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D.H.E. 45” 
(dihydroergotamine mesylate) 
Injection, USP 

1111 

O.H.E. 45” 
(dihydroSrgOtSS7iSS flSSY/Std) 
kl@tion, USP 
RX only 
Pr~saitiino tnformatlon 

Dlhydmer@ota”“s “ORYktE 
C~HJ,N,D,.~MJ& MO,. wt. 679.80 

D.H.E. 45~(d,hyd,,x,‘mien”e “Sykb, I,$eCiim. USP k ecke,. cOlo,tM e&ho” 
suppked in ste,Ho empukior t.v. CM.. 
orsubwknsousadminlotration~ mntaminp pm ml: 
d,by,“m@ok”,a “e$,hta. “SF, ,_....,_,_._......,....... .1,. . ..__ ..~~................. .._ .._-........“....“...-..“...... 1 “R 
dh”l0,. 04% we.. “, ,,..,., “, _,,_ “, ,” .,.,,,,.,. “,. ,.......... _, _.,,.-,,.., ...” . . . . . . . . . . B.ZYo bY WI. 
g,ywk,.. ~,_,_,,.,,,....,.,,.,_ ,.,_~_,.,.,.,..,.. ,_, _,_. ,...,,.., _._.. _,._.,,...,,_,..,,. __._ _,_._ .,_ __._ .._..._... 15% byM. 
wmel,orh,ectk”.nsto ...” . . . . . . . . . . . . . . . . . . . . . .-........-. I. ._... . . ..I__... ..~..._......._ . . . . 1 mL 

