BARYYLED LBV, EXFIVANBLIUL FEBU3REHATERRI.

SUBLIMAZE ko THEHCEERLRY I VOHEBIRKEISIILZRLTNS, &
MR B EEORBTIE. 50ng/ke(0.05megke)(Imlke) E TORARTIE, BRNCHEERE
25 3 L OBEIED 5o k. SUBLIMAZE iZOBOEEEREL. BARTIEZ
b LR CEET B RVES OEE BT 5, | '
SUBLIMAZE OZ#@8i1. SSBEFNTRERS I ENTED, ThDL, AHHER 17
5. EAHEEIE 13 5. BREBLHEMIT 219 2 TH 5. SUBLIMAZE O4HRIX 4L/ke
BB '

SUBLIMAZE ©m#EE HiEAEIE. M0 2 EoRmy # BT 2. pH 0%t I
i IEMEROAFHA RS L5 2 URMISH 5, AXIBRES X UVEHCERI O,
MR ERLCHEEh5, SUBLIMAZE iXE & LTHTRASh 22 NNHEREIEL.

BEXNEBOM TS%HPRPCH#INDZ, CORNOKBHIRBMEPTH D, REMLEKIL
10% LI FTH 5. BEBOM 9%, ¥ LTREEDOE THIHM S NS, SUBLIMASE
DEBRERILIZE AYBEHEED SEH SN, BAOFEIEMS L UTRRDBERR. &
EESABIIRD SNV, SEEAOEERFFIL. 100pg(0.1meg)(2.0m)Z TO 1 BF
1 30 S5 60 5 TH B HETI. FARELTSHFS BHRTH . FEHEIL L A
b 2BRITH 5. SHEMEREEERES » Aiic. SUBLIMAZE OWFRIIHEAEEORSI
SRAEALD BBV, b MY 5 SUBLIMAZE 058, RO& > R-BIARRINT 3
Biz > FREHEIRES LTV,

1. SR LRSI AT 5 RS OETIX, FFREOMRD X b bERIEET 5 TlsH
3o (23 AN LT SUBLIMAZEGOOkg(0.6mg)(12m]) % 1 A#RET L L. ARBHERET
—ERL SRR A T 3 RSO T LD BRI Nk,) SUBLIMAZE i, UiE LR
PEES Y. ZOWENEONES L RELARICHEL TS,

2 . SUBLIMAZE 0 1 B & 5 BAHRNGHAL. THE5505 15 HME» S5,
RGBT A EE S L VHASEESBO L, ‘

ek - HRB LTRGE
SUBLIMAZE (Vx> 87 =7 =)V) OHEE - BRiE. THOAD TH S,

EREMERT. BN, BABLCER. ROV UERBS (BESKST2) RESCS
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1} % SRR D B |

L85 LURBREN B A BHAMSLRRN L LTOER,

BEETHEE L LT INAPSINE®( K DAY F— W) ES0 & > RMEmEE L 06 .
HEEARLUR2EBIVEDHREFO LOO/MBRE LT

B OEAR. 52BOEERWES S £ IBRARNERO L > RIERE ) X2 OH
WEBEEBNT, BRETHERA L LTER.

2e
SUBLIMAZE (7 =¥ B7 = > & =)) i, FAXLQMORKRCRHEES 2T L FHEL
TWABECHRZICTH 3.

2L |

SUBLIMAZE( <. 2 B 7 = > % =)V)idt. SRR OEALRA RFKOPRICH T 54
ROBRICOWT, RUCTINEZD LEK L > TOSREENE~ETHE,
RERISIAA, BES LSO DORB. 25 FEBRIEBRABLTB{RETH,
HREES X AR S OEOKREFACET BB ESBO L,

& L& SUBLIMAZE % INAPSINE ( kBAY K—)V) O &> RMEEEs L 0T 3 BAK
3. BEESEChSOEEAORE, HRAFRFEHOMEER OV THEL TN <ETH
Bo F5I. CHOOKMEMHAT PARE. NEETOEROLDAS. BLFZOMO
HEE L TTBLRETH B0

%A RS L FARIC, SUBLIMAZE OWFRMBIEAIL. SBHRLD bEIRRET 3
TEMD D . BEXNISTORKORE SR, FEH 5 OB RELRRBR &
ERT AW BRER L > THESWARETHH. RESBERBACE. BOLERRS
BO MBS 1B LS DROBREHHEREZND, _

SUBLIMAZE i, G##. #ERcBsT 2 HOoRE B TINS5, - ORER.
EREARERE L EEORMICDE SHRT. SRTERVIRID, FERETEL
BHEINTVE, I5K, 7z ¥ VK LAKBOBAMIC. KR BB LTABRICET
AEEOTEGOARIRES N TS, ChHOBEIhTWAEBIL. HRIDTH B,
BESE L IEEL RS HARIEILBVOOTH S, CORERIE. BERBLTENEE
HELTEY. TORBIROLSKLTHS T LB TES, 1) SUBLIMAZE #50#
i BREERC TRO 14 3 TOROIHBABIE ESERM %185 T 5, 2)SUBLIMAZE
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DEREERL CABHEL TV IR, $OTRHORAECHEGERAORER 5T
5. ¥743. 3) SUBLIMAZE ORBMR&R# 5T 3156, SUBLIMAZE & ##Emishi
ﬂ@ﬁﬁi&ﬁﬁkﬂ%Taoﬁménaﬂﬁ%ﬁﬁﬂﬁ BEOLRERRGIES Lid
DTHZRETH 5o

