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MpeancnoBue

1 PASPABOTAH O6wectBOM C OrpaHU4YEeHHON OTBETCTBEHHOCTbID «Hay4YHO-TEXHWYECKUA LEeHTp
«MEONT3IKC» (OO0 «HTL «<MEANTIKC»)

2 BHECEH TexHu4yecknm koMmuTeToM no ctaHaapTusaumm TK 011 «MeauumHckmne npubopel, annaparthl
n obopyaoBaHue»

3 YTBEPXOEH W BBEAEH B JENCTBWVE lMpukasom degepanbHOro areHTCTea no TexHU4eckomy
perynupoBaHuio U MeTponorim ot 8 noHa 2017 r. Ne 512-ct

4 BBEJAEH BMNEPBGLIE

lpasuna npuMeHeHUss Hacmositeao cmaHdapma ycmaHos/eHbl 8 cmambe 26 OedepanbHo20 3aKoHa
om 29 uroHs1 2015 2. Ne 162-@3 « O cmardapmu3sauuu 8 Pocculickoll @edepauuuy. iHghopmayus o6 usmeHe-
HUSIX K HacmosiuemMy cmaHdapmy ry6riukyemcs 8 exe200HOM (110 COCMOosHUK Ha 1 siHeaps mekyujeeo 200a)
UHbopMayUOHHOM yKazamerne «HayuoHarnsHbie cmaHOapmai», a oguluarsHbill mekem usMeHeHul U nonpa-
80K — 8 €XEeMeCSIHHOM UHGOPMaUUOHHOM yKasamene «HayuoHanbHelie cmaHOapmbi». B cnydyae nepe-
cMompa (3ameHbl) UNU OMMeHbI Hacmosiueeo cmaHOapma coomeemcmeywujee ysedomneHue 6ydem
onybnukosaHo & bnuwxaliiemM 8biMyCKe eXeMEeCsYHOo20 UHhOoPMaLUOHHO20 yKazamerns «HayuoHanbHble
cmaHdapmebl». Coomeemcmsyiowas UHopMayus, ysedoOMIIeHUe U MeKCMbl pasMewjaromcss makxe e
UHgbopMatuoHHoUl cucmeme obLezo rnonb3osaHuss — Ha ogpuyuanbHoM calime edeparnbHo20 azeHmemea
10 MeXHUYECKOMY peaynuposaHuio U Memposio2uu 8 cemu MiHmepHem (wWww.gost.ru)

© CraHgapTtuHdbopm, 2017

HacTtosawuin ctaHaapT He MoXeT 6bITb NOMHOCTbLIO UMK YaCTUYHO BocCnpouseseaeH, TUpaXKupoBaH n pac-
npocTpaHeH B kKayecTse ouumMansHoro nsgaHms 6es paspelleHus PegepansHOro areHTCTBa No TeXHUYECKO-
MY perynmpoBaHunio M MeTposiormn
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BBeneHue

HacToswmin cTaHaapT ycTaHaBMBaeT OCHOBHble TpeboBaHNsA, KOTopble AOIMKHBI COAepXKaTbCs B TeX-
HUYeckunx 3agaHunsx (T3) Ana rocygapcTBEHHbIX 3aKynoK UMNAaHTUPYeMbIX MHGY3MOHHBIX HACOCOB.

MexayHapo4HbIX aHarnoroB HacTosILLEeMY CTaHAapTy He cyllecTByeT. HacTosawumii cTangapT oTpaxaeT
cneundurKky oTevecTBeHHbIX POPM rocyAapCTBEHHbIX 3aKynok MeauumHekux usgenuii (MU) n moxet ObiTb
TONbKO HALMOHANbHBIM JOKYMEHTOM.
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HAUWOHANBbHBIA CTAHOAPT POCCUUCKONW SGEONEPALUUMU

n3genmna MEQUUNHCKUE

Hacocbl UH(Y3MOHHBIE UMNNAHTUPYEMbIE.
TexHU4eckue TpeGoBaHMA AN rocyAapcTBEeHHbIX 3aKynok

Medical devices. Implantable infusion pumps.
Technical requirements for governmental purchases

DaTta BBegeHua — 2018—06—01

1 O6nacTb NpUMeHeHus

HacToswuii ctaHaapT ycTaHasnueaeT TpeboBaHus knogrotoske T3 U Mx ochopMeHuio Npy NposeaeHnn
rocyaapCTBEHHbIX 3aKyMNOK MMNIIaHTUPYeMbIX MHEDY3MOHHBIX HACOCOB.