~Ryd~(@024a rnsrylats is 03% P!WM ~kk bound. The Pppalent ~@dy&eie MlWne Of disulbeikn k 
appmdm&fy 800 liters. 
bfmbossm 
four dihydrwrpotamine rmsykk metabotlte~ he+e been IdenUSed In human plasma l0lb+!ht9 ~81 admioki,a- 
Lion. The me,,,, met&tits. 8’.@+yd,@Jd,hyd,,MPoiemt”e, exhibits efftnity qui~Jk”t to tis pme”t for edrena,- 
gio and 5-HT reeepton and demoastmia e&ekot ~aiency in mra( vsnocoo$t,kte, act&by “o&k, hl vlvo 
Md I,, v/ma The otha motet&es. Le.. dihydmtySplpiE acid dihydmtysnrok amide. and e meiaboHte frwmed by 
oxtdeike open& of iba pro&e ring me of mha ,m~aMoce. FolbM@ lgpsl &dmi&imibn. total metlbomtie$ 
rspme,,, anfv 20%.30% d p(am AK. P,ranWJw phmm~okkielk cMXie,tZeiko a! MS four metlbo!M 
has noi ban pmamed. 
fmfewe 
The major ~~crdory mute of d,byd,os,@3tamfJ,e k vls ibe bile m the feces. The tote, body ctarmnm IS 
1.5 “mm wbleh r&cts mekb, hwtk c!wanee.. Dnf, 6%-% Ot WcbWd d,hydmm@ot”“bs IE sRrd8d in 
tbs mine after btr*mirgcukr m~actian. lhs ml cfWanee (0.1 LAW*) 1s un*fkcted t6 thn route Of 
d,hydme~Mardne edmkktmikn. The decline of ptul~ dbydme@okmhtafie, bmamosntk, 0, 
imwano~~ adminrrtraSon LO m~hWwmnital with a temtlnal ha&IL ai about8 boom. 
mlbPmllhfionS 
No studbs have ken ceoducbd an the effect of WMI M hepaik Imrirmerh petlder, mce. 0, etbntiiy on 
di,yd,wda,mioe pha,“w&inNks. DHT. 4P (dlbyd,w,q~smM “~+b) I”#ctii”. “SP k co”t,&dicstsd 
in pabenb with sovtmb rmparred hepatb w mm, iundbn. (fm CM7llArkotwlTh’hSt 
hlkmmbm 
Phannacokineiic rmiemtms hew bsm nportsd in petknk tmated OR@ with otbar eqotstkelolds (ea.. 
mcmasd lmb fl erpetambs) and macmt~ mllbbtico, prbcips$ tmfeammydn, p,esemebIy doeto tnhibi- 
tbn of cyt~chroms P4SO 3A mei&4km of the rtketot@ by troJsandomyc,n. Dlhydmarpctamke has ako been 
shown to be en MbSo, of c@%mme P45o 3A coiviymd madono and lills rspwrp of bwtkm bevo bsm 
oWhdfrom pdimte tm#ied vnth dihydm+,goiemmeand ~aolk?e antlbioiha (~9.. imb~ndomycln. 
ckrithrooycih erythumyem). and in petkhts Heated wtth dttrwr~demlne md prctaaw inhtbbn 
(e.g. fltwmb), pmoumabiy dote inhtn of @t&ame P450 3A matabotkm of eq@mine 
is48 #NmAlNnlc4nlm6). 
No phe,mamktMiZ &oie,act,ons meoktng Other cytochroma P45O km em toawn. 
t”DIwllDNS AN0 USAGE 
I*H.E. 45’ (d&d,oa,goiamlne mesyktete) fo~citon. USPk indkated for the acute Erartmmi of ml~mins 
b&aches Mb o, &hoot eum and the ecete t,Mime”i of &Me, heedeche apkod~s. 
comtulYrNcATlotl6 
rnre he’,v bee” B few repmte ot sdno”S &t”feso events aMcktedMb ma madminisbaion of dnndmeqaiamine 
ti potent CYP 3A4 klhibimn, wch as pmtsass inhibiton and mecmhde mtiibktin, ,eM&! in M~pasm iM 
led 10 camhral kchemk and/m kchsmk of the ext,e”,tk& The “18 Of potent CYP 3A4 lnh!bito,s (rhntlvlr, 
neftin~~r. kdmwis erytbmmych. c!adlh,onvcb, tmkandomjoh. bntooonazok-, tb~onazok) mm 
dihyd~mke is, therefore coni,n,ndimied (See WMSO‘SS: GYP 3A4 MMitmk 
~H,S.4S’(dihyd,os,~otarmnsmesykte) ,nj~&k”. USP shoutdnoibe B‘Je” topstkrihwith tsChem,C hean drs- 
ease (an(ltm Mods, hkimy of myocardmt bfsmtion. n docomenied mbnt kcbom4a) OT to paWnis who hsve 
cUmcal sylnptom~ or Sodinvs consktam vdth coronmy aRe,y v~sospasm kctudinp Pdmmeiel’s vmkni snoim 
(.% WARNWGSJ 
Because D.H.E. ~(dihydmerootamioe meMaie) Injeciton. LISP may bcmase blood ~resum. d should not be 
grvw to pdklm wim uncaohalkd hypelieosmn. 
D.&E. 49 (dthyd,oergo$mine nssykie) Iojs&n. Usp, 5Hb agonRts (e.g.. som&Vfpkn). e,ookminrmnim6 
iap M s,@m medicstmns armeihyseoalds should llot be used unihk 24 hoers of edch oihk 
D.KE 49 (dRydmqo,z&ne meeykte) ajectlon. USP should not bo admlnktemd to xdknts wdh hemlpk@io 
wbmlkfmbrdne. 
In add9kn i&hose conddkms ment,Med above. D.H.9 4Y (ddvdmemotemme mesykie) In)sCiton, USP n eke 
~ontrabdbmed b o&ants whh known oeriohemt mieikl dkoeso. e&e. fodowm~ vascular eur~e~y and se~rsh 
impi)i,ed hepaik oi&,el fupdlo”. 
D.H.E. 4C ,dihydme,gocsmme “!+syk@) i”,ecboo. “SP r,ay eaurs fet?J harm “hen adminktemd to B pm@“e”i 
worm. Dihyd,ovpoiamino poss~s~p) aMock prapa,tko and. therafore, shootd not be edminkte,ed during 
p,SgiMm. ,t thk d,eo b ored &ml prsgneney. 0, dS@ m becomes prer#oMi “,Mk kkb@ this d,“& ihe 
W%tt should beeppdeed af the poktcntiat hysrd 10 th&iUstur 
Theream no .xd~uab siedas ot d,hyd,oergotamme m human prs9”e”cy. but devetopmsti toxkny ha been 
demonmmted 111 ~p~rhmtal mmk b embry04etd dw@bpmnt sludtt of dlhydwergoiamtne mSry$ta 
nasal spray. intrariasal edmh,sVeiton to pfeipani m+s thmmlhoot the period of omaMpenesk ,esuUed in 
decxee$ed fetat body !+Xihtp andlo, skeki# WotfIuho” et doses Of D.tB “9JdF.y (aasoekied with “Memai 
pks~~ dihyd,oe,goiemino exwens [MC] eppmximaielyO.4X2 ttmeS tt@ exposes in hem~ns mcek~gihe 
MRDD of 4 mg) 0, grsate,. A no effeoi k-t for emboo-teiet t&city war not estsb’dshad k rats. Oskyed SkeleM 
oMicatian was ako noted io m&et Rums folkwlnp imranaosl admm~simikn of 34 mtidey (maternal 
axposuns appmxi~iey 7 times human ex@os”,es 8, me MRDD) dunno o,#e”c@“esk. A no effeciecilwslv1s 
smn al 1.2 matday (mderoat axporuteswmdmakly 2.8 times human exposorer et Um MRDD). 

