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spray use during pregnancy. Avoid use of dhydroergolaring masylate duing pregnancy (see WARNINGS). Data sullectsd over
ave shown no increased risk of major iage fats i
pregnancy,

In animal reproduction studics, adverse offxcts un devolopment wers chserved fobuwing intranasal adrinistration of
einydroergotam myw kg prgruncy docased il by wigh andlr skt setcaton s s o bt o

ot limd! ins e calctlated
as the number of paterts who o porte an everl
vidad by th i numbar ofpaens (1756 posed dlhyacumuumm mesytala nasad spray. All 1500ried events e
included excapt thase akeacy listed In e provious table, those tn genera] ta be Informative, and hose nat reason:
associated with the use af the drug. Evens are further dlassified within body system caleguries and enumerated in wder of
d'cr!uhg lmqum.y using the folowing definidons; frequent adverse svents are defined as those occuming in at least 1/100

g ey and the cifspring) al doses thal  petizns: in /10010 1/1.000 pas
wers wl (se2 Data), The al 2% 10.2,9%) and miscarriage  in fewer than 171,000 paients,
i women g,
it detect, 1255, or ihar adverss ourcomes, n the U, e estimated of Skn
mor birth i i ios s 2% 0 4% and 15% 1o 20%, espectvely. nequent etocia i, ash <okt chmny v
ey 2, s, hrps smpiex.
Data Musculoskalota
Animal Daty mnwumrnws myalgla, nusculer weagess, dystonia;
Intranasal acministration of dibydroergotamine mesylate o pregnart als throughaut the period of resulled in ions, rgidity.

wocreased foral bocy. wavum and/er skelotal osstication at doses ot 0.15 mg/day and greater. A no-stfoct level for adverse
effects cn embryofetal devilopment was ol icenblicd in rats. Intanasal sdministration of ¢ hyeroeragraming mesyhile 1o
‘pragnant ranbits throughaut ot resultad 1 Ce a 2.6 my/day. Tha no-fiect ose for
adverse =fiects on embryofetal development n raobty was 1.2 m/day. Inranasal administraton of dinydocrgotamine
sylace o femele rats tioughout pre and lactation resulled In dacraaseq tody welght and Impaired reoroductive
function (decreased mating indices) i the offsprng al deses of 0.15 mg/day or greater, A ro-effect dose for adverse cifects on

Centrad and Petfaheral Nervous System:

irequent: confuon, remor, ypoesthesia, verigo;

Rare: spesch dsorder, nywunmx stupor, :nmnnd galt, aggravated migrane.
Autonomic

produced cviderce of matemel toichy In these studies. Dibydroergotaminc-induced Intravtorine growth retardation has been

myometial tone.
Narsing Malhers

" , segotamine. arelated crug, s pressnt in numan

miraquent Increased swae\uw
Special Sen
smell atorsd, pholoshedla, conjurctits, abnormal lacrimaton, zbnormal viston, Lnnitus, sarzchs;
Rare: zye pain,
Prychlatric:

mmqumrummm -upmn; insomala, cencentration mpaired;

mlr»qumt ahmmlmpm dyspepsia, cysphasia, bcup;
safivaticn

DL’q dmergotam e masyate rasal :my may mmu milk supoly because It may Cacreasa prolactin levels, Bacaiss of e
P vaitng, ok pulse. 319

Corovasestn
Infrequent; edema, pelp Leion, tzchycar

3 cays atler the last cose, Breas{ m Ik supaly during s time shoukd be pumped and discarded,

Pecialric Use
Safety and sifactveress in pedalrc delianis have not Daen establsned.

angna
Respiratory System:
nraguent: dyspnea. upper rasdiraley ract infestons;
re: bronckospasm, bronchilis, pleural pain, epistais.
System:

reasad frequancy of miciur bon, cystits,

 vagirits,

malatse, rlgws, fever,

Infrequent:
Uss i the Eldaty Reproductive, Female:
There avout pray
patients over aqe&wueemm from th= conirol=d cinicad tials. Body a3 s Whole - Generat
ADVERSE REACTI

IOKS
Ouring studies and the foreign  posimarketing seporance with dihyérogotamine mesyals nasad spes thers
have been no fataities due to cardiac e

Serous cardiac evenls, mmumq sume thal have deen fatal, have cccurred following use of the parenteral form of
ibydroeryatariine mesylate (DLE. 45 |rqecnem) but are extemely rare, Events reported have Indhised coronary artery

vesospasm, Wransicnl. myocasdial ischemia, myocardiad infacion, verlricular tachycarda, and ventriaudar Rorllaton, (see
CONTRAINDICATIONS, WARNINGS; and. qummm

Fibrotic complicatncs have boen raported In assodation with long ter Use af irectabla dhydroergotamin mesykate (sea
WARNINGS: Ftrofic Comolicabuns),

Incidence in Controlled Clinical Triaks
Of the 1,796 patients and subjects Teated witn dinycroergotamine mesyate nasal spray dusss 2 mg of less I U.5. and foreign
K 26 (1.4%) discontinued because of 3

The adve "

in gt ey s 13, G .tk et
trauma, depression, ‘samralence, allergy, voniting, hypatensi

2,
and paraesthesia.

