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1. 5 EDOFRE DR

TR T7 = (LT, TR 1, AIZBWT, 1995 4 9 AIC TR REOE A&
OWERF), 1999 4E 3 AIZ THEFIBIRICIIT 5 N T h O 8EER | OZhRe & OVh 3 CRLEIRTE
RSN,

ARIEDBATOUMT SCEITIT, RSO ER D HE SN T\ D, FaK 2842 H 15 H,
NISFEENEN BARMER 2 (LT, THABRBR 7)) K0 ORIEOWIMNAT SCETIE
PEPER I EE ISR E SNV TV RNWT & QBCK TIRIEERIZK T 5 7 e R 7 +— VO
IIAEHEPRIEINLEAT T DTN D Z DD HEERICH L T HAREOE LN ATREL 725
O CEOUETEZELET S [l 7 4 — L O CERETIC BT 5 EEE | REAEY
A RS - TR R EIZ Ao AR (LUT . T2 Rk )) (IR S v7z, Bt Rk,
YRk 29 4 12 A 20 HAHT T MSCATBOE N ERE M IERESR O (CLT. B ) (oxt
L C AIROMEPEI 6T D ERfRIR DT G DWW TRRA 2 (<l U 7o, B 1Y ik %
2T, REEITV, REOWA SCHEUETIZ OV TRET L7,

7RE, BRI, REICRB W CHEM#EZ EE L TR Y . AFMEoOSEMEE X, AME
IZOWTOHFMEENOG O UHEIZES & | TR ERESR O I0T 2 FH ik
SO FERBT 5 (PR 204512 A 25 BT 20 25 8 5) OBLEIC LY | 54 Lz,
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T 2T b ol Yy Ln L, REEEER IR S LG a12. OFf A Frk
S O BRI AR GTR D B, SBIR~BITT 2 2 & Zﬁi&%éﬂfwé & OFAER
WCBWTHRBERTENA LN Z ERREIINL TS Z E025  (Anesthesiology 1989; 71:
827-34, Br.J. Anaesthesia 1989; 62: 649-54) , BLiE i 78 /K FRRF D IRAS SFE TR~ D& b5
MEERICRE STz, ek, KRIBUSHE X, AFIZI T 2 ShE e AGRLARE, BN T M L
T AR A BRI T e W E BB LTV B,

2. BRAKRDEAN LEDOTTLHIRIL
KEROBEEICI T D AREDOWATSCEIZHOW T, EERG~DEEIZET 2R IIE T
FOLEBY ThoTz (Bl 2),
2.1 KREWMNE
KERAT SCE Tl Contraindications O TR AEE b 13 5% E S AU T W72\, Precautions O

Carcinogenesis, Mutagenesis, Impairment of Fertility (O IE 21, 23 AJEMERRBRIZE M STz

WEL ZBRFME R O IRREL jﬂ“é%ﬁ% IRO LN TV RWVWENRTH I N TWD, Fiz,

Pregnancy & OF Labor and delivery OIEIZ(ZLL FORNENFEHE STV D,
I b e b G & U7 B RERR i;’%ﬁméﬂfb\iﬁb\
HRT v b OB GEIES 6~15 H) (2, A0, 5. 10 Xi% 15mg/kg/A 2%
RN G- L2 & X IHF~OR BT Lo 72, BE v hof
HEIZRB W T HIREBINEE OB 03580 BT,
IR T X OB (EIRSE 6~18 H) (2, A0, 5, 10 XX 15mg/kg/H 3%
BRI L2 L &0 WTIROBHZB W T H RO 3580 /-3, MiFoar
TR b o7z, BEWCIE, mAER DO 1 G CRREMERIC X 2 FERmSlic
FLIR 2 SE TSGR B AT,
AR T b ORI O] (GEIRES 16 B~ FLWI5 22 H) 12, A$K 0, 10 X
1% 15mg/kg/ B &2 FRARNEE G- L7z & & W TR ORRC W T b HT AT O AT
JRIVE RN K 2 PRI AN L K 3~ B REENM DL 338D btz ARRBR T, #4k
fro5E | FLIEEOMBIERE X 2 B BITME S v Ty,
MEZ > MCASES 2 BRI DR 7 B £ ¢, ASK 0, 10 3% 15 mg/kg/ H 1 % &R
Beh U728 & 10 LU 15 mg/kg/ B H E#E CII R T 2 mEN RO Hiv, %3
HIZF 15 KO 22 AIRE Tl AP O AR RO bivle, £7-. 15 mglkg/H
BEOREN D O A LT AT 2 Q0 L7 E . B IS R IR O FE I O BN 2378
O HIz,
BREEZHVTHRF LIZARITRIZE D & 4 Y 70T o UIAREA LIRS 120 A