When dif@coroot.emia mssykte n& spmy waredm,nkte,ed mimmsa’& to fpmak mis durmp p,e@nen~l and 
kcktbn. dacrawd body wtphk and impaired rwc&tb fuwtbn (demassd Ming indices) wsro okemd m 
the ofkphp at doses of 0.X mt$day o, smete, A 110 smet lsvsl wps not establded. Effexk on Lvekpmtnt 
oceu,md ilLdoses beM those thet pmdecod eeldance of Oignifiini maternal toxkii to mse sted& 
D,hyd,c+qoim”ine-,r,d,&ed ,“t,a”te,,ne g,MiI ,eb,,debon has been tirlboted to mduced oismp$csntal bkod flow 
remkbp horn pmbqsd vasbmtnctkm ofthe utprins wseh antim incmased mymrmi<ial tone 
D.” E. 45+(d,hyd,o,,@mt”e manykte) t#ecifon, USP k co”“ekdketed in pabeoiewho hsve prevmosCshaVn 
iTjp%mwLlty toef@ot PIk4Imds. 
Dihydroerpctamkomesvfatsie sbmdd not bs osed bynoalnp mothers. @ePREEAUTfONS) 
Mhydr~er@ta”he mcykt, shc@ld not bs es+, Mih p+,tphemt and centrat ~soco”si,tcio,s bkauee ihe mmbtna 
tm, my,&, In additive 0, synerpkib ak”e”on of Mwd p,ess”,e. 

WAftNtfIGS 
O.H.E. 45@ (dihymoe,@oinmine marykte) Inbcimn. USP should o,dy be used M&en B clear diagnosis 01 m&eke 
hluMchs ha besn miebtkhed. 

.- ._ _______.._ ._-.-. -.. 
d,&d,oe,@h,mti?,? libootd ihe,ef,,,e bs &de+ (se-, CaMTRnlNDlCMlON.9~ Exd,“pk+ of- 01 the mwB pOie”i 
EYP 3&t tnhbdms include: and-hmimk Moco~ole illd mamnemk. the p,otex+e inhibhom dtonavlr, netfmavir. 
and b,dl,,mt,, and mecmttde mtdbioi& #ytMX”y~,. ck,ith,omyoi”. and trokandomqcln. Other IOIL me”t CVP 
3A4 inhibitem should bs dmmktemd wdh c&or Lass f&Ml biixbitorr inckde s@uiRBvlr. nefezodone, Sunma- 

Fmfmk cmlpfimfiem 
There have bm npO,ts ot pteoni e”d ,ebope,don(sl bbrosk in FM-“k fotlom”~ prokmte-3 dedy “I of infectable 
dihyd,w,p4temine mewtan. Remix probnpsd deUy use of Me, erDn alketodid duos hes bssn aSfocteted Mb cm- 
drac vekek, flko$,$, Ran OSBS he”e elm bee” mpo,ted in assacktkm utth the PB of injeckbk dttIYdroaoOrarnine 
~hnunnr.k~~,pabenhsSo~d~~bbsassoeigedwihcardPe~kr~msk. 
AdmbWdbn of hH E. w (dihydmerpotamlns r&M tnbciion. USf? stmotd not exceed the domng OodelinBS 
and sh,,“ld “a, k “3ad fo, chrankdiuty edmJ,,kt,&m (has OOGME.44OAOMlNISTRATlON~ 

me sysiemstlc appmach descdbed above k cunaahr mcommendad as a meit?zd to ideMy paiknts 111 whom 
D.H.E.45- fdl- mine me&to) tnkctmo,.USP may bd o& toimdt mueke heackchm wdb an accepl- 
able me& &vdttok, pat&. 
cerdf#8kolamJsf8bmr 
me potemkl for adv3me c&kc ewnie exki$. Sericus adee,seca,dkcevents. mckdm9 Be* myocardlst Itan- 
tbn, NHhmko,“@ dkiutinras of c&$c h,,hm, and deah hanr beeo nportad io hem occuned lolmemg ihs 
edminkbxd+m ofdthydmmgobmkem~ktet!7,tikn. Cm~ldeinp ha artentof use d ddvdmwobmhe mssylab 
In paiients wdh nipfake, the bcidena, cd these events is eximme+ low. 

