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OEAEPAABHAST CAVIKBA TIO HAA3OPY. B CHEPE 3APABOOXPAHEHMS
| (POCBAPABHAABOP}

PEFHCTPAL[HOHHOE Y,HOCTOBEPEHHE

HA MEAWLUHWHCROE U3EJIUE
ot 23 nexaGps 2021 roxa N @C3 2010/08819

Ha menunmnckoe n3nenue
Cucrema HekyecTBeHHOro kposooGpamenust Advanced Perfusion System 1,
€ IPHHAJIEKHOCTSIMHE

Hacrosiliee peracTpanionHoe yi0CTOBEPEHHE BEIIAHO

"Tepymo Kapauorackyaap Cucreme Kopnopeiimmu"', CIIIA,

Terumo Cardiovascular Systems Corporation, 6200 Jackson Road, Ann Arbor,
Michigan 48103, USA

Ipoussogurens
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MecTo npou3BOICTBA MEAUIIMHCKOTO H3CTHS
Terumo Cardiovascular Systems Corporatmn, 6200 Jackson Road, Ann Arbor,
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OEAEPAABHASA CAYJKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

K PETUCTPALIHOHHOMY Y OCTOBEPEHHUIO

HA MEAULIUHCKROE U3EJIUE
oT 23 nexa6ps 2021 roaa Ne ®C3 2010/08819

Ha Meaunumnckoe usnenmue
Cucrema uckyccrBeHHoro kposoo6pamenns Advanced Perfusion System 1,

€ NPHHAIEKHOCTAME:

1. basa cucreMsl, B cocTage:

- TEIECKONMYeCKas CToiika, He GoJiee 2 IIT.;

- XOMYT TeJIeCKOIMYECKOM CToMKH, He GoJee 2 ImT.;

- NepeKJIaiiHa.

- UTHHT 11 KpEIUIeHus IEpEKIaIuHEL, He Gosee 4 mT.;

- IOABECKA Il pacTBOPOB, He Hosee 2 miT.;

- PYKOSITKM py9HOT0 IIpHBOAA, He OoJiee 2 mT.;

- KDOHIITEHH PYKOSITOK PYYHOTO IIPUBOJIA;

- pacIIMpeHue IS KPEIIeHHsl POJIMKOBOTO HACOCa, GOJIBIIOE;

- pactIMpeHue [yl KPEIUIEHHs POTMKOBOTO HACOCA, MAJIOE;

- KOpOTKas cToiika, He Oojee 2 mT.;

- KphImKa Moxyis. Jlesas cTroposa;

- KpblniKa Moy, [IpaBas cropona;

- KPBIIIIKa JJis1 POBOJIOB.

2. PonukoBbIi Hacoc, faameTp rojioBku 15,2 cM, He Gonee 8 mr.

3. PonmxoBelit Hacoc, nuamerp ronoskyu 10,2 M, He 6onee 8 mr.

4. LleBTpaibHBIH MOHUTOD YIIPABIEHHS, B COCTABE:

- HEHTPAIBHBIA MOHUTOP YIIPaBJICHHS;

- KOMIIBIOTEpHAas KapTa KOHQUTypalue CUCTEMBI;

- KOMIIBIOTEpHAs KapTa C CepPBUCHBIMHU JAHHBIMH;

- KPOHIITEHH JUI YCTAaHOBKH MOHHUTOpA.

5. Mozyns o6Hapy KeHus My3bIPEKOB BO3TyXa, He Goee 4 mr.;

6. Mozyns 0OHapyKeHus YPOBHSI.

7. JlaTauK peaynpexIeHus, JKeIThiH, He 6oiee 2 miT.

8. JlaTuKk CHIHAJIa TPEBOTH, KPacHEIH, He Goee 2 mir.

9. biok ynpasinenus neHTpudyHeIM HacocoM, He Goee 2 MIT. (IPH HEOGXOTUMOCTH).

10. TlpuBoamoi BUTaTeNs HEHTPH(YKHOIO Hacoca, He Golee 2 MmT. (P HEOGXOIUMOCTH).
11. l'onoska nentpudysiHOro Hacoca, He 60see 400 mT. (TpH HEOGXOAUMOCTH).

12. Mozyne KoHTpOIIs TeMIiepaTypki, He Gonee 4 mT. (IpH HeoGXOMUMOCTH).

13. aryuk ckopocTH 1oTOKa, He Gonee 4 mT. (pu Heoﬁxo,uHMpe'fﬁw“.’f“ e
14. Monyie KOHTpPOJIS CKOPOCTH NOTOKA, He Gostee 4 mrr. (ngﬁ Heoﬁ'xomocm)
15. Monyns konTpoIIs HaBienus, He Gonee 4 mt. (mpu Heoﬁ’mmuacm,; o
16. larunk naBnenus, He Gonee 50 mt. (pu Heoﬁxomosm) 57
3amecraTens pykoBoautens GexepaabHoil CayKObI :
110 Ha/130py B chepe 3apaBooXpaHeHUs!
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OEAEPAABHASL CAVKBA I10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

MPUJIOYKEHHE

R PETUCTPALIMOHHOMY YAOCTOBEPEHHIO

HA MEAULIUMHCROE HU3AEJIUE
ot 23 aexabps 2021 roxa N ®C32010/08819

17. Momyne okkmozaepa (ipu Heo6X0aqUMOCTH ).
18. T'omoBka okKIrozepa (pu HEOOXOIUMOCTH).
19. Mexanuyeckuii CMECHTENb ra3oB (IIph HeOOXOIUMOCTH).

