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¢ RIAT M KL

7.3 Dl R E N =8 7 & RIE A EE, B F i
P i B A IME 5 e R 52 B = U & AR P A B AT PR %K

7.4 ot B & Oy A B S R g, DA AE BN R gy
o 45 RAE A AR E, ¥ F R & R NME S a8 R S
MEHEAT LR R o

75 X EI v HIAR T EALFIE R FATH - T HRIER
W, FREAFHNER,

(+=) FROTRE/T LITE

SEERH &R RN W OB EERFTIRRE

% [E FDA 7£ 2009 4 8 A 13 H Xt 7 K ot o6 v ol B, g 27 4
Bl 2.8 (PQQ-GDH) 4o | i #% A 7 72 Kl fo & H & IR, ZoR o
A& T 1997 £—2009 4 8 & 57 LA F & £ 09 13 1 5 PQQ-GDH
AR N RA XN B E G, T EREZEEZFZRE RN DM ER
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FERRS R, 3R EEY, 10 6l EEERF LEHEERE
#T9% (Extraneal (icodextrin) peritoneal dialysis solution) 7677 ¥ %
%, 3P EEEA X FHENAY. ERFEH T FEAMSE S
R B A & A% B A B (PQQ-GDH) 2 46 aim 4% B 09 2 0 (I LI
xO .

(+=) FHRLHAPH A EE K

F= i LB A AR AR Y R B B R B A A (BT &I BR 4 A
WEEEAE) (R alBEERRAALFE65) RAEX
R EREFEZERNER, — RN EGFUTEK,

137,94 H

WEH R ZEW . BE, NERATXEZTHREEZLAR
B E2EE, EH7%, ZTHE, REEAFTHET,
BF #3524 30 iE T R &5 R T0 A BT R K BXRY 3 A .

BEREHMPMM T HAS, HWHABNFE (ETEMIHAP
fur G EBAE) (ARERGRBEEEELALYE 65) KHF
RATEER, — A EHE LT A2

L1 =&ai: 28 (=) %&; AHralls, g kHE
REBIE N

1.2 BHEMAWEHR., EH. BRAFAREEMRF 2L,

13 HAEFMVH AN, EA. £E700 BRATARAE
FWEIE 5, T30 E TN SARE XAV B AR AEAT.
R A IF RS T .

14 B HEFTHEWEMES R T R BB AERR T,

1.5 =@ 28 (Ju #F&,

1.6 EEEMUE K JEM FIFH AR A E K i oy 2 H K,
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AHE (Z) FHRE.

1.7 FRERABEEERE: 28 ) 7&,

1.8 MREEI ., LRI MR (ETHEMIHA S AT
GEBIAE) FET—LFWERHITHEE; B E D NHAFHEH
U IF B % R T B R BUA R s A i o B R . B e
H e A F IR U PR E B E A R IR ] E BT e (e
B ; MAGREAGHTL2AENER (WEA) ; EH
# E FEEU A B (GDHD 77 & A7 A 15 JU T 7 g 5 2 it 4% 46 W &
e, AR ZFENIERERR (WER) ; FHESH
WEE B (GOD) 7k iE A S ENAE RN w, i
BF 3E R B W 3K & B BT R T &R Rk ot . s ik ot Fe T A LS BT R
B BR I R W 77 % . S E TR RE X B 5 E Tk B e NN
BEHEREBR LR TZ,

1.9 FER k. MR ANAALRENEN AR, ATR
WA RRA, wamsmE; EANERKE . EAMEARNX
ERIAELM; ERANEZ RN KBTI R EW#E R RA
FERENTES W wRE. BEREMEREE), BKE
EREEHEANE (GOD) &~ aEfA,; FHaNFRERLET,
LA A AE R IR A B I T DARE A Ml R s AT B, DA
B AE RAE A2 7 5k W Ja ot A A0 3R B 2205 A P o 108 ) 1 2 B AR
BT (i R 5 R ke R E R B = AR T A R P AR A
EHERKBGE RN %,

