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DESCRIPTION
Bromocnpiing ylate 15 an erga! o with potent TECEDTOr agorust actviry Bromocnonne Mesyiate 1 chermecaity

gesignated as 2-broMoergocryniine mangmemanesudonans (sa1) * Bromocnpune mesyiale s 3 white 01 Sugftiy Colored. hne
Crystaline Dowoer odoness o having 2 weak CRATACIENSNC 000
Structursl [T tH,

\ / 0EC 10 1908

ERAOH
. CH
i ! M n.,c/ \:n,
CaH.BrN,0, « CH,S0, Mol. wt. 750.72
2.5 mg Taets
Each Strahon Lomams bromocnptine mesyiate #qureatent to 2.5 mg bromocnphne In acibon. eacn tablet

1abiet tor oral agmumy

comains e followsng machive ingeegients. ¢ oligscal SILCon dionde. lac10se mononydrate MAAESIUM Stearale. povigone. com starch

Maldic acid ang disocwm edetale

5 mg Caguules

Each capsule for oral admwstration contains romncnatne mesylate souvalent to 5 mg bromocnptne. in addmon. each capsule

contains the loligwing nactive ngredeents Collidal sicon domde. com stargh, USOdUM edetate, gelatn. Lactose manohydrate,

MAQResm Sl8arate. MMKC aCIK, Hovdone, barom dioide. and fed jeme tuode

CLINICAL PHARMALOLDGY - -

Bre ylate is 3 TECROTOF 3QONIST. winch activates post-synapbc ucodming receplors The U00AMMErgIc Neurons

" the tubeyomfundibutar process modulate he seceation of protactn trom the anmendy pituttary by Secreting a pdoiacn annbrory factar

{ougnt 10 be dOpamINe): I the comus statum The dopaminergic neurons are mvoived in the CONTO! 0f MOTOY funchion. Chwcally.
TRIUCES PLaSIa Jevels Of (MOIACTN I DaDemms, witt PhySIOIOgCaly sievaled prolachn as wee as in

pafients wih hypem The of (}Cal GCIEbON as weil as Ll i DD

SLales (s cOlned 31 dose vels thal 0o not atest SeCrebon of pther frope: hormones from he e pdlidary éwcm have

aemanstiated Mat bromocnpiine inducas. long lasung stereotyped behavior m rodents AN Tuming denavor in Jats having uiateral

{£5:00S 1 the substanta rra. Thase actions. charactensiic of those produced by depamine. are nidited by dopaine Jmagonsts

N 5ugQes! 2 awect achor of romocrpine on statal DD recaptors

Bromocintine mesyiate iy ammwl.msmommmmmn BSCI800N of Drolatt: In NUMans. wah Witke or no eftect

On Ot Diutary NOFmones, except » patiens. AIOMEQAy. where It lowars slevaied DIGD ievels of growih Mormone the

manonty of panems

In 2bout 75% of cases of amenornthea and galctorthea. ivormocnpiine mesyiate herapy the . OF
AIMast compleiely. ano Iewriates Nonma ovuaiony menstua cycles

Menses are usually poor 1o on of galactemhea: the e Yo s on dverdge 13 610 O weeks However,

Somé Babieots (AS00Nd WITN 3 few days. and ofhers may taka up [0 8 Moty

Galaciomhea may take ionger 1o contral OeDENaINg on the degres of stenulabon of the mamendry USsue pror o therapy. AL ieast a 75%
reduchion W secretion s usualty observed atter 4 10 12 weeks. Some pativits may tal 1o respond even atier 12 moning of therapy

tn many ac galic panents, b e ¥ a4 prompt and Sustaned reduchon mn circulatng leveis of sarum
Qrowth hormone:

Bromecnonne mesyiate produces fs [Merapeunc efect n the treatmen of Parianson's. 58352, 2 CHUCal CONMON charattenzed bra
DFOQressive gehtiency in yriMesis i the WG by dHeclly sumuahng the TECRPIONS n Me corpus
stnatum In comrast. {evodopa exents its therapeutc ettect onty atter 16 dopar by he neurons of the substarig egra.
wiiEh are known to e numencally mivished in s panient pooulation