The most commanly reparied adverss cvems assaciaied with the use of ditycroerootamine mesylate nasal speay during
placsoo-conollad, coudle-bling studtes for the irsatment of migraina neadzche and nol reportsd at an equal ncidence by
placedo-treatea patents were rhuaids, ltered mmot aste, applicadon ste reactions, ahzims nausea, and vomiting. Tre

In ctel cinicalpractcs cr i olhr ccal s, Nese frecuarcy estimaes may nol apoy, 5 10 condLars f 43, (2goring
behavior, 22 the fdnds of patierts Geated may dfe.

Diwdroargotamine mesylate rasal soray was ganeraly el lolerated. In most instances fiasa events wara transient and
set4imled 2nd 0 nol rasull in palieal Bvortimitod from & id T e abe nannadzes e hedses e of
advrsh et raprtad by oL at 1% of paieks o acared dihytmargatains mesals nasalcoay ot the vt o
Btcebo-coeRed, douoind diical g4 and et 1ot (e han 1 hase palients

Rwe: fu-like symviums, shack, oss of voice, yawning.
Aeplication
Inlrequent:| Ix)l anesthesia,

Postintroduction Reports

vaat have been received since (e inyoducton of the injectable formulation e inchded in Uhis socton save for those abeady
Hsted abxive. Becausn of ek source (open and uncontrdlod dinical use), wothor or ol events reparted n associaion Wi the
uss ol ¢ hydrocrgatam:ne s causally elaed ol cannot b determine, of pleured and

ikosis in patients fllowing o of nftable mesyiate. nesylats nasal
spray s et recommendsd for peckonged daly use, sce DOSAGE AND ADMIMSTRATION)

To,{cpor SUSPECTED AOVERSE REACTIONS, cortact Somorit Tharpentc, LLG 31 1804179175 o FOA i
1-000-FDA-1088 or winw.dagovimedwatc)

DRUE ABUSE AND DEPENDENCE
Curenty availble dats have nat nennnstmm ¢rug abuse of psycholonical amum with diyérosrotamine, Howevey,

cases o dn forms ofer Thus. dus to
um:ncnvy o vascula headazhes, s mperaive 3t pabents e adised o 10 xcced recommenced Sosages.
QVERDOSAGE

To dals, thers hava been 1o rapors of 2cuts overdosage VAt this drug. Due Lo e ris< of vascular spasm, excoecing the
recommenced dosages of dinycroargotamine mesylace nasal $9ray Iy 1o ba 2v0iced,

otism, Treatment indudes dscontiny-
ump.bul bl wamitte mc alfecied area, the admir mmnemmua. 6, and nursing care o orevert

ngenenal, b symolomsof an sk dhydruerolanine el asal sy overdose w st o e of an cgoianios

ovtcose, hagh ") mscylats nasal apray. The sympinme
o rgetumi overcose ke ne lloving: fumones, g, pun. 1 cyarass o e e sl v
e or absent perpharal pus; respiralory deDressn; an lncrazsa ancior decrsasa n blood dressurs, usal n hat

G, o, and ot bt e gees o Sen v, 3 40 e pan

Information
-tm for the Patien!
Dinydrvergutaming Me;yh\u mu Ny drog e GOT 3 ph g ) Nosal Spray.

The sulubion used i ciydroergolaine mesylats rasal spray (4 mg/mL) i intended for ntranasad use and must not bs
injectod,

- Sp astril ack or s v i, Wal 15
mingtss. Spray anc egain nto each nostrd,

5. After zamphatng these nstructons:
+ Carctuly d39030 of e nasal spray pump with the vial,

Important Notes:

e fore using your . Keop
omaion handy o i renca,  This Isaft doos nat contain ll of te informaton on cim drosrgotaming Tenbia
nasal oy,

pray s been evaluated Ina baied of patients long term (e5., 1 year orfongen.