SUEﬂWQE@ﬁEE%&%?%ﬁALﬁ m&ﬁﬁzlvﬁﬁmmiLOMT%%Qot
BEEELTVWARETHD, PERIAIIHAR (10pgke U L) 2EATHAIL
SUBLIMAZE. 5 BE0HEHEKD. JERBATIRKO+SRBEEA LTWRIThI
2 5M2V. T ORMIAENI, Wik ZREOFPRABIK & BAMLTED HOTR
Chid sz,
&muMMEm;%%ﬂ;ﬁﬁ\ﬁﬁslvﬁ%ﬁmﬁnZmﬁ%ﬁﬁﬁﬂoﬁQWEﬂ%
BT AN D S |

BOREMBEBEITE VT, MAO BEMIC X > TEES X CTATE RV MR RIS S
NTNW3B, TORER. 7=FNVED0WTREThEDOTRBRWY, 7= AT
B 5B, LN HARF—HIAV. ThE, 1 BRUAK MAO SRS L BE K
7 H S VEBRSTABAKE. BYRERS L CIE L RORBO D, DEEERAS L
UR—F—TDv A BB LTBLIEMERENT VWS, '

ESRAEBLUHEENELROBS

SUBLIMAZE i, BSEZ-iiMBBEE T3 BESE 0L > RERHERICRD LS
TUWHBECH LT, ERIBBETHS, &5, SUBLIMAZE ¥, BHESBEAEOBKE
BREET 5 UL D B,

A Lok ,

—#M0EE R EUE - SUBLIMAZE (Z V7 =>4 =))) OERIL. TABLUERBER
BVTRBENCERETRETH 2, AR I2PRICL T BEOBEEL DWTERTR |
ETHDo | |

EEMLS%iE. SUBLIMAZE OMBE %M L Ea. LIREREIET 5 L @EXN
TW3, HHHFELH 2 BOEBRARED & 5 25 2 BOGHHEHL. HEGEDEECL>
THERHEL LB 2. TOMDERBFCL>TY (BH¥EOE, $5), SUBLIMAZE i3
2B 883, Thik. SUBLIMAZE % ZhsOBBOBMCER T2 8A K. &
BRERRBINGLEBENTLITBRALTED. £ ChEOROKEREST -BEDE
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BISFA WK MRS RV,

INAPSINE ( kD) k=)0 & 3 Ri#%EA % SUBLIMAZE aermatg/m: 1)
REFETFT5TtEND 3. JOBEL, REOBEEELRET 2 L0THZ0T, B
$REFRERSECL>T. FRREOMEFFOAIBCRFRENEL 20,
SUBLIMAZE OMARE:RKRRLEALLEE. U7 ¥AARNBHDORETbORE
ROBBRRT TTEELS 5o

| SUBLIMAZE i3, INAPSINE (FO~Y F—)V) Q&> RBMkemepaTs L, NEE
CFAEC BB, LRI ok b, MUBHOOTIHMEL SERTAETH Y. B REN
FKSREF BETH Do
SRR T BATL. %Mﬂ@u«@ﬂﬁ&&%?%twk\ﬁ%@ﬁﬂ%ﬁx% L%
ERIRETHD, BUMBEMEDOTREEIHZOT. BELZMP LI DEUEERDTS
BACREREET 3. A2B LFZOBOMLER X 3 FRHIN & > T HEMEHNES R
WIBAKIL, TVAT )V UAOREROREEERT<ETHS. INAPSINE (ko k
—J) 0)'7)1/777 3Rt} /Eﬂﬁ‘f’FFﬁi}‘ﬁ[k INAPSINE 75:&%— L= %%‘Li:b\'tii = ol
A7) ViZMEERRNCET S ¢35,
DT EIE DEEED S 5 5 2% 10 55 25, SUBLIMAZE % INAPSINE (DAY k—)))
LHEATR Y, NEFERTZIEPBEIATWS, Thid. BERERE LABORRE |
FEEOBBIURER VB & 3 TS S 35, TNHEERETS LIZ UL, BRB LU
ANNRBCRT 50T HH 5. |
INAPSINE (}D~Y) F—Jv) % SUBLIMAZE &6t/ L4, Bsst £ HE0TRCENT
L. MEDSHRLCERCRES ZLABHSI TN, | |
SRR BRAET S THE, |

RESEMEGUEAC & 3 FERINL., TD#V/wxvnﬁ%##ﬂL&oTEﬁT% e
%o SUBLIMAZE i & 2 BEMHIOFGREITHRERFMOEAREREL D IBVLOT.
BORBESBETHD. ETOBRAREE L RRIC, BE OSBRI FRIIH L 3BT D,
“BMLBRBIC AT B BEHMET U, TRSWRIER. B LEET 5 TN D 5.
| RIS, MEEER & 5 YRR ASRE S NTV D, RO, SEts
BT AMERECE b IR S A AN S 3, BESEEES S BHT S HICIHE
AT A RREGDRVEE, +AR BRNLPRERR UERT 5 L0k, BRHEEE
BEDRBRETH Do
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S L - BEREE ; SUBLIMAZE i, BHBZMHEARE. FRTHEROSE, BEOD
PRSI BN THERLTEATAS ThE, TOLSRBECBVTIR. KB, IF
EhEE SRS, RASATRNE S, FEEEE. ChoXBYHELIERSn
EIRRTHS T L DHED,

B EEEENE B LUBRERRORBBLUVHECERTH S DT, Th5OHS
Eﬁ‘é‘éﬁ%b’&_% BEICBWTIR. SUBLIMAZE 3&® LTESTARETHS.