Pharmacolisetics

Tne pharmacokinetics and metadaiism of DromoCnghing in human subwects were sipded with the hein of radioactively labeied drug
Twenty-igM perceny of an oral 00se was ab from e gast rac1. The biood Jevels fohowng a 2 5 mg dose were
e range ol 216 I ng Plasma leveis were in range of 4 10 6 ng equivalents/mi WiCatng thal Me red biood cels
i@ ol contain appreciabie amourts. af drug and:Or metabolies. in-wro expenmens Showed thal e dnug was 30% to 96% bound 1o
SerUm albumin

Sromochpine wis plelety &0 pror 1o The major route of excration of absorbed drug was via the gwe. Ol;z
2 5% 1o 5 5% of the dose was excreled i the ufine AIMOSE 3l (84 6% of the admwwsiared gose was excreted i the feces w1
hours

INDICATIONS AMD USAGE

Hyperprolactinemia- i Dystunctiens

Bromocnpime mesyiate capsuies or tatiets are ke ated for the g with

INCluding amenecries with or without JHECHITRG, infertiity of My B e Mesylate 15 INOICReS N
Panems wrih DROIBLUR-SOCTItMG SORROMAS, wiich may be the basic ahy ) 0 e above chmwcal

Piesamanons Reduction in Wmor sizg has been demonsiraled i both mase and lemaie patrents with macroadenomas. in cases where
ageneciomy s etected. a course of bromocnpnne masylae therapy may be used 10 reduce ihe tumar IS BNOF 10 Surgary.

L-[{ [ Of [aDlets are i In Ihe rgatmen of acromegaly Bromocnpting mesylpe tharapy, alone of as
0LNCUVE therany with oMutary «Tadkabion or Swigery, reduces SBIUM: Qrowth hormone by 50% o more i Approxmatery sne-hait of
DalierTs traated. ARhough not usualy 1o Normal levels

Since the eifects ol exernal DMURAIY ragiabon may not bacome manmal for Severdl yeNs. agwnctive iherapy with Somocnpnne
Mesyiaté cilers poiental Dentd batore Me effects of riaciabon are mandasten

Packinson's Diswasa
Bromocrigine Mesylate Capsiuies O¢ tablets are Indicates » ihve eamrent of the $igns and ] o i
Paronson s disease As adwncive treamment fo 1ev0d004 (alone of with a2 yiase ntuinlor ), b

53083 of levodopz,
those wha 3re beginfing 1o deieharse (Oeveiop tolerance) 1o vodepa therapy. and Igse who ae Expenencing “end ol doss faiure”
On levodopd nerapy Bromocnpiine mesylate therapy may perm a of the € g0se of levoaopa and, thus may
amendrate the OECurence and.or severty of adverse reactions 3ISOCUIBO with long-temm ievDdoda therapy such as abriormal
imvolumary movements fe g dysknesas| and ihe markeg SWINGS. N MOty ncton (“on-pit” phenomenon)  Conunued atheacy of
Uromocnping Mesylate herapy dunng treaimen of MOXs TN two years nas not bean estanished.

Data are msyticent to evamate oy oenetit Irom irealing newly dagnosed Parnson ' Gisease wih bromocrghine mesyiare
Stuthes have snown Nowever. signiicantly more atverse reacions {nalably nausea, nallsendiions. comfusion and Nypotension} n
Dromacripies mesyiate Teated patems than in ‘evod00/CAI0d TEAND patents. Patents CIWASDONSIVE 1 levodond are oo

for prom yiate iherapry

Fommmunous sk ]

) 0 hy and ¥ [0 any ergot al slnmmbmqlremunwmrmmmwm
ylate Shoukd be withy whet pregnancy rs o immmwms.ﬁmemrmsrms)hmemm

bromocnoine mesylate 15 rewstited (o contiot a fae0ly RXDINONY MaCIoA0ENOMa (sen PRECAUTIONS, Myperprolsctname: Stares)

and a pHMnt expenences a hypenansve HSOOY Of Dregnancy, the benelt of g Drom yiate must

ufiless wimndrawa) ol tromocripling yiane 15 0 be y

The drug showld nol be ysen Qg Ihe post-patum penod W women with a hsiofy of coronary antery (essase ang other sevire
card 55 wrihy 15 ¥ C Nm&uqaumnmwsr-mmwmm
Dalent should be ohserved with caubon

