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PACKAGE LEAFLET: INFORMATION FOR THE USER Do not take this medicine if any of the above apply to you. If you are not sure, talk to your  Before treatment with Hydroxychloroquine sulfate Tablets: e Antacids - used for heartburn or indigestion. You should leave a gap of at least 4 hours between
Hydroxychloroquine sulfate 200mg Film-coated Tablets doctor or pharmacist before taking Hydroxychloroquine sulfate. . Before you take this medicine you should have your eyes exammed ' . taku}g these} medicines and Hydroxychloroquine sulfate tablets
(Hydroxychloroquine sulfate) Warnings and Precautions e This testing should be repeated at least every 12 months whilst taking Hydroxychloroquine Rz'lbles vaceine . o
. Y - . — . . Talk to your doctor, pharmacist or nurse before taking Hydroxychloroquine sulfate tablets if: sulfate ) ) . ° CICIQSPOIIH - used after an organ t}ransp%antatlon to help prevent rejection
Read all of this leaflet carefully before you start taking this medicine because it contains ., v, have liver kidney problems e If you are over 65, need to take a high dose (2 tablets a day) or have kidney problems then this ¢ Praziquantel - used to treat worm infections
important' information for you. ' . « You have serious stomach or gut problems examination shoul.d be performed more often  Agalsidase - used to treat a rare condition called Fabry’s disease
- Keep this leaflet. You may need to read it again. . * You have a heart problem * Hydroxychloroquine can cause loweru}g of the blood glucose level. Concomitant administration of hydroxychloroquine with other medicines (eg tamoxifen, in breast
- If you have any further questions, ask your doctor, pharmacist or nurse. * You have any problems with your blood. You may have blood tests to check this Please ask your doctor to inform you of signs and symptoms of low blood glucose levels. A check of  cancer medicines), which are known to have a deleterious effect on the retina, is not recommended.
- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,  , you have any problems with your nervous system or brain the blood glucose level may be necessary Pregnancy, breast-feeding and fertility
even if their Signs of illness are the same as yours. ] o ] * You have psoriasis (red scaly patches on the skin usually affecting the knees, elbows and scalp)  Some people being treated with this medicine can experience mental health problems such as irrational  [¢yoy are p,regnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
- If you get any Slfie effects? talk to your doct.or, pharmacist or nurse. This includes any possible o vy have had a bad reaction to quinine in the past thoughts, anxiety, hallucinations, feeling confused or feeling depressed, including thoughts of self- your doctor or pharmacist for advice before taking this medicine. Your doctor will discuss with you
side effects not listed in this leaflet. See section 4. * You have a genetic condition known as ‘glucose-6-dehydrogenase deficiency’ harm or suicide, even those who have never had similar problems before. If you or others around you  \yhether Hydroxychloroquine sulfate is suitable for you.
What is in this leaflet: * You have a rare illness called ‘porphyria’ which affects your metabolism notice any of these side effects (see section 4) seek medical advice straight away. Preenanc
1. What Hydroxychloroquine sulfate Tablets are and what they are used for * You have an inactive ch.ro'mc infection with hepatitis B virus , If you are not sure if any of the above applies to you, talk to your doctor or pharmacist before taking J—XI f you are planning o get pregnant an alternative treatment should be chosen. If you get pregnant
2. What you need to know before you take Hydroxychloroquine sulfate Tablets * You are taking any medicines known to cause damage to the eyes (such as tamoxifen). hvdroxychloroquine sulfat ) . . . ’ . .
3. How to take Hydroxychloroquine sulfate Tablets * You were born with or have family history of prolonged QT interval, or you have acquired QT Oyh one d(? (.)qu © S: H Z bl . I bl ﬁuréng the;ﬂtreatm.ent Wllftht hydroiychloro.qln(rlle §$fate P {f?se 1nf01(rim. yko u; dogtor 1rrlléned1att.ely.
4. Possible side effects prolongation (seen on ECG, electrical recording of the heart), have heart disorders or have a history T tller me dlcmes an h Y r(')xy.cf oroqulneksy at}f tablets Iv tak ioht tak h {1 roxychloroquine suh? ¢ mzy oe a(sisogla cd with a sma . inerease drlst 0 maJ%r ma hor{)n a 1(;;5
5. How to store Hydroxychloroquine sulfate Tablets of heart attack (myocardial infarction), as hydroxychloroquine may cause heart rhythm disorders ctl your octor or pharmacist if you are taking, have recently taken or might take any other  and you must not use this medicine during pregnancy unless your doctor considers the benetits
6. Contents of the pack and other information in some patients medicines. outweigh the risks. If you discover that you are pregnant or are planning to have a baby, consult your
. * You experience palpitations or irregular heartbeat, you should inform your doctor immediately. gh(lis mcluh(ies medlclnelsfyou buy gltho;llt aprescrlptlotlll, mclu(?u}g herbalkmzihcmes. ThlSdIAS because l(ioz:itor rllgl}llt away to rg-gssetsst;lhe nefdlfor treatmentt. Wheln (;reatmg prc?%nla(r;t \fNomen :\.m}}
1. What Hydroxychloroquine sulfate Tablets are and what they are used for The risk of heart problems may increase with increase of the dose. Therefore, the recommended ydroxychloroquine sulfate cana ect the way some other medicines work. Also some medicines can ydroxychloroquine, injuries to the central nervous system including congenital deatness, retina