Hacrosiwmii cTaHgapT pacnpocTpaHsaeTcs Ha akTUBHbIe UMMNaHTUpyemble MU, npegHasHaveHHble Ans
BBeJeHWA NeKapCTBEeHHbIX BELLECTB B OpraH1M3M YeroBeka.

HacTtosiwmnin ctTaHaapT Takke pacrnpocTpaHaeTcsl Ha HEKOTOPble HEUMITITAHTUPYeMble YacTu U NpuHaa-
NEXHOCTU UMMNaHTUPYEeMbIX MHAPY3NOHHBIX HACOCOB, Kak onpeaerneHo B pasaene 5.

HacToswuit ctaHgapT He pacnpocTpaHsieTcst Ha HeUMNaHTUPYeMble MHY3UOHHBIE CUCTEMDI.

HacTtoswwmin cTangapT ABnsieTcst YacTHbIM cTaHAapToM no oTHoweHuio kK FTOCT P 55719.

2 HopmaTuBHbIe CCbINKKU

B HacTosILeM cTaHaapTe UCNOoSb30BaHbl HOPMaTUBHbLIE CChISIKU Ha crieytowme CTaHaAapThbl:

FOCT 20790 TOCT P 50444 MpwnGopsl, annapatbl  060pyaoBaHue MeauumnHckue. ObLumne TexHUYeckne
yCroBus

FOCT 30324.0 (M3K 601-1)/TOCT P 50267.0 (M3K 601-1) N3genua meanumHckie aneKkTpuyeckue.
YacTb 1. O6wme TpeboBaHna 6e3onacHoCTU

FOCT30324.0.4 (MOK60601-1-4) Nspenua MeamumHckne anektpuyeckne. HYacts 1. O6wmne TpeboBaHUA
6esonacHocTu. 4. TpeboBaHusi 6830MaCHOCTM K NPOrpaMMmMpyeMbIM MEAULMHCKAM 31EKTPOHHBIM CUCTEMaM

FOCT ISO 10993-1 Nsgenus megununHckme. OueHka 61Monornyeckoro 4eNcTBUs MeaULUUHCKUX U30eNNiA.
YacTb 1. OueHKa n uccrneaosaHuns

FOCT ISO 10993-4 Uspenua meanunHckme. OueHka 61Monorndeckoro AecTBUA MeguLUMHCKUX U3aenni.
YacTb 4. UccnegosaHns Msgenuii, 83aMMoaencTBYOLNX C KPOBLHO

FOCTISO 10993-5 Uspenua meanunHckme. OueHka 61onorndeckoro AeNcTBUA MeguLMHCKUX U3ae .
YacTb 5. MiccneaoBaH s Ha LUTOTOKCUYHOCTL: MeToabl in vitro

FOCT ISO 10993-6 Uzpgenna meanunHekme. OueHka 61MoNorndeckoro AenNcTena MeanuuHCKUX 3aenuni.
YacTb 6. MiccneaoBaH A MECTHOMo e ACTBUS MOCNe UMMnaHTauun

FOCT ISO 10993-7 Usgenuna meanunHekmne. OueHka 61Monornieckoro AecTBUA MeauUMHCKUX U3aenni.
YacTb 7. OcTaToyHOe cofepxaHue 3TuMneHoKcuaa nocne crepunnsasnm

FOCT ISO 10993-10 Uspenua meanumHckme. OueHka 61onornyeckoro AeNcTBUA MegULMHCKNX nsae-
nuin. Yacte 10. UccnegosaHus pasapakaowero U ceHCMbunuampytoLlero 4encTeus

FOCT ISO 10993-11 Napenua meanunHckne. OLeHKa B1Uonornyeckoro AeUCTBMA MeaULMHCKUX n3ae-
nvia. Yactb 11. UccneaosaHus oBLLETOKCUYECKOro AeCTBNA

FOCT P 50267.0 (M3K 601-1) N3genus meguunHckmne anektpuyeckne. YacTte 1. O6wme TpebosaHus
6e3onacHoCTM

FOCT P 50444 Mpubopebl, annapatkl 1 060pyaoBaHue meauunHckmne. ObLme TexHUJYeckue yernoBus

U3panune opnumnansHoe
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rOCT P 52770 U3genusa meanumHckue. TpeboBaHus bezonacHocT. MeToabl CaHUTapHO-XUMUYECKNX U
TOKCUKOIOrMYECKUX UCTBITaHNIA

