblTb NPOMapKMPOBaHbl COOTBETCTBYHOLLMM AMana3oHOM; U

b) mapkupoBka guanasoHa HoOpManbHOW rNyOuMHbI BBEOEHUS WU MHAOMKATOPBI,
BUOUMbIE BOKPYr Kopnyca cyrpazopmaHHou mpy6bku, COOTBETCTBYKOLLUME pe3uaM Unu
AecHaM naumeHTa, 4YToObl NokasaTb TUMNUYHBLIM AManas3oH npegnosiaraeMon ryouHbI

BBEOEHUA.

MpnumevaHume 1 — MapkmpoBka guanasoHa rnybuHbl BBeAeHUs1 He 06a3aTenbHO O0SMKHA
ObITb HAHECEHa HeNPepPbLIBHO BOKPYT Kopryca TpyoKw.
MpumeyvyaHune 2 —-PykoBoACTBO U o60CcHOBaHWe Ansi 3TOro NoAanyHkTa npyusegeHo B A.3.8

npunoxenus A.

C) OTMETKH FJ'Iy6I/IHbI, ecinim OHu npeaycMoTpeHbl, npueeeHHble B CaHTUMETpaX,
M3MepPEHHbIE OT ObixamersibHO20 omeepcmusd Ha CImMoOpPOoHe rnayueHma.

CoOoTBETCTBME YCTaHABMMBAT OCMOTPOM.
9.3 MapkupoBKa Ha MHOMBUAYaNbHOW YNaKoOBKe Cyrnpa2opmaHHbIX mpy6okK
B pononHeHne k TpeGoBaHUSM, U3MOXEHHbIM B 9.1, HA UHAMBUAOYANbHY YNakoBKY

TakKXe O0JPKHA ObITb HaHeceHa MapKMpoBKa, COOTBETCTBYIOLLIAA Tpe6OBaHI/IF|M, YKa3aHHbIM
B9.2.2 a).

MpumeyvyaHune — 310 TpeboBaHME He NPUMEHAETCH, €CNU yKa3aHHas UHopMaums 4eTko

BMOHA Yyepes ynakoBKy.

CoOTBETCTBUE YCTAHABMMBAOT OCMOTPOM.

11
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9.4 UHcTpyKUMA NO IKcnnyaTauum

B gononHeHwne k TpeboBaHMAM, ykasaHHbIM B 9.1, N3rotToBUTENM OOMKHbI YKa3biBaTb B
MHCTPYKUUKX NO 3KCNIyaTaunm crieayoLLyo nHopmauuio:

a) pekomMeHayeMble METOAbI BBEAEHUA U cTabunuaaumm cyrnpazopmaHHolu mpyoKu;

b) WHCTpyKUMM No aKcnnyaTauuwm ¢ APYrMMU U3OENUAMM, TaKUMKU Kak TpaxearnbHble
TPYOKM nnm GPOHXOCKONbI, TaM, FAe 3TO yKasaHo;

C) BHYTPEHHUI 06BLEM B MUANUIIUTPAX, Kak yKka3aHo B 6.8;

d) nadeHue OaenieHUsi B CM BOA. CT. NpW 3a4aHHOM MUCMbITaTeNbHOM MOTOKE, Kak
yKasaHo B npunoxeHun C;

€) MakcumarnbHbIA pa3mep U3genus, Kak ykasaHo B 6.9;

f) npegHasHayeHo N u3genue ANS OLHOKPATHOrO MPUMEHEHWA UMW ero MOXHO
MCNONb30BaTb NOBTOPHO;

g) VHCTPpYKUMM MO OEeNcTBuMAM B  Crydyae MOBPEeXAEeHWUst  ynakoBKM  Ans
cynpazopmaHHbix mpybokK, NOCTaBNAEMbIX CTEPUIbHBIMU;

h) MUHMManbHBIN MEX3yOHbIN 3a30p B MUANMMETPax, HEOOXoaMMbIN ONA BBEAEHUS;

i) cxemy cyrnpazopmaHHOU mpybKu C yKadaHMEM OCHOBHbIX KOMMOHEHTOB, BKIOYas
HOMWHarbHYIO ANWHY BHYTPEHHero(ux) AbixaTenbHoro(ux) nytu(nytemn), npuBegeHHYo B
CaHTUMETpax, OT CMOPOHbI annapama COeaANHUTENa A0 ObixamesibHo20 0meepcmus W
nobbIX Apyrmx paboymx KaHanoe B n3genuu,

j) cxemy, NnokasbiBaloLLyO NpegnoniaraeMoe NosioXKeHMe N OCHOBHbIE XapaKTEPUCTUKM
YCTPOWCTBA  cyrnpaz2opmaHHoU mpybku C  COOTBETCTBYIOLLMMW  aHATOMUYECKUMU
OpUeHTUpamMKn, NEepPeyvYUCEHHbIMWU Ha puUcyHke 1; OpyrMe OpUEeHTUpPbl OOMXHbl ObiTb
BKITHOYEHbI, €CMNY OHW onpeerieHbl Kak Mepbl N0 CHWXKEHUIO HeraTMBHbIX MOCNeaCTBUN B

OUeHKe pUcCkKa n cBA3aHHbIX C HUMKW UCCeaoBaHUAX Mo BepI/I(*)I/IKaLI,I/II/I n Banngaunn.

MpumevyaHune — PykoBoactBo unn obocHoBaHWe Anis 3TOro nognyHkTa npuseaeHo B A.3.9

npunoxeHus A;

k) npeaynpexneHue, ecnu cynpazopmaHHasi mpybka He 3alluliaeT Tpaxew Wnu
nerkve oT pucka acnupauuu;

[) npeaynpexaeHue o TOM, YTO MPOXOAUMOCTb Cyripa2opmaHHOU MmpybKu OOIMKHa
ObITb NOATBEPXAEHA Mocre Noboro N3MeHeHUs! NONOXEHUS roNoBbI UMK LLIEU NaLUEHTa;

m) npenynpexaneHue o TOM, YTO cyrpa2opmaHHble mpybku coaepxaT HaTyparnbHbIN

KayquOBbIVI JlaTeKkc, ecriin 3ToO NPUMEHNMO,
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n) npegynpexaeHne 0 TOM, YTO OObeM Unu JaBNeHNEe MaHXembl MOTYT N3MEHATHCS
B MPUCYTCTBUM OKCuAa as3oTa, KMCIopoda Wnv OpYyrux MeauLMHCKMX rasoB, €Cnn 3To
NPMMEHUMO;

0) NpeaynpexgeHne o TOM, 4TO cynpazopmaHHble mpybku MoryT ObiTb
NEerkoBOCNIaMeHSIWNUMUCA B MPUCYTCTBUM  nasepoB M obopygoBaHua  Ang
9NeKTpoKoarynsumm;

p) Mepbl NPeAOCTOPOXKHOCTU, HEOBX0aUMbIE AN YyTUNM3aumm 6MoNorMYeckn onacHbIX
mMaTepuarnos;

g) U3roToBUTENW  AOJSDKHbI coobwatb 0  nbblX  0cobbIXx  ycnoBusaX
TPaHCNOPTMPOBAHNSA, XPaHEHUST U AKCMNNyaTauuu;

) pekomeHOyeMble MeTOoAbl OYMCTKU U OE3UHMEKUMM UN CTepunusauumn, a Takke
MaKkcMMaribHoe KONMMYeCTBO NOBTOPHLIX MCMOMb30BAHWUIA, ECNN Cyripa2opmaHHble mpybKu
MOTYT MCMNOMb30BaTbCA MOBTOPHO.

CooTBeTCTBME YCTaHABMMBAOT PACCMOTPEHNEM UHCTPYKL MM NO SKChnyaTauum.

PucyHok 1 npepgHasHadyeH ana ob6o3HavyeHus npegnosiaraemMoro  MosioXeHus

cynpaz2opmaHHoU mpy6Ku OTHOCUTENBHO aHAaTOMUYECKNX OPUEHTUPOB.

13
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1234567 8 9

1 — nuwieBoa; 2 — Tpaxes; 3 — ronocoBble CBA3KU/CKNaakK; 4 — LMTOBUAHBIA XPALL;

5 — BXO[ B ropTaHb; 6— HagropTaHHUK; 7 — NogbA3bl4YHAA KOCTb; 8 — a3bIK; 9 — pesubl

PucyHok 1 — Cxema aHaTOMUYECKUX OPUEHTUPOB AblXaTeNbHbIX NyTEN
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MpunoxeHune A

(cnpaBoYHOe)

ObocHoBaHusA

A.1 O6Lwue nonoxeHus

B HacTosieM npunoxeHUn npuvBeOEHO KpaTkoe OOOCHOBaHWE OCHOBHbIX TpeboBaHui
HacTosIero ctaHgapTa, npeaHasHadeHHoe ANs Tex, KTO 3HAaKOM ¢ 0O6bekToM cTaHgapTa, HO He
NpyYHMMan y4actus B ero paspaboTke. CuntaeTcs, YTO NOHMMaHUe NPUYNH OCHOBHbIX TPebGoBaHMI
BaXXHO 41151 KOPPEKTHOro NpMMeHeHus ctaHaapTa. Kpome Toro, nockonbKy KnnHUYeckasi npakTuka u
TEXHOMOMMN M3MEHSITCHA, CYUTaeTcs, YTo 0O6OCHOBaHWE CyLlecTByHOLWMNX TpeboBaHMi obnerunt
nobor nepecMoTp CTaHaapTa, CBSA3aHHbIN C 3TUMUN U3MEHEHUSIMIA.