Purposa of your Medication
Ditydoernamine mestls sl spay ¢ ended o aeatansciv migrans eatache Do oty 0 use o rovert 3
heacacte 1 you bara 10 symploms. o e usa ot all yplcel
of your dach ek il Be vt

ot be used for ]

o kidney areas in pationts follawirg prolonged caly use of Injectadle cinydrocrgotamine mesylate. Rarely, o) m daly
use of oter ergol ukeloid drugs (the dlass of drugs o which anwzmum ms
assoclated with heart vabvular brosls. Rare cases have also been
diydroergotamine masylals; however. n thosa cases, delients alsa recalved crugs known to be assocaled wih: heart
vabwtar forosis,

" o
« have any sA2sa affecting your hear, arteries. of cicadation.
- ae hhﬂyuﬂlma"\rw ‘medications (protease inhibilors).

« e baknga AyBromycin.
Importani quections:
Please answer e Youuse esylals nasalspray. lyou answer VES o any

oy . o your docter bofore

. nuyuu have high blocd pre
+ Dojou havechestgain, wmmulnmm et ciseas, o have you had anysurgery on outhear aneres?
abetes, smuhing, strong

spray , X must be thrown away after 8 bours,

Stortng. ﬂmohmlm ‘Mesylate Nasal Spray
. Q!B ‘medication i1 5a’e place away Iram children
nesyiate nasal spay g [
. Dn not nasal 1o ter i mE
ever refr.gerate or freeze d mmrwhr'lm mu\hll magal speay. |
. Un ot keen an apened diydroergotamine mesylate speay vial for more than § 'hu! Crec the expiration date. |
orintsd on the vial containng mvllumn Ifm emlm cala has passad, do nol us

Check i prini ining medication. has passed, do not usa it

Answerx to patients' “ Soray

What it nsed help in using my Ditydroergotamine Mesylats Nexd eyt
I

speaicta your doclor o pharmacist, of Rt 7

Haw much medication sbould | uss and how often?

ichls 1 spray Ineach nostr, folowed
by an addiiond i ineah wetd 15 mines bl for 2 il of 4 :pﬂnl‘.hnm Use more than this amount urkss
oray

Wy do [ have fo prime or pump the Nasal Sprayer 4 times befora wsing? Am | wasting the medication?

You have ta prime the Nasal Seeayer 4 mes W mako sure thal you get the proper amourt of med caion wheh you Lse L
Ahough a1 will sce spray s, in each val t allow you o prepare your
‘sprayer properly. dpray.

over 40)7
Doy hav nypolns wih o <y 3 p s or o, o 057
+ e you pregrent? Do you Uk you montbe pregrant? e you iy ek sgont? e you sesly acios

uss Ir?
¥ou ara ready o use . R may not

Ha Tho g your
‘e flly cffecive if opened and rot used vithin 8 hours,

Pt using bith contol? mesylts

rl sty hok b avded G ey, ek o o helthcare roder g away i you a1 peegant o warl
1 becoms rega
o At you m—nm:m

Ha Aer completg the U dose, s must caretully dispass of your Ahycroargotamine mes fats asal sorayer and tw.
‘apened vial. You should L36 a new UK fof your next migraine attack, Each U containy a new nasal apraye:, and a vial of
diydrosryotamine mesylate nasal spray meclcadon.

messe nase spray may 10 your acy. !
d :!dlvnl\anmusl i ider adoul

Cant nmnynmnw.anhmhr

the best way to faed your baby
. Han o e d b cop g b o any ciher medicatanbecauso o an oy o bad racton?

Are you taking any ot e omycin or sther anlibkiics, or medications for ood prassura
prescribed by your dm.‘»al or n\hcv lm:d\d»zs nhnn-d lmm ‘your drugstore withoul a doctor's prescription”
Doy

Have youhad, o 60 you e, any disease of the nvcv a m-ﬂ

15 this headache different from your usual rigraine

Are you using mesylate nasal wur o ot daly
basis?

« Ave you Laking 2 protease ihibrir for MV therapy?

* A You laking  macrolide class of antibiodc?

Sarious or potartially |fe-trvealening reductions I blood flow ta the brain or extremitias have bean reparted rarely due lo
Yiate nasel I macrofde antbigtics.

REMEMBER 10 TELL YOUR DOCTOR IF YOU HAYE ANSWERED YES TO ANY OF THESE QUESTIONS BEFORE YOU USE
DIYDROERGOTAMINE MESYLATE NASAL SPRAY.