U MM%TF 4 FVNRUE A ¥ Ea—T3—0 (16 R

2 5,10 K O*15mglkg/ H %, N, REHEHRE T, & MOBKARETH S 25mglkg # %5 L7- & D 0.3,
0.65 5 M OVERFITAH S T2,

8 5,10 RO 15mglkg/ H L, £, BREREEHRE T, & FOKRHAETH 5 25mglkg 245 L7 L & D 0.65,
L3ELON 2 BT 5,



(2 5 R G L7 & & JR{r ol a-oA 22 i BHIa D 7 AR~ — 2 2 0§
mbgntom% EOBLENDIX, UEAKRIRTA Y 7T o IR iz
SNTHIFIE, & FOIEIRE 3 NN T 5, BRIREEANCES L T o234 /Lo
HEEMIIARHTH 208, BB ORERTIL, MRHRO T R h—v 2XEH 72
PRI & BT 2 WEEME R STV B,
AR T EUIBH 2 5 e PERMEII T o3 2 T HEDE U 72w, ARSIt o0 4 By RIFESE
& FERICIERERAT U, B R HnH 28 2 3t & %,

2.2 EERAMCE
E[ETRATSCECIE, Contraindications O IZHEPEk 13 3% E S 41TV 7200, Fertility, pregnancy
and lactation DIEIZLL FONENFEH STV D,
PRI P OARIED B HAZ DN TOREMITHENL L TRy, K2 G2 0niEa%
@wfﬂ%¢®ﬁ¢’ﬁbfﬁ%@&ﬁ#&%fi@w
AT eE Al U, FrAaERIH A E Z 5 etEr 5, RTEe/RnGa Z Ry
TRERR ﬁ’“ic‘: U CAREZ T NE TIER0,

3. BRSO A FTA4 v, HRE, ARITR
31 HA RIFA YV
3.1.1 BREMRE X OWEEERERA YA K71 & 3 B (AARMERE S, 2012, LUF,
TENHTA RTAL))

PERHREE D IEIZ . ARFEOJENS & LT, L FONENLH SN TV D,

O W ECBICxT 5 2H FERO B A K& OFERE

@ TENERENS, # YISO ER AR TR 0T 2 28 REL OB & OFERF
@ HRER K OERRI O PERLLAS O FIT I 59 2 R

@ HELPIREICET A AN TR ok

F7-. ik HEICHOWT, ERoOQIzonTIiE, AL LTAKE [2.0~25mg/kg %
RET 5 ) HERR & LT TR IR MR E T3 6 molkg/Be O F 53 A48 % 22 W TG54 5,
PRI SO D BRI & OF A L Tl Bl e REMRE NG O 5 K 5 BE O HIREBEBIE L 72
NHEGTHZENLEE LV, RSN TND, O~DIZ>WTIE, IR SCED ik -
REICECTERT BN TWD,

3.1.2 The American College of Obstetricians and Gynecologists Practice Bulletin No. 177:
Obstetric Analgesia and Anesthesia, 2017, LATF., REITA K54 )

77 E B IF O 5y Rl O ML, @ 1%, BEEAT E U D5 &0 UM T 2 2 W6
IR BN TV D B R ORI TS MEEOIEER 727 7'v —F THO b D 25 RIS ASE
ThLHEVRTLHEINTND, ¥, Mk - HEICR DRIV,



3.2 #HFE

SN OB 2RISR D BRI FEICIT, LFTONERREH I TV D,
3.2.1 Miller’s Anesthesia, 8th edition (Elsevier/Saunders, 2014, USA)

KE TR T, 7 EYIBRR O 25 O ASK & LT A IR ST 5,
— 7o A OE 58 (25 mglkg) TIXHTENL D Apgar score [IZEERITERD HALR WA, K
G KOG R Z (9 mglkg) S5a I3 B 70 AR i & B2, BrAaldicst
T2 ARIEDO AN REN LB HIEHAMEIC TR > TRV b DD, BRI 2 AKIED 44
IR R T L AR ORI 1T 2 AEDIG A EHL 2 T LFENHB L LTEZD
N5,

3.2.2 Shnider and Levinson’s Anesthesia for Obstetrics, 5th edition (Lippincott Williams &
Wilkins, 2012, USA)

AL, EOIBRF O R IO AIL L U T bILH S TW 5, BHRIZK 20868
MHERICEREN H LGB 13, A EFA FELHH L. BHEOAREZ NS, RIEOWE
DEBAMETH D 2~3 mglkg Tid, BRBITIHEIZITF A=V ERBELEEZEZ BN,
Flo, AFL ORI L, FAEROIFE Tl B s o 72, B lRIic
KT DRBIIREN LB b D,

