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42-Posology andmethod of administration
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miinised by using
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(Forpatieniswithnon-dialysed severe analfalur, see saction.3)
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~chidren and adolescents agedunder 18 years: Lactation Whie no specic experience exss for melocam, NSAIDs are known Lo pass ino mother's mik. Adminitrton terefoe i ol
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Increase gastrointestnal sk (sce below and 4.). Patets wit a history of Gl ooy, paricularly when odery, should report any unusual  Rare: Mood allered ightmares, Notknown: Confusionalstate, isorisnation.

Uncommon: Diziness,somnolence.
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Uncommon: Vertgo. Rare: Tiis
Cardiovascularand corobrovascular offects
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Mobitil
ampoules

Composition: 1ampoule of 1.5l contains 15 mg meloxicam

sandinfants |
il teroidal ant D) of "

inflammion
and the ant ¥ nvi the site of
inflammation the kidney. thought to be related to a selective inhibition of COX-2 relative to COX-1 and itis believed that COX-2 inhibition provides the therapeutic effects of NSAIDs
i OX1 The CO i
OX-2 selectivly, Meloxicam (7.5 and inhibition of COX-2exvivo,

(€O’ 0X-1).

time ex vivo, while indomethacin, didofenac, ibuprofen and naproxen signifcanty infibited platelet aggregatmn and prlonged e, Indlinica i, gaso sl aderseevets avralwer eportd s frcuenty ih
elodcam 7 Smpand g

gastro-intestinal per(nraﬂm\, nbslmclmn, or bleeds between me\ux\cam 0 aher NSADS A pooled analysis has been conducted involving patients treated with meloxicam daiy in 35 clinical trials in the indications osteoarthrits,

rbleeding. i o bstruction or bleeding (P
blinded review of cases.

Contraindications: Known hypersensitvity to meloxicam or any excipient of the product There is a potential for cross sensitiy to aspiin znd other non-steroidal antf-inflammatory crugs (NSAIDS). Mobit should not be given to
asal poyps

haematomas may occur.

-Actve pepticulcer. -Seversheptlsuficncy. -Non-dialysed severe renalinsuficiency.
-C t5years.  -Pregnan
pregnancy, Nursing Mothers & Pediatric use

~Do not administe Inections preserved with benzyl alcohol to premature infants, neonates, nfants below 13 years, pregnant women or nursing mothers. Benzyl alcohol has been associated with serious adverse events & death,

Special Precautions:
Aswith other NSAIDs, upper
ith or The
play In blood i
d: D) liver
cirhosis, nepholic syndiome and ovet renl isease, diureic, or th K led In'such patients, volume of diuresis and renal functon should be
cartly monore at therapy. I rareinst itial nephrits, Aswithother NSAIDs, occasional elevaions of
serur other parameters of liver In most cases, these the normal range. f persitent, Mobit should be
irthosis. As with
other NSAID: \g from impaired renal, hepatic or
o Lo ! e
Warnings:
increased isk of i and stoke, whi This isk d fuse.
diseaseorriskfactorsfor i i AB
bleeding, ulceration, i testines, at
Effects onthe ability o drive and use machines:
drowsinessor

Drug|nteractions:
*Other
“Li

N sother N

*Diurefics;

toinitiating treatment

*Antihypertensives (eg, - Blockers, ACE-inhibitors, vasodiators,diuretics):A
“c

{GYP) P40 enaymes (GYP 209 mafor bty and CYP S04 mirpliay) s e it plleys, s percidse oxidalr, The polenl oo pramacokintc neacln shoud be tken o accunt when
of antacids, cimetidine, digoxin and furosemide. Interactions with oral idabetcs camo; e xcodes oot ampoules must not be mixed with other drugs in the same syringe since there is no information about possible
incompatibiltes.

Side Effects: reported
i i 7500 127 days),
andon 254
1%
Gastrointestinal:
moreFrequentthan1%:  dyspepsia, nausea, vomiting, constipation, flatulence, diarrhea.
between0.1%and 1% eructation, oesophagit ; occultor
1 i, hepatis, gasti
Hematological:
morefrequentthan 1%:  anemia
between0.1%and 1% i C appear
factor
Dermatological:
more frequentthan 1%~ pruritus,skinrash
between 0.1%and 1%: stomalitis, urticaria
1 e
Respiratory:
g D
Central Nervous System:
9 headache
between0.1%and 1% vertigo,tinitus,drowsiness
1%: nfusion, disorientation,
Cardiovascular:
more frequentthan 1% dema
between0.1%and 1%:  increaseinbloodpressure, palpitations, flushes
Genitourinary:
between0.1%and 1% rum urea).
lessfrequentthan0.1%:  acuterenalfailure
Vision Disorders:
1% conjunciivits,
Hypersensitivity Reactions:
19
Application Side Disorders:
morefrequentthan 1%:  injecionsite mass
between0.1and 1% injection ite pain
7.5mgor
than7.5mg.
15mg.

1
Storage instructions: Store atroom temperature:
Thisis amedicament

*Donotrepeat
Manufactured by:

Medical Union Pharmaceuticals,

Abu-Sultan, smailia, Egypt

Issue Date: 201912004, Rerevision date:14/1/2013
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