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[lpeaucnoBue

Llenn un npuHunnbl ctTaHaaptTmnsaunm B Poccnnckon epepaumnm yctaHosneHol PeaepanbHbiM 3aKOHOM OT
27 nekabpa 2002 r Ne 184-P3 «O TeXHNYECKOM perynupoBaHun», a NpaBuna npUMeHEHNA HaALMOHANbHbIX
ctaHaapToB Poccunckon Pepepaumm — OCT P 1.0—2004 «Ctanpaptmnsauma B Poccunckon denpepaumn.
OCHOBHbIE NONOXEHUAY

CBepgeHunA o cTaHpapTe

1 PASPABOTAH ABTOHOMHON HEKOMMEPYECKOU OpraHnsaumnen « Bcepoccnmckun Hay4Ho-nccnenoBa-
TeNbCKUN U NCNbITaTENbHbIN MUHCTUTYT MeanunHCKon TexHnkmn» (AHO «BHUAWUMT ») Ha ocHOBE pe3ynbTaToB
nccneposaHnn HUL CCXum. A H. bakynesa PAMH

2 BHECEH TexHnyecknm kommteToM No ctaHaapTusaumm TK453 «MMnnaHTaThl B XMPYyprumy

3 YTBEPXXIOEH WM BBEAEH B JEWNCTBUWE MMNpukasom PeaepanbHOro areHTCTBa N0 TEXHUHECKOMY
perynnpoBaHuio n Metponornn ot 29 nioHa 2007 r. Ne 155-cT

4 BBEJIEH BINEPBbIE

HbopmMmayuss ob UBMEHEHUSsIX K HacmosiueMy cmaHOapmy nybnukyemces 8 eXe200HO U30asaeMoM
UHbOpMayUOHHOM yKa3amerne «HauyuoHarnbHble cmaHoapmbl», a mekecm U3MeHeHUU U MornpasoK — 8 eXXxeMe-
CSIYHO U30asaeMbiX UHhOPMaUUOHHbIX YKa3amernsax «HauuoHanbHble cmaHlapmel». B criydyae nepecMompa
(3aMeHbl) Unu ommMeHbl Hacmosuwieao cmaHoapma coomeememeyrouiee yesedomMmreHue byoem onybnukoeaHo
8 eXeMecCs4YHO u3dasaeMoM UHGbopMallUOHHOM ykazamerne «HayuoHanbHbie cmaHOlapmel». Coomeemcem-
gyrowasi UHopmMmayusi, yee OoMAaeHUe U meKkcmal pa3Mellaromes makxe 8 UHgopMalyUoHHoU cucmeme obuje-
20 10/1b308aHUs1 — Ha ocbuyuanbHoM catime QedepanibHo20 a2eHmMemea rno mexHU4eCKoMy peaynupoeaHuio
U Memposnozuu e cemu VilHmepHem

© CraHpapTrnHpopm, 2007

HacTosawmm ctTaHaAapT He MOXET ObITb NONHOCTBIO NN YACTUYHO BOCMNPOU3BEAEH, TUPAXVUPOBaH U Pac-
NPOCTPaHEH B Ka4eCcTBe 0hMLMAnNbHOro n3naHnsa 6es paspelueHns PeanepanbHOro areHTCTBa NO TEXHNYECKO-
MY PErynmpoBaHuio N METPONOrmm
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HAUWOHAINBbHBILU CTAHOAPT POCCUMUCKOWNW OSGOEOLEPALUNMN

BHYTPUCOCYOUCTDBIE CTEHTDI

TexHn4yeckue TpeboBaHuUA

Vascular stents.
Technical requirements

[lata BBegeHnna — 2008—01—01

1 O6nactb NpUMEeHeHUs

HacTosawmin cTaHaapT pacnpocTPaHAETCA HAa BHYTPUCOCYAUCTbIE CTEHTbI (MMMNAHTUPYEMbIE apTe-
pUanbHbIE CTEHTbI, AaNEE — CTEHTbI)} U CUCTEMbI NX AOCTABKN.

Hactoawmn CcrtaHpaapT yCTaHaBNMBAET AOMNONHUTENbHblE Mo cpaBHeHnw ¢ [OCT P 51566,
[OCT P UNCO 10555.1 n TOCT P UCO 10555.4 cneunanbHble TpeboBaHMA K matepnanam, CBOUCTBaAM
KOHCTPYKLUMN, METOA3AM MCMNbLITAHWUIA, YNAaKOBKE, MApPKUPOBKE N MHpOpMaLUN, NPeaocTaBNAEeMON N3roTOBU-
Tenem.