1.9.1 & F &Mt EFHRNERTF, B

— RERF (M, ERA—NMRS. RAERE. RO REE)
VU= R & 0 =& R g N R
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—— M E RN EEE T RIT. W& (LS EmEN
R A By s . M E o R 7 0915 20 5 IR

— W HEREM=Z 2L, 27 mmol/L 2 mg/dL;

——WREER A A M/ m K/ E %R,

—— DU B IR 1 R BT UK BURY AL A 48 7

192 AFPRENELERXREHEIVEN, GF:

Z IR IT E A/ B0 ROR T R

— LR, REBEWEEBERFEXHNENL, TN
MAEAS M & R W& 3 100 48 =

—F PN AN & & R H R AR A SR

—MEEREESNEEINET RGL TP W77 (G
®ER, HRETF);

MEBHETERERE, AR LENIRERE LR E
G RHATH R

1.10 7z FEAFEY T GRIEME) « FMEFA MR
BF o U 7 vk W SRR, vE AT B OE AR TR AR M RE R AE R 2
127 fu/s R E (i RE A, Rzt A LLRIRE — A5 %
BT/ SR & A TS F YR,

111 RAREF: EMFFAM S B @ EP R AR
A B W g7k BRI AP BATHER By R, U R 9 B R R B
i R A0 = A o R eI e S

1.12 w4t M EIE ANRE” &R REINL, A
I8 vk A

113 pHF & EME1E AMNRE” &R RENL, A
i IR E R
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1.14 RSB A& 7= HH . 4 8RR RO A ] B 28 40 41
T Y 2 B A B B[]

1.15 L A# = RBFESE (WiEA) .

1.16 5 BAAXRE R ERATUAREFTIAE, & H> 5
waEFANEY. 5. BESNAENEE,

117 BEF & FMEEANRERL” &R ELY H - RH
B S T

1.18 A # 1t B 5 oy 4 | Ao 61T H 8 ROR AR 5,

1.19 # GB/T 18268.1—2010 (& . =%zl = JF #y
AR E BHMEAMER §—Hp: BAER)WERLSLER
GRS T E B R E

F= i ULEH N R R B AN R R, R R TR, R K
HEEMFRABNAZRE R HAFTF I RBEANE Ew
REME R P REAE R, EPAR AR N R TR

2 AR

o A B AR A R A A E ST BB B AR AT AL E N (E
FERGRUEERLREAE 65) 1 YY/T0466.1—2009 (&
TEW ATETHERTES. MLAREEFELENFES 130
KDY RAE KA E K

i AE X AT A F AL B B ANZ IR Tk 234 A LR WA
W, ZONYURREFSEHR., RS, h. £FHH, FERE
o BF A b g S LR . e R N S R R IR MU O,
P A M HE DR AR 5K ST o A X B 4F S AT A,

(tW) ZHeHREL

1. 7= & M BERR 5

1.1 TR e g A 50 B, R AT 7= d AR Sk BT P Ry

— 202 —



. ZeERFERERETHT FRE TN &R
ARV AR E KR, o A IE AR E L AE
PO BT 8] 5s, U A7 45 W RRE B ) A g A E 2 [B] B R S RO TR
UE TR

1.2 FT A TR FE M. shikf i & )LnEn s 20 N5 R
GB/T 19634—2005€ & 4N 4 Wi A B % 2o B I Al A% B ol 2% 4 38 A
BAFHEYVFHER, BRI R ERERESH,
] AT o B 3T A L o B 2 AT AR B9 PR i 1 R AR S E R AL A
JieL R AR 36 B B R AR AR A B0 KR A A AL U am A
REm 2D s A WERSEHRTAR, FREELK
BERALBRIEEN, MF B FLETERGERSRFEA4LE
K s A & BE R 2 e vk i B A T e D o T H A R T
CFEILM X A) S#ATER, FRES SFRERIETR,