Hvdroxvehloroauine sulfate tablets contain a medicine called hvdroxvehloroquine sulfate dosage should be followed. affect the way hydroxychloroquine sulfate works. haemorrhage and pigmentation have been established.
Hzf]droxgchloroq(llline sulfate tablets work by reducing inflammationyin pegple witg autoimmune; * You have salt imbalance in the blood (especially low level of potassium or magnesium, see section ~ In particular, tell your doctor if you are taking any of the following: Before treatment with hydroxychloroquine sulfate is started a pregnancy has to be excluded,
diseases (this is where the body’s immune system attacks itself by mistake). “Other medicines and hydroxychloroquine™). The following medicines may increase the chance of you getting side effects when taken m ' ' o
It can be used for * Serious skin rashes have been reported with the use of hydroxychloroquine (see section 4 possible ~ With Hydrquchloroquine su‘llfate.tablets: o ‘ ‘ . During treatment with hydroxycl}loroqume and for at least 3 months after treatment termination, a
 Rheumatoid arthritis (inflammation of the joints) side effects). Frequently, the rash can involve ulcers of the mouth, throat, nose, genitals and  ° Solme antlb}ot1cs u.sed for 1pfect10ns (e.g. a group of medlcmes cglled macrohdeg 1nclud}ng pregnancy should be strictly avoided.
« Juvenile idiopathic arthritis (in children) conjunctivitis (red and swollen eyes). These serious skin rashes are often preceded by flu-like azithromycin, clarithromycin, erythromycin, gentamicin, neomycin or tobramycin). Taking  Breagt-feeding
* Discoid and systemic lupus erythematosus (a disease of the skin or the internal organs) symptoms such as fever, headache and body ache. The rash may progress to widespread blistering azithromyein, clarithromyein, or erythromycin at the same time as hydroxychloroquine may  you must not use hydroxychloroquine sulfate during breast-feeding. Hydroxychloroquine is excreted
* Skin problems which are sensitive to sunlight and peeling O(fi the sk}n. If}(/i(')u dlevelop these skin symptoms, stop taking hydroxychloroquine and . g’i‘;;‘:;isgi;te Cf;;f&?gi)ﬁii‘i?fezde effects that affect your heart. in breast milk apd new-borns are e§pecially sensitive to the effects Qf 4—aminoquinolipes. Because of
2. What you need to know before you take Hydroxychloroquine sulfate Tablets contact your doctor immediately. + Neostigmine and pyridostigmine - used for muscle weakness (myasthenia gravis) thi ltong hglf;}lllfei) alﬁd the ?]E:l)lly hlghtdé)sage of hydroxychloroquine an accumulation of the drug
i ife- i i - i i i ) substance in the baby must be expected.
Do not take Hydroxychloroquine sulfate tablets and tell your doctor if: Ea?\tznlilezlelilyr::gf)rigfie:;ie:}llutfe5111(51: (f?Sl?yejr(())S;;Ei\c/;illlsrg)(c)lililri:nai))g)léii(i)r?glei’nti(t)i);l?yefsl(izlc‘ir(rjililhntz(r:;ltzllsillfg * Medicines that may affect the kidney or liver Fertilit Y P
* You are allergic (hypersensitive) to: . . . i * Medicines that affect skin ULy . . e . . .
- hydroxychloroquine spi)tsA cgd(i:;irgg:]lrs ipagfscltlﬁo(ieg) xllltil] Ssgtﬁlclel;ilisltletrﬁeorﬁ (;rﬂ::htrtl;r;l;t e senitals and conunctivitis | * M€ dicines that affect the eyes (such as tamoxifen) Data concerning effects of hydroxychloroquine on hurpan fertility are not available. In animal stpdles,
- other similar medicines such as quinolones and quinine (red and swolgl en eyes) > > 8 \} « Halofantrine, mefloquine - used for malaria chloroquine, a substance related to hydroxychloroquine, showed adverse effects on male fertility.
- any of the other ingredients of this medicine (listed in section 6). . yes). . . . . + Amiodarone - used for heart problems Driving or using machines
. . .. . . . - These potentially life-threatening skin rashes are often accompanied by flu-like symptoms. The . . : . . . . .- . .
Signs of an allergic reaction include: a rash, swallowing or breathing problems, swelling of your rash mav proeress fo widespread blistering or peeling of the skin e Moxifloxacin - used to treat infections You may get eye problems while taking this medicine. If this happens, do not drive or use any tools
lips, face, throat or tongue 1ay prog P cring or p g Of the skl  Medicines used for epilepsy or machines, and tell your doctor straight away.
. Youh bl hich aff h ina. the inside of th lonath - The highest risk for occurrence of serious skin reactions is within the first weeks of treatment. . By . . .y . . -
ou have an eye problem which atiects the retina, the inside ot the eye (maculopathy) or you get ) . o * Medicines used for psychiatric disorders (such as amisulpride, quetiapine, risperidone). 3. How to take Hydroxychloroquine sulfate Tablets |
a change in eye colour or any other eye problem. If you have developed Stevens-Johnson syndrome or toxic epidermal necrolysis with the use of The followi dici h th Hvd hl . Ifate tablet K i i
: . : hydroxychloroquine, you must not be re-started on this medicine at any time. ¢ foflowing medicines can change the way Hydroxychloroquine sufiate tablets Work or — Always take hydroxychloroquine sulfate exactly as your doctor or pharmacist has told you. Check
* You are pregnant, might become pregnant or think you may be pregnant or breast feeding (see Y Y quine, y [ ! . . y ) Hvdroxvechloroquine sulfate tablets may affect the way some of these medicines work . .
‘Pregnancy and Breast-feeding’ below). If you develop a rash or these skin symptoms, seek immediate advice from a doctor and tell him that 3]’) y (;1 for heart probl y y with your doctor or pharmacist if you are not sure.
taking thi dicine, * Digoxin - used for heart problems
you are taiing HIs medieine * Medicines for diabetes (such as insulin or metformin) §
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The recommended dose is:
Adults, including the elderly
e One or two tablets each day

