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Darman vasitesinin istifadasi tizra talimat (xastalor liglin)

Ticarat adi:
Colodium
Colodium,2 mq,kapsula.

Beynalxalq patentlegdiriimamis adi:
Loperamid hidroxlorid

Tarkibi:
Tasiredici madda: loperamid hidroxlorid-2mq

Koémeakgi maddaler: laktoza, qargidall nisastasi, magnezium
stearat, kolloidal silisium 4 oksid, polivinilpirrolidon K-25,
polisorbat 80.

Tasviri:
Yasil opak va boz opak,kapsulun bir terefine “HD” va diger terafina
“CD 2" yazilmis kapsul.

Farmakoterapevtik qrupu:
Diareya aleyhina preparat.
ATX Kodu: AO7DA03.

Farmakoloji xiisusiyyatlori:

Loperamid  bagirsaq divarinda opiat reseptorlari ile
birlasirek,asetilxolinin ve prostaglandinlerin xaric olmasini lengidir,
peristaltikani asagi salir vo méhteviyyatin bagirsagdan kegma
middatini uzadr.

Farmakokinetika:

Loperamidin  absorbsiyasi-40%.Qaraciyarden ilkin kegisde
oksidlasgdirici N-demillosma prosesinda intensiv metobolizma
maruz qalir.Plazma zilallar ile birlesmasi 95 % olub asasan
albuminlerledir.Yarimatiima middeti 10.8 saat toskil edir (9-14
saat).9sasan nacisle made-badirsaq trakti ile xaric olur.Az
hisssesi sidikle  xaric olur (konyugs olunmus metobolitler
soklinda).

Istifadasine gostariglar:
- kaskin va xroniki diareya
- ileostomali xastalarda nacisin requlyasiyasi

Oks gosterisleri:

- usaq yaslarinda (6 yasa qader);

- loperamid ve komponentlarina garsi hassasliq;

- keskin dizenteriya vo MBT-nin digar infeksiyalari (Salmonella,
Shigella, Campylobacter);

- bagirsaq kegmamazliyi

- divertikulyoz

- keskin xorali kolit ve ya psevdomembranoz enterokolit
(antibiotik gabulu ile yaranan diareya);

- hamilsliyin ilk 3 ayi

- laktasiya middati.

Xisusi gosteriglori:

Qarinda képme ve qebizlik yarandiqda preparatin gebulu
dayandiriimalidir. Colodium simptomatik mualice Gglin oldugu
Uglin yanas! etiotrop mualice apariimalidir.Diareyali xastalarda
(xUsusan usaglarda) hipovolemiya va elektrolitlorin asagi enmasi
yarana biler.Bu hallarda mayeni va elektrolitleri barpa etmak lgiin
avazedici mualice apariimalidir.Keskin diareya zamani 48 saat
arzinds Kliniki vaziyat yaxsilasmasa,Colodium dayandiriimali va
infeksion proses inkar olunmalidir.Qanli nacis ve yiiksek diareya
ile misayst olunan diareya zamani preparatin gabul olunmasi
maslehat olunmur.QIGS-li xestelerde garinda kdp yaranan kimi
gabul dayandiriimalidirHeam bakterial ,ham da virus mansali
infeksion koliti olan QIGS-li xestelerds Colodiumla miialice zamani
yogun bagirsagin toksik genislenmasi yarana bilar.Qaraciyar
funksiya pozgunlugu olan xasteler ciddi nazarstde olmalidirlar
(MSS-nin toksik zedslenmasi baximindan).Mualice muddstinde
dietaya ve mayenin barpasina amal olunmalidir.

Ehtiyat tadbirlari:

Qaraciyar gatmamazigi.

Diger derman vasitaleri ile qarsiligli tesiri:
Qeyd olunmayib.
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Hamilelik va siidvermae dévriinde istifadesi:
Teratogen va embriotoksik tesiri olmamasina baxmayaraq
hamilelik miiddatinda yalniz o halda teyin olunurki,mimkin olan
xeyir dole ola bilacek zarardan yliksak olsun.Hamilsliyin ilk 3 ayi
arzinde Colodium istifadesi aks gosterigdir.Siid ilo xaric oldugu
Uglin stidverma zamani Colodium aks gostarisdir.

Naqliyyat vasitasini ve digar potensial tahliikali
mexanizmlari idare etma qabiliyyatina tasiri:
Nagliyyat vasitasini va diger potensial tehliikeli mexanizmleri idare
etmakden yayinmaq lazimdir.

Istifade gaydasi va dozasi:

Daxila.

Boytiklar,yaslilar,6 yasdan yuxari usaglar:

Kaskin diareya: baslangic doza-bdytkler tiglin 2 kapsula 4 mq va
usaglar gln 1 kapsula 2 mq,sonra isa har defekasiyadan sonra 1
kapsula 2 mq gabul olunur.

Xroniki diareya: baslangic doza- boyiiklerde giinds 2 kapsula (4
mq) ve usaqlarda 1 kapsula (2 mq);bundan sonra doza fardi
olaraq korrreksiya olunur (nacis giinde 1-2 dafe olmalidir).Giinds
1-6 kapsula gabul etmakls bu naticeni alds etmak olur.

Maksimal gilindslik doza.Boyiklarde keskin ve xroniki diareya-8
kapsul (16 mgq);usaqglarda maksimal glndaslik badan gakisina
asasan hesablanir ( 20 kq badan ¢akisine 3-8 kapsula).

Nacis normallasandan sonra ve ya 12 saat nacis olmadiqda
preparat kasilir.

