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BBepneHue

HacTtoawmi ctaHaapT ycTaHaBnMBaeT OCHOBHble TpeboBaHUs, KOTopble A4OMKHBI COAEPXKaTLCA B TEXHU-
yeckmx 3agaHuax (T3) AnA rocyaapcTBEHHbIX 3aKyMOK aKTUBHBIX UMNAAHTUPYEMbIX MEANLIMHCKUX U3AEenuiA,
noaaepKUBatoLLIMX cucTeMy kposoobpalueHus (ganee — AUMNCK).

MexxayHapoHbIX aHanoros HacToslLeMy CTaHAapTy He CyLuecTBYeT. HacToswwmi cTaHgapT oTpaxaeT
cneumnduky oTeqecTBeHHbIX (POPM rocyAapCTBEHHbIX 3aKynok MeauuuHekux nsgenuim (M) n moxet GbITb
TONbKO HAaLMOHaNbLHLIM OKYMEHTOM.
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HALUWOHANBbHBIN CTAHOAPT POCCUMUCKOMNW OSOEOEPALUUMU

Uspenua meguumnHckue

AKTUBHbIE UMITTIAHTUPYEMbIE MEAUUWHCKUE U3OENUA,
NOANEPXUBAIOLUME CUCTEMY KPOBOOBPALLEEHUA

TexHuyeckue Tpe6oBaHusa ana rocyaapCcTBeHHbIX 3aKynokK

Medical devices. Implantable active devices intended to circulatory support.
Technical requirements for governmental purchases

DataBBepenHna — 2018—06—01

1 O6nacTtb NnpMMeHeHus

Hacroswuii ctaHgapT yctaHasnusaeT Tpe6osaHnus k noarotoske T3 1 ux opopMneHnio npu nposeaeHUN
rocyaapcTBeHHbIX 3akyrnok AUMNCK.

HacTosawwuit ctaHgapT He pacnpocTpaHsaeTcs Ha creayloLume yeTpoucTsa:

- akcTpakopnopanbHele AUMCK;

- YCTPOWCTBa AN KapANOMUONNacTUku;

- YCTPOWCTBa 3KCTpa- U BHyTpuaopTasnbHon 6annoHHOM KOHTPNYNbCcauuu.

HacTosAwui ctaHgapT Takke pacnpocTpaHAETCA Ha HeKOTOpble HEUMNNaHTUPyeMble YacTu U NpuHaa-
nex+ocTn AUMCK, kak onpegeneHo B pasaene 5.

HacToswmin ctaHgapT ABMAAETCA YacTHBIM CTaHAapToOM no oTHoweHuo K TOCT P 55719.

2 HopmaTtuBHbIe CCbINKU

B HacTosAweM cTaHgapTe UCMoNb30BaHbl HOPMAaTUBHbBIE CCINIKW Ha ClieayiolMe CTaHaapThi:

FOCT 20790/FOCT P 50444 Mpubopel, annapaTsl M 060pyaoBaH1e MeauLmMHckue. OBLmne TexHudeckue
YCroBUS

FOCT 30324.0 (M3K 601-1)/TOCT P 50267.0 (M3K 601-1) Usgenus meanUMHCKUE 3MeKTpUYecKkue.
YacTb 1. O6wune TpeboBaHns GesonacHoOCTH

FOCT30324.0.4 (MOK60601-1-4) U3penus megnumHckue anekTpuyeckue. HYacts 1. O6wme TpeboBaHus
6esonacHocTu. 4. TpeboBaHus 6e30MacHOCTU K porpaMMmMpyeMbiM MeaNLMHCKUM 3NeKTPOHHEIM cucTemMam

FOCT ISO 10993-1 Uzgenua meauunHckme. OueHka G1onorMyeckoro AeicTensa meguLUHCKUX N3aenni.
YacTtb 1. OueHKa 1 uccnenosaHus

FOCT I1SO 10993-4 Nzgenuna meanunHckme. OLeHKa 61onormyeckoro AelcTBuUa MeguLUHCKUX N3aenni.
YacTb 4. UccnegosaHuna 3genuia, B3aumoaencTBYOLLNX C KPOBLH

FOCT ISO 10993-5 Uzgenua meanunHekme. OLeHka G1onormyeckoro AeicTBra MeguLUHCKUX N3aenni.
YacTb 5. ccnenosaHusa Ha LMTOTOKCUYHOCTL: MeToabl in vitro