FOCT P 55719 Uspgenua MeauumHckme anektpudeckne. TpebGoBaHUA k cogepXkaHunio U ochopMneHunio
TEXHUYECKMX 3adaHWNi ONs1 KOHKYPCHOW AOKYMEHTaLMN NPY NMPOBEAEHNN rocyAapCTBEHHbIX 3aKynoK BbICOKO-
TEeXHOMNOrMYHOro MeanLMHekoro obopyaoBaHus

FOCT P NCO 14708-1 UMmnnaHTaThl Xpyprudeckie. AKTUBHbIE UMNASIAHTUPYEMble MeANUNHCKNE naae-
nus. YacTb 1. O6wme TpeboBaHus K 6e30MacHOCTIN, MapKUPOBKe U nHdopMaLLMK, NpeaoCTaBNAe MO N3roToBU-
Tenem

FOCTPUCO 14708-4 UmnnaHTaTbl A4NS XMPYPrMv. AKTUBHBIE UMNNAHTUPYEMble MeULIUHCKUE U3enns.
YacTb 4. UMnnaHTUpyeMble MHY3MOHHBIE HACOCHI

FOCT P M3K 60601-1 U3genua meguumnHckue anektpudeckue. Yactb 1. Obwme TpeboaHusa 6esonac-
HOCTU C Y4E€TOM OCHOBHbIX (PYHKLMOHANBHBIX XapaKTepuUcTuK

rOCT P M3K 60601-1-2 N3genna meanumHckue anekTpudeckue. Yactb 1-2. Obuwme TpeboBaHns 6e3o-
NacHOCTU C Y4ETOM OCHOBHBIX (hYHKLMOHAIbHBIX XapakTepucTuk. MapannensHblii cTaHaapT. neKTpoMarHuT-
Hasi COBMeCTUMOCTb. TpeboBaHUsA 1 UCTIbITaHUSA

FOCT P M3K/TO 60788 UN3genus meauumHckue anekTpudeckue. Crnosapb

MpumedyaHue— lNpu NoNb30BaHUM HACTOSILLMM CTaHAAPTOM LenecoobpasHo NpoBepuThL AeNCTBUE CCbINOY-
HbIX CTaHAApTOB B MH(OPMALMOHHOM cucTeMe o6wWero nonb3oBaHus — Ha odmumansHoMm caite PepeparnbHoro
areHTCTBa N0 TeXHWYECKOMY PerynmpoBaHunio 1 MeTponorum B cetu MHTepHeT unm no exerogHomy MHGOpMaLMoHHOMY
ykasarenio «HaumoHanbHble cTaHgapThi», KOTOPbLIN ONy6nMKOBaH Mo COCTOsIHUIO Ha 1 SHBaps! TEKYLLETo roAa, U o Bbinyc-
KaM exeMecsYHOro MHpopmMaLMoHHOTo ykasaTens «HaumonanbHble cTaHaapThl» 3a TeKyLmid rog. Ecnv 3aameHeH cebinoy-
HbIA CTaHAAPT, HA KOTOPLIN JaHa HegaTUPOBaHHAasi CCbINKa, TO PEKOMEHAYETCSl MCMONb30BaTh AEUCTBYIOLWLYIO BEPCUIO
9TOro cTaHgapTa € y4eTOM BCEX BHECEHHbIX B JAHHYI0 BEPCUIO U3MEHEHUI. ECriv 3aMmeHeH CCbinoyHbIA CTaHQapT, HA KOTO-
pbi AaHa 4aTUPOBaHHAas CCbINKa, TO PEKOMEHAYeTCs UCMONb30BaThL BEPCUIO 3TOTO CTaHAAPTA € YKa3aHHbIM BbiWeE rogom
yTBepXaeHus (NpuHATKs). Ecnv nocne yTBep)XaeHUsi HACTOSALWEro CTaHAapTa B CCbINIOYHBINA CTaHAAPT, HA KOTOPLIN faHa
OaTMpoBaHHas CCblNkKa, BHECEHO N3MeHeHNe, 3aTparBalowee NONOXeHWe, Ha KOTOPOe AaHa CChIfKa, TO 3TO NONOXeHne
pekomMeHayeTCA NPUMeHsTh 6e3 yueTa 4aHHOTO 3MeHeHUs1. Ecnun cebinoYHbIv cTaHaapT 0OTMEHEH 6e3 3aMeHbl, TO NonoXxe-
HWe, B KOTOPOM Aa@Ha CCbINIKa Ha HEro, PeKOMeEHAYeTCA NPUMEHSATL B YaCTU, HE 3aTparnBaoLei 3Ty CCbInky.

