CRAVACIN

Deucravacitinib INN

COMPOSITION
Cravacin Tablet: Each film-coated tablet contains
Deucravacitinib INN 6 mg.

PHARMACOLOGY

Deucravacitinib is an inhibitor of tyrosine kinase 2
(TYK2). TYK2 is @ member of the Janus kinase (JAK)
family. Deucravacitinib acts via an allosteric mechanism,
binds to the regulatory domain of TYK2, stabilizing an
inhibitory interaction between the regulatory and the
catalytic domains of the enzyme.

INDICATION

Cravacin is indicated for the treatment of
moderate-to-severe plaque psoriasis in adults who are
candidates for systemic therapy or phototherapy.
Cravacin is not recommended for use in combination
with other potent immunosuppressants.

DOSE AND ADMINISTRATION
The recommended dose of Cravacin is 6 mg taken orally
once daily, with or without food.

CONTRAINDICATION

Cravacin is contraindicated in patients with a history of
hypersensitivity reaction to deucravacitinib or to any of
the excipients in Cravacin.

WARNING & PRECAUTION
Hypersensitivity:  Hypersensitivity
angioedema have been reported.

reactions such as

Infections: Cravacin may increase the risk of infection.
Avoid use in patients with active or serious infection. If a
serious infection develops, discontinue Cravacin until the
infection resolves.

Tuberculosis: Evaluate for TB prior to initiating treatment
with Cravacin.

Malignancy: Malignancies including lymphomas were
observed in clinical trials with Cravacin.

Immunizations: Avoid use with live vaccines.

Potential Risks Related to JAK Inhibition: It is not known
whether TYK2 inhibition may be associated with the
observed or potential adverse reactions of JAK inhibition.
Higher rates of all-cause mortality, including sudden
cardiovascular death, major adverse cardiovascular
events, overall thrombosis, deep venous thrombosis,
pulmonary embolism, and malignancies (excluding
non-melanoma skin cancer) were observed. Cravacin is
not approved for use in Rheumatoid Arthritis (RA).
Cravacin is not recommended in patients with severe
hepatic impairment

SIDE EFFECT

The most common side effects of Cravacin include
common cold, sore throat, and sinus infection (upper
respiratory infections), cold sores (herpes simplex),
sores on inner lips, gums, tongue, or roof of the mouth

Sveorest

(canker sores), inflamed hair pores (folliculitis), acne. It
may cause serious allergic reactions including feeling
faint or swelling in the face, eyelids, lips, mouth, tongue,
or throat, trouble breathing or throat tightness or chest
tightness or skin rash, hives etc.

USE IN PREGNANCY AND LACTATION

Available data from case reports on Cravacin use during
pregnancy are insufficient to evaluate a drug-associated
risk of major birth defects, miscarriage, or adverse
maternal or fetal outcomes. No effect on embryo-fetal
development were seen in animal reproductive studies.

There are no data on the presence of deucravacitinib in
human milk, the effects on the breastfed infant, or the
effects on milk production. The developmental and health
benefits of breastfeeding should be considered along
with the mother’s clinical need for Cravacin and any
potential adverse effects on the breastfed infant from
Cravacin.

USE IN CHILDREN & ADOLESCENT

Safety and efficacy of Cravacin have not been
established in children under 18 years of age.

DRUG INTERACTION

No clinically  significant  differences in  the

pharmacokinetics of deucravacitinib were observed
when co-administered with the following therapeutic
groups: dual Pgp/BCRP inhibitor, CYP1A2 inhibitor,
CYP1A2 inducer, UGT 1A9 inhibitor, OCT1 inhibitor, H2
receptor antagonist, or proton pump inhibitor.

No clinically significant differences in the pharma-
cokinetics of the following drugs were observed when
co-administered with deucravacitinib: Rosuvastatin,
methotrexate, mycophenolate mofetil (MMF) and oral
contraceptives (norethindrone acetate and ethinyl
estradiol).

OVERDOSE
There is no experience regarding human over dosage
with Cravacin.

STORAGE
Store below 30°C, in a cool & dry place. Keep away from
light. Keep all the medicine out of the reach of children.

HOW SUPPLIED
Cravacin Tablet: Each box contains 1 x 10 tablets in
Alu-Alu blister pack.

Manufactured by:

Everest Pharmaceuticals Ltd.
BSCIC I/A, Kanchpur, Narayanganj, Bangladesh
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