[OCT ISO 10993-6 UN3agenua meanuunHekue. OueHka bruonornyeckoro AencTBna MeanLNHCKUX U3aenui.
YacTb 6. ccnegoBaHua MeCTHOIo AeMCTBUA NOCHe UMMIaHTauun

FOCT ISO 10993-7 Uzgenua meanunHckme. OLeHka G1onormyeckoro AecTBUA MegULUHCKUX N3aenni.
YacTb 7. OcTaTtovyHoe cogepkaHue 3TUneHoKcuaa nocre crepunmsagnm

FOCT 1SO 10993-10 Usgenua meauumHckme. OueHka 6GuonorMyeckoro Aenctsms MeauLIMHCKUX
nsgennia. Yacts 10. UccnegoBanuns pasapaxaroLero U CeHCUBnnanpyroLwero AeicTens

FOCT 1SO 10993-11 WUspenuna meauumHckme. OueHka GuonorMyeckoro aeictsmsg MeauLIMHCKUX
nagenuin. Yacto 11. iccneaosaHns obLLETOKCUYECKOro AEeNCTBUSA

U3paHvne opnumnansHoe
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FOCT P NCO 14708-1 UMnnaHTaThl Xupyprudeckme. AKTUBHbIE UMMNaHTUPYeMble MeanLMHCK1e naae-
nusa. Yactb 1. Obwne TpeboBaHUA K 6e30MacHOCTU, MapPKUPOBKe U MHpopMaLun, Npe4oCTaBNAEMON N3roTo-
BUTENEM

FOCT P UCO 14708-5 MmnnaHTtaTbl AN XUpyprun. AKTUBHbIE UMMaHTUPyeMble MeauunHcKie
ycTpolicTea. HacTb 5. YCTPoNCTBa, noaaepxunsatoLine cucteMy KposoobpalleHus

FOCT P 50267.0 (M3K 601-1) N3genus MeauumHckue anektpudeckue. Yacts 1. Obwme TpebosaHus
6esonacHocTH

FOCT P 50444 Mpubopel, annapaTbl M 06opyaoBaHe MeguumHekme. ObLune TeXHNYecKne yCroBus

FOCT P 52770 N3penus megmuunHckme. TpeboaHus 6esonacHocTU. MeToabl cCaHUTapHO-XUMUYECKNX 1
TOKCUKOIOMMHYECKMX UCMbITaHNIA

FOCT P 55719 UNagenus meguunHckne anektpudeckne. TpeboBaHNA K cogepkaHuio U ohopMieHnto
TEXHWYECKWUX 3adaHUi AN KOHKYPCHOW AOKYMeHTaLMn npy NpoBeAeHNM rocyapcTBeHHbIX 3aKymnoK BbICOKO-
TEXHOMOrMYHOro MeaunLnHCKoro obopyaoBaHus

FOCT P M3K 60601-1 N3aenusa meguunHckne anektpudeckue. Yacts 1. Obwume TpebosaHns 6esonac-
HOCTW C Y4€TOM OCHOBHbIX (PYHKLMOHAMBHLIX XapakTepucTmuk

FOCT P M3K 60601-1-2 Nsgenusa meauumHckne anektpudeckune. HYactb 1-2. O6umne TpeboBaHus 6eso-
MacHOCTU C y4eTOM OCHOBHbIX (DYHKLMOHAMNbHbIX XapakTepucTuk. MapannenbHblii cTaHaapT. SnekTpoMarHuT-
Hasi CoBMeCTUMOCTb. TpeboraHusa 1 ucnbiTaHns