X T LT 40 B B AR A T30 4 U &2, 1SO 15197:2013 (& 4k
VA R G- T8 ROR E IRy B R am b e ) R Sl R BOK
BoRY PR EARA T IRE mEm A T AN, Wk
7 “1S0O 15197:2013 {{RAM LW AQ M & Go-F T4 Jxom & 2 ry 8 il
R 4 W R G R A RY P R R T RRE.
72 PUE A F AR R AT & B S B ISO 15197:2013 (R 4h 2 4
MR Ge-F T8 o B ey B A opE e 9 R S8 3R 2 RO
HIAE = BESR, FFRA R RIE TE, T R E AR 40 fe JE FE
T—ZHWE A (BE FHaAEREFLEGE T A HEFR
B, e LI EREEGTEEAEFRE) , AEZREN
AL s BT A L bR IR B PR dm, A S IR AR X AT 4 B JE
I R A 5T B Bt S v At o F AT AR P S T R A, (B4
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WORR ] E ok R T /ot v A W R PR R G 2 (&
T E AR 0% R B AR ) 40 U v E Fn B B BT KRS

& 7 1SO 15197:2013 (&ML A6 Wl R 5-Fl T 48 R R & 2
P U R R M AR g R O B R AL e R AR R T R
fR &

RN HERERE KI5 A E R
BN R JE AR AT 5 o 22T g B R AR K
<5.55mmol/L \ \
21 28 j, JE T AEE E A A A 3T 0.55mmol/L.
i BN 20 B JE AR AT 5 P 4 AT 20 e R AR K
>5.55mmol/L

FRHPBMEZET AR 10%.

MR B G %t B R ey P £ A A 3T
<<5.55mmol/L

0.55mmol/L.
F 4 % —— \ \ :
MR i G xR AE S By = E A3
>5.55mmol/L
10%.

1.3 #£Hi% =K% (Consensus Error Grid)

HRIRZ W% (CEG) UL 8y X B W0 KB 1 i ¥
M A G IR 2 R4 RimZE. 1SO 15197:2013 (R4
MR Ge-F T8 o B E ey B R i pE e 3 R S8 3R 2 RO
PR CEG MU T Fafid, FHBEREL T HENR
& (ENE6F% 8) . ISO 15197:2013 (k44 W 46 Wl 7 S A
THREAREENENADERENRAZEBRARZAZR)FETRE
5% £R, K CEGA N A-EE5SAXE, £+ AFBXHH
HAE SR TN B AT I R 4 R s A s, C-BE K& R 2 FENA
ot fn, IEER 1 BERRE 9% HNERNTT AFMBKX, M
P RE# E IR ZE 95%LUSeE, MMl E RWEm. ZE
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At & iF A 5B 1SO15197:2013 (R M2 BT 46 0) 2 2n-F T4 R &
BN A mAE RN R B ARER) PR E, HATH

5o

300

200

100 4

0

0

100 200 300 400 500 X

X: M 5 7 ik B E IR £ S T R i
Y: AP bR g %

Bl 6 R = P 4 P 45 [

8 REMBRXEX

K& 7K F (CEG [X)

¥E fom B B A

A 1l R4 1 70 AR

B I PR 4 E PR AL -2 e IR 46 Ry WE-RT A0 R B TG AR
C e R AE R -7 BE R E R 4 B

D I PR 3 1 2 - 6B R BR SB AA I R KURS: &

E e R EAERE -] ae A e R

1.4 222 M35 b B9 10 1 8L 35 B R 2 2 48 AT A LB FE L3R AT
oA, B ZAIER Y EHE GB4793.1—2007 (&, =4
il FHEARENTLEX F1#g: @EAEKX) LEM
& B B RATEFAT AT o BV BT R 484, L TR AT R YA
# GB/T 18268.1—2010 (M| & . HHI LR ERANEILE &

MRBMEER &—

o A EK) KAME R E XA E
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AT b AT A B BT 4 AT

A& RE W EM B E AT X LR TUE BATA R, FF R R A
FY B0 R SR, 1 AL RE 7 BV UE AT o AET 3 8 VE e Be R | 3 I
B #EAT I, DAVE M fo 3 i 5 1F 4 12 B0 20 B9 B0 B AL .