Hwke npuBedeHbl MOACHEHWUS K onpeaeneHHbiM MyHKTaM W noanyHKTam HacTOsILLEro
CTaHfapTa, HOMepa KOTOpbIX COBMajaltT C MNpuMBEAEHHbIMM B camMoM cTaHgapte. [loaTtomy

HymMepauua He ABnAaeTcA nocnegoBaTesibHOMN.

A.2 BBepeHue

A.2.1 O6wwun 0630p

CynpacopmaHHble mpybku nNpeacTaBnsaloT cobor  Knacc MeaMUMHCKUX  u3genun,
npeaHasHavyeHHbIX Ans obneryeHnss cCamonpon3BOSIbHOW, BCNOMOraTerlbHOW U KOHTPONMpPyeMou
BeHTUNAUUN nerkmx. CynpazopmaHHbie mpybKu OTANYaTCA OT APYrMX BO34YXOBOAHbLIX U3LAENWN,
Taknx Kak opodpapuHreanbHble BO34yXOBOAbl M TpaxearbHble TPpyOKkM, TeM, YTO OHU He TpebyroT
NMLEBOrO YNOTHEHUSA UK TpaxeanbHOro BBeAEHNS ANs BEHTUNAUUKN. NOCKONbKY yxe cylecTsyeT
HECKOMbKO MU3Oenuin, 0TBeYalLnX KpUTepmsam, NnpeabaBnseMblM K CyripazopmaHHbiM mpybkam, v
NMOCKOSbKY 3TN N30eNNs 3Ha4YNTENbHO OTNMYaKTCA N0 CBOEN MPUHLMNMANbHON U OYHKLMOHANBHOM
KOHCTPYKLMM, B HACTOSILLEM CTaHAapTe onpegeneHbl OCHOBHble TpeboBaHWMS K KOHCTPYKUUK
cynpazopmaHHbix mpybok. Takum obpasomM, HaACTOALWMIN cTaHdapT npeacrtaBndetr cobon obLyyto
OCHOBY [nsi KnaccudukauMm LOCTYMHbIX B HacTosilee BpemMsi BO34YyXOBOAHbLIX M3Oenun u
obecrneynBaeT nofesHywd nnatopmy ANsS  KOHCTPYMpoBaHMS W pas3paboTkn  Oyayuimx
cyrnpacopmaHHbIx mpyboK, He OrpaHMYMBas KOHCTPYKLUMIO U HE NPensaTCcTBysS pa3paboTke.

N3gnenus, Ha kOTopble pacnpocTpaHAaeTCs HACTOSLWMUIA CTaHaapT:

- obecneunBaloT CaMONpPON3BOSTbHYIO BEHTUIIALMIO NETKMX;

- cnocobHbl NogaepXuBaTb NPOXOAMMOCTb BO34yxXOBoAa, KOraa CoeavHUMTEeNb BO3QyxoBoaa
OTKPbIT O5151 OKpY>KatoLLen cpeqbl;

- obneryatT BEHTUMALUMIO C MOSMOXUTENbHLIM AaBreHneM, CBOAS K MUHUMYMY YTeuKy
AblXaTenbHbIX ra30B B OKPYXKatoLLyto aTtMmocdepy;

- CHabXeHbl coeduHumenem cyrnpazopmaHHol mpybKu Ha KOHUe arnapama uspenus ans
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obecneyeHns NOAKMIOYEHUS K ObIXaTeNbHOMY KOHTYPY;

- He TpebyloT HapyXHO20 yriIOMHEHUSs;

- He TpebyloT pasmeLLeHNsa XMPYpPruyecknm nyTem;

- He npegHasHayeHbl 4515 NPOHUKHOBEHUS B TPaxeto.

CyliecTByeT N0 MeHbLUEN Mepe NATb CNeaylLwmnx pasfnyHbiX Knaccndukaumin KOHCTPYKLNIA
cyrnpaaopmaHHbIX mpy6oK:

a) opodhapvHreanbHble BO34yxXOBOAbl C MaHXeTamu, rae ObixamesibHoe omeepcmue
pacnonoXeHo Y OCHOBaHWS A3blka, a yNoTHUTENbHas NOBEPXHOCTb PacnonoXeHa B POTOrOTKE;

b) napuHreanbHble mMacku, B KOTOPbIX ObixamesibHOE 0Omeepcmue OKPYXEHO MaHxXemod,
koTopasa obpasyeT ynnoTHEHME C TKaHSIMW HaaropTaHHuKa. [bixamernbHoe omeepcmue  MaHxema
06bIl4HO NpeacTaBnaloT cobon Hanbonee yaaneHHble YacTu U3aenus;

C) cbapuHreanbHble WNW MNOTOYHO-NULWEBOAHbIE TPYOKW, rAe MaHxema OKpyxaet
AblxaTenbHyto TPyOKy 1 pacnonoxeHa bnwxke Kk ObixamesibHOMy omeepcmuto. Takas KOHCTPYKUUS
No3BONSET pasfenuTb rMOTKy Ha obracTu, nNpyu 9TOM MaHXema CIY>XUT NNOTHON Neperopoakomn
Mexay NPOKCMManbHOW W AucTanbHOW obnactamu rnoTku, a AbixaTenbHoe(ble) oTBepcTue(sl)
pacnonoxeHo(bl) B AMcTanbHon obnacTtu rmoTku. [pumepom Takoro Tvna Bo3gyxoBoAa SBNseTcs
napuHreansHasa Tpyoka;

d) dapuHreansHble Bo3ayxoBoAbl C 0600YKON, KOTOpble NpeAcTaBneHbl papuHreanbHbIMK
Bo3ayxoBodamu ¢ obTekaemon obonodkon (streamlined liner pharyngeal airway, SLIPA). 310
nsgenne c 0BOMOYKOM, KOTOPOE MPU BBEOEHWM paclUMpsieT MsArkme TKaHu wewn. HaTtaxeHue
9NaCTUYHbIX MSAMKMX TKaHEW LUen, OoKpyxXawwmx nsgenuve, obecnednmBaeT mMexaHu3M gpukcayuu.
HbixamenbHoe omeepcmue pacnonoXxeHo B npeaenax o6onoyvkn B 06nactv HagropTaHH1Ka;

€) u3genust Cc Msrkon, reneobpasHon, HepasdayBaeMOW MaHxXemol W pacluMpsIoWmMm,
BOTHYTbIM B MOSIOCTb pTa crabunu3atopoM. MexaHu3m ¢pukcayuu cO34aeTcs 3a CYEeT MSArKou
Hepa3gyBaeMOW MaH)Xembi, TOYHO MOBTOPSIOWEN aHaAaTOMUIO TopTaHu Ku obecneudnBatoLLen

naeanbHoe pasmMellieHne 6e3 HeoGXo0aMMOCTU pa3ayBaHUS MaHXemal.

A.2.2 U3penus, He BXxoaslumMe B 0611acTb NPUMEHEHUS Cyrpa2opmaHHbIX mpy6okK

XoTa ObiNO  BO3MOXHO BKMIOYUTb HEKOTOPble BapuaHTbl KOHCTPYKUUW  Ha3arnbHbIX
cynpazopmaHHbiX mpyboK, HeKoTOpble W3 HUX OblNn MCKNOYEHbl M3 06nacTu NpUMEHeHUs
HacToslLero ctaHgapTa, MOCKOSbKY He OblN0 M3BECTHO O HANMMYUWM OOCTYMHbIX HA PbIHKE U34enui,
a BBeAEHWe 4epe3 HOC M3HayanbHO CYMTANOCh COMPSHKEHHbIM C MOBbILWEHHBbIM PUCKOM AnS

naumeHTa.

