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Mpeancnoene

Lenv v npuHumnel ctTaHaapTusaumm B Poccniickon Pegepaluv yctaHoBNeHbl PefepanbHbiM 3akOHOM OT
27 pekabpsa 2002 r. Ne 184-d3 «O TeXHUYECKOM perynupoBaHu», a npasuna npuMeHeHust HauMoHanbHbIX
ctangapTtoB Poccuitckoin ®eaepauum — FOCT P 1.0—2004 «CtaHgapTusauus B Poccuitckon degepaumu.
OCHOBHbIE MONOXEHUAN

CBepeHusi o cTaHpapTe

1 PA3PABOTAH lNocyaapcTBeHHBIM YHUTapPHBIM Npeanpusatuem Pecnybnuku TatapctaH «Bcepoccuin-
CKWA HayyHO-UCCrneoBaTeNbCKAN MPOEKTHbIA WMHCTUTYT MEAUUMHCKUX UHCTpymeHToB» (FYM PT
«BHUMMW»)

2 BHECEH TexHun4yeckum komuteToM no ctangaptusauumn TK 14 «MeauumHcKue UHCTPYMEHTBI»

3 YTBEP>XOEH W BBEAEH B OEWCTBWE Mpukasom ®eaepanbHOro areHTcTea no TeXHU4eCKoMy
perynMpoBaHuio U meTponorim ot 14 aekabps 2009 r. Ne 760-ct

4 HacToswmit ctaHgapT pa3paboTaH ¢ y4eTOM OCHOBHBIX HOPMATUBHBIX NOSIOXKEHWUIN MEXAYHaPOAHOro
ctaHgapta MCO 7151:1988 «MHCTpyMeHTEI Xupyprudeckune. Hepexyline WwapHUpHble MHCTpyMeHThl. Obwme
TpeboBaHust U MeToabl uchbiTaHuiy (ISO 7151:1988 «Surgical instruments. Non-cutting, articulated
instruments. General requirements and test methods», NEQ) B 4acTn kpoBoOCTaHaBNMBAIOLLMX 32>KUMOB

5 BBEJEH BINEPBbIE

UHgbopmayust 06 usMeHeHUsIX K HacmosieMy cmaHnBapmy rybrukyemcsl 8 exe200Ho uzdasaemMoM
UHbopmayUoHHOM ykazamerne «HauuoHanebHbie cmaHlapmbl», a meKcm UsMeHeHul U riornpasokK — & exxeme-
CSIYHO UsdasaeMbix UHGhOpMaUUOHHBIX yKka3amersix « HayuoransHbeie cmandapmei». B cnyyae nepecmompa
(3aMeHbI) unu omMeHbl Hacmosu,e2o cmaHdapma coomsemcmeyioujee yeedomeHue bydem ornybnuKoeaHo
8 eXXeMECSIYHO U30asaeMoM UHOpMaUyUOHHOM yKkasamerle «HayuoHarbHble cmaHOapmbl». Coomeememey-
rowjast UHghopmayusi, yeeOOMIIeHUS U MEeKCMbI pa3Melalomcesi makxe 8 UH(hopMayuoHHoU cucmeme obuwez0
rnonb308aHuUsi — Ha ohuyuansHom calime OedepalnibHO20 a2eHmMemaa o MexHU4ECKOMY pe2ynuposaHuio U
mempornoauu e cemu VIHmepHem

© CrangaptuHgopm, 2010

HacToawuit ctaHaapT He MOXeT 6bITb MOMHOCTLIO UM YacTUYHO BOCMPOU3BEAEH, TUPaXMpoBaH 1 pac-
npocTpaHeH B KauecTBe oduLmansHoro nsgaHnsa 6es paspelueHus degepanbHorc areHTCTBa Mo TeXHNYECKO-
MYy perynMpoBaHuio U METPOMOTHM