20. Moay b 51€KTPOHHOTO CMECHTEJIst Fa30B (IIpH HEOOXOTHUMOCTH).

21. larynx xucnopona, He 6onee 10 wmrt. (IIpu HEOGXOIUMOCTH).

22. latamx Bo3ayxa 9,5x2.,4 MM, He Goiee 4 mIT. (IpH HEOGXOUMOCTH).

23. Naruux Bo3nyxa 6,4x2,4 Mm, He Gonee 4 miT.(IpH HEOOXOTHUMOCTH).

24. aramk Bo3ayxa 6,4x1,6 MM, He Gosee 4 wT. (mpu HEO6XOAUMOCTH).

IpunannexnocTu:

1. PykosiTka pyuHOTO NpUBOZA A HEHTpU(YKHOTO Hacoca, He Honee 2 mT.

2. Kponrreiin rubkui, e Gonee 2 mT.

3. Kponmreiin st kperienss 6710Ka ypaBieHus NeHTpAMYKHOrO Hacoca Ha CTOMKE, He
6onee 2 mit.

4. Anarnrep ronoBku HeHTpUYKHOTO Hacoca, He Goee 10 mT.

5. Cunnii kabelb TEPMUCTOPHOIO JATYMKA.

6. KpacHbi kabexb TepMUCTOPHOTO JATYHKA.

7. KpoHITe#H ISl yCTAHOBKH JIaTYMKa CKOPOCTH IOTOKA, He Gosee 4 mr.

8. MaTepdeiicHbii xabenb faTiuKa JaBienus, He 6oiee 4 mir.

9. Opranaiisep a5 4-X 1aTYMKOB JaBJIEHUs, He 6ojee 5 mr.

10. Murepdeticusiit momyns RS-232, B cocTase ¢ nocieoBaTe bHbIM KabeseM.

11. ViaTepdeiichbit MOIyIIh JUIs CHCTEMBI MOHHTOPHHTA NapaMeTpoB Kposu CDI, B cocrase
C IOCTIEA0BATEIEHEIM KabeieM.

12. Jlamma, 83.8 cmM, He Gosee 2 mT.

13. Jlamna, 38,1 cM, He GoJee 2 mir.

14. HaGop rubKux 1MUIaHroB /71 OJa4 rasa, B COCTaBe:

- THOKMI ITaHT ISt KUCI0po/a - Genblif, He 6onee 2 niT. -

- TuOKuif MIaHr 11 BO3ayxa - Genrbiid/depHEii, He 6omee 2 mrT.

15. KpoHniurein ayis KpeIuieHns poJIMKOBOrO Hacoca Ha CTolike, He Gomee 2 miT.

16. KpoHIireitn 1y1s KpemieHns AByX POIMKOBBIX HACOCOR, He Gosee 2 ImT.
17. Hucxonsmwii KpoHIITEHH Hacoca.

18. INonka, He Gonee 2 mir.

19. Habop MeTammindeckoi 3aiBaxHOM 3a/1Hel maHeH.

20. TMosnocku 115 Kpenuieuus JqaTdauka yposHs, He 6oyee 1200 11 et
21. Montaxhas cro¥ika, mmHa 0,6 M, He Gonee 2 mmiT. :’5 SR el
22. MonTaxnas croiika, nmaa 0,9 M, He Gonee 2 miT. Y
23. MonTaxHas croiika, amvaa 1,2 M, He Gonee 2 mr.
3amecruTennp pykoBoauTes DeaepanbHol CIyKObI
110 Ha/130py B cdepe 3ApaBoOXpaHEHH
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PEAEPAABHAS CAYKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
' (POC3APABHAA3OP)

RPETHCTPALHIUOHHOMY YAOCTOBEPEHHUIO
HA MEAUMUHWHCROE U3AEJIME
ot 23 aexabps 2021 roaa M ®DC2 2010/08819

24, KomnnekT npunaniexHocreit, He Gosee 2 miT. B COCTABE:

1) OrBepTKa-1eCTUTPaHHKK ¢ 3aKPYITICHHBIM TOPioM, 3/16 moitma (4,76 MM).
2) OtBepTKa-IMECTUTPAHHHUK C 3aKPYITIEHHBIM ToproMm, 1/8 moiiMa (3,17 MM).
3) OTBepTKa-IIECTHTPAHHMK C 3aKPYTIICHBEIM ToproM 1/16 moiima (1,59 mm).
4) Knrou-miecTHrpasHAK ¢ 3aKpyIIICHHBIM TOpUOoM 3/8 motiva (9,5 Mm).

