e H

50ml:100mg Az 100ml:200mg: 2007401 H 16 H

200ml:400mg: 2013508 H 01 H
e H -

50ml:100mg /% 100ml:200mg: 2009405 19H; 2010401 H04H; 2013402
H16H; 2013508 H01H; 2014506 H04H; 2014104 10H; 20158412H04H ;
2017505 H26H; 20184F02H01H; 2018504 H19H; 20184E05H31H; 20184
10H26H; 20209209 H09H ; 20204E12H24H ;5 2022401 H12H; 2022409 H 15
H; 2023420621 H

200ml:400mg: 2016405 10H s 2017405 H26 H; 201840201 H; 20184205
H31H; 2018510H26H; 2020509 H09H ; 20205E12H24H; 20224E01H12H
20224F09 H 15H; 2023506 H21H; 2023406 H28 H

78 M S A T S VR U P
TN U T A BRI AR 5 F A

(%R E7K]

A 44 R 90RO TR

WO AR R M A R

Bl PR KPS CANGE T T 200ml #LHS )
YL L % % : Fluconazole and Sodium Chloride Injection
F 4 #KX: Fluconazole Injection

I EPF % . Fukangzuo Lvhuana Zhusheye

5770

A T B M, AL BN o- (24-Z8AEE) -o- (1H-1,2,4-
MBI S1H-1,2,4- M1 2

s g R = R

W
=
b
3
b=
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N=\ H Ho /=N
L N—C—C—C—N__]
N N

F
F

713 : Ci3H12F2N6O
s F&: 306.28
WL VRS &AL

(R ]
AR it O TG P BRI

(& B2 ]
WEAMEKRBER, FREATUTEERE:
1. A
1) A WER TRT B BRE RN T BB R
S5 35K A7 A A S ¢
BRAT B
R SR
RIS BRBE, ARG R BB BRIRN S BRIR R 02 B SR M 2 Bk
ERE
1 A R S0VR T ROCR A I B e B4R R Ol sk LA PE O &
2) & T IR AR B E I T KR
AR A e ) S5 (R B o o I 8 5% 5
SR AR v ) HIV G B8 1) IR el i S 2Rk T R KR
Hh PR 20 I 9 RE SR OB e 52 Ay TR e L YO 6 R B 52 1 L4
MR R I ER TR B
2. 0~17Z RAFAEIL. BIL. gL, ILEMFHE
AR IE I TRYTRE SR B (DR D RSB . BRI T

H20, 277
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5% 5

S ity 38 TR G 5 S 45 B A A BRI G

A bt i FARGERRIR T, T 8 AR ey A9 J L 38 R B o 1 o i ¢ SR

i FH UL B

A AT AE SRR TR A R HAR S2 3 S W LS R AT IRIR s B —HA T
ZER, N PURGGRTTF AR .

8228 75 i A B LR 250

Sofit: DLOREAT 1AM ) LE SRR T I T . A R BRI T
K F 7 HER DI FRACT 20%.  PRIHAS b AN T S8t

BEBRET . A ISR M ] 3 oAty AR S B R B 451 2 il 0 A0 B Bk B R T 09 )
BT R D, AR, th AR AEHIVE B A2 L.

M7 PER S EL R SR iR T A SRR T PR R (B BBk T
WP BRI B A T 22 R AN U R TR0 ) 1 ROIER R, DAEANESE
i, AR R A E

[HE4% ]
1) 50ml: R FEM: 0.1g 5 & 1b48 0.45¢
2) 100ml: ML 0.2¢ 5 & L8 0.9¢
3) 200ml: FEFEME 0.4g 5 & ALEN 1.8¢

[HZEHE]

1. HE

N2 AR TR B B DM R P E T 200 B ) T TR 2 R RR T R
PR FFEE 2, BENIGRSHERR E ARSI R CHR. TTREA
AR BEFEUE S IR B R K

B :
&M HE TR
REEK W — R IR R | AR S5 1R400mg | G B0 N6~8)H . fi

AJ
R R TT JG 42 & . 200mg & | KA A iR e i 4 H A

i
p=i|

3 2771
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IE ) Jith=s iriE
400mg, HFRK—IK. &A1 £ 800mg.
— B R JAK & | 200mg, BER—IK. RFR200mgHFsE H 24
i & & BT e
B T P i 28
ORI YRR
I
BRI 200mg%400mg, FR— | 114N A HE 244 A 1§
K B, BT EHEN
Bl o FB A G 1] A
R800mg, 2 i e
%o
2 &2k Fiar 7B 55 1R 800mg; | 38 A BR B I 11
b JEEEFE: 400mg, BFR | 97 RN E KR G
— 77 B M H S BR B I
A AE FIE AR 9 R S5 2
5
RS ERE |- D& ERE | fiariflE: F1R200mg | 7~21Rk (HEHMWE
RIRIT i %400mg; BRI IR o
J& 427 & . 100mg & | G Ih g S B R
200mg, BR—IK. & AT e R I ]
- B SEKRE | AWAE: F1K200mg | 14~30K (HERIES
i £400mg; ER TR D
J& 47 & . 100mg & | G Ih A S B R
200mg, BR—IK. & AT e R I ]

&
F
BB}
X

200mg%400mg, K —

Ko

T~21K. BHEHRED
AE A2 101 BB 3 T e A

AR [A]

|
e
H
it
=
2

SOmg, igﬁ\o

14K,
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IR
— 18 ¥ BkORG | 5S0mg & 100mg, FR— | K28 K. KHEITHL
R 2R T Ko P IER YL B
B AE 1) H R T e 2
BT R & | — WA & Bk R | 100mgE200mg, FER— | 18 G 2 1 il 5B AN
K & B HIV | R E200mgHE 37K EWIFZ .
BEEER | - BESERE | 100mgFE200mg, K — | 18 1 4 311 ] 5 A
iR S BRE | R BK200mg i JH 3K SERAFZ
WEK
B & 2R 200mgF400mg, BER— | ¥ I7 RLE Tl i H P
SR o 20 L 920 o R AR LR
UG, HFERE G
FREET R (PR i
T £ F+ = & 1000/mm?
PAED.
FeR AR
ZFEAN
RARYE S IR B & (S W BLIREZ )
B IR 2R
A% it B LLVE I A SR A TR S PR . SRR BT E R N .