HacTtoawmumn CTaHaAapT HE PAcnPOCTPaHAETCA Ha 3HAONPOTE3bI, coaepKalune CTEHTbI (CTEHT-rpadThl).

2 HopmaTuBHbIe CChIJNIKWN

B HacToalWeM CTaHAAPTE UCMONb30BaHbI HOPMATUBHbLIE CCbINKM Ha cCNeayLwme CTaHaapThI:

[[OCT P NCO 9000—2001 CucteMbl MeHegXMeHTa KadecTBa. OCHOBHbIE NONOXEHNA U CNOBapb

[OCT P NCO 10555.1—99 KaTteTepbl BHYTPUCOCYAUCTLIE CTEPUNbHbLIE OAHOKPATHOrO NPUMEHEHUA.
Yactb 1. Obimne TexHnyeckne TpeboBaHUA

[OCT P UCO 10555.4—99 KaTteTepbl BHYTPUCOCYAUCTbIE CTEPUNbHbLIE OOHOKPATHOrNO NPUMEHEHUA.
YacTtb 4. KateTepbl Ana 0anNOHHOMo paclmpeHns

[OCT P NCO 10993.1—99 W3penna megnumnHckme. OueHka BMonorn4eckoro AencTtema MmeauunHCKmNX
n3nenmn. Hactb 1. OueHka n nccneaoBaHUA

[OCT P 51566—2000 [lpoTe3bl KpOBEHOCHbLIX cocyaoB. ObLmne TexHndeckme TpebosaHna. Metoabl
NCMNbITAHUW

MpumeyaHune— lNpnNONb30BaHUM HACTOSALLIMM CTaHAAPTOM LienecoobpasHo NpoBepuTb AeNCTBUE CCbINoY-
HbIX CTaHaapToB B MHMOPMAaLMOHHOMW cucTeme oOLlero nonb3oBaHUA — Ha oduLmManbHOM canTe PenepanbHOro
areHTCTBa Mo TEXHUYECKOMY perynupoBaHuio 1 METPONOrMn B CeTU VIHTEpPHET N NO eXXeroaHo n3aasaemMomMy MHopma-
LLMOHHOMY YKa3aTenk «HaluoHanbHble CTaHaapThi», KOTOPbLIN ONyONMKOBaH MO COCTOSAHUIO Ha 1 AHBaps TekyLlero roaa, u
MO COOTBETCTBYKLLIMM eXeMeCAYHO n3aaBaemMblM MHAOOPMALMOHHBIM YKasaTtensam, onyOnnkoBaHHbIM B TEKYLLEM roay.
Ecnu cCcbiNoYHbIn CTaHAapT 3aMeHeH (M3MeHeH), TO NPY NONb30BaHMN HACTOSALWMM CTaHAapPTOM chneayeT pyKOBOACTBO-
BATbCA 3aMeHSALUM (U3MEHEeHHbIM) cTaHaapToM. Ecnn ccbinoYHbin CTaHAApT OTMeHeH 6e3 3aMeHbl, TO NONOXeHUe, B
KOTOPOM [1aHa CCbINlKa Ha HEro, NPUMHUMAaETCS B YaCcTU, He 3aTparmsaroLlemn 3Ty CCbINKY.

3 TepMuUHbI U onpeaeneHus

B HacToAweM ctaHaapTe npumeHeHbl TepMuHbl no TOCT P 51566, TOCT P UCO 10555.1 w
[OCTP NCO 10555.4, a Takke cneayouwme TEPMNHLI C COOTBETCTBYIOLLUIMMM OnpeaeneHnsaMum:

3.1 cteHT: IMnnaHTnpyemasa Tpybyataa cetyatas CTPYKTypa LUMAUHAPUYECKON (hopMbl, NOAOERKW-
BaOLLAA NPOCBET KPOBEHOCHOIO COCyAa.

U3paHue ohumumnanbHoe
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3.2 cucTeMa gocTaBKU: TexHn4eckoe CpeacTBO, UCNONb3yeMoe ANA BBEAEHUA CTEHTA, ero pa3BepThbl-
BaHNA N (PUKCA LN B NPOCBETE KPOBEHOCHOIO Cocyaa.