rOCT P 53519—2009

CopepxaHue
1 OBNACTb MPUMEHEHUST. . . . . . o o o e i e e e e e e e e e e e e e e 1
2 HOPMATUBHBIE COBIMTKM . .« v v v v v e e e e e e e e e e e e e e e e e e e e e e e e e 1
3 TEPMUHBI U OMPEACIIEHUST . . . . o ottt e i i e e e e e e e e e e e 1
4 TPEBOBAHUMS. . . . . . o o e 1
4.1 MaTepUam . . . . . . o e 1
4.2 TBEPAOCTD . o v v v v i e e e e e e e e e e e e e 1
4.3 KauyeCTBO UBMOTOBIEHUST. . . . . o o ot i e i e e e e e e e e e e e e e e e e e e e 2
4.4 TIOBEPXHOCTE UHCTPYMEHTOB . . . o o o v o v i i e e e e e e e e e e e e e e e e e 2
4.5 YNPYMOCTD .« o v v o v e e e e e e e e e 2
4.6 YCTOMUMBOCTB KKOPPOBMU. . . o o o v o v i e e i i e e e e e e e e e e e e e e 2
4.7 YCTOMHMUBOCTL KCTEPUIMBALIAM. . . . . v o ot v o e e e e e e e e e e e e e e e e e e e e e e e 2
5 MeToAbl UCOBITAHUM . . . . . . . . o o e e e e e e e e e e e e e e e 3
5.1 BUBYANBHBIMKOHTPOIb. © .« o v v v v i e e e e e e e e e e e e 3
5.2 VCMBITAHNE HAYMIPYTOCTD &« o o o v i e e i e e e e e e e e e e e e e e e e 3
5.3 VcnblTaHne YCTOMUMBOCTU K CTEPUITUIALIMM . . . o . o o v o e e e e e e e e e e e e e e e e e 3
6 MapKUPOBKA. . . . . . o o i i e e 3
BUBIIMOTPAMIMS . . . . . e 4



rocCT P 53519—2009

HAUWOHANBLHBLIA CTAHOAPT POCCUMCKOW SGEAEPALUUM

WHCTpyMeHTbI Xupypruyeckue
3AXUMbI KPOBOOCTAHABJIUBAIOLLWUE
TexHu4yeckue TpeGoBaHMA U METOAbI UCNBITAHUN

Surgical instruments. Haemostatic clamps.
Technical requirements and test methods

Dara BBegeHna — 2010—09—01

1 O6nacTb NPUMEHeHuns

HacToswwmiA cTaHaapT ycTaHaBNMBaeT TexHudeckue TpeGoBaHUsA U METOAbI UCTIBITAHUA K 3aKUMaM Kpo-
BOOCTaHaBMBaKLMM, MPUMEHsIEMbIM B XUPYpPruu.

2 HopmaTuBHbIe CCbINKN

B HacToswem cTaHaapTe NCNob3oBaHbl HOPMaTUBHBIE CChISIKU Ha creayowme ctaHaapThl:

FOCT P 50328.1—92 (MCO 7153/1—88) UHCcTpymeHTHI Xupyprudeckue. Metannuyeckue matepuansi.
YacTb 1. Hepxaserowas ctanb

FOCT 19126—2007 NIHCTpyMeHTBI MeanUMHCKUe MeTannudeckue. ObLmne TeEXHUYECKne ycrnoBus

MpwumedyaHune — lNpynonb3oBaHUM HACTOALWMM CTaHAAPTOM LENECO06pasHoO NPOBEPUTL AENCTBUE CCbINOY-
HbIX CTAHZAPTOB B WH(pOPMaLMOHHOW cucTeme obwero nonb3oBaHus — Ha odumumnanbHoM cante PegepanbHOro
areHTCTBa NO TeXHUYECKOMY PEryNMPOBAHNIO U METPONOrMK B ceTn UHTEpHET Unu No exerogHo nsgasaeMomy nHgopma-
LMOHHOMY yKasaTtento « HaumoHanbHbIe cTaHAAPThI», KOTOPLIV ONYGNMKOBaH NO COCTOAHUIO Ha 1 AHBapPA TeKyWwero roga, u
No COOTBETCTBYIOWMM EXEMECSIHHO U3AABAEMBIM UHPOPMALMOHHBIM yKa3aTensm, onybnmkoBaHHbIM B TEKyLWEM roay.
Ecnu ccbinovHbIt cTaHAapT 3aMeHeH (M3MEHeH), TO NPY NONb30BaHUW HACTOSILLUM CTaHAAPTOM cneayeT pykoBOACTBO-
BaTbCA 3aMEHSAIOWMNM (U3MEHEHHbIM) CTaHaapToM. Ecnu cebinovHbin ctaHaapT oTMeHeH 63 3aMeHbl, TO NONoXeHne, B
KOTOPOM flaHa CCbINKa Ha Hero, MPUMEHSETCA B 4acTH, He 3aTparmBatoLwEen 3Ty CCbINKy.