Olava tesirleri:

- allergiq reaksiyalar

- qgobizlik ve ya qarinda kdpme

- bagirsaq kolikasi

- sidiyin lengimasi

- bagirsaq kegmamazliyi

- qarinda agri ve ya diskomfort

- Urakbulanma,qusma

- hipovolemiya

- elektrolitlorin migdarinin azalmasi

- yorgunlug

- yuxululug,basgicallonma

- agizda qurulug

- dilde yang! hissi (preparatin sorma formalarinin gabulundan
darhal sonra).

Doza haddinin asilmasi:

Simptomlar:  Markazi ~ Sinir  sisteminin  tormozlanmasi:
kordinasiyanin pozulmasi, yuxululug, mioz, stupor, artmis azsle
tonusu, tenafflislin tormozlanmasi; bagirsaq kegmamazliyi.
Usaglar MSS-na tesirine gox hassasdir.

Mualica.

Miualica simptomatikdir: Madanin yuyulmasi,aktiviesdirilmis komir
(Colodium gebulundan 3 saat kegmemis), agciyerin sini
ventilyasiyasi. Antidot-naloksan. Imodiumun tesir middati
Naloksanin tesir middatinden gox oldugu lgln tekrar Naloksan
tayinine ehtiyac ola biler. MSS —nin tormozlanmasi slamatlari
inkisaf eda bildiyi tiglin ciddi nazarst lazimdir.

Buraxilis formasi:
PVX va alliminium folgadan ibarat blisterde 10 kapsula.10 blister
veraga iglikle birgs karton qutuda.

Saxlanma soraiti:
25°C-dan asag| temperaturda,usagqlar tg¢iin slgatmaz yerda.

Yararliliq muddati:
3il.

Aptekdan buraxilma saerti:
Reseptsiz.

Darman vasitasinin lisenziya sahibi:
Hovid Bhd., 121, Jalan Tunku Abdul Rahman
(Jalan Kuala Kangsar), 30010 Ipoh, Perak, Malaziya.

Istehsalgi:
Hovid Bhd., Lot 56442, 7 '/2 Miles, Jalan Ipoh/Chemor,
31200 Chemor, Perak, Malaziya.
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COLODIUM

DESCRIPTION

Green opaque and grey opaque capsule with “HD” printed
on one end and “CD 2” on the other end of the capsule.

COMPOSITION

Loperamide Hydrochloride 2 mg per capsule.

ACTIONS AND PHARMACOLOGY
Loperamide has an antidiarrhoeal effect. It slows
gastrointestinal motility by effects on the circular and
longitudinal muscles of the intestine. It binds to opioid
receptors in brain homogenates and intestinal strips. Its
constipating action is probably due, at least in part, to actions
at these receptors. It has an elimination half-life of about 10
hours, metabolised in the liver and excreted predominantly in
the faeces.

INDICATIONS

For the relief of acute nonspecific diarrhoea and of chronic
diarrhoea associated with inflammatory bowel disease, as
well as to reduce the volume of discharge from ileostomies.

CONTRAINDICATIONS

Infants and patients with severe colitis or diarrhoea
associated with pseudomembranous colitis resulting from
treatment with broad spectrum antibiotics.

PRECAUTIONS

Loperamide is not recommended for children under 6
years of age. Its use has been associated with fatal
episodes of paralytic ileus in infants and young children.
Appropriate fluid and electrolyte therapy should be given
to protect against dehydration in all cases of diarrhoea.
Oral rehydration therapy - which is the use of appropriate
fluids including oral rehydration salts, remains the most
effective treatment for dehydration due to diarrhoea. The
intake of as much of these fluids as possible is therefore
imperative.

Drug-induced inhibition of peristalsis may result in fluid
retention in the intestine, which may aggravate and mask
dehydration and depletion of electrolytes. If severe
dehydration or electrolyte imbalance is present,
loperamide should be withheld until appropriate corrective
therapy has been initiated.

Safety for use in pregnancy and lactation has not been
established.

Use of this medication should be carefully considered
when the following medical problems exist:

Conditions where constipation must be avoided,
dehydration, diarrhoea caused by infectious organisms,
hepatic function impairment.

MAIN SIDE/ADVERSE EFFECTS
Abdominal pain and other gastrointestinal disturbances
including toxic megacolon.

Dry mouth.

Dizziness, fatigue, CNS depression.

Nausea, vomiting and loss of appetite.

Skin rashes.

Constipation.

OVERDOSAGE

Clinical features:

Nausea, epigastric discomfort, constipation, dizziness,
drowsiness, stupor and coma.

Treatment:
Emesis or gastric lavage is unnecessary unless a very
substantial overdose has been ingested.

Naloxone 0.4 to 1.2 mg IV may antagonize the clinical
features described above.

DOSAGE AND ADMINISTRATION

Usual adult dose:
Oral, 6 to 8 mg per day up to a maximum of 16 mg per day.

Usual paediatric dose:

Below 6 years - Not recommended.

6to8years - Oral, 4.0 mg per day in divided doses.
9to 12 years - Oral, 6.0 mg per day in divided doses.

Note: In general, dietary treatment of diarrhoea in children is
preferred whenever possible.

The information given here is limited. For further information,
consult your doctor or pharmacist.

Storage:
Store below 25°C. Protect from moisture.

Presentation/Packing:
Blister pack of 10 x 10's.

Marketing Authorization Holder: HOVID Bhd.
121, Jalan Tunku Abdul Rahman

(Jalan Kuala Kangsar),

30010 Ipoh, Perak, Malaysia.

Manufactured by: HOVID Bhd.
Lot 56442, 7 '/2 Miles, Jalan Ipoh / Chemor,
31200 Chemor, Perak, Malaysia.
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