3 TepMuHbI M onpepeneHus

B HacTosiwem ctaHaapTe npuMeHeHbl TepMuHbl o FOCTPUCO 14708-1,TOCT P MAK/TO 60788, a Tak-
Xe cneayolne TepMUHBLI C COOTBETCTBYHOLLMMU onpeaeneHnsamMu:

3.1 MMNNaHTMpyeMbI UH(Y3MOHHBIA Hacoc: AKTUBHOE BXUBMsieMOe MeAULMHCKOE u3aenue, npea-
HasHaJYeHHOe ANA OCTaBKN NekapCTBEHHOIo BelecTBa B orpeAesieHHYI0 YacTb YEMNOBEYECKOro opraHnamMa.

M pwnwmeyaHn e — CornacHo HACTOSILLEMY CTAHAAPTY, UMNNAHTUPYEMbIN MH(Y3NOHHBIA HACOC MOXET ABNSATHCA
KaK euHbIM U3OenneM, Tak 1 CUCTEMON, COCTOSILLIEN U3 YacTel U NPUHAANEXHOCTEN, KOTOPbIe B3auMoaenCTBYIOT Apyr C
Apyrom Ans obecneveHns NPON3BOANTENBHOCTY U3[enus, 3asiBNEHHON usrotoButenemMm He Bce M3 3TUX KOMMOHEHTOB UK
NpyHaanexHocTen MoryT ObiTb YaCTMHYHO MIM MONHOCTBIO MMINAHTUPOBaHLI, HanNpUMep, MPorpammarop, YCTPOWCTBO
NPOGHbLIX U3MepPeHni.

3.2 nopTt3anpaBku: [opT 4OCTyNa Kk pe3epByapy € KUAKOCTbIO.

3.3 nopT-kaTteTepa: [MopT AOCTYNa K kaTeTepy AOCTaBKA.

3.4 o6bem pesepByapa: OO6bEM XNOKOCTU B pe3epByape, KOTOPLIN MOXeT GblTb N3pacxo4oBaH nNpu
YCNOBUUN COXPaHEHNs TOYHOCTW UHPY3UU B Npeaenax TeXHUYECKNX XapaKTepUCTUK.

3.5 octaTo4HbIf 06BeM: OOBLEM KNUOKOCTW, yAaneHUe KOTOPOro U3 MexaHM3Ma Hacoca HEBO3MOXHO.

3.6 pacueTHbIN cpok cnyx6bl: Mepnoa nocne UMNIaHTaUuMmM, B TEYEHUN KOTOPOro UMNNAHTUPYEMBIA
WNHMY3NOHHbIA HACOC COOTBETCTBYET 3aAIBNIEHHBIM TEXHUYECKUM XapaKTepUcTukam.

3.7 uHTepBan ctabunbHocTU: PaccuuTaHHbI MakcMMarbHbI MHTepBan NonosfiHeHUs pesepByapa
Ans obecneyeHnsi cTabunbHOCTU MOCTYNMEHUS MEAULMHCKOTO BELLECTBA.

3.8 To4YHOCTL MHpYy3umn: CTeneHb 6nM30cTN hakTUIECKOro ypoBHS UHMY3UN K 3aa4aHHOMY YPOBHIO.

3.9 noBTOpsieMocTb: MakcumansHoe 3HayeHue abCoMITHOO PacxoXAeHUA Mexay pesynbTatamu
OByX rnocnegosaTenbHbIX UCTIbITAHWUA OQHOTO U TOTO XK€ UMMITaHTUPYEMOro UHY3NOHHOIO Hacoca ¢ OAHUM U
TeM Xe UH(Y3aTOM B OAMHAKOBbIX YCMOBUSIX MPU A0BEPUTENbHON BepoATHOCTU 95 %.

3.10 MMHUManbHas CKOpOCcTb: HavMeHbLIas CKOPOCTh, BbiIBMpaemas NofbaoBaTenem.

3.11 cpeaHsasa ckopocTb: CKOPOCTL, yKasaHHAas U3roTOBUTENEM B Ka4eCcTBe CTaHAAPTHOM ANns UMNnaHx-
TUPYeMOoro UHpY3MoHHOro Hacoca.

MpumeyaHu e — CKOpOCTb MOXET 3aBUCETb OT NPUMEHEHUS.
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3.12 MakcumanbHas ckopocTb: [1pegensHas cKopocTb, Bbibrpaemas nonb3oBaTenem.
3.13 6ontoc: KonvyecTBo XMAKOCTU, MOCTYNatoLee NOPLUOHHO Yepe s KOPOTKUE MPOMEXKYTKU BDEMEHMU.