5 2 TR AR R T I R

Uiz B (3G JLED, WG A &N N50mg£400mg,

WL MLAE A AE H AR 52 o« WIAG T il B m . NARYE TR A e & H &R (WLiE

JNLIE T 58 )+

WIEFERRZE (ml/min) HEAENE S
>50 100%

<50 CRBEATMABEET) 50%

Version no: 20230628
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1B E AT

FRHRIMBET R 100%

BEAT MLVBGE T ) R B R IALBLE AT J5 L2 52 100% 7 7R IR s AREMNT H &
A AR LT BR =R PR 2

D RE 5245

FFIhRE st 8 2 B PR, DRI R AT D Re A 4= R S T e

JLENFE

JUEE N (0 B AT AN B L R H 400mg .
SRR SAUR AR, T R ARG I PR AT S0 2 ST o . KRR R 25—

Ko

KTBIRERNIVEEENL, S W FpEZH iy . WAL R A

S LE AR AT WM 25 B A1 24 7T (T2 EERBION ' ThREAS A2 ]

BEILHZZ W30,

)L LALE (28KFE11%)

BN HE 2l

— KB ER WIEFE: 6mg/kg 85— RAE W46 7] & DL
JE 7R 3mgkg, MR | RIAFIFaEAKT
—K

— RV ERE A& 6~12mg/kg, &K | BRI HI ™ EAR L

— R B i —K

— TR R A E L | I emgkg, BFR IR | B TR O R

H R R T e O 8

HI4ERHIRYT

TR W EE S | FE: 3~12mgkg, K | B Ti5 A& A MR 41 A

NSRS —K /D NE H AR ORI R 2R I )

(Z WA ED

FAE (12~17%):

WRTAREMEFEENRE, 7 EATFEFNH—MHE ORASJLE) &

NEE

e PR A 7 SRR MEAE ) LB (T R iRy T RREE N o 5 R AR 100

Version no: 20230628
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200F1400mgFR 13 T bl 4 B 2 52 0 B2 LE 283 6f112mg/kg.

A HFEIL (0~27K):

BB LR G801 32 SR 1
JUT-BA SCRF 2 F B AR LT B i 25 3h 0 22 808

FHkA

H&

B

AHEIL (0~14K)

72/ 25T 5L %)
JLA L 2 AH [F] i mg/kg 71l

=]

BB

B KA N 657270
i 12mg/kg

AL (15~27K)

FRA8/NIT 4 T 52 L. 4
JLAR L 2 AH [F i mg/kg 71l

=]

BB

B KA W i A48 70
B 12mg/kg

2. BHTTIE

AT IEE AR REE . TR TRER ARNRER ) s kRiESs 245 CanEnD
HARIIR T BE GRS . Bk o D IRS 250, ANHRE AR H &=,

S Z IR o
PR A AR SF %

Lo %N B {5 FH 960 M R A 1) 751 o
B P VA T R R 1 0ml/ 23
RS FH 155 LAY (9mg/ml, 0.9%) ARECH], #$200mg (100mlfi) 5 Na+

FIC1-%-15mmol . PRI 77 & 40 S A ARG R VA, BT LI T 75 22 BR )l ke ik

PRGN B, 2% R A T

ffiEE R

TR ER BV E S AT 5 T 53 5 A B R -
L 5% 1 20%% & R VA W

)

e
. Hartmann [K 74 %

on

(@)

d. 7 %) R AL B A

[¢)]

- A2%F0 5% T IR AN VA TR

A E AN BT L Ao FH AR R AR o IR BEANE T T 22 %)

Version no: 20230628
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f. 3.5%IR & 2 H R K

g. A H K

h. Dialaflex (6.36% /i JI5 3% #7 )

AJ g b T BT A IR VR R R AT T — o I i K 98 T v R
Mo BLUAR NG R R DL R R IO T AR AR T, R A HE FE TE # K T ARORE e T
5 H AR 2R 5

A VE W — IR AE A

W B L 7E G 1A 2 A0 R EAT o R 24 ST A R A VA R T S URDIR )
DA 15 A8 o I 0% B B JC UKL 7 WA A

AT AT A FH 56 100 24 il BRI 70 0 80 4 R 4 b v B SR AT b

[(NRRM]

LA VERHE L &

CA T 15 980 MR T RH 5% 10 245 1) s S B I TR M s 4 i 348 22 4 B 1 RE AR
(DRESS) (Z W, LEEFHTD.

B ILARE (21/100 £<1/10) AR KMN ARG R, BE. o, K
. NERBAEEBET . RITLAREAELBET &, BT &

TR E MG ST LR W B AN RN & AR R W
(>1/10); % W (>1/100 #<1/10); W (>1/1,000 £<1/100); F
(>1/10,000 Z<1/1,000); HF W (<1/10,0000; KXx1 CHLAH 7RI 2%
VOF

BERGSR ES AR
MR B E R G oy 24 1M1
I REARLER = AR | LS e
Hh AR 2 i b
RFERGITA I LY R HUREIN
R 5 E TR oy FARIR
Fh v JEL ] A LE ey H vl = R IAE I

H8T, 277
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IHE

R PR b, WERE. AR
A RGN I I
oy WORCRAE . B FRH  ShE® RIS
F I, =
H Rk B o I
IR F i R =M OBl . QT (A AL
K
B I B I B MRk, RS
b, B, HWHAR. BIKS. O+
JFF B L WRIR BT & RITAERA
SRS T B R T
o BEVHIARR . BOE. LRI
) FThRe v FAMIRAE. BT % 5 40
H A
B Rk B J2 T HR B I B
oy Zpsx. HRRE. BFE. TN
FE N AL G A7 N T /R TSN
Stevens-Johnson ZE &1k 45 KE
PRI B It R 46 L LK
i, TR K
RN D) ISP W T P WL 4 i 3 22 4 B
PESEIR (DRESS)
EFHRIAREHALETR | D0 JL
EHRRKEGHEAER | DI g M2, Z . R
L
* QG E 25
IREYN
Homt, 277
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JURHEE R AT L R A R FEA LR =m a7 R &R E
R M EE RBOMA

BEAUA B v
FEL] A IRAFVE AT R A i BEAAAS B S AR L, AT AT LUK 24 s (R 3R 2/ DXL -
BTG DUBEAT RREEVE NI . ZOR B IT PR A L M N 3R S AR AT AT S8 A RSN

[#5]

o A T G T O R L e 2 24 A

H 4 2 ) B 20 A LA PR 1B 4 . % R R B SR O R 0
400mg 55 75 7 B VA 77 10 8 4 10 F) I AR R R S 5

2 5 9 BE I 96 97 10 28 A 0k IR B IR AT AE K QIT 1A 1A 26 3 CY P3A
B AC RO 26, B Ib L RD L BT DRME L IUBSERE . BT ABE (B
W OOERHH] & (LM EERD.