1.5 B 58 508 B 0 5 BA 3 38 AT 58 Bo Ul A B9 R L
b E AR E BT HEMHER.

2.HMHR

SO (ST S MM o AR5 R A K B R

mwAE P e B E T m e — MK, BT SRR
tr, B& TR, REAEF YR, KRBT Ao as
ZREWTHEN, B FRE& oy LN (o APP 3UfF
) EMFRAERRKEARTAE L EeEARGBL, %I
AEMEATE =D

21 EAGEFELNAEWTALE:

FEae AR IR R4 AR DO PR B A B AT IR

ZaWRA: nRENRGEEERETERESR, —HET
MNEEF R T ENGENEFR (BEO

LM ae: EMEFIEAMRER BT AE (SDS) 4 &
REME, B U s sk 2 8] 4 R sk 5 e o
ZEE KRR REBEREME G A RARRATRE, BHRK A
BRENSNEORRURA P FW E: A%EF RN 73T o8
OBy R A T i U R BRI R

BHRA: WERFRITASE (SDS) LB EIE, E
SMERE . AN (GBS | BT Z A HY
BEERFR. KREDERTE L DE AR (A RER)
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S@EFTEMN (aBkgd) BHENmEEERR, F: K3
TR FAE T K i b DU Ry 2R e B R i B AL (a2 T
WA EME A, K% EEEEREEATEN (BB RE)
FEHER. . 2% F A,

22 ZHARE D NE AT AL

TTRZR: EMFFANERRGTALEFANIES. T
B Jrwk, Ao T E MR R CaIT RS fo L R (F
ZHEM) AN, MASGER. FEMTHATAARKE.
FRerE . TEE (A% . KRBT RIS 6 Ol R 2.

K& 22 mAE P~ &S\ E T — 1,
AT E R AR R AT F R IR A BN e E B R E

TR AAE o BT DU B Y T RS T S A DUy B R AL
G, FRASTEDON AL, heE. M. WA E. &
DRE., ERfEE. XEMMEANERENE,

e 5 # A vEM FF AR SR ER N F P R A
At iR ERE, #HRNAEE. TR, 7k, @A
SR MBMENGFRENBWRETES, #iRAE M TR, 7%,
WA E R, B BT A B R OK, B R R R
£ KRB

BRIGER: EME FEANERNHNHEEENTE. it
R SK, P BATE & O B B & I e T R A ) R B G 4, Bl
Biam ™ EE ., B AR,

BT 7 5 VA o 3F AR R B R S i A AU

2.3 B E %

i A U e B9 AZ O Bk — R A A B R R (X
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UMW EWERARE, NHERAZCEENEEM T, &1
B B3, A R B L S A A b A T BOR A A A
B R A BEM B EEZRNXR, AUFENRALEEST S5H
AEEANEE A EMNEEZANXR, FREZTE2ESAR
VB 3 R (Bl P08 T 5 A PUsk de B il &) , HTRE
JE U o9 e E AT o aE A R AT UL, T F % B Rkt
SR,

3.7 i R B IR o & A %

P (R B IR 20 . AT o iE A R AR 3B B & = o e SR A2 F] Fo
Pt B, #EH el REa e BRI, M IE
N REBF B A TR GE R A T R B R B TR, P sk 04
H E A R I 4 37 B (8] A S 3 ATOR , LR 3R G E R R A A A
RN B WARYE . F R0 v] E 8 ay, o pr i B A2 2 82 {k 7~
R A FRAR BN F R BN R ES 2D aE
TR EEE (WERD ; Lt FE BN X@ITHE
DR asERFERL, TR EEN S (WEAD)

R AT R AR B A T L R AR R E R
EMAHT, %4 GB/T 14710—2009 ([E F B 5335 Z K iR
Yo 77 k) m R e BRI e R AR EERIEFAHT,
RF AR TEENKIE,

= HEXIR

(—) B & i % WA VE & dn & R R i A
S M, s XXXX A fmAEL,

(DD®E & RENNAHZT &R MFELELNF
2y B R O BT 8 R RO B I — A B2 R i B AT BEAS N B
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A (RERK AR, Bk fitr, B ME MFESE) ; FERLEFEF
BRAR (RN FEILFE .