FOCT P M3K/TO 60788 Nzaenusa meanumHckue anektpudeckue. Criosapb

MpumeyaHwne — Npy Nonb3oBaHWM HACTOSILLMM CTAHAAPTOM LienecoobpasHo NPOBEPUTb A4EVCTBUE CCbINOY-
HbIX CTaHOAPTOB B MHOPMaUMOHHOW cucTeMe OoOLero nonb3oBaHusi — Ha oduumansHom cante degepanbHOro
areHTCTBa MO TEXHNYECKOMY PEeryrnmpoBaHnio U MeTPOnorMmn B cetn NHTEepHeET unu no exerogHomy MHOpMaLMOHHOMY
ykasaTtenio « HaunoHanbHble cTaHgapTbi», KOTOPbIM 0NyBrMkoBaH No COCTOAHMIO Ha 1 SHBaPs TEKYLLLEro roaa, v rno Bbinyc-
KaM exemMecs4HOro MHopMaLMOHHOro ykasaTtensi « HaunoHanbHble cTaHaapTbi» 3a TeKYLWMIA rog. Ecnv 3ameHeH cebinoy-
HBIV CTaHAAPT, Ha KOTOPLIV JaHa HeJaTUPOBaHHas CCbiNka, TO PpeKOMEeHAYEeTCs UCMONb30BaTh AENCTBYIOLLYI0 BEPCUI0
3TOro cTaHgapTa C y4eTOM BCeX BHECEHHbIX B aHHY0 BEPCUI0 U3MEHEeHWI. Ecnm 3ameHeH CCbiNoYHbIN CTaHAapT, Ha KOTO-
pbIV AaHa AaTUpPOBaHHas CCbiNka, TO PeKOMEHAYeTCs MCNoNb3oBaTh BEPCUIO 3TOrO CTaHAapTa C yKa3aHHbLIM BhilLe Fof0oM
yTBepxaeHus (NpuHsTus). Ecnn nocne yTBepX)XaeHWs HacTosALWEro CTaHAapTa B CCbINOYHbIA CTaHAAPT, Ha KOTOPbIY AaHa
JaTnpoBaHHas CChlflka, BHECEHO U3MEHeHUe, 3aTparneatoLLee rnosioXXeHne, Ha KOTOpoe AaHa CChirka, TO 3TO NOMNOXeEHNE
pekoMeHayeTcanNpUMeHsITe 6e3 yueTa 4aHHOrO M3MEHEHUA. ECNn CCbINOUYHBIN CTaHAAPT OTMEHEH 6e3 3aMeHbl, TO NoNoXe-
HWe, B KOTOPOM AaHa CCbifIKa Ha Hero, peKOMeHAYeTCs NPUMEHATL B HaCTW, HE 3aTparnBaloLLen 3Ty CCbINKY.

3 TepMuHbI U onpeaeneHusi

B HacTosAweM ctaHgapTe npumeHeHbl TepMuHbl o FTOCT P UCO 14708-1, TOCT P M3K/TO 60788,
a TaKke criegyloline TepMUHbI C COOTBETCTBYIOLLMMU onpeaeneHnaMu:

3.1 koHTponnep: Yacts AUNMCK, koTopas coaepkuT B cebe 3nekTpoHUKy n/unu nporpaMmmHoe obecne-
YeHwue Ans ynpasrieHUst HACOCHBIM MEXaHU3MOM.

3.2 nopuHeBoW Hacoc: Hacoc, koTopbl NepedaeT ABWXKEHUE MOTOKY KPOBU 3a cHET U3MEHEeHWA
obbema HacoCHOWM kaMepbl, Harnpumep, cMeLLeHneM avadparMbl UK TonKaTenem.

3.3 poTopHbINA Hacoc: Hacoc, KOTOpbI NepeaaeT ABWXKEHNE NOTOKY KPOBU, AEACTBYA HENOCPeACTBEH-
HO Ha KPOBb C MOMOLLIbIO BpaLlaloLLerocsi MexaHuama.

3.4 ypeckoXHbIN kKabenb: Kabenb, KOTOPbIA NPOXOAUT Yepes KOXY NaLMeHTa, COeAUHSIA UMIMTaHTUpye-
MYI0 U HeumnaHTupyemsble yactu AUMNCK.

3.5 uckyccTBeHHbIM xenyaouek cepaua: AUMNCK, koTopoe ycunusaeT hyHKLMIO 0QHOTO UM 06onx
XenyAo4KoB poAHOro cepALa nauueHTa nyTem 3axsata KpoBuy U3 npeacepausi(i) Unu xkenynoyka(oB), nepeka-
yuBatoLlee KpoBb B 60MbLLIOM (CUCTEMHOM) U MarioMm (I1ero4HoMm) Kpyre kpoBoobpalleHus.

3.6 nonHocTblo uckyccTtBeHHoe cepaue: AUMNCK, koTopoe NONMHOCTbI0 3aMeHSIeT HAaCOCHY 10 (DYHKLIMIO
poAHOro cepaua nauueHTa.

3.7 ycTpoucTBO yaaneHHoro gocryna (nporpammarop): Yacts AUMCK, koTopas no3BonsietT HacTpa-
uBaTb U/UNN OTCNEXMBATbL COCTOSIHUE KOHTPOIepa v (PYHKLUMOHUPOBaHUE CUCTEMbI B LIENOM.

3.8 cucrema upeckoxHomn nepegaym aHeprumn: Cuctema, ucrnonbsyemas ans becnposogHon nepega-
YU 3MEKTPUYECKON 3HEPr1 B UMNIAHTUPOBaHHOE YCTPOMUCTBO.