A.2.3 UpeHTudmkaumus onacHocTen Ona oueHKU pucka
Cnncok n3BeCTHbIX ONACHOCTEN N PUCKOB, CBSI3@HHbLIX C UCMONb30BaHWEM Cyripa2opmaHHbIX
mpy6okK, Obin coCTaBfieH Ha OCHOBE OTYETOB O HEGMAroNpPUATHBLIX MPOUCLLECTBUSAX U U3BECTHbIX

WMHUMOEHTAaXx, ONMUCaHHbIX B KITMHNYECKON nnTepartype. B xogoe pa3pa60TK|/| HacTodwero craHgapTa
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pa6oqas=| rpynna BbidBuna cnegyrowimne noteHunanbHblie pUCKU And naumeHTOB:
- MeéXaHun4eckaa TpaBMa TKaHen, OKPYXarwLWKnx mMaHxemy, HeI7IpOBaCKyJ'IF|pHaFI TpaBmMa Uiun

ULLIEeMUSA TKaHewm;

HegocTaTtovHasi BEHTUNAUMS NErkux/rmnokcus;

puUCK peryprutauunm n acnmpauumu,

TOKCUYHOCTDb,

noepexaeHune 3y6os;

KpoBOTEYEHUE,

nepeKkpecTHoe 3arpsasHeHue.

Opyrne puckn 6onee nogpobHO onucaHbl B npunoxeHnn D. N3rotoButenn MoryT BblSBASTb
OOMNOMHUTENbHbIE PUCKN ANSA NaumeHTa npu pa3paboTke KOHKPETHbIX Cyrpaz2opmaHHbix mpy6okK.

MHorume 13 aTnux pMckoB CBA3aHbI C HENPaBWIbHBbIM ONpeaeneHeM pa3smepoB U pasMeLLeHnem
OOCTYNHbIX Ha pblHKE W34enui, 3TM BOMPOCbI HACTOAWMW CTaHAApT MNbITaeTCAa MNPOSCHUTD.
Hanpumep, B3auMOCBA3M MeXay MexaHU3MOM ¢hukcayuu n pasmepamMmv poTornoTku, matepvanamm
N TONLWMHOW CTEHKN U3Aenns SBNATCA OAHMMU U3 DaKTOPOB, KOTOPbIE BMSIOT HA AaBrieHne B
MaHxXeme, Heobxogmmoe AN obecneyeHust CynparopTaHHOro YMMOTHEHWs, Korga wusgenue
HaxoOuTCA B HY>KHOM MONOXEHUN. Ype3amepHoe AaBfieHne Ha CTEHKM TKaHen opodhapuHreansHom
06nacT MOXeT 3aTPyaHUTb KanunnsipHbI KPOBOTOK U NOBPEANTb HEPBBDI.

AHanornyHbiM 06pa3oM, B HEKOTOPbLIX KOHCTPYKLUSIX CyripazopmaHHbiX mpyboK Takke MOXeT
BO3HMKaTb 3aKkynopka ObixamesibHo20 omeepcmusi u3-3a 6nmn3ocTn mM3genus K HaaropTaHHUKY.
YTobbl pelwnTb 3Ty Npobnemy 6e3onacHOCTH, B HACTOALLEM CTaHOapTe onpeaeneHsl TpeboBaHns K
CpeacTBaM NpeaoTBpaLLEHUst 3aKyrnopkn ObixamesibHo20 0meepcmusi MArKUMU TKaHAMKU, eCcnu
cynpazopmaHHasi mpybka He yCTaHaBNMBAETCH Y OCHOBAHWUA fA3blka B CBOEM NpPeayCMOTPEHHOM
NOMNOXEHUMN.

MPEOYMNPEXOEHWE — AHaTOMMYeckMe pasnunuuns, YCroBMS 3KCnnyatauuu, pasmep
MaHXXembl Ons cyrnpa2opmaHHbIXx mpybok vnn apyrne akTopbl MOryT NpMBECTU K BbiGopy nnbo
Cnuwkom Oonblioro, nMOO ChAMWKOM MarneHbKOro pasmepa cyrpazopmaHHol mpybku ans
KOHKPETHOro nauuneHTta. Takum obpa3om, coxpaHAaeTcs HeOOX0ANMOCTb B 3KCNEPTHOM KITMHNYECKOM

3aknto4eHun npu Bblbope pasmepa cyrpazopmarHbiX mpy6ok.

A.3 TpeboBaHUs K KOHCTPYKLUU

A.3.1 O6Lwme nonoxeHus

TpeboBaHusA, U3NOXeHHble B MyHKTE 6, OblNM OCHOBaHbl HA CHWXEHUU HeraTuBHbIX
NOCNeACTBUM BbISIBIIEHHBIX PUCKOB, YKa3aHHbIX B NpuroxexHum D.

A.3.2 MNMonoxeHus, ucnonb3yemMblie ANsA BeHTUNsALUuu (6.2)

MonoxeHnsa ronosbl 1 LWeW, a TakKe MONOXeHUA nauueHTa, Heobxoaumble ANS UCMbITaHUS,
ABMNAIOTCA  TUMWUYHLIMW NS KIMHWYECKOW npakTuki. [pyrne noTeHumanbHO MNpUMeHUMble

NONOXEeHUA, Takme KakK MoJioXXeHne nexa Ha 60Ky N nexa Ha XuBoTe, OblNN UCKMYEHbI 13-3a
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AOMONMHUTENBHOM CMOXHOCTM M pUCKa AN NauMeHTa, CBSA3aHHbIX C 3TUMK TpeboBaHUAMMN.

A.3.3 O6o3Ha4yeHue pa3mepa (6.3)

B HacTosiLee BpeMs nmeeTcs Mano MHpopmaumm 0 3aBMCMMOCTU MaccCbl NaumeHTa, ero pocra
UNn pasmepa LWUTOBMOHOIO Xpswa u Bblbopom pasmepa Tpybku. Kpome TOro, CyllecTByoT
3HauuTenbHble aHaTOMUYecKMe pasnuuusa Mexgy nauMeHTamu U CyLEeCTBEHHble pasnuynsa B
KOHCTPYKUMKX AOCTYMHbIX B HacTosdwee BpeMs cyrpazopmaHHbix mpybok. PeweHuns o Bbibope
ONTUMAnbLHOro pasmepa [AOSMKHbl  NPUHUMATBLCS  U3FOTOBUTENAMW  KOHKPETHbIX  U3OEenNui.
M3rotoBuTEnsM pekoMeHOyeTCs WCNoNb3oBaTb €OUHYK HOMEeHKNnatypy pAns o6o3HayvyeHus
pasmMepoB, OnNpedensatTb ONTUMarbHOE pPacnosioKeHne u3genns MNo OTHOLUEHUIO K CTPYKType
AblXaTernbHbIX NyTEN U HAHOCUTb YETKYID MapKMPOBKY PSAOM CO CMOPOHOU arnnapama W3Lenvs,
koTopasa OyaeT ykasbiBaTb OrnepaTtopy, HaxoguTcs Nv u3genue B npegHasHayeHHOM Ansi Hero
nonoxeHuun. laHHaa nHdopmaund, Hapaay ¢ KNUHUYEeCKon nHdopmMaumnen, Nony4eHHOM OT KaXaoro
naumMeHTa, NO3BOMUT ornepaTtopy MNPMHMMAaTb pelleHuMs OTHOCUTENbHO Bblibopa OMNTMManbHOro
pasmepa Ans KaXaoro oTAeNbHOro naumeHTa.

A.3.4 [bixamenbHblie omeepcmusi (6.4)

Bbino npoBeaeHo MHOro obcykaeHun no noeBoay onpeneneHnin ObixamesibHo20 0meepcmus,
MHOTME M3 KOTOPbIX CYMTAKTCA OrpaHMYMBalOWLMMM KOHCTPYKUMo. Bbino cornacoBaHo, 4TO
ObixamesnibHoe omeepcmue 0OblYHO pacnonaraeTcsi B 0611acT OCHOBaHUA sA3blKa.

A.3.5 Mepbl NpeaoCTOPOXHOCTM NPOTUB CNaAeHUA CTEeHOK ObixamesibHbIX KaHasoe (6.5)

N3roToBuTENb MOXET WCNONb30BaTb pPa3fnuyHble MeToAbl ANs BanuaauuMm KOHCTPYKUUK
cynpacopmaHHbix mpy6ok. 3TW MeToAabl MOryT BKMOYaTb (HO He OrpaHMyYnBaTbCA UMW)
WNHXXEHEPHbIV aHann3, CTeHO0BbIE UCMbITaHWS, UCMbITAHUSA Ha XXMBOTHbIX, UCMbITAHUS HA Tpynax unu
pe3ynbTaTbl KIMHUYECKMX UCCNeaoBaHMI C y4acTUeM Joaen.