Use in children and adolescents

e One tablet each day

e This medicine is only suitable for children who weigh more than 31kg (around 5 stones). It may
take several weeks before you notice the benefit of taking Hydroxychloroquine sulfate.

Route and method of administration
 Take this medicine by mouth.
» Swallow the tablets whole with a meal or a glass of milk. Do not crush or chew your tablets.

Duration of treatment

e If you are taking this medicine for skin problems that are sensitive to sunlight, only take
Hydroxychloroquine sulfate tablets during periods of high exposure to light.

» The doctor will work out the dose depending on your body weight. If you feel the effect of your
medicine is too weak or too strong, do not change the dose yourself, but ask your doctor.

 Ifyou have been taking this medicine for rheumatoid arthritis for a long time (more than 6 months)
and you do not feel that it is helping you, see your doctor. This is because the treatment may need
to be stopped.

If you take more Hydroxychloroquine sulfate Tablets than you should

* If you take more Hydroxychloroquine sulfate than you should, tell a doctor or go to a hospital
casualty department straight away. Take the medicine pack with you. This is so the doctor
knows what you have taken. The following effects may happen: headache, problems with your
eyesight, fall in blood pressure, convulsions (fits), heart problems, followed by sudden severe
breathing problems and possibly heart attack.

* Young children and babies are particularly at risk if they accidentally take these tablets. Take the
child to a hospital straight away.

If you forget to take Hydroxychloroquine sulfate Tablets

e If you forget a dose, take it as soon as you remember. However, if it is nearly time
for the next dose, skip the missed dose. Do not take a double dose to make up for
a forgotten tablet.

If you stop taking Hydroxychloroquine sulfate Tablets

» Keep taking Hydroxychloroquine sulfate until your doctor tells you to stop. Do not stop taking
Hydroxychloroquine sulfate just because you feel better. If you stop, your illness may get worse
again.

If you have any further questions on the use of this medicine, ask your doctor, pharmacist or nurse.

4. Possible side effects

Like all medicines, this medicine can cause side effects, although not everybody gets them.

Stop taking Hydroxychloroquine sulfate Tablets and see a doctor or go to hospital straight

Not known (frequency cannot be estimated from the available data)

* You have an allergic reaction. The signs may include: a red or lumpy rash, swallowing or breathing
problems, swelling of your eyelids, lips, face, throat or tongue

» Severe skin reactions such as blistering, widespread scaly skin, pus-filled spots together with a
high temperature, reddening and being more sensitive to the sun

* Blistering or peeling of the skin around the lips, eyes, mouth, nose and genitals, flu-like symptoms
and fever. This could be a condition called Stevens-Johnson syndrome

Stop taking Hydroxychloroquine sulfate and see a doctor straight away if you notice any of
the following serious side effects - you may need urgent medical treatment:

Common (may affect up to 1 in 10 people )
* You have any eye problems. This includes changes in the colour of your eye and problems with
your eyesight such as blurring, sensitivity to light or the way you see colour

Uncommon (may affect up to 1 in 100 people )

* You have any muscle weakness, cramps, stiffness or spasms or changes in sensation such as
tingling.