[(EEHEH]

BRR

B DhAEA A B A AR A

B _ERRThREAN 2

CURHER FEme 2> 51k BRI e 4. SRAEF N, HEFREWMHBEHN . 5RER
FHMRHE LR~ EZ N (GWHEELER .

FHIEZ S

FFEhfEA 2 B BIAE A SR o

A LR ] G R M 5 H D™ AT R, B BUEE S, &
HEOR AR AE AT P R A B . R U % B A R S IR
WSS REHNAE. TR, A MEREG K. EHBREMRE, H
I G G U

MEMEHAEETTRAFTNEE, NMEVRESERLE™E
P83 A o N RS T AT OM 3RS ER P Z ). B GR . 8k
Oy MRIEANSEIED o B AT B R SRR MR T O R B2 AR M

F107T, L2770
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BIRA R R ML

SRR T IR T, A A R B R B BBk SR, i Stevens-Johnson
LR AL N 3 VR IR BB R RRE &5 o 25 W) I L P W R VR A i K 22 R 4
SEAEIR (DRESS) 4R & o 3Lk (& & B 5 % 2 il 245 ) 5 A2 7™ B (1) B ik
B RL o UNAEHCHS T K B IR UM R LB, NAE S . Wi A
P/ ARG RIEREFERI T RZE, My ®EE, — BRI KE
PE B R BE, NS R R M

i 3R A8 %€

Hi S RE e (R H 57 B <<400mg) 1Y 8 3 [R] IR 2 H R 3R 8 5E IS .3 BL
rERE (2 IER]I M GYHELERD.

&b
=
)
=

MaRER, BRAGESEKRES, SEREENEE RS . XEH
ol A A 6 960 R W A MR 25 (o, O R R ER A R B R D SO R B
P U T B AR OB & BR B D) o 4k R T VR 9T O I bk 288 IR U T e T
PLEWIRIT Y . t, B Ab J7 BR A 25 R & P Bk B 0T R PR R i 24
.

o A R

20 3 BT R B R AR A

O ILE R %

FEALM R B AR RE M, SO0 Ed QT MM KA K. W
i WA S S A ) A B OE 3 P IR (L) T 51 QT 1) A & K o by 3 A 25 4 (451
WD 5l AL R QT [A] AL K w) 3@ I #7141 i (5 P450 (CYP) 3A4
JBOK o %of St P 960 e ) AR A R AT TS 2 A i M W R B, R D B0 ] 4R
A QT (A AE & A1 I vy #L4% BY 22 38 . X ML 4R IE O FG A 2 P E 4410 f
B PR 2 Clune 5 5PE O IR . RRR T 3R AL 2 T BE S B IR I A O
29 1 fa S B . BT IRE AN G0 ) 38 R R AR B A A I = O
R N 2 iy L ARl A R B

O A 78 75 5 O i 2R 1 0 1 1 R A T R R M . B SRR MR T 1Y
BE A A A SRE R QT R B A (=X P450 (CYP) 3A4 AR
2%

F1T, H277
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CARPA YN

iz HUARTEHERZ IR TT AR E K QTe A1, H A CYP3A4 [MRY. FILEIX
ML G0 5 p vz HIARRIINAE (20 LM B AR H D.

8K P450

My CYP2CY Fl CYP3A4 (1 rh 244 il 75 &R ML 2 CYP2C19
P iR R A0 ] 751 o FH 0 RR MR 9T I SRR, R I 4 CYP2C9.CYP2C19
J CYP3A4 Rt Higir B R EMAYN FERN (W [HYWHEAE
AD.

ey

A7 AR 25ml & 88.5mg 4, A 24T WHO #E#7 N B H a8 N il K& (2g)
[¥) 4.4%.

ARFE AR H R EAR YT WHO H#EFE5 H T BN R = 71%.

N R RN P TR 0 R R G R TN I A VR e

X} 25 BRI BRAE B 45 68 71 KR

0 A FEAT SR IR 25 B B AR LS B s (Vg . L R AR 2
A 1] 5 AR B BROmR 1 R RE P, R R BORR FETE AT AT bR IR A
2 I Bl AR LS .

(A RWAB B L]

YR 2

— TR SR MBI F0 R R TE SR R BT = AN H 148 2 o A P SRR M e 1 PRI 7 X
Tt

WRAEE ST OR AT = H 3252 B E< 150mg HUEMEETT BT 4 4R L e
Bl R, BR LIS RS A U RS 7 —TUR B A B 5i v, 5852
A1 PSS 2567 A A B, AR AT = AN 5 980 R e 5 L DAY B W TR XL /)
METHE A %, H52 RN E< 450mg V97 I 22 MR Z0%5E 1000 13800 1 Bl H1, £
5 BRRIE> 450mg VA TT Lot K Z1AE 1000 13400 4 B 51 150mg 11 R J60RE M
R TE AT XU 1.29 (95% CI 1.05-1.58), > 450mg 6 HE M 7] 2 [ %2 TEAH % XU
N 1.98 (95% CI1.23-3.17).

AHRIE BRI T TR REE R T GRS RURME (B H 400 2 800mg) 3 4

F1270, 327
Version no: 20230628



AuiEst 3 AMAREITE, 2L T ZAERERE (BREKIEE . B E
AR ATRITITER B S EAMEREORT MG ). X2 0 54 mRE A
KHGATERE

ENPDIRIG A d B AR SR

FEULURAT, BWARRKRGHR NI EEHEHRITA1THE (HEHT
S5-6 MWD MBERM (SR IARSAHZD.

