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Mpepgucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKOHOM OT
27 neka6bpsa 2002 r No 184-®3 «O TexHMYeCcKOM perynMpoBaHuuy», a npasnaa NpMMEHEeHNs HauuoHabHbIX
cTaHfapToB Poccuiickoin ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®epepavuu.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 PA3PABOTAH ABTOHOMHOW HEKOMMEpPYeCKOl opraHu3almeii «Bcepoccuiickuii Hay4yHo-uccnegoBa-
TENbCKUIA U UcNbITaTeNbHbIA UHCTUTYT MeANLUHCKON TexHukn» (AHO «BHUVWNMT») Ha ocHOBe pe3ynbTaToB
uccnegosanuin HLL CCX nm. A.H. bBakynesa PAMH

2 BHECEH TexHuuyeckum KoMUTETOM Mo cTaHdaptusaumm TK 453 «imnnaHTatbl B XMpypravs»

3 YTBEPXOEH W BBEJEH B LI,EI7ICTBVIE Mpuka3zom depepanbHOro areHTCTBa Mno TeXHUYEeCKoMy
perynnpoBaHunio n meTponornu ot 29 nwoHsa 2007 r. N» 155-ct

4 BBEJEH BMNEPBbIE

MHopMauua 06 M3MEHEHUSAX K HACTOSLLLEMY CTaHAapTy Ny6ankyeTCs B €XerofHo n3jaBaemMom
MH(OPMaLMOHHOMYKasaTe e «HauuoHanbHble cCTaHAapThi», a TEKCT U3MEHEHUI NONPaBOK — B eXeMe-
CSAUHO N3aBAEMbIX MH(POPMALMOHHBIX YKazaTensax «HaumoHanbHble cTaHaapThi». B ciyyas nepecMoTpa
(3aMeHBI) MM 0T MeHbl HACT OSILLEN0 CTaHAapTa CooOTBe TCTBYHLLEee yBeJoM/eHne 6yaeT ony6/IMKOBaHO
B €XEMeCsiuHO U3faBaeMoM MH(DOPMALMOHHOM yKasaTene «HaynoHanbHble cTaHgapThi». COOTBETCT-
BylOLLLas MH(pOpMaLUs, yBeJOM/IEHNE U TeKCT bl pa3MeLLan T sl Takxke B UH(POPMaLMOHHO cucTeme obLe-
ronosib3oBaHusi — Ha ohuLMasnbHOM caliTe PefepanbHOro areHTCTBa N0 TEXHNYECKOMY PEryiMpoBaHunio
M MeTpoNorumB ceTu HTepHeT

© CraHgapTuHdgopm. 2007

HacTosiuii cTaHAapT He MOXEeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro UsgaHus 6e3 paspelleHus ®efepasbHOro areHTCTBa N0 TEXHUYECKO-
MY peryfsiupoBaHuio 1 MeTposiorumn
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

BHYTPNCOCYANCTbIE CTEHTbI

TexHuyeckne TpeboBaHuna

Vascular stents.
Technical requirements

[Nata BeegeHuns — 2008—01—01

1 O6nacTb NpUMeHeHUs

HacToawwuii ctaHgapT pacnpocTpaHAeTca Ha BHYTPUCOCYAWCTble CTeHTbl (MMMNAaHTUpyemble apTe-
puanbHble CTEeHTbI, fasiee — CTEHTbI) U CUCTEMbI UX [OCTaBKU.

HacToswuini cTaHgapT ycTaHaB/iMBaeT [OMNOJSIHUTENIbHbIE MO cpaBHeHuw ¢ FOCT P 51566,
FOCT P NCO 10555.1 n T'OCT P NCO 10555.4 cneuuwanbHble TpeboBaHMs K matepuasnam, CBOWCTBaM
KOHCTPYKLUMU, METOAAM MCNbITaHWi, ynakoBke, MapkupoBke W WHhopMauumn, npesocTaBnsieMoii U3rotoBu-
Tenem.

HacTosiwmnii ctTaHgapT He pacnpocTpaHsaeTcs Ha 3HA0NPOTE3bl, COAEepXaLlne CTEHTbI (CTEHT-rpaddThl).