If you take this medicine for a long time, your doctor will occasionally check your muscles and

tendons to make sure they are working properly

Not known (frequency cannot be estimated from the available data)

* You have frequent infections such as fever, severe chills, sore throat or mouth ulcers.
These could be signs of a blood problem called ‘leucopenia’ or ‘agranulocytosis’

* You may bruise more easily than usual. This could be due to a blood problem called
‘thrombocytopenia’

* You feel tired, faint or dizzy and have pale skin. These could be symptoms of something called
‘anaemia’

* You feel weak, short of breath, bruise more easily than usual and get infections more easily than
usual. These could be symptoms of something called ‘aplastic anaemia’

e Weakening of the heart muscle (cardiomyopathy) resulting in difficulty in breathing,
coughing, high blood pressure, swelling, increased heart rate, low amount of urine

* low blood sugar levels (hypoglycaemia). You may feel a sense of nervousness, shaky or sweaty

» Symptoms may include a general feeling of being unwell, with or without jaundice (yellowing of
the skin and eyes), dark urine, nausea, vomiting and/or abdominal pain. Rare cases of liver failure,
hepatitis (including fatal cases) have been observed.

* Fits

e Lack of movement, stiffness, shaking or abnormal movements in the mouth and tongue.

 Feeling depressed or having thoughts of self-harm or suicide, hallucinations, feeling nervous or
anxious, feeling confused, agitated, difficulty sleeping, feeling elated or overexcited

* Excess accumulation of phospholipids in tissues

 Severe skin reactions (see section 2 Warnings and precautions) such as:
- rash with a fever and flu-like symptoms and enlarged lymph nodes. This could be a condition

called Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS).

- blistering or peeling of the skin around the lips, eyes, mouth, nose and genitals, flu-like
symptoms and fever. This could be a condition called Stevens-Johnson syndrome (SJS)

- multiple skin lesions, itching of the skin, joint aches, fever and a general ill feeling. This could be
a condition called Toxic Epidermal Necrolysis (TEN)

- skin reaction including plum-colored, raised, painful sores, particularly on your arms, hands,
fingers, face and neck, which may also be accompanied by fever. This could be a condition called
Sweet syndrome

Tell your doctor or pharmacist if any of the following side effects get serious or lasts longer
than a few days:

Very common (may affect more than 1 in 10 people)

¢ Stomach pain

* Feeling sick

Common (may affect up to 1 in 10 people)

 Skin rashes, itching

» Being sick, diarrhoea

¢ Loss of appetite (anorexia)

* Headache

* Changes in mood with uncontrollable laughing or crying

Uncommon (may affect up to 1 in 100 people)

» Changes in the colour of your skin or the inside of your nose or mouth
* Hair loss or loss of hair colour

e Feeling nervous

¢ Ringing in the ear (tinnitus)

» Balance problems (vertigo) or feeling dizzy

e Liver problems shown by blood tests

Not known (frequency cannot be estimated from the available data)

* Psoriasis (red scaly patches on the skin usually affecting the knees, elbows and scalp)

¢ Hearing loss

¢ Mental problems (such as delusions, hallucinations or changes in mood)

e Symptoms of a condition called ‘porphyria’ which may include stomach pain, being sick, fits,
blisters, itching

e Chest pain and shortness of breath and irregular heartbeat (these could be signs of a condition
called “Torsade de pointes™), or fast heartbeat (tachycardia).

Tests

Your doctor may monitor:

* Your heart’s electrical activity using an ECG (electrocardiogram) machine.

¢ Your muscle function and tendon reflexes.

* The levels of specific cells in your blood using occasional blood tests. A blood test may also show
changes in the way the liver is working and occasionally the liver may stop working.

Reporting of side effects

If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side
effects not listed in this leaflet. You can also report side effects directly via the Yellow Card Scheme
Website: www.mhra.gov.uk yellowcard or search for MHRA Yellow Card in the Google Play or
Apple App Store. By reporting side effects, you can help provide more information on the safety of
this medicine.

5. How to store Hydroxychloroquine sulfate Tablets

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

* Do not use this medicine after the expiry date which is stated on the pack after EXP. The expiry
date refers to the last day of that month.

* Store in the original package.

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

6. Contents of the pack and other information

What Hydroxychloroquine sulfate Tablets contain

e The active substance is hydroxychloroquine sulfate. Each tablet contains 200mg
hydroxychloroquine sulfate as the active ingredient.

e The other ingredients are- Tablet core: maize starch, calcium hydrogen phosphate dihydrate,
colloidal anhydrous silica, polysorbate 80, purified talc, magnesium stearate. Tablet coat: Purified
talc, hypromellose, titanium dioxide and macrogol 6000.

What Hydroxychloroquine sulfate Tablets look like and content of the pack

* White, circular, biconvex film-coated tablets plain on both sides.

» Hydroxychloroquine sulfate Tablets are supplied in blister packs of 30, 60 and 100 tablets. Not all
pack sizes may be marketed.