WARMINGS

Since nyperprolagiverma wilh amenomewgalactciies and wiervity has been found n patients wan prutary Twhors, a COMmpiste
evaluation of the priutary 1s wdicaten betoes Irgatment with bromacriptne mesylate

I pregnancy otewrs dunng brom y . Cafetu Observalon of these patents 15 Thandatory. Protactin.
SECIEDNY adenomas may expand and compeession of the opRC o other cranal nerves may oCciN, emengency piusary Surgery
becoming necessary In Most cases. te TES0Mves Tolowing deivary R of b yial has
been reported fo poduce wmprovement in me wisual heids of patents o whom nerve EOmpression has occurred dunng pregnancy. The
satety of bromocnpune mesyl dunng pregnancy (o the Mother and fatus has nol been estabiished.

been ooserved n imost 30% af pavents recew Homocnpune mesylate. On oecasion 1he 0rop 1N Sutwe SysIONC (ressire was as
Mck a5 5010 58 mm af Hy Wile 'Whrithuﬂ harngy with bramecriptinn *oCHrs in

in unmahu.tnmmmumu‘" Rave Joen rep N i
indistion 51 tharapy, bof (hlan -mm‘mum:mmuumunmr L

A eveispmg including
C338% 0l s1atus apeepiicus). bath with and withou the prior Oevelopment of hypertantien: 30 cases of siroke hove been renoried
MOSly 10 pOSIDINAUM DARATS whrea nranstal aan mietegre Fhoerpe bl g H "
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wno

May ynenensae ot P8Iz, X
Urdess windrawal of tvomaecnpting mesytate i1s cmm’m e be mecalty COMTanOCieg
The drug should nol De useqd QUG (e pOSE-DAUIL DENoC N wormen with a Iusiory of coonary artery disesse and other Sever

Cathovasculr UNSS Wity 15 Consigered medically COMTANICAtEd f the ong is used m the DOST-partum penod the
DEBENt ShOUK) D8 OOBErvEd with ClrorT -

WARMNGS - -

Sipce ] g m---e-andm'muynasmmolmmmemsmmm fumars. a compiete
evauznon of the pitwtary 15 witated before Treatment with bromocnolne mesyiate

I pregnancy occurs guang b <anetul of these patents 1s mandatory. Profactn.

secr!lmqionm:smmmWnsmurmmcmmwmmmnmm‘Wrmmwm
Becormng necessary In Mot cases, the compressian resomves f A of by has
neenﬂomaolnpmwcemmmmmmmualhmﬂnmsn%mcmmmmwmmmy.Tne
satgty of br mesyiate qunng preg ,tnmnmrmfmmmmm.

Smumcnmnsmcanoccurmmmsumdm yilie 1or any . In Studres weih
DIMMOCTIDUNE Mesylate, decreases in supne SYSIONC anD BastoNE DARSEUYEs o praater an 20 mm ana 10 mm Hy, respactively, have
been pbervec Kt AIMos1 0% of pabemts TBCEVINg Dromocnptne mesyiate. On ECakon. the drop in UDHNe Systole Pressurs was as
mucnassomsgmmmnqmmwmmwmﬂ-‘nmmmnmm.

Pentpartym cases ol hyp

in pOSiMAriRLng expanence in the US. i Nave baen e

NiLahon of herapy. bt often E'Y muw:mmmm;nm1ml
Bl $tatus speapticus). both with snd witheut mmum:uhummmm
N pOSIpIrIm mnmmwﬁmmuqumm

L FHINTES MAG/GT itokns reperied develeping 2 ¥ Sdvers bours

#Wmmmmdmmmmmmnmm|mm.m

tranzint corbicat bimdnesst. Nina casas of scute L hirvs boan

Atthough 2 causal red D between i ; ".d kyp Selzures, sirokes. and

L) N the il risk of s use during & nm%mmh
un??udm-umﬁ”n‘:mw "aaummmm-mmmm-muu
Made a3 (o whiiher the Inerapy L mmumnm.numuqmu
uumrmmmm;nm i dissrgers ' [ .mmm
the passiiity of an imaraction bremecripting mmmummnm
anumu:e"nm Penodic. Moy mmm#ﬁhm%mmwummuw?m_n
Dypestension. severe. progr o m&'ﬁm“?r |mumvummmuea‘mmmcusmm.

