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Ruxolitinib
Cream
15mgfg

1tube (100 g)
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Package leaflet: Information for the patient

Ruxolitinib cream 15 mg/g

Read all of this leaflet carefully before you start using this medicine

because it contains important information for you.

- Keep this lezflet. You may need to read it again.

- fyou have any further questions, ask your doctor of pharmacist.

« This medicine has been prescribed for you cnly. Do nok pass it on to cihers it may harm them,
even if their signs of illness are the same as yours.

- #f you get any side effects, talk to your doctor or pharmacist. This includes amy possitleside
effects not listed in this leafiet. See section 4.

What is in this leaflet

1. What Ruxolitinib cream is and what it is used for

2. What you need to know before you use Ruxolitinib cream
3. How to use Ruxalitinid cream

4. Possible side effects

S. How tostore Ruxolitinib cream

6. Contents of the pack and other information

1. What Ruxolitinib cream is and whatiit is used for

Ruxol tinib cream contains the active substance ruxolitinib. it belorgs to a group of med cines
called Janus kirace inhibitors.

Ruxolitinib cream is used cnthe skin to trezt vitiligo with facial involvement in adults and
adolescents from 12 years. Vitiligo is an autoimmune disease, where the 5ody’ s immune
systam attacks the celis that produce the skin pigment melanin. Thic causes a [0ss of me:anin,
leadirg to patches of pale pink or white skin. In vitiligo, ruxolitinib reduces the immune
system' s activity against the melanin-producing cells, allowing the skin to produce pigment
andregain its normal colcur.

2. What you need to know before you use Ruxolitinib cream

Do notuse Ruxolitinib cream

- #Fyou are atlergic to ruxoiitinib or any of the cther ingredients of th's madicine {lisied in
sectior: €)

-if you are pregnant or breastieading.

BYRRERMN WAATA

\Warnings and precautions

Talk to your doctor or pharmacist be‘ore using Ruxolitinib cream.

Rurolitinib cream is not for use on the fips, in the eyes, mouth or vagina. If cream aciden.
telly gets into these areas, thoroughly wipe off and/cr rinse off the cream with water

Children under 12 years
03 not give Ruxolitin b cream to children younger than 12 years because it has not been

studied in this age groug.

Other medicines and Ruxolitinib cream

Tell your doctor or pharmacistif you are using, have recently used or might use any other
medicines.

Using Ruxalitinib cream at the same time as other medicines on the affected skin is not
reccirmended, as it has not been stud:ed.

After applying Ruxclitinib cream, wait at least 2 hours before applying other medicines,
sunscreen or body creams/oils to the same skin area

Pregnancy and breast-feeding

Ruxolitinib cream should not be used by pregnant or breast-feeding women as this has not
beeninvestigated. !f you are a woman of childbearing age, you should use an effective
contraception during treatment and during 4 weeks afterapplying Ruxolitinib cream for the
last time.

tis aot kinown if ruxclizinib passes into breast milk after applying it to the skin. The effects
of this medicine in breastfed infants are unknown; therefore, Ruxolitinib crearn should not
be usedif yos are breast-feeding or planning to breastfeed. You may start breast-feeding
approwsmately four weeks after applying Ruxolitinib crear for the fast time.

Driving and using machines
Furclitinib cream is unlikely to have an effect on your ability to drive and use machines.

Ruxolitinib cream contains propytene glycol, cetyl alcohol, stearyl alcohol,

methyl parahydroxybenzoate, propyl parahydroxybenzoate and butylated

hydroxytoluene

- This medicine contains 150 mg propylere glycol {E1520) in each gram of cream, which
may zaJse skin irritation.

- Cetyl alcohol ard stearyi alcohol may cause local skin reacticns [e.g. contact dermatitis)

-Methyi parahydroxybenzoate (E218) and propyl parahydroxybeazoate may cause allergic
reactions (pcssibly delayed).