Marketing Authorisation Holder and Manufacturer

Bristol Laboratories Ltd.,

Unit 3, Canalside, Northbridge Road, Berkhamsted, Hertfordshire, HP4 1EG, United Kingdom.
Telephone: 0044 (0) 1442 200922

Fax: 0044 (0) 1442 873717

Email: info@bristol-labs.co.uk

Manufacturer
Bristol Laboratories Ltd.
Laporte Way, Luton, Bedfordshire, LU4 8WL, United Kingdom.

Hydroxychloroquine sulfate 200mg Film-coated Tablets; PL 17907/0017
This leaflet was last revised in November 2024

To request a copy of this leaflet in Braille, large print or audio format, please contact the marketing
authorisation holder at the address (or telephone, fax, email) above.
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PACKAGE LEAFLET: INFORMATION FOR THE USER Do not take this medicine if any of the above apply to you. If you are not sure, talk to your  Before treatment with Quinoric® Tablets: e Antacids - used for heartburn or indigestion. You should leave a gap of at least 4 hours between
. . . doctor or pharmacist before taking Quinoric®. * Before you take this medicine you should have your eyes examined taking these medicines and Quinoric® Tablets
®
Qulnorl}‘; dz(?)?lzll;glof(:l?:i;]i:i:fa(:eTablets Warnings and Precautions e This testing should be repeated at le.ast every 12 months whilst taking Quinoric® Tablets . . Rz'lblies Vac.cine . | . el o
y y q Talk to your doctor, pharmacist or nurse before taking Quinoric® Tablets if: o If you are over 65, need to take a high dose (2 tablets a day) or have kidney problems then this ¢ Cic Qsporln - used after an organ t'ransp.antatlon to help prevent rejection
Read all of this leaflet carefully before you start taking this medicine because it contains ¢ You have liver, kidney problems exqmmgt;on should be performed more often ° Pramquantel - used to treat worm 1nfe§tlons L.
important information for you. « You have serious stomach or gut problems ¢ Quinoric® Tablets can cause lowering qf the blood glucose level. » Agalsidase - used to treat a rare condition called Fabry’s disease
- Keep this leaflet. You may need to read it again. * You have a heart problem Please ask your doctor to inform you of signs and symptoms of low blood glucose levels. A check of = o0 oo g tration of Quinoric® with other medicines (eg tamoxifen, in breast cancer
- If you have any further questions, ask your doctor, pharmacist or nurse. * You have any problems with your blood. You may have blood tests to check this the blood glucose level may be necessary. medicines), which are known to have a deleterious effect on the retina, is not recommended.
- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, ¢ You have any problems with your nervous system or brain Some people being treated with this medicine can experience mental health problems such as irrational Pregnancy, breast-feeding and fertility
even if their signs of illness are the same as yours. * You have psoriasis (red scaly patches on the skin usually affecting the knees, elbows and scalp) thoughts, anxiety, hallucinations, feeling confused or feeling depressed, including thoughts of self- If you are p,re gnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask
- If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible ¢ You have had a bad reaction to quinine in the past harm or suicide, even those who have never had similar problems before. If you or others around you your doctor or pharmacist for advic e’b efore taking this medicine. Your doctor will discuss with’you
side effects not listed in this leaflet. See section 4. * You have a genetic condition known as ‘glucose-6-dehydrogenase deficiency’ notice any of these side effects (see section 4) seek medical advice straight away. whether Quinoric® is suitable for you '
What is in this leaflet: * You have a rare illness called ‘porphyria’ which affects your metabolism If you are not sure if any of the above applies to you, talk to your doctor or pharmacist before taking Pregnancy '
1. What Quinoric® Tablets are and what they are used for * You have in inactive ch.ro'nic ilt(lfection with hepatitis B viilus h " Quinoric™. If you are planning to get pregnant an alternative treatment should be chosen. If you get pregnant
2. What you need to know before you take Quinoric® Tablets ) gou are ta bmg anyﬂrlnedllflnes ¢ no,‘fvnht,o tcause;iamallge todt 5;},/6: (Su‘i as tam(;l)u en). ired QT Other medicines and Quinoric® Tablets during the treatment with Quinoric® please inform your doctor immediately.
3. How to take Quinoric® Tablets * You were born with or have family fustory ol prolonge 1nterval, of you have acquire L . : uinoric® may be associated with a small increased risk of major malformations and you must not
4. Possible si de?:ffects prolongation (seen on ECG, electrical recording of the heart), have heart disorders or have a history Tel(lihy‘our doctor or pharmacist if you are taking, have recently taken or might take any other Sse this me dic};ne during pregnancy unless your doctor consi dejrs the benefits outweigz the risks. If
' o a® of heart attack (myocardial infarction), as hydroxychloroquine may cause heart rhythm disorders ~ medicines. . . . :
T o Tiicits s sou by vt v, g et s i b 30265 bty s pan s gl b b conl s doci it o
o ; ot ; ; ; ; uinoric® can affect the way some other medicines work. Also some medicines can affect the wa B . o : . 2 -
You experience palpitations or irregular heartbeat, you should inform your doctor immediately. 8uinoric® works Y Y central nervous system including congenital deafness, retinal haemorrhage and pigmentation have