3.9 nukoBas ckopocTb NoToka (umpKynsiuumu): MakcumanbHas ckopocTb NOTOKa BO BpeMsi Bbibpoca
KPOBM U3 Hacoca B CUCTEMY KPOBOOBpaLLieHNs!.

3.10 nukoBoe agaBneHue: MakcumansHoe gasneHue, cosgasaemoe AUIMCK.

3.11 npousBogutenbHocTb: lNMokasatens AUMNCK, oTobpaxatowmin CKopocTb NepekaunBaHus KpoBu B
KpPOBEHOCHOW cUCTEME nauueHTa.

2
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3.12 nynbcupyowmn notok: Notok, cosgasaemblin Hacocom AUMCK, ckopocTb KOTOPOro 3aBUCUT OT
BPEMEHWN, UMUTUPYIOLLMIA ECTECTBEHHYIO MYIbCUPYIOLLYIO CEPASUHYIO LUPKYIIALMIO.

3.13 cooTHoweHUe BbiGpoc/zanonHeHue: COOTHOLIEHWE MeXay nepuogom BpeMeHu Bbibpoca u
nepuoaom BpEMeHH 3anosIHeHUA 3a OAWH LMK Nepdy3noHHOro Hacoca.

4 O6wme Tpeb6oBaHUA K coAepXXaHUIO TEXHUYECKOro 3a4aHuA AnsA rocyaa-
PCTBEHHbIX 3aKynoK MeaULMHCKUX U3aenum

4.1 T3 paspabatbiBaeT 3akas4quk. T3 onpeaensieT npegmMeT pasMeLLeHns 3akasa Ha 3akynky M.

4.2 O6wue TpeboBaHusa k noarotoeke T3 1 nx ochopmMneHunio Npy NpoBeaeHNN rocyAapCTBEHHbIX 3aKy-
nok onpeaenexsl B MTOCT P 55719.

4.3 T3Ha 3akynky MU gonxHo cogepkaTb TpeboBaHUs TONbKO K TeM XapaKTepucTukam, KoTopble perna-
MEHTMPOBaHbl HAaCTOSILLUM cTaHAapToM. 3akas3uuk Bnpase He BKMoyaTb B T3 HecyllecTBeHHble AN Hero
TpeboBaHus.

4.4 3akaszuuk Bnpase BKMo4nTb B T3 Ha 3akynky MU TpeboBaHus, He pernaMmeHTUpoBaHHbIE HAaCTOSILLIMM
CTaHO4apTOM, eCriv OHU He MPOTUBOpeYaT AeNCTBYIOLLMM HOPMAaTUBHO-MPaBOBLIM akTam Poccuiickoin deaepa-
umn. Mpn aTom 3akasuumk 06513aH 0QHO3HAYHO OBOCHOBATb COOTBETCTBYIOLUME MOBLILEHHbIE MOTPpebu-
Tenbckne, TeXHU4eckne U (pyHKLMOHaNbHbIE XapakTepUCTUKN.

4.5 TepmwuHEIl, NpeacTaBneHHbIE B HACTOSILEM CTaHAapTe, He SABMSOTCS €AUHCTBEHHO BO3MOXHBLIMU
AN NPUMEHEHNST, NO3TOMY ANns o6ecneyeHns Unu oLEHKU COOTBETCTBUS TpeboBaHUSAM HacToSILLErO cTaHAap-
Ta HeobX0AMMO PYKOBOACTBOBATLCS ornpeAeneHnsiM1, a He HaUMEeHOBaHUAMW TEPMUHOB, NPeACTaBNeHHbIMN
B pasgene 3.

4.6 BenuunHbl xapaktepuctuk MU, ykasbiBaemble 3aka3qymkom B T3, MOryT UMeTb KOHKPETHbIE BENU4u-
Hbl B0 6bITE ONpeAeneHsbl AN UHTEPBanNa: «B AManasoHey, «He boneey, «He meHee». [lnanasoH U3MeHeHus
(HacTpoWKN, PerynMpoBKA 1 T. 4.) yKazaHHOTo napameTpa MoXeT 6bITb onpegeneH B TEpMUHAX: «HE YXXe» B TOM
cnydae, koraa Tpebyemelil AManasoH AOMKEH BKIOYaTb yKkasaHHbIA MHTepBarn, Uimu «He Wupey» B TOM cry4vae,
koraa Tpebyemblil AnanasoH OMKeH HaxoAUTbCs BHYTPU yKasaHHOro MHTepBana.