FRARG IR 2L, ARSI S b R SRR MR I 247

B AF A AR A L R o B )RR, G R YD JBE S SR M O B R/ B
KR IT

W FL I 2

BT LT s, PR S MR EARLL (S0 (43 %= D.
SRR RAL I RUREME150mg, T AT AR SEMF o 22 U] 24 B FH R GR B dm R e =, il
(ki Lo ORI BESON A dh IR 755K, BALOR B A dh BURE SRR A 3 7L L
FRITELEAS RFEM,  SRALHT IR 7L I A A ik R o

CA=
SRR S A B K SR PR A e R

CLEAMZ]
Z W LHERBR YRR AR 25-) LE RN LA RE0 71521 ) LE 254080 114

[(ZFHE]
Z W CRERE YRR NRE I 25- 2 A LGRBI 12 1 EE N 4E 1%

(4B ]

1. XGRS ETIAYE S LM

PG ¥b EE R A AR AR [ I A P RRR e S P v B R T B0 A R
fE, AFE R R S OB s . — WO BT 5T B R B S N T AR
(fFH—W, ik 200mg) S A (B HPK, FK20mg) 5, A
51 v v bR I 2 9 5 S 2 T iR DA R QTe [A) )R 2E SE A . A R VA

130, 27|
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T BEEREBRAEHEHEDHER (20 [#RBD.

FrdE AR5 . BHBC G0 I MRt E B 259 5 AR R0 2 W] 5l i QT [A)
R IFE R E M OERE, WILHT T 2 WA BT, Hp
— WU MR O A H 200mg B BF ST R R I QTe (a1 & K o 53 &b — T At
TG M A H 45 245 75 B D 400mg A1 800mg, iF 52 90 FE ME 43 H 771 & 7F 400mg
BCLL LB, BE G B AR R IS E AT S o R R I e A 2 R R . R
T H 4257 B 400mg B UL B, ZIES5REREREHA (=0 [
BD. REMRSHALFEMT 400mg F SHEM 2 & AR, FHEHK
IR AR e A i 2 9K

o = WK M+ S ] Ik P O R P B S R 24 T e 4 UR % T D K T R R R
Ja M2 FEE T vl S 30 QT IA) 91 4 & A 27 WL 1 4% o L % B = k0 Bl 3
o R BT E] R M AR M AR B ERA Y (20 IR D.

VUS55 4E: R Gh/b f A R R P IE AT, (HX B R 25 4 BBE S B AT g
S VT 250 R AR, TS A M 2R FE T S 80 QT 1A A AE KR
(R o o fL e B S R Bl . DU S R S o MR b IS 2 (S 0L (4
2D,

ERT: REGDEIMAENI, EXPM 2505 S AT 6=
M e T, MAHEES QT M Mk KA1 2 W i1 2% i 41 i Y = 1
OEEEGR. BRT SHERELKAHAZY (30 [£ED.

OBR: EMSAHERBESHA TR MO M&EE (QT A&
Koo Ruim R A =R O O KU, R RS BE 5 IO U A A ) XURS
Rk X 2B G (S0 [ERD.

2. AEEAMSUTEHMBREMEH

BTV B AR SUBEME T 0] CYP3A4, [ AT N s 0z i bk 0 o 24
Fio WORMES AR AERB G HA RSO MR (QT MK . &R
L I A = AT U B D I L AP P T ) TR 0 Tt D O VA
RXHMAMKEMLH (W [ERD.

3. MY EEMBEHAY

R < Bk 3 RRE R i BT T RE X 3 QT MM K. R
W 2B A A P SR P R b A, R A R e R R T RO M (800 mg)

H1470, 27
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1 AT -

Lemborexant: 5 5 M B & H 2§ Lemborexant [] Cmax fl AUC 43
B R L) 1.6 1 4.2 £, TTE 4 3 kA v BE SO R RS IR RV o R JEE 4
5 Lemborexant Bt &8 A .

4. 5T HGYBEFANMNEREFFENE

1) HE 2R R M I

FAE S - HRE M R R AR S IBC A B 24 R A SRR M 1 24 il R T AR
(AUC) BEAK 25%, P4 20%. BE4Gf FH IR 736 7 10 B B %
FEOE 2 B R M 25

ZMMHEAER MRS RE R, UHEBEMRS Y. HKE T MR
ZifE I O R, B DR R BE RS R I B 52 4 B 09T JE RO R I, JF R
R B R RE M A R A

SEER.: — AR A AR WA h, 8 AR MR T
2R E AN 2R & E I, 45 RE MM ZGRET & T 40%.
2P FE A 3 s B A A T R DR R I R A TG T R R RO e ) 2 )

2) 5 M X H Al 25 0 1R R T

FORE 2 41 it 3R P450 (CYP) [A] T.HE 2C9 A1 3A4 (1 Hp &4 40 il 751
RE M 2 [R] TR CYP2C19 [ 58 25040 /1) 7)o B T o W %% 3 Bl id 2 m A
EF AN, @M 5 H 4 CYP2C9. CYP2C19 5k CYP3A4 X i Y 24 4 Bk
£ A8 B TS AR 2 B D0 OX 6 25 W) 1 0L 24 R BE . DR X e 2 W B A P A 1
TH 2 U1 IS0 o R0 RE M P 3 LK, DR KA 2 S A JRE e Y il ) A T
e 4a~5 KR (20 [ERD.

BT A& & B B (CYP2C19. 2C9. 3A4 HI7) af {ifi b £ £ #
JBE TR ) AR R RN 155%. WR S RREMES L 1 BT B e kb
TS BT R R R LR &

BT 35 K JB « i B A6 R % B 2 O (400mg) AR Bk vE 51 R 25 K e
(20pg/kg) [AIEyEITHATE, BT25 KJE AUCo Thim T 2 fif o X — RN A
F B AT e 2 AR e ) T CYP3A4.

X A LR R AE T R R 2R OK 8 i 2 &

BTOR B AR 25 FF B bk SR M T e oK B bR RN 25 O BRI 9T

F1ST, L2710
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6 A FH 2501 10 K 1 A UG RTRE R A I S- 2% HRORE MR ORI /B S- BT K B AR i 24
WRPE o QA s R RERR K bR/ 2 B AR 2R

PHEER B: R E WM IER /AR5 %% ] B A E RH
RMEHEHEER BEHIL TER: N TAHAEERE S ERE, AR
J7 RS G K X TR A R R R, T RO AR A X T i
GG, PMAYMHERETN. FRMARSERENERZE XHMATHE.