4 O6wme TpeboBaHUSA K COAEpPXKAHMIO TEXHUYECKOTO 3aAaHus
OnNA rocyaapcTBEHHbIX 3aKyNnoK MeAULIMHCKUX u3aenumn

4.1 T3 paspabaTtbiBaeT 3akasumk. T3 onpegenseT npeaMeT pasMeLleHns 3akasa Ha 3akynky M.

4.2 O6wme TpeboBaHus K noaroToBke T3 U MX OPOPMIEHWUIO MPU NPOBEAEHUN FOCYAaPCTBEHHBLIX
3akynok onpegernersl B FOCT P 55719.

4.3 T3Ha 3akynky MU gomxHo cogepxaTb TpeboBaHUs TOMNBKO K TEM XapaKTepucTrkam, KoTopble perna-
MEHTUPOBaHbl HACTOALLMM CTaH4apTOM. 3aKasyuK Brpase He BKoYaThb B T3 HecyLeCcTBEHHbIe ANsl Hero Tpe-
60BaHMs.

4.4 3akas3vuk Bnpase BkMoUNTL B T3 Ha 3akynky MU TpeboBaHus, He pernaMeHTUpoBaHHbIe HAaCTOSILLIUM
CTaH4apTOM, eCININ OHU He NpOoTMBOpeYaT AENCTBYOLLMM HOPMaTUBHO-MPaBOBbIM akTam Poccuiickon Peaepa-
umn. Mpun aTom 3aka3vuMk 06s3aH oaHO3HA4YHO OBOCHOBATb COOTBETCTBYIOLUME MOBLILEHHbIE MOTpebu-
Tenbckue, TeXHU4eckre U pyHKUNOHANbHbIE XapakTepUCTUKN.

4.5 TepmuHEl, NpeacTaBreHHble B HACTOsILLEM CTaHAapTe, He SABMSTCH €AUHCTBEHHO BO3MOXKHbLIMU
ANsi IpUMeHeHWs, No3aToMy Anst obecneyeHns Unm oLeHKU cooTBeTCTBUsSI TpeboBaHUAM HacTosLero ctaHaap-
Ta HeobX0AMMO PYKOBOACTBOBATLCSA ONpeaeneHNsIMU, a He HaMMEHOBaHUSIMU TEPMUHOB, NpeACcTaBNeHHbIMA
B pasgene 3.

4.6 BenunuuHbl xapaktepnctuk MU, ykasbiBaeMble 3aka3unkom B T3, MOTYT UMeTb KOHKpEeTHbIe 3HauYeHUs1
unu ObITb onpederneHbl AN UHTepBana: «B AnanasoHey, «He bonee», «He MeHeey». [lnanasoH n3MeHeHust
(HacTpoWKN, PEryMpPOBKA 1 T. A.) yKazaHHOTo napamMeTpa MOXeT BbITh onpeAeneH B TEpMUHAX: «HE Y)XXe» B TOM
cnyyae, korga TpebyeMblin Ananas3oH AOMMKEH BKIOYaTb YKasaHHbIA MHTEpBan, Uin «He LIMpe» B TOM cry4ae,
korga TpebyeMblin AnanasoH OOIMKeH HaXxo4MTbCs BHYTPU YKa3aHHOro UHTepBarna.

MpumMmedaHune—TIlpn ykazaHnn KOHKPETHBIX 3HAYEHUI 3aKa3uMK AOIKeH 00ecneunTs OTCYTCTBUE OrpaHnye-
HMS KOHKYPEHLUN.

4.7 OTBeTCTBEHHOCTb 3a MONHOTY N AOCTAaTOYHOCTb T3 nexuT Ha 3aKkas4uke.

5 KoMnneKkTHOCTb UMNNaHTUPYEeMbIX UH(PY3NOHHbIX HACOCOB

B KOMMMeKT UMNNaHTUPYeMOro MHy3UOHHOrO Hacoca MOryT BXOAUTL cneaytowne usaenus:

- MexaHW3M Hacoca,

- kaTeTep;

- Habop aons 3anpaBku;

- Habop aons nopTa-kateTepa;

- YCTPOMCTBO ynpasneHns 6onocom;

- nporpamMmmarop.