MpumMmeyaHwne—TIpn ykazaHnn KOHKPETHBIX 3HAYEHUI 3aKas4ymK JoxeH obecneunTb OTCYTCTBUE OrpaHnye-
HWS KOHKYPEHLWW.

4.7 OTBETCTBEHHOCTb 3a MOSTHOTY U AOCTATOMHOCTL T3 MEXUT Ha 3aKasuuke.

5 KOoMNneKTHOCTb aKTUBHbIX nMnnaHTnpyembiX MeQULUNHCKUX n3genvn,
noaaepXxuBarwWmnX CUCTeMYy KpOBOOﬁpaLIJ,eHVIFI

B komnnekt AUIMCK moryT BXoauTb criegytoLime n3genus:
- AUNCK (umnnaHTUpyemelil Hacoc);

- KaHtonsa(un);

- YpecKOXHbIN kabenb;

- KOHTponnep;

- nporpammarop;

- MepeHOCHbIE NCTOUYHUKN MUTaHUS.

MpumeyaHn e— KoHTponnIep v UCTOYHWK MUTaHUSA MOTYT NOCTABMATLCS KaK eAMHOE YCTPOWCTBO;
- Apyrve npuHaaniexxHoCTu.

MpumeyvaHune 1— CoBpemeHHble AUMCK moryT noctaenaTbCsi COBMECTHO C 6eCnpOBOAHBIM UCTOYHUKOM
NUTaHUs ¥ NPOrPamMmaropoM, YTO NO3BONSAET YCTPOUCTBY ObITb MOSIHOCTBIO MMMIAHTUPYEMbIM.

Mpumevanne 2—Tlpn 3akynke AUMCK TpebGoBaHusi k NporpamMmaTopy Bpada B T3 He yKasblBaloT U3-3a
cneunduKmn rocygapcTBeHHbIX 3akynok MIA.

Mspenua moryTt HenocpeacTBeHHo BXoAuTb B cocTaB AUNMCK, a Takke 6bITb caMOCTOATENbHBIMA 3ape-
ructpuposarHHbiMyu MU. Bo BTopom criydae ncnonHutens 06s3aH o6ecneynts COBMECTUMOCTL NOCTaBNAEMbIX
N34ennii n nx NonHoLeHHyto paboTy B cocTase eanHoro MU (cuctembl).
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6 Tunbl aKTMBHbIX UMNNAHTUPYEMbIX MEeAULIMHCKUX U3AeNui, noanepXuBao-
LMX CUCTEeMY KpOoBOOGpalLeHns

AUMCK penatca Ha cnegyowme TUNbI:

XenyA04YKoBOe YCTPOCTBO NoaAepKKU KpoBooGpaLLeHUs (MCKYCCTBEHHbIN enyaouek cepaua);
MUKpoaKcuarnbHoe yCTPOWCTBO NoAAEPXKU CUCTEMBI KpOBOOGpalLieHUA (MMNaHTUPYeMoe Henocpea-

CTBEHHO B NOJ1IOCTb NI€BOIo N NpaBoro meny,qoqka);

MNONMHOCTbIO UCKYCCTBEHHOE cepaue.

7 TexHunuveckme XapakKTepucTuky, ykasbiBaemMmblie B TeXHU4€CKOM 3aAaHUUN

MepeyeHb HOpMaTMBHBLIX AOKYMEHTOB, onpeaensowmx Tpebosanns Kk AUNCK, npeactaeneH B Tabnu-
ue A.1 npunoxxeHns A.

7.1 B T3 moryT 6biTb YKasaHbl cnegytolume yHKUMOHambHbIE, TEXHUYECKUEe, Ka4eCTBEHHbIe U aKcnya-
TalLNOHHbIE XapaKTepUCTUKN:

7.1.1 Xapaktepuctukun AUMNCK (umnnaHTUpyemoro Hacoca):

T™Mn AUMNCK;

TUN LMPKYNSALUK: POTOPHBIN HAcOC, NOPLUHEBO HACOCUT. 4.,

AvanasoH perynmpoBKN CKOPOCTU LMPKYNALMA, N/MUH;

MUKOBAs CKOPOCTb LIMPKYNSALMK, I/MUH;

nMKOBOE AaBfieHne, MM.pT.CT.;

COOTHOLUEeHWe BblIbpoc/3anonHeHue;