3.3 CTeHT 6bannoHoro pacwmpeHua (bannoHopacwmpaeMbin cTeHT): CTeHT, ycTaHaBnNuBaeMbIn Npw
NOMOLLUN CUCTEMbI AOCTABKN HA OCHOBE KaTeTepa 0annNoHOro paclunpeHmns.

3.4 CTeHT ynpyroro pacwmpeHua (Camopacumparowmmnca cTeHT): CTeHT, yCTaHaBNMBAEMbIN NYTEM
Pa3BEPThIBAHNA N3 CNOXEHHOrO COCTOAHMA 38 CHET YAPYIMX CUN KOHCTPYKLNKN CTEHTA.

3.5 HOMMHanNbHLIN gMaMeTp: YCTaHOBMEHHbLIN U3rOTOBUTENEM BHYTPEHHUW OANAMETP CTEHTA B pac-
KPbITOM COCTOAHUN.

3.6 HOMMHaNbHOEe AaBneHue: [laBneHne B bannoHe, NPN KOTOPOM CTEHT DANNOHOro pacLUNpeHUa pac-
KpblBAaETCA U UMEET HOMUHANbLHbLIN ANaMeTP.

3.7 oOpaTHbIN X04 CTeHTa: YMeHblleHNE BHYTPEHHEro AMameTpa CTeHTa 0annoHOro paclmpeHns
nocne ero packpblTma, NponcxoasLlee B pesynbtate cayBaHua, oTaeneHna u ussnevyeHns 6annoHa.

4 TexHuyeckue TpedboBaHuUA

4.1 O6ume TpeboBaHUA
4.1.1 CTeHT gonXeH NOCTaBNATLCA C CUCTEMOWN AOCTaBKN B BUAE, NOAroToBNEHHOM ANSA YCTaHOBKMN.
4.1.2 CTEHTbI N CUCTEMbI AOCTABKN AOMKHbI ObITb YCTOMYUBBLIMU K BO3AEUCTBUIO DMONOrMYECKON cpeabl

opraHu3ma, 6GMOCOBMECTUMbIMKU, FEMOCOBMECTUMBLIMU N HETOKCUYHBLIMU B COOTBETCTBUU C TpeboBaHUAMM
F[OCT P WNCO 10993.1.

4.1.3 CTEHT N CcUCTEMA AOCTABKN AOMKHLI NOCTaBNATLCA B CTEPUNBHOM BMAE.

4 1.4 Bannpaumsa cteHta (FOCTP NCO 9000) n cncrtembl AOCTABKN AOMKHA ObITb NOATBEPKAEHAE UCTbI-
TAHUAMM IN VIVO HA }KUBOTHbIX.

4.2 TpeboBaHUA K CTEHTaM

4.2.1 CTeHT ponXeH COOTBETCTBOBATb HOMWUHANbHLIM FEOMETPUYECKNM X3aPaKTEPUCTUKAM, YCTAHOB-
NeHHbIM U3roTOBUTENEM, C NOrPELLHOCTbLIO He bonee 5 %.

4.2.2 Ka4yecTBO NOBEPXHOCTN CTEHTA AOMKHO COOTBETCTBOBATL TPEOOBAHUAM U3roTOBUTENANHE UMETDL
HapyweHun B BUaE N3NOMOB U T. .

4.2.3 CTeHT 6annoHOro paclumpeHmna AOMKeH yaoBNETBOPATL YCTAHOBNEHHOW N3roTOBUTENEM 3aBUCH-
MOCTW: AaBNeHne B 6annNOHe/BHYTPEHHUN ANAMETP CTEHTA — C OTKNOHEHUEM He bonee 1 aTMm.

4.2.4 [lpepen paananbHOW yNpyrocTyn CTeHTa, onpeaenaeMbin METOA0OM UCNbITAHUW NO 5.1, AONXeH
yAOBNETBOPATL TPeboBaHUAM TabNULbI 1.

Tabnunya 1—Tlpepensl paanansHOW yNpyrocTu CTEHTOB

HoMUHanbHbIA AnaMeTp CTeHTa, MM [Mpenen pagManbHoit ynpyroctn, H'/MmM, He MeHee
1o 2,5 BKNHOM. 0,10
CB. 2,5 0o 5 BkNtoM. 0,15
Cs. 5 no 10 skntou. 0,30
Cs. 10 0,40

4.2.5 MnHumanbHbIN paanyc nepernda cTeHTa, onpeaensemMbln METOAOM UCALITAHUM NO 5.2, AONXeH
ObITb HE 6HONee NATM HOMUHAMNbHLIX ANAaMETPOB CTEHTA.