5) Kimoy-mecTurpansuK ¢ 3axpyriaeHHEIM TOPUOM, 1/4 moiima (6,35 MM).

6) Kintou-1mecTurpaHHiK ¢ 3aKpyIIEHHEM TOPUOM, 5/64 moiiMa (1,98 Mm).
7) OTBeprKa.

8) OTBepTKa HUTHiIEBas.

9) lacunsiit kmou 3/8 mioiima (9,5 mm).

10) Pe3nbosas py=ixa - 6 wnit.

11) OceBas BTynKa.

12) BuHT ¢ HakaTHOM TONGBKOMH.

13) BHHT ¢ roJI0BKO# ¥ IeCTArPaHHBIM yTiyOnennem, 4 mr.

14) YcranoBouHBIH BHHT, 4 1NT.

15) ®ukcarop mecTarpasHsi, § mr.

16) ®unpTp BXoAsImero Bosayxa 6assl.

17) OuibTp BXOAAMEro BOzAYXa HACOCE.

18) I'anorenoBas k0104 J1aMireL.

19) ®uxcarop xabens 12,7 MM - 6 miT.

20) ®uxcarop kabens 25,4 MM - 2 T,

21) ®ukcupyromas nmoysocka - 10 mr. :

22) MaruuTHbIe KOJMAYKH Ha PYYKH PEIyIHPOBKH OKKIIO3MM POTHKOBBIX HACOCOB - 8 IuT.
23) HaGop ManpKupoBOUHLIX JIEHT, B COCTABE:

- MApKUPOBOYHAY JICHTA A1 NPOBOJA ¢ muppoi «Ox;

- MapKUPOBOYEAA JICHTA JJId IPOBO42 ¢ Hubpoi «1»;

- MapKHPOBOYHAs JICHTA 55 MPOBOJA ¢ KUPPOH «2»;

- MapKUPOBOYHAs JIEHTA ISt IPOBOZA ¢ HEPPOH «3»;

- MapKHPOBOYHAA JIEHTA AJII NPOBOJA ¢ HHUPPOR «d»;

- MapKHpPOBOYHAs JIEHTA AJis1 HpoBoJa ¢ HADpoH «5»;

- MapKHPOBOYHAas JICHTA /IS IIPOBO/JA C LHQPOH «H;

- MapKHpOBOYHAA JICHTA JI7isi IPOBOAa ¢ nubpo «7»;

- MapKUpOBOYHAS JIEHTA MV [TPOBOIaA ¢ iU poit «8»;

- MapKHpPOBOYHas JICHTA JUIS TipoBoja ¢ iudpoit «9»;

- MapKUpPOBOYHAs JE€HTA 115 IPOBONA ¢ OYKBOM «A»; P ey

- MApKUPOBOYHA JICHTA JUII HPOBO A ¢ OykBoM «C»; 5
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OEAEPAABHAS CAYIKBA T1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

RPETHCTPALHHUOHHOMY YAOCTOBEPEHUIO
HA MEAWLMHCKOE U3AEJIUE

ot 23 nexadps 2021 rona Ne ®©C3 2010/08819 e
Jiuer 4

- MaPKHPOBOYHas! JIEHTA J/iF TPORO/ia ¢ OVKBOH «H»;
- MapKHPOBOYHAS JIEHTA TS 'PoB0/Ia ¢ OykBoH «Gv»;
- MapKUpOBOYHAs JICHTA A8 ITponeia ¢ OykBo# «f 1y;
~ MapKHpPOBOYHAs JEHTA 11 IPOBO/A C OYKBOH «I»;

- MapKHpPOBOYHAS EHTA I/ TPOBOSA ¢ Hyksol «Ly;
- MapKEPOBOHHaAd JiCHTa 48 Nposoaa ¢ GyxBoi «Mn;
- MApKHPOBOYHASA JICHTA JINY NPOROMA ¢ Oy KBoH «N»;
- MApKHPOBOYEAs NEHTA /18 IPOBOLA ¢ OyxBoH «O;
- MADKHPOBOWLAZ NEHTA JITIs NPsBoaa ¢ Oykeown «Py;
- MapKHpOBO4Has NeHTA s HPORCi2 ¢ OyxBo# «Rx;
- MapXUPOBOYHAS JISHTA VT MPOROJA ¢ GyxBnit « Ty;
- MapKUpOBOYHas JICHTA 1A [IPOBOAA ¢ OyxBoi «Vy.
24) latamk CKOPOCTH NOTOKA.

25) Smux A GECTPYMEHTOB.

25. JlepxaTeiib JaTINKA BO3AYXa /i KPEIIeHHA B4 CTOMKe, He Gojiee 4 miT.
26. Kponmrelin narunka 3oznyxa, ge Gosee 4 .
27. Komnuiext kabens, B cocTase: :

1) CereBoil kabens TUTAHM.

2) Kabenb nuranus [IMY.

3) KaGens macoca. 3 :

4) Kabenp a1 MonyIs 0fyapyReHUs NY3bPLKOB ROALYXA.
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