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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekadbpst 2002 r. Ne 184-03 «O TeXHUYECKOM perynmpoBaHiun», a npasuna NnpuMeHeHnst HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBeneHNnAa o ctaHaapTe

1 PASPABOTAH NocyaapcTtBeHHBIM YHUTAPHBLIM Npeanpusatuem Pecnydnuku TatapcTtaH «Bcepoccui-
CKMM HaydHO-UccneaoBaTeNbCKMMA  MPOEKTHBIM  UMHCTUTYT MeaAUUUMHCKUX UMHCTpyMeHToB» (IYIT PT
«BHAT'MTNMW» )

2 BHECEH TexHun4yeckum komuteTom no ctaHgaptuszauum TK 14 «MegmunHCKne MHCTPYMEHThI»

3 YTBEPXOEH M BBEAEH B JEWCTBUWE Mpukasom ®egeparnbHOro areHTcTBa rno TeEXHNYECKOMY
perynupoBaHuio u meTtponornn ot 14 aekadbpsa 2009 r. Ne 760-cT

4 HacTtosauwmm ctaHgapT pa3padboTaH ¢ y4eTOM OCHOBHbLIX HOPMAaTUBHbIX MOMNOXEHUA MeXAYyHapOaHOro
ctaHgapta NCO 7151:1988 «NHCTpyMeHThI Xupyprudeckmne. Hepexxyuime wapHUpHbIe MHCTPYMeEHTHI. Obline
TpeboBaHnAa M mMetTodbl ucnbiTaHUy (ISO 7151:1988 «Surgical instruments. Non-cutting, articulated
instruments. General requirements and test methods», NEQ) B 4acTu KpoBoOCTaHaBMMBAOLWMNX 32XKUMOB

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHpOpMaUUOHHOM yKalzamerse «HauuoHanbHblie cmaHoapmabi», a mexkcm U3MeHeHUU U MorpasoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 e)XXeMeCsIYHO U30asaeMoM UHGPOpMaUUOHHOM yKa3amerie « HayuoHarnbHbie cmaHOapmel». Coomeemcmaey-
rowast UHgopmMauus, yeeoGoMiIeHUSI U meKecmabi pasMellaromcs makxe 8 UHgpopMalyUuoHHOU cucmeme oblyezo
rofib308aHUsT — Ha ouyuanbHoM calime PedepallbHO20 a2eHmcemaea rio mexHU4ecKoMy peaynupogaHuro U
Memposioza2uu 8 cemu MIHmepHem

© CTtaHgapTtuHdopm, 2010

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY perynnmpoBaHuio U MeTponorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

MHCTpPYMEHTBbI XUpyprudeckue
3AXKUMblI KPOBOOCTAHABJIMBAKLUUE
TexHun4yeckue TpedboBaHnAa N MetTogbl UCMNbITAHUN

surgical instruments. Haemostatic clamps.
Technical requirements and test methods

[NaTta BBegeHna — 2010—09—01

1 Obnactb NpUMeHeHus

HacToawunii ctaHaapT ycTaHaBNMBaeT TeXHUYecKne TpedboBaHUA N MeToAbl UCMbITAHUN K 3aXKMMaM Kpo-
BOOCTaHaBIMBAOLLNM, MPUMEHAEMbBIM B XUPYPIUH.

2 HopmaTuBHbIe CCbINKN

B HacTodwemM cTaHgapTe UCNONb30BaHbI HOPMAaTUBHBLIE CChINKU Ha creayolmne ctaHaapThl:

[OCT P 50328.1—-92 (MCO 7153/1—88) HCTpymMeHThl Xupyprudeckme. Metannuyeckme matepuansol.
UacTb 1. HepxaBetowada ctanb

[OCT 19126—2007 IHCTpYyMEHTBI MeanuuHckne metannudeckme. ObLimne TexHU4YeCcKne yCnoBus