elswwd*rrEusnrramlh~mi~ 
~~~~* s”iMmchmid hem&@+, &,,o+,& and athe, cersbmvasnk, eve”k hew, bee” m$.ried in 
petknb tnated wh,, b.H.E. 45’ (dlbyd,wmo$mf”e mssykie) ,n@zttoo. USP; e”d some hem i-erulled 1” fetelitks. 
in B nimk, of cam, it apf,ex$ porsiMe thet the wrebrwsfcok, ~“18 ~~l,e prf”Xmy, ihe 
D n EW(drhyd,gs~okmine mesykie) t#eotton. USP h&g been adminktered IR the inco,,ect belmt that ihe 
symptom expodmmed won e consequence of mipmins, when ihay ‘#em not. b should bs noted that psbsnts Mh 
migmemaykatbad*ofcukb wr8bmwcuksuanfi (a~.. stroke. hmnhage. t,ans4enitocbo”keib?~k, 
omwLwaapamRelmbdEwnk 
0.H.E V (dthydmeqotamlns mesykte) ,n,ectton, “SP, t!,e other e,~ot etk&iis. may c&use v~sospseitc rsactions 
other then co~~attery~w~paom. MyacP,dk~pe,tpha,P, vascuk,. and aone ~chemk hsve bee” ,epMted 
with DB E. 49 (d&dmemo4amine meeykte) In@~i,on. USP. 
D.H.E. 4Y (dibydmefMamina mesykte) IMction. USP esscckted vasospasth phenomena may alSO cpese muscle 
pat”,. numbness, coldnsr, pa,,,,,, and cyenosir 0, the d@te. ,o patte”k with compmm,oed c,muktbn, pe,Me” 
wmpavn may rs%Rl b ~~n@rarx m death D H L 4+ (dlhyxt,oe,@otamins “~ykie) Inle~iton. USP sho+ld ba 
dkcoflkued imme&ehr W lions 0, symptame of~vesoconsi0otkn develop 
lllmm8lMoodmmere 
SlpntSCanl eke&n in bkod pres?iore bss been reponed an ,em ocearlons in petients wkh and vothoui 1 hktmy of 
hyp@tensim t,sa$d witbdibydmorpotamine mesykte Mectlon. DH 5.48 (dihydroe,goiemiM mesukie) Inkction. 
“SP k contmindketed In peikntr with o,,~mtm,lsd hyportsnsbn. (Sse CONTR4fND/C4TfONS.j 
A” 18x ,ne,aas in “aa” puhno”“y *my r!lesw,~ was SBB” fmiowhlg doslnp mm anothe, 5-H& agonat in a 
study wduatln@ subteds unde,ooIn@ c@diec~ath#e,kdOon. 
PfiFCA”TiOWS 
omwat 
D H.E. 4s (dih$dme,QMamine masykie) Iniecbon, LISP may cposo cornnary amry vesoopasm: pobentr who expe- 
n*nctcB sqns 0, symptumr sw(l* Of l”Qina fakwlq its admtnkbatta shwld, rn0few. be mhlakd tar the 
presence 01 CAD o,e pmdkpmltbn to vaisnt m&!tna before mcetvmg add&net doses. Similarly, penis who 
experl~~e otie, eympbmxs ~s,gns sogoestke ofdecreassd mtedel flau. soch es kchemic barel syndrome 0, 
ftaynaedb eyadmme fonotin~ me ese of any +HT aaont3t e,e Cdndtdaks f01 fo*, ewloenon. (ssa WARNINGS.) 
Flbmllr Cemdbtf sw WARNINGS: Rbmfx Com,,dmbons tnlo”utbll in hIteak 
The ieti of e patknt infomMon $hBBt k printed at t& end ol th,s 1ne.M To arsvm sah, and effective use of D H.E. 
4b (dihydmeqotsmme mesykte) injectton. USP, the mformabon and iesi,ectimns pmvlded m the pem intorn% 
tion olwi should be d,scoPsod edit, pa”eais. 
Patkits should bo advwrd to ,e$mtto me pmgicisn lmmed!?Iieb any of the followmp: numbness 0, Unglna in ibe 