2 HopmaTuBHbIE CCbI/IKU

B HacToslWwem cTaHfapTe UCNO/Ib30BaHbl HOPMATUBHbIE CChIJIKU HA cneayoLme cTaHaapThbl:

FOCT P MCO 9000—2001 CwucTteMbl MeHeaXMeHTa kayectBa. OCHOBHbIE NOJIOXEHUA U CNoBapb

FOCT P MCO 10555.1—99 KaTeTepbl BHYTPUCOCYAUCTbIE CTEPUSIbHbIE OAHOKPATHOI0 NPUMEHEHUS.
YacTb 1. Obwue TexHnyeckme TpeboBaHma

FOCT P MCO 10555.4—99 KaTteTepbl BHYTPUCOCYAUCTbIE CTEPU/IbHbIE OAHOKPATHOIO MPUMEHEHUS.
YacTb 4. KaTteTepbl 418 6a110HHOIO paclumMpeHus

FOCT P MCO 10993.1—99 WU3genus meanuuHckue. OueHka 61M0ornyeckoro fencTBus MeauumnHCKmX
nsgenwvii. Yactb 1. OueHka 1 nccnegoBaHus

FOCT P 51566—2000 [lpoTe3bl KPOBEHOCHbLIX cocyfoB. Obuime TexHnyeckne TpeboBaHus. MeTogpl
ncnblTaHni

MpumeuyaHue — lNpu NONb30BAHNN HACTOSALLMM CTaHAAPTOM Lie/IECO06Pa3HO NPOBEPUThL AENCTBUE CChINIOY-
HbIX CTaH4ApPTOB B WH(OPMALMOHHOW cUCTeMe O6LLEro nonb30BaHWs — Ha OMuMansHOM caiiTe degepanbHoro
areHTCTBa Mo TEXHMYECKOMY PEry/iMpoBaHui0 U METPOSIOTUM B CETU MIHTEPHET /N MO eXEeroaHo U3gasaeMomMy UHgopma-
LMOHHOMY yKa3aTeso «HaunoHanbHble CTaHAaPTbI», KOTOPLIV ONy6IMKOBAH NO COCTOSIHMIO HA 1siHBaps TEKYLLEero roga, u
M0 COOTBETCTBYIOLMM E€XEMECAYHO U34aBAEMbIM VH(IOPMALMOHHBIM yKa3aTesisim, ony6/IMKOBaHHbIM a TeKyleM rogy.
EC/N CCbINOYHBIV CTaHJAPT 3aMeHeH (M3MeHEH), TO NPU NONb30BaHUM HACTOALWMM CTaHAAPTOM cledyeT PyKOBOLCTBO-
BaTbCS 3aMEHSIIOWMUM (M3MEHEHHbIM) CTAHAAPTOM. EC/IN CChISIOYHbI CTAHAAPT OTMEHEH 6€3 3aMeHbl, TO MOJIOKEHNE, B
KOTOPOM faHa CCbl/Ika Ha Hero, NPUHUMAETCS B YACTKW, HE 3aTparuBaioLLeii 3Ty CCbiKy.

3 TepMuHbl 1 onpepeneHus

B HacToswem ctaHgapte npuMeHeHbl TepMuHbl no FOCT P 51566, TOCT P MCO 10555.1 u
FTOCTPUCO 10555.4, a Takke cnegyoLwme TepMUHbI C COOTBETCTBYIOLLMMMN ONpeenieHNs Mn:

31 CTeHT: mnnaHTupyemas Tpybuyatas cetyaTas CTPyKTypa LWAUHAPUYECKOWR (hOpMbl, NOAAEPXM-

Bawuiasd npoceeT KPOBEHOCHOIO cocyaa.

MN3paHne ohuynanbHoe
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3.2 cuctema fA0CTaBKu: TEXHNYECKOE CPEACTBO, UCNOMb3YEMOE A/151 BBEleHUs1 CTEHTA, ero pas3BepTbl-
BaHWs 1 (huKcaLMK B NPOCBETe KPOBEHOCHOTO Cocyaa.

3.3 CTeHT 6anfioHoro pacwupeHus (6annoHopaclimpsemslii cTeHT): CTeHT, ycTaHaBnMBaeMmblii Npu
MOMOLLM CUCTEMbI OCTABKM HA OCHOBE KaTteTepa 6a/1/IOHOro pacluMpeHust.

