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Note:

Always use the dose counter and the dose pointer to see required dose. You will hear a “click” every time you turn the dose selector.
Do not set the dose by counting the number of clicks you hear.

Only required dose can be selected with the dose selector. Selected dose must line up exactly with the dose pointer to make sure
thatyou getacorrectdose.

The dose selector changes the dose. Only the dose counter and dose pointer will show that required dose has been selected.

The dose selector clicks differently when turned forward or backward. Do not count the pen clicks.

Note:

Always use the dose counter and the dose pointer to see required dose. You will hear a “click” every time you turn the dose
selector. Do not set the dose by counting the number of clicks you hear.

Only required dose can be selected with the dose selector. Selected dose must line up exactly with the dose pointer to make
sure that you get a correct dose.

The dose selector changes the dose. Only the dose counter and dose pointer will show that required dose has been selected.
The dose selector clicks differently when turned forward or backward. Do not count the pen clicks.

How much Semaglutide is left?

« To see how much Semaglutide is left in your pen, use the dose counter:
Turn the dose selector until the dose counter stops.

« If it shows 1, at least 1 mg is left in your pen. If the dose counter stops before 1 mg, there
is not enough Semaglutide left for a full dose of 1 mg.
If there is not enough Semaglutide left in your pen for a full dose, do not use it. Use a new

Semaglutide pen. Dose
counter
stopped:

1 mg left
Step 4. Inject your dose
3 {

« Choose your injection site and wipe the skin with an alcohol swab. Let the injection 1 )
site dry before you inject your dose Wil 1 B/

« Insert the needle into your skin as your healthcare provider has shown you.

+ Make sure you can see the dose counter. Do not cover it with your fingers.
This could stop the injection.

« Press and hold down the dose button until the dose counter shows 0.
The 0 must line up with the dose pointer. You may then hear or feel a click.
Continue pressing the dose button while keeping the needle in your skin.

ﬁ Count slowly:

« Count 6 seconds while keeping the dose button pressed.
« If the needle is removed earlier, you may see a stream of Semaglutide coming
from the needle tip. If this happens, the full dose will not be delivered.

« Remove the needle from your skin. You can then release the dose button.
If blood appears at the injection site, press lightly with a gauze pad or cotton
ball.

Do not rub the area.

Note:

Always watch the dose counter to make sure you have injected your complete dose. Hold the dose button down until the dose
counter shows 0. How to identify a blocked or damaged needle?

« If 0 does not appear in the dose counter after continuously pressing the dose button, you may have used a blocked or damaged
needle.

« If this happens you have not received any Semaglutide even though the dose counter has moved from the original dose that you
have set.

How to handle a blocked needle?

Change the needle as described in Step 5, and repeat all steps starting with Step 1: “Prepare your pen with a new needle”.

Never touch the dose counter when you inject. This can stop the injection.

You may see a drop of Semaglutide at the needle tip after injecting. This is normal and does not affect your dose.

Step 5. After your injection

« Carefully remove the needle from the pen. Do not put the needle caps
back on the needle to avoid needle sticks.

« Place the needle in a sharps disposal container right away to reduce the
risk of needle sticks. See “Disposing of used pens and needles” below for
more information about how to dispose of used pens and needles the
right way.

« Put the pen cap on your pen after each use to protect Semaglutide from light.

« If you do not have a sharps disposal container, follow a 1-handed needle recapping
method.
Carefully slip the needle into the outer needle cap. Dispose of the needle in a sharps
disposal container as soon as possible.

Never try to put the inner needle cap back on the needle. You may stick yourself with the needle.

Always remove the needle from your pen. This will reduce the risk of contamination, infection, leakage of Semaglutide, and blocked
needles leading tothe

wrong dose. If the needle is blocked, you will not inject any Semaglutide.

Always dispose of the needle after each injection.