(Z) EFEF U ARRNNERZ S aWEZe. ik,
FLEE R BN S R M A B B AR AT AT E AL R Y E K
TEM 7 B B AR oK B BRI E AT AT AT B AR R kA
EANAE, AEERE AR EEETELR LA (ETEMR
P o A BRI E 357 RN B E R

(H) e (BTHATRRARNE ZKRETHEME XD
FoREy AR DO o, M EEAT e R . EF & m e KRR E
FY B, B E R N R P R Y LR AR A
i Pl B 2 £ A WA AR R AL i 3 B DL Rl R I 45 R e I 2
e B K,

(F) £ EF e E R AR, NMiEE @A A
FHH N B =L R EARENIATENE R,
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iR A (RRRMEFIR)

EMREMBENSZ TR

T W 2k 41 it
Y
\\ y XM | AR 5L
1fn 4% B - 2K
GOD + - — —
NAD-GDH — _ 4 _
FAD-GDH — _ 4 _
PQQ-GDH — - + +
Mut.Q-GDH — — — +
Er “HUERRAETH, "R LTH.

GOD: #j % 1z A .1 ;

NAD-GDH: JHBE iz I "2 vs — AZ H 8L A 5 48 i 2.8 ;

FAD-GDH: # % R "E"% — % R A & 4% it 2 18 ;

PQQ-GDH: it #& v ok iR Ay 2 A% it 2 e ;

Mut.PQQ-GDH: 4 B B 8y J0 2 3 # T 30 1y vt & 5 vk B A 27 4
it 25 .
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MR B GRRMEMIR)
BREEEESENXR

AAHWFERLBETEREE, AKAEEHEEASERAK;
KHE, KAEKES EMMER, BlEREHE 100 X, 7’t:u
JE T 5.9 ZXRMAE, Ao ETHES 1.2 Z KR,

MEULRETE: BEREEAN 0B, E0EH 15922 2
KEE, —PNEXRENESER LT 013%E4AE, BRI E
100 K, KAETFME 59 ZXKRAE, &0 5 THEL 1.2 ZXKAE,
BEE T 0.16%, 5N 0 KETWA L EML, THE 0.76%.

WK EE 0K, TRAEEAETH 0%, A4 4A=E 20.95%
A0, B EEAERN 100%;

BREE 100 X, EREEAETHE 0.16%, ZA44AE
20.79%, X 0EREEEN 99.2

BIRE A 1000 kK, EREAETE 1.6%, TAL&A=
19.35%, % 0 ¥ 3K & A & 1 92.4%;

‘IR e L 5000 K, ZR A A E T 8%, A4 4AE 12.95%.
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Bk C (FEamiEpisR)

FDA *f X Jf ot 2% v o B, 4] 4 42 fidl 2088 (PQQ-GDHD 77 %
) . Bt B X

FDA % T1# | PQQ-GDH A& | i 4% B 9 2 Y4 T

1. 3 %7 [E 57 /LA F # F PQQ-GDH 2 ifn 4% 1K 7= & .

2. & BT AL AR £ F #1 PQQ-GDH 2K i 4% 1A 7= i
REWTER T TEESETERER LA ER EHA .

—REFLARAFESH TH 24y et
TeE# R B U 5 B,

AR TR R

—— X MAE R R EAT IR

—  F R4 EIREEERZY: Octagam 5%, Gamimune N 5%,
WinRho SDF Liquid, Vaccinia Immune Globulin Intravenous(Human),
and HepaGamB;
fe B9 & vE 557 (Orencia) ;

——Adept®[F % & 4 B 25

——BEXXAR 3 4 % 9% /7 i il 7 5

—E MR ERZ ., FIERAEN &

BLESME AN O HEEEELEMT @8 THI M
Y24 o o

4. & mfE B2 A F PQQ-GDH 2K i I3 7= b Yt
B EfbER (FRER TH, mEERVHTHNR,

S5 EENMME T AN AR A FRE PQQ-GDH 2k Mm#E
M= e F R P BT X e £ &,
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6.7 %/l PQQ-GDH 2= #2373 & 3 T 4 40 i %2 v
By R B, B2 HA P AR A e 5 S2 R F AR A R SeEy —
g
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MESCEMBZAREEREF RN %S5

—. BEERENREMEMNME S

(=) AR HRE B 0237058 DU~ & 8
ARFRIAE, G ERFBFITAREROERZRF & EE/ME,
gy, MR, MEIFRENE, LEZAFITITEELAZERMR
B, drEmeet. 7REER R ITFN.