DL gy: LWiE e IRRERR, MR W A A, %R
RE R T I [F) R AR R AR YR 9T IR AR BE AR R L 5L TR S K TR AR i
YA RS TRl S B i (o fR A B A, B ™ % M A
7] BF B2 52 A T & 28 B B I B I 24 3R 0T A I A O I DR IR TR) . BB
2} A e T B R U2 0 FH 2 7 &

FEOREREGY CERD BIBREMA, =S, DORWEMSES
TR M T 5] R KA P I 2 VR BB R T, O R BORS M S Bl s R
[ Bf A 200mg % BE AT 7.5mg WK IA M i DK IA & AUC F1 2 32 1l
It E T 3.7 A 2.2 f%5 . A O R H 200mg MR 0.25mg = M
§J5 % AUC R W BT m 1 4.4 (580 2.3 f5% . 15 %0 R W H) i 4 P i
=M AR FH R SR R A K o Rk s (0 R AR T AE 1R SRR MR R R R R
B ik s 29 R W R R RS OV W . 0 AR R R (R IR A2 R RE Mk R K
TRERGYIRIT, NFEERE DR TR ARG RN E, JF X 8 BT
&Y A

R i R S = A LTIt e S S TR AR N e S SO K27
BN 30%, A A S ECR D TP # G n KUR: . TAR 4 25 4 K FE i
T &5 BB R IT AR E A TR R R P S R 2R & .

55 3 T8 BEL TR . B o) 8 G TE BH A R OB R M . BRI R . s S
T BRI K . AR ) & CYP3A4 L. B MR RE A N Bk
i BN E i R o= 0 B C o v @ VAR P D o = Vo) A N A

FEREA: BEM (FH K, BiK200mg) H5ZEREA (200mg)
WEA IR ST I, ZE Ok AT A A 2 UK JE 5 2 il 2R AR A B N T 68%
A 134%. DA MG K & FH 24 I ] 2 R 5 A 10 77 & B O IR R R R B —
e

F16TT, 27
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IR B R . PR T i S RORE MR A T 24 nT 5 B E 2T 2R R0 ot L I K
BTt . R BE A FH 240 B T 5 RE I BE 20 2 RN i UL T 9K R T T R S S
R

FFRJE: OA 18T B R TE R AR S 2E K - R M I 24 P A AR
AR, fEEEEE T, FEMEEERFRBHIHER. 2FKE Mm%
VR FE FE v AT e S BN R o A AT 4 PR 9 R AR . W]
e A 0 B AT 25 K Je 7 & I

HMG-CoAL J& BF # &I 57 . A HE M5 24 CYP3A4R U Cln B 48 4k Atk
T SEARAM YT ) 8% & CYP2COMR M Cln &A% A yT 23 98> k2R Al yT 2K 259
(R AR D) 1 HMG-CoAE 5 i 411 i) 71) B¢ 5 4 A I, ] s JUL e 5 8 S0 L
W GRIEARED MR, o ZiB A 25, W% B 5 WU 5 Rk
SUIILTE ff A IR, I 2% D) e D00 UL T IR K P o SRS DU B UL I O K
L E W N, B 2 /B2 N WU /B S U R E . I HMG-CoA L J5
0480 R0 2 2 . R TR T HMG-Co AJE JE i 410 1) 57 T B A 6 B2 4% BB A 7T
KA I T71E BB

FAREE: CYP3IA4H NG CandlERMe) 230 /A5 & Je i 28
FF T RGN S . A SR TC e G e S T2, JUIE ) 7R P A D0 £ A 5 B
750 99/ 22 280mg i H — ik (PRRLIREED, I EAT % V)R R 0l o

RARRIE (BMAAREERBTHYREHLYD « sURM SR 4
R IR EE (CFTR) MAGHIKARIEIR G 25, KECRIERE & &3,
FH KRR (MD 25EETHE 1965 . BRI RMARE CRARBEHZ) it
JERUH, ALERRIKERRT (RGBS 2D &,

BUAIIAJE : CYP3A4 M (g eme) 2880 Bhrm Je i M3 ik B s
AN E H o U TGRS B FH 24, DU SRR e 11 77 B R A 200mg B R S R
3) GEMHN (MFME. KEXRF ., HPFEF., hwEA)
HAE SR RT3 BN PR 3R 24 W IR R AN 24 i ol 2R R T AR
FOEEME (200mg BEK) 5 R (2.7mg/ke/RK) [FR VAT WA, HMK

AUC Ft & 1.8 i W AR 8 PR 1 3% 10 M 24 ok B ok 2 F 245 7 &

WYERE) . RETLHENRITGT, HEME S HH] CYP3A4 M2 &

1 4 B H] i 245 K .
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[EE 7 i IR = A L ERTI | Wi 2 i  R2T <-  | W  A = fl]
7% S CYP3A4 K PO AU AT S, BEG 2 i R AR U I R T
2Bk I 24 9 R M I 4 O R T B S ] (¥ 2 R

fib SO B A - R0 P T A ) A o 5L W] E @ T CYP3A4 R, L
500 R Atk 5w 5E R 6 A 25 B 0] A JE R O 25 9Kk B Y s S fE . T A e B ]
Bk 5 2 I R W 2 B R I AR B 0 2 AR A . At e 3R] I 2 K T
B R EAE oG . DR G AR ME S IR At v 5E R ES 2 I, 7 AR R Al 5 5 F]
I 24 3k B 3 > B Ak P 24 70 &

SO HURE M AT A0 SO AR A E A (E-31 74), 15 #
EFEPUME BikE 1 2R R R EER . B BA N X 7R 259
I U A N I

E R VEEN: CYP3A4 040 il 77 560 B M, AT A% £ 38 im0 & r 78 R If
W TE o T BV G R I, O B E  VE RE Ab 7 1 R R
/b & RV T I &

FEYO WA HURE M RTINS VD B 00 M 2GR B, A 2 I AT RE R B
BV IR ) 2 ) &

e SR BTR 2. HULL I 35 5 90 MR IE G F 24 I i 24 06 3k R R 24 1 ot
22 T AR 43 ) BE R LG Vs SR B AR T RS S N T 23% A0 81%. [ A T e AT V%

55 (400mg) 5 FFE LI A ) 25 B 25 3 00 M A RS- () - A I 2% I If 24
U ¢ P55 0 24 il 48 T T AR 43l LUV TR A U SR R AR R SE N T 15% A0
82%.