N
To be sold by retail on the prescription of Gastroenterologist only
Disposing of used Semaglutide pens and needles: PRISCRIBING INFORMATION
« Put your used Semaglutide pen and needle in a disposal container, you may use a household container thatis: SEMAGLUTIDE INJECTION
+ made of a heavy-duty plastic 1MG/1.5ML, 2MG/1.5ML, 4MG/3ML, 6.8MG/3ML, 9.6MG/3ML
« can be closed with a tight-fitting, puncture-resistant lid, without sharps being able to come out G/1.5ML, 2MG/1.5ML, 4MG/3ML, 6.8MG/3ML, 9.6MG/3
+ uprightand stable during use WARNING: RISK OF THYROID C-CELL TUMORS
+ leak-resistant o properly labeled to warn of hazardous waste inside the container « In rodents, Semaglutide causes dose-dependent and treatment-duration-dependent thyroid C-cell tumors at clinically relevant
* When your sharps disposal container is almost full, you will need to follow your community guidelines for the right way to dispose exposures. It is unknown whether Semaglutide causes thyroid C-cell tumors, including medullary thyroid carcinoma (MTC), in
of your sharps disposal container. There may be state or local laws about how you should throw away used needles and syringes. humans as human relevance of Semaglutide-induced rodent thyroid C-cell tumors has not been determined '
+ Do not dispose of your used sharps disposal container in your household trash unless your community guidelines permit this. Do « Semaglutide is contraindicated in patients with a personal or family history of MTC or in patients with Multiple Endocrine Neoplasia
not recycle your used sharps disposal container. syndrome type 2 (MEN 2). Counsel patients regarding the potential risk for MTC with the use of Semaglutide and inform them of
- Safely dispose of Semaglutide thatis out of date or no longer needed. symptoms of thyroid tumors.
1. Generic Name:
Important: Semaglutide Injection 1mg/1.5mL, 2mg/1.5mL, 4mg/3mL, 6.8 mg/3mL, 9.6mg/3mL
« Caregivers must be very careful when handling used needles to prevent accidental needle stick injuries and prevent passing L L .
(transmission) of infection. 2. Qualitative and Quantitative Composition:
«Never use a syringe to withdraw Semaglutide from your pen. Each prefilled pen contains a 1.5 mL solution of Semaglutide injection is equivalent to 1 mg Semaglutide (0.68 mg/mL )
« Always carry an extra pen and new needles with you, in case of loss or damage. Each prefilled pen contains a 1.5 mL solution of Semaglutide injection is equivalent to 2 mg Semaglutide (1.34mg/mL)
- Always keep your pen and needles out of reach of others, especially children. Each prefilled pen contains a 3 mL solution of Semaglutide injection is equivalent to 4 mg Semaglutide (1.34mg/mL)

Each prefilled pen contains a 3 mL solution of Semaglutide injection is equivalent to 6.8 mg Semaglutide (2.27mg/mL)

*Always keep your penwith you. Do notleave itin a car or other place where it can gettoo hot ortoo cold. Each prefilled pen contains a 3mL solution of Semaglutide injection is equivalent to 9.6 mg Semaglutide (3.2mg/mL)

3.Dosage Form & Strength:

Caring for your pen: Injection: clear, colorless solution available in pre-filled, disposable, single-dose pens at strengths 1mg/1.5mL, 2mg/1.5mL, 4mg/3mL,
« Do not drop your pen or knock it against hard surfaces. If you drop it or suspect a problem, attach a new needle and check the || 6.8 mg/3mL,9.6mg/3mL.

Semaglutide flow before you inject.

Do nottry to repair your pen or pull it apart. 4.Clinical Particulars:
+ Do not expose your pen to dust, dirt or liquid. 4.1 Therapeutic Indications o ) ) - N . .
« Do notwash, soak, or lubricate your pen. If necessary, clean it with mild detergent on a moistened cloth. Itis indicated as an adjunct to a reduced calorie diet and increased physical activity for chronic weight management in adults with an

initial body mass index (BMI) of

+ 30 kg/m2 or greater (obesity) or

« 27 kg/m2 or greater (overweight) in the presence of at least one weight-related comorbid condition (e.g., hypertension, type 2
diabetes mellitus, or dyslipidemia).

How should | store my Semaglutide pen?

« Store your new, unused Semaglutide pens in the refrigerator between 36°F to 46°F (2°C to 8°C).

« Store your pen in use for 56 days at room temperature between 59°F to 86°F (15°C to 30°C) or in a refrigerator between 36°F to
46°F (2°Cto 8°C).

» The Semaglutide pen you are using should be disposed of (thrown away) after 56 days, even if it still has Semaglutide left in it.