LIRS R 38 : SUBLIMAZE 1. BR&%ET 2 WHiESsH 55, 7 bOELTH
% L8 5. SUBLIMAZE i, LG TEIREE e L THATAETHS,

RAME AR - oo PIRSMEER (AXE, SVEY-VERE, FHREM. REBLUZ
B EEA) 2. SUBLIMAZE O#BOHEME iR REET 2. BEFCNL60EHO
BES2IEEAKIE. SUBLIMAZE o#S5BRIERLDDHBET A PBRTH S,
SUBLIMAZE 0#5# . ZOMOPRASHHAORERIIBET <ETH S,

seeEtt. BEEHE. SMICHT ZME  SUBLIMAZE KoWTiE. BEMEZRERFES
BIREHBIATVRV. 3 v F OERERK BV T, 2TOXRR CREROEHRETHIE
HEhTWS. —OEDIE. BASH (1.25mgkg, TRbLL bADRSED 125 F8) &
BWTRVEECEDLR. FRELEDIR 20EF1ETH i,

#lE — #»>2V—C:SUBLIMAZE i}, 5v Mk MERBED 0.3 f5R% 12 BERSL
T, ERRES L NMEFRASED SRk, 5 v MK SUBLIMAZE %85 LT o, Bk
BIZRS Rt R B B1+5 5. PoORIFCERE N RBRIIM . SUBLIMAZE
RS, ESEARRCNT 3 RRIEE EXET ABOAEATRETH B,

B X 6 - BRSS 5 L FAIBS - SUBLIMAZE ORERI R %R 323 +4R7F—5 i
e #oT. ThERHT2EARHERES LW, |

SAW AL L FAHPRSBINBIPEFLEOVWTIE. BSDP TRV, T ORAFAN
Rz ABENS C EHFALNTWAOT, SUBLIMAZE 2BABCERETHH4KBERT
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_RETCHDs

INRAOHEA : 2 FUTONRHT 5 SUBLIMAZE DR L3Rk, RERISATY
B BEOFERODREMBBIVFHEBNWT, 720820, KNP0 9LABLU7
FOECOSRIK LT, RBLARVEERNICHEERA MES DY EDORHRREMDHR
L£INTN3, BEENERBLUHEINECR S OKA L BEI M A MEY DY VINE
& DBARIZ., WAIThTWRW,

BitE A |
O BEEHRM e B, SUBLIMAZE (7 x B7 9oV} RE-TERENZ L
HEINTVERO—BORESREERE. FRSH. BTFR. FESLURIRCTHD. &L
IR LRVWTRELTSEC & BREE, FROME-ZEERRIT, BEShTH
3ZOMOBERIL. ME LS. REET. K@ »TAH, B, Bk, £7T. poH B
S, BERRBIUTZF 74 30— Th b FEEZRIOREEE OWRIDEHE & LT
ﬂ:%ﬂﬁﬂﬁﬁa\tﬁ%énrhao:oﬂﬁﬁ#ﬁz\%ﬁiﬁﬁb\ﬁﬁtmurﬁ.
PRAEERD < ETH S0 | |
-HM@&NE(bDAUb—w)@io&ﬁ@ﬁﬁﬁ%SUMﬂmﬂEkﬁﬁT%ﬁkﬂ &@
ESREHERAREI DB  BESIUIELREA. AEETORSBLY (L LT—Bl
OR/BNFE %) HEOR. BEABRER (RUFRE. RRHEETES X CREHE
ARH) P 24 BEETRBDSNE. SNEOERMET o B4, REABRRERIIH
R—F I AOESTERERT S LKL, INAPSINE (FORY k) OFERE
RS BED UL LIRSS h T 3,

EMAAB &L UREE
SUBRLIMAZE (/7xVEB7 =22 =)V) XS I RONREXATHD. f)vt:au&@%&
ﬁ#%iféoﬁor\ﬂménajﬁﬁﬁﬁéo

BEES

RBFEIR - SUBLIMAZE (F VBT 2V ¥ = )V) OARBSROERIE. omEEsy
¥ R BRI RmenEY (BREE 28) » LTRET 3, SUBLIMAZE Otk LD50
iX.. 2 v M T 3mg/kg. 23T lmghkg, {1 2T ldmgkg, YNV TiX 0.03 TH %,

—173—



Y : Mﬁﬂﬁﬂitﬁﬁ@@#%%%Akﬁ\&ﬁ%ﬂ%?mﬁf$bxfmkﬁafﬁw
BT EREEINARETH Do BRIEOTABRE LN 5 iy e WHEORHES
AT RREEAT 1 —-TRERENG, b LOWRIBEIEREELES boTHNT. BB
EITEEPRE RET 3 R D AESEENOBENIBETH . BEL 24 BETRER
BANIRETHD, BRERKL. +ORASBRCERTRETH 3. b LOMEETH
Brh. PoBRBT. TLIRENTEABACE. IRERPBLUTOTHREEZERLT,
BOLRASOERREDPDETH D, FONVT 40, VDNV I 7 L EERFOFYOES
R OREERAIL. FROHOBBCIERY S ) CEASNI R BHSNTVIRET
%3, LPLINE. SHERAOMBOEREBT 3O TRV, SUBLIMAZE BE#
S OMRHORERHER. FREHHOERRELD bEVTREDS D, TOBAOR
@liconTi. BLORERAMOBBESESBENE, |