G1UQ Theragty Snould be ciscominued and fhe patient showd be evarygted proMmptty.
Long-Term treatmant (6 16 36 months) with Dromocipbng mesyiaie m dases Sangng rom 20 1o 100 Mgoay has been associpted with
ouimonary infinraies. pieural eftusion ang thickenmng ol me preura In 3 few patents. in Mase iNSTINGes in wiveh bromotnpane mesytate
ireament was terminated. the changes siowly revarted lowards fomal

PRECAUTIONS

General

Salety and efficacy of bromocnobne mesplate have nct been estackshed M pabems with renal or hegatc cisgase. Care should be
EXeICISed when ng yiale therapy ly with nther nown o lowar biood pressire.

oduents win prO@CNDma or Parknsan 3 disease g bewiq treated wiih oromocnpine mesyiate dunng pregnancy, they
Caunously otiserved. paniculary Qunng the post-partum penod f they nave a Iustory of cargigvascukar disgase.
Mypeiprolactioamic Staies

The reiayive atficacy of promocnpting MeSyIate versus surgery in presenving visual heids 1s not Known. Patents with rapedly DOgrEssve
¥isual Neid WSS shoukd e evaiualed by @ PEUFOSLITeH 1o YD decide on the most appropnate heapy. Since Dregnancy o oiten the
t1erapeulic chiectve 1n many hyperpr DabENS ITANOTNAN/0JLACIONMNea and hypogonadism finferity), 2
carel:t assessment at e Dary 1S essantal to detect me oresance of 3 Drolactin-Secrebng a0enoma. Patents not seehng
2regnancy. or IMose harbory) large ademomas, SMould e advised [0 use CONMTACEphve Maasures. ofher than oral .
duning Ireatment with bromognpline mesylate. Since pregnancy may oLtur peor to remmation of menses. a pregrancy test 18
Tecommended al asl every Tour wesks Bunng the amenomhe Denod. and. once menses Are renetiated, every bme 3 pabent messas
4 MEnsiruai penod Treatment wil bromocnpine mesylate Capsuies of tablets should be UISCOMMUED as $O0N a3 prégnancy has been

estabhshed Panents musi be monitoreg closely throughout preg y 101 5IgNS ana that may signal the eniargement of 3
PArEvIOuSly urkletecred o existmg peoiact 9 wmor i of bromocnpting mesylate trextment 1n oanenms with
KNOWN MACCOAENOMAS N3S Deen associaled wiit rapd reqrowin of tumaor and increase n serum De0lathn i Mos! cases
Acromegaly

Cold sensive cigdal v has teen 1 S0ME 4c! pabents reated with The

Zaould 1 aLsur. Can be reversed by reducing the dose of bromocrigiine mesyiate and ey oo prevenied by keepang the ingers wam.
Cases of severe gastromiestinal Seeaing Irom peotic uicers have been "eborfed. 50mé fata Afhough there 15 ho ewdencs That
bromocnptine mesylate increases Ihe ingigence of peplic uicers in SCIGMEQAIK, patients. sympoms SUGQESTIvE of pepix wicer Shouke
be inwveshigated tharoughly ang Nested appraphalely Patients wih 2 msiory of pepie uicer or gastroemestnat bisacing shoud be
observed Carefully dunng Heatment wan bromachpnne mesyiae

PosSie lumor &xpansion whie TECEIVING ETOMOCNONne mesylaie Neraoy has Deer reported i & few patems. Since the natural Astory
of giowth hormone SECreling tumars &5 unknown. all patents should be caraiukly montored and. nl evence of fumor expansion
Geveinps. QiSCOMNUINCN of realment ana aABMalve pracedures consdersd

Parkmson's Disease

Satety gunng 1ong-term use tor more than w0 years at 1he doses required lor parkmsoMsm has Nat besn estabhshed

