Information for the patient

Lorlatini 25mg/100mg film-coated tablets
lorlatinib

This medicine is subject to addiional monitoring, This will allow quick identification of new safety information. You can help by reporting any side
effects you may get. See the end of section 4 for how to report side effects.

Read all of this leafiet carefully before you start taking this medicine because it contains important information for you.

— Hesp this leaflet. You may need to read it again.

— Hf you have any further questions, ask your doctor, pharmacist, or murss,

— This medicing has been prescribed for you only. Do not pass it on to others. tmay harm them, ewven if their signs of iliness are the same as yours.
— If you get any side effects, talk to your doctor, pharmadist, or nurse. This incdudes any possible side effects not ksted in this leaflet. See section 4.
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1. What Loriatini is and whatit is used for

2. Wihat you need to know before you take Loratini
3. How to take Loratini

&. Possible side effects

5. How to store Lorlatini

&. Cantents of the pack and other information

1. What Loriatind is and what it is used for

What Loriatini is

Lorlatini contains the active substance loratinih, a medicine that is used for treatment of adults with advanced stages of a form of lung cancer
called non-small cell lung cancer (MSCLC). Loratin belongs to the group of medicines that inhibit an enzyme called anaplastic lymphoma kinase
{ALK]. Loriatiniis anly given to patients who have an atteration in the ALK gene, see How Lorlating works below.

What Loratini is used for

Loriatini can be prescribed bo you if

— you have heen previously treated with a medicine called alecting or ceritinib, which are ALK inhibitors; or
= you have baen praviously treated with erizotinib fellowed by anathar ALK inhibiter,

How Loratini works
Loriatini inhibits a type of enzyme called tyrosine kinase and triggers the death of cancer cells in patients with alterations in genes for ALK Lorlatini
& only gven to patients whose disease i due to an alteration in the gene for ALK tynosine kinase.

If you hawe any questions about how Lodatni warks or wivy this medicine has been prescribed for you, ask your doctor.

2. What you need to know before you take Loriatini

Do not take Loriatini

— #you are allergic to lodatinib or any of the ather ingredients of this medicine (isted in section &)
— #you are taking any of these medicines:

» rifampicin used to treat tuberculosis)

» carbamazepine, phemytoin {used to treat epilepsy)

« enzalutamide jused to treat prostate cancer)

= mitntane {used to treat cancer of the adrenal glands)
« meditines containing 5t John's wart (Hypericumn perforatumn, a herbal preparation)

Wamings and precautions

Talk toyour doctor before taking Loratini:

— if you have high levels of blood cholesteno] or triglycerides

— Fyou hawe high levets of the eneymes known as amylase or lipase in the blood ora condition such as panoeatits that canraise the levels of these ermymes

— ifyou hawve problermns with your heart, including heart failure, slow heart rate, or if electrocardiogram (ECG) results show that you have an
abnomality of the electrical activity of your heart known as prolonged PR interval or AW block,

— ifyou have cough, chest pain, shortness of breath, or worsening of respiratory symptoms or have ever had a lung rondition calied prewsmaonitis.

If wou are not sure, talk to your doctor, pharmacst or nurse before taking Lodatini.

Tell your doctor immediately  you develop:

— heart problems. Tell your doctor right away sbout changes in your heart beat (fast or slowl, lipht-headedness, fainting, dzziness or shartness of
breath. Thess symptoms could be sfgns of heart problems Your doctor may check for problems with your heart during treatment with Loratini.
If Hee results are abnormal, your doctor may decide to reduce the dose of Lodating or stop your treatment.

— speech problems, difficulty spesking, including slured or slow speech. Your doctor may investigate further and may decide to reduce your dose
of Lorlatini or stop your treatment

— mood or memaory problems, sa.u:hﬁchmgeinywnmd{induding depression, euphoria and mood swings), imtability, ageression, ageation,
anxiety or a change in your personality and episodes of confusion. Your doctor may investigate further and may dedide to reduce your dose of
Laorlatni or stop your treatment.

— painin the back or abdomen {belly), vellowing of the skn and eyes {jaundice). nausea or vomiting. These symptoms could be sgns of panoreatits.
Your doctor may investigate further and may decide to reduce the dose of Loratin.

— cough, chest pamn, or 3 worsenng of exsting respiratory symptoms. Your dactor may mmeestigate further and treat you with other mediones
such as antibiotics and sterpids. Your doctor may decde to reduce your dose of Lofat or stop your treatment.

Your doctor may do further assessrments and may dedide o reduce the dose of Lorlatini or stop your Teatment if you develop:

— liver problems. Tell your doctor right sway if you feel mone tired than usual, your skin and whites of your eves turn yellow, your urine turms dark o
browwn ikea colour), you have nauses, vomiting, or decreased appetite, you have pam on the ight sde of your stomach, you have itching, or iF you
bruise more easily than usual Your doctor may do blood tests to check your lver function.