MeCTO UMNMaHTaLMK: nepukapa, o6nacTe Anadparmel, kKamepa cepauauT. a.;

reMonna nNpu ykasaHHOW CKOPOCTW LIMPKYNALMK, BbIpaXKEHHBIN Yepes nokasaTtens cBo6oAHOro remo-

rnobuHa B nnasme, Mr/an;

maTtepuan kopnyca Hacoca;

pacyeTHbIn CPpoK CryXbbl, neT;

MPT n KT coBMecTUMOCTb (Hanuyue);

ynpasnexue AUTMNCK no TenemeTpuyeckomy kaHarny (Hanuume);

CYUTbIBaHUE TeneMeTpudeckoi UHopmMaL M1 ¢ MOMOLLLIO MporpaMmaropa (Hanuyue);
macca, r;

rabaputsl, Bx LW x [, cM.

7.1.2 XapakTepWUCTUKN KaHIONMU:

YWUCIIO KaHoMb, LUT.;

MecTo coeiUHEHWS: ANd NpeAcepaus, As XenyAouKkoB, apTepuanbHaa uT. a.;
ANNHa KaHomMu, CM;

AnamMeTp KaHionu, Mu;

MaTepuan noKpbITUS KaHIoNK.

7.1.3 XapaKkTepUCTUKN YpeCKOXKHOro kabens:

YNCMO YPECKOXKHBIX Kabenen, LT .;
AnnHa kabens, cm;

anameTp kabens, cwm;

MaTepuan NoKpbITUA kabens.

7.1.4 XapaKkTepuCTUKU KOHTpornepa:

YMCNO KOHTPOSINEPOB, LUT.;

perynmpoBKa CKOPOCTU NOTOKa (LMPKYNAuMK) (Hanu4une);

nHAnKauus paspsiga 6atapeit (akkymynaTopoB) (Hanuuune);

NOMHOCTbIO UMMITAHTUPOBAHHBIA (Hanu4ne);

MUHUManbHO paboyee paccTosiHWe OT KOHTpoMepa Ao NporpaMmmaropa, CMm;
rabaputsl, Bx LW x [, cm;

macca, Kr.

7.1.5 XapakTepucTuKu NepeHOCHOro UCTOYHMKA MUTaHUSA:

YUCIIO NEePEHOCHBIX UCTOYHWUKOB NMUTaHUA, LWT.;
3apsiiHoe YCTPOUCTBO (Hanuuune);

rabaputel, Bx Wx [, cm;

macca, Kr.
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7.1.6 XapaKTepucTuki Apyrux npuHaanexHocTen

TpeboBaHWs K NPUHANEXHOCTAM 3aMOSHATCA B COOTBETCTBUN C MOTPEGHOCTSIMU 3akasdnka (neved-
HO-NPOMUNAKTUYECKOTO YUpeXaAeHUs), B TOM Yucne TpeboBaHUs K HamMumio N Y1Cy CYMOK AS1A NepeHOCKN
cocTaBHbIX YacTen AUMCK.

8 Tpe6oBaHus K 0POPMNEHUIO TEXHUYECKOrO 3agaHuns

8.1 MNpumep Meanko-TeXHUYEcKUX xapakTepncTuk AUMCK npusegeH B Tabnuue 5.1 npunoxexus b.

8.2 YucnoBble M HeuncnoBble 3HAYeHWs XapakTepucTuk (napameTpoB), NpeAcTaBieHHble B Tabnuue B.1
NpunoxeHus b, HOCAT AEMOHCTPaLMOHHBI XapaKkTep U He MOTYT GbITb UCMOML30BaHbI Kak TUMNOBLIE 3HAYEHUS
npu coctasneHun T3.

8.3 JononHutensHble TpebGoBaHUS, 0BOCHOBaHHbIE 3aKa3YUKOM C MO3ULIMA KIIMHUKO-TEXHUYECKOMN
HeobxoAMMOoCTH, ObOPMASAIOT B BUAES NPUNOXEHUS K T3.
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MpunoxeHne A
(obsaszaTenbHoOe)

ﬂepequb HOPMaTUBHbLIX OKYMEHTOB, onpegenAarowmnx TpeGOBaHI/IFI K aKTUBHbIM
MMNNaHTUupyeMbiMm MeQULUUMHCKUM U3genuam, nogaepxmearowmm cuCctemy KpOBOOGpaLIJ.eHVIFI

Ta6nwuuya A1

O60o3HaveHue

HaumeHoBaHune

FOCT 20790/TOCT P 50444

Mpubopsl, annapaTel U obopyaoBaHve MeguuuHckue. O6liMe TexHu4deckue
ycroBusi

FOCT 30324.0 (M3K 601-1)/
FOCT P 50267.0 (MOK 601-1)

