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Palbociclib Oral Capsule

Read the contents of this leaflet
<SS> SODh, ogy  carefully before taking this medicine.
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Read this entire leaflet carefully before you

start taking this medicine.

» Keep this leaflet. You may need to read it
again.

» If you have further question, ask your doctor
or your pharmacist.

» This medicine has been prescribed for you.
Do not pass it on to others. It may harm
them, even if their symptoms are the same
as yours.




In this leaflet:

1.What Palbociclib is and what it is used for
2.Before you take Palbociclib

3.How to take Palbociclib

4.Possible side effects

5.Storing Palbociclib

6.Further information

1- What Palbociclib is and what it is used for

Palbociclib is a highly selective inhibitor of cyclin-dependent kinases 4
and 6, which leads to disruption of cancer cell proliferation. Palbociclib is
prescribed for locally advanced or metastatic breast cancer.

2- Before you take Palbociclib



Do not take Palbociclib If you are allergic (hypersensitive) to the active
ingredient and any other ingredient in Palbociclib product.

Take Palbociclib at the same time each day; if a dose is missed, the missed
dose should not be taken and the next dose should be taken at the usual
time.

This medication can cause fatigue and patients should avoid driving after
taking the medication.

This medication contains Lactose. Consult your doctor if you are lactose
intolerant.

Pregnancy:

Adverse effects were observed in animal reproduction studies. Palbociclib
may cause fetal harm if administered during pregnancy.

Conception and Contraception:

Women of childbearing potential are advised to use effective contraception



during treatment and for at least 3 weeks after completing treatment. Male
patients should use effective contraception during treatment and for at
least 14 weeks after completing treatment if their partner is of childbearing
potential.

Breastfeeding:

There is no information regarding the presence of palbociclib in human milk, nor its
effects on milk production or the breastfed infant. Because of the potential for serious
adverse reactions in breastfed infants from Palbociclib, advise a lactating woman not
to breastfeed during treatment with Palbociclib and for 3 weeks after the last dose.
Pulmonary Embolism:

Patients should be monitored for the potential risk of pulmonary embolism.
Hepatic impairment:

Caution and close monitoring for signs of toxicity in moderate-to- severe
impairment is advised.



Dose adjustment: Reduce dose to 75mg once daily in severe
impairment (The recommended dose modifications for adverse reactions
are listed in Tables 1, 2 and 3).

Table1. Recommended Dose Modification for Adverse Reactions

Dose Level Dose
Recommended starting dose 125 mg/day
First dose reduction 100 mg/day
Second dose reduction 75 mg/day*
Renal impairment:

Caution and close monitoring for signs of toxicity in moderate-to- severe
impairment is advised.

Monitoring Requirement:

Monitor full blood count prior to start of each cycle and, on day14
of the first 2 cycles.



Table2. Dose Modification and Management — Hematologic Toxicities

CTCAE* Grade

Dose

Grade Tor2

No dose adjustment is required.

Grade 3

Day 1 of cycle:

Withhold Palbociclib, repeat complete blood count
monitoring within 1 week. When recovered to Grade <2,
start the next cycle at the same dose.

Day 14 of first 2 cycles:

Continue Palbociclib at current dose to complete cycle
Repeat complete blood count on Day 21.
Consider dose reduction in cases of prolonged (>1
week) recovery from Grade 3 neutropenia or recurrent
Grade 3 neutropenia in subsequent cycles.

Grade 3 neutropenia with fever >38.5 °C and/
orinfection

Withhold Palbociclib until recovery to Grade <2.
Resume at the next lower dose.

Grade 4

Withhold Palbociclib until recovery to Grade <2.
Resume at the next lower dose.




Table3. Dose Modification and Management — Non-Hematologic Toxicities

CTCAE* Grade Dose
No dose adjustment is required

Grade 1 or 2

. y y i i Ive to:
Grade =3 non-hematologic toxicity (if persist- \é/r\;EZ(ﬂgiiuml\ symptoms resolve o

ing despite optimal medical treatment) Grade ;2,(” not considered a safety risk
for the patient)

*CTCAE=Common Terminology Criteria for Adverse Events.

Drug interactions:

If you received other drugs; even such as OTC drugs, please tell your
physician or pharmacist. The following drug interactions and/or related
problems have been selected on the basis of their potential clinical
significance. Combinations containing any of the following medications,
depending on the amount present, may also interact with this medication.
If concomitant use with potent CYP3A4 inhibitors (such as clarithromycin,



itraconazole, ketoconazole, lopinavir boosted with ritonavir, posaconazole,
saquinavir, or voriconazole) is un avoidable , reduce Palbociclib dose to 75
mg once daily. If the CYP3A4 inhibitor is stopped, increase the palbociclib
dose (after 3-5 half lives of the inhibitor) to the dose used before starting
the CYP3A4 inhibitor.

Side effects are reported when used in combination with letrozole or ful-
vestrant.

Coadministration with grapefruit may increase palbociclib plasma con-
centration.

Use of preparations containing St. John's Wort should be avoided while
you are taking Palbociclib.

3- How to take Palbociclib
Patient receiving Palbociclib should be under the supervision of a



physician experienced in cancer chemotherapy. Your doctor will decide
about the dose, which will depend upon your height and body weight.
Administer with food. Swallow whole, do not crush, chew or open capsules
prior to swallowing.

Adult: 125mg once daily for 21 consecutive days of repeated 28 day
cycles in HR-positive, HER2-negative advanced or metastatic breast
cancer patients.

Children : Palbociclib is not to be used in children or adolescents (aged
18 years or under).

Elderly: No major differences were observed for safety in patients 65
years of age as compared to patients < 65 years.

4- Possible side effects
Every medicine has some side effects or risks associated with its use.



Although most people take medicines without experiencing any side
effects, some may be affected. In these cases, please consult your
physician or pharmacist. Many side effects of antineoplastic therapy are
unavoidable and represent the medication’s pharmacologic action. Some of
these are actually used as parameters to aid in individual dosage titration.
The following side/adverse effects have been selected on the basis of their
potential clinical significance:

Common or very common:

Alopecia, anemia, appetite decrease, asthenia, diarrhea, dry eye,
epistaxis, excessive tearing fever, infection, leucopenia, mucositis, nausea,
neutropenia, oral disorders, oropharyngeal complaints \m skin reactions,
taste altered, thrombocytopenia, vision blurred and, vomiting



5- Storing Palbociclib

Keep out of the reach and sight of children.

Store in the original package in order to protect from light.

Store Palbociclib below 30° C.

Store in the original bottle.

This medication must not enter Household waste. Ask your pharmacist
about proper disposal method. This is a Necessary action for Environment
Protection.

6- Further information

What Palbociclib contains:

The active substance is palbociclib.

Sobrance® capsules come in different strengths:

o Sobrance® 75mg oral capsule: each capsule contains 75mg palbociclib.
 Sobrance® 100mg oral capsule: each capsule contains 100mg palbociclib



e Sobrance® 125mg oral capsule: each capsule contains 125mg pal-
bociclib.

Other ingredient:
Lactose monohydrate, Microcrystalline cellulose, Sodium starch glycolate,
Silicon dioxide and Magnesium stearate.

Contains of the pack:
Bottles of 21 Capsules
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