4.2 Posol d Method of administration:
Write the disposal date on your calendar. oselogy andMethoc ofacministration

« Do not freeze Semaglutide. Do not use Semaglutide if it has been frozen. Important Monitoring and Administration Instructions

+ Unused Semaglutide pens may be used until the expiration date (‘EXP”) printed on the label, if keptin the refrigerator. « In patients with type 2 diabetes, monitor blood glucose prior to starting Semaglutide and during Semaglutide treatment

+When stored in the refrigerator, do not store Semaglutide pens directly nextto the cooling element. « Prior to initiation of Semaglutide, train patients on proper injection technique. Refer to the accompanying Instructions for Use for
« Keep Semaglutide away from heat and out of the light. complete administration

« Keep the pen cap on when notin use. instructions with illustrations.

« Keep Semaglutide and all medicines out of the reach of children. « Inspect Semaglutide visually prior to each injection. Only use if solution is clear, colorless, and contains no particles.

« Administer Semaglutide in combination with a reduced-calorie diet and increased physical activity.
« Administer Semaglutide once weekly, on the same day each week, at any time of day, with or without meals.

Brief Information about How to use Semaglutide Prefilled Pen « Inject Semaglutide subcutaneously in the abdomen, thigh, or upper arm. The time of day and the injection site can be changed without
1. Prepare the Injection Pen: dose adjustment.

« Semaglutide is typically provided in a pre-filled injection pen, similar to other injectable medications like insulin.

«Wash your hands thoroughly. Recommended Dosage in Adults:

«Attach anew needle to the pen, if necessary. o i

» Remove the protective cap from both the needle and the pen. Dosage Initiation and Escalation:

2. Prime the Pen: « Initiate Semaglutide with a dosage of 0.25 mg injected subcutaneously once weekly. Then follow the dose escalation schedule
« Hold the pen with the needle pointing upward. presented in Table 1 to minimize

. i it gastrointestinal adverse reactions
isT;rTn:]de:r?ds?ez‘ﬂiféoe:é?n?n?srgaarlltggffe(gii:zg?'25 mg/0.5 mg/1mg/1.7 mg/2.4 mg depending on the prescription) to ensure the pen | If patients do not tolerate a dose during dosage escalation, consider delaying dosage escalation for 4 weeks

. L Table: 1R 1ded Dosage Regil 1 for Adults:
3. Choose the Injection Site: 5 o
« The recommended areas for injection are the stomach, thigh, or upper arm. nce weekly
« Clean the skin with an alcohol swab. Treatment Weeks Subcutaneous Dosag
4. Injectthe Medication: Initiation 1 through 4 0.25 mg
« Pinch the skin to create a fold and insert the needle at a 90-degree angle.
« Press the injection button to administer the dose. Escalation 5 through 8 0.5mg
«Hold the needle in place for a few seconds to ensure all the medication is delivered.
5. Dispose of the Needle: 9 through 12 1mg
*Remove the needle and dispose of it in a proper sharps container.
« Replace the cap on the pen for storage. 13 through 16 1.7 mg
To Report Suspected Adverse Reaction, Contact Bharat Serums and Vaccines Ltd. at py@bsvgroup.com or visit Maintenance | 17 and onward 1.7 mgor2.4mg
the website https://www.bsvgroup.com/adverse/ i )

Maintenance Dosage:
The maintenance dosage of Semaglutide in adults is either 2.4 mg (recommended) or 1.7 mg once weekly. Consider treatment
response and tolerability when selecting the maintenance dosage

Dosage Modifications for Adverse Reactions:

« If patients do not tolerate the 2.4 mg once-weekly maintenance dosage, the maintenance dosage may be reduced to 1.7 mg once-
weekly.

« Discontinue Semaglutide if the patient cannot tolerate the 1.7 mg once-weekly dosage.

Recommendations Regarding Missed Dose:

« If one dose is missed and the next scheduled dose is more than 2 days away (48 hours), administer Semaglutide as soon as possible.
If one dose is missed and the next scheduled dose is less than 2 days away (48 hours), do not administer the dose. Resume dosing on
the regularly scheduled day of the week.

« If 2 or more consecutive doses are missed, resume dosing as scheduled or, if needed, reinitiate Semaglutide and follow the dose
escalation schedule, which may reduce the occurrence of gastrointestinal symptoms associated with re-initiation of treatment.
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Renal Impairment:
No dose adjustment of semaglutide is recommended for patients with renal impairment. In a study in patients with renal impairment,
including end-stage renal disease, no clinically relevant change in semaglutide pharmacokinetics was observed.