B otnnume oT TpaxeanbHbix TPyObOK, KOTOpble MOryT ObiTb MCMbITaHbl C MOMOLLbIO
PYHKLMOHAMNbHbIX TECTEPOB M CUMYNATOPOB NaLMeHTa, HEKOTOPbIE KOHCTPYKUUW Cyrnpa2opmaHHbIX
mpy6oK MOryT ObiTb BanuauMpoBaHbl TONMbKO iN Vvivo Ha nwoasax. bonbwoe pasHoobpasue
AblXaTenbHbIX NyTen Yenoseka cosgaeTt npobremMbl ¢ 6€30MacHOCTbI0 KOHCTPYKLMKN 3TUX U3LENUNA.

CynpacopmaHHble mpybKu MOTyT UCMOSIb30BaTbCs HE TOSbKO B NMOSIOXEHWUM NeXa Ha CrvHe.
MonoxeHue no TpeHaeneHbypry, obpaTHOe nonoxeHue no TpeHaeneHbypry u NonoXeHne nexa
Ha XMBOTE Takke AOSKHblI OblTb MCMbITaHbI, €Cny npegnonaraeTcsi UCNonb3oBaHNe U3genus B
AaHHbIX NOMOXEHUSIX.

YcTonumBocTh K 06pasoBaHmio nepernboB — 310 pmnsmnyeckoe CBONCTBO, KOTOPOE MOXKET BbITb
N3MEPEHO C MOMOLLbIO NPeanOKEHHOro MeToda UCMbITaHNSA MPOXOAMMOCTM AblXaTenbHbIX NyTEN.
3apayen ucnbliTaTtenbHOro kKannbpa saenaeTca u3rnb cyrnpazopmaHHbix mMpyboK Ao peannucTn4Horo
MUHUManNbHOro paguyca u Oyru, COOTBETCTBYHOLIMX (POpPME, KOTOPYK OHW MOTyT MPUHATbL B
MaKkCUManbHO COrHYTOM MOMIOXKEHUM Ha NPOJOSPKUTENbHBLIN Nepuog BpeMeHUu BO BpeMs
akcnnyataumu. Pagnyc kanubpa n pasmepbl Ayr YHaCTUYHO NOSyYeHbl U3 AaHHbIX, ONyBrIMKOBaHHbIX

B MCO 11135, n B [8], rae pacctosHne OT cBoga TBepaoro Heba [0 cBOGOOHOrO KoHUaA
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HagroptTaHHuka 6bino uamepeHo Ha MPT-cHMMKax NSATMAECATUM B3POCMbIX MNaUMEeHTOB npu
HeWTparbHOM MOMOXEHUN FOfOBbI.

lMadeHue OasneHus paeT MHOPMAUMIO O CTEMEHW 3aKyrnopkW, BbI3BAHHOW nepernbom.
KOHCTpyKUMs mMCnbITaTENbHOrO annapata OCHOBaHa Ha W3MEPEHUsIX [OJIMHbl  CTaHOAPTHbIX
opodapurHreanbHbIX BO3AYXOBOAOB U KITMHUYECKN OOCTYMNHbIX CyrpazopmaHHbIiX mpyObok.

A.3.6 MexaHu3mbI ¢pukcayuu (6.6)

MexaHu3mbl hukcayuu He OOSMKHbI 3aKpbiBaTb ObixamesibHoe omeepcmue. EanHeln meton
UCNbITaHMA HEe MOXEeT OblTb NMPUMEHMM KO BCEM Cyripa2opmaHHbIM mpybkam wn3-3a 60nbLioro
pa3Hoobpa3unsa KOHCTpyKuuin. CTaHgapTHbIM MeTog onpeaeneHns rpbbkn MaHxembsl TpaxeanbHOn
Tpybkn, onucaHHbin B npunoxeHnn D NCO 5361, MOXET CnyXuTb MOMe3HbIM PyKOBOACTBOM AJIS
pa3paboTkn mMeToga(oB) WUCMbITAHUA cyripa2opmarHbix mpybok. KomuTeT Takke npusHanm, 4to
Apyrue MexaHu3Mbl MOTyT CNOCOBCTBOBAaTL NEPEKPbITUIO ObixamesibHo20 omeepcmusi. K HAM moryT
OTHOCUTBCS, B YAaCTHOCTW, CKragblBaHne BHYTpb, nepernbaHve nnu sarnbaHne Hasag, Bbl3BaHHbIE

HaKNMOHOM MM MOBOPOTOM BO BpeEMSsI BBEAEHUS UNU MaHUNynauun (cM. pucyHkn A1, A.2 n A.3).

PucyHok A.1 — lNMpumep cknagblBaHUA BHYTPb
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PucyHok A.2 — lNpumep nepernbaHns

PucyHok A.3 — MNMpumep 3armbanus Hasag,
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A.3.7 BHyTpeHHU ob6bem (6.8)

PasnunyHble cynpacopmaHHble mMpybKU WMET pPasfMYHyt0 KOHCTPYKUMIO Ha CMOpPOHe
nayueHma. COOTBETCTBEHHO, W3rotoBuTenn 00653aHbl OUEHUTb WHTepdenc ObixamesbHbIX
omeepcmuli Ha CMOPOHe nayueHma Ccynpa2opmaHHbiX mpy6oK, y4uTbiBas aHaTOMMIO
ropTaHU/rNoTKM 1 OnNpeaenTb COOTBETCTBYIOLLYIO KOHEYHYHO TOYKY AblXaTeNbHOro KaHana c Lenbto
onpeaeneHnst BHyTpeHHero obbema. Hanpumep, 4ns Knaccmyeckoro BO34yxoBoAa NapuHreanbHon
macku (LMA) KoHeYHasi TouKa AblXaTenbHOro kaHana MoXeT OblTb onpegeneHa Kak To4ka, B KOTOpou

pacnoJioXeHbl orpaHn4ynBaroLLne noJioCKN.

A.3.8 MapkupoBKa agMana3oHa HopManbHOW rnyouHbl BBegeHus (9.2.2 b)

HecmoTpss Ha OTCyTCTBME €OMHOr0 MHEHMSt 00 ONTUMaribHOM CTWME U PaCMONOXEHUM
MapKUPOBKM FMyOMHbLI BBEAEHUS, @ TAKKE O TOM, OOSMKHbI NI OHU OTNMYaTbCHA B 3aBMCUMOCTU OT
pasmepa Tpybku, mMapkupoBka TpyOKM Ha CmMOPOHe annapama [OIPKHa YyKasblBaTb Onepartopy
pacrnosnoXeHne cyrnpazopmaHHbIX mpy6ox.

MapknpoBka AmanasoHa HopmarnbHOW rnybuHbl BBeAEHWMsI OO0IMKHA OblTb Ha CMOpPOHe
annapama pAbixaTenbHon Tpybkn. MoryT ObiTb OBe MapKMPOBKM, YyKasbiBalOLWME TUMUYHYIO
MUHMMAnbHYIO 1 MakCMMalbHYH0 peKOMeHOyeMyto rmyounHy BeBegeHusi. MapknpoBka Ha cmopoHe
annapama ©OypeT ykasblBaTb MakCMMarnbHyl MyOMHY BBEOEHWS, @ MapPKMPOBKA Ha CMOPOHe
nayueHma — MUHUMarbHylo rnyobuHy BBedeHUsA. PaccTosiHue mexay MapKMpOBKOW HA CMOpPOHEe
arnnapama n MapKMpOBKOW Ha CMOpOoHe nayueHma npencraBndetr cobon gnanasoH HOpManbHOM
rmybuHbl BBeOEeHMsT MO OTHOLWEHUID K pe3uam/anbBeonspHOMY OTPOCTKY WU y4YUTbIBaET
aHaToOMM4yeckne pasnuuma Mexgy nauuveHtamn. [QuanasoH HopmanbHoOW rnyobuHbl BBeOEHUA
obecneunTt Bpayern nonesHon mHhopmaunen n No3BoSIUT UM UCNOMb30BaTb 3TY UHdOpMaUno B
KITMHUYECKOWN NpaKTuKe.

PaccmaTpuBanucb 1 gpyrme mMeTogbl MapKMpPOBKWU, @ UMEHHO OTMETKM rNyOuHbl Ha Kopnyce
BO3yxX0OBOAa, HO WX UCNONb3oBaHWe He NOoTpeboBanoChb M3-3a LUMPOKOro CrekTpa u3genvin m
pasHoobpa3na aHaTOMUYECKMX OCOBEHHOCTEN NaLMEHTOB.

MapkupoBka AuanasoHa HOpManbHOW rNyOuHbl BBeAeHUst He o06s3aTenbHO HaHoCcuTCA

HemnpepbIBHO BOKPYr Kopryca TpybKku, ecrniv oHa BuaHa onepartopy.