4.2.6 [1nacrteHTa 6annoHOro pacwmpeHna obpaTHbIN XoA, onpeaenaemMbini METOAOM UCNbITAHUN N0 5.3,
aonxeH ObITb paBeH He bonee 10 % ero HOMMHaNBLHOrO ANamMeTpa.

4.2.7 CTeHT AONXeEH ObITb BUAEH NPU NCNONb30BaHUN CTAHAAPTHLIX METOAOB OTODPAaXKeHUA, HanpuMep
Ha PEHTreHOBCKOM CHUMKE.

4.3 TpeboBaHMA K cUCTEMaM AOCTaBKMW

4.3.1 Cucrtembl AOCTaBKM AOMKHbLI yaoBneTBopsaTh TpeboBaHuam FOCT P NCO 10555.1.

4.3.2 KaTteTtepbl 0annNOHOro paclunpeHnsa, NCnonb3yeMble B CUCTEME, AOMKHbI YAOBNETBOPATL TPEDO-
BaHnam [ OCT P NMCO 10555 4.

4.3.3 [Ina kateTepoB 6anNOHOro paclumpeHns npeaenbHoe AaBneHue B HannoHe, onpeaenaemMoe
METOAOM UCNbLITAHUN N0 5.4, AOMKHO YAOBNETBOPATL TPEOOBAHMAM N3rOTOBUTENSA C KO3 PMNLMEHTOM 3anaca
He MeHee 1,2.

2
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5 MeToabl UCNbITAHUN

5.1 AamepeHune pagmanbHON yNpPyrocTm CTEHTa

5.1.1 MNMpuHUMN

B AaHHOM ncnbiTaHnm TpebyeTca N3aMepuTb Npeaen ynpyroctyn CTeHTa nNpu ero A4eopMmpoBaHnn B Pa-
ONaNbHOM HanpaBneHuM.

5.1.2 UcnbiTaTenbHoe obopyaoBaHue

McnbiTaTenbHOe 0060opyaoBaHne A0MKHO BKNOYaTb:

- Pa3pPbIBHYIO MALLUWHY, CMOCODHYIO 06ecnednTb PeXXMM UCMNbITAHNSA, YKa3aHHbIN B 5.1.4, CNOrpeLllHOCTLIO
namepeHna yemnua He oonee 0,01 H n norpellHOCTLIO namepeHna aedopmaumnm He bonee 0,02 mm;

- LUTAaHreHUMPKYNb C NOrPeLLHOCTbIO n3MepeHnsa He bonee 0,1 Mm.

5.1.3 MNMoarotoBka ob6pa3uoB

CTEHT pacKpbIBAKOT B PeXUME, PEKOMEHAOBAHHOM U3roTOBUTENEM, N OCBODOXAAKOT OT CUCTEMbI AOCTAaB-

kn. [epeanpoBeaeHnEM NCMbITAHUA CreayeT namMepuTb ANNHY 06pasLa lTaHreHUMpKynem. CTEHT NOrpy»xatoT
Ha O4HY MUHYTY B (OM3NONOrMYECKNN pacTBOp TemnepaTtypon (37 £2) °C. McnbiTaHMe NPOBOAAT Cpasy Xe nocne
BblAepPXXNBaHNA B (PU3NONOrMHeCKOM pacTBope.

[MTpumedaHune—Bcnyyae, Koraa CTEHT HE ABNSETCA TOHKOCTEHHON 0O0NOYKON (TONWKWHA CTEHKN — Honee
0,1 AanameTpa), cneayeT Takke ykasaTb TONWUHY CTEHKN U OLLeHUTb BNUAHWE TOMNLWUHbI HA XapakTep AedhopMUpoOBaHUS
000NOYKMN.

5.1.4 lNpoueapypa ucnbiTaHUN

McnbiTaHne Ha cXKXaTue NPoBOAAT HA pPa3pbiBHOW MallMHe. cnbiTyeMbin 00pasel, pasmeLllaoT Mexay
Ha>XUMHbIMW NNUTAMM Pa3PbIBHOU MALUKMHLIL. [1NaBHO OCYLLECTBNAIOT PaBHOMEPHOE CXKAaTUE CO CKOPOCTLIO HE
bonee 0,2 mMm/c, OAHOBPEMEHHO perncTpupya aedopmaunio obpasua. 3annucb 3aBUCUMOCTN. YCUNKUE CXa-
Tma/aedopmauma — NpoBoAaAaT ¢ YacToTtom He MeHee 10 N'y. VcnbiTaHne npoBOAAT A0 AOCTUXKEHUA Npeaena
YAPYyroctn obpasua mnm ao AoCTMXeHua 3HadveHna agedpopmaummn cebiie 80 % HOMMHANLHOrO AgnameTpa
CTEeHTA.