1. What Quinoric® Tablets are and what they are used for The risk of heart problems may increase with increase of the dose. Therefore, the recommended : . ) ) ) been established
. dosage should be followed. In particular, tell your doctor if you are taking any of the following: Before treatment with Quinoric® is started has to b luded
S . . - P s ’ . . . ) efore treatment with Quinoric® is started a pregnancy has to be excluded.
Qulnc?rlc: Tablets cgnta}n a medlclpe calle.d hydroxy.chloroqulpe.sulfate. Quinoric Tablets workby o You have salt imbalance in the blood (especially low level of potassium or magnesium, see section  The following medicines may increase the chance of you getting side effects when taken ] preg Y
reducmg 1nﬂamma.t10n in people with autoimmune diseases (this is where the body’s immune system “Other medicines and hydroxychloroquine™). with Quinoric® Tablets: Con.traceptlon . . o
?ttacki 1tselfdbg @1stake). . Slerious skin rashes have been reported W.ith the use of hydroxychloroquine (see section 4.possib1e « Some antibiotics used for infections (e.g. a group of medicines called macrolides including Dhurlrlf tt)reatrpelllt w1th fgmorlc and for at least 3 months after treatment termination, a pregnancy
.t g:;urenz::id ;iilritis (inflammation of the joints) 51d§ effeth. Frequently, the rash can involve qlcers Qf the mouth, throat, nose, genitals qnd azithromycin, clarithromycin, erythromycin, gentamicin, neomycin or tobramycin). Taking ~ S'O%¢ P€ strictly avoided.
ile idiopathic arthritis (in child J conjunctivitis (red and swollen eyes). These serious skin rashes are often p'receded by 'ﬂu-l'lke azithromycin, clarithromycin, or erythromycin at the same time as Quinoric may increase the = Breast-feeding
J“.VenT de ! 3017 athic a rtl ritis (in (1:1 ildren) i £ the ski he i I symptoms such as feyer, headache and body ack}e. The rash may progress to widespread bhlstermg chance of you getting side effects that affect your heart. You must not use Quinoric® during breast-feeding. Quinoric® is excreted in breast milk and new-borns
]S);COI 2111 syst;rm; upus er.y.t ematom;s gla isease of the skin or the internal\ organs) and peeling of the sk}n. lfygu develop these skin symptoms, stop taking hydroxychloroquineand  « Cimetidine - used for stomach ulcers are especially sensitive to the effects of 4-aminoquinolines. Because of the long half-life and the daily
1n problems which are sensitive to sunlight contact your doctor immediately. * Neostigmine and pyridostigmine - used for muscle weakness (myasthenia gravis) high dosage of Quinoric® an accumulation of the drug substance in the baby must be expected.
2. What you need to know before you take Quinoric® Tablets Potentially life-threatening skin rashes (Stevens-Johnson syndrome, toxic epidermal necrolysis)  * Med%c%nes that may affe.ct the kidney or liver Fertility
Do not take Quinoric® Tablets and tell your doctor if: have been reported with the use of hydroxy-chloroquine, appearing initially as reddish target-like ~ ° Medpmes that affect skin . Data concerning effects of Quinoric® on human fertility are not available. In animal studies, chloroquine,
* You are allergic (hypersensitive) to: spots or circular patches often with central blisters on the trunk. * Medicines that affect the eyes (such as tamoxifen) a substance related to Quinoric®, showed adverse effects on male fertility.
- hydroxychloroquine - Additional signs to look for include ulcers in the mouth, throat, nose, genitals and ° Halpfantrlne, mefloquine - used for malaria Driving or usine machin
- other similar medicines such as quinolones and quinine conjunctivitis (red and swollen eyes). * Amiodarone - used for heart problems iving or using machines ‘ ‘ N ‘ ‘
q q . . . : . . o Moxifloxacin - used to treat infections You may get eye problems while taking this medicine. If this happens, do not drive or use any tools
- any of the other ingredients of this medicine (listed in section 6) These potentially life-threatening skin rashes are often accompanied by flu-like symptoms. The . .
' : lents . ). ) . . . . o Medicines used for epilens or machines, and tell your doctor straight away.
Signs of an allergic reaction include: a rash, swallowing or breathing problems, swelling of your rash may progress to widespread blistering or peeling of the skin e prepsy . . Lo —
lips, face, throat or tongue - The highest risk for occurrence of serious skin reactions is within the first weeks of treatment. ~ ° Medicines used for psychiatric disorders (such as amisulpride, quetiapine, risperidone). 3. How to take Quinoric® Tablets |
* You have an eye problem which affects the retina, the inside of the eye (maculopathy) or you get  If you have developed Stevens-Johnson syndrome or toxic epidermal necrolysis with the use of The following medicines can change the way Quinoric® Tablets work or Quinoric® Tablets  Ajyays take Quinoric® Tablets exactly as your doctor or pharmacist has told you. Check with your
a change in eye colour or any other eye problem. hydroxychloroquine, you must not be re-started on this medicine at any time. may aff'ect the way some of these medicines work doctor or pharmacist if you are not sure.
* You are pregnant, might become pregnant or think you may be pregnant or breast-feeding (see  If you develop a rash or these skin symptoms, seek immediate advice from a doctor and tell him that ~ ® DlgO.XI'n - used fpr heart problems ) '
‘Pregnancy and Breast-feeding’ below). you are taking this medicine. e Medicines for diabetes (such as insulin or metformin) §
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The recommended dose is:
Adults, including the elderly
* One or two tablets each day

