CTD MODULE 1
ADMINISTRATIVE INFORMATION AND
PRODUCT INFORMATION

Product Name : TETRAREN CAPSULES

(Tetracycline Hydrochloride 250mg)

Pack Insert:

TETRAREN CAPSULES 250 MG

COMPOSITION

Telracycling Hydrochioride BP 250 myg

PHARMACEUTICAL FORM

Capsule

CLINICAL PARTICULARS

Therapeutic indications

Faor the trealment of infections due to sensitive organlsms and particularly those affecting the
respiratary fract, gastro-intestingl tract and genlte-urinary tract, and infections of the skin and soft
lissies,

Prophylactically before or afler dental andior surgical procedures.

Posology and method of administration |
Capeules should be swallowed whole with 2 glass of waler bne hour before o two hours after a meal. |
Adufts: 1 g per day in four divided dases of 250 ma or twa divided doses of 500 myg aach. Highar |
doses may be required to contral acule episodes. Acute gorococcal urethritis 500 mg three times: |
disily for one of bwo days. Femaka patients require more prolonged therapy, Acne: 500mg twice daily. |
It no improvement is seen after the first thrae months another oral sntibiolic should be used,
Children: Mot recommendead for children under 12 years of age. Usial dose for children of 12 yesrs
and above: 25 mafkg/day in 4 divided doses. Children weighing mona than 40 kgs should be givan
{he recommendad adult dose, |
Contraindications {
Knaown hypersensitivily lo tefracyclines. Renal impaiment. Children under 12 years of age, Use |
durng pregnancy of factation, |
Special warnings and precautions for use

I renal impaimment small doses of the drug may fead to systemic accumulation with possible !
hepatic toxicity. Under these eircumstances lower doses are indicated and tetracycline serum level
determinations ere advisable. Likewise in patients with hepatic dysfunction ar when ey ars taking
other patentially hepatotonic drugs. Tetrasycling should nol be administered to children because

& yellow-brawn discalouralion of the leath may oocur, Enamel hypoplssia has been reportad,
Photosenzitivity raactions can sometimes pecur: Susceptibe patients should suoid direct exposure |
to natural or arificial sunlight and discontinue therapy at the first slan of skin discomfort, Weak
neuramuscular tockade may ocour in patibnts sulfering friom Myasthenia Gravis. Exacerbation af
SLE {systemic lupus erythamatosus) mey oecir. In comman with &l antibiotics avergrewth of
non-susceptible or resistant organisms may occur. Both cress-sensilisation in patients and
cross-rasistance between tefracyclines may develop. Increased Intra-cranial pressine, with bulging |
of the fontanefies has cocasionally ocelred In infanis. This condition rapidly disappears whan the |
drug is withdrawn. iy
Interaction with other medicinal products and other forms of interaction |
Patients receiving concurrent anti-coagulant therapy should hava the doses of those drugs reduced 4
because tetracyciine depresses plasma prothrombin activity, The anaesthetic methoxyfiurane. |
Increases the risk of kidney fallure Alovaguone plasia conceniration is reduced by tetracychne: |
Tetracyclines bind o di-iri-valent cations. Absarption from the gastrointestinal tract is impaired by |

the concomitant Acministration of iron, caleium, aluminium, magnesium, bismuth and zing sakts ;T
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