3.4 CTEHT ynpyroro paclivpeHus (camopaclimpsiouiics cTeHT): CTEHT, ycTaHaBIMBaeMblii nyTem
pa3BepTbIBaHWS U3 C/TIOXEHHOTO COCTOSIHMS 3@ CYET YNPYIMX CU KOHCTPYKLUW CTEHTA.

3.5 HOMUHa/bHbIN AnaMeTp: YCTAHOBNEHHbIA U3TOTOBUTENIEM BHYTPEHHUI AnamMeTp CTeHTa B pac-
KPbITOM COCTOSIHUN.

3.6 HOMUHanNbHOE AaBsieHue: JaBneHne B 6assIOHe, Npu KOTOPOM CTEHT Ga/INIOHOTO PacLUMPEHNS pac-
KpbIBAETCS M UMEeT HOMUHA/IbHBIN AnameTp.

3.7 o6paTHbIl X0 cTeHTa: YMeHblUeHne BHYTPeHHero AvameTpa cTeHTa 6afi/loHOro paclumpeHus
Mocsie ero packpbITUsi, MPOUCXOAsLLEE B pe3y/bTaTe CAyBaHWs, OTAeIeHUs V1 3BMeYeHnst 6asiioHa.

4 TexHnyeckue TpeboBaHuA

4.1 O6wwme TpeboBaHuUA

4.1.1 CTeHT fO/IXEH NOCTaBIATLCA C CUCTEMO AOCTABKM B BUAE, NOArOTOB/IEHHOM /151 YCTAHOBKM.

4.1.2 CTeHTbl UCUCTEMbI JOCTABKN AO/KHbI ObITh YCTONYMBLIMU K BO34ENCTBUIO 6MON0rMYEeCcKoi cpeapl
opraHusma, 6MoCOBMECTUMbIMU, TEMOCOBMECTUMBIMU U HETOKCUYHLIMW B COOTBETCTBMM C TpeboBaHMAMMN
FTOCTPWNC010993.1.

4.1.3 CTeHT McucTema [0CTaBKM 40/HKHbI NOCTaB/IATLCA B CTEPUNBLHOM BUAE.

4.1.4 Banugauus cteHTta (FTOCT P MCO 9000) v cuctembl fOCTaBKU AO/HKHA ObITb NOATBEPXAEHA UCTIbI-
TaHUAMM in ViVO Ha XXUBOTHbIX.

4.2 TpeboBaHuWsa K CTEHTaM

4.2.1 CTeHT [O/KEeH COOTBETCTBOBATb HOMUHA/IbHLIM FEOMETPUYECKUM XapakTepmucTukam, yCcTaHOB-
NIEHHbIM U3rOTOBMTENEM, C MOrPELLHOCTLI0 He 6onee 5 %.

4.2.2 KayecTBO NOBEPXHOCTU CTEHTA AO/IKHO COOTBETCTBOBATL TPE60OBAHMAM N3TOTOBUTENS MHE UMETL
HapyLleHW1 B BUAE N3/TOMOB U T. N.

4.2.3 CTeHT 6an110HOro paclumpeHust o/HKeH yA0BIETBOPATb YCTAHOBIEHHOW N3roTOBMTENEM 3aBUCU-
MOCTU: flaBieHne B 6anIoHe/BHYTPEHHWI fuamMeTp CTEHTa — C OTK/IOHEHNeM He 6onee 1atm.

4.2.4 Tlpegen pagvanbHOR ynpyrocTy CTEHTa, onpefensemblii MEeTO40M UCMbITaHWiA no 5.1. fomkeH
YA,0BETBOPATL Tpeb6oBaHUAM Tabmubl 1.

Ta6nuya 1— MNpegensl pagnanbHO ynpyrocT CTEHTOB

HoMWHanbHbI gnameTp cTeHTa, MM Mpepen paguanbHoii ynpyroctn. H/MM. He neHec
lo 2.5 BKkNioY. 0.10
CB. 2.5 840 5 BKNIOY. 0,15
Cs. 5 a0 10 BKkAtOY. 0.30
Cs. 10 0.40

4.2.5 MuHMManbHbIl paguyc nepernba cteHTa, onpeaensiembli METOA0M UCMbITAHUIA No 5.2, gomkeH
6bITb He 60s1ee NATU HOMUHANbHBIX AMaMeTpPOB CTEHTA.