[TpumeyaHwmne—lpn NONb30BaAHUN HACTOALWMM CTAHAAPTOM LenecoobpasHo NPOBEPUTb AEUCTBUNE CCbINMOM-
HbIX CTAaHOApPTOB B WHMOPMAUMOHHOW cuUcTeMe obuwero nonb3oBaHuUs — Ha ouumanbHoOM cante PepepanbHOro
areHTCcTBa No TEXHUYECKOMY PEryriMpoBaHuIO U METPONOrMn B cetn VIHTepHeT nnn no exerogHo nagasaemomy nHdpopma-
LMOHHOMY yKa3aTento « HaunoHanbHble CTaHAAPThI», KOTOPbLIN ONYBNMMKOBAH Mo COCTOSAHMIO Ha 1 SIHBAPS TEKYLLEro roaa, u
NO COOTBETCTBYIOWMNM €XEMECHAHYHO N3AABAEMbIM MHDOPMALMOHHBIM yKa3aTtensam, onybriMKOBaHHbIM B TEKYLLEM roay.
Ecnun ccbinoYvHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb30BAHUN HACTOSIWMM CTaHAAPTOM CreayeT PyKOBOACTBO-
BaTbCH 3aMEHAWMUM (MBMEHEHHBIM) CTAHAAPTOM. ECNn CCbINOYHLIM CTaHAAPT OTMEHEH De3 3aMeHbl, TO MONOXEHNE, B
KOTOPOM faHa CChIfika Ha Hero, NpPpUMeHsIeTCsH B YaCTu, HE 3aTparvBatoLlLEen 3Ty CCbINKY.

3 TepMUHbI N onpeneneHus

B HacToAweM cTaHgapTe NnpuMeHeH cnegyowi TepMUH € COOTBETCTBYICLLUUM onpeaerieHne M:
3.1 3aXXUM KpoBOOCTaHaBNUBaKLWUN: XUPYPTMYEeCKUN UHCTPYMEHT, NpeaHa3Ha4vYeHHbIN ANd 3axXBaThbl-
BaHUA U NepeXxaTusa KPpOBEHOCHBLIX COCYA0B 1 KPOBOTOUALLMX YY4ACTKOB NPU XUpYpruvyecknx onepauunsx.

4 TpeboBaHuUA

4.1 MaTtepuan

3aXUMbl KpOBOOCTaHaBNUBaOLWME AOCIMKHbI ObITb U3roTOBMEHblI U3 HepxaBetwen ctanu no NOCT
P 50328.1.

4.2 TBeppocCTb

TBepaocTb No Poksenny TepmoobpaboTaHHHbIX BpaHwen aomkHa 6biTe 40—48 HRC.

PasHOCTb TBEpAOCTU DpaHLLIEeN 3a)KUMOB HE A0/MKHa npeBbilaTh YeThipe eauHuULbl o Poksenny.

TBepaocTb TepMoobpaboTaHHbIX BpaHLen 3axknmoB no Bukkepcy — HV 390—485.

U3paHune odbmumanbHoe
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McneiTaHMAa NpoBOoAAT B cooTBeTCTBUM C [1] 1 [2].

4.3 KavyecTBO U3roToBrneHUA

3aXXUMbl cnegyeT U3roTaBnMBaTb B COOTBETCTBMM C HOPMaTUBHO-TEXHUYECKUMIN AOKYMEHTaMn Ha KOH-
KpeTHbIN BUA.

[Tpn NONTHOM CMBIKaHU 3yOLbI-Hape 3K AOIMKHBI TOYHO COBNaaaTh.

3ybubl 1 BNagnHbl A0MKHBI ObITb COOTBETCTBEHHO 3aTOUEHbl U COOTBETCTBEHHO OAUHAKOBOW OPMbI HA
0beunx yacTtax UHCTpyMmeHTa. OHWU OAOMKHBI TOYHO coBNaaaTh APYr C APYrom, 1 npu NOBTOPHOM OTKPbIBAHMU
MHCTPYMEHTA He A0MKHO BbITb HUKAKUX YCUIMIN, 3a UCKMIOYEHUEM CcrielManbHO OFOBOPEHHBbIX Cny4YaeB. 3aXXUm
He OOIKEH UMETbL OCTPbIX KpOMOK. OCTpble KpOMKN NO KpasiM ryooK A0MKHbI ObITb NPUTYNNEHHBIMMA.

3aMOK AOMKEH Nerko pabdboTtaTtb, He A0TKEH ObITb CMTULLKOM CNadbiM M CIINLLKOM KECTKUM, YTODObLI MOX-
HO ObINO NEerko OTKPbIBaThb U 3aKpbIBaTb MHCTPYMEHT ABYMS NanbLLaMu.

4.4 NoBepXHOCTb MHCTPYMEHTOB

4.4.1 O6wue TpeboBaHUA

[TOBEPXHOCTb UHCTPYMEHTOB ACITKHA ObITh ODMECTALIEN NN MaTOBOMN.

Ha noBepXHOCTU HE AOMKHO ObITb NOPUCTOCTU N MENKUX TPELLWH. Ha MHCTPpYMEHTe He A0MKHO ObITh che-
0OB WNNJOBKKU, OKaNMH, KUCNOT, CMa3sKn M4acTuUL, MaTepmruanoB, KOTopble ObINMY MCNOMNb30BaHbI ANA WM OBa-
HS1 1 NONUPOBAHNAL.