WMagenvs meamumnHckme anektpudeckue. Yacte 1. O6wme TpeboBaHust 6esonac-
HOCTK

FOCT 30324.0.4 (M3OK 60601-1-4)

Magenus meamumnHckme anektpudeckue. Yacte 1. O6wme TpeboBaHnsi 6esonac-
HocTu. 4. TpeboBaHua 6e3onacHOCTW K MPOrpaMMUPYeMbIM  MEAMUMHCKUM
3MNEKTPOHHBLIM CUCTEMAM

FOCT I1SO 10993-1

M3penua meanumHckmne. OueHka BUonorMyYeckoro JeNcTBUA MeAULNHCKUX n3ae-
nun. Yactb 1. OueHka n nccnegoBaHus

FOCT I1SO 10993-4

M3penua meanumHckmne. OueHka BUonorMyYeckoro JeNcTBUA MeAULNHCKUX n3ae-
nun. Yacte 4. ViccnegoBaHus n3genuvi, B3aumMogencTBYIOWUX C KPOBBIO

FOCT I1SO 10993-5

M3penua meanumHckne. OueHka BUonorMyYeckoro JeNcTBUsS MeAULNHCKUX n3ae-
nun. Yactb 5. MccnegoBaHust Ha UMTOTOKCUYHOCTL: MeToabl in vitro

FOCT I1SO 10993-6

M3penua meanumHckne. OueHka BUonorMyYeckoro JeNcTBUsS MeAULNHCKUX n3ae-
nun. YacTtb 6. MccnegoBaHusi MECTHOIO AEUCTBUS NOCNe UMnnaHTaumum

FOCT I1SO 10993-7

M3penua meanumHckne. OueHka BUonorMyYeckoro JeNcTBUsS MeAULNHCKUX n3ae-
nun. Yactb 7. OcTtaTtouHoe cogepkaHne aTuneHokcnaa nocne crepmnmsaumm

FOCT I1SO 10993-10

M3penua meanumHckmne. OueHka BUonorMyeckoro JeNcTBUS MeAULNHCKUX n3ae-
nui. Yacte 10. WccnepoBaHusi pasgpaarlowero U CeHCUMBUnManpytowero
OencTBUSA

FOCT I1SO 10993-11

M3penua meanumHckmne. OueHka BUonorMyYeckoro JeNcTBUs MeAULNHCKUX n3ae-
nun. Yacte 11. MccneaoBaHns o6LL,eTOKCUYECKOTO AeUCTBUSA

FOCT P 50267.0 (MOK 601-1)

WMagenvs meamumnHckne anektpudeckue. Yacte 1. O6wme TpeboBaHusi 6esonac-
HOCTK

FOCT P 50444

Mpubopsl, annapaTel U obopyaoBaHve meguuuHckue. O6liMe TexHudeckue
ycrnoBusi

OCT P 52770

WMagenvs meanunHckne. TpeboeaHusi 6e3onacHocT. MeToabl CaHUTAPHO-XUMU-
YECKMX U TOKCUKOINMOTUYECKUX UCMbITAHWI

FOCT P NCO 14708-1

MmnnaHTatsl Xupyprudeckue. AKTUBHbIE MMMNIaHTUPYEMble MEAULMHCKUE M3ae-
nus. Yactb 1. O6wme TpeboBaHms kK 6e3onacHOCTH, MapKUPOBKE U MHGOpMaLnK,
npeaocTaBnsAeMoi U3rOTOBUTENEM

FOCT P NCO 14708-5

MMmnnantatbl gns Xxvwpyprun. AKTMBHbIE UMMNNaHTMpyemble MeaUUMHCKME
ycTporicTea. YacTtb 5. YCTponcTBa, NnoaaepuBatoLLne cucTeMy KpoBoobpalLeHUst

FOCT P MOK 60601-1

WMagenvs meamumnHckne anektpudeckue. Yacte 1. O6wme TpeboBaHusi 6esonac-
HOCTU C Y4E€TOM OCHOBHbIX (PYHKLMOHANBHbLIX XapakTepucTK

FOCT P M3K 60601-1-2

Magenvs meguuuHckne anektpudeckue. Yactb 1-2. Obwme TpeboBaHns 6e3o-
NacHOCTM C YHETOM OCHOBHbIX DYHKLMOHAINBHBLIX XapakTepucTuk. [lapannenbHbin
cTaHaapT. ONekTpoMarHuTHasi COBMECTUMOCTb. TpeboBaHUs 1 UCMbITaHWS
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MpwunoxeHne b
(cnpaBo4HoOe)