3.2.3 Chestnut’s Obstetric Anesthesia, 5th edition (Elsevier/Saunders, 2014, USA)

KETIE, TR, W EYRRRF OSSO EASK L LT, A3 (2~2.8mglkg) 73—k
(A STV %, AT, BHE DO ERRE R0 e B 2730 & (25 mg/kg) 1230\ T
F AR H— VTR BRI 2 I ER AR,

3.3 AR

IR T D ARIEDOM IR D AR RO 9B, ERLDIILLTFTOLEBY THhoTz 4,
3.3.1 Adv Biomed Res. 2014; 3: 234

TiETE EUIBHIN 252 ) 45 90 Bl 2 x4 & L7, M Lk CRMm I —HEM T
Z LU HEGABRIC IV T, A EUIBARE O RS REE DB AFK L U TAIK 1.5mglkg %, AERFEE
& U CAEE 100 pg/kg/5r XixA Y 7vZ > LMAC (minimum alveolar concentration) (4% 45
) ZE Lz s & oFER O Apgar score &3 Rt S iz, K%E&‘&U\% VT IVT BRI

BT DHAEND Apgar score CEMEFEHERZ) (X, HAE 1 SBEESICBWTENLER
8.24+1.15 };1*8.18+1.09, Hi/E 5 & IFAIZIH VN TEN LI 9.2010.76 X 11 9.22+0.79 T
Holz, WTNORERIZE W TS MBERICAEEZITRO o7 (H4E 1 5% KR p=0.78
S OV 5 53 1% K5 i p=0.89; t MR ZE) .

4 PubMed % H W TR ("Obstetric anesthesia or caesarean section or pregnant women™and propofol) T S 7222
FWHERD 5 B, 2007 F~2017 FICARK SN, HIRICHTT 57 0 R 7 4 —/L O el BRI B3 5 A3 S0k
TR L7z,



3.3.2 Turk J Anaesthesiol Reanim 2015; 43: 106-12

TrE EYIBHIT & 521 2 4 h 70 Bl & x4 & Uiz, sk 1 gk © ki S v 7 EAE A b b
ARERIZIBWT, W EUIBARE OB L R OBAIK L UTAEE 2 mgkg FF A~ 2 —)L 5
mg/kg (FRE35B)) ZFeE L= & & 0HAR O Apgar score ZE 03 iEt S vz, W ORED
RERHERTSE & LT B AR T VT UG Shie, REREROTF AR 2 — LV ERICEB T D&
B> Apgar score CEIME CFEMERZE) (2. HA 1 2%FFRICBWTENZN 8.6310.97 M
'8.80+0.83, 45 /3 RREAICI W TEINZEI 9.801053 L 119.94+1023 TH Y, T
DORERIZEBWNTH MBERICH BEZITRR O 2o 7o (A 1 3% R p=0.145, 4= 5 /34 IRF
/5 p=0.219; Mann-Whitney U 18 7E) . I FRARIL AT AREOFERIZER L O LBV THY . Wi
ALOREE B IZHOWT b MBERICA B ZITRD o7z,

1 [EE Rk A 2 BIERS R

AFKHE (35 4) FF L2 —LEE (35 40) o

(T + i el 5) (P R RE) P (tRE)
pH 7.34%0.03 7.33%+0.05 0.264
ZEB{bRFESE (mmHg) 44.13+6.20 45.13+953 0.606
BESE (mmHg) 43.44+21.73 38.98+11.78 0.290
Base excess (mmoL/L) —1.26£1.40 —2.01%+1.89 0.067