IcnblTaHUA NpOBOAAT B COOTBETCTBUMNC 5. 1.

4.4.2 OTpenka noBepXHOCTU

[ns oTaenku noBepxXHOCTU cneayeT NPUMEHATb OAHY MU KOMOUHAaLUIO HECKONbKUX onepaLini;

a) 3epkanbHoe NonMpoBaHUe;

0) nony4vyeHue HebnecTALWlen NOBEPXHOCTU, HAaNpPUMep caTuHUpoBaHUe, obpaboTKa ¢ Lenbio nony4YeHus
MaTOBOW YepHOU NOBEPXHOCTH;

B) HaHeCceHMe Ha NOBEePXHOCTb AONONMHUTENLHOIO NOKPLITUA, HanpUMep ANs Luenen 3NekTponsonaumu.

[TpumevyaHwmns

1 MaTtupoBaHHOE NOKPbITUE AOMTKHO BbITb NONYYEHO COrMacHoO COOTBETCTBYOLWEMY NPOLECCY, HAaNPUMepP WNNgo-
BaHWIO, 3aTeEM MATUPOBAHUIO (CTEKNSAHHBIMWU LLAPUKAMM UMW BOWMOYHLIMM Kpyramun). OTaenka rnoBepxHOCTU AOIMKHA
YMEHbLAaTb Breck, 6bITb OAHOPOAHOW U TMAaAKOMN.

2 VIHCTpyMeHThI, Tpebyowmne nony4YeHns 3epkanbHON NOBEPXHOCTU, AOMXKHbI ObITb NpeaBapuTeNnbHO OTWNN(OBA-
Hbl AN yaaneHns Bcex AeekToB NOBEPXHOCTU U OTNONUPOBAaHLI C LENbIO yaaneHns cnegoB WngoBaHns. 3TO MOXET
ObiTb AOCTUIHYTO Pa3HbIMU MEeTOAAMMU, HANPUMEP NONMUPOBAHNEM, OUYNCTKON LLLIETKAMMU, 3MEKTPONONNPOBaAHUEM U 3aTEM
3epKanbHbIM NONTMPOBAHNEM.

4.4.3 NMaccuBupoBaHune U OKOHYaTerbHasa obpadoTka

MNHCTPpYMEHTBI A0MKHbI ObITb NOABEPrHyThI ONepaLnm naccnuBaLnmn, 3a UCKMIOYEeHUeM TEX UHCTPYMEHTOB,
rae ata obpaboTka n3-3a XMMUYECKOro cocTaBa nasiHbiX UM CBapHbIX COeAMHEHNIN He NO3BOMSIET NPOBECTH
OKOHYaTENbHY 0BpPaboTKy.

[TpyumMmevyaHNHs

1 KmeTogam naccmBaumnm OTHOCAT anekTpononupoBaHne nnm obpaboTtky 10 %-Hbim (Mo 06bEMY) paCTBOPOM a30T-
HOW KUCNOTbI B TeveHne He meHee 30 MuH npu Temnepatype He meHee 10 °C n He Bbonee 60 °C. 3atemM MHCTPYMEHTbLI ONO-
NacKknBatoT BOAOW N cyllaTt ropsayvnm BO34YX0OM.

2 Ecnv coegnHeHnsa nmerT cMasKy, TO OHa A0MMKHA OblTb aHTUKOPPOINOHHOW N NPUTroAHON ANS NMPUMEHEHUSA B
MeauLunHe.

4.5 Ynpyroctb

BpaHLLn 3aXXUMOB AOMKHBI ObITb YNIpyrumMu. [ocne ncneltTaHM He AOMKHO BbITh paspyLIeHUA, TPELLNH U
OPYTNX OCTaTOUHbIX AedpopmMaLinn.

VcnblTaHUA NPOBOAST B COOTBETCTBUANC S.2.

4.6 YCTONYUBOCTDb K KOppPO3UM

3aXXUMbl KPOBOOCTaHaBNMBAKOLLME AOMKHBI ObITb KOPPO3UOHHO-CTOUKUMM B YCIMOBUSIX 3KCNyaTauuu,
TPaHCNOPTUPOBaHUSA U XpaHeHUs. [ocne ncnblitTaHnn He A0KHO ObITb BUAUMbBIX MPU3HAKOB KOPPO3UN.

Ncnbitannga nposoaaTno OCT 19126.