BREALEIRHFEMHR, HE2RREEAEAEMNEESE cYP2co KR
ARSI RS (A, AEER. RBEEHR. WEAFR &5
REIEEMEME . EWHETRMAES A RAGME XMW ARFEM S FHME.
A AR TR R R AR SR R AW A A&

ZZ T GRE M T OR Z E AE FEE  ARA . HCRE M 200mg R %
¥& 250mg [l I 2 CER K ] 24 A) A 2K %2 9 AUC24 M1 Cin 730 99 T+ 187 75% A0
128%. W& P25 A I 28 2 B M 259K B, By b R 2 d v & 4

WRBH: A 1 BRAIIRE | 282K BRI IFIERESHFER
W3 AR EEMRT R IEE R T 2 E B R R A S XA R
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59 R M 2 5] )2 CYP3A4 W& MR 9, 2F T S B0k B A AR B i
Ko KIMEZREM5IRBMEBCE HZ &, BRI Z 5 R % D) K
WG bR R Th e AS A

FIREAIT: AIRERFE S FAEMT ERAEAWHEER, S5
A A VT MLE R T (3L AUC Jhmiik B 80%). A i 1 4 e e 5 ) 4
AT A A5 R A R . A IRITI, B R R AR A VT # AR .

VERF: FRMATMH D ENHBEFIEL CYP3A4 & P FEE AR
W, R AT D 2 IS A 2 Il 2 N T ARG N2 50%, I 24 Uk BE Y A
%) 55%, A BT GRS Vb I SRR S B M AR TR, AT RE
TFAWHE., BMEMAN TREZREDERHHIH AN &,

AR KL BCA F 20T 58 OUF 9 038 e mT 48 K {g R 32 AR 3 10 I
BRK 25 oGBS R < K BIAR IR « R B ML . R T R MM
WA FH 24 I 0% U7 M 00 i A K ST O O R PR AR RS IR SR M &=

FWE . — T 2 R e B 25 ) A BAE AT RN, UM 200mg,
B 14 H A3 8O0 0T 35 M5 T B B 18% . #5252 = 71 B R TR 9T B
HAH e 20 8 fa i 8, 786 R B0 I R 50U %% 0 48 e B
REAR s W S I AR AR, ROAH LR R IT O R .

FEEBMA: LA B S CYP3A4 H 4 i 7 AT CYP2C19 58 2040 il 771
Chnsm pEme) BEa R 2, HEZREAEM. Bk, 5B EH
I, @K EE B A A R 2 Smg B H — IR

FEAR I FEMRF I (CYP3A4 R HH M (CYP3A4 24 il
A EHR, FEAREENEEEEELIN (AUC: 200%; Cnax: 80%), A
RSN KR S m, RERR 2R, MK ST EsE RN EE. R
BEA 25, B RRAE AR 3 A 77 15 B B U PR AR R A &, IR
P W R e T B R A S A K AR T AN R

KELWEKGY: BN MAH T, (55 R AT 6 2 88 K & LK
2i) CnKFEHW .. KEB MOZKREFSBWEHEE, X5
fill CYP3A4 H K,

AR A: WBRSE T, | A2 ERAEFR (FEFR A MH—F
MR MR EMBESHAMET BRI T HFRMERFAMEAR RN (%
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IO AR R 25 A AR D, TSR MR 2 I k. R TR G A, (AR
Al AR A A R GEAH A RO 1 B

RILEEME: (CYP2C9. CYP2C19 Fl CYP3A4 #M#I5): 8 4 i B 53 1t
Z 3 F N O RAR L EEME (400 mg Q12h, 1 K; FEJ5 200 mg Q12h, 2.5
KD MG FEME (5 1K 400 mg; BE /5 200 mg Q24h, LM 4 K), #HARAL
FRWE Crax M1 AUC ~F 3 73 5l FE i T 57% (90% CI: 20%, 107%) F1 79%
(90% CI: 40%, 128%). I A i & 7] T8 i b 52 i 1 B A LR 57 5 M R0 4 RR
W P 24 77 B AN /B 2 . T SR AE R Mk 2 JE S A AR ST RE e, A U0 AR ST R
W AH DG AN R A s AT U

FERE: HEMSE DR 2 K€ BG MH 20 n] 5 2505 bk R
K4 45%, DRI A] A 5% 2 5K 5@ 1 I 24 W6 R B 5 24 ) ol 2 T AR 43 0l 3%
84%5 74%. [N, FZREMPLEPEK T4 128%. KBS H 250
TR 2 K EM A RN b EE 5 EBREKT 2 K
(¥ 24 77 & .

PIEFTBR: — TP BENL. 3 2 XM 2R 30 )1 =0 570 18 Bl fgk R
ZARFH AT, WA HER (R 1200mg) 55 50R M R 5
800mg) A ELAEH o 25 R Box Bl & % &= 5 BUR MR A7 £ 9 B 24 3h )
M HAEH .

O AREEZ 2. HA oA ML T 2 7 & %R S 1 ke 2 25 545 H
25 (1 2B 77 T . P R M A & S0mg IR TS, MR KT 5 2
V)2 8] G B DG K s T gRCRE ME R B D 200mg B FE R, SRl R A S
B 2 B ) 245 I e N AR 2 3G N T 40% A0 24% . AT IR X B8R I AR
JiE M 22 5] B o 240 I O 2 2 I T ARG T AN K

[(ZiYTE]
A e FR GR0RE M 2 ) o & T A BE L0 R e AT N
2 R B, BRI RE R T (LR R B E D
FRE M R o b PR, BRAT A PR BR W] R G I HOE R A . 3 /NS
P 1ML Y8325 A Y6 9T T A RRE M R IfL 2R R B PR AR 4 50% .

2

M
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[ i R % ]
¥ G A 5% B AL B R .

(ZEFHHE]

25 AE H

ROy = MR T T 25, L B AL Dy v R Sk A A )
A0t PAS0 B 31 14a-7F B 8 BE 5 A0, DT 30 ) 22 A [ I
WG R

(A O R R

AN T, RO MEXT IR LSRR (B A SkE . Tr
WERWE L BGRERED A DU RS T 6 2 B BN 90 M Y B B
0% T 0 2% 25 Bk 1 A0 - 8 Bk vl 0 g e M T 24 o 2 5 A Bk A JRURE e MIC
FRAT W % I S H (ECOFF) @ T H & Bk B

SRR TR AE A4 A0 4K 56 3 o) BT R RS BR T AN RS R R K T DL T 1 R
BRRFAT MM TE. RERALRKEMENERAETEHERAR
.