4.2.6 [nscTeHTa 6a/1/1I0HOTO pacluMpeHus obpaTHbIi Xo4. onpeaensieMblii METOA0M UCTbITaHWA Mo 5.3,
[OMmKeH 6bITb paBeH He 60n1ee 10 % ero HoMVHaIbHOro AuameTpa.

4.2.7 CTeHT JOo/XeH 6bITb BUAEH NPY NCNONb30BAaHUUN CTaHAAPTHbLIX METOA0B 0TO6PaXeHUs, Hanpumep
Ha PEHTreHOBCKOM CHUMKE.

4.3 TpeboBaHusa K cucteMam foCTaBKuU

4.3.1 CucTembl OCTaBKM AO/MKHbI yA0BAeTBOPATL TpeboBaHmam FOCT P C 010555.1.

4.3.2 KaTeTepbl 6@/1/10HOr0 pacluvpeHns, UCnosib3yemMble B CUCTEME, AO/DKHbI YA0BETBOPATL Tpebo-
BaHuAMm FOCT P MCO 10555.4.

4.3.3 [Ina kateTepoB 6an/I0HOrO pacliMpeHns npefenbHoe AaBneHve B 6annoHe, onpegensemoe
MeTOA0M UCMbITaHWi No 5.4, 4OKHO yA0BNETBOPATL TPe60BaHMAM M3roToBUTENS C KOadhhMLmeHTOM 3anaca
He MeHee 1.2.

2
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5 MeTogbl ncnbiTaHuii

5.1 W3mepeHue pafnanbHOLi yNpyrocTu cTeHTa

5.1.1 MpuHyun

B gaHHOM ucnbiTaHumn TpebyeTca n3mepuTb NpeAen ynpyroctu CTeHTa npu ero Aed)opMmpoBaHun B pa-
AnanbHOM HanpasneHun.

5.1.2 WcnbiTaTenbHoe obopyaoBaHue

WcnbiTaTenbHoe o60pyAoBaHne AO/HKHO BKOYATb:

- paspbiBHYIO MaLLVHY, CMOCO6HYI0 06ecneynTb PeXNM NCNbITaHUS, YKa3aHHbIN B5.1.4. ¢ NOrpeLlHOCTbIO
n3mepeHuns ycunusa He 6onee 0.01 H 1 norpelHocTbio u3MmepeHns geopmarmm He 6onee 0.02 mwm;

- LWITaHreHUMpKysb C NOrpPeLHoCTbI0 U3MepeHus He 6osiee 0.1 MMm.

5.1.3 MoparoTtoeka 06pa3uoB

CTeHT packpbl BalOT B peXvmMe, peKoMeH0BaHHOM U3roTOBUTENIEM. 1 OCBOOOXAAKOT OT CUCTEMbI OCTAB-
Ku. Mepep nposefeHneM UCNbITAHUA CiefyeT UsMepuTb AIMHY o6pasLa WTaHreHumpkynem. CTeHT norpyxarTt
Ha 04HY MUHYTY B (hn3nonornyeckmii pactsop Temnepartypoii (3712 ) eC. VicnbiTaHne NpoBOASAT Cpasy ke nocne
BblAepXnBaHNs B PU3M0I0TMYECKOM pacTBope.

MpumeyvyaHune — Bcnyyae, Korga CTEHT He ABNSIETCA TOHKOCTEHHON 060104KOW (TONWMHA CTEHKN — Gonee
0.1 gnameTpa), cnegyeT Takke ykasaTb TOJILMHY CTEHKU U OLEHUTb BIWSIHME TO/MLWMHbLI Ha XapakTtep gethopmupoBaHns
060/104KMN.

5.1.4 Mpoueaypa ucnbliTaHui

McnblTaHne Ha cxaTve NPoBOAAT Ha pa3pbiBHOW MalimHe. VcnbiTyemblii obpasel, pasMelyanT Mexay
HaXUMHBIMW NAWTaMU Pa3pbiBHOV MallviHbl. [11aBHO OCYLLECTBAAIOT PABHOMEPHOE CXaTue CO CKOPOCTbIO He
6onee 0,2 Mm/c, O4HOBPEMEHHO perncTpupys gedopmMaunio obpasua. 3anucb 3aBUCUMOCTU: YCUINE CXa-
Tus/pecopmaLnns — nNpoBOAAT C 4acToTol He MeHee 10 Iy, McnbiTaHne NPOBOAAT A0 AOCTUXEHUA nNpejena
ynpyroctun obpasua uavM 40 AOCTMXKEHUS 3HadeHus gedopmauun csbiwe 80 % HOMUHANBLHOTO AvameTpa
CTeHTa.