A.3.9 AHaTtomuyeckue opueHTupsbl (9.4 j)

N3BeCTHO, 4YTO MUHUManNbHOro Habopa aHaTOMUYECKUX OPUEHTUPOB, MOKA3aHHbIX Ha
pucyHke 1, MoxeT OblTb HE4OCTaTOMHO ANA ONMCaHMA ONTUMANbHOrO PacnosIOKEHNA HEKOTOPbIX
KOHCTPYKUMIN cyrnipazopmaHHbix mpybok. OnpegeneHne ONONHUTENbHbIX OPUEHTUPOB, TaKMX Kak
YyepnanoBUAHbIA XpsiL, HEPBbI U MbIlWLbl (MOKa3aHHble Ha pucyHke D.1), moxeT noTpeboBaTtbCs,
€CNU OLleHKa pUCKa BbIABUT PUCK HEMPaBUIbHOIO NO3ULMOHUPOBAHNA, KOTOPLIN MOXET NPUBECTU K

TpaBme.
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MpunoxeHne B

(cnpaBo4HoOE)

OueHKa n AOKYMEeHTUpOBaHUe KIMHn4Yeckoun achpeKTUBHOCTHU Y nroaen

B.1 OOLwune nonoxeHus

B HacTosiwem npunoxeHun npvBedeHbl PYKOBOACTBA MO OUEHKE U LOKYMEHTUPOBaHWUIO
KNUHU4YeCcKom adEKTUBHOCTU CyrpazopmaHHbIX mpyboK Npn nccneqoBaHUsaX ¢ y4acTMeM JI04en.
MeTofbl, OnuCaHHble B HACTOSALWEM MPUMIOXKEHUM, MPUMEHMMbI KO BCEM arbTepHaTUBHbIM
BapuaHTaMm KOHCTPYKUUKN cyripazopmaHHbix mpybokK, Koraa TpebyeTcs npoBognTb UCCNegoBaHus C
yyactmem nwogen. OHO He npefHasHayeHO pAns  onpedeneHns MeaUUMHCKOM  NPaKTUKW,
Hagnexawmx npoueayp 6esonacHocTn unu npoueccoB NHCTUTYLMOHaNbHOro HabngaTenbHoro

coseTa (IRB) nnn Komnteta no atuke (EC).

MpumMevyaHune — Hacrosillee pykoBOACTBO MPMMEHMMO, KOrda B COOTBETCTBMU C 6.6 TpebytoTcs

KIMNHN4YeCKne nccriegoBaHuA.

B.2 MeTtopabl, uccnepoBaHus ¢ yHactMeM nauvMeHToB

B.2.1 B KnMHMYeCcKMX YCroBUSX OCHOBHOW 3aa4ven ABrseTcs yxo 3a naumMeHtamu.

B.2.2 Uccnepyemas nonynsuus

a) Ymcno n NCcToyHnK obeneayembix

B nccnepgoBaHMM OOMKHO yyacTBOBaTb 4OCTATOMHOE YMCNO ob6cneayemblx, YTobbl A4OCTUYb
CTaTUCTUYECKOWN 3HAYMMOCTU, HEOOXOOMMON NSt AEMOHCTPALUMN COOTBETCTBYHIOLLEN BEHTUNALUN C
NONOXWTENBbHBbIM AABNEHNEM USIM CMOHTAHHOIO AblXaHWs B AMana3oHe pasMepoB NauueHToB, Ans
KOTOpPbIX NPpeayCMOTPEHO NPUMEHEHNE U3AENNS.

b) Xapaktepuctukun nccrniegyemoim nonynsumm

[ns kaxgoro wucnbITbiBaEMOro pasmepa usgenusa obcnefyemble OMMKHbI MakCUManbHO

oTnn4yaTbCA No CBOUM (*)VI3VI‘-I€CKVIM XapaKkTepucTunkam.

B.2.3 Kputepuun BknoYeHUs/MCKnovYeHnsa obcneayemMbix

Kputepumn BKMIOYEHNUS/MCKITIOYEHUS OOIMKHBI ObITh OonpeaeneHsbl B NPOTOKoNe UccneaoBaHns.

B.2.4 Kputepuu npekpawieHUs nccnenoBaHusi

B npoTtokone wuccnegoBaHWs AOMKHbI ObiTb YykadaHbl OGCTOATENBCTBA W/MNU  peakuums
obcnegyemoro Ha npouedypy, KOTOpble CTaHOBATCA OCHOBaHMEM [ONs  MpekpalieHus

nccrneaoBaHuA.

Mpumep — YcmaHoeneHo, ymo o6cnedyembili coomeemcmeayem o0GHOMY u3 npedeapumesibHO

onpedesieHHbIX Kpumepuee UCK/THYeHUsl.
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B.2.5 XapakTepuCTUKU NpOTOKONa nccrnenoBaHusi
N3genve nomkHO npoaomkate paboTaTtb CornacHo cBoeMy npegyCMoTPEHHOMY NMPUMEHEHMIO
npv pasrnbaHmm weu, crmbaHnm wen, NOBOPOTE roNOBbl U Pa3fMYHbIX NOSIOXEHNAX Tena nauneHTa

(no TpeHaeneHbypry, cnas, nexa Ha Goky).

B.2.6 YcTOMYMBOCTb K OGCTPYKLUU ObixamesibHbIX KaHas10e cyrnpa2opmaHHbix mpy6ok

OT0 MOXeT ObITb NPOAEMOHCTPUPOBAHO OOHUM UM HECKONBKUMW N3 CReayroLmx cnocobos:

a) NonoXuTenbHOe [faBneHve Ha BOOXe, HeobxoaMmoe Ans COo3OaHusa LOCTaToOYHOro
JblxaTenbHOro oobema;

b) n3amepeHne u3MEHEeHWU KOHLUEHTpauuh YrIeKUcnoro rasa B KOHUe Bblgoxa, SpOo,
KOHLIEHTpaLuin ra3osB B KPOBM BO BPEMS IKCnyaTauuu;

C) BbISIBlIEHME HEeHOpMarnbHbIX KamnHorpaguyecknx BOSH, YyKasblBalOWMX Ha OOCTPYKLMIO
AblXaTenbHbIX NyTew;

d) n3mepeHue nokasatenen AaBreHNs B NULLEBOAE Y CMOHTAHHO AbllUaLUnX NaUNEHTOB;

€) onpegeneHne OTKNMKa AblXaTeNbHbIX MyTEW Ha MPUCYTCTBME BO34yXOBOAA BO BPEMS
aHecTe3nn (Hanpumep, Kawenb, ABuratenbHasi peakuus);

f) ykazaHume Tuna, NPOJOIPKUTENBHOCTM M YacTOTbl BMeELIATENbCTB M MaHUMNynsauuMm c
BO34yXOBOAOM (Hanpumep, nogbeM YemncTu, nogbem noabopoaka, NOBOPOT  rOMOBbI),
HeobxoanMmbIX Ans NnoaaepaHus AblxaTenbHbIX NyTen NaumMeHTa;

g) OTMeTKa O MPOCTOTEe 3KcniyaTtaunm, uanonorn4eckor NepeHOCMMOCTM N OCNOXHEHUAX

(Hanpumep, acnupaums, peryprutauusi, NapuHrocnasm, rmnokcus).
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MpunoxeHune C

(obs3aTenbHoOe)

MeToAabl UcnbiTaHU Ansa onpeperieHns yCTOﬁqMBOCTM K neperMGaM

C.1 MpwHUMN

YCcTON4MBOCTbL K nepermbam cyrnpazopmaHHbIX mpybok Heo6X0AMMO U3MepaTb Kak nadeHue
OdassieHUs Mpu 3adaHHOM CKOPOCTW MOTOKa npu wm3rmbe BO3gyxoBoda A0 NpenBapuUTEnbHO
3a[aHHOr0 MMHUMarnbHOro paguyca. McnbitatenbHas CKOPOCTb MOTOKA U MUHUMAnbHbLIN paguyc
n3rmba [OImKHblI BapbMpOBaTbCA B COOTBETCTBUM C 0DO3HAYEHWEM pa3smMepa cyripazopmaHHbIX

mpy6oK.

C.2 O6opyaoBaHue
C.2.1 ObopypnoBaHue C MUHMManNbHbLIM paguycom mM3rnba
BbibupatoT kKannbp ¢ MMHMManbHbIM PaanMycoMm, Noka3aHHbIN Ha pucyHke C.1, B COOTBETCTBUU

C MapKUPOBKOW pasmepa cyripazopmaHHoU mpybku, Kak ykazaHo B Tabnuue C.1.