3.3.3 Taiwan J Obstet Gynecol 2017; 56: 521-26

TEN EYIBHMT & 521 2 dha 40 Bl & x4 & Uiz, sk LiEsk TR S “EHEMR T v
Z LEHEGERBRIC BV T, W EUIBARE O R L REr DB AR L L TAE LR E LIz L 0¥
YLD Apgar score, AFEDIRWEBATIEE N RF Sz, REMFEOBEASL L LT, A¥K 1
mg/kg KONV X 7 = X =)0 1 pglkg G- Z v, BREMMERAIZ. ASE 3 mo/kg/RE X OV <
7= B =)0 T pghkg/WE I TIThbI S, | BE TN B I MREPME ARG S v, 1 BET
TAH BRI RS AN B S 07z (BRE 20 ) . RSN B HIPE £ T olRefE] (LLUF. T1-D
IR ) M AR E(R Z25) 1L 1 BEC6.91.247, NFET 18019 CTh oz, A 1 5tk
IR AL Apgar score 7 LLF OB AV OFIGIE I BT 35 % (7/20 1) KOV FET 30 % (6/20
f) . A 5 3P4 IRE D Apgar score 7 LN O AENR OFIGIT I BT 0% (0/20 1) J O Il B
T50% (1/204) Th-olc, WTHNORES, HIA 10 3% RF AT 1E44] T Apgar score 10 (2
B8 L7z, BERD S B VEES B O EE 4 B TR BIH SR80 S, ~ A7 iz kv
B IR 3B U Te, SUENFRE DM T OO A RIT W22 o 7oy RHAEDR M4E K& O
WRIMAEFR OASKIREEITER 2 O LBV THY | 1l BEOITHBARIED IR R M4 X ORHAE) R
A PR EE S R & WMEM 238D BTz, LA ARE DR RITER I D LB THH | »
FTHOREE BIZHOW TS WEERICA BEZETR O R o7,




#F2 IMmEFHASKERE

18 (20 i) 11L& (20 B1)
ﬁﬁ:ﬁmﬁ(ﬂ‘;ﬁffiﬁ%g 1.91+0.46 1.57+0.30
M%ﬁyﬂﬁff%ﬁg 1.17+0.29 1.074+0.19
%ﬁ%ﬂﬁgﬁ;ﬁiﬁg 0.63+0.09 0.69+0.07
S AR ER 22
#£3 BEEDTREERER
18 (20 ) & (20 %1)
(- H90 AT 3E) A ) PAE (tRRE)
pH 7.26+0.03 7.28+0.04 0.35
MRS E (mmHg) 21.1+3.7 22.5+50 0.41
Lt L “BERFESE (mmHg) 56.5+6.3 57.1+49 0.77
Base excess (mmoL/L) —28%*13 —22+11 0.23
pH 7.29+0.05 7.32+0.04 0.15
MRS E (mmHg) 37.5+84 38.2+8.1 0.84
B AR A ZB{bRFESE (mmHg) 49.1+6.6 48.4+51 0.73
Base excess (mmoL/L) —22%*13 —26*18 0.50

3.4 EINfERZER

HEGIBIMT B OB T 2 2 T v — MNREDOHK R#E (B RERKMRFFSEE 2013;
33: 411-420

2011 4F 6 HICTEWNORFIREE KL OPERE « /NPT 121 Figk 2 %t 502, 77 EUIBAT
BT BIMEIEAR D T v — MRENE RS-, 77— FOEIEIL 66.1 % (80
fiz%) THY. O BEREEHE N TEEZ LT e 3 ik & BRV N2 77 sk AT e 5 &
iz, TEERE EUIBRIT CH—8 R & 3 2 EL 7 1R1E, 86 < B I FRERBSMIF R
FEFEAS 7T5%, FFBE< LI FRREEOMERE S 25% T ¥ . BRI IEP T2 2 WA, il
TELAN BRI S 1 X A B R SR S TN, BRI O E A KO EIGIX, T4 7 —L
XIEFT 2T —IVH 67 %, AN 3B TH-T,

4. EINEITER#E DL

2017 £ 11 H 1 B £ CICHE SN 7o, MERICARIEZ & 5 L7256 O R ST AERIC B
JAEWERSREIX 6 F 9 TH o T, WEINTRIERONRIZ, THAEREIE] 31, TH
AVIARERRAE ) 2 R, TRR VL Dassd | DT AR REAmiil ) . DA R e 8550 SE e i) K&
O TEMEEE 5 L Ch otz RIEXITHAERICB T 2 a B ORIER SRS X272 (3
3),

5. FFRHE RO EHERSE
2017 4FE 11 A 1 BE ClomiE sz, AR OMZEMREIL 3L MT, 2D H b, EHE
PESE DL PEIR~D P GAAR DR 1T o7, 2017 411 A 1 HE CladfE sz, K
IR DA EHERE T 17T M T, 205 B HER~OE G IR HERE L5 ®d o7,
WIS KERASCERWET S, LFONERBRR SN L VWINETH T,
Warnings & OF Precautions DIEIZ, FRIRBEMIZER L COBEEMEIIAI TH D03, IR




@%Xi@%@%%mmk#% ABRICBW T, B M TR A 3 FRf L
F#E L7546, BRI EE Y ORI 7R F— ARRO L, Ei
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6. BEIZRB T 2AEOHE