- Butylated hyd-oxytctuene (E321) may cause local skin reacticns (e.g. contact dermatitis),
orirritation t the eyes and mucsus memtranes.

3. How to use Ruxolitinib cream
Always use this medicine exactly as your doctor or pharmacist has told you. Check with
yourdocter cr pharmacist if you are not sure.

Recommended dose
-Apply a thin laver of cream twice daily to aHfected areas of your skin. Wait at least 8 hours

betwean applications.
- The crear snould not Ee used on more than 10% (or:e tenth) of your body. Tis surface
2rea rapresents the equivalent ta ten times the paim of cne hand with the five fingers.

Method of administration
- This medicing is for use on the skin oriy.
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- 20 not apply to skir surfazes other than the ones instructeg by your docte”. The medicire
shoutd de used at the smallest skin area necessary.

- Wash your hands after applying this mecicine, uniess you are treatir.g your hands. if
someone applies this medicire to you, they should wash their hands after application.

- Avoid washing treated shin for at least 2 hours after applizaticn of Ruxelitinib cream.

Duration of use

Your dector witl decide how lorg you should use the cream for.

A minimum duration of 6 months is recommended but satisfactory treatment may reqiire
cover 12 months. If yeu achieve satisfactory repigmentation cf treated areas, censult your
doc’or to d:scuss if treatment of those areas could be stopped. Consult your doctor if you
experience loss of repigmentation efter stopping treatment.

Do not use more than two 100 gram tubes a month.

If you use more RuxolitInib cream than you should
Wipe off the excess cream If this occurs.

If you forget to use Ruxolitinib cream

i you ferget to apply the cream at the scheduted time, do it as soon as you remember, then
continue yournormal dosing scheduie. However, if the next scheduled dose is due within 8
hours, skip the missed dose.

W you have any further questions on the use of this medicine, ask ycur doctor or pharma-
cist.

4. Possibleside effects

Like all medicines, this medicine can cause side effects, although not everyone gets them.
The following side effects have been reported w:th Ruxolitinib cream:

Common {may affect up to 2 in 16 people)

» acne at application site

Reporting of side effects
Ifyou get any side effects, tatk to your dector or pharmacist. This iricludes any possible side
effects not listed in this leaflet.

S. How to store Ruxolitinib cream

Keep this medicine out of the sight and reach of children.

Co not use this mecicire after the expiry date which is stated 01 the tube and carton after
EXP. The expiry date refers to the last day of that month.

Do not store above 30 °C.

Once the tube has been opened, use the cream within 6 months but not after the expiry
date.

Do not threw away any medicines via wastewater o household waste. Ask your pharmacist
how to throw away medicines you no longer use. These measures will help pretect the
environment.

6. Contents of the pack and other information

What Ruxolitinib cream contains

- The active substance is ruxolitinib.

One gram: of cream contains 15 mg of ruxulitinib.

-The other irgredierts are butylated hydroxytoluere (E321), cetyl alcokol, dimeticore
(£200), disodium edetate {E385), glyceryl stearae, paraffin {E905), macrogo!, medium
chain triglycerices, methyl parahydroxybenzoate (E218), phenoxyethanol, polysorbate 20
{E432), propylerie glycol (E1529), propyl parahydroxybenzoate, purified water, stearyl
alcohol, xanthan gum (€415).

See section 2 "Ruxolitinib cream contains prapyleneglycol, cetyl alcohol, stearyl alcohol,
methyl parahydroxybenzoate, propyl parahydraorybenzoate and butylated hyd-orytolu-
ene
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What Ruxolitinib cream fooks like and contents cf the pack
Ruxolitinib cream is coloured white to off-while, supplied in a tube containing 100 g * -t 2,
There is one tube per carton.

Manufacturer

Tiofarma By

Hermanus 2 ¢rhaavestras* &
Oud-Reijer!s ¢, 3261 ME
Netheriam'
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