BN 1 1A R R AR

AP T, R AR B IR L MIC {5 5 0 2 BR B 51 R Y SE 56 1 5 R
7R 2 T AFAE A OGP o I R 3 b, AUC PR ME i) & 2 18] JL-F 2 1. 1
itk Rk & . AUC B B 5 S & BR B DAL Bk MAE (R M) Bk
Tl IR 22 filf < 8 R FE AR AE L3 CRVE A SE & OL) IR &R . 52 A1,
Xt TR MIC 5 = 1) AR SR e, iR REE R .

M 245 L. il

BRI X MR G E AW A 2 R 25 L . A7 AE B 2 R
M 245 AL A AR I BT T R X SR M ) B N T ARIIR B (MIICs) ey, X AR A AN
i A T 2807 25 AN B 52 Wi

T3 B BUR IS ERE R P, BCR LI 25 0 7 A LR S SR 2 )
AR, XA REMEENED S K. WEETRZHRE. i
PRI 2 L 25 A HE AL AR AR A e T A SR .

A BR 3 BR T A At B B R SO0 R G B R T, X L T A AR
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A X SRR P [ A RIORR M R AR (ORI R BR ) Bk RURE M 25 (B an, B
FOTRW . HORE). REIRLn R FHELRPAFIRIT A . L
B2y (RRSERE) SH BN (HE&ERE) &k w8 i 25 L]
&K 54 i B .

EUCAST #f 54

MR X 251030 1 % /25 % (PK/PD) HUHE B4 M, 1k Py SO 0
EUCAST-AFST (BRI 25 8050 & o —— P H W 580K ) Fr kil
IR G2 i i€ 1 R MR IT @ BR B R M 9T s LEUCAST 3 5 M i 2 3 A
(20200 % 3 ff; BRI R R <, MARAY, H T MIC H#H
rmd, % 10.0 R, H 20204 2 A 4 &A%Y 70N ERYE PK/PD
ool e, H 5% WM 1 MIC 20 A7 76 0 0 A B Rl A DG T s BA R AAK
B HE RGO MK R, BRI RS N &

Il |7 FE P A OGHT 2 (S</R>) (mg/L) E|2 i
% Mok
moA
S</R>
(mg/L)
KGOt g & T T | W
&K BEE | B & | ZHE |2 H
] ] ]
M | 2/4 2/4 0.001°/16 | -- 2/4 2/4 | 2/4

S= K, R= T2

A= AEB R SSPT S E EARYE PR/PD K4 AT, 5 4R T WA MIC 4 A i
Ko AUH T HE AUHT R RO R T

= REWEEAT A HORLE DR 1% B R AR SURE R A T ) FE AR B AR

D= AR SEREAR T 1 2. X REREEI MIC BT 16 mg/L B, RN
Zj. BN (<0.001 mg/L) WUy 7GR “17 WHREHR SN “S” Wk, 1 - BUK,
W R BT RN T REMEAR S, RUEIRIEE O U, WngEEE, Bl
VR BE L5 24 5 SR BURR LA 1R FE T LASS N 24 2 B
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FHE TR

1 4% 2 1

TR A AR VE B AR S RS SU R, BT 4 BRI T
AN B R A L5178Y A5 [R5 A8 il 56 11 45 SR 2 A I o 4 P9 41 i sk
258 (& 45 29 05 10/ BB B8 40 0 i AZ K 38D R AhAIF 58 C N AR ik
CL 40 o % B8 AE VR 1000pg/ml B9 #OREME D) & R EIR, HOFEME K R
B R RABEH .

A Tl

FEMEFIMEME R BR &2 D25 2545 T RUBRME 5. 10 50 20mg/kg/ K, B 0t
YT 5. 25 80 75mg/kg/ R, AW HAT .

R TR B O 5 B 10mg/kg I X IR A T8 B2 W ) B Ok ) 25 M1 50mg/kg
BCRE AT LR AT R R AR R (AR, B A KD ME iR . A
&1k 3 80mg/kg & 320mg/kg B, KEMARIE T &, H IR F .
i 20 P 51 1HD BB R R E IR R B R

BOR WL A 45 %) 20mg/kg PSR B 20 2 W& A 3R o DK S SRR IR
20mg/kg B 40mg/kg J5 /b HME B B0 ME 7 ORD Ay e I R AE K . AR BRI &
TR WAL, RINIE AR T =, TR AR AR R . KR &
TR M o KRR 43 e 1) 5 e R R R T BRI P B B R KPR G TE
P2 52 A RE MR T R I L R W 8 B X MR K B AR AL

B

NI R R A D4 2545 T RUOBEME 2.5, 5 30 10mg/kg /K (Z£14 A\ A
FERIERI 2~7 %) 24 A H 10 80 P 50 12 7R S0 Me T8 B0%E PR E 9 o o

A T HOBEME 5 B 10mg/kg /R TG, 40 R R R A Tt .

L4530 7% ]

R K S 5 R ) 25 AR B0 g 2 R AR AL

MR W

TR M R Rl R, H SRR B R R G AR R A EE D T OA TR R &=
i E K AR IR E ) 90% LA b o DRI A Z R iem . e % T,
i FH SR ME J5 0.5~ 1.5 /)N IR I 3% 0 K W E, I 3R V8 B 2 2 I 2L 30 /)
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. MBIRKESEAFER L. MBEMEH —XE2 4~5K)E, AliA
FHRERER 90%. 4 THREWEMFE (F—K), WHLTHA
AR 2 M55, HM RIS — RELHRESKER 90%.

piil

T AT BB AR K S B RO I 3% AR A 45 A RAR (11~
12%).

W70 SR, R RE P RE 5 AR A7 M VB 0 B P R R R o SRR M TE B YR
PR R R BE L R U B AE IR . TR VA MR R A% AR R R P, R
W YR BE 24 g [ BF T i S5 BE ) 80%

SR M A B K A B2 3R B 2 RN G h T R AT A B Rk, B
o F M E R B . R AR A B E T B A BURME Somg, & H — X,
W% 12 R, HIREN T3pg/g, 15247 Ra, HKETIN 5.8ug/g.
REME 150mg, B A — Wk, 2G5 7 R, 4WEMBE R RRE N 23.4ug/g,
B E TR, AL T.1ng/g.