RERE L, MR SCEORER DL, ERSOTA RT 4 2 BRE, AFH AFICE
JORIWERSREDERMRNELZHEEZ, UTOXIICBEZ D,

ALRERZ )T 5 IR, FAINOIEMA FTREZR B THIUTHERITIT Y 2 ENEFE LL,
RO ERTREATFINZITOHATH-TH, AIHERIED KM 2 S IRT 5 2 E N E L
WEESNTWD (EELIREE Joas i, 2012 4E), L L, AOHESIC X Y Fiiidto4a
GG BB GG 0T HE D PR iDEW FRER AN C X ZeWIGEITIE, S HEE
%wf?%%#é%%ﬁ%éoéﬁfmﬂ RN & UCA Y TV T R R
W&%@ﬁmkbf%ﬁ&yﬁ~w%ﬁ%éolWﬁ%b74/f T, WARRRERRIZ I
AR IEF 3 & 5 728 RO FR & 72 5 ATREMENN & 2 B OFEHN & 5 — 7, R TIX
BERIZ B W T B I 2 0 L7 S RO N TW AW ENTEEH I TWD, £z, 74
AR L= JWIAFRIZH AT, RPEE AR O+ R BEREDPMG DI W & D (G & RREE
2013; 90: 14-17) 232D Z LD IR L CARENMEH SN TW O EER S H &5
Zbivd (34),

LI EORAZZE Lz BT, LFOBEBAZEND, EERICRTTHAROEEZSKET L, 1A
W EOREMENERMEL ERISGEICHRET 5 BOHEMMEICERT5Z LT AL
WwWeEZT,

JRIB~OBATIZRR O HID b DD, AFRIZI T 5 ORRIRMEHEFHLRH Y (3.4),
AR I 2 BIER SRS TR LI AV OB IIHIS L, Wbl e E
IZRVEHE L, BEEREFICE > THEMITRVWZ &,
KRBT DHA T A 2BV T, AFITA EUFIC I T 5 2SR, ik
D FEFRF LIS D FARI k13 5 42 By R B O IR IZ 35 1T D N TR D 8 3K 0D
BRI E SLTND Z &

KEHTA KT A 2 O OARKH 2RI AR 2 BB E IV T AR IE E OB
K%Hééﬁ%@%@%ﬂ%kéﬂfﬁé;&

INFESCRRTCIE, W EUIBAR O 2 HHEEE L COMAICE T, BN SCE TIRE
PEIR N RICRE SN TWRWTF AR Z— L RO Y T VT RS RIEREOR T
HAE D Apgarscore [ B ZEITFED HILTWeWnWZ & (331, 3.3.2), F/=. i
ﬁx@ﬂﬁﬁ:omftm A RRE & 72 DEAIERD B2 2 & (3.3.2,3.3.3),
WIEIAGE R EERFIZ SR ) S AV AR AR BRI Tl EEITRE O b T 67,
BIRF R E Tz, AEDOEFIECR L MAITHF O TWRNT &,

VL E DR OHIWIZ ST BHEPIER D GIZLLFOFRS H S, s oFWn I E R
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AOHE (FEESE MBS 25, @QMmESMRE LZBoOMBEEDBENH D,
O@fFsthiEIR & ORFIC L AECHT A U, #lr— FAEZOB SR H D, @
MRS ORATH » BERITITAROFH A2 DFICLY . L EY — LR

RN TIERLSARIEZMLEHT 22 L2V, 2O, AREDIEER I 2530

BGRISND T EDAY v MEIREV,

R, EMEENGUTOERLNE SN,
TERENG CHEPIBR F CTON LTI E NN L 725 Z LI3IT & A LRV,

BT H5AI10E, Bk G L DB EA~DOFBELZEO E RFI 0L O LEEH
BRI & Th D, IBIRIC 7m$7f~%$@$ﬁﬁﬁfﬁéﬂﬁﬂi%%ﬂ’
STWRWA | IR ERE LGS ICRIICBITARO D 2 L, BTk
HHHLDD, ﬁ%ﬁmﬁuﬁ7¢wwﬁﬁﬁ@%ﬁﬁéﬂ EMERN®H D Z L% %%ﬁ