[1pwnm™edaH un e — Npu 3akynke UMNnaHTMpyeMoro MHY3MOHHOIO Hacoca TpeboBaHWs K Nporpammaropy Bpada
B T3 He ykasbiBaloT n3-3a cneundukm rocyqapCcTBeHHbIX 3akynok M.

M3aenua Mmoryt HenocpeacTBEHHO BXOAUTb B COCTaB UMIMMAHTUPYEMOro MHAPY3NOHHOTO Hacoca, a Takke
6bITb CAMOCTOATENbHBIMU 3aperucTpupoBaHHbiMU MU. Bo BTopoMm criydae ucnonHutenb 06asaH obecneuunts
COBMECTUMOCTbL NOCTaBNAEMbIX U3AENNIA U UX NOMHOLEHHYI0 paboTy B cocTase eauHoro MU.

6 TexHUYeCKVe XapaKTepUCTUKW, yKasbiBaeMblie B TeXHU4eCKOM 3agaHnUn

MepeyeHb HOPMATUBHLIX AOKYMEHTOB, onpeaensowmx TpeboBaHns K uMnnaHTUpyeMbiM MHY3UOHHBIM
Hacocam, npeacTasnieH B Tabnuue A.1 npunoxeHus A.

6.1 B T3 moryT 6bITb YKasaHbl cnegyrowme pyHKUMoHanbHble, TEXHUYECKNe, KayecTBEeHHbIE 1 KCrya-
TauUOHHLIE XapaKTepUCTUKK:

6.1.1 MexaHusM Hacoca:

- NMpyYMeHeHue Hacoca (anst MHTpaTeKanbHOU UHAY3UN aHanbreTUMEeCKUX CPeacTB, AN anuaypansHon
WHY3UM aHanbreTUYeCcKUX CPeacTB, AN MHTpaTekanbHon 6aknodeHoBO TepanMU U T. A4.);

- MUHMManbHasi CKOPOCTb MHGY3UK, MN/aeHb, He 6onee;

- cpefHsisl cKopocTb MHy3un, Mi/aeHb, B AnanasoHe;

- MakcumarbHas CKopocTb UHDY3UU, MI/AeHb, He MeHee;
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- TOYHOCTb UHAY3UN AN MUHUMATTBHOTO 3HaYEeHUSA CKOPOCTH, %, HE MeHee;
- TOYHOCTb UHY3UN AN CpeAHero 3HaueHusi CKopocTu, %, He MeHee;
- TOYHOCTb UHAY3UN AN MaKCUMarbHOIO 3Ha4YeHUsl CKOPOCTU, %, He MeHee;
- MexaHWn3M NHY3uU (Hanpumep, NnepucTanbTUYMECKUIA, MTHEBMATUYECKUA NN AP.);
- AMaMeTp rnopTa 3anpasku, MM, B ManasoHe;
- 0bbeM pesepByapa, MI1, He MeHee;
- ocTaTouHbIn 06bem, M1, He Boree;
- OONroBeYHOCTb NopTa 3arnpasky (Mo YACIY MPOKOIOB UrMoW), MPOKOSIOB, HEe MeHee;
- OONroBeYHOCTb NopTa-kaTeTepa (Mo YMCry NPOKONOB UITon), NPOKOSIOB, HE MeHee;
- Bontoc (Hanuuure);
- NOBTOPSIEMOCTb, %, HE MeHee;
- MaTepuan Kopnyca Hacoca;
- MaTepuarn BHYTPEHHEro UCTOYHMKA MUTaHus;
- CUTHanusauus Npy oKoHYaHWW pacTBopa B pe3epByape (Hanuume);
- cUrHanMsaums o Heo6xoaNMMOCTY 3aMmeHbl BHYTPEHHEr0 NCTOYHMKA MUTaHNs (Hanudme);
- WHTepBarn cTabunbHOCTH, NET, HE MEHee;
- pacyeTHbIN CPOK CryX6bl, NeT, He MeHee;
- MPT nKT coBMecTUMOCTb.
6.1.2 KateTtep:
- OnuHa, CM, He MeHee;
anameTp KkateTepa, MM, He bonee;
- 0bbeM Ha eanHULY ANWHBI, M/CM, B AUanascHe.
6.1.3 Habop ans sanpasku:
- TpeboBaHusa K Habopy Ans 3anpaBKM 3aMnoSHSTCS B COOTBETCTBMM C NOTPeBHOCTSIMU 3akasyuka
(MeanUmMHCKOM opraH13auun).
6.1.4 Habop ans nopT-kaTteTepa:
- TpeboBaHus kK Habopy ANs NopT-KaTeTepa 3anosHATCS B COOTBETCTBUM C NOTPEBHOCTAMU 3akaszymka
(MeanumMHcKo opraHusauun).