FOBEME 150mg, W W, EH 4 MHAE, EIEE NG R F
W Z 23 3 D 4.05g/g M1 1.8ug/gs JF HAEIRIT &5 R 6 A H J5 5 Al £E 48 B
oS U 21 SRR 1

YA

R M AU R AR . O TE PR R R AL 11% KRR, R HE
o G A T F CYP2CY 1 CYP3A4 [ b Rk £ PE )57 (2 WL 24
WA EAER D, %R E R 2 R TE CYP2C19 1 58 2030 il 77

H B

S e T R R I, 2908 30 /BT . JURERE ) o EEHE R R
NE R, BRIT 80%F &I M AE R b DL S AR mURE R IS B & 5 0L
W38 B e i IR b o oK 3L O A o A AR e ) AR R A

B TR L 9 B 2 S 30 Dy B A BR T R BRI T SR AR,
il & 82 I K B R — R ERE ] — I 2.

BEoRZMABRGRB N FE

HEEREA M EE (GFR<20ml/min) A ZEHI M 30 /i 38
INZE 98 /NI o PR b R R R F 24 o R MR T E I R AT B, MR S
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AT VH B ROR L MLGE B 7 . T AR MENT 3 NI JE . 4 50% 90 M A I
YT

" ¥ H 25 R 3 ) %

7E B B 8K AfF 1B REFLME SR LA 10 B AL A L ik 47 7 —
ZiRREN 1WA, VA T 150mg AR S BRLIR 45 2 S5 48 /N I I SR A 3L v R
FREMEUR T o 8 FL o 1 o1 25 g6 RR MUK B 2 9 BESE ML R IR FE I 98%.
YR 5.2 /NBE, AV R WEIR DN 2.61 mg/L. AR4E T3 LT K
B, fh LA AL (R BRI P A RN 150 ml/kg/ KD B %
R H R BN 0.39mg/kg/ R, 2 5 RGBS BR TR R HE IE R AR LA R (<2
JAERED 1) 40%EE 5 HEFE B LA E 1 13%.

JLEHR B 1%

EXE S WAL, B 2 TR AR, 2 T2 R, R — TR AR
JLRE 113 4 )LE B FH WA L BT e . b TRk iR
) 7R A B AR A, oV ok B — T B ) HHE B AT R .

JLEERE (FRAEINHZ 155 1) Pl 2~8mg/kg 71l & 18 FH % 5
L= Img/kg 78X M) AUC N 38ug-h/ml. 46 5E ME~F 34 1M 5 0 F
FEREMON 15~18 NIy, Z2IRA 45 70 A BALL Jy 880ml/kg. B IR FH 2
JE MR R K, A 24 M. 5 11 R~11 A A JLE R
R 25 (3mg/kg) J5 90 Me I 3R 3 IR 2 3 W B2 . A AR R A 00 A
214 950mg/kg.

AR LS R R M 1 22 56 AN PR T AE R R AR L R R AT I 2 AR BN D A
B 1 R 2 12 0 5 T AR LIS 8 AR R D 24 /N B CRB 4K YE L Dl 9~
36 /NIFD, P H AR E R 0.9kg (BATEFEIN 0.75~1.10kg), “FIae
29 28 Jl o 7 Bl B E SRR T IR YT U7 5 B 72 /NI g RR M IR B vE (6mg/kg)
A S k. B 1 RFHEE N 74 CEAIEHE 44~185), [
I [A] 98k 2 22 53 (30~131) (28 7 K) M 47 (27~68) (£ 13 KD, 2 1
RKHZ T (mgh/m A 271 (ZBAVEE 173~385), 26 7 KA &=
By 490 (BTG 292~734), F 13 REFEKEE 360 (ZHIEH
167~566). % 1 RoAAEM (ml/kg) 1183 (AZ4LTE H 1070~ 1470),
HEER T E, 7 RYMEED 1184 (B 510~2130), % 13 K
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1328 (AL YEH 1040~ 1680).

ZEGRBN 1%

22 4 65 % e 65 UL B2 AE R E B A O R FEME 50mg, HoP 10
N B R RA . 5RE % RER: B2E 1.3 /AW ik 3 i 25 1
WL, N 1.54 pg/ml, FIAEHZL NN 76.4 + 20.3 pg-h/ml, ¥
RN 46.2 /NI o AR B) 77 2 2 B0 SR I TE 1 18 RR AE AR 5 1k
EREWNAR K ESECN S . R IR R IR 77 X6 25 i il 28 R i AR R I
DR R A R ERW . AN ZENWNEFERZEA 74 ml/min, JRH
24 NI BRI HEE 22%, BEIEBR RN 0.124 ml/min/kg,iX L 5 4E
BEERERENME. Bk, ZEANPRERGAD NS HESFRA
M7 R Al Re 5 24 N E DR iR A K.

HoAth -

MR H somg, M 28 K, X5 MR I 52 R R IR P BE S
IR R BEVR E E R . FUREME AR H 200 & 400mg, X B Mk R G
V35 1R P9 U S ] I K ST B B b R R BT R RS B B .
AR YA AR B AL R W), B R a2 R B UM 50mg
N5 22 EERR R AR A .

58]  AFAE 30CRL T
[RR]  EERPiERm. /E.
(B8] 60 ™H
[PATHRHE]
1) 50ml :100mg A1 100ml : 200mg B OZ5 MR TX20130312
2) 200ml : 400mg  FEOZGEEMARE: 7X20120094
[#HESCS ]
BEOZEEMHES: 1) 50ml @ 100mg: H20181195
2) 100ml : 200mg: H20181194
3) 200ml : 400mg: [ Zj#E= HI20170300
@S2 EIESZ PN
4 F%: PFIZER HOLDING FRANCE
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VEMHuRE: 23-25 avenue du Docteur Lannelongue 75014 Paris
(A 7=4l ]
fl%#k: FAREVA AMBOISE
A F=Hitik: Zone Industrielle, 29 route des Industries — 37530 Poce Sur
Cisse, France
[EABRREA]
% BRe IR AR A
AL BT R I PR 1168 SHERE] T 36 )2
MRt : 200041
BRER ML JEHCT AR IR IX FARE T4 KA 3-7 5 T3 B BE 8-13 )=
& J750: 010-85167000
FEER AL 400 910 0055

3 ft: www.pfizer.com.cn
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