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Orthonate

ronate Sodium .
GE WEEKLY :

Each tablet containg;
Alsrdrorate Sodium USSP o guivakbnt to 70 mg alkend mnic acid.

CLINCAL PHARMA COLOGY:

Oz & gporosis = chamcerized by kow bore mass tat kads o an
ncreass d risk of fractures usually of spime, hip and wrist
Alsrdronate & absphesphonate et binds o bons lydoxyapates
and specidically inhibits e acivigy of oskoclasts, the bana-
rezaroing culis. The osteoclasts adhere momally to the bore sudacs
bbut kack the nuffled bordar that is indicaive of active resoption.
Alendronate doss not inmeris s wih osteoclas amadhment, but i
does inhibit oxteocla st activity. |t mduce s bone reso plion with mo
direct afic ot on bone fommation, akho fhis procass Riduces
ultimase ly bezuse bone resanpt maﬂhﬂﬂtm are ooupled during
borns umovar.

INDICATIONS AND USAGE:

Orénarats s indicated for

= The teatment and prevwertion of o5 apo SIS N PO S eN0 pasa
WO

- Tratment to inomase bone maees in men with o op oneses.

DOEAG E AND ADMNISTRATIO N

Tha usual reommmended dose s 1 Tablket with a full ghss of watar
onoe & wesk upon arsngior e day &t keast 20 mimwte s badors tha
first food, drink or ather 0@l madications and the patien s should not
w diown for 2t leamt 20minutes after dose.

k should not be taiten 2t bad time or before arising of the day.
Failure to follow $hese instructions may ncreas the e of
wezophageal adverse experience . Patiens should moaive

sup plemental calcium and vitamin [, i dietary imtake is inadeguate.
Mo dosage a djustmant is nem=sary for the o Harly ar forthe pationts
with mild .o mode mie renal insufficency (ceatinine ckamnos 25-
S0 mlmin). Alend mnate i not recommend «d for patients with mans
e mral nouihicency foreatinme charance <2 Smilmin)

CONTRA-INDI CATIONS:

Orhorate & oonta-andicated in Patients

-With emophageal abmno malitie s much 2= stridurs, achalasia or
nability fo mmain stand up nght for 20min. afer dosing.

- Hypa ma rsitv & 80 any compon snt of this product.

- Hypocalocemia, P e gnancy, hctation.

PRECAUTIONS & VWARNINGS:
Ganaral pracautions:
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smopha gis, ¢ soph ageal ubss and seop hageal srosions have besn
repofied N patents moeiing s atment wih Aend onate. Themiors
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Pracautions atphy sican stage:

- Physoiars shauld b a2l o any sigrs or symploms causinga
possible & sophage al rea clions and should nstnuct e patients ©
dmcontinue Alend mnate and seek medical amention # ey devalop
dy=phagia, odynophaga, mitnsiemal pan or new or womsening
haarium.

= Mlendrona e s not recommended for pa tients wih creatinine
cheamnos <35 mLmin.

- Canmas of osteopo msis othar fhan extrogen deficiency and agng
should be corsidaned .

- Hypocalcemia must be comected befom initiating tharapy with
Ll ndronate.

- Oebar distu®anoss of mineral metabaolism {such as vitamin D
deficiency) should alm be cfiecively tmated.

Pracautions atpatant stage:

Tha fisk of ssvem mw-ia wdve mE XD TR NCES APREATS W D
greatar in patisints who s down after taking dknd mnats andlar who
tail o swallow it with a full glass of water, and'ar who continue
taks Mond mnate afier developing symptoms suggesive of

=m0 phageal imitatfion. Theneons, it is very important that the fu
dosing nEudions as provided to, and unde miood by the patiom.
- To facilitate daliivary to the stom ach and thus reducs the potentia
foresophageal inftation patients should be irstrucied o swallow
e ndronate with a full glass of water and not fo e down for at lkast
20 minutes and wntil e rtheir first food of tha day.

- Patienits should nof chaw or suck on e tablkei because ofa

poten tial for onoph arpn geal wlosration,

- Fationis should ba specifically instrucisd not to take Alendmnate 2t
badtima or befars arising for the day.

- Fationts should ba inlormed $at fails to follow these nstuctions
may increas their rsk of esophageal probms. Patents should be
restructe d that if they develop ymptoms of esophageal dmase
{zuch as difficully or pain upon swallowing, nstrosic ma | pain or new
ar warsening heanku m) $hey should stop taking Abndronate and
consulf thair phy sician.

- Patients should be instrucied that if thay miss a dose of

Al ndronate once weskly, they should take one tablks on the maming
after ey remembar. Thay should not take two @blkes on tha zame
day but

showld retum fo faking one tab ket once awesk, as ongrally
scheduled on ther chosen day.

USE INELDERLY PATIENTS

Thars s no age-related dific mnoe in safety and offcacy profile,
howeyer greater senstviyy of some olde r imdividual cannot ba rulad
ot

MALMG | NTERACTIONS:

T _l - 4
Estroqg T [:] t py (HRTk Degres of )
TIDPTEES0N 07 DO TUTMIOYe T IS Oreatet WIRDe Conoimentise O
Alerdronate and HRT than with = Shwr oom ponent alo ns.

Calci 2 PR 1
- ol ) ] .
Cioncurrent adm instration will imerie s with absanption of
Mlendronate. Thersiom patients must wait 2t least 20min. afer
dass.

Aspirin: The incident of upp er gasiminte = nal adverse events is
Qe ter in patie nis recs ivim g con cumen t thempy of Aknd onate and
dzpirin conaningpoduds

NSADs : Caution should be taken during concomitant usa with
Mlardronate because NSAIDE use i aszociated with

g hroinie st inet afion .

EIDE EFFECTE:

Alerndronate = wellokrated & side offects are usually mild and

Teml M

Gastroi ntestinal Tract: Abdominal pain, naussa, dyspe psia,

con=ipaton dianfosa, flatulknos, acid = gungtation, esophagea

uloer, vom iting, dysphaga., abdomina| demertion and gemtitE.
-

Mus culoskalatl:
Bona, musck, or joint pain and musclke cramp.

Directions for patiants:
1 Choose the day of the we ek tharbe st s powr scheduks.

Upon awaking, before taking your first food, beverage or other

medication, take ona tabletwith a full gass of pain water.

2 Continue morTing ac fvities.

Dan' odomwt.d'mo'w-nma'"ndca:oﬁ‘n'a: wast 30
minues aker dose. Then you may eat breakizs
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affer yoo mmember DCon'take o Shiets on the sam e day Retrn
o tking one Sblat once @ week, 25 orgipaly scheduled on your

PREGNAUNCY:

Aooror Dodstio g oot lobtood ookl

=i r
INETRUCTIONS:
* Sone in a cool and dry placa.

= 4. Wandronate should be used Inpegnancy only i ®w potential benefit

NURSING MOTHERS:

ed by *Kewp al mpdiches sutofthe redch of chilimn.
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PEDIATRIC USE:
Satkety and eficcivene s in padiat nc patients have not been
establmhod.
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