Pa3Mepr B MUNnnMMmeTpax

PucyHok C.1 — Kanubp ¢ MMHUManbsHbIM paamycomM marnba
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Tabnwuya C.1 - Pa3smepbl kanubpa ¢ MMHUManNbHbIM paguycom nsruba

SLA MuHUMyM Mpsimon yyacTok
[wanasoH pasmepoB Paguyc R, mm OnuHa A, mm
>3 50 =90
22%+<3 40 =80
21%+<25 30 =70
20 25 =50

C.2.2 ObopynoBaHue ANA U3MepeHus nadeHusi 0aesieHUs

CobupatoT obopyagoBaHue, kak nokasaHo Ha pucyHke C.4, cocTosiiee U3 UCTOYHMKA Bo3ayXa,
rasoBOro knanaHa, pacxogomepa rasa, auddepeHumanbHOro ra3oBoro MaHoOMeTpa Y KOHUYECKOro
coeguHuTenss pasmepom 15 MM, coeguHsioT  nocnegosatenbHo. OAHO M3 OTBEPCTUN
anddepeHumanbLHOro ra3oBoro MaHoMeTpa AOMKHO OblTb OTKPLITO A4S aTMOCHEPHOrO AaBMEHUS.

,D,J'IFI uenen perncrpaumn pekomeHagyeTcda NCnosib30BaTh 3NTIEKTPOHHbIE USMEPUTENbHbIE I'Ipl/l60pbl.

C.3 Mpouenypa

C.3.1 Obwwume nonoxeHus

C.3.1.1 ®duxkcupyloT W yOepXuBawT cyripazopmaHHyro mpybky B 00OpydoBaHuUM C
MUHUManNbHbIM pagnycom nsrmba.

C.3.1.2 Ecnn npegycMoOTpeHOo, pasfyBalT MexaHusMm pukcayuu O[O PeKOMeHOyemMoro
ob6bema.

C.3.1.3 lpuknagbiBalOT CMOPOHY nauueHma V34enus K MniocKoM MOBEPXHOCTU Kanubpa B
TakoMm NonoXxeHuu, 4Tobbl CTpenka Ha kanubpe coBnagana ¢ pekoMeHayemoun rnybuHor BBeaeHus
OTHOCUTENBHO BEPXYLLKN HAAropTaHHUKA.

C.3.1.4 YpepxuBaloT CMOPOHY nayueHma n3genusi B 3TOM NosioXKeHUN, NPWXUMaOT CIMOPOHY
nayueHma v3genus K Kanubpy ¢ NOMOLLbI HEMMOHOBLIX KabemnbHbIX CTSKEK UMK SKBUBANEHTHbIX
u3genun.

C.3.1.5 CrmnbaroT abixaTernbHyto TPyOKy No M30rHyTOM NMOBEPXHOCTU Kanubpa n 3akpennsoT
ee Ha kanubpe B koHLe n3rnba. KoHeuyHasa cbopka npeacrasneHa Ha pucyHkax C.2 n C.3, B kayecTtse

NPUMEPOB NPUBEAEHbI Pa3NNYHbIE KOHCTPYKLUWN Cyrpa2opmaHHbIX mpy6ox.
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PucyHok C.2 — lNpumep npukpennenus cyrnpazopmaHHol mpybKu Tuna napuHreanbHas Macka K

Kanuopy

PucyHok C.3 — lNpumep npukpennenus cynpazopmaHHoU mpybku Tuna napuHreanbHas Tpyoka kK

Kanuobpy
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C.3.1.6 lMomewaroT Kanubp ¢ cyrnpazopmaHHol mpybkol B KIMMaTUYECKYD Kamepy C
TemnepaTtypon (40 + 1) °C n oTHOCUTENbLHOM BNaXHOCTbIO > 90 % He MeHee YyeM Ha 4 u.

C.3.2 U3mepeHue nadeHus OaesieHusi

C.3.2.1 M3BnekaoT kanubp C n3genvemMm u3 KnMMaTU4YeCKON Kamepbl U U3MepPSoT rnadeHue
daesrieHus B cyrnipazopmaHHoU mpybke, He CHUMas ee ¢ kanubpa.

C.3.2.2 Vcnonb3ysi obopyaoBaHue, onucaHHoe B C.2.2, NoAcoeauHSAT cynparopTaHHbIN
coeauHUTENb K coeanHuTento obopyaoBaHUs U NPONYCcKalT BO3AYX C UCMbITATENbHbLIM MOTOKOM,

ykasaHHbIM B Tabnuue C.2, Yyepes nsgenue.

H H ;

O

OO0V O

1 — UCTOYHMK BO3ayXa; 2 — KranaH yrpasrieHus NoToKoM; 3 — pacxogomep; 4 — MaHOMeTp;
5 — KOHUYeCKMI coegmHUTENb pasMmepom 15 mm; 6 — cyripazopmaHHas mpybka; 7 — obopyaosaHue

C MMHMUMarbHbIM paanycom n3rmnda

MpumMmevyaHune — Ona HarnagHoOCcTM M3obpaxeHa cyrnpazopmadHas mpybka Tuna napuHrearnbsHow

MacCKW.

PucyHok C.4 — Npumep obopyaoBaHus anst usmepeHust nadeHusi 0asneHust
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Tabnunuya C.2 — VcnbiTaTenbHas CKOPOCTb NOTOKA

MpoeanbHas macca Tena cornacHo WcnblTatenbHbIM NOTOK, JI/MUH

npeaycMoTpeHHOMY MPUMEHEHUIO

<10 kr 15
10 kr — 30 kr 30
> 30 Kr 60

C.3.2.3 OnpegensitoT nadeHue OasrieHusi Npy NOToke, ykazaHHOM B Tabnuvue C.2, B Te4yeHne
5 ¢ nocne Havyana nogayv NOToKa vepes cyrnpazopmaHHyro mpybky. Temnepartypa rasa AormkHa
coctaenaTh (23 + 2) °C.

C.3.2.4 OTcoeguHAT W yaanawT cynpazopmaHHyro mpybky w onpegensawT nadeHue
daessieHUs1 NpU TOM e NOoToke. BbluMTaloT 3TO 3HavyeHue U3 3HaveHusi, nonyyveHHoro B C.3.2.3.
MonyyatoT nadeHue dasrieHus, nNpucyllee cyrnpazopmaHHol mpybke.

C.3.2.5 lMosTopsitoT cootrBeTcTBYOWME Warn C.3.2.1-C.3.2.4, npukpenunB cyrnpazopmaHHyto
mpybKy kK 060pyaoBaHMIO, NoKa3aHHOMY Ha pucyHke C.5, BMecTo o6opyaoBaHUsS ¢ MUHMMAaIbHBIM
paguycom m3rmoa.

C.3.2.6 Ecnu npegycMoTpeHbl 8crioMozameribHble ObixamersibHble 0meepcmusi, NOBTOPSIOT
warm C.3.2.1-C.3.2.4 pgna Kaxgoro OTBEPCTUS [Mocne npeaBapuUTENbHOM  MOATOTOBKM
cynpacopmaHHoU mpybKu Npu UCNONb30BaHWM UCMNbITaTENbHOrO 060pPYyAOBaHUSA, YKa3aHHOro B
C.3.1.

C.4 NpepacTtaBneHue pe3ynbTaToB

C.4.1 BblpaxatoT HOMMHanNbHOE MakcumanbHoe radeHue OassieHusl, W3MEepeHHoe 4epes
ObIxamesibHoOe omeepcmue W, eCnn TakoBOE MMEETCs, Yepes3 8crioMo2amersibHoe ObixamesibHoe
omeepcmue Npu 3aKpbITOM OCHOBHOM ObixamesibHOM omeepcmuu, B CM BOf,. CT.

C.4.2 Y6expawTca, 4to nadeHue O4QaerieHUs He TMpPeBbIWAeT 3HaYeHUd, YKa3aHHOro

N3roTOBUTENEM B CONPOBOAUTENBHOM NUTEpaType.

ONORVE® O

PucyHok C.5 — NMpumep npukpennenuns cynpazopmaHHoU mpybKu Tuna napuHreansHas mMacka K

Kanubpy ans pasrnbaHus weun
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MpunoxexHune D

(cnpaBo4Hoe)

NaoeHTudMKauma onacHocTen ona MeHeQKMeHTa pucka

MpumevaHue — ITOT CNUCOK HE SIBMAETCA MCHEPMLIBAKOLWIMM AN BCEX W3OENUN, ONUCaHHbLIX B
HacTOALLEM CTaHaapTe, HO OH npeAcTaenseT coboi PyKOBOACTBO MO OLIEHKE pucka. He Bce onacHocTu

NPUMEHUMBbI K KaXXOO0MY TUNy cyripacopmaHHbIX mpy60K.