bnpsm ,md toes, mosck peln in the mm4 sod 1896. v&mess in the kgs. pain ,n the chest, iemponry spesdmg 0, 
slowin@ tithe he&” rate, sWlh@. Or itchin& 
Pr,o,to the tn,ikI “se 01 ths pmduciby e patient the p,escnbe, shoutd take steps io e”f”,e that me pettent 
oedemiends how to use ihe product as pro&d. (Ses &f&f rnrormepOn shse( and pmduct,~&‘f+,Z, 
Mmtnkimtbn of D.HHT. 45* (dlhydmeqotamke masykte) tobcimn USP, should sot exceed ihedosmo auidelmes 
and should noi be oeed fw chmnk daily edminkttyedon Isee OD.MGEANO ADMlMSTR4TIoNI. 
Drop tldeledtmn 
tfweceadli~ 
D.H.E 49 (dlhydmsoJotemm8 mssykte) tnfeodatl. USPshould not be e~ed with peripheml vaSomnSt,tiorS 
kcmw tha mmbbdbn may cause swru&tb ekwbon ot blood prsssu,e 
s4#mflipmll 
Summ,@tan has been mpo,ted to cao$e comna~lmiery vesospesn and its effm could be addtbve with 
D.H.E 4p (ddydmrqo(a”dne mssykte) Inie”xm. USi? Sumebiokn and D H.E. 45. 
(d,hyd,as,‘mim,,,“e mes@ie) In)ecibn, USP shwid not be ieke” within 24 ho”* of eati other. 
(8-a cON7R4NSG4TlONS) 



OUEADOSASf 
3, date, then ,,a”e bse” “0 ,epMD of acme DM,~“PB#B with Lhk drug. Dust” tbs dsk of “8sc”br spasm. 
erceedlng ths mcmnmsndsd drmgw of D.H.E. 49 (dihydmwgctamins nasu(ats) In~ectf”“, “SP is to ba wmd- 
ed Exms~ d~slu of d~byd,cn,#ofamhs My ,eB!Jlt in ps,@bti stanrand symptoms of wgofir” Tmabnwt 
inck@ diSOadiw”ce of ths drw. local aPMatfcn d wmlb to tb8 affected am& the admI”Istmdo” cl 

In general tba $ym~tOms of M ac& D.H.E. 4C (d~hydmSrgL%tbmiM, meSY!@) I”,@tkm, USP cwmd‘w me Einl- 
!a, M thaw of an e,“cfamins werdcsa. ailhosh them Is faas c,~~~“,md nauw and vcmitk~” with D.H.E. 45. 

FfE~yB)ENTlJ TELLlS”R DOCTOR IF WU HAVE ANSWERED YES TO ANY OFTHESS PtlESTfOYS SEFOP.EYOfJ 
NSE N.W.E. 4S’~dlkyd&#.f.nha m4‘yt.W fG?&“fa. USP 
Sf~EffacfslllbWatehO”lHr 
A,tb,,“#h tba fclkwdng resctlonf ta,& c+x”,. they ~4” be sarfO”s and should be rsporred t” YOU, Physll” 
laanalkasw 
* Numb”= 0, tingli”f, b ym!, Rngms and meS. 
~Pe,n,tf#btwsr.wd$wmfc,tk,yc”rch~t. 
- YUSCIP DP~ 01 cmmw in YOW am19 and kg% 

. it” “,I a,qul down at a 45’ tqfe. t”smt the nwdte mt0 the Sd”fbn in tba sm9”l. 

. Dmw upthe mdmtbn by pdbq backthe pbnw sb+tj and dmifb until you Rach your doss. 

. Waektbssy,k,#efc,af, bubbfw. f!xMftwftk ths nesdk cW# u~wsrd. If tWsmdrb”bMes.tw 
y,wlf~ragainstffi~bcffh@ sy~i~gttb#@tba bubbbslolhdt~p. Slovdyand csrsfuky pubhthe 
pl”nps,upsoNrat lht MbbsampusW ““ttbrwgh thswdband yw %wdmpcf”edkatf0n. 

. ‘NM” Ihere am IO air b”bb!+a, check tbs dose of dts medkabc”. fi tkudow !a kwnmct. mpest steps 6 
thm”#h S ““tfl yc”draw”ptb8 ,&dose. 