T5 L MRIZT v R T 4 — VIS BT 2 /REND & 5, 5T 2 5HE1
—EREICIRE L THEAT 2 Z L b BET & TIERWNEEZXD,

HMEEOR RIS LTI T O L 2 IZE R 5,

R Tl BB CARKICIETE L-BIRICBIT 2 7 a R 7 — UREREC AR 5 BIVEH
WG IIAETERITR D bWz & I Té%¢%ﬁ??®klﬁwﬁﬁ’$%

AT 2 BROM I 2R E T DRI L R DFERIHFEON TRV L, IEmI

L CAEZ 9 2BR O AHIFIC DWW T, B 3CE THEREME T 2RSS T

WEBZ D, AROBNER#RELARIEEFZ IR L. BT 5,

V. ¥AFHt

B, UToOLBVIRMCEFEOHEMN LOREALUGETT5Z LITELIZ RV EHIBTL

776

S OAREEHRNES Lz L 22RO ONOK V@572 5HEHE  (Paediatr Anaesth 1998; 8: 491-99)
DZE3ME TR Z2 RN IR RIRP I E ORARS B L, AEHE (LF L) ~BAT
QOUTDH> B tH 1HEZED

© RERERE O R

o IR SIS X D ATIEA~O I iiEHE

- ERENEE (—10mEg/L BLT) 22T AHMHMET > K= X
< BERUBRME SO S A7 a B R AR S HIER



[4ETR] YaR7+—1
THRRERIBFD. BE AR AL bR

BifT HEES
[#=] ROBEICITES LAanZ L) [#2] ROBFICITES LW &)
1. AREISOIARFN OB 2k LIBBUE OBEERE O & 2 B 1. ARFISUIARFN D RS U BUE DBEFEE D & 5 B

i 2. /N CERPIRRICE T 2 NI hofEs) (DNEEA~0FE ]

3. /NR RHIRRICET 2 N LR ofEs) (DhNEEA~DR S DIHEM)
DIAZM)
W, PEfm. RILESFE OG- PEa, PEfm, RILIEFSOER G
1. & MEERABITT S Z LHE STV oS | 1 e AR L T D alREME D & £ VRIS iT, TR E DA RPED
Ll bRtz Bl % LW SN DB EICORESDH 2 L, (RANTHR
RABATT D120, HAEROFRMEIENH HDOND Z L2 H
%.)




s 1
AR R G [ 3 i —
TaRT g —)b
WR5c4 ARG ZhAE - SR A% - HE
1%T 4 T UN | TANX V¥ X0 | REREOE AL OHER 1. BB B E A K OFERE
NgES Rtk SRR DN TR o gk (1) ZA
W N ITIEAAIE 0.05 mL/kg/10 £ (7 m AR~ 4 —/1 & LT 0.5 mg/kg/10 )
DFEE T, BEOEFIRELZBE LN S BRIRDSE LN D £ CTHIRNICEE T2,
2B, ASAIL H VIV OBHFI2IE, X0 ERICEET D,
WE L R AITIEARM 0.20~0.25mL/kg (7R 7 4 —& LT 2.0~25mglkg) ThE
IRAFOLND, BIEICEN T, LV VETHRIRBZE LN LERH 5, BIRE
VAT E UGl BB N 5T 5,
(2) HMeRs
W RS U< XS - ML ERIRE T A LA L. AAIZFHIRNICE ST 5,
T e KR NS DD &5 BEOEFIREEBIE L) b S50 % 7
%, WE. AT, AH0.4~1.0mLkg/lF (7R 74—/ & LT 4~10 mglkg/
E) o> P G B R O e RBMAEE S DIV B,
Fio, EEA RIEVEEDRARL, RPTRIAIS) 20FRT 52 &,
K. JRETREAI O R IE R £ 0 K & CHEU R REEE RS SN D,
2. SE£HIRFRICZR T B N TR o> §i5§
A (EEE A2E&Te) IZI3AAI% 0.03mL/kg/F (Fa R~ +—/L & LT 0.3mglky/
) O HEEE T, FHFEEAS THIRNICE: 52 Bilth L, S8R 8RR 3 E O
X 0BEOEERELBE LN, HEGHELZHE T,
W R AAZIEAHAI 0.03~0.30 mL/kg/lF (7 m AR~ 4 —/L & LT 0.3~3.0 mg/kg/IHF)
D E R TR R BEFHEE RGN D,
B, RROMEE, EROBELZBE L, LELTHEFREEICNC CRGEE S
W22 L, Fh. MBS U CERAIZOATLZ L,
1%7 47U 1. BRI A K OHER?
YHE—F v b (1) T4 7V 7 2—P—TClHRER IV 22 W 571k
1) #EA
W N ITIEAAIE 0.05 mL/kg/10 £ (Zm AR~ 4 —/1 & LT 0.5 mg/kg/10 )
DHE T, BFEOLHFIRELZBE LN L BIRDE LN D £ CHIRNICELG T2,
2B, ASAIL VIV OBHFI2IE, X0 ERICEET D,
WE L AITIEARM 0.20~0.25mL/kg (7R 7 4 — & LT 2.0~25mglkg) ThE
IRNTHND, EIEIZBWTIE, KVPETRIRBPEONIHENRD 5, HIR%
VAT UGl EE N ST B,
2) HERE
W BED L IIME - W LERRES T A L0 L, AR EZFIRNICE ST 5,
Y RRE NS LD LD BEOEFIREEBIE L) b S50 5 i

