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PAESCAIRND PO FION

LAMADOL Injection IMIV
{Tramadol HCI)

COMPOIITION:
[Each 2l oontaies;

Tramadol HOL. ... SR 100Ing:
Ay - Specy. Brockes

DESCRIFTION:

Lamadol (Tramadol HCH injection 15 @ centaiy acling synikslic opioid anaigesic. The. mode
of solion bs Aot compleisty undersiood ot lsas! twe complementary mechanisms appear applicabie e:g
binding of parend and M1 metabodts o g-opioid recepbors and weak inhibitlan of feuplake of
mm-spinepirins and serolonin, Opicid activity is due B0 holby low afiniby binding of ihe parenl
compouwsd and higher affinify Sinaing of the O-demeihyiaied melabolte M5 1o p-opiotd recepions

Lamadol [Tramadot HCI) injecton induced anaigesia |s only partlaily anlagorized by ihe opiale
antagonist nafcnore, Lamadal {Tramado! HCY) Injection Has been shown B inhibd reaptake
of nor-spinepieine and serolonin nmmweﬂmmr-uymml::mmmﬂwﬁl
araigesic profle of ramadol Apar from analgesis Lamado! [Tromasol HCI Infecion adminsiadon
may pimduce a consieilaton of symploms (nciodng dusiness, somnolence, nawsea, constoaton
FWEaling and pnemus) Seniler i Sat of oy Dpéoios

Earmacct {Tramadol HOH) INection fios Not teen Showm 10 CUSE NESamne relsass, Al Berapeutic
doses, Lamacal [Tramado! HCD Injeclion h.u- rd effect an hearl rabe. ief-vendricular funchion
OF CAFAC ndex. Orincsialic Typolension ras

ENDICATIONS:
Lamade! {Tramadol HTI} injection is indicated for e maragemeant of moderais o moceroiely sevens:
chionic pain n adits wha mgure rosod-e-clock Soaiment of el pain fof 2n exdended pediod of ime

DOSAGE AND ADMINESTRATEDMN:

The dossige should be acusted o e rh!nﬂl‘f of e pah and the sens@vily of Ine individual
paden. The dosage of Lamado? | Tramadol HCY) irjeciion In adulls and acolescenils above the nge of
14 years s One Ffection {2mT) B or IV in he moming and evening.

Howeyer, in S reasmecd of fumaor pain and sewvere posioperalive pan much higher doses can be
given. On the basis of this recommended dosage S doclor may adust the nlersal bebween doses o
Endividual requirements. whenebey 1| shourd ol B fess than s hours: Btart Lamadol (Tramadol HGI,I
mjection at $e owest possbie dose and 1Rale upward as ioferaled fo achieve an adaguale &

Clinica sludies hawe not demorsiraied a cinicad benefil al a bofal dally doss Exceedng B-I}G'nu

HYMPFTOME AND EMERGENCY MEAEUREE IN OVERDOSAGE

HRETRUCTIDNE FOR THE DOCTORS}

The Kifiowing fypical sympioms Fave been observed reduced level of CONSCIOUSNESS UD %0 coma
pensnalized eplleplic satzures, hypotension, fachyrardia. consbicted or diated pupds, respiralory
deponssion up fo respicotony amest. These effect may be aboilshed by the adminisimabon of an opiabe
anlagonist (a.g. maloxone) to be gven carefully in répeated cmall doses; as bhe duralion af
efect i shorer T that of Lamadd (Tramadol HOL Injecion in addiion inlensive cane measunes
{in particolar ntubaitons and vendilafon) -:h:mlu he imifialed. in ihe event o convolislons
e admindstation of bens sipouid e , P prevent haal osa
and fluld replacement may be recessary.

CONTRAMIDGCATIONE
Eamadel {Tramadol HC) injsction shiuld not e admimisiened i cabiends whohave Bypersensiingy o
Framaciol, o any ofher componen| of fhis produc or opliokds.