See Possible side effects in section & for more informaton.

Children and adolescents
This medicne is only indicated in adults and it s not to be given to children and adolescents.

Tests and chechs
Youwall have blood tests before you start treatment and during your treatment. These tests are ta check the level of cholesterol, tnghrendes and
the enzymes amylase or lipasein your blood before you start treatment with Lodatini and regularty duning treatment

Other medicines and Lorfatini

Tellyour doctor, pharmarist or nurse i you are taking, have recently taken or might take any other medicnes, induding herbal medicines and
medicines chtained over the counter. This is because Lorlatini can affect the way some other medidnes work. Also some medicines can affect the
way Lorlating worls.

¥You must not tzke Lorlating with certain medicines. These are listed under Do not take Lodatini, at the start of section 2

In particular tell your doctor, pharmarist or nurse if you are taking any of the following medicines:

— boceprevir — a medicne used to treat hepatitis C.

— buproprion — a medione used to reat depression or to belp people quIk smoking.

- dilydroergotaming, ergotamine — medicnes used 1o treat migraine headaches.

— efauirenz, coleostat, ntonavir, paritaprevr in combmaton with ronanr and ombitasur and/or dasabuwear, and ntonavr noombination with
either ehitegravir, sndinauir, lopinawir or tipranavir — medicnes wsed to reat AIDSAHIW.

- ketocorazole, itraconzazole, vor conazole, posaconazole — medicines used to treat fungal infections. Also trofeandomycin, a medicine used to
treat certain types of bacteral infections.

— gundine —a medicine used o treatwregular heartbeat and other heart problerms.

- pmazide —a medicine used to treat mental health problams.

~ alfentanil and fentaryl — medicines used to treat severe pain.

— ocksponn, siolimus, and Ecrofmus — medicines used in organ fransplantation o prevent ongan regection.

Lorlatini with fiood and drink
Yiou must rot drink grapefnuit juice or eat grapefruit while on treatment with Lorlatini 25 they may change the amount of Lodatini in your body.

Pregnancy, breast-feeding and fertility

- Contraception - information for women

You should not bacome pregnant while taking this medicine. If you are able to have chidren, you must use highly effective contraception (for
example, double-barmier contraception such as condom and diaphragm) while an treatment and for atleast 5 weaks after stopping treatrment
Lorlatinibs may reduce the effectiveness of hormonal contracepbive methods [for example. birth contral pall); therefore, hormional contraceptives
may nok be considered highty effective. i hormonal confracepsion s unavoidable it must be used in combination with a condom. Talk to your
dioctor about the right methods of contraception for you and your partner.

- Contraception - information for men

You should not father children during treatment with Loratin because this medione oould harm the baby, ¥ there is any possibility that you may
father a child while taking this medione, you must use & condom duning treatment, and for at least 14 weeks after completing therapy.
Talk to your doctor about the right methods of contraception for you and your partner.

- Pregnancy

» o not take Lorlatin if you are pregnant: This i becawse it may harm your baty.

= [§ yourmale partner is being treated with Loriatini, he muest use a condom during treatment and for at least 14 weeks after comipleting therapy
= |§ you become pregnant when taking the medicine or duning the 5 weeks after taking your last dose, tell your doctor straght away.

- Breast-feeding

Dio not breast-feed while taking this medicine and for 7 days after the last dose. This is because it is not known if Lorlatin t&n pass into breast
mik and could therefore harm your baby.

~ Fertility

Lorlatini may affect male fertifty. Talk bo your doctor about fertity preservation before takeng Loratini.

Driving and using machines
You should take sperial care when driving and using machines when taking Loriatin because of its effects on your mental state.

Lorlatini contains lactose
If you hawve been tokd by your doctor that you have an intolerance o some sugars, contact your doctor before taking this medicne.

Lorlatini contains sodium
Thes medicine contains less than 1 mmaol sodium {23 mg) per 25 mg ar 100 mg t&blet, that is to say essentially ‘sodium-free’.

3. How to take Lorlatini

Ahwsays take this medicne exarctly &s your doctor, pharmacist or murse has told you. Theck with your doctor, pharmarist or nurse if you are not sure.
— The recommended dose is ore tablet of 100 mg taken by mouth once daily.

— Take the dose at about the same time each day.

— Y¥ou can take the tablets with food or betwesn meals always avoiding grapefruit and grapefruit juice.

— Swallow the tahlets whole and do not crush, chew or dissolve the tehlets.

- Sometimes your doctor may lower your dose, stop your reatment for a short time or stop your treatment complezety ifyou fesl unwell

If you vomit after taking Lorlatini
If you vornit after @king a dose of Loriating do not ke an exira dose, just take your next dose at the usual time.




1f you take more Lorlatini than you should
If you accdentally take oo many tablets, tell your doctor, pharmacist or nurse nght away. You may require medical attention.