7 Tpeb6oBaHusA K 0ohOpPMNEeHUI0 TeEXHUYECKOro 3agaHuns

7.1 Mpumep MeanKo-TEXHNYECKUX XapaKTePUCTUK UMNNAaHTUPYEMbIX MHY3MOHHBIX HACOCOB NpMBeaeH
B Tabnuue 6.1 npunoxeHuns b.

7.2 Yncnosble N HEUNCMIOBLIE 3HAYEHUS XapaKTEPUCTUK (MapaMeTpoB), NnpeacTasneHHble Tabnuue b.1
npunoxexus B, HoCAT AeMOHCTPALMOHHBIA XapakTep U He MOryT BbITb MCNOMb30BaHbl KaK TUNOBbLIE 3HAYEeHUA
npu coctasneHnn T3.

7.3 [JononHuTenbHble TpeboBaHns, 060CHOBaHHbIE 3aKa34yMKOM C NMO3NLMIA KIIMHUKO-TEXHNYECKON Heo6-
XOAUMOCTN, OPOPMASIIOT B BUAE NPUNOKEHNA K T3.
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MpunoxeHne A
(obsaszaTenbHoe)

ﬂepequb HOPMaTUBHbLIX AOKYMEHTOB, onpeaenArowmnx TpeGOBaHI/IFI
K AMNNaHTUupyemMmbimMm I/IHbe3I/IOHHbIM Hacocam

Tabnuuya A1

0O6o3HaveHne HaumeHoBaHue
FOCT 20790 M'OCT P 50444 Mpu6opsbl, annapatbl u 06opyaoBaHue meaguumHckme. ObLLMe TEXHWYECKNE YCITOBUS
FOCT 30324.0 (M3K 601-1)/ Magenusa meguumHckue anektpudeckue. Yacte 1. O6wue TpeGoBaHus Gesonac-
FOCT P 50267.0 (MOK 601-1) HOCTU
FOCT 30324.0.4 | UN3genns meanumHckne anektpudeckme. Yacte 1. O6wme TpeboBaHusi besonacHoc-
(M3K 60601-1-4) ™. 4. TpeboBaHusi 6e30NacHOCTM K NPOrpaMMmUpyemMbiM MEAULIMHCKUM SIEKTPOH-

HbIM CUCTEMaM

[OCT ISO 10993-1 M3penua meauumHckme. OueHka GUONOrm4eckoro AeWCTBUS MEAULMHCKUX n3ae-
nui. Yactb 1. OueHka 1 nccnegoBaHus

[OCT ISO 10993-4 Mapenua meauumHckme. OueHka GUONOrm4eckoro AeWCTBUS MEAULMHCKUX n3ae-
nvi. Yacte 4. ViccnegoBanus n3genuvi, B3anMogencTBYIOWNX C KPOBBIO

[OCT ISO 10993-5 M3penua meauumHckme. OueHka GMONOrMYeckoro AeWCTBUS MEAULMHCKUX n3ae-
nuni. Yactb 5. MccnegoBaHust HA UMTOTOKCUYHOCTL: MeToabl in vitro

[[OCT ISO 10993-6 M3penua meauumHckme. OueHka GMONOrMYeckoro AeWCTBUS MEAULMHCKUX n3ae-
nui. Yactb 6. ccnegoBaHust MECTHOIO AEUCTBUSA Nocne MMnnaHtTaumum

[OCT ISO 10993-7 M3penua meauumHckme. OueHka GMONOrMYeckoro AeWCTBUS MEAULMHCKUX n3ae-
nmn. Yactb 7. OcTaTtouHoe cogepkaHue aTuneHokcnaa nocne crepmnmaaumm

[OCT ISO 10993-10 Mapenua meauumHckme. OueHka GUONOrMYeckoro AeWCTBUS MEAULMHCKUX n3ae-
nmn. Yactb 10. NcecnepgoBaHns pasgpaxatoLero h CeHCUGMNU3NPYoLWEero AencTeus

[OCT ISO 10993-11 Mapenua meauumHckme. OueHka GUONOrMYeckoro AeWCTBUS MEAULMHCKUX n3ae-
nvn. Yacte 11. MccneaoBanus o6LL,eTOKCUYECKOro AeNCTBUS

FOCT P 50267.0 (MOK 601-1) Magenusa meguumHckue anektpudeckue. Yacte 1. O6wue TpeGoBaHus Gesonac-