[TpumedaHnwune—Illpn 3akasze NnOTpedUTENb AOMKEH yKa3aTb HEOOXOAMMOCTb NPOBEAEHUS ABYX UMW OOHOIO
(KOHKPETHO) Buaa ucnbiTaHun. [pu 0TCYTCTBUM YKa3aHUN METOA, UCMbITAHUS BbIOMPaET N3roTOBUTENb.

4.7 YCTOUYUBOCTDL K CTepUnu3auyuu

3a)KMMbl KDOBOOCTaHaBNMBaOLWME JOMKHbI ObITb YCTOMYMBLI K Ae3nHdEeKUUn, npeacTepunn3aLMoHHON
OYNCTKE U CTEPUNN3aLUN.

2
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3aXMM COOTBETCTBYET TPpebOBaHUAM, €CNM NOcNe TPpexKpaTHbIX UCMbITAHUA Ha NMOBEPXHOCTU MHCTPY-
MEHTOB He 0OHapYyXMBAKOT CNEAOB KOPPO3UMN.
McnblTaHnea NpoOBOAST B COOTBETCTBUN € 5.3.

5 MeTtoabl MCNbITaAaHUN

5.1 BusyanbHbIN KOHTpONb

BusyanbHbIM KOHTPOMb NPOBOANTCA OCMOTPOM UHCTPYMeHTa 6e3 NpUMeHeHUa yBeNUUUTENbHbIX NPUOOo-
POB NMPU HOPManbHOW OCTPOTE IPEHUS.

5.2 AcnbiTaHUe Ha ynpyrocTb

[TpOBONOKY AMaMeTpPOM, yKasaHHbIM B Tabnuue 1, noMeLlaroT MeXxay KoHYMKamy bpaHLl. 3atemM UHCTPY-
MEHT 3aKpbIBalOT A0 Npeaena 1 OCTaBNsAT No4 3TUM HanpskeHnem Ha 3 Y Npu KOMHaTHOW TemnepaType.
MHCTpYMEHT oCcMaTpUBalOT C LeNbIo BbISIBNIEHUS BOSMOXHbLIX TPELLWH U O0CTaTOUHbLIX Aed0eKTOB.

Tabnwuya 1—TllpoBonoka agns NpoBeAEeHNA NCMbITAHUA KPOBOOCTAaHABMUBAKLWMX 3AXKUMOB

HomMuHanbHAA anuvHa (obuwana anuHa)

[IpoBONOKa Ana NnpoBeaeHUsA UCMbITAHUW duameTp NpoBONOKKU, MM KDOBOOGCTAHABIMBAIOLLMX 3AXKUMOB, MM
[lpoBONOKA U3 HEPXKABEIOLLEN CTalnW 2 Mo 130
mMapkm 08X18H9 no TOCT P 50328.1
NN gPyron aHanorn4vHbi Matepuar 3 Ot 130 Ao 150
4 » 150 » 200
5 bonee 200

5.3 UcnbiTaHne yCTOUMYUNBOCTU K CTEPUNUN3ALUIN

[lepen ctepunusaymen NpoBoAAT Ae3NH(EeKL U0 U NpeacTepUnmns3aLnoHHYO OHUCTKY 3aXKUMOB.

de3nHdeKkuuno NpoBoaAT CyXUM ropssdmum sosgyxom nputemnepartype (120 3) °C B TeueHne (45+ 5) MUH
NN XUMUYECKUM METOAOM.

[MpeacTepunuUsayMOHHYIO OUYUCTKY 3aXKMMOB NPOBOAAT NpeaBapuUTenbHbIM ononackmpaHMem B NMpoTou-
HOW Bode, norpyXeHnem Ha 15 MMH B MOKOLLKKX pacTBOp «bUonoT», NOBTOPHBIM OnofackuBaHMeEM B TeYeHue
3 MUH B NPOTOYHOW, a 3aTeM B AUCTUNNUPOBAHHOW Bode. HayvyanbHas TemMnepaTypa MOoKLLero pacteopa
(40 +5) °C.

[lepen cTepunumsaymnen cyllaT ropaumm Bo3ayxom npu temnepartype 85 °C oo NONHOMo ncYe3HOBeHUS
BNnaru.

CTepunusaumio npoBOAAT B BO3AYLIHOM CTepunmusatTope CyXmum ropsadmm BO3QyXoM MNMpu TemMrepartype
(180 £3) °C B TeueHUe 45 MUH.

6 MapkupoBKa

6.1 Ha nHcTpymeHTe NpocTaBNAT TOBAPHbIA 3HAK M3rOTOBUTENS N NMOCTaBLLMKA.
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