5.1.5 MNpepacTasseHne pe3ynbTaToB N OL,eHKa COOTBETCTBUA

PesynbTatbl cnefyet npeAcTaBuTh B BUAE AnarpaMmMbl 3aBUCUMOCTI: yCUIINE CKATUSA HA e AUHNLLY A/TNHbI
cTeHTa/gedhopmauna gunameTtpa. Ha gnarpamme cnegyet BblAeNUTb Havya bHbI TMHENRHbIA y4acToK, U3/10M,
COOTBETCTBYIOLLMI Npeaeny ynpyrocTv CTeHTa, ¥ NocneAyoLWnii NMHEeRHbI y4acToK, COOTBETCTBYOLWMIA nnac-
Tnyeckomy gecopmupoBaHuio. Mognarpamme cregyet onpefenntb Npegen ynpyrocTi v Bbipa3ntb eroB Hblo-
TOHax Ha MunanmeTp. NonyvyeHHoe 3HavyeHne cneayeTt cpaBHUTh ¢ TpeboBaHuaMuY 4.2.4 (Tabnavua 1). Ecnm Ha
AvarpaMmme He BUAeEH npejesn ynpyroctu, obpasel, Takke CUMTAIOT BblAepXaBLIUM UCMbITAHWE HAa COOTBe-
TcTBUE TpeboBaHuam 4.2.4.

5.2 lV3mepeHne MMHMMANbLHOTO paguyca nepernba cTeHTa

5.2.1 MpuHumun

B faHHOM ucnbITaHUM TpebyeTca YCTaHOBUTb, YTO CTEHT BblAepXuBaeT nepernd no ycraHoB/IEHHOMY
HavMeHbLlemy paguycy 6e3 1n3nomMos.

5.2.2 WcnbiTaTtenbHoe o6opygoBaHue

WcnbiTaTensHoe obopyfoBaHne A0KHO BKIOYaTb B cebs Habop kanmbpos oT 1040 100 MM € Lwarom He
6onee 10%.

5.2.3 MoparoToBka 06pasyoBs

CTeHT packpbiBaloT B peXxvnmMe, peKoMeHA0BaHHOM U3roTOBUTE/IEM, U OCBOGOXAAIT OT CUCTEMBI OCTaB-
Kn. CTEHT NOMELLAT Ha YNPYTyo LUAMHAPUYECKyo HanpasnawLwyo anametpom 0.85 %—0.95 % BHyTpeHHe-
ro gvametpa cTteHTa. CTEHT Ha HanpaBNsAoLWeR NorpyxarT Ha O4HY MUHYTY B (OU3MONOTMYECKNl pacTBop
Temnepartypolii (37 £ 2) °C. VicnbiTaHne NPOBOAAT Cpasy Xe Nnocre BblAEPXMUBaHUSA B J13M0N0TMYECKOM pacT-
BOpE.

5.2.4 NMpoueaypa ncnbiTaHni

BbI6ypatoT Kanubp, COOTBETCTBYHOLWMIA NATUKPATHOMY 3HAYEHWIO HOMWUHA/IBHOTO AMameTpa C norpeLu-
HOCTblO He 6onee 5 %. Mo kannbpy NPoBOAAT Nepernd CTeHTa Ha ynpyroii HanpaeAstoLwWwen (Mm Ha 3NacTUYHOM
6an10He noA fasneHvem). MosasneHne N3IOMOB U ApYTUX HapyLLUEeHWA CTPYKTYPbl OLeHMBAIOT BU3YyaslbHO.

5.2.5 lMpepacTasseHne pe3ynbTaToB N OL,eHKa COOTBETCTBUA

CTeHT cunTatoT NPoLLeA LM UCTbITaHNE, eC/IN OH Bblfepxasn nepernt 6e3 paspyLieHns niv n3fioMos.
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5.3 V3mepeHne o6paTHOro xofa cteHTa

5.3.1 MpuHumn

[laHHoe ucnbiTaHe NPUMEHNMO A8 CTEHTOB 6a/1/I0HOTO pacluMpeHus. B faHHOM ncnbiTaHumn TpebyeTca
N3MepuTb 06PaTHbIN X0f (YMEHbLLEHVE BHYTPEHHEro AnameTpa) CTeHTa npu CAyBaHUu, OTAeNeHnn nnu3sneye-
HUM U3 Hero 6assioHa.

