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MpeskniouBaia matpuya AtriCure ASB3

WHcTpyKuum 3a ynotpeba

[TpeBkntouBaLyata matpuua AtriCure ASB3 e sombnHuTeneH nHtepdeiiceH Mogyn 3a
MHOTOKpaTHa ynotpeba, KoitTo No3B0NABa eJHOBPEMEHHO (Bbp3BaHe Ha abnalnoHeH
HaKpailHuK 1 enekTpoaHu nucankm AtriCure® Isolator™ Transpolar™ kbm reHepatopa
Ha PY ASU. YcTpolicTBaTa Lue MoraT fia paboTaT camo KoraTo cenekTopbt Ha ASB3

€ M0CTaBeH Ha No3nLMATa 32 CbOTBETHOTO YCTPOIcTBO. Mons, HanpaseTe cnpaBka
CNPUNOXMMUTE MHCTPYKLIK 3a ynoTpeba Ha HakpaliHIKa U eneKTPOAHaTa nucanka.
Mons, HanpaBeTe cnpaBka ¢ PbkoBoACTBOTO 3a noTpebutena Ha ASU 3a onucaHua

Ha npunaraeto Ha PY eHeprua, pexvmin Ha paboTa v 0f06peHu NpUHazNeXHOCTI

33 BpeMeHHO NeiicupaHe U CTUMYNaLNA Ha CbpLieTo.

ASB3 e npemuHan u3nuTBaHWA 1 e YCTaHOBEHO, Ye CbOTBETCTBA Ha FPaHNYHUTE
CTOIHOCTY 38 MeAULMHCKN U3genna, nocouen B IEC 60601-1-2:2001. Te3u rpaHnyHM
CTOIAHOCTIA IMAT 3a LieN 12 OCUTYPAT 0CTaTbYHa 3aLLuTa OT BPEAHN CMYyLLEHNA

Npy MOHTMPaHe B 06uuaiiHa MeauLMHCKa cpefia. ASB3 reHepupa v Moxe fa M3MbuBa
PaANoYECTOTHA EHEPTIAA U, aKO He 6bJie MOHTUPAH 1 U3MON3BaH CbINACHO
UHCTPYKLIMTE, MOXe [ IPUYNHN BPELHU CMYLLEHINA Ha APYTY CbCeHN YCTPOICTBa.
Bbnpeku ToBa HAMa rapaHLua, ye B onpeseneHa cpefa Ha MOHTaX HAMA [1a Bb3HUKHe
cmyLenme. Ako ASB3 Bce nak npuynHi BpesHo CMyLLeHKe Ha Apyri YCTPOICTBa,
KOETO MOMe [1a Ce YCTaHOBY upe3 BKKUBaHe 1 13KNtouBaHe Ha ASB3, Ha noTpebuTena
(e npenopbyBa Aa ce OnuTa Aa OTCTPaHM CMYLLEHIETO Ype3 efiHa U NoBeye oT
cnefHuTe MepKu; (1) NPOMAHA Ha OpUeHTaLUATa UK NpeMecTBaHe Ha NpUEMALLOTO
YCTPOIACTBO, (2) yBeNMuaBaHe Ha pa3fendaLloto pasctoaxue mexay ASB3 u octaHanute
YCTPOICTBA, (3) BKIouBaHe Ha ASB3 B eNnekTpuuecki KOHTaKT, HaMuUpaLL ce no Bepwra,
pa3nnyHa oT U3noN3BaHaTa oT ApYroTo(uTe) yCTPOiCTBO(a), 1 (4) CBbP3BaHE CbC
CepBU3eH Npe/CTaBUTEN 3a TeXHUYECKI yanyru Ha AtriCure 3a cbpelicTaue.

[TpoBepete cnegHuTe MHTepdelicHN kabenn 3a Npu3HaLn Ha Gunyecka noBpeaa

no Kabena 1 KoHeKTopuTe. AKO Ce YCTaHoBY du3nyecka noBpeaa i uHTepdeiicHuTe
kabenu He paboTaT B pamkuTe Ha cneundukaumute, yegomere AtriCure.

Bcuukn BpbLuaHua nognexar Ha ofobpeHue ot AtriCure. Kabenute BKntouBar:

(1) nntepdeiiceH PY kaben A000442-ASB/ASU, (2) nntepdeiiceH kaben 3a kpaueH
npeskniouaten C001237-ASB/ASU u (3) nntepdeiicen kaben A000479-ASB3 PSS.
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YcnoBua Ha cpegata: (1) pabotHa Temnepatypa +10°C go +40°C, (2) Temnepatypa Ha
cbxpaHeHne —35°C 1o +54°Cn (3) BnaxkHoct 15% a0 90% oTHOCUTENHA BNAXKHOCT.