Ak L URR

50pg = 0:05mg = 1ml

ERIIELEDONLIRETH D, AROPREL BV TERTAEERI, ﬂfﬁ%\ *HE, S
{RERAE, HBORELORI. BAOHA, {iﬁﬁéhtﬁﬂmﬁﬁ%JMH Li=FifiD 5
®TH D, EAFHEEREECBVTL. BRBATRETHS (FEALoFRE. 38).
EOBBRBHERTETH 2,

L R — AHEEE. (BA, BRI -MBODEAEES LTV ABETIE. EY
EEETRETHB,) 50~100pg(0.05~0.lmg)(1~2ml) 25, gl 30 S5 60 S
EEANnd, -

II. £aKERORME — AREER. 3%

II. BRHEEOHEE — BNOKEB»SERBETHE. 50~100|.|.g(0 05~0. 1mg)(1~2ml) % &
. FRR1ADL 25U ERTTO- C DBET 5, o

IV. #4& (BE2) — 50~100pg(0.05~0.1mg)(1~2mAs, &, HREE, BIURSE
FHEAOERCHEI NG, BEBUT. 1REROL ZHREASICRYET,

INRAOER : 2FP5 12 FDOMRE BT 2BAB XUHRFTIZ. 2-3ugkg OEREHFHELE

Ehi,
(BE5aBAR. 3R)
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 EBEEMY LT
%ﬂ&zrszﬁTéﬁmoﬁﬁﬂﬁkEEt% TR
50~100pg/kg(0.05~0. lmg/kg)(1~2mlkg) D AR, BEN B I UVHREN L HicB5xh
3. TOHE. REAOBIERR U CABITITS S LASENL OO THE, HOE
AL, 150pg/kg(0.15mgkg)(Bmlkg) F COREY, HRDREB2-DELETH B, <
OFER. FHECRAR. BIENRRERS 5 B EHHT 3 T LARIEREATY
'6%%L36%55§®%®m®i¥ﬁ hivﬁ%ﬁmﬁ%tﬂﬁwtxvﬁﬁﬂﬂkﬁm
xhi,
iﬁwtoD\W&ﬂﬁ@%ﬂtd%ﬁthWt%ﬁ&&ﬁ#ﬁ§f$6oﬂmHMME
(PZVBT =V H2)V) 2ROTRBENN LSBT 2BECRR o RS2 FRTRED
BAKE. BEBLUEALOBRORESEOT &, )
EAIL, WUE L ERIHT B DT, EREICART LR OVT, BTRT
BETRETCH Do

a8 .
SUBLIMAZE (7 X B7 =>#=)V) E5iliE. XOLSREBcHRTNS,
NDC 11098-030-02: 7 = > % = Vi 50pg/ml. 2ml'7 > 7). 10 KA D
NDC 11098-030-05: 7 = > = )Vi# 50ug/ml, 5ml 7> 7V, 10&KAD
NDC 11098-030-10: 7 = > % = V% 50pg/ml, 10ml 7> 7o, 5&HAD
NDC 11098-030-20: 7 = > & =)VIEEE 50ug/ml. 20ml 7> 7NV, 5 XA D
BEEX. B8 .(59°-77°F/15°-26°C) {&7F

AKORN MANUFACTURING, INC.

Decatur, Hlinois 62525

AFCAON

1996 % 2 A%ET
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5 RIEHER

Bigs58a

EAR — SUBLIMAZE 2:g/kg(0.002me/ke)(0.04ml/kg)
DRRO SUBLIMAZE 3. hEWHEBEHESTFRCBOEHATHS, FHPRENZ6H
T5 k&b, SUBLIMAZE BHE&OABE BRI RS,

$%&E — SUBLIMAZE 2~20ug/kg(0.002~0.02mg/kg)(0.04~0.4ml/kg)

FHBEL D KBRS 288. LD RKBPSELRZ. CORRTIE., +428R8KMX T,
AP VARIBOBRENBEHE TN 3. L L, FERDEICEE L Tid. BEPIE A TR H 08
THhH., HROFREIABREHERT I BHEIH 5,

HAR — SUBLIMAZE 20-50ug/kg(0.02~0.05mg/ke)(0.4~1mlkg)

ARG CBARI R LUK HI2BOT LA CAEFRE L UERAE2ET 2 BIEABNFER
. THKR. FHEATIA PV ARBPEFORBLBEEES5I 5. LORBEORR
553 BEk . 20~50ug/ke(0.02~0.05me/ke)(0.4~1mlkeg)d SUBLIMAZE % EEML =R/
BRERARLEATIE. BRRETRVEY, HF3—-NVF 2>, ADH BXUTDS 2 F L4
DERKE LT ANV ARBOBRBYZEDH W3, CORBBA*FHPI-HEATIRICE.
HROFBIIFHGEARCRDZ2DT. FEORABLUVERIBLETHZ. COFEDXERSH
fid, T ML 202V HEOBETH S,

~—176—



- BE5BEER

HRE

ERE — SUBLIMAZE 2ug/kg(0.002me/kg)(0.04mlke)
B hER TR, SUBLIMAZE OBIMBESEHE b SETR.