5.3.2 WcnbiTaTensHoe ob6opyaoBaHue

McnbiTaTennbHOE 060pyA0BaHME AO/KHO BKAKOYATb:

- cucTemy 3ajfiaHusa fasfieHusi, CNOCOo6HY0 co3fasaTb U nojaepXxunsaTe NOCTOSAHHOE faB/ieHne B Tpe-
6yemMoM gnanasoHe 1 B COOTBETCTBUM C PEXMMOM, YKka3aHHbIM B 5.3.4;

- YCTPOWCTBO /19 U3MEPEHWSA faBeHUs, Hanpumep MaHOMeTp, C NOrPeLIHOCTLI0 U3MepeHus He 6osee
0,5 aT™m B Tpebyemom guanasoHe;

- YCTPOWCTBO AN151 U3MEPEHNSA AnamMeTpa CTeHTa C NOrPeLLIHOCTbI0 M3MepeHus He 6onee 0,01 mm (Hanpu-
Mep NPOtU/bHbI NPOEKTOP).

MpumeuyaHune — TpebyeMblii AnanasoH AaBfeHUs ONpPefeNiieTcs AaHHbBIMW U3TOTOBUTENA. PekoMeHayeTcs
auanasoH ot 040 20 atm.

5.3.3 MoaroTtoeka o6pasLoB

CTeHT, yCTaHOB/EHHbI/ Ha 6a/1/IoHe CUCTEeMbl AOCTaBKK, MOTPYXatoT Ha O4HY MUHYTY B chm3nonoruyec-
Kuii pactBop TemnepaTtypoii (37 +2) eC. VcnbiTaHne NPOBOAAT Cpasy Xe nocne BblAepXnsaHnsa B r3nonoru-
4YecKoM pacTBope.

5.3.4 Mpoueaypa ncnbiTaHnii

McnbiTyemblit 06pasel, ¢ ccTeMoli 4oCTaBku NOACOEANHAIOT K CUCTeMe 3a4aHuns AasneHus. MNosbiwarT
fasrieHne co ckopocTblo (5 = 2) aTM/C A0 3HAYEeHUs1, yCTAHOB/IEHHOIO U3roTOBUTE/IEM HOMUHA/IBHOTO faBJie-
HUS1. NO AOCTMXKEHUN KOTOPOrO 3MEPSIOT HAPYXHbIA UM BHYTPEHHWI gnameTp obpasua (guameTp nogaasrne-
Huewm). BbigepxunsatoT obpasel, Nof HOMUHaIbHbIM AaBneHnem B TeveHue (10 £ 2) ¢, nocne yero ymeHbLwawT
faBnieHne B 6as0He co CKOPOCTbIO (5 +2) atm/c 40 HyNs n usBnekatoT 6an/10H. NOBTOPHO N3MEPSIOT HapyX-
HbI NN BHYTPEHHWI aguameTp obpasua (KOHeYHbll guameTp).

MpumeyaHune — Bcayyae U3MepeHUs HApPYXXHOro AnameTpa o6pasua cieAyeT nocne UCMbITaHUs CHATbLoGpa-
3el ¢ 6anoHa, U3MepuUTb TOSLLMHY Er0 CTEHKU M ONPEeLenTb BHYTPEHHNIA AnaMeTp Kak HapyXHblii AuaMeTp MUHYC yABO-
eHHas TO/LMHA CTEHKN.

5.3.5 lMpepacTasnieHne pe3ynbTaToB N OLEHKA COOTBETCTBUSA

PaccuntbiBaloT 06paTHbI X0A CTeHTa Kak pasHOCTb MeXAy AnaMeTpoM Nof AaB/eHVeM U KOHEYHbIM
AnameTpoMm, OTHECEHHYI0 K AnaMeTpy nog AaBfeHneM. MonyyeHHbll pe3ynbTaT BblpaxatlT B NpoLEeHTax.
MonyyeHHOe 3HaYeHne cpaBHMBAIOT C TpeboBaHMAMY 4.2.6.