(Z) HaE (ETamEEEELR) WALk, (ET
BREMEEDEY RABRTWE X T K, 7 H EH g )
P AT B AT T RN BB A A R R ALY BE K, AR AR BRET
AT HATBAT, LLE N L w s LB K

=\ S ENEEIKE

(=) (Ex&EmbEeRELA) (FEAREMEES R
A% 650 5)

(D) AEFTEMAEMEE L E) (BXREadahBEE
REA%45)

(D (AXTERAETERTERAERRFEE TR NE
) (xRt ahBEELRESE 204 FF95)

(M) (EFERAABAREEENE) (BRERYG&E
EEEELRAF 6F)

() ARTEAAATHTIERRRHNE _KETHEME X
miEE) (AxpmdalEEELAEE 2014 5% 12 5)

(7)) AR TE R EIT &0 & 4 5 VR4 Ao o & 35 5 RO 38 20 )
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(E&ZEM (2007) 345 &)

(+£) GB4793.1—2007 (Ml & . HH AL = f B K4
WRAER 1%y AHER)

(/\) GB4793.9—2013 (M=, FH AL EH B[ k&
MZ2EXK FIOM;MERE SN EME W E B F¥ B FE
& B HE TR KD

(L) GB/T 19634—2005 (& 42 W7 46 56 2 %5 & W Al 1 4 1
M 2 G E F A

(+) GB/T 18268.1—2010 (M| & . & fnsLie = A 0y H A
W& BHMEAMER F—#4: BEHEK)

(+—) GB/T 18268.26—2010 (& . #=%#|fn i = F &Y
k& BHMEAEMENR B0 FHEK KA LBHIVD)E
TIRED

(=) YY 0648—2008 (M= . 1=|f0 e % fl B 5% &
LA EXR % 2-101 #ia: K48 AVD) ERA K &£ A
B 5K

(+=) IS0 15197:2013 1A W A M R G0-F T 48 Jx 0w &
2 oy B R ot A M & G R BOR oK)

(TR T A A BT & MG RIT N8 AT RN #EE)
(BxtatalEBEELRES 2015 4% 14 5)

(TI) BEIXR e BT[] &AW E A X
G

=, ERNEIEA

(=) #HEBFFHROPIRE, mEXH 248 AE ., #a
A Ao TAIA, B &8 6 A f A PUR 38 F B2k & S W iR #EAT
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0] B a8 O, AR AL AR R g iR B IR AR 4 I JE) R
A M AR I HE R AR (REEMKT 0.3uD , TAIE fAE N
A RE NAR I R 17 4 I A A i B B i B X A 2 R AR
AT A A AE

(Z) oGl fmE R m AT, 487 mEXHEE >R
EMTEE,

(IDEFRITERES, GENET nEmIERE,

() HF=d& BT RETEW, AEFRUNAEE >
wm E AR A A,

(F) =& 38 AR R AT R 4l T IAT A 200 B Z A7
L AT AR (B e, BT E)

(7)) FamEERGF, 2B YY/T0316—2008 (&7 2
W X BTEETEMAAA) REMFKC. E. F. G 1. J
FEAE R AE, HmBENN AU RE, £F. AN ESTF
Fl o g FAIRAMT, NG =R T £S5 L5, F6FaR e
BEXHIM R EF e ENMEXTEETEHRE T FE5E
RENX; B, THEXHNEE. IRLHAEHTIAEELE
AW HAT T RAEL T,

(BEOFRNEERGEERFAET FREFEL ENENF
W, AFEFSRMERNERAE. TR, FLNFEEREE
it F AR AEE AT

(D) MERASELEIDNTATHRE (ETHIAEESE
2 BB AL & FE Ar il R AR AR AL SE (GRATD ) 18 20 P iy P A2 2
MEXBEEXHMAN AKAFELEGERTENAR) T8
N A H| € Mt C 5% FDA & T PQQ-GHD i #% I 3% A 77 &
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