h&®] — SUBLIMAZE 2~20ug/kg(0.002~0.02mg/ke)(0.04~0.4ml/kg)
BB LTELREGBROECBARNZ PV IZIHEOBRBERLEBA, 256 25
100pg(0.025~0.1mg)(0.5~2.0m)HBE F /-3 HEI N D,

BAR — SUBLIMAZE 20~50pg/kg(0.02~0.05mg/kg)(0.4~1.0mlkg)
HERFR[2512(0.025mg)(0.5mD 2 5 RAID AR RO I BT HE T 2RI, A ML APEROE
BLLTREINHERBEROECK L>THRDB LN S, LI L. BRSO FRFEE <
Jtt-:)t:l_ﬂ?}l:li\ EMOARBEL CRORITNTRS RN,
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FENTANYL CITRATE 3 X ' DROPERIDOL 88 .- B3RS I R, BUSHH

B BREiEDD.
BEEERHEEAOH,

Fentanyl Citrate and Droperidol 38D 2 DOBL CH AP T Bz P ZNVBL
TrOAY F—Vi, BN RBLHEEEE LTV, Fentanyl Citrate and
Droperidol #SME#ET 2RI, FAFR. H2OXRORE. FEAAKGOKRE
AR DWW THAI L T RITAEIRS RN,

(%heB - HR. AB LUCAR. Eﬁi@&ﬁ%lvaﬂf?ﬁﬁ@ﬁﬂkobw&i DEDORHA
BESHEOZL,)

a%

Fentanyl Citrate and Droperidol 8% iX. £® 1 mL #&. 0.05mg(G0meg)d 7 =& =)
BRICEY TRV 2y o)y (BE HEBEH D), FORY F—)L 2.5mg 3L pH
HEOEDTARESE L. ROBRTASTHRIEIh TS, =

FUTIN .
NDC 0186-1230-03: 2mL 7 > 7). 10 AAD
NDC 0186-1231-03: 5mL 7 > 7)v, 10&AD
)54 TNV .
NDC 0186-1282-13: 2mL 1 B4 /34 PN, 10&EAD
NDC 0186-1233-13: 5mL 1 EHRSA/54 7. 10 FAD
(BFRESBRAOFEA OV TRIICHIEZ ZD EERRBEC L > TOHEEX néo)
BK. 15°~30°C(69°~86°F)DEE - BRHE
#ER  EFEE. R OVWTIASER LOBSOBREZRELTWS,
021881R03 |
1994 £ 12 HET
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3

Sublimize (7 TVR7 x50 & BIRFESEALA U1 FILL SRGHERER
tﬁﬁ?%%tm‘ﬁ%mm&%ﬁﬁtﬁt&oT@&&%éhé&%fﬁb.

FUAA RN, BERUBESREBEN. BRCATHES LS RELTBL
ek

ERBEICBRES TR ERERANORRESEOC &,

HL Y. Sublimaze ¢ Inapsine (KO F—)}) miinﬁwf_ﬁﬁjaﬂ#m&ﬁénéiﬁ
Bizit. ERELSERORKE, HIERRRECABRENS ST EERALTHBA
2THE. Bl TOLINRRREEES S, EAFHES L THAESCEOTELE
ﬁ@ﬁaxﬁmbnﬁnﬁmBﬁu.@@ﬁﬁuﬁﬁmtﬁmmﬁﬁnﬁmmMmoﬁ&m
ﬂﬁﬁu.m%énTuaaﬁﬁﬁib%E&ﬁﬁ?%ﬂﬁﬁﬁ%%.H%énéﬁﬁﬁ
aﬁmmémﬁm;ﬁﬁﬁapﬁam&ﬁurﬁﬁ&amm&ﬁmvaﬁﬁm‘@ﬁ%m
Lo TRNENGT &, REMPLEL SNBE, DORBRERARO 1455 13 &
Wo e ERAREERAT S T EHEE LY,

Sublimaze i3, HICFRBHAL > LBROEEEEET STRENES. TOXIRE
Hi. BESARESEELERFEEMICRALLD. BCERTZLBESNTL
3. Bl B, BRENABTEBLTORBBERL, 75 VRBEARICET S
CEMBEINTVE, CROBESNAERR, BABATRS AN BEEELD
MEERET DI+ I SRAR OO T ok, CORAIRAREEAEEICBEKEL T,
uzé. FTLTEORELEEIL. 1) Sublimaze B EHEBICESBHEHENZEOSTEHRERE
D4 BETORS, 2) Sublimaze AMERBIRAZARIC L DBES N HBARTRAS
NEBe HERHOETIS UL iR BENE0ZsBRRORSE. & L‘C 3) Sublimaze
MRRREESETHEAS N BA0, Sublimze &ZLABRBRBEHFENEORRRS
ko TERT S, COMEHENERSE, BEOLOBERECES UL bOTRITN
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Jixsize,

BFEL) Sublimaze ZMRE LABEORRE-F—LBRCBEL T, BYAEREARTLT
s, DBEAVWLERR (opgkg BAL) 2ERT 3846, HEITAUT. Sublimaze RRA
BEOFBERLIAZOLDBEYRBRTRINER SN, ThSOERIL, 2TOR
ﬁmoﬁ&ﬂ@cﬁMTééﬁﬂ#‘%ﬁéhrm%:&ﬁﬁﬁ?%%.