As with any chronic therapy. penodic ol hepaic. h car ing N3l funchion 15 recommenaed
Symptoman: nypotension can occur and. theretore. Laulion SHOWG be axercised when Treatng pahems recaning aNtyperisnang
drugs

High doses of bromocnp yigie may be with and memal . Since pank paters may
maniest mild degrees of dementia. cautbon shoukd be usad when treatng such panents
Bromocncine mesylate wone or ¥ with 003 Mdy CUSE Nabucingdons (visual Or audfory)
Hallucmations usuaky resave win dosage reduchon occasionaly. dsconimuanon of bromocnpline mesylnte s requwed. Rarsiy, ater
hign goses haiiyeinanons nave pers:sted tor several weeks ] (N5CO t of be mesylate

As with levodopa cauton SI0UI0 DE exerciSE when a i Dr: pl 0 paients weh 3 Mistory ol mwacaral
IA(clion whe have a residual atnal. NodH, oF vemntular armyirma
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UNG 3. winch & usually Wnsient 3nd not of Chcal signiicance.

Atvorse Lyents Ozsarvac it Dibar Conditions: Poscraraee Pationis

mmmmmnmmmmzsmmmmmmmnmxmlmmct.mrnym
fenecaty mid 10 moderdte i oegrée. Thesapy was tisconbnuey in ipprosomaisty 3% of pabems. The most OLLUmnG
Hversa were: haadache (10%). catmess (8%). causea (7%, vomibng (3%). labgue (1.0%), syncooe (0.7%). darhea

mvwmmmmmmmmmmmmammcu.s.msmeuacmsmdmmrzcausnf
wmum:uumqtmzsofsmusmlemusl.ﬂﬂcausotm.msmsmmmummmmmm
Sequre cases were noy by the Mment af hy . An g N otten Drog ¥ savere

. SOMenmes bry visua . bften nymwmmcmmmmmsﬂwa.um
mmmmmammmummamolmmm.mmmy
noucen ‘wmucmwummwmmmw.mmwummmmw
cervbeltar One case of 7 was with and
lmmmumnmumﬂmuummmammTmm:mmmmmtmwmmm
fesyiate sominsirahon has not been estabhshed

The mast commonty TEDOMed SION% and Syrioms. ssocuted with acum DIOMmOCrpbne mesyiate ovargose are nausea, omng.
CONSbpItoN. apharnesis, dITness, paiar, severe malase. X . o i X )
aAnd repettive yawning. Themhaloosefusnelmnesmmuanumauqhanmmmrmmm. However. one geat:
xcummimmcmwmmmmmuwnmmu yiate ang ch 3

Triatmert of overose consists Of rEMGgval of the drup by emesrs (f conscious), astnc avage, actvated charcoal, of Sabne catharsis.
Caretul supervsion and recoromg of fuid intake and outpt 1s ESSential Mypatension should be treated by placng the patient in the
Trendelenourg posmon ang ng LV Huas o ! y rehet of Lannat be actueved by ysing e above
Measures 1c therr fuliest exent vasopressors should be consered

DOSAGE AND ADMINISTRATION

General

1115 recommended that iromocAptne mesyiaie be Laken with 1600, Pabents should be svaisated frequently dunng dose escalation 1o
determne the lowes! 05aQe thal Produces a therapeuic response

Hyparpeslactinemic Inicationy . _
Tnemmaloos:oenfbromocrmnemesylmlsli?mw25mgume1m.nnawmonal25mqnb6mmvummme
rremmmqnmﬂasmlmedmryalo?daysmml:nwmmummcrmmul:mmu. The Merapeunc dosage usualty 15
510 7.5 mQ and ranges rom 2.5 to 15 Miday

in orde? 1 raduce the Iikekhood of ProlonGEd BXpOSUTE 10 Dromocnotine mesylate should an UNSUSDECIEd prégnancy Octur. a
Mechancal comraceptive SHOUK be usea i, CONUNCTION with Dromocrghne Misylate harapy urtl nomal Ovulatory Menstnuai cycies
mnMnmm.Cmmmmyrmummmmmmmmy

Therezfter. f mensruston doRs et orcur wifin 3 Gays of the date. Tptme mesylate therapy Shoukt be dscontmued
and 2 pregnancy test performed R
Acromegaly

