Package leaflet: Information for the user

LYSOFLAM TABLETS
(PARACETAMOL, DICLOFENAC POTASSIUM AND SERRATIOPEPTIDASE
TABLETS)

Read all of this leaflet carefully before you start taking this medicine because it contains
important information for you.
o Keep this leaflet. You may need to read it again.
e Ifyouhave any further questions, ask your doctor, pharmacist or nurse.
e This medicine has been prescribed for you only. Do not pass it on to others. It may
harm them, even if their signs of illness are the same as yours.
e If you get any side effects, talk to your doctor, pharmacist or nurse. This includes
any possible side effects not listed in this leaflet. See section 4.

In this leaflet:

What LYSOFLAM TABLETS is and what it is used for

What you need to know before you take LYSOFLAM TABLETS
How to take LYSOFLAM TABLETS
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a. What LYSOFLAM TABLETS is and what it is used for

LYSOFLAM TABLETS is the combination of Diclofenac potassium, Serratiopeptidase
and Paracetamol tablets which are used for relieving various types of pain associated with
headache, periods, joint, dental and many more. Diclofenac is a nonsteroidal anti-
inflammatory medication that works by limiting the release of specific chemical
messengers in the brain that induce pain and heat. Paracetamol is an antipyretic that also
inhibits the chemical release of pain. Serratiopeptidase is an enzyme that aids healing by
breaking down aberrant proteins at the site of inflammation.

How LYSOFLAM TABLETS works

With  high pain-relieving  properties, Diclofenac  Potassium,  Paracetamol,  and
Serratiopeptidase Tablets become one of the prime choices of numerous healthcare
specialists. These pain-calming medicines together promote the pain verge and accurate blow
flow across the skin.

Diclofenac, a Non-Steroid Anti-Inflammatory Drug (NSAID), and Paracetamol, an antipyretic
together in this medicine work by forming a stoppage for the release of certain chemical
messengers in the brain that give rise to pain and inflammation. On the other hand,
Serratiopeptidase is a proteolytic enzyme that breaks down the abnormal proteins into tiny
components known as amino acids and resultantly reduces inflammation.



b. What you need to know before you take LYSOFLAM TABLETS Do not take
LYSOFLAM TABLETS
If you are pregnant or nursing, tell your doctor since the adverse effects of this medicine
while pregnant and nursing have not been proven.
Inform your healthcare professional if you have a history of stomach ulcers, bleeding
disorders, liver or kidney disease, asthma, or other medical conditions.
Do not take this medication with alcohol because it raises the likelihood of liver failure.
Do not exceed the duration of treatment or the recommended dosage, as it can lead to side
effects.
If you are intolerant to this drug, do not take it.
If you have any unexpected symptoms, such as stomach pain, nausea, vomiting, skin rash,

or difficulty breathing, seek medical attention immediately.

Warnings and precautions
Paracetamol causes increased risk of liver damage in chronic alcoholics along with an increased

risk of toxicity with high doses or long-term administration of barbiturates, carbamazepine,
hydantoins, isoniazid, rifampin and sulfinpyrazone. Diclofenac potassium , should be taken

with food. Take the drug immediately after meals to avoid GI disturbances.

Diclofenac+Paracetamol+Serratiopeptidase may interact with other medications, affecting how
they work and increasing the risk of side effects. Inform your doctor if you have ongoing
prescriptions, including over-the-counter medications, vitamins, or herbal supplements. In
addition, avoid taking this medication with other nonsteroidal anti-inflammatory drugs

(NSAIDs) or blood thinners, as it can increase the risk of bleeding.

Other medicines and LYSOFLAM TABLETS

Diclofenac potassium, Serratiopeptidase should not be taken concomitantly with other
NSAIDs, anticoagulants including low dose/LMW heparin, sucralfate, triamterene,
cyclosporine, cholestyramine, colestipol, digoxin, aspirin, methotrexate and lithium
whereas Paracetamol reduces the absorption of cholestyramine within 1 hour of
administration whereas it accelerates the absorption with metoclopramide.

c¢. How to take LYSOFLAM TABLETS

Take LYSOFLAM TABLETS with food. Swallow LYSOFLAM TABLETS as a whole with a
glass of water; do not chew or break it.



If you take more LYSOFLAM TABLETS than you should

If you take more dose of Diclofenac+Paracetamol+Serratiopeptidase can be harmful and may
cause serious side effects. Symptoms may include nausea, vomiting, stomach pain, diarrhoea,
dizziness, drowsiness, confusion, difficulty breathing, and seizures. Seek medical attention

immediately and do not exceed the recommended dosage.

If you forget to take LYSOFLAM TABLETS
If you forget to take a tablet, take it with your next meal unless you are due to take one then

anyway. Do not take a double dose (two tablets at once) to make up for a forgotten tablet.

If you stop taking LYSOFLAM TABLETS

Continue to take this medicine as long as your doctor prescribes it so that it can continue
to control your blood sugar. Do not stop taking LYSOFLAM TABLETS unless your
doctor tells you to. If you have any questions about how long to take this medicine, talk to
your doctor.

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

Oor nurse.

d. POSSIBLE SIDE EFFECTS

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

Nausea and vomiting

Diarrhoea or constipation

Stomach pain or discomfort

Headache

Dizziness or light-headedness

Skin rash or itching

Increased risk of bleeding

Allergic reactions such as swelling, difficulty breathing, and hives

Liver damage in rare cases

e. How to store LYSOFLAM 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 blister and
carton after "EXP". The expiry date refers to the last day of that month.



- Diclofenact+ Paracetamol+ Serratiopeptidase should be Store in a dry place,
below 30°C. Protect from light. Keep out of reach of children.

Further Information
What LYSOFLAM TABLETS contains
- The active substances are Paracetamol BP, Diclofenac Potassium BP, Serratiopeptidase

- Each film coated tablet contains:

Paracetamol BP................coiiiini. 500 mg
Diclofenac Potassium BP ..........cccccceuee. 50 mg
Serratiopeptidase (Enteric Coated) ...........15 mg

(30000 units Serratiopeptidase)

- Theother ingredients are:
Micro Crystalline Cellulose , Starch, Colour Tartrazine, Methyl Paraben, Propyl

Paraben, Starch (For Paste), Magnesium Stearate, Talcum Powder, Sodium Starch

Glycollate, Purified Water , Opadry II (85G52193) Yellow.

What LYSOFLAM TABLETS looks like and contents of the pack
LYSOFLAM TABLETS Pale yellow colour oblong film-coated tablets having bisecting
line on one side & visible color of serratiopeptidase enteric coated granules.

LYSOFLAM TABLETS is available in Alu—PVC Blister Pack of 1 x 10 Tablets and such
Blister packed in a printed monocarton along with pack insert.

Marketing Authorization Holder

Cachet Pharmaceuticals Pvt. Ltd

415, Shah Nahar, Worli, Mumbai-400 018,

Maharashtra, India.

www.cachetindia.com

Manufacturing site

Cachet Pharmaceuticals PVT. LTD.
Village Thana, Baddi, Dist. Solan,
Himachal Pradesh-Pin — 173 205, India.
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