5.1.5 lNpeacTtaBneHune pe3ynbTaToB U OLleHKa COOTBETCTBUA

Pe3ynbTaThl cneayeTnpeacTaBnTb B BUAE AnarpaMmmbl 3aBUCUMOCTIN: YCUNNE CKaTUA Ha eAUHNLLY ANWH b
CTeHTa/aeopmauna agnameTpa. Ha gnarpamme cneayet BblAennTb HavanbHbIN NMMHEWHBIW Y4ACTOK, U3NOM,
COOTBETCTBYIOLUMN Npeaeny ynpyroctn CTEHTa, U nocneayowmm NMHENHbIN y4aCTOK, COOTBETCTBYIOLLMW NNAacC-
Tn4eckomy aecbopmupoBaHunio. o anarpamme cneayet onpeaennTb Npeaen ynpyrocTu v Bblpa3nTb €ro B Hbo-
TOHaX Ha MunnumeTp. Nony4yeHHoe 3Ha4YeHne cneayeT cpaBHUTL C TpeboBaHnammn 4.2 .4 (tabnuua 1). EcnnHa
avarpamMMme He BMAOEH npeaen ynpyroctu, obpasel TakkKe CHMTAT BblaepXaBLMM UCMNbITAHME HA COOTBE-
TCTBUE TpeboBaHnam 4.2 4.

5.2 NamepeHne MMHUMaNbLHOIoO paguyca nepernba cTteHTa

5.2.1 MNMpnHUMN

B AaHHOM mncnblTaHnn TpedyeTca YCTaHOBUTb, YTO CTEHT BblAepXUBaeT nepernd no ycTaHOBNEHHOMY
HauMeHbLUEMY paanycy 6e3 n3anoMoB.

5.2.2 UcnbiTaTenbHoe 0bopyaoBaHue

McnbiTaTenbHOE 000pYyAOBaHME AOMKHO BKNOYaTL B ceba Habop kanmnbpos ot 10 oo 100 MM € LLArom He
oonee 10 %.

5.2.3 lNMoarotoBka obpa3suoB

CTEHT pacKkpbIBaIOT B PEXUME, PEKOMEHAOBAHHOM N3rOTOBUTENEM, N OCBODOXKAAOT OT CUCTEMbI AOCTAB-
K. CTEHT NOMELLAIOT HA YNPYryIo LMNUHAPUYECKYI0 HanpasnaoLwyto anameTpom 0,85 %—0,95 % BHYTpEeHHe-
ro gpnameTpa crteHta. CTEeHT Ha HanpaBnsawLwen NOorpyarwT Ha O0AHY MUHYTY B (PU3NONOMMYECKUN PaCTBOR
Temnepatypon (37 £ 2) °C. VcnbiTaHne NpoBOAAT CPa3y XKe Nocne BblaepXMBaHNAa B Pn3Nonormnieckom pacTt-
BOpE.

5.2.4 lNpouepypa ucnbiTaHUN

BbibnpatoT kanudp, COOTBETCTBYIOLWLNN NATUKPATHOMY 3HAYEHUIO HOMMHANbLHOrO AnameTpa ¢ norpeLl-
HOCTbIO HE Bonee 5 %. o kannbpy npoBoaAT Nnepermbd cTeHTa Ha yApyron HanpaBnNAoLEeEN (MNN HA 3NaCTUYHOM
bannoHe noa aaBneHneMm). NoasneHne N3NOMOB M APYIMX HAPYLLEHUA CTPYKTYPbI OLLEHUBAIOT BU3yanbHO.

5.2.5 lNpeactaBneHune pe3ynbTaToB U OLlEHKA COOTBETCTBUA

CTEHT CHUUTAIOT NpoLLeaLLINM UCMbITAHWE, ECNWN OH BblaepXan nepernd 6e3 paspyLieHnsa nnm nsanomMos.
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5.3 U3MmepeHMne obpaTHOro Xxoaa CTeHTa

5.3.1 MpuHUMN

[1aHHOEe ncnblTaHne NPUMEHNMO ANA CTEHTOB 6AaNNOHOro paclnpeHns. B aaHHOM ncnbiTaHnn TpebyeTtcs
N3MEPUTbL OOPAaTHLIN X0 (YMEHbLUEHNE BHYTPEHHErO ANAMETPA) CTEHTA NPU cCAYBAHUN, OTAENEHUN U N3BNEYE-
HUW N3 Hero 6annoHa.