Sublimaze iTit. ZEE. EFENRN. BRIKE L TREXINEE S URREHBERICHA,
ZOMOBBEPERERET D IEENH 2.

MAO (B£/73IBLEBR EEFCL2EEL DOFHLBEVEREALS. TOMOKRE
HREEFTEEINTVS, TNSOIERTz H N TRAETNTWAWLYE, T
CHCNTRELAWIEERETARRT—INFRL TS,

#-T. MAO BEFIRE 14 ALAORFC 72y NVERSTIRETE, BOER
FIEUBDAE ) § -k NEERHO~—F EFAOBRREMERI ATV,
RIS & R L5

A TEBRBEORESEZ L ORAREREOL SN, BRIIERNGINELEINDEE
_«@smme&ﬁmﬁm&ﬁ#ﬁﬁfba,EE,&mmﬂcmﬁﬁﬁﬁﬁﬁwﬁmﬁﬁ
EREEIEHEEND S,

A EORER
HAMNER : Sublimaze (ZTXBT7 x>y ) OHEER. BBEBIURBLLBET
REVCBETAC . DEROPRE. MNABRERETILTERTD L,

%5 (EHCEHR) 1. HHRO Sblimaze 25 LRSI ONENHEBET 5 8
TnTW5, BHEEREIBERAREE S\ kS 3EOEEKERL hEREEHEE
EWT2 L TRBAERETRIELIENHD. COROBRF (BREBOHESHR)

245> T ®. Sublimaze IHFFRERETHEELZZ EMHB, #> T, Sublimaze % LECHE:
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HORPELLTEATIES, FEERHRT2AENETRERAOL, LEREES
FrEBETOLBEEETES LS WAL L.

Inapsine (F DX K—) EVo RBREERE Sublimaze £618 L1 B8, WBIRMFE
NEFTBC MDD, OB, %%mm&@%mﬁﬁL;9T$%®§%%ﬁ%E
ERETHE SR, BHiRL LERLE L2 BHIT ML TSET <& T 5, Sublimaze
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PRODUCT INFORMATION/463

SINE The mitronucleus test in female rats reveaied 1o mo-
wﬂmhmﬂnuﬂ&uuh@ulm

ing/kg. An eral tudy in rats (Segment D) revealed 2o impair- |

ment of fertility in sither male or females 52 0.63, 2.5 and 10
u[k;dwu(lpptuimndyi.ﬂmdﬁﬂmmn
recommendsd buman fv/lm doxage).

C: INAPSINE administarsd intrave-
nously has been thown to catse s slight incresss in martality
of the newhorn rat at €4 times the upper human dose. AL 44
umeduumhnmuh,wuﬂtyuhmmwﬁh
to that for control animals, Following ntramascular asdmin-
istration, increzned mortality of the offspring st 1.3 times the
upper human dese bs attributed to CNB depressien [n thw
dams who peglected o remave placuntss from thelr off-
spring. INAPSINE bas not been shown to by taratogwnic in
animsis, There wee 0o adaquats and well-controlled stindies
iy preguant women. INAPSINE ahoald be used durisg preg.
pancy anly if the potentlal benefit justifies the potentisl risk
to the Fetiy
Labor and DeSivery:  Therw are insufficient data ts suppart
the use of INAPSINE in |abor and delivery. Therefors, smch
use is Dot recommendad,

mother,
Padiatric Use: The of INAPSINE in children
mfuty youne

ger than two yesrs of age has not been

ADVERSE REACTIONS .

The most common somatic sdverss mactions reported o
oceur with IN. are mild to modarste

1L Adjunct to Ganeral Anesthesis—

Mm—uuunuwmuummh
sdministered (zsually intravenccsly) sloag with sn ab-
algesic and/or genersl anesthetic. Smaller doses may be
adequate. The total amouat of INAPSINE (droperidod)
sdministered should be titrated to obtain the desired
offect basad o tha indlvidual patient’s response.

Maintenance—1.25 to 2.5 mg (0.5 to 1 mL) usually intra-

venously.
TIL Use isithout ¢ genern! aaesthstic in dingnostic procedures
-mmmmmnmwmdmummu
a to 4 mL) 30 to 5 minutes hafors the procedurs. Addi-
tionsl 125 to 2.5 mg (0.5 to 1 mL) smeants of INAPSINE
may be sdministered, ysually intravencusly.
NOTE: When INAPSINE is caed in cartain procedures,
n:buhrm topical anesthesia by

HOW SUPPLIED
INAPSINE (droperidol) Injection Is available 2
NOG 11086-010-01, 2.5 tg/ml, | ml ampodles in packages

hypovolemia should be con- o 10
sdered und managed with approprinte pereateral 0uid | NDG 1108801042, 25 mg L 3 mL apoules in peckages
Ths it ccmge bhaviorsl advere oo of INAPEINE | $0PEc 7004 LIGIT. STORE AT BOOM TEMPERA- |
{droparidal) TURE 15°C-30C (89F-36)
restlessness, hyperactivity and anxiaty, which can either be
the resalt of an insdoquste of adequate treats | Daoin BN R LN, ING.
m:&)wdu&m&wrﬂnhﬂdhm ADPAON Rav. 2/96
tom complex of akeathisia)
Cuemuhhknhumhhummmﬁalm
tints these different clinical conditions, When o '

s & ,
ddummmmunmthymmﬂrhw SUBLIY’!&A“Z.IH? . G B
dﬂ:mlﬁ:ﬂmﬂc e " ‘h'-l "’I‘

Postop Y .
with of h".hhm CAUTION: Faders! Law Prohibits Dispenaing Without Pre- |
Other lams cormron reported reactions include ana- | *cription
ghﬁa.dhdnﬂ.ebﬁkmd/wm DESCRIPTION