5.4 WV3mepeHne npefenbHO 4ONYCTUMOTO AaB/ieHns

5.4.1 MpuHuun

B gaHHOM ncnbiTaHny TpebyeTcs yCTaHOBUTb, YTO 6a/IoH C HaX04ALWMMCS HA HEM CTEHTOM BblAepXuBa-
eT nogavy npefenbLHoro BHyTpeHHero gassieHus B 6as/IOHHOM KaTeTepe.

5.4.2 WcnbiTaTenbHoe obopyaoBaHne

McnbiTaTensHoe 060pyaoBaHue AO/HKHO BKAOYATD:

- cucTtemy 3afaHusa fasfieHusi, CNOCOGHY0 co3flaBaTb U NogaepxunsaTb NOCTOSAHHOE faBfieHne B Tpe-
6yemoM gunanasoHe;

- YCTPOICTBO AN U3MEPEHUS AaBNEHNSA, HANPUMEP MaHOMETP, C NOTPELLIHOCTbI0 U3MepeHus He 6onee
0,5 aT™m B Tpebyemom guanasoHe.

MpumeyaHune — Tpebyemblii frana3oH gaBneHus onpeaensieTcs usrotosutenem. PekomeHgyeTcst gnana-
30H 0TOf060aTM™.

5.4.3 MoparoToBka 06pasLoB

CTeHT, yCTaHOB/IEHHbIV Ha 6a/1/I0He CUCTEMbI OCTaBKK, MOTPYXatoT Ha O4HY MUHYTY B hmusnonoruyec-
Kuii pacTBOp TeMnepatypoii (37 +2) °C. MicnbiTaHue NpoBOAAT Cpa3y Xe Nnocsie BblAepXxunuBaHusi B husnonoru-
4YeCcKOoM pacTBope.

5.4.4 Mpoueaypa ncnbiTaHni

McnbiTyemblii 06pasel, c ccTemoii 4OCTaBKU NOACOANHAIOT K cMCTeMe 3aiaHnsa AaBneHus. MosbiwaioT
[AaBJrieHne co CKopocTbio He 6onee (5+ 2) aTMm/c A0 AOCTMXEHNS YPOBHSA 120 % 3Ha4YeHUs NpefesibHOro ypoBHS
[aBrieHus, ykasaHHOro n3rotosmTtenem. BolgepxusaloT obpasel, Noj yCTaHOB/EHHbIM faBNIEHNEM HEe MeHee
30 ¢, nocne Yero yMmeHbLIAOT faB/ieHne B 6asi/ioHe Co CKOpoCThio (5+ 2) atm/c [0 HyNs.

4
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5.4.5 T[lpepactaBneHne pe3ynbTaTtoB M OLleHKa COOTBETCTBUA

BannoH cunTaloT npoleAwnM NCNbITaHNe, eCN He NPOM30LL/I0 OTK/IOHEHW OT HOPMasbHOW paboTbl:
paspbiBa, MpPoKoaa Wav 4pyroro HapylweHUs repMeTUYHOCTU, a Takke BbINAuMBaHWUi MK nepepacTskeHui
6annoHa.

6 YnakoBka, MapkupoBKa, MHCTPYKLMA Nosb3oBaTens

6.1 Ynakoska

Kax bl CTEHT, yCTaHOB/IEHHbIW Ha CUCTEME J0CTaBKN 1 FOTOBbIV K MICNO/b30BaHWI0, [0/KEH ObITb yna-
KOBaH B OTAE/IbHbINA kOoHTeliHep. CoAepXNMOe KaxAoro OTAeIbHOr0 KOHTelHepa A0/HKHO ObiTb CTEPUBHO.
Kaxabli oTAeNbHbIV KOHTEHEP A0/TKEH OblTh yNakoBaH B HAPYXXHbI KOHTEHep.