Mpumep MegMKO-TEXHUYECKMX XapaKTe pPUCTUK aKTUBHbIX UMNNaHTUPYEeMbIX MeAULUHCKUX U34enui,
noaaepxuBaloLLUX CUCTEMY KPOBOOGBpaLLeHUA

Tabnwuuya bA

Xapaktepucruka (napameTp) 3HaueHue Mpumevanue

1 AUNCK (umnnaHTupyembiin Hacoc)

- Tvn AUNCK TNesoxenyaoukosbin AUINCK

- TWN UMPKYNAUnK PoTtopHbii Hacoc

- AVanasoH PerynupoBKM CKOPOCTU LMPKYTSILUK, I/MUH, HE yXe 2,5—8,0

- MUKOBas CKOPOCTb LMPKYIsLMK, N/MUH, HE MeHee 12

- NUKOBOE AAaBreHue, MM.PT.CT, He MeHee 30

- MeCTO UMMNIIaHTaumm Mepvkapa nnm obnactb
Anadparmel

- remMonu3 NPy CKOPOCTU LIMPKYNALUUK 5 N/MUH, BbIPEKEHHBIW Yepes Moka- 17,0

3aTenb cBoGogHOro remornobuHa B nnasme, mr/an, He 6onee

- marepwan koprnyca Hacoca TutaH

- pacyeTHbIN CpoK cnyXbbl, NeT, He MeHee 3

- MPT m KT coBmecTUMOCTb Hannume

- ynpaenenve AUMNCK no TenemeTpryeckomy kaHany Hanwnune

- CYUTbIBaHWE TenemMeTpuyeckon MHopMaLMmn ¢ NOMOLLIbIO NPporpaMmMa- Hannune

Topa

- macca, r, He Gonee 300

- rabapuTel, B x WU x[, cm, He Gonee 30 x30 x10

2 KaHtons

- YWCIO KaHIonMb, WT., HE MeHee 1

- MEeCTO COefiMHEHUS Ins npepgcepavs

- ANWMHA KaHIoNu, CM, B Anana3soHe 18—25

- AnameTp KaHIonu, cM, B AuanasoHe 1,4—1,8

- Marepumar nokpbITUA KaHIoNN TopanoH

3 UYpeckoxHbili kabenb

- UKUCIIO YPECKOXHbIX Kabenewn, WwTt., He MeHee 1

- AnvHa kabens, cm, B gnanasoHe 40—50

- AnameTp Kabens, cm, He Gonee 2

- MaTepuan nokpoITua kabens MonuypetaH

4 KouTponnep

- YWCIO KOHTPONNEPOB, LWIT., HE MEHEEe 1

- perynupoBka CKOPOCTU MOTOKa (LMPKYNALUK) Hannuve
- vHAVKaums paspsiga batapen (akkymynsiTopoB) Hannuve
- MMHMManbHO pabouee paccTosiHue OT KOHTpOnnepa 4o nporpaMmmaro- 20

pa, cM, He Gonee

- rabaputbl, B x L x [, cm, He Gonee 20 x20 x30
- macca, Kr, He bonee 0,5
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OkonyaHue mabnuysi 6.1

Xapakrepuctuka (napamerp) 3HaveHue MNpumevanune

- ynpaenenne AUMNCK no TenemeTtpryeckomy kaHany Hannuve

5 lMepeHOCHON UCTOYHMK NUTaHUS

- YUCIIO NEPEHOCHbBIX MCTOYHMKOB MUTaHUS, LWT., HE MeHee 2
- 3apsigHoOe YCTPONCTBO Hannune
- rabaputsl, B x Ll x[, cm 20 x20 x 30

MpumedaHue—YucnoBble N HEYUCTIOBLIE 3HAYEHUA XapaKTepUCTUK (NapamMeTpoB), NpeacTaBleHHbIe B Tab-
nmue, HOCAT AeMOHCTPALMOHHbIN Xapakrep

YK 616-005;612.13 OKC 11.040.40

KritoueBble cnoBa: rocygapcTBeHHas 3aKynka, AmMnnaHTunpyemMble aktTuBHble MegUuUUHCKWUEe usaenua, nognep-
Kuparwwne cuctemy KpOBOO6paIJJ,eHI/IF|, nogaepKka CUCTemMbl KpOBOOGpaLLleHMFl, UCKyCCTBEeHHOE cepaLe
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