‘BIDE-EFFECTS:
Lamads {Tramadal HCT) h’ilel:ﬂor Is melaively sale opickd ansigesic Baving few. side effeclis e
Mosssa, swealing, dry mosih, dirziness may oocasonady oCos D rare cases there may be

ey ory
cardiceascular :euulallnn ipiptalion:. mohycarda, fendency fowards colapse up jo cardiovascular
colapss) These side-sfMects may.-pocur partculandy in an upoght nwhlm om IPRravenous
administralion and in patenis under physical siain

L] mm :ae-s huud:t.‘he mn—lng vorniting, canstipation, pasirciniesbnaf imilation, |:rur||us
amanth a0 COOUT. I vary rare cases Lamadol (Tramadol HCH Injfection may @
p:yl:h.u: -:-l:h: sffecls which vary individually im infemsily and nabsre (uuend.ng on
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pErsonalty and dralion of mecicason ;. Thess Ncse Chanpes N mood |uswily siation, cocasioraity
dyspharal, changes in aciivEy (usually suppFesskn ocoasionaRy Increase) and changes n
COQNiHive and. Gensortsl capocity (e:g. O=CiSion Dehavior, percepiion giserders)

Lamador {Tramaadnl HCl inschion cacses vanous dove-Jepanoent degress of nesmralony cepression and
sedalion on Jomg-lerm use loderance, psychic and physical dependence may develon

Mofe: Even when faken, accomding, fo insbructions Lamadol [Tramadol HCIh Impeclion
may affecl reecion %0 such an exienl $al the patienl's copaciy o drive o operabe meachines
e Ampaired. This appBes pardcolady i conunciion wih alcohol

BE IN BPECIAL POPULATIONS:

Renal Disease Patients

impaired renal Tunclion reqdls ina decreased mibe arg exferd af akorelion of Mamadol = iis
active molabolie, M1, The pharmacokinelios of Lamadol (Tramadol HOT Injeclion  were studied m
patients with -mild ‘or moderate renal impameent alter reseting muitipie doses of Lamadol
{Tramadol HCI} Injection. These 15 ro consisiond frend observed for Laomacsd (Tramadaol HCI) injeclion
expasure reialed io rennl funclion in palients wih mia (CLor 30-00 mLming or moderale
4CLex: 30-20 mLtme renal mparmend in commparison o pafsenls with nomal renal fonction Howerer,
Lamadof (Tramadol HCl) injdecfion does nol permil e dosing Nexibify mouied Bor sads use
in patents with severe renal impaimment.

Hepailc Bnpalmnent

Lamadod (Tramadal HCE Injeclion  should not be used i potents with severe hepafc Imparment
Geriainio

The affect of age on e absorghion of Lamado! (Marsadal HCL Injecion in pafents over She age
of 83 years has not been studied and & unkniowm.

Pregnandy:

Fregeancy cafegory-C, Lamadol (Tramadcd HCH Inkection shoufd be used during pregnancy omiy if the
podenital banedt postfies the polerdal risk o the fabs,

Kursing Mothes:

Lamadol (Tramadal HCH njection i nol recomemended for obsiefrical precperafive medicabion
or ko posi-Selivery anaigesia in nursing molhers beacause s safety = infonis @nd newboms Bas
ook besn shidbad

DRUG INTERACTION :

Tha conoomilant admintsiraSon of Lomacol (Tramadol HCH Injedtion amd offesr osnirally cepressant
drugs or alcofvol may intecsily the central nervcus side-affeciks’ of Lamadol (Tramado! HCI)
Irfection in paricusar respinbory depression, Lacadol (Tramaadol HOY) injeciion should nof be wsed
in pafienis receldng MAD inhibiiors and neurnleptic drugs

ETORAGE:
Slone ol ismgeratons Delow 30 "C away rom light.

PRESENTATION:
Laradod iTramadal HICJ) inssciion is availbis in 2 bow of Se2mil Ameodies
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