10



%, WE. ATIE. AF0.4~1.0mLkg/lF (R 7 +—/L& LT 4~10 mg/kg/
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INDICATIONS AND USAGE:
DIPRIVAN is an 1V general anesthetic and sedation drug that can be used

as described in the table below.

Indication Approved Patient Population
Initiation and maintenance of Monitored | Adults only

Anesthesia Care (MAC) sedation
Combined  sedation and regional | Adults only (see PRECAUTIONS)
anesthesia

Induction of General Anesthesia Patients greater than or equal to 3 years of
age

Maintenance of General Anesthesia Patients greater than or equal to 2 months
of age

Intensive Care Unit (ICU) sedation of | Adults only
intubated,  mechanically  ventilated
patients

Safety, effectiveness and dosing guidelines for DIPRIVAN have not been
established for MAC Sedation in the pediatric population; therefore, it is not
recommended for this use (see PRECAUTIONS, Pediatric Use).

DIPRIVAN is not recommended for induction of anesthesia below the age
of 3 years or for maintenance of anesthesia below the age of 2 months
because its safety and effectiveness have not been established in those
populations.

In the Intensive Care Unit (ICU), DIPRIVAN can be administered to

intubated, mechanically ventilated adult patients to provide continuous

4.1 Therapeutic indications
Diprivan 1% is a short-acting intravenous general anaesthetic for:
Induction and maintenance of general anaesthesia in adults and
children >1 month.
Sedation for diagnostic and surgical procedures, alone or in
combination with local or regional anaesthesia in adults and
children >1 month.
Sedation of ventilated patients >16 years of age in the intensive care

unit.
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sedation and control of stress responses only by persons skilled in the
medical management of critically ill patients and trained in cardiovascular
resuscitation and airway management.

DIPRIVAN is not indicated for use in Pediatric ICU sedation since the
safety of this regimen has not been established (see PRECAUTIONS,
Pediatric Use).

DIPRIVAN is not recommended for obstetrics, including Cesarean section
deliveries. DIPRIVAN crosses the placenta, and as with other general
anesthetic agents, the administration of DIPRIVAN may be associated with
neonatal depression (see PRECAUTIONS).

DIPRIVAN is not recommended for use in nursing mothers because
propofol has been reported to be excreted in human milk, and the effects of
oral absorption of small amounts of propofol are not known (see
PRECAUTIONS).

CONTRAINDICATIONS:

DIPRIVAN is contraindicated in patients with a known hypersensitivity to
propofol or any of DIPRIVAN components.

DIPRIVAN is contraindicated in patients with allergies to eggs, egg

products, soybeans or soy products.

4.3 Contraindications

Hypersensitivity to the active substance or to any of the excipients listed
in section 6.1.

Diprivan 1% contains soya oil and should not be used in patients who are
hypersensitive to peanut or soya.

Diprivan 1% must not be used in patients of 16 years of age or younger for

sedation in intensive care (see section 4.4).

Precautions:

Carcinogenesis, Mutagenesis, Impairment of Fertility

4.6 Fertility, pregnancy and lactation
Pregnancy
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Carcinogenesis
Long-term studies in animals have not been performed to evaluate the

carcinogenic potential of propofol.
Mutagenesis

Propofol was not mutagenic in the in vitro bacterial reverse mutation assay
(Ames test) using Salmonella typhimurium strains TA98, TA100, TA1535,
TA1537 and TA1538. Propofol was not mutagenic in either the gene
mutation/gene conversion test using Saccharomyces cerevisiae, or in vitro
cytogenetic studies in Chinese hamsters. In the in vivo mouse micronucleus
assay with Chinese Hamsters propofol administration did not produce
chromosome aberrations.