Side Effocts Yo Watch Out For

In dlinical traks, most migraing serigus side effects. You
may msparerca soma rasal congeston of rfaton, SRered swnca  tass, Sore wnnL nausea, vomiting. dizzinass, ;n
faiigue afer . These e effecly ly

$ruldve repued o yout pysen mmedall:
 Mabriess o 1 s frges
« Pain. liphess, cr discomlortin your g
; Vil punor cargs i e s e
Weakness

o and

your legs
Table 3: Teast 1% of Nesylts - T 9\1 lowing of your heart rl
Hasal Spray d » sgntcantletlny oxus when dhydroergotamie I gven a LV, doses of 4 mgq In mice, 130 m9g | + Swelingor e o o o ’
In the Migrains Placebo-Controlled Trials intats,and 7 moAg ntabkis.
famine Mesylate Placeba i i Dosky batiniCin
plepérpie s v bun 3 ceifed Rion A spray, which s 1 spray in sach
W=507 Telephare numbers of Bsted In e Physirlans’ Desk Rel in 15 minutes by an additienal spray in each nosir . for a tofaf of 4 spe:
« Studies havs shown no bansfi lrom acuts doses greatar than 2 g (4 sarays for a single adminisraticn, The safey of
Respiratory System DOSAGE AND ADMPMSTRATION doses greater Ihln]l::q e ;4 ;E pemuﬂ hnsn: been -um&( o o 1 sl e sey
s 2% % e st et i ihytowotamine mesyle s spray (4 mofnl b tended o ksl e and st ot et |« Th sty of oss oabs tan 4 maina -y oerod s baem et
Phanymgtis % 1% for the. . sheuld nic:
el % % = i o, O s 05 ) of v i i b eay shaud be adinsierd  ewh sl Fieen
Gastrointestinal System it al
s " " forafotal dm of faur If you have used more mecication than you have been instructed. contact your Coctor, hospilal =mergency department. of
Nausea 10% 1% 2mg for 2 single * g Ina 24 hour par neaest poisin amtrol ceater Immediately,
Voriting % 1% 4mginaT day perod s ol been ssublEhed,
Diarthea % <% o How to use the Dihydroergotamine Mesytata Nasal Spray
Special Sensas, Other 4 e ud 1.Use available training materials.
PRl - % + Read and follow the nstuctons in the xdminstraton nstructons which are provided Wity the dhydroergotamine
® o Pror o admiskatin, o g s b prned e, s i) e s sce mmmm instnuctions), G the ay package befors attemairg o use th pr
n Site nasad spray appiic h heurs. « It thers are any questos Joucaming 4 st of Fod ummmumm masylate nasal spray, ask your doctor or
Application Sk Reaction % % . - phamacist, herapetics, UG
Gentral and Peripheral Nervous System Lo P ——
Dizziness “ % applicalor i chodkd v dlccaried | S i g
Somnckice % » 8 hours). 8 Nazal Spaayers
Paraesthesia o ™ oW SUPPLED « Administraion kbsvuctons
« Package luen
"3:&1:?“ ot 1% <% avadible (asa 3.5 i amber glase el
Vil containng 4 mg of inydroe-gotarmine mesyate, "
Faiove by % ing 4 mg of dinydroerg mesyat 3 Asserbls a sprayer.
Asthenia i3 0% mesylate a package of sheet, package sprayer only when you ars ready 1o usa iL.
Rokaris Wi S i Exhun cans of e v 4 o sy DG 0009 BE00 1 Lo e crane . o v o | e Apebrpiohichobes bl it ool 1 7 tus con and mtal s 1 & cht o
Moutn Dy I % 70069-680-08). | Kespiog hoval g emon 35
et rom e rsert spray pun tastan
Musculoskoletal System Stora belaw 25°C (77°F). Do nol cefrigerate o freeze, . "
Stifness. % <% 4.Usm 0o s
Manutactured for: movecap o s uri o the paint way from X
Other Adverse Events During Clinical Trals oiset Therapeuts, LLE. DONOT PUMP MORE THAN 4 c in eachvial o

n the paragrashs tha folow, the frequencies of less commonly reported adverse dinical events are presented, Becaute e
reparts induda events obsarved in opon and uncontroied studies, the rols of dinycroergotamine mesyixte rasal spray In Teir
caissation camot be rellably determined. Futhermore, var abibty assoctated with adverse evert repart), the terinalogy used

7 mm

Somerset,NJ 08373

Weden taly

pray pump propes
spray)

can ba used i y0u have a sty nose, cokd, o ellrgies. However, i you are
kg 1 it tryur ok o s, T by v & doctor's prescrption, speak W your
doclar before using diydroergo nasal 5

Do Ineed to sniff the medication when 1 spray it in my nosteit?
Ho, you shouid not snlf becausa dhydrosegotaming m-Mu nasal spray stoukt ramain In e rose sa thal I can oo
through

f you have any other uianswered questions aboul dirydroergotamine mesylale nesal spray, conull your docter o
pharmacist.
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Somersel Tharapeutics, LLC.
Somersel, NJ 08873
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