. SUBLIMAZE Uextanyl citrate} Injection is « potent narcotic
wwwm“mmlm mlguk.?.l:hmlli{ihnrefnlﬁnumhm fentanyl ci-

. pocted trate equivalent to 50 pg of fentanyl base, adjusted to

INAPSINE combined with Centanyt citrate) | (075 with solinm by dooss r

DOSAGE AND ADMINISTRATION
Dozsge should be individualiznd. Sceog of the [actors to be
considerad

istered intramuacularty 3) to 63 minates precperativaly.

SUBLIMAZR (antanyl citrate) is & narcotic analgesic. A

dose of 100 pg 0.1 mg) R0 D) equivalent
manﬂ;dc&ﬂb?lﬂud%d
idine. The principat actions of tharapeutic valus are

— 186~

. mﬁnpuﬁmﬂyhﬂnmn‘h

minates, redistribution of 13 minutes snd a terminal elimi-
nhonhall’-h!!ofzwmnntnm'dmd‘m&u

pesiceffect & 30 to 50 minotes after o gingle intravenocds dowe
duphlﬁdp((&lmﬂﬂﬂmﬂ.?olhﬂn[ intramuoscular
administration, the onset of action i from mrven to eight
mmdhﬁuﬂmdmnnmhmmn

with longer acting the duration of the
respirstory depressant effact of SUBLIMAZE may ba longer
ihan the analgesic effect The observatings have

being dose related
mwnmmwmw
nous dose of is noted 5 to 15 minates follow.
ing injection. Ses also WARNINGS and PRECAUTIONS
concerning respiratary depression .

INDICATIONS AND USAGE

SUBLIMAZE (fentanyl citrate) s indicated:

—for analgesic action of short duration during the anes-
thetic periods, premedication, induction and mazints
oance, ind in the immediats postaperative period {recow.

room) a3 the seed arises.

—fw‘unlurchluhuicnpﬂmtinmullur

CONTRAINDICATIONS

SUBLIMAZE {fentanyl citrate} is contraindicated in pa
tients with known intolersace to the drug or other opiaid
agonists.

WARNINGS

SUBLIMAZR (fentanyl citrata) SHOULD BE ADMINIS-
TERED ONLY BY PERSONS SPECIFICALLY TRAINED

. IN THE USE OF INTRAVENOUS ANESTHETICS AND

MANAGEMENT OF THE RESPIRATORY macrs OoF
POTENT OFI0IDS.

AN QPIOID ANTAGONIST, RESUSCITATIVE AND INTU-
BATION EQUIPMENT AND OXYGEN SHOULD BE
READILY AVAILABLE

sdministered with a tranquilizer such =3
INAPSINE (droperidol), the user should becoms [amilizr
with the spacial properties of each diug, : the

requi
hmdhrdn:edhuunmﬂy,ubvn'l,h‘!,tbm

wually recommended.
’ BU’BLIM.AZE may cause muscls rigidity, particolarly involy-

ingthnmuﬂad’twputhw.‘l‘hﬂnpd&tyhﬂbmr&
dmg__muul-dm

mrlenol oy

musels mowerments of various groups in tha
uinmmes.nut and external eye have been reportad dur-

LContinued on next page
Conzult 1997 supplaments and future editions for revisiors
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‘Akorn—Cont.

ing induction of anesthesia with featsnyl; thes reported
ggvements have, 0o rare ocasions, been stroog eneugh o
posa patient management probiams Thin effect is relatad tn
the dose and speed of injection and its incidenca cun be m
dmﬁwndmmdupblf‘ddnhnmlrm(

Mldhmwﬁhkmﬂtﬂupaﬂmhuﬂhmhr

Ad-qu.nh hcﬂs:h:houldhnldnﬂahrm
mthmtndmﬁhﬁnnol‘pﬂmhdminktudm

thetic doses of SUBLIMAZE. Whare m&nt.nrhi;hduu'

DOSAGE AANGE CHART

TOTAL DOSAGE

Low Doss—3 pgp/kg
(0.002 mg/kg) 004 mi/kg}
MAZE in small doses is
most useful for miner,
painfil, surgical proce-
dures. In sddition to the
analgesia during surgery;
provids m’m
mthnm
postoperative purind.

High Dosse—20-50 - . oxideh

pg/kg 002008 mg/kg)  shown Lo attenuats
(041 mi/kp SUBLL- stresy reapocse &3
MAZE During open heart defined by increseed lew-
surgery and certain more  als of circulating growth
complicatad nevremrgical

and orthopedic proce- ADH and prolactin, When
dures whers surgery is dosages in this renge
more prolonged, and in hove besn used during
the opinion of the surgery, posioperstive
stres to ,  tion are essential due io
surgery would ba detri-

mental to the well being . respiratory depression.
of the patient, dosages of  The main ohjective of
20-50 pg/kg (0.02-0.05 this technique would be to
mg) {0.4-1 mD of produce “rtresy free”™
SUBLIMAZE with nitrous  anesthesis.