Impairment of Fertility

Female Wistar rats administered either 0, 10, or 15 mg/kg/day propofol
intravenously from 2 weeks before pregnancy to day 7 of gestation did not
show impaired fertility (0.65 and 1 times the human induction dose of 2.5
mg/kg based on body surface area). Male fertility in rats was not affected in
a dominant lethal study at intravenous doses up to 15 mg/kg/day for 5 days.
Pregnancy
Risk Summary

There are no adequate and well-controlled studies in pregnant women. In
animal reproduction studies, decreased pup survival concurrent with
increased maternal mortality was observed with intravenous administration

of propofol to pregnant rats either prior to mating and during early gestation

The safety of Diprivan 1% during pregnancy has not been established.

Diprivan 1% should not be given to pregnant women except when
absolutely necessary. Diprivan 1% can, however, be used during an induced
abortion.
Obstetrics

Diprivan 1% crosses the placenta and can cause neonatal depression. It

should not be used for obstetric anaesthesia unless clearly necessary.
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or during late gestation and early lactation at exposures less than the human
induction dose of 2.5 mg/kg. In pregnant rats administered 15 mg/kg/day
intravenous propofol (equivalent to the human induction dose) from two
weeks prior to mating to early in gestation (Gestation Day 7), offspring that
were allowed to mate had increased postimplantation losses. The
pharmacological activity (anesthesia) of the drug on the mother is probably
responsible for the adverse effects seen in the offspring.

Published studies in pregnant primates demonstrate that the administration
of anesthetic and sedation drugs that block NMDA receptors and/or
potentiate GABA activity during the period of peak brain development
increases neuronal apoptosis in the developing brain of the offspring when
used for longer than 3 hours. There are no data on pregnancy exposures in
primates corresponding to periods prior to the third trimester in humans [See
Data].

The estimated background risk of major birth defects and miscarriage for
the indicated population is unknown. All pregnancies have a background
risk of birth defect, loss, or other adverse outcomes. In the U.S. general
population, the estimated background risk of major birth defects and
miscarriage in clinically recognized pregnancies is 2-4% and 15-20%,
respectively.

Data
Animal Data

Pregnant rats were administered propofol intravenously at 0, 5, 10, and 15
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mg/kg/day (0.3, 0.65, and 1 times the human induction dose of 2.5 mg/kg
based on body surface area) during organogenesis (Gestational Days 6-15).
Propofol did not cause adverse effects to the fetus at exposures up to 1 times
the human induction dose despite evidence of maternal toxicity (decreased
weight gain in all groups).

Pregnant rabbits were administered propofol intravenously at 0, 5, 10, and
15 mg/kg/day (0.65, 1.3, 2 times the human induction dose of 2.5 mg/kg
based on body surface area comparison) during organogenesis (Gestation
Days 6-18). Propofol treatment decreased total numbers of corpora lutea in
all treatment groups but did not cause fetal malformations at any dose
despite maternal toxicity (one maternal death from anesthesia-related
respiratory depression in the high dose group).

Pregnant rats were administered propofol intravenously at 0, 10, and 15
mg/kg/day (0.65 and 1 times the human induction dose of 2.5 mg/kg based
on body surface area) from late gestation through lactation (Gestation Day
16 to Lactation Day 22). Decreased pup survival was noted at all doses in
the presence of maternal toxicity (deaths from anesthesia- induced
respiratory depression). This study did not evaluate neurobehavioral
function including learning and memory in the pups.

Pregnant rats were administered propofol intravenously at 0, 10, or 15
mg/kg/day (0.3 and 1 times the human induction dose of 2.5 mg/kg based
on body surface area) from 2 weeks prior to mating to Gestational Day 7.

Pup (F1) survival was decreased on Day 15 and 22 of lactation at maternally
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toxic doses of 10 and 15 mg/kg/day. When F1 offspring were allowed to
mate, postimplantation losses were increased in the 15 mg/kg/day treatment
group.

In a published study in primates, administration of an anesthetic dose of
ketamine for 24 hours on Gestation Day 122 increased neuronal apoptosis
in the developing brain of the fetus. In other published studies,
administration of either isoflurane or propofol for 5 hours on Gestation Day
120 resulted in increased neuronal and oligodendrocyte apoptosis in the
developing brain of the offspring. With respect to brain development, this
time period corresponds to the third trimester of gestation in the human. The
clinical significance of these findings is not clear; however, studies in
juvenile animals suggest neuroapoptosis correlates with long-term
cognitive  deficits (see WARNINGS; Pediatric  Neurotoxicity,
PRECAUTIONS; Pediatric Use, and ANIMAL TOXICOLOGY AND/OR
PHARMACOLOGY).

Labor and Delivery

DIPRIVAN is not recommended for obstetrics, including cesarean section
deliveries. DIPRIVAN crosses the placenta, and as with other general
anesthetic agents, the administration of DIPRIVAN may be associated with

neonatal depression.
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