Use in children and adolescents

* One tablet each day

e This medicine is only suitable for children who weigh more than 31kg (around 5 stones).
It may take several weeks before you notice the benefit of taking Quinoric® Tablets.

Route and method of administration
e Take this medicine by mouth.
» Swallow the tablets whole with a meal or a glass of milk. Do not crush or chew your tablets.

Duration of treatment

If you are taking this medicine for skin problems that are sensitive to sunlight, only take Quinoric®
Tablets during periods of high exposure to light.

The doctor will work out the dose depending on your body weight. If you feel the effect of your
medicine is too weak or too strong, do not change the dose yourself, but ask your doctor.

If you have been taking this medicine for rheumatoid arthritis for a long time (more than 6 months)
and you do not feel that it is helping you, see your doctor. This is because the treatment may need
to be stopped.

If you take more Quinoric® Tablets than you should

e If you take more Quinoric® than you should, tell a doctor or go to a hospital casualty department
straight away. Take the medicine pack with you. This is so the doctor knows what you have
taken. The following effects may happen: headache, problems with your eyesight, fall in blood
pressure, convulsions (fits), heart problems, followed by sudden severe breathing problems and
possibly heart attack.

* Young children and babies are particularly at risk if they accidentally take these tablets.
Take the child to a hospital straight away.

If you forget to take Quinoric® Tablets
* If you forget a dose, take it as soon as you remember. However, if it is nearly time for the next dose,
skip the missed dose. Do not take a double dose to make up for a forgotten tablet.

If you stop taking Quinoric® Tablets

* Keep taking Quinoric® Tablets until your doctor tells you to stop. Do not stop taking Quinoric®
Tablets just because you feel better. If you stop, your illness may get worse again.

If you have any further questions on the use of this medicine, ask your doctor, pharmacist or nurse.

4. Possible side effects |

Like all medicines, this medicine can cause side effects, although not everybody gets them.

Stop taking Quinoric® Tablets and see a doctor or go to hospital straight away if:

Not known (frequency cannot be estimated from the available data)
* You have an allergic reaction. The signs may include: a red or lumpy rash, swallowing or breathing
problems, swelling of your eyelids, lips, face, throat or tongue

 Severe skin reactions such as blistering, widespread scaly skin, pus-filled spots together with a
high temperature, reddening and being more sensitive to the sun

* Blistering or peeling of the skin around the lips, eyes, mouth, nose and genitals, flu-like symptoms
and fever. This could be a condition called Stevens-Johnson syndrome

Stop taking Quinoric® Tablets and see a doctor straight away if you notice any of the following
serious side effects - you may need urgent medical treatment:

Common (may affect up to 1 in 10 people)
* You have any eye problems. This includes changes in the colour of your eye and problems with
your eyesight such as blurring, sensitivity to light or the way you see colour

Uncommon (may affect up to 1 in 100 people)

* You have any muscle weakness, cramps, stiffness or spasms or changes in sensation such as
tingling. If you take this medicine for a long time, your doctor will occasionally check your muscles
and tendons to make sure they are working properly