3 TepMuHbI U onpeageneHus

B HacTosAweM cTaHAapTe NpMMEHeH cneayrowmin TepMUH ¢ COOTBETCTBYIOLLIUMM onpeAeneHueMm:
3.1 3aXUM KpoBOOCTaHaBNUBaOLWUIA: XUPYPruieckuin UHCTPYMEHT, NpeaHasHauYeHHbIA i 3aXBaThl-
BaHUA U NepexXaTus KPOBEHOCHbIX COCYAO0B U KPOBOTOYALLMX YHaACTKOB MPU XMPYPruyeckux onepauunsx.

4 TpeboBaHunA

4.1 Matepuan

3axumbl KPOBOOCTaHaBMMBaOLWMNE AOMKHLI GbiTb U3rOTOBMEHbI U3 HepXasetowei ctanu no MOCT
P 50328.1.

4.2 TBeppocTtb

TeepaocTb No Poksenny TepmoobpaboTaHHHbLIX BpaHLwel aomkHa 6b1Tb 40—48 HRC.

PasHocTb TBEpAOCTU BpaHLUet 3aXUMOB He A0KHa NpeBbIllaTh YeTbipe equHULbI o Poksenny.

TeepaocTb TepMoobpaboTaHHbIX GpaHLuel 3axnumoB no Bukkepcy — HV 390—485.

Uzpanne ocpmumnansHoe
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UcnbiTaHus npoogAT B cooTBeTcTBUU C [1] 1 [2].

4.3 KayecTBO U3roToBneHUs

3aXxuMbl cnegyeT UsrotTasnuBaTb B COOTBETCTBUU C HOPMATUBHO-TEXHUHECKUMN AOKYMEHTaMU Ha KOH-
KpeTHbIN BUA,.

Mpu1 nonHOM cMbikaHuK 3ybLibI-Hape3Kkn AoMKHbI TOYHO coBnaaaThb.

3y6ubl M BNaguHbl AOIDKHBI ObITb COOTBETCTBEHHO 3aTOYEHbI U COOTBETCTBEHHO 0AUHAKOBOM (hOpMbI Ha
obenx yacTax uHcTpymeHTa. OHU AOIMKHBI TOMHO coBnagaTe ApYr ¢ APYroM, U NPU NOBTOPHOM OTKPbIBAHUK
WUHCTpYMEHTa He JOJIKHO ObITb HUKaKUX YCUIUIA, 3a UCKMOYeHNEM cneLparbHO OroBOPEHHbIX cnyvaes. 3aXum
He AO0MKeH UMEeTb OCTPbIX KPOMOK. OCTpble KPOMKU NO KpasaM rybok A0MKHbI ObITb NPUTYNNEHHBIMA.

3amok formkeH nerko paboTtatb, He AoMmkeH BbITb CAULWKOM CNabbiM U CAINLLKOM XECTKUM, YTODbI MOX-
HO BbISTO Nerko OTKPbIBATh U 3aKpbiBaTb UHCTPYMEHT ABYMSA NanbLamu.

4.4 MNoBepXHOCTb UHCTPYMEHTOB

4.4.1 O6wue Tpe6oBaHuA

MoBepXHOCTL MHCTPYMEHTOB A0KHa BbITh BnecTawen nnm MaTtoson.

Ha noBepxHOCTU He AOIKHO BbITb MOPUCTOCTU U MENKUX TpewwunH. Ha MHCTpyMeHTe He A0KHO BbITh Crie-
0B LWMOBKM, OKaIWH, KUCIIOT, CMa3Ky M4acTu1L, MaTepuanos, KoTopble 6binM Ucnonb3oBaHbl AN WwWiudgosa-
HWS! U NONUPOBAHUS.

McnbiTaHus npoBoasaT B cooTBETCTBAM C 5.1.