DOSAGE RANGE CHART

MAINTENANCE DOSAGE

Low Dose—2 ug/kg (0002 mg/kgy) Moderats Dese—3-20 pg/kg High
0.4 mi/kg) SUBLIMAZE. m-o.oams/kx!(ommuw 0.02-0.05 mg/kg) (0.4-1.0 ml/kg)
{ranging fram 25 pg (0.025 mg) 0.5
Additional dosages of zsmlouum.nm-o.lmmu.s- mi) to ane hail tha initid loading
are Infrequently 20 mD may bs administered dosa) will ba dictated by the changes
nesded o these intravenously or intramuscolarly ' in vital signa which indicate siress
minor procedures, when movement and/or changes and lightsning of analgesis.
"in vital signs indicate surgical However, the sdditional dasage
mﬁ:urlhhtuunxnfmdma. stlected must be individualized
especiaily If the anticipated
oparntive time ia short.

Vinlmwhmmmdm
dtprunon umd by op:md mhmt

cxuse the duration of

SUBMmylmmthnthadnﬂ.ﬂmdhowd

should be appropriately reduced in elderly and antagonist sction, appropriate surveillance should be main-
patients. Tha effect of the initial dose Mhﬁthﬂpotmtmoﬁ;.pmﬁoundmhuhaw
determining incremental doses. . companied by respiratory depresyion and diminished sonsi-
Nitrous axide has been reported to produce cardigrascil ﬁdtyhcoglﬁmmwhmhmypadstmmwmurln
jon whea given with higher doses of SUBLIMAZE. the pastoperative Raspiratory depression seco

o and dmn.:thﬁm -xllll“ . ~ . tyhuh:pe:‘wnﬂhﬂmmtbﬁnﬁndw
thesia ome p an can aiter respiration | period. Intracperative may

by blocking Intercnstal nerves Through

tive 1 ta Oy Appropriate . perative
mﬂonnclhualdhmﬁuydhmm adequata
taneods breathing is estahlished and maintained in the
mummwwmmmm
the recovery aren.
Imgaiead mﬁmmmmuuum
uuﬁmmp&nhmthd:mmdstn:ﬂnwlmary

with SUBLIMAZE, pulmocary with potentially compromised respiration. In such patients,
d d. This fact should b considered by thoss who con- | nareoties may additionally decremss respiratory drive and
duct disgnostic and surgical procadures where intarprets- | incressa atrway resistance. During anesthesis, this can be
tion of pulmonary arterial pressare ts might assisied or controlled respiration,
determins final management of tha patient When highdoss | Smpaired Hepstic or Renal Function: SUBLIMAZE should ba
or anesthetic dosages of SUBLIMAZE are employed, even ministered with caution in patients with liver and kidney
nhnvelysmalldaazuafduummyam i dysfunction b ol'thamportnnoﬂhuurpmintha
ler depression. metabolinm and excretion of

If volume expansion with fluids plus other

do not correct hypotension, the adrinistration of pressor

agents other than epinephrine should be considered Be-

cause of the alpha-adrenergic blocking action of INAPSINE

{droperidol), epinephrine may paradoxically decrease the

blood pressure in patients treated with INAPSINE

{droperidel}.

Elevated blood pressure, with and without pn-e:hﬂn( hg

administration
This

light anesthesig.

When INAPSINE (droperidol) s used with SUBLTMAZE and
tha EEG is used for postoperative monitoring, it may be
found that the EEG pattern retumns to normal slowly.

" Information will ba supersaded by suppd and

drugs.
Cardisvascuter Etfects SUBLIMAZE may produca brady-
cardia, which may be treated with atropina. §
should be used with caution in patients with :uduchra-

dyarrhythmisa.
(nteractiony: Other CNS depressant drugs bnrbdm-
- txmquﬂbul.n:mﬂﬂand mu(:h:"tulvﬂl

sin, Impui of Fertility: No
nidtywmuhcenmtymdhhanhmmndwted
with LIMAZE. Reproduction studies in rats revenled 2
ﬁnlhnldummth-pngnmnhof oxperimen-
groups. This decreass was mast prongunced ln the high
dosed group (1.23 mg/kg-12-5X human dese) in which cae of
twenty animals becams pregnant.
Pregnancy—Category & SUBLIMAZE has beey shown to

'impnrhtﬂk]lndhhnmmbymdnlaﬂ'ﬁmm

Thers ara no

te and well-controlled stodies in preg
pant women. SUB

should be used during pregnancy

editions
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Labor and Defivery: There ars ingufficient data o support
hmimhhhﬂd&mw
such use i not recommended.

Nursing mmuhmmwmm& .

children under two years of age have hot been
Rare cuses of
bipemin kave been reported in prematom underge-

mm

served up to 24 hours postoperatively When they occur,
axtrapyramidal symptnmmmaﬂyhmhﬂbdmﬂl

anti-parkinson egents. tive drowsiness is al
mmﬂy Teported Ihilmrln( use of INAPSINE {droperi-
DRUG ABUSE AND DEPENDENCB _

m(fuﬁnﬁdklﬂhl&hduiaﬂmuﬂud
drug substance that can produce drug dependence of -the
mrphinuﬁrwmdth-nfomhnﬂuputmﬂd_ for being

QOVERDOSAGE
Manjfestations: The manifestations of SUBLIMAZE (fenta-

ayl citrate) overdczage are an extension of its pharmacelogic
actions (ses-CLINICAL PHARMACOLOGY) as with other