Hepatic Impairment:
No dose adjustment of semaglutide is recommended for patients with hepatic impairment. In a study in patients with different degrees
of hepaticimpairment, no clinically relevant change in semaglutide pharmacokinetics was observed.

4.3 Contraindications:

Semaglutide is contraindicated in patients with:

«Apersonal or family history of MTC or in patients with MEN 2

« A prior serious hypersensitivity reaction to Semaglutide or to any of the excipients in Semaglutide. Serious hypersensitivity reactions
including anaphylaxis and angioedema have been reported with Semaglutide.

4.4 Special warnings and precautions for use

Risk of Thyroid C-Cell Tumors:

In mice and rats, semaglutide caused a dose-dependent and treatment-duration-dependent increase in the incidence of thyroid C-cell
tumors (adenomas and carcinomas) after lifetime exposure at clinically relevant plasma exposures. It is unknown whether
Semaglutide causes thyroid C-cell tumors, including MTC, in humans as human relevance of Semaglutide-induced rodent thyroid C-
celltumors has not been determined.

Cases of MTC in patients treated with liraglutide, another GLP-1 receptor agonist, have been reported in the post marketing period; the
data in these reports are insufficient to establish or exclude a causal relationship between MTC and GLP-1 receptor agonist use in
humans.

Semaglutide is contraindicated in patients with a personal or family history of MTC or in patients with MEN 2. Counsel patients
regarding the potential risk for MTC with the use of Semaglutide and inform them of symptoms of thyroid tumors (e.g., a mass in the
neck, dysphagia, dyspnea, persistenthoarseness).

Routine monitoring of serum calcitonin or using thyroid ultrasound is of uncertain value for early detection of MTC in patients treated
with Semaglutide. Such monitoring may increase the risk of unnecessary procedures, due to the low-test specificity for serum
calcitonin and a high background incidence of thyroid disease. Significantly elevated serum calcitonin value may indicate MTC and
patients with MTC usually have calcitonin values >50 ng/L. If serum calcitonin is measured and found to be elevated, the patient should
be further evaluated. Patients with thyroid nodules noted on physical examination or neck imaging should also be further evaluated.

Acute Pancreatitis:

Acute pancreatitis, including fatal and non-fatal hemorrhagic or necrotizing pancreatitis, has been observed in patients treated with
GLP-1 receptor agonists, including semaglutide. Acute pancreatitis was observed in patients treated with Semaglutide in clinical trials.
After initiation of Semaglutide, observe patients carefully for signs and symptoms of acute pancreatitis (including persistent severe
abdominal pain, sometimes radiating to the back, and which may or may not be accompanied by vomiting). If acute pancreatitis is
suspected, Semaglutide should promptly be discontinued, and appropriate management should be initiated. If acute pancreatitis is
confirmed, Semaglutide should not be restarted.

There is limited experience from clinical trials with Semaglutide in patients with a history of pancreatitis. It is unknown if patients with a
history of pancreatitis are at higher risk for development of pancreatitis on Semaglutide.

Acute Gallbladder Disease:

Treatment with Semaglutide is associated with an increased occurrence of cholelithiasis and cholecystitis. The incidence of
cholelithiasis and cholecystitis was higher in Semaglutide-treated pediatric patients aged 12 years and older than in Semaglutide -
treated adults. In randomized clinical trials in adult patients, cholelithiasis was reported by 1.6% of Semaglutide -treated patients and
0.7% of placebo-treated patients. Cholecystitis was reported by 0.6% of Semaglutide-treated adult patients and 0.2% of placebo-
treated patients. In a clinical trial in pediatric patients aged 12 years and older, cholelithiasis was reported by 3.8% of Semaglutide-
treated patients and 0% placebo-treated patients. Cholecystitis was reported by 0.8% of Semaglutide-treated pediatric patients and
0% placebo-treated patients.

Substantial or rapid weight loss can increase the risk of cholelithiasis; however, the incidence of acute gallbladder disease was greater
in Semaglutide-treated patients than in placebo-treated patients, even after accounting for the degree of weight loss. If cholelithiasis is
suspected, gallbladder studies and appropriate clinical follow-up are indicated.

Hypoglycemia:

Semaglutide lowers blood glucose and can cause hypoglycemia.