If you forget to take Lorlatini

What bo do if you forget to take a tablet depends on how long it ts unti your next doss,

— Fyour next dose & in 4 hours or more, take the missed tabilet as snon as you remember. Then take the next tablet at the usual time.
— IFyour next dose & in |less than & hours away, skip the missed tablet. Then take the next tablet at the wsual time.

Do not take a double dose to malke up for a forgotten dose.

If you stop taking Lorfatini
It is important to take Loristin every day, for as long as your doctor ashs you to. 1f you are not able to take the medicine as your doctor has
prescribed, or you feel you do not nead & armmaore, speak withi your doctor nght away.

IFyou hawe any further guestions on the wse of this medicine, ask your dector, pharmacist or nurse.

&, Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them. Some sids effects could be serous.

Tell your doctor straight away if you notice any of the following side effects. ¥our doctor may lower your dose, stop your treatment for a short

time or stop your treatment completely:

— ctough, shartness of breath, chest pain, or worssning breathing problerns

— slow putse, (50 beats per minute or less), fesling bred, dizzy or faint, or losing consciousness

- abdominal {belly) pain, back pain, nausea, vomiting, itching, yellowing of the slan and eyes

- mental status changes; changes mn cognition including confusion, memony kass, and reduced ahility to concentrate; changes in mood induding
imitahility and mood swings: and changes in speech induding difficulty speaking, such as shurred or show speech

Other side effects of Loratini may inchede:

ery common: may affect more than 1 in 10 people

— increase in chotesterol and trighcendes

— lmib or skin sweling

— problems with your eyes, such as difficulty seeing out of one or both eyes, double vision, or perceived flashes of ight

— profblerns with the nenves n your arms and legs, such as pain, numbness, unusual sensations ke burning or pins and needies, difficulty walking, or
difficutty with usual actiities of daily living such as writing

— increased |evel of enzymes called lipase and/or amylase in the blood that wouwld be detected duning blood tests

— bows rurmeber of red blood cells known as anaemia that would be detected duning bood tests

- diarrhoea

- constpation

— pan in your joints

— weight gain

— headache

— rash

— muscle pain

Commnon: may affect up to 1 in 10 people
— halkcinations

Reporting of side effects
If you get any side effects, talk to your doctor, pharmacst or nurse. This includes any possible side effects nat listed in this leaflet. By reportng side
effects you can help provide more information on the safety of this medicine.

5. How ko store Lorlatini
Heep this medicine out of the sight and reach of children.

Do et use this medicine after the expiny date which is stated on the blister foil and carton after "EXP*. The expiry date refers to the last day of
that maonth.

This miedicine does not require any special storage condibions.
Do not use thes medicine i you notice that the package is damaged or shows signs of tampering.

Do neot: throw way any medicines va wastewater or household waste. Ask your pharmarist how i throw awsy medicines you no langer use.
These measures will help protect the ervronment.

6. Contents of the pack and other information

What Lorlatini contains

The active substance i loratinibUorlatinih 5 a kinase inhibitor for oral admamsstration. The molecutar formula s C2 TH 19FNSD2 {anhydrous formi
and the molecular weight s 406.41 Daltons. The chernical name i {10R]-7-amino-12-fluom-

2,10, 16-trimetnd-15-mx0- 10,15, 16, 17- tetrahydro- 2H-4 8-methenopyrazolos,3-h][2.5,11]

benzoxadararyciotetradecine-3-tarboninile. The chemical struchure is shown beloma:

Loratinib is a white to off-white powder
— Loratini 25 mg each film-coated tablet [Eablet) contains 25 mg lorfabinib.
Lovlatini 100 mg: each film-coated tablet (tabiet] contains 100 mg lorlatinit.

— The other ngredients are:
Tablet core: microcrystaline cellulose, calcrum hydrogen phosphate, sodum starch glycolate, magnesium stearate.
Film-coating: Hypromeliose, lactose monaimpdrate, macrogd, tnacetin, titanium dioxide, mon oxide black, and iron coede red.

What Loriatini looks like and contents of the pack

Loratini 25 mg s supplied as round pink film-coated tabiets, debossed with "TLPH® on one side.
Loriatini 100 mg is supplied as owal pink film-coated tablets, debossed with "TLPH on one side.
Lorlatini is provided 30 count in bottie with a child-resstant dosure .

Mot all pack szes may be marketed.

Marketing Authorisation Holder

Tongmeng{Lao) Pharmaceutical and Feod Co., Ld
Rd13 South,3 1em,Ban Naphasuk, Sathany District
\ientiane

Lan POR

Manufacturer

TangmenglLan) Pharmareutical and Food Co. Ltd
Red13 South, 3 1km Ban Naphasuk Saithany District
Vienbane

Lao POR

For amy information about this medicine, please contact the Iocal representative of the Marketing




