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KENZI T Bz B Em T 4, RIS RS, MRS E s @*ﬁ%%%i%6@
ERVTHY, TIRATERRRBRSLE L D PMA IZRYS T 2 P25 B0E T 45
RIE s, MRENTIRIE eI 72 > 72, 510(K)I %w(m%m%%ﬁ%#%méhk
SR rNxStage System One (NxStage Medical, Inc.) (K050525, K141752)] 1 4
DHTHoT-, Y% 1 OB EEE 712777, Lo L. NxStage System One D Tiillik
AR L, B IO D D EE BT EEE O L2 L KB W S D EE
%ﬁ%%k5$:%w%héf%%éﬁﬁﬁkmﬁw'ﬂﬁ%a%kbk%ﬁﬁ
BRch v, mE AR ER L 2o TR LT, KE Tk E ARG 2 B &
L CHER#BR 2 326 L7 dh B 1372 o 72,

x 6 KEICKT PG irds, MRIEEE, MBS s O —xEI 4 P
([16]%&2% (ZAERR)

Product Classification Submission type

1 | Dialyzer 510(K) Exempt
2 | Dialyzer Reprocessing System 510(K)

3 | Dialyzer Capillary Hollow Fiber 510(K)

4 | Dialyzer, Disposable 510(K)

5 | Dialyzer High Permeability With Or Without Sealed Dialysate 510(K)

System

6 | Dialyzer Parallel Flow 510(K)

7 | Dialyzer Single Coil 510(K)

8 | Dialyzer Twin Coil 510(K)

9 | Set Dialyzer Holder 510(K)

10 | Hemodialyzer, High Cut-Off HDE

11 | Hemodialyzer, Re-use, High Flux 510(K)

12 | Hemodialyzer, Re-use, Low Flux 510(K)

13 | Ultrafiltration-Controlled Nocturnal Dialysis Delivery System 510(K)
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7 510 I3\ T i i e PR 5B 3 St < A 7=
HZe ) ALENT R, RIS, kEiTiERas (1712 51H)
Device Name (510(k) no.) NxStage System One (1. K050525, 2. K141752)

Device Classification Name | Ultrafiltration-Controlled Nocturnal Delivery System

Decision Date 1.2005 46 H 24 A, 2.20144 12 H 19 H

Device description The NxStage System One is compromised of the
NxStage Cycler, an electromechanical control unit;
the NxStage Cartridge, a sterile, single-use
extracorporeal blood and fluid management circuit (with or
without a pre-attached high permeability filter) that mounts
integrally within the NxStage Cycler. The combined system
is designed to deliver hemofiltration. Hemodialysis and/or
ultrafiltration in an acute or chronic care facility. The

NxStage System One is also indicated for home

hemodialysis, including home nocturnal hemodialysis.

2.4 EBE
2.41 HRICTET 222 BE T 2 M & TRRTERRRBRDER IO T

HASCIIIEFN 57 005268 27 4F 8 H 31 H & TITAR &7z 22 6B g, 1L
HRIEE A, MIEENTIE R 86 £EH . 10 IS i ARATERA TR 2 R B av7e, kAT
PRERBRIZ I 1T D I AL 6 fHoskd Hiviz, —J7, KETIL 545 1, 1 1F
(TR AT RERIREABR 23 3R oD H v Tz, AT R AR 12 3o W Tl & MR 25 5K 0 & 4
7=bDIX 072~ 7,

HARTIZ, 1981~1982 2T T, Ao —R 7 &5 — N HZe (3 ALEHT 28 % £
L 72 B OFREELL B3, @i L@ 10 REE LA IS TR OMTR 28 26 O IR
EERFRIE LT, HEZERICEL D L KRN, JREHIEH LA v T ko7 &
FIALIEE N L7 2 & 8BS HIEOEFIZ LV TOEHENHE R 722 & LfsimD
Fone[29], BRI, Brr—2A T BT — MUK AT T A FIEEE ST 7R [30],
WEE, IWHIZBET 2 EEHEA DN ANEA TS > N TS ~NmE L T2 ek,
B EENAR DT 2 ERNBH BT 72[29], E0%, BRI 62 41 A 28 HF
TR 8T B [ EoBREFTIZ R T 2 B REICE T 5 &Y (E% A GMP)
[ZOWT], Rk 6 4F 12 H 28 AATHEIEE 1128 5 TERNE O MEMirELRE (EF
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WZBH3 B3 (REABIAES GMP) 2O\ T HIE S, EFEEE O E S B
(B9 % BYED IO THIE S 72 [811131], 2005 4F (K 17 4) (233 S 7 eliE
FEFEREATICE, QMS AN RUEREDOFF TR L 720 | GQP H BN &R EFED
FFAERIC 72 o 72, BT, 2014 I Ff S V72 EIE G R AR 1E O AT IC VY, QMS
BoPNEGEIRGEEDFF B & Ze o7z, BHIOWEN G| BEFRHR 0O S0 E & FLAH] 23
FTIN, FERRICHS ZENTEHRE N EST., (KT)

—J, KETIX 1978 7 A 21 H (WF1 53 4 7 A 21 H) IZ Medical Device Good
Manufacturing Practice [21 CFR part 820], 1996410 A 7 H (CFl 84 10 A 7
H) |2 Quality System Regulation [61 FR 52602]23 /€ S 41, BARL Y ¢ B ERY
7 B ERRF SR OO i E B BRI 2SR S T e (3% 8) [33]134],

o B BRI O EE O BE L 25 | THIRATERIRGABR DS LB AR FiH DB 2 FITHB LT &
Bz b, KETIHZAARLD & RO WEEHIAH DS HEE ST, i IRATER
PRER C i ik i A MR 2 S5 hE L 7= B s e o 7o L HEER STz,