HOCTK
FOCT P 50444 Mpu6opsbl, annapatbl u 06opyaoBaHue meguumHckme. OBLLMe TEXHNYECKKE YCITOBUS
[[OCT P 52770 WMagenusa meguumnHckme. TpeboBaHus 6esonacHocTn. MeToabl caHMTapHO-XUMUYEC-

KMX U TOKCUKONOTUYECKMX UCTbITaHNIA

[OCT P NCO 14708-1 MMnnaHTaTtbl Xupyprudeckue. AKTMBHbIE UMMNNAHTUPYEMble MEQULMHCKUE N3OeNus.
Yactb 1. OGwme TpebGoBaHusi k Ge30nmacHOCTU, MapKUPOBKE U MHGOpMauuu,
npegocTaBnsieMon U3roTOBUTENEM

[OCT P CO 147084 MMnnaHTatel ana xvpyprvn. AKTVBHbIE UMNNAHTUPYyEeMble MEeAULMHCKME YCTPOW-
cTBa. Yactb 4. UmnnaHtupyemsie MHY3NOHHBIE HACOCHI

[OCT P M3K 60601-1 M3genusa megnumHckme anektpudeckue. Yactb 1. O6wue TpeboBaHms Ge3onacHoc-
TU C Y4E€TOM OCHOBHbIX (PYHKLMOHAMNbHBIX XapakTepucTuk

[OCT P M3K 60601-1-2 M3genusa meamumHckmne anektpudeckme. Yacte 1-2. O6wme TpeboBaHns Gesonac-
HOCTU C Y4ETOM OCHOBHbIX (DYHKLMOHAMbHLIX XapaKTepUCTUK. [apannenbHblii cTaH-
AapT. OnekTpomarHuTHasi COBMECTUMOCTb. TpeboBaHus 1 UCMbITaHKS
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Mpunoxenve b
(cnpaBo4HoOe)

I'Ipleep MeAUKO-TeXHUYEeCKUX XapaKTepucTuk uMnnaHTupyemMbix I/IHbe3VIOHHbIX HacocoB

Ta6nwuua B.A1

XapakTepucTuka (napamerp)

3HaveHne

Mpumevanue

1 MexaHuam Hacoca

- IPUMEeHeHne Hacoca

Ins uHTpaTekanesHoOM MHDY3NK
aHanbreTMYecknX cpeacTe

- MMHMManbHasi CKOPOCTb MHMY3WK, Mn/geHb, He 6onee 0,06

- CpeHsisi CKOPOCTb MHY3nW, Mn/aeHb, B Ananas3oHe 5—10

- MakcumanbHas CKOpoCTb UHAY3NKN, MI/OEHb, HE MEHee 20

- M@XaHU3M NHDY3un MepucranbTuyecknn
- QuameTp nopTa 3anpasku, MM, B AranasoHe 5—10

- o6bem pesepByapa, M, He MeHee 20

- 0CTaTouYHbIN 06BbEM, MN, He Gonee 2

- bontoc Hanunune
- NOBTOPSIEMOCTb, %, HE MEHee 70

- curHanusaumsi Npy OKOH4YaHWW pacTBopa B pesepeyape Hanuuue
- curHanusaumsi 0 Heob6xoaMMOCTU 3aMeHbl BHYTPEHHEro Hanwuune
MCTOYHUKA NMUTaHWS

- UHTepBarn cTabunbHOCTH, NeT, He MeHee 5

- pacYeTHbIV CPOK Crybbl, NeT, He MeHee 6

- MPT coBmecTMMOCTb Hanunune
- KT coBmectumocTb Hanunune
2 KaTeTtep

- ANWHA, CM, He MeHee 6

- AnameTp KaTeTepa, MM, He Gonee 10

- o6bem Ha eguHULY AMWHBI, MA/CM, B AManasoHe 0,55

MpumedaHue—YncroBble N HEYUCTNOBLIE 3HAYEHUS XapPaKTepUCTUK (MapameTpoB), NpeAcTaBrieHHbIe B Tab-

nmue, HOCAT AeMOHCTPALMOHHbIA Xapakrep.
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YK 621.65.03 OKC 11.040.40

KntoueBble cnoBa: rocygapcCrBeHHaa 3akyrnka, MeauunHcKoe nsgenve, AMniaHTmpyemoe MegnumHCKoe 13-
aenve, nMmnnaHTaTtbl XMpypruieckme, MMniiaHtTupyemblie I/IH(by3I/lOHHbIe HacoCbl
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