MpoBexnaiiTe exerogHa NpoUNaKTIKa, 3a 1a Ce rapaHTUPa, Ye BCUUKN KOMMOHEHTM
Ha ASB3 paboTAT u3npaBHo, BKNKOUUTENHO, HO He camo: (1) enekTpuyeckuTe
3axpaHBaLLM Kabenn 3a NpoTpuBaHe, NOBPEAA U NPaBUITHO 3a3eMABaHE,

(2) npeBkntouBatenat 3a AC 3axpaHBaHeTo, (3) noBpefa Ha HANKaTOpUTE

(32 BKNIOUBAHE, HaNMulMe Ha KpaueH NPEBKIoYBATEN U 3a U360p Ha HAKPaIHUK),
(4) noBpesa No KOHEKTOPa 3a HAaKPaHMKa, MYKHATUHY MW HEBB3MOXHOCT LUenCeNbT
Ha HaKpailH1Ka [ 6bjie NOCTaBeH 11 3acTonopeH, (5) noBpeda No ApbkKaTa 3a
MPeHacaHe, HeBH3MOXHOCT 33 3aCTOMOPABAHE U 3aBbpTaHe, (6) NoBpesa no
ryMeHuTe KpayeTa, HanyKBaHe Ui HeBb3MOXHOCT ASB3 Aa 3acTaHe (TabunHo BbpXy
paBHa NOBBLPXHOCT, (7) NpoTpuBaHe Unv noBpesa Ha HTepdeiiceH kaben u (8) nospesa
Ha KOHEKTOPA 3a KpauHA NPeBK/KUBATEN, HANYKBAHE UMM HEBB3MOXKHOCT LENCensbT
33 KpauHuA NpeBKIlouBaTen Aa 6bjie N0CTaBeH 1 3aCTONOpeH.

ASB3 He cbabpxa 06CTyxBaeMm YacTi. 3a BbAPOCK N0 06CNYKBAHETO Ce CBbpXeTe
¢ AtriCure, Inc.

VIHCTpyKumu 3a nouncTBaHe 1 fAe3nHeKLma Ha NpUHaAnexHocTi 3a ASB3;

(1) u3non3Baitte Mek nepuneH npenapar (CbobpaseH Cbe cneyndukaLmumte my)

1 BNaXXHa Kbpna, 3a 1a MOYMCTUTE BbHLIHUTE MOBbPXHOCTY Ha NPEBKIOUBALLATa
MaTpuLa, (2) He NoTansiiTe 1 He NO3BOMABAIITE TEUHOCTY 1 MOMAZHAT B LIACUTO,

(3) He n3non3Baiite pa3aAaLyy, KOPO3WBHY KM abPa3UBHM NOYNCTBALLM MATePUAnU
1 (4) ASB3 1 KabenbT 3a cnomaraTeniHoTo YCTPOICTBO He MOANeXAT Ha CTepunmu3aLma.

Bupose 1 HomuHanHw nokasatenu Ha npeanasutenute: (1) 100 — 120V, 220 — 240V,
~50/60 Hzn (2) 1,25 A/250V, T 3agbpkate, 5 x 20 mm, npusnat no UL, opobpeH no
[EC. CmeHeTe npeanasuTenuTe CbrnacHo 0603HaueHATa.

(Cna3BaitTe MeCTHUTE HOPMaTUBHI pa3n0pen6m W NNaHOBE 3a pelnKnupaHe no
OTHOLLEHWE Ha U3XBbPNAHETO UNK PELIMKNNPAHETO Ha YaCTi Ha y(TpOﬁ(TBaTa.

0Tka3 ot 0TroBopHOCT — Mpu HIKaKBI obcToATencTBa AtriCure, Inc. HAMA Aa HOCK
OTFOBOPHOCT 3a CJTyYaiiHu, CNeLManHy uam NoceaBaLLn 3arybu, WeTi uan pasxoam,
KOMTO Ca Bb3HUKHANV BCACTBIE HA MPefHaMepeHa HenpaBuiHa ynoTpeba Ha To3u
NPOAYKT, BKNIOUMTENHO BCAKAKBY 3ary6u, LWETU AN Pa3Xodin, KOUTO ca CBbp3aHit
CTeNnecHo HapaHABaHe Ul MaTepUanHI LeTH.
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