= 11‘4
R
b

1 — noabsA3bIYHbIN HEPB; 2 — A3blYHas BeHa U apTepust; 3 — Hapy)XHasi COHHasi apTepus;
4 — BEPXHUIA TOPTaHHbIN HEPB, BEHA, apTEPUS; 5 — HYUXKHWIA KOHCTPUKTOP TMOTKY;
6 — nuLeBoA; 7 — Tpaxes; 8 — NnepcTHeBUAHas MeMbpaHa; 9 — LMToNoAbA3bIYHAA MbILLILA;

10 — nog6opoaoHHO-A3bIYHAA MbILLLA; 11 — NoAbA3LIYHO-A3bIYHAA MbILLLIA

PVIOyHOK D.1 — TvnmyHaga aHaTOMUA OblXaTeNbHbIX nyTe171 naumeHTa

D.1 MNMoTeHumanbHble OMACHOCTU, CBAA3aHHble C UCNOJSIb3OBaHUEM cyrnpa2opmaHHbIX

mpy6ok

a) TpaBma (MexaHu4yeckasi UM HelpoBacKynspHas TpaBMma, CBsi3aHHas C BBEAEHMEM UK
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yoarneHunem cyripacopmaHHbIX mpy60K) OKpYy>XarLmnx TKaHEWN, Bbl3blBatoLLAS:

1)
2)
3)
4)
5)
6)
7
8)
9)

0one3HeHHOCTb, HeborbLUWe CCaauHbl;

remaTomy;

3aleMreHne unm BocnaneHne HaaropTaHHUKa;

oryxaHue n BocnasneHne OKOMOYLLUHOW U CAOHHOM Xenes;
CMeLLeHne YepnanoBuaHOro xpsiwa;

noBpeXaeHne BEpXHEro NULLLEBOAHOIO CUHKTEPA;
noBpexaeHne TKkaHewn, oTek;

CUNbHYIO UK MPOAOIKUTENBHYIO 60Mb B ropne;

HeBpoNnaTuio;

10) nospexaeHwe CrMHHOIo Mo3ra;

11) napanwy;

12) noBpexageHme roJ1loCoBbIX CBA3OK,

13) noepexaeHune 3y6oB;

14) KpoBOTEYEeHuUe;

15) uHdekuuio;

16) cmelleHue YepnanoBMOHOro XpsLa.

b) HepocTtaTouyHas BEHTUNALMS NErknx (FI/II'IOKCVIFI, FI/II'IepKaI'IHI/IFI)Z

1)
2)
3)
4)
5)
6)
7
8)
9)

N3-3a yTEYKN OblXaTemNbHbIX ra3os;
HEBO3MOXHOCTW YAaNEeHNUst U3aenus;

06CTPYKLUMK, BbI3BAHHOW FOPU3OHTANbHON CUITON (KPYTALLMM MOMEHTOM);
HGpoHxocna3ma, napuHrocnasmMa, CTpMaopa, MKOTbI, KA, 3a4epXKKN ObIXaHUS;
oTeka Nnerkux — oTpuuaTenbHoe AaBneHuE;

MOBTOPHOIO AbIXaHUS;

HEe4OCTaTOYHONM CMOHTAHHOW BEHTUNALNN NETKKX;

o6CTpyKUMY;

NOBbILLEHHOIo BHYTPUIrpyaAHOro AaBneHu4.

c) Acnupauusa unu peryprutaums:

1)
2)
3)
4)
5)

13-3a HeJOCTaTOYHOrO YNIOTHEHNS,
XenyaovHon nHeyddnauum;

HEBO3MOXXHOCTW 3BaKyaLMn COAEPXMUMOro Xeryaka;
OBCTPYKUMKN ObIXaTenbHbIX NyTen (onyxaHue);

0BCTPYKUMKN AbIXaTenbHbIX NyTen (MHOPOAHbIE BELLECTBA).

d) TokcmyHoCTb:

1)

anneprus;

i) naTekc.

e) 3arpsisHeHue:

1)

yTe4Ka ObIXaTesibHOro rasa.
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D.2 NMoTeHuuanbHasa onacHoOCTb U3genusa
a) HeucnpaBHOCTb Mnu NoTeps ynoTHEHUS, BbI3BaHHbIE:
1) HenpaBWNbLHOW YCTAaHOBKOW;
2) HenpaBuWIbHBIM MONOXEHNEM FOS0BbI;
3) CMeHOW NONoXeHUsa nauneHTa;
4) CHWKEHWEM OaBfeHUs B YNNOTHEHUN;
5) HenpaBWnbHBIM pa3MepoMm;
6) HanMunem XuakocTu B AblXaTeNbHOM BbIXOAE;
7) noBpexaeHneMm matepuana coeguHuTens;
8) HemcnpaBHOCTbLIO MpPUM  MOBTOPHOM NPUMEHEHUM (MPEBbILEHWE Yuchna  LMKIOB
NMOBTOPHOIO NPUMEHEHNSI);
9) M3HOCOM MaHXemel,
10) HemcnpaBHOCTbLIO KranaHa anga pasayBaHus;
11) gblpown, HaopPbLIBOM, Pa3pbiBOM B KOpPNyce TPYOKU UK YNIOTHEHUMN.
b) MNMoTepst npoxoanmMocTu, Bbi3BaHHAS:
1) HenpaBwUNbHbLIM NONOXEHNEM FOSI0BbI;
2) VHOPOAHBIMW BELLeCTBaMN UMW XNOKOCTAMU B NPOCBETE;
3) ynnoTHeHWeMm us-3a pasgyBaHus;
4) nepernbom;
5) nepekpy4mBaHuEM;
6) paspylLleHvem CTBOMa BO34yxXOBOAa.
c) YpesmepHoe pasgyBaHue ynroTHEHUS BbI3BAHHOE:
1) HEecCooTBETCTBMEM MHCTPYKLMM NO SKCNyaTauum;
2) NPOHUKHOBEHMEM OKCMAA a30Ta;
3) HenpaBuWIbHBLIM PacnonoXeHnemM BO34yXoBOAA;
4) HencnpaBHOCTLIO TPYOKM MNK KnanaHa aAns pasgyBaHus.
d) HepocrtaTto4Hoe pasgyBaHue ynroTHEHWS, BbI3BAHHOE:!
1) CRAWLWKOM HU3KUM PacrnofioXeHMEM MO OTHOLLEHUIO K BXOQY B rOpTaHb;
2) HeoBHapy>KeHHOW YTEYKOW;
3) yTeuKou rasoB B OKpyKaloLlyto cpeay;
4) nepekpy4mBaHMeM nnu 3arnbomMm NOBEPXHOCTU YNIOTHUTENS;
5) HeumcnpaBHOCTbLIO TPYOKM MK knanaHa Ans pasgyBaHus;
6) Ype3mepHbIM COMPOTUBMEHMEM,;
7) yBenu4eHHbIM BHYTPEHHUM OO BLEMOM.
e) HenpaBunbHbI BbIOOP pa3mepa Ansd KOHKPETHOrO NauueHTa, Bbl3BaHHbIN:
1) HepocTaTo4HbIM MHOPMMPOBAHMEM onepaTopa O nauneHTe/TpeboBaHmsIX K pasmepy;

2) HEecOOTBETCTBYHOLLEN YNAKOBKOW.
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32

D.3 Mepbl N0 CHMXXEHUIO HeraTUBHbIX NOCNeACTBUMN
a) KoHcTtpykuwms.

b) WHcTpykumnsa no akcnnyataumn.

¢) Mapkuposka.

d) lMpoBepku nepepn akcnnyataumen.

e) Oby4yeHune/nepenoarotToBka Kagpos.

f) WcnbiTaHna Ha COBMECTUMOCTD.

g) lNpepnocTtaBneHue nHopmMmaunn.

h) OueHka pucka.
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MpunoxeHune E

(cnpaBo4HoOE)

PykoBoAacTBO No MaTepuanam U KOHCTPYKLUK

E.1 MaTtepuanbl gns cynpazopmaHHbix mpy6ok

E.1.1 MaTepuansl, ucnonb3yemble AnS U3rOTOBNEHUSA Cyrpa2opmanHbIX mpyboK, AOIMKHbI
obnagatb 4OCTAaTOYHOM XKECTKOCTbI, YTOBbLI MOXHO ObINO NM3roTOBUTL TPYOKY C Kak MOXHO Bonee
TOHKMMU CTEHKaMW, KOTOpasi B TO e BpeMsi coxpaHsina 6bl yCTOMYMBOCTb K CMUHaHWIO U neperuby,
Hanpumep, No4 AeNCTBMEM BeCa AbIXaTerbHOro KOHTypa.

Mpw ycTaHOBKE OHWU OOMKHbI BbITb 4OCTATOYHO MMOKMMU U MATKMMU, YTOObLI COOTBETCTBOBATb
aHaTOMU4YeCKMM OCOBEHHOCTAM NauMeHTa, He OKa3biBas Ype3MepHOro AaBfeHNst Ha TKaHu Tena.

E.1.2 MapkupoBka cyrnpazopmaHHbIX mpy6oK [ormkHa OblTb JONTOBEYHOW U PasfMyYMMON.