Vilualty a4 atromegaiic patents recerving Merapeutic benaft irpm TMesytate al3o have mouChons In Cutuiabng leveis
o growt e, T , pEnodic nfmulawlmlsorormhomonem.mmums.mus:mem
Oelermmng ihe iherapeutic potendal of bromocnpne fresytate. If. after 2 bnet mat with broer e

¥ o
TEQUCHON 1N Qrowth DOMNONG Meveis has faken place. cantul a35835MerR 04 the ChCHl fagtures of the crsease shoukl be made. ana it
no change has . G0S3Qe My o of theragy shoukd be congdersd.

The nibal recommengea dosage 15 1/2 10 one 2 5 MmO bromacngtne Mesyiate tatie on retinng (with lood) tor 3 aiys An Zadmona
1:210.1 lablet Sould be added 1o the tramen TEQIMEN 35 toierated every J to 7 days umil the panerit OUtINS OpIM Meraosmic
benetnt Pmﬂmnﬂbemvwmnwmwmmmuwmm DASEC 0 redUCHIONS 0f Qrowtht hormon 1 of CeCal respanse.
The usua ootimal therapeviic dosage i3NGE of bromoCApbne Mesytae vanes trom 201 1o 30 mg per day n mast g abents. The maamum
tosage shouid not sxcesd 100 mg per day
Panemmmmmwmmnmmmwnmummmmw 0N & yearly GABE 10 as3ee9 both
ihe chnical alects of ratkabon on the dsease QrOCESS a5 well as the eftects of bromocnphine mesae therapy Usualy 2 4 Io 8 week
willgriwal penad is adequaie tor this purpose A of the sgns Of MCFRALeS v Qrowth hofMone igicaie the
diSaase Drocess i5 SbM acive and tuther Courses of bromocnphng mesylate shoukt ba Conyigere

Farkinsan's Disanse
The basic prncie of bromocnptine MESYLIE therapy 1S [0 ivbie teatmer af a low 605208 30d. 01 an WY dudl Basss. Incraass e
daily gosage siowly unii a maxmum herapevhe response s athieved. The 005302 0f levndopa (urng this W DAUCKY panod should
be mairtainad. f possile The inrial dose gl Bromocnpline mesylate 1s 172 of 2 2.5 ™G Labiet 1w ce dady with meals, Assdssments
are advised 2l two week intarvals dunng 00320¢ Wtration o ensurg that the iowest 00Sage prOBUZ\"K) an Dpingl therapeutic response
15 1l exceeded. f necessary. the dosage may be increased every 1410 28 days by 2.5 ™y per ¢ 14 with meals. Should it De advisable
lo reduce The dosage of leveoppa BeCause of aoverse reachons. the daily 00sage of bromoacrptire mesyldle, i nereased. shouic be
accamphshed gradually in small (2.5 mgj increments
The satety of bromocnptine mesylate has not been demonsiraied in 0508 exceaging 100 my per oxy.
HOW SUPPLIED
Bromocnpune mesylate labiets, USP 2 5 Mg a1 #nae found 1abKLS. Scored On one Side with debossed code BCT 2 112 on reverse
Side. and are available in botties of 30 and 10';
glr]unnc:rggm Mmesylate capsutes. USP § Mg -1, opaque pink capsules. impnnted BT 5 on both the cap ana the body. in botes of
ang
Stare below 25°C {77°F). Dispense i 2 boht. 0l-resistand Contaer as dehined n the USP
Keep tis and ak drugs out of the ieach of ch.aren
Air Omty
AEv 9-98
Manutactured by Lek o 4
Liubliana, Skvema
Patkaged gy Rosernom Prarmateuhcal Comoraton
Denver CQ 80223
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“Each capsule comams biomocripiing _.m-nw rbuk
mevyinte paquivalent to 5 mg mesylste squivelent to 5 mg
bromocriptine. bromocrigting
c!_.ln.o-too Ses accompanying c;i.ue“nﬂm..-éﬁ
.clg!ﬁ-.a!lt“‘; Hesistant Coniingd W-ﬂul.' 5!-&“‘:. -resiatant conteine
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Capsules, USP
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