4.4.2 OTpenka noBepxXHOCTU

[1ns oTAenku noBe pxHOCTU cnepyeT NPUMEHSITb OAHY UM KOMBUHAaLUMIO HECKOMBbKUX Onepauni:

a) 3epkarnbHoe NonMpoBaHue;

6) nonyyeHue HebnecTsLen NOBEPXHOCTU, HAaNpUMep caTUHNMpoBaHue, 06paboTka ¢ Luenbio NoNy4YeHns
MaTOBOW YEPHOM MOBEPXHOCTHU;

B) HaHeceHue Ha NOBEPXHOCTb AOMOSTHUTENLHOrO NOKPLITUA, HAaNpUMep AN Uenen snekTponsonsaumu.

MpumeuvaHwns

1 MaTtupoBaHHOE NOKPbITUE AOIKHO BbITh MONYYEHO COrNacHoO COOTBETCTRYIOLWEMY NpoLeccy, HanpumMep wnndo-
BaHWIO, 3aTEM MaTWPOBaHWIO (CTEKIMSIHHBIMK WAapUKaMn nnyu BOWNOYHbIMK Kpyramu). OTaenka noBepxHOCTU AONKHA
yMeHbLaTh 6neck, 6bITb OAHOPOAHOV 1 FMaZKOWN.

2 VIHCTpyMeHTBI, TpebyioLme NonyyeHMs 3epKanbHOW NOBEPXHOCTU, AOMXKHbI ObITb NpeABapuTenbLHO OTWNNGOoBa-
Hbl 48 yganeHus BceX AeeKToB NOBEPXHOCTU U OTNONUPOBAHbLI C LEenNbIo yaaneHus crnegos WnndoBaHus. ITO MOXeT
6biTb AOCTUIHYTO Pa3HbIMKM METO4aMM, Hanpumep NONMPOBaHWMEM, OYUCTKON LLIETKAMM, 3MEKTPOMNONMPOBAHMEM U 3aTEM
3epKanbHbIM NONMPOBAHMEM.

4.4.3 MaccuBupoBaHue U1 OKOHUYaTenbHasa o6paboTka

NHCTpyMeHTbI AomkHBI BbITb NOABEPrHYTHI ONepaLn naccMsalmm, 3a UCKIIoYEeHUEM TEX UHCTPYMEHTOB,
roe ata obpaboTka U3-3a XMMUYECKOro cocTaBa NasiHblX UMM CBapHbIX COeaUMHeHUA He NO3BONSAeT NPOBECTU
oKoH4aTenbHy 06paboTky.

MpumedaHus

1 KmeTogam naccusauym OTHOCSIT 3reKTpononupoBaHune unu o6paboTky 10 %-Hbim (No 06beMy) pacTBOpPOM a30T-
HOW KUCNOTbI B Te4eHne He meHee 30 MuH npu TemnepaTtype He meHee 10 °C u He 6onee 60 °C. 3aTeM UHCTPYMEHTBI ONO-
NacKkvBaloT BOAOW U CyLlaT ropsiyum BO34yXOM.

2 Ecnv coeguHeHus MMeIoT CMasky, TO OHa AOMKHA ObiTb aHTMKOPPO3UOHHOW 1 NPUIOAHOW ANs NPUMEHeHUs B
mMeguunHe.

4.5 YnpyrocTtb

BpaHLum 3a)kMmMoB JoIKHBI BbITb ynpyrMu. MNocne UenbITaHUii He A0TKHO ObITb paspyLUeHni, TPeLLH 1
OpYyrux octaTovHbIX AedropMaLiii.

UcnbiTaHnsA NpoBOAAT B COOTBETCTBMM C 5.2,

4.6 YCTONUYMBOCTb K KOppo3uun

3aXuMbl KPOBOOCTaHaBMMBAIOLLME AOMKHBI BbITb KOPPOSUOHHO-CTOMKUMIM B YCIOBUAX 3KCNyaTauuu,
TPaHCNoPTUPOBaHMWSA U XpaHeHust. [Mocne ncnbiTaHWii He AOMKHO BbITb BUAMMbIX NPU3HAKOB KOPPO3UN.

UcneiTaHnsa nposoaaT no FOCT 19126.

MpnmeyaHwne—TIlpu 3akaze noTpedbuTenb OOMKeH ykasaTb HEOOXOAUMOCTb NPOBEAEHUST ABYX UMW O4HOIO
(KOHKpPEeTHO) BUAA MCMbITaHUi. MNpu OTCYTCTBUM YKa3aHUN METOA UCTbITAHWSA BbIGUpaeT U3roToBUTENb.