5.3.2 UcnbiTaTenbHoe 0bopyaoBaHue

McnbiTatenbHOE 000pyAOBaHNE AOMKHO BKNIOYATD:

- CUCTeMy 3a4aHna AaBneHua, CNOCODHYI0 cOo3aaBaTh M NOAAEPKUBATL NOCTOAHHOE AaBNEHNe B Tpe-
OyeMOM Anana3oHe N B COOTBETCTBUN C PEXXMMOM, YKa3aHHbIM B 5.3 .4;

- YCTPOWUCTBO ANA U3MepeHna agaBneHna, HanpuMep MaHoOMeTpP, ¢ NOrPEeLLHOCTLIO n3MepeHns He bonee
0,5 aTM B TpebyeMOM Anana3oHe;

- YCTPOWUCTBO AN N3MepeHNa AnamMeTpa CTeHTa C NOrpeLLHOCTbIO n3mepeHnsa He bonee 0,01 MM (Hanpwu-
Mep NPOodPUNbHLIN NPOEKTOP ).

[MTpumedaHune— Tpebyembln AManasoH AaBnNeHUA onpeaensaeTcs AaHHbIMU N3roToBUTENA. PekoMeHayeTCA
anana3oH oT 0 Ao 20 aTm.

5.3.3 MNoaroToBka obpasuoB

CTeHT, yCTAHOBNEHHLIN Ha DANNOHE CUCTEMbI AOCTaBKWU, NOrPYXKalT Ha OAHY MUHYTY B OU3NONOrMyec-
Knn pacteop Temnepatypon (37 £ 2) °C. McnbliTaHWe NPOoBOAAT cpasy XKe Nocne BbiaepXmMBaHnUa B OU3NONOIru-
4ECKOM pacTBoOpeE.

5.3.4 lNpouepypa ucnbiTaHUN

McnblTyeMbin 0Opa3el, ¢ CUCTEMON AOCTaBKU NOACOEANHSAIOT K cCUCTEME 3aAaHna aaBneHus. NoebiWwatoT
naBneHue co CKOPOCTbIO (5 + 2) aTM/Cc A0 3Ha4YeHUA, YyCTaHOBNEHHOro U3roToBnTeneM HOMMHaNbLHOrO AaBne-
HUA, NO AOCTUXKEHUN KOTOPOro U3MePAIOT HAaPYKHbIW NN BHYTPEHHUN AnamMeTp obpasua (anameTp noa gaene-
HueM). BblaepxunealoT 0bpasel, nog HOMMHaNLHbIM AaBneHneM B TedeHune (10 + 2) ¢, nocne 4ero yMeHbLUaoT
naeneHne B 0annoHe Co CKOPOCTLIO (5 £ 2) aTM/Cc A0 HYNA U U3BNEKaT 0anNnNoH. NMOBTOPHO N3MEPSAIOT HAPYXK-
HbI NN BHYTPEHHNW AnameTp obpasua (KOHEeYHbIN AnamMeTp).

[1punmeyaHne— Bcnyyae nsmepeHusa HapyKHOro anameTpa obpasua cneayeT nocne UCNbITaHUA CHATL 00pa-
3eL, ¢ 6annoHa, N3MepUTb TONLLWHY ero CTEHKU 1 onpeaenuTb BHYTPEHHUA ANAMETP KaK HapyXHbI AMaMeTp MUHYC YABO-
eHHasi TONLWNHA CTEHKMW.

5.3.5 lNpeacraBneHune pe3ynbTaToB U OLleHKA COOTBETCTBMUA
PaccuntbiBaloT OOpaTHbIN XOA CTEHTA KaK Pa3HOCTb MeXay ANamMeTpoM Noa AaBNEHUEM N KOHEYHbLIM

NNaMETPOM, OTHECEHHYIO K ANAMeTPY noa AaBneHmnem. NMonyyYeHHbIN pe3ynbTaT BbIPaXaloT B NPOLLEHTAX.
[Tony4eHHOe 3Ha4YeHne CPaBHMBAIOT C TpeboBaHnaAMn 4.2.6.