& T, HRATFERIAR BRI Z B\ TRed b 5 AW R Rl OHER 2 2R 9 12
AT, AARTIEL, 1988 FICEARME TS B M ORI B O T M ERER (1R O i
(BT 2 MF9E) AN FEME S [85], AR, TR RIED 5 HEMEICE T A0
FEDH ARG LTZbDIEo T, FlCU e, HAIZ AW P 22 PERHm B3 2 KR
(T70 <L LR 0O 1995 FRIT R 742 6 A 27 R HEEEE 99 5 TEEHRH B o fLid

(i A) 7KERHEEICHLEBRAEMTFRIREBRO T A BT 4 12OW T BERR S L, #19
T Z BT 2 FREMRME S 172[35], KIETIE. 1992 ££(Z ISO 10993
1:1992 Biological evaluation of medical devices - Part 1: Guidance on selection of
tests MFEAT I AL, ERMEESR O TFRVZEMEICET DS RE SN, AT
LANEFH OFE S 23 AR ARG R GRER DS LB R OBZ X FITRBE L &E 2 bk
[351[36],

BAE . ISO 10993-1:2009 Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management process (Z & > CFHli S L5 W)
FHIZZEMEIC BT 2 mikidE G, WiEER (R L ERERER) CTh HI[87], KET
L& 51T, BB E BT 2 IR ER D I 1 4 > A [Implanted blood access

devices for hemodialysis, Draft issued on June 28 2013, Document issued on
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January 21 2016.] (23T, i ABHEEREE COPR MR (G 115709 Z A oMy
HR) RO BTN ([38], Wil (B L 7raER) 1T, SBRECEHh K &
FRHE . DIRFNZ D EED BRI 2 BT 23R Th 2 013t L, HwimaER (i
IR E RO B2 A 13A S & BEAARE L & In vitro iBRIC THEGT 53R TH 5
[371[38], ¥ atlR (JRIAT) FROERSCHIMAVEER) Tk, MR 7, Fa—7%%
FELARIA AT A A BR B A A L 7 BIRK A T U, 4 REE ik 2 B8 S H 72 BR oD I il
HE~t/7m U REZRET S[88], Y%A ¥ v ATk, miRATERARER XM E 7
78 AT =T N EREICHDIAT R RIS E ZBRE RO ATV RW[38], KET
(%, AR MR 3 1T D i SR 72 TR < %1éﬁﬁf;%i‘i%$ﬁbvb7‘:
FRMEAER (PR T A BRI OB R A BEIR]) 12 & - Tb ik &R 2 F2h L T\ D
D, ﬁﬁ}iﬁﬁ#ﬁ?ﬂf%ﬁ%ﬁ Ko TREMZHEAR L TWD 2D, HRATERERIZ
BT A RN 2 S L 72 i 2 e n L& 2 BT,

INHDZ END, HRATOL MOV T, AAITOKRE & bk U RS RFEAT 23
RS Y | FEERIKRBROTE AN BN TWD Z LAVRBR STz, EiED&B D |
AADEEL EORBESITWEEHEFNC LD bDTH L Z &b, HillRATO L BMRE
il B L Cld, ABFSER R 2B E 2. BE~ORHLRT 7 & 2 L LRVEDORE R % FH
THED, L0 BB OREELIT2 5D EE L b,
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# 8 HKIZHT2mEEHICET 28 ([311(321[33][34] %Ki /Ek)

F£RAB BXRICETOMEETRICET HIRE REICHTHMEERICET SR
1978.7.21 Medical Device Good Manufacturing
(5.53.7.21) Practice[21 CFR part 820]

1987.1.28 |EEAEOHEFIZHTIRERIII-ETIEE(EERE
(5.62.1.28) | GMP)IZ2WZ\T[ERKE7E]

1994.12.28 EEAEREOREEAREE (ERFARQAVRATLER)RUE
(H6.12.28) | EAEBERESOEEREORERICHIT5RERERICE
FTAHREE(EERBBEEZEGCMP) I DN T(ERE11288]

1996.10.7 Quality System Regulation [61 FR 52602]
(H8.10.7)

2003.7.15 150 13485:2003

(H15.7.15)

2004.12.17 |EEL. EEING. LELRRUVERRBEOSEEENE
(H16.12.17) | #EIZEHT &S (GQPES) [EEFHEE S E1368]
EERBERUVENSHAEERONEEERUREEED
HEIZEHTLIES (QMSE D) ([EEFBESE1695]
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# 9 HRIZET DM PR BRI B 2 8id ([351% 51 M)

#£AH BEAREF ISO/TC 194
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1989(H.1) ISO/TC 1948% 3L
1992 (H4) ISO 10993-1:1992
1995.6.27 |EERAEQME @A) RERF I WETEPFENHABOH/FS1212D
(H7.6.27) | WTCEEHESE9E ] (FELE)

1997 (H9) ISO 10993-1:1997
2003.2.13 | EEREROXE (HA)RZBRFIILHEGEMEHNREEFABOELRNE | 150 10993-1:2003
(H15.2.13) | R AIZDWVT(BELL)

2003.3.19 | EYFHREMHRBOEFRNEZFICEATLISEERIIODNTIEHER
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2003.10.1 | EEAEDGLPHELT
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2005.3.23 | EEEBGLPE S (PMDAIZEAEEMBOGLPES EHAERLE)
(H17.3.23) | JIS T 0993-1:2005

2005.4.1 | HREEEEMIT
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NxStage System One (%, >KE Tk ik RER 2 3206 L 72— D Hh 22 1 BEHrds
Mg, MEEITIERSE R 26 2 W ST EE Th 205, AN
LI DIEEHBEITIEE OZ 2R KM H WO L EEHEITEE L B FICHW
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it S AU TUNR LY,
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