E.1.3 CynpacopmaHHbie mpybku wn coeduHumenu W Matepvanbl Onsi MapKUPOBKM,
ncnonb3yemble Ha cyripazopmaHHbIx mpybkax, [OMKHbI ObITb AOCTATOYHO YCTOMYMBbLI K U3HOCY NpwU
UCNONb30BaHUM  METOAOB  OYUCTKW, Ae3nHdeKkunMnm un  cTepunu3auum, peKoMeHOOBaHHbIX
N3roToBUTENEM, 3a MUCKIIOYEHMEM CriydaeB, KOrga OHW npefHasHayeHbl M MapKMpoBaHbl AN
OLHOKPATHOrO npuMeHeHusi. Takme TPYOKM [AOMKHbI BblAEPXKUBATb MPUMEHUMbIE MeTOoAbI
cTepunm3auumn Nnapom.

PekomeHgyembii MeTo4 nnn meToabl CTepUnmM3aLmm He AOMKHbl NPUBOANTL K UBMEHEHUSAM B
mMaTepuanax, KotTopble MOryT HapywmuTb Bronormyeckyto 6e3onacHoCTb cyrpazopmaHHol mpy6bku
n coeduHumerns (cMm. 5.2).

E.1.4 CynpazopmaHHbie mpybku w coeQuHumenu w wMaTepuanbl AN MapKUPOBKW,
ncnonb3yemble Ha cyrnpazopmaHHbIX mpybkax Npyu HOpMarbHbIX YCNOBUSAX 3KCMNyaTaunm, AOMKHbI
OblTb OOCTATOYMHO YCTOMYMBBI K MOBPEXAEHVMIO B pesynbTate BO3AEWCTBUS KOHLEHTpauun
aHeCcTe3npyLWux NapoB 1 ra3os, UCNOMb3YEMbIX B KIMMHUYECKUX YCNOBUSAX.

E.1.5 CynpazopmaHHbie mpybku [OMKHbI ObITb YETKO pas3nuMynMbl Ha peHTreHe nnbo
nNocpeacTBOM Mpupoabl Matepuarna, U3 KOTOPoro OHU U3roTOBMEHbI, MO0 13-3a HanNU4Ms Mapkepa.

E.1.6 CynpazopmaHHbie mpybKu OOMKHbI COXPaHATbL CBOK NPeayCMOTPEHHYI0 hopMy npu
XpaHEHWN B OPUrMHANbHOW YNaKoBKe B COOTBETCTBMMN C UHCTPYKUUSIMU M3rOTOBUTENS.

E.1.7 BocnnameHseMoCTb cyripazopmarHbix mpy6oK, Hanpumep, Mpu UCNONb30BaHWUU
HEKOTOPbIX BOCMIAMEHAOLLMXCH aHECTETUKOB, ANEKTPOXMPYPrUYECKMX annapatoB MW Na3epos,
angaeTcs obwen3BecTHON onacHocTblo. CyrnpazopmarHbie mpy6bKu, KOTOpble AO0SMKHbI ObiTb
yCTOMYMBbI K BO3AEWCTBUIO nasepa, AOMKHbI COOTBETCTBOBAaTb TpeboBaHWSM K MaTtepuanam,

UCNbITaHMAM, MapKMpPOBKe M conpoBoanTenbHom nHgopmauun MCO 11990 n NCO 14408.
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E.2 CoeguHutenu

E.2.1 CoeguHutenu gna cyrnpazopmaHHbiXx mpyboK OOIMKHbI ObiTb NErKMMK, HO 4OCTaTOYHO
NPOYHbLIMU, YTOOLI NPOTUBOCTOATL Aedopmanuunmn NPU HoOpMarnbHbIX YCIIOBUSAX 3KCNyaTaunmn.

E.2.2 CoeguHutenu gns cyrnpasopmaHHbiXx mpyboK AOSMKHbI ObiTb CKOHCTPYMPOBaHbI Taknm
obpasom, 4TOObl MMETb MWHUMAIbHbIN BHYTPEHHUA OOBEM W OKasblBaTb MWHUMAIbHOE
COMpoTMBIIEHNE MOTOKY rasa. NpocBeT coeanHuTens OoMKeH ObiTb rnagknum n 6e3 BbICTyNaoLWwmx
yacTten.

E.2.3 CoeguHutenun pgnsi cynpazopmaHHbiX mpybok MoryT ObiTb CHabXeHbl ckobGamu,
dackamn mnu ApyruMmn cpeactesamu, obrerdawowumm npucoeanHeHne n OTCOeAVHEeHue, npu
YCIOBUU, YTO Ha NOOLIX BLICTYMAX HET OCTPbIX KPOMOK.

E.2.4 B KOHCTpPYKUMIO MOXeT ObiTb BCTPOEHO yAepXuBarwliee unv 3allenkuBatolleecs
yCTpOMCTBO Ana obecneyeHns  OOMOMHUTENbHOW  HAOEXHOCTU  KPEnneHust  KOHUYECKUX
coeduHumerned.

E.2.5 JloGble BbICTynawowme Yactn (Hanpumep, KproYkn, ckobbl MNn WTbIpK) OOMKHbI ObITb
CKOHCTPYMPOBaHbl Takum 06pa3oM, YTOObI CBECTM K MUHUMYMY PUCK 3aLlenneHmns 3a Xupypruyeckue

nepeBA30YHble MaTepuanbl Unun gpyroe o6opyp,osaHV|e.

E.3 [pyrue KOHCTPYKTUBHbIe COODpaXKeHUA

CynpazopmaHHbie mpy6bKu SOIMKHbI UMETb MMaaKyto HapPYXHYH 1 BHYTPEHHIOIO NOBEPXHOCTMW.
lMoBepxHOCTb MexaHu3Ma Gbukcayuu OOIMkHa ObiTb rmagkor. Mexay HapyXHOW MOBEPXHOCTbIO
ObixameslbHO20 KaHasa W TOYKaMu KpenneHusa mexaHusma pukcayuu AOMKeH ObiTb NnaBHbIV
nepexod. Ha cmopoHe nayueHma cynpazcopmaHHOU mpybu n ObixameslbHO20 0meepcmusi He

[OIMKHO ObITb OCTPbIX KPOMOK.
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Mpunoxenne A

(cnpaBo4HoOE)

CBefeHns 0 COOTBETCTBUN CCbINOYHbIX MeXAyHapoAHbIX CTaHAapTOoB

HauMOHalIbHbIM U MeXrocygapcTtBeéHHbIM CTaHOapTamMm

Tabnunya OA1

O603Ha4eHne CCbINIOYHOro CteneHb O603HaveHVe 1 HaumMeHoBaHMe COOTBETCTBYIOLLErO
MeXAyHapoaHOro crtaHgapTa | COOTBETCTBUS HaLMOHaNbHOro, MEXrocy4apCTBEHHOro cTaHgapTa
ISO 4135 MOD FOCT P 52423-2005 (MCO 4135:2001) «AnnapaThl

WMHransuMoHHON aHecTe3nn n I/ICKyCCTBeHHOIZ
BEHTUNALNN NEerknx. TepMVIHbI nonpepneneHna»

ISO 5356-1 IDT FOCT ISO 5356-1-2023 «Annapatbl MHransuMoHHON

aHeCTe3nn 1 UCKYCCTBEHHOW BEHTUNSILMMN NETKUX.
CoeaunHeHuns koHndeckue. Yactb 1. KoHnveckne
naTpyoku u rHesga»

ISO 18190 - *

ISO 18562-1 IDT FOCT P UCO 18562-1-2022 «OueHka

O1OCOBMECTUMOCTI KaHamNoB AblXaTeflbHbIX ra3oB B

MeanumHckmx nagenusax. Yactb 1. OueHka u
npoBeAeHne UcCnbITaHNA B NpoLecce MeHeKMEHTa
pucka»

ISO 80369-7 IDT FOCT P NCO 80369-7—2023 «CoeguHuTENn Manoro

AvameTpa Ans KUOKOCTEN U ra3oB, UCMOMb3yemble B

3apaBooxpaHeHnn. YacTtb 7. YacTHble TpeboBaHuS K
COeAVHUTENAM BHYTPUCOCYANCTOrO NN NOAKOXHOMO

NPUMEHEHMSI»

* COOTBETCTBYIOLMIA  HAUMOHanbHbIM ~ CcTaHAapT  oTcyTcTByeT. [lo  ero  MpuHATUS

pekoMeHayeTca ncnonb3oBaTtb NepeBoa Ha pyCCKI/IVI A3bIK JAaHHOIro MexayHapogHoro ctaHgapTa.

MpnmeyaHune - B HacTtoswen Tabnuue MCNonb30BaHbl Creaylolne YCrioBHble 0603HayYeHust
CTENEeHN COOTBETCTBUSA CTaHOAPTOB:

- IDT — ngeHTn4YHble cTaHgapThl;

- MOD — mogndu1umpoBaHHbIA CTaHgapT.
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