5.4 U3mepeHue npegenbHO 4OoNyCTUMOro gaBneHUA

5.4.1 MpuHUMN

B AaHHOM ncnbiTaHun TPebyeTCcAa YCTAHOBUTL, YTO DANMNOH C HAXOAALWNMMCH HA HEM CTEHTOM BblAEPXKUBA-
eT noaavy npeaenbHOro BHYTPEHHEro AasneHns B 6annoHHOM KaTeTepe.

5.4.2 UcnbiTaTenbHoe 06opyaoBaHue

McnbiTaTenbHOEe 000pyaAOBaHNE AOMKHO BKNIOYATD:

- CUCTEMY 3a0aHMA AaBNeHUsA, CNOCODHYI0 Co3aaBaTh U NOAAEPKUBATL NOCTOAHHOE AaBNEHUE B TPe-
byeMOM ANana3soHe;

- YCTPOMCTBO ANSA U3MEPEHUNSA AaBNEHNNA, HANPUMEP MAaHOMETP, C NOrPELLHOCTbLIO N3MEPEHNA He bonee

0,5 aTtMm B TpebyeMOM AnanasoHe.

[MpumedaHune— Tpebyembln AnanasoH AaBNeHUA onpeaenseTca n3rotosutenem. PekomeHayeTca Anana-
30HOT O no 50 aTm.

5.4.3 MNoaroToBka obpasuoB

CTEHT, yCTAaHOBNEHHLIW HA BanNNOHE CUCTEMbI AOCTaBKWN, MOrPYXKatT HA OAHY MUHYTY B (PbN3Nonornyec-
KU pacteop Temnepatypon (37 £ 2) °C. NcnbiTaHne npoBOAAT cpasy e Nocne BblaAepXUBaHUA B OU3NONOIn-
4eCKOM pacTBoOpeE.

5.4.4 lpoueaypa ucnbiTaHUN

McnbiTyeMbln 0BpaseL, ¢ CUCTEMON AOCTABKN NOACOEAUHSAIOT K CUCTEME 3aaaHNA AaBneHusa. [NoBbILWAOT
naBneHne co CKOPOCTLIO He bonee (5 +2) atM/c Ao aoctmkeHna ypoBHA 120 % 3Ha4veHna npenenbHOro YpoBHS
nNaBnNeHns, yKkazaHHOro n3rotoeuteneM. Bolaepxmealot obpasel nog ycTaHOBNEHHLIM A3aBNEHMEM HE MEHee

30 ¢, nocne 4yero yMeHbLUaT AaBneHue B 6annoHe Co CKOPOCTbIO (5 +2) atM/Cc A0 HyNA.

4



FOCT P 52732—2007

5.4.5 lpeacrtaBneHune pe3ynbTaToOB U OLlEHKa COOTBETCTBUA

BannoH cunTaloT npolueaLnm UCNbITaHne, eCnNn He NPON3OLLINO OTKNOHEHNN OT HOPMAnNbHOW PabOoThI:
pa3pbiBa, MPOKONA UMM APYroro HapyLweHna repMeTUHHOCTH, a TAKKE BbIMAYUBAHUN NN NEPEPACTAKEHNN
bannoHa.

6 YnakoBka, MapKupoBKa, MHCTPYKUUA Nonb3oBaTens

6.1 YnakoBka

Kaxabl CTEHT, YCTAHOBMEHHbLIN HA CUCTEME AOCTAaBKN N TOTOBLIN K NCMONb30BaHUIO, AOMXEH ObITh yNa-
KOBaH B OTAENbHLIN KOHTENHEP. CoaepXXMMOe Kaxaoro oTaAenbHOro KOHTENHepa A0MXKHO ObiTb CTEPUNBLHO.
Kaxabl 0OTAENbHbLIN KOHTEUHEP A0MKEH ObiTb YNAKOBaH B HAPYXXHbIN KOHTEUHED.