6.2 MapkupoBka

6.2.1 OTaenbHbI KOHTeliHep

Ha kaxxfblli OTAeNbHbI KOHTeHep HaHOCAT MapKMPOBKY (CnoBa, pasbl, CUMBOJIbI MU PUCYHKK), BK/THO-
yaroLyto:

- onucaHue CoAepPXUMoro;

- HavMeHoBaHue 1 agpec U3roToBuUTenNs;

- HavMeHOoBaHWe 1 TOProBY MapKy YCTPOWCTBa,;

- 0603HayYeHne Mogenn CTeHTa C ykazaHnem ero rabapmTHbIX pasmepoB B PACKPbITOM COCTOSHUN:

- HOMep MapTum UK cepuiiHblii Homep;

- Hagnucbk «CTEPUNTbHO» 1 meTog cTepunnsaumu;

- 3HaKHefoMyCTMMOCTM NOBTOPHOIO NCMO/b30BaHUA (O4HOKPATHOCTY NPUMEHEeHNS);

- CPOK rofiHOCTY;

- npegynpexpaeHune uam cCbiiky Ha He06X04MMOCTb NPOYNTATb MHCTPYKLIMIO MO/Ib30BaTENS;

- rabapuTHble pa3Mepbl CUCTEMbI 4OCTaBKW, BK/OYAS MUHVMasIbHble TPEOGOBaHNS CUCTEMbI OCTABKN K
pasmepam cuCTeMbl BBEAEHWA U NPOBO/IOYHOMY MPOBOAHUKY KaTeTepa (BHYTPEHHWIA 1 BHELHW anameTp,
COOTBETCTBEHHO);

- HOMUHaNbHOE 1 npejesibHoe gaBneHus (415 CTEHTOB 6a/INTIOHHOrO paclnMpeHuns) ¢ ykasaHmem cooT-
BETCTBYIOLMX UM BHYTPEHHUX ANAaMeTPOB CTeHTA:

- marepwuas, n3 KOTOpOro N3roTOB/IEH CTEHT;

- yKasaHue 0 Ha/iMuuy JoN0HUTENbHON 06paboTKN CTEHTOB (MOBEPXHOCTHBIX NOKPLITUIA);

- yKasaHue 0 HaNnuumn ieKapCTBEHHbIX BELLECTB.

6.2.2 HapyxHblli KOHTeliHep

Ha kaxom Hapy>XHOM KOHTeliHepe f0/MKHa ObITb MapKMpPOBKa, BK/IOYaoLLas BCo MHopMaLumio, npuse-
OeHHyto B 6.2.1, 1 HEOOXOANMbIE MHCTPYKLMM MO XPaHEHWIO M TPAHCNOPTUPOBAaHWIO.

6.3 WHCTpyKUMa nonb3osatens

Kaxapbll KOHTelHep Ao/MKeH ObiTb CHaGXeH WHCTPYKUWeRd No MCNonb30BaHWIo usgenus. VIHCTpyKums
[OMKHa cofepxaTb MHopMaLuio, BKIOYAIOLLYIO:

- onucaHve CoaepXnmMoro;

HavMeHOBaHue n agpec n3roToBuTens;

- HaumeHOBaHWe 1 TOProBy Mapky YCTPOICTBa;

martepuasl, U3 KOTOPOro N3roTOB/IEH CTEHT,;

yKasaHue 0 Hanmymmn AONONHUTENbHOV 06paboTKN CTEHTOB (MOBEPXHOCTHbLIX MOKPLITWIA);

yKasaHune 0 Hannunu NeKapcTBEHHbIX BELLECTB;

nokasaHusi K NpUMeHeHuIo;

- MPOTMBOMOKa3aHUs, He06X04UMblE NPEeOCTOPOXEHNS U NpeaynpPeXAeHNs:

pekoMeHAyeMble MeTOAbl CTEPUIBHOTO M3BMIEYEHWA W NOArOTOBKM YCTPOWCTBA, BK/IOYas MeToAbl
npefBapuTenbHON 06paboTKu;

- ykasaHue 06 MPT-coBMeCTUMOCTH, BK/IlOYass YpOBEHb apTedakToB, BHOCKMbIX B MarHUTHOe norne,
HarpeBaHWn CTEHTA M YCU/IMN CMELLLEHNSA CTEHTA B MarHUTHOM Mnone, nnwobblie npegynpexaeHns, CBa3aHHble ¢
3TUM;

- yKasaHue 0 PeHTTeHOKOHTPacTHOCTU 1 Nlo6ble NpeaynpexaeHns, CBA3aHHbIe C aTUM;

- MPpU HaAMYMK NekapcTBEHHbIX BELLECTB CrnelmanbHble pekoMeH4auumn no nx NpUMeHeH1Io 1 CBsA3aH-
Hble C HUMU N06OYHbIe 3DheKTbI.
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