4.7 YCTOMUYMBOCTb K CTepUnmMsayum
3aXnMbl KPOBOOCTaHaBIMBatOLME AOMKHBI ObITb YCTONYMBLI K Ae3MHDEKLNN, NpeacTepUnmnsaLMoHHomn
OUYNCTKe N cTepunmaaunn.

2
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3axnUM cooTBETCTBYET TPEBOBaHUAM, eCnK Nocne TPeXKpPaTHLIX UCMIbITaHUI Ha NOBEPXHOCTU UHCTPY-
MEHTOB He 06HapyXuBatoT CreloB KOPPO3UU.
McnbiTaHusa NpoBoaAT B cOOTBETCTBUM € 5.3.

5 MeToAabl UCNbITaHUN

5.1 BusyanbHbIA KOHTPONb

BuayanbHbl KOHTPOMb NPOBOAUTCA OCMOTPOM UHCTPYMEHTa 6e3 NPUMEHEHNA yBeNUUUTENbHbIX Npnbo-
POB NpY HOPMarbHOW OCTPOTE 3PEHUS.

5.2 UcnblTaHne Ha ynpyrocTb

MpoBonoky AMameTpoMm, ykasaHHbIM B Tabnivue 1, nomMeLwatoT mexay koHYMkamu 6paHLl. 3aTem UHCTpy-
MEHT 3aKpbIBaloT 40 npedena 1 ocTasnsAoT Nod 3TUM HanpsikeHneM Ha 3 4 NpU KOMHaTHOW TemnepaTtype.
NHCTpyMeHT ocMaTpUuBatoT C LieMbHo BbISIBNEHNUS BOSMOXHBIX TPELLMH 1 OCTaTO4HbIX AeeKToB.

Tab6nwuuya 1—lposonoka 4ns NPoBeAeHNs UCTbITAHUS KPOBOOCTAHABINMBAIOWMX 3aXUMOB

HomuHaneHan anvHa (obwasn anvHa)

Mpoeonoka Ansi NpoBeaeHUst UCNbITaHUM [dvameTp NpoBONOKK, MM KPOBOOCTAHAB/MBAIOLLUX 38KMMOB, MM
[MpoBonoka u3 HepxxaBeloLLen cranm 2 o 130
mapkn 08X18H9 no NOCT P 50328.1
WINU pYrov aHanornyHbIi matepuan 3 Or 130 o 150
4 » 150 » 200
5 Bonee 200

5.3 UcnbiTaHUe YCTONYUBOCTU K CTEepUNU3aLumn

Mepepn cTepunusaumeit NpoBoAAT Ae3UHMEKLMIo 1 NpeacTePUNn3aLNoHHYH OYUCTKY 3aXKUMOB.

HesuHdekunio NpoBoaAT CyxXuM ropsdnum BosgyxoMm npu temnepartype (120+ 3) °C B TeueHue (45 + 5) MuH
NN XUMUYECKUM METOOOM.

MpeacTepnnnsaLNOHHYO OYUCTKY 32>KUMOB NPOBOAAT NpeABapUTeNbHbIM OnoiackuBaHueM B NpoToY-
HoW BoAle, MOrpy>KeHnem Ha 15 MUH B MOIOLLMIA pacTBop «BUoNoT», MOBTOPHLIM OMOMackuBaHNEM B Te4YeHue
3 MUH B NPOTOYHORN, @ 3aTeM B AMCTUNNMPOBAHHOW BoAe. HavanbHasi TeMnepaTypa MoloLWEero pactsopa
(40+5)°C.

Mepea cTepunusaunein cyluat ropavyMm Bo3gayxom npu Temnepatype 85 °C oo NOMHOIo UCYE3HOBEHUSI
Bnaru.

CTepunusaumio npoBoAsAT B BO3AYLUHOM CTEpUNn3atope CyxMMm ropsadynum Bo3dyxom npu temneparype
(180 +3) °C B TeueHue 45 MUH.

6 MapkupoBka

6.1 Ha uHcTpymeHTe NpocTaBnsiloT TOBaPHbIA 3HaK U3rOTOBUTESSI UMW NOCTaBLUMKA.
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