Not known (frequency cannot be estimated from the available data)
* You have frequent infections such as fever, severe chills, sore throat or mouth ulcers. These could
be signs of a blood problem called ‘leucopenia’ or ‘agranulocytosis’
* You may bruise more easily than usual. This could be due to a blood problem called
‘thrombocytopenia’
* You feel tired, faint or dizzy and have pale skin. These could be symptoms of something called
‘anaemia’
* You feel weak, short of breath, bruise more easily than usual and get infections more easily than
usual. These could be symptoms of something called ‘aplastic anaemia’
* Weakening of the heart muscle (cardiomyopathy) resulting in difficulty in breathing, coughing, high
blood pressure, swelling, increased heart rate, low amount of urine
* low blood sugar levels (hypoglycaemia). You may feel a sense of nervousness, shaky or sweaty
* You notice yellowing of your skin or eyes and your urine becomes darker in colour.
This could be a liver problem, such as jaundice or hepatitis
e Symptoms may include a general feeling of being unwell, with or without jaundice (yellowing of
the skin and eyes), dark urine, nausea, vomiting and/or abdominal pain. Rare cases of liver failure,
hepatitis (including fatal cases) have been observed.
e Fits
* Lack of movement, stiffness, shaking or abnormal movements in the mouth and tongue.
* Feeling depressed or having thoughts of self-harm or suicide, hallucinations, feeling nervous or
anxious, feeling confused, agitated, difficulty sleeping, feeling elated or overexcited
* Excess accumulation of phospholipids in tissues
* Severe skin reactions (see section 2 Warnings and precautions) such as:
- rash with a fever and flu-like symptoms and enlarged lymph nodes. This could be a condition
called Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS).
- blistering, widespread scaly skin, pus-filled spots together with fever. This could be a condition
called Acute Generalized Exanthematous Pustulosis (AGEP).
- blistering or peeling of the skin around the lips, eyes, mouth, nose and genitals, flu-like
symptoms and fever. This could be a condition called Stevens-Johnson syndrome (SJS)

- multiple skin lesions, itching of the skin, joint aches, fever and a general ill feeling. This could be
a condition called Toxic Epidermal Necrolysis (TEN)
- skin reaction including plum-colored, raised, painful sores, particularly on your arms, hands,
fingers, face and neck, which may also be accompanied by fever. This could be a condition called
Sweet syndrome

Tell your doctor or pharmacist if any of the following side effects get serious or lasts longer
than a few days:

Very common (may affect more than 1 in 10 people)
¢ Stomach pain
e Feeling sick

Common (may affect up to 1 in 10 people)

e Skin rashes, itching

* Beingsick, diarrhoea

 Loss of appetite (anorexia)

» Headache

* Changes in mood with uncontrollable laughing or crying

Uncommon (may affect up to 1 in 100 people)

e Changes in the colour of your skin or the inside of your nose or mouth
* Hair loss or loss of hair colour

e Feeling nervous

¢ Ringing in the ear (tinnitus)

 Balance problems (vertigo) or feeling dizzy

e Liver problems shown by blood tests

Not known (frequency cannot be estimated from the available data)

e Psoriasis (red scaly patches on the skin usually affecting the knees, elbows and scalp)

¢ Hearing loss

* Mental problems (such as delusions, hallucinations or changes in mood)

e Symptoms of a condition called ‘porphyria’ which may include stomach pain, being sick, fits,
blisters, itching

e Chest pain and shortness of breath and irregular heartbeat (these could be signs of a condition
called “Torsade de pointes”), or fast heartbeat (tachycardia).

Tests

Your doctor may monitor:

* Your heart’s electrical activity using an ECG (electrocardiogram) machine.

* Your muscle function and tendon reflexes.

* The levels of specific cells in your blood using occasional blood tests. A blood test may
also show changes in the way the liver is working and occasionally the liver may stop
working.

Reporting of side effects
If you get any side effects, talk to your doctor, pharmacist or nurse. This includes any possible side

effects not listed in this leaflet. You can also report side effects directly via the Yellow Card Scheme
Website: www.mhra.gov.uk/yellowcard or search for MHRA Yellow Card in the Google Play or
Apple App Store. By reporting side effects, you can help provide more information on the safety of
this medicine.

5. How to store Quinoric® Tablets

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

* Do not use this medicine after the expiry date which is stated on the pack after EXP. The expiry
date refers to the last day of that month.

* Store in the original package.

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

6. Contents of the pack and other information

What Quinoric® Tablets contain

 The active substance is hydroxychloroquine sulfate. Each tablet contains 200mg hydroxychloroquine
sulfate as the active ingredient.

e The other ingredients are- Tablet core: maize starch, calcium hydrogen phosphate
dihydrate, colloidal anhydrous silica, polysorbate 80, purified talc, magnesium stearate.
Tablet coat: Purified talc, hypromellose, titanium dioxide and macrogol 6000.

What Quinoric® Tablets look like and content of the pack

e White, circular, biconvex film-coated tablets plain on both sides.

* Quinoric® Tablets are supplied in blister packs of 30, 60 and 100 tablets. Not all pack sizes may be
marketed.

Marketing Authorisation Holder and Manufacturer
Bristol Laboratories Ltd.,

Unit 3, Canalside, Northbridge Road, Berkhamsted,
Hertfordshire, HP4 1EG, United Kingdom.

Telephone: 0044 (0) 1442 200922

Fax: 0044 (0) 1442 873717

Email: info@bristol-labs.co.uk

Manufacturer
Bristol Laboratories Ltd.
Laporte Way, Luton, Bedfordshire, LU4 8WL, United Kingdom.

Quinoric®200mg Film-coated Tablets; PL 17907/0017
This leaflet was last revised in November 2024

To request a copy of this leaflet in Braille, large print or audio format, please contact the marketing
authorisation holder at the address (or telephone, fax, email) above.
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