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Pioglitazone 15mg, 30mg
Hydrochledrigi-Diabetic: 5m°
COMPOSITHMN:

Each tablet contaiins:

Pioglitazone {as hy drochlaride ) Sch. Specs. .
:"-ogumm-agasﬂ:fdmo'da; Sch. Spacs. . .
Pio glitazone {a= hydrochlorids ) Sch. Specs. .............

CLINICA L PHARMACOLOGY:

MECHAMNEM OFACTION:

Pioglitarone Fydmchloride i an oral antidiabetic agent that acts
primanily by decmasing inmulin resstance. It i uad inthe
management of iype 2 diabstes melitus @b known as non-nsulin-
depa nide it dia e tex mislinus or adukormet didbetes)

Pogitarone s a thiamldined ione antidiabetic agent that depands
on $% presence of insulin for s mechanism of acion. Plogitazone
decmases nsulin resistan os in the periphery and in e Iver
resulting in increased msulin-dependent guco s disp osal and
decrmased hepatic gucoss outp. Unlike sulionylursas, pogltazone
= ot an insulin secstagogue. Pogitamme s 2 highly sekdime and
potent agones for e pemxmome profie @ or-acivated rece plor
gamma {PPARg). PPAR recapio s am found in tssee's impo fant for
rsulin action such a5 ad poss tissus, skeletal musch, and lver.
Activation of PPARg muckear mowptos modulates the tranoription of
a mumiber of insulin resp onsve genes ivolved in the contmll of
gumss and ipid meta bolism.

PHARMACOKINE TICS:

Abez onption: Fallowing oral administration , in the fasting stae,
piogitazons s first measurable in senum within 20 mimutes, with
peak conoent @ tions obmeny sd within 2 hous. Food shightly delay=
e tims 0 peak Seum conceriration to 2 6o 4 hous, bt doss not
altar the sxtentof abmpiion.

Diistribut on: The mean apparent v lume of distriation (VdF)oi
piogitazore following sngle doss administration s 0.62 2 0.41
{mean 2 S0 Lk g of body weight. Pio gitazon s is o tensively potein
bound {99%) in human senam, principaly %o semm alkumin.
Piogitarons a ko binds to ofher zarum proteins, but with lower
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INDICATIONS:

Piofit is indicated a5 an adjund to dist and exerciss to improva
giyoemic contnal in patierts with yps £ diabetes (non-insulin-
dapandant dabe tes malitus, N DDM). Piofit s indicated for
monotharapy and = also indicated for wss in combin ation witha
sulio ry burea, metiorm in or insulin when dist and sxercise plus the
zingle agent does rof result in adequate giyoemic contral.
Maragement of fype 2 diabetes should alsa indude mutritiona
oourmeling, weight % duction as nes ded and sxecise. These sfons
are mpofant not only in $he prmary treatment of ype 2 diabotes,
but alsa to maintain the & fficacy of drug he=py.

DOEAGE & ADMNE TRATION:

Piofit tableis ane taken onoe daiy with or without me als and should
e taken about fe same time averyday. Hows ver, skipping me als
while taking this medicine i not advisad. This can cause
Fypogycsmia.

Monotharapy : Piofit monothe @py in patie ms not adeguately
conitm lled with dist and exercize may be initisted 2t 15mg ar 20mg
onoae daily. Forpatinis who ®spond nadeguately © the mnitial doss
of Piofit, the dose can b increased n mcrements up to £5mg onoe
daily. For patic nts ot responding adeguately to monoth arapy.,

oo bin@tion therapy should be comsidanad .

Sulfonyg hurea : n @mbination with a sulonylursa may be
ritiated at 15mgor2lmgonce daily. The current mulionyluma doss
can be continued wpon intiation of piofit therapy. | patients & part
Fypoglycemia, e dose of sullonyuma should be decreasad.

Matfonmin: Piofitin @mbination wish metiormin may be nitiated at
15mg ar 20mg onos daily. The oursnt metiommin doss can ba
oontrued upon intiation of piofl fempy. Kisunlkely fatthe dose
of matorminwil maquine adpstment due o hypoglycemia during
o bination tharapy with Piofit.

Insuline Piofit in combination with insulin may be mitiated at 15mg
or 30mgonoe daily. Tha cursint inlin doss can be continued upon
ritiation of Piofit theragy . In patients m@ivingPiofit and nwln, hs
mzulin doss can b detreazed by 0% i the patient & ponts
Fypogycemia or i plasma gucos concentrations decmase W bss
than 100 mgidL. Further adpustment s should be individualized based

- Onaullaion: Therapy with pogitazmne, ke oihar thia zolidine dione s,
may result 0 ovulation N some psme nop awsa | anovulatoy women.
Az 2 resgult, these patiems may be at an mcreased risk for pregnancy
while taking piogitazons . Thus, adequate contracepfion n

prem anona Usal women shoud be recommendad.

- Hapatic & ffects : Therapy with pogitazmne should not be mitiated
i the patient sxh bits clinical evidencs of active lver dissase or
ncreass d Se M transam inases bvels (ALT, aanine
aminotmnsierase greaber than 2.5 times e upper imit of nomal) s
sias of tharapy. Liver erzyme monito sng s recommended in 2
patisnts priar o intiation of the@py with piogitamne and

perodically fiereaisr

- PREGNANCY:
Piogitarons should be used n pregrang only # the potential baneft
it s the pokenial rsk to the mother and fetus.

- NURSING MOTHERS::
Pioglitazone should not be adminstersd 0 a ru Sing woman.

- PECIATRICLISE -

Safety and offc ciivenass in pediatnc patie nts have not besn
wstablshed.

DRUMG INTERACTIONS:
Katoconaroke: Ketooonamok mhibited up to 25% of ha patic
piogitazons metabolsm invitro &t a concentration egual mo&r o
pogitazone. Pending the availabiliy of additiona | data, paticnis
recsn ing ketoconambs concomitantly with piogitarons should ba
wvabuzte d more fmaquantly with respect to giy osmic cortnal.
Oral contracs pfives: fdm nistration of thiazo dimed ione with an
oral comtrace pive @maining s thiny | estradiol and norethindrone
reduced the plasma conoent mifions of both hormo nes by
approximately 2096, which could mi=ult in bss of contrace ption.
Tharsiors, additional castion regamding @ nirace ption should ba
wxaized in patients receiving piogitazons and anom
contmcepiing .
Glipidide : Co-administration of pio gitazore and Smggipizds
adminisiend omlly onos daily for 7 days did not alter the sieady
State phanma ook inefics of gipizide.
Wilir&rin: Co-ad ministration of piogitazons for 7 days with warkanin
dd’ﬂiw'mﬂﬁdjﬂﬁﬂ’ﬂ“ﬂmﬁ’ﬂﬁﬂ'wa"ﬁ'ﬁ
Fiogitazons has no clinically significant e fiect on pothrombin time
when adminisiomd fo patients mociving dhonic warkarn $harapy .
oxin: Co-ad ministrat on o f pio gitarone and 0.2 5mg digoin
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mirisAe g o=l onoe daiy dar ¢ days did not aler e sSeady
=tate plharmaook inetics of digoxin.
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modest weight gain. Some peopk may also sxpefence anaskiia
arid flud retamtion. These sde & feois do ot happen in all people.
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