6.2 MapkupoBka

6.2.1 OTAaenbHbLIN KOHTEUHEP

Ha kaxxabin 0TAeNbHbIW KOHTENHEP HAHOCAT MAPKNPOBKY (CNOoBa, opasbl, CAMBONLI NN PUCYHKWN ), BKIIO-
YaKLLYIO:

- ONUcaHune cCoaepPXNMoro;

- HauMeHoBaHWe N aapec N3roTOBUTENS;

- HauMeHoBaHWe N TOProByo MapKy YCTPOUCTBA;

- 0003Ha4YeHne MOAENN CTEHTA C YKa3aHMEM ero rabapuUTHbIX Ppa3MepoB B PACKPbITOM COCTOAHUN;

- HOMEpP NapTUM NN CEePUNHbLIN HOMEP;

- Haanucb « CTEPUIIbHO» n meTtoa cTepunuisaumm;

- 3HAaK HeAoNYyCTUMOCTU NOBTOPHOro UCNONL30BaHUA (OAHOKPATHOCTU NPUMEHEHNSA);

- CPOKTroaHOCTU;

- npeaynpeXxaeHne nnun cebinky Ha HeOHBXO0ANMOCTb NPOUNTATb MHCTPYKLMIO NONb30BATENS;

- rabaputHble pa3mMmepbl CUCTEMbI AOCTaBKN, BKNIOYAA MMHUMANbHbIE TPeboBaHNA CUCTEMbI AOCTaBKU K
pa3Mmepam cUcTeMbl BBeAEHUA U NPOBONOYHOMY MPOBOAHUKY KaTeTepa (BHYTPEHHUN U BHELWLHMW ANAMETP,
COOTBETCTBEHHO);

- HOMUHaNbHOE U NpeaenbHOe AaBNeHna (AN CTEHTOB DANNOHHOrO PacLUMPEeHns ) C YKa3saHUEM COOT-
BETCTBYIOLLUUX UM BHYTPEHHNX ANAMETPOB CTEHTA;

- Martepuan, N3 KOToporo U3roToBNEH CTEHT;

- YKa3aHue O Hanuyimn AonoNHUTENLHON 0OPabOTKN CTEHTOB (NOBEPXHOCTHLIX MOKPLITUN);

- YKa3aHune 0 Hann4imnn NeKapCTBEHHbIX BELLECTB.

6.2.2 HapyXHbIW KOHTENHEP

Ha kaxaoM Hapy>XHOM KOHTENHEPE A0MKHA OblTb MAapPKNUPOBKA, BKNIOYAKOLWAaA BCKO MHOPMALNIO, NPpUBE-
NeHHYI0 B 6.2.1, N HeOBXOANMBbIE NHCTPYKLWN NO XPaHEHUIO U TPEAHCNOPTUPOBAHUID.

6.3 UHcTpyKuma nonb3oBaTenn

Kaxabl KOHTENHEP AOMKEH ObiTb CHabXeH MHCTPYKUMEW No UCNONb30BaHMIO n3genusa. MHCTpyKuma
OOMKHA coaepKaTb MHPOPMAaLNIO, BKMIOYAIOLLVIO:

- ONUCcaHune coaepPXNMoro;

- HauMeHOBaHue U aapec N3roToBUTENSA,;

- HauMeHoBaHWe N TOProByo MapKy YCTPOUCTBA;

- Martepuan, n3 KOToporo U3roToBnNeH CTEHT;

- YKa3aHue O Hannyimn onNoNHUTENLHON 0OPabOTKN CTEHTOB (NOBEPXHOCTHLIX MOKPLITUN);

- YKa3aHune 0 Hanu4nmn NeKapcTBeHHbIX BELLECTB;

- MOKa3aHWA K NPUMEHEHMIO;

- NPOTUBOMNOKA3aHUSA, HEOHBXOAUMBbIE NPEAOCTOPOXEHNA U NPpeaynpeXKaeHnUs;

- pekoMeHayeMble MeToAbl CTEPUNbHOrO U3BNeYeHna n NOAroTOBKM YCTPOWUCTBA, BKNIOYaA MeToAbl
npenBapuTeNbLHON 06PaBbOTKK;

- ykazaHne 00 MPT-coBMeCTMMOCTU, BKNIOYAA YPOBEHb apTedakToB, BHOCUMbIX B MarHUTHOE none,
HarpeBaHNM CTEHTa U YCUNUN CMeLLIEHUA CTEHTA B MAarHUTHOM None, 1 Nobble NpeaynpeXxaeHns, CBA3aHHbIE C
3TUM;

- YKa3aHune 0 PEHTreHOKOHTPACTHOCTM U Nobble NpeaynpexaeHuns, CBA3aHHbIE C 3TUM;

- NPU HANNYUN NEKaPCTBEHHbIX BELWECTB cnelnanbHble pekoMmeHaaumm no ux NPUMEHEHNI0 N CBA3aH-
Hble C HUMM NODOYHbIE 3O EKThI.
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