In atrial of adult patients with type 2 diabetes and body mass index (BMI) greater than or equal to 27 kg/m2, hypoglycemia (defined as a
plasma glucose less than 54 mg/dL) was reported in 6.2% of Semaglutide-treated patients versus 2.5% of placebo-treated patients.
One episode of severe hypoglycemia (requiring the assistance of another person) was reported in one Semaglutide-treated patient
versus no placebo-treated patients.

Patients with diabetes mellitus taking Semaglutide in combination with insulin or an insulin secretagogue (e.g., sulfonylurea) may have
an increased risk of hypoglycemia, including severe hypoglycemia. Hypoglycemia has been observed in patients treated with
semaglutide at doses of 0.5 and 1 mg in combination with insulin. The use of Semaglutide (semaglutide 2.4 mg or 1.7 mg once weekly)
in patients with type 1 diabetes mellitus or in combination with insulin has not been evaluated.

Inform patients of the risk of hypoglycemia and educate them on the signs and symptoms of hypoglycemia. In patients with diabetes,
monitor blood glucose prior to starting Semaglutide and during Semaglutide treatment. When initiating Semaglutide, consider
reducing the dose of concomitantly administered insulin or insulin secretagogue (such as sulfonylureas) to reduce the risk of
hypoglycemia.

Acute Kidney Injury:

There have been post marketing reports of acute kidney injury and worsening of chronic renal failure, which have in some cases
required hemodialysis, in patients treated with semaglutide. Patients with renal impairment may be at greater risk of acute kidney
injury, but some of these events have been reported in patients without known underlying renal disease. A majority of the reported
events occurred in patients who had experienced nausea, vomiting, or diarrhea, leading to volume depletion.

Monitor renal function when initiating or escalating doses of Semaglutide in patients reporting severe adverse gastrointestinal
reactions. Monitor renal function in patients with renalimpairment reporting any adverse reactions that could lead to volume depletion.

Hypersensitivity Reactions:

Serious hypersensitivity reactions (e.g., anaphylaxis, angioedema) have been reported with Semaglutide. If hypersensitivity reactions
occur, discontinue use of Semaglutide, treat promptly per standard of care, and monitor until signs and symptoms resolve.
gemaglutide is contraindicated in patients with a prior serious hypersensitivity reaction to semaglutide or to any of the excipients in

emaglutide.

Anaphylaxis and angioedema have been reported with other GLP-1 receptor agonists. Use caution in a patient with a history of
anaphylaxis or angioedema with another GLP-1 receptor agonist because it is unknown whether such patients will be predisposed to
these reactions with Semaglutide.

Diabetic Retinopathy Complications in Patients with Type 2 Diabetes:

In a trial of adult patients with type 2 diabetes and BMI greater than or equal to 27 kg/m2, diabetic retinopathy was reported by 4.0% of
Semaglutide -treated patients and 2.7% placebo-treated patients.

In a 2-year trial with semaglutide 0.5 mg and 1 mg once-weekly injection in adult patients with type 2 diabetes and high cardiovascular
risk, diabetic retinopathy complications (which was a 4-component adjudicated endpoint) occurred in patients treated with semaglutide
injection (3.0%) compared to placebo (1.8%). The absolute risk increase for diabetic retinopathy complications was larger among
patients with a history of diabetic retinopathy at baseline (semaglutide injection 8.2%, placebo 5.2%) than among patients without a
known history of diabetic retinopathy (semaglutide injection 0.7%, placebo 0.4%).

Rapid improvement in glucose control has been associated with a temporary worsening of diabetic retinopathy. The effect of long-term
glycemic control with semaglutide on diabetic retinopathy complications has not been studied. Patients with a history of diabetic
retinopathy should be monitored for progression of diabetic retinopathy.

Heart Rate Increase:

Treatment with Semaglutide was associated with increases in resting heart rate. Mean increases in resting heart rate of 1 to 4 beats per
minute (bpm) were observed in Semaglutide-treated adult patients compared to placebo in clinical trials. More adult patients treated
with Semaglutide compared with placebo had maximum changes from baseline at any visit of 10 to 19 bpm (41% versus 34%,
respectively) and 20 bpm or more (26% versus 16%, respectively). In a clinical trial in pediatric patients aged 12 years and older with
normal baseline heart rate, more patients treated with Semaglutide compared to placebo had maximum changes in heart rate of 20
bpm or more (54% versus 39%).

Monitor heart rate at regular intervals consistent with usual clinical practice. Instruct patients to inform their healthcare providers of
palpitations or feelings of a racing heartbeat while at rest during Semaglutide treatment. If patients experience a sustained increase in
resting heart rate, discontinue Semaglutide.

Pulmonary Aspiration During General Anesthesia or Deep Sedation:

Semaglutide delays gastric emptying. There have been rare post marketing reports of pulmonary aspiration in patients receiving GLP-
1 receptor agonists undergoing elective surgeries or procedures requiring general anesthesia or deep sedation who had residual
gastric contents despite reported adherence to preoperative fasting recommendations.

Available data are insufficient to inform recommendations to mitigate the risk of pulmonary aspiration during general anesthesia or
deep sedation in patients taking Semaglutide, including whether modifying preoperative fasting recommendations or temporarily
discontinuing Semaglutide could reduce the incidence of retained gastric contents. Instruct patients to inform healthcare providers
prior to any planned surgeries or procedures if they are taking Semaglutide.

4.4Interactions

Concomitant Use with an Insulin Secretagogue (e.qg., Sulfonylurea) or with Insulin:

Semaglutide lowers blood glucose and can cause hypoglycemia. The risk of hypoglycemia is increased when Semaglutide is used in
combination with insulin or insulin secretagogues (e.g., sulfonylureas). The addition of Semaglutide in patients treated with insulin has
not been evaluated. When initiating Semaglutide, consider reducing the dose of concomitantly administered insulin secretagogue
(such as sulfonylureas) or insulin to reduce the risk of hypoglycemia.

Oral Medications:

Semaglutide causes a delay of gastric emptying, and thereby has the potential to impact the absorption of concomitantly administered
oral medications. In clinical pharmacology trials, Semaglutide did not affect the absorption of orally administered medications.
Nonetheless, monitor the effects of oral medications concomitantly administered with Semaglutide.

4.6 Use in special populations (such as pregnant women, lactating women, paediatric patients, geriatric patients, etc.)

Pregnancy:
When a pregnancy is recognized, advise the pregnant patient of the risk to a fetus, and discontinue Semaglutide.

Lactation:

There are no data on the presence of semaglutide or its metabolites in human milk, the effects on the breastfed infant, or the effects on
milk production. The developmental and health benefits of breastfeeding should be considered along with the mother’s clinical need for
Semaglutide and any potential adverse effects on the breastfed infant from Semaglutide or from the underlying maternal condition.

Females and Males of Reproductive Potential:
Because of the potential for fetal harm, discontinue semaglutide in patients at least 2 months before they plan to become pregnant to
account for the long half-life of semaglutide.

Pediatric Use:

The safety and effectiveness of semaglutide as an adjunct to a reduced calorie diet and increased physical activity for weight reduction
and long-term maintenance have been established in pediatric patients aged 12 years and older with obesity. Use of semaglutide for
this indication is supported by a 68-week, double-blind, placebo-controlled clinical trial in 201 pediatric patients aged 12 years and
older with a BMI corresponding to 295th percentile for age and sex and from studies in adult patients with obesity

Adverse reactions with semaglutide treatment in pediatric patients aged 12 years and older were generally similar to those reported in
adults. Pediatric patients aged 12 years and older treated with semaglutide had greater incidences of cholelithiasis, cholecystitis,
hypotension, rash, and urticaria compared to adults treated with semaglutide.

There are insufficient data in pediatric patients with type 2 diabetes treated with semaglutide for obesity to determine if there is an
increased risk of hypoglycemia with semaglutide treatment similar to that reported in adults. Inform patients of the risk of hypoglycemia
and educate them on the signs and symptoms of hypoglycemia. In pediatric patients aged 12 years and older with type 2 diabetes,
monitor blood glucose prior to starting semaglutide and during semaglutide treatment. When initiating semaglutide in pediatric patients
x | aged 12 years and older with type 2 diabetes, consider reducing the dose of concomitantly administered insulin secretagogue (such as
g | sulfonylureas) or insulin to reduce the risk of hypoglycemia.

2 The safety and effectiveness of semaglutide have not been established in pediatric patients less than 12 years of age.
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- | Geriatric Use:
g st IN571TDOPENWL £ | In the semaglutide clinical trials for weight reduction and long-term maintenance, 233 (9%) semaglutide-treated patients were aged 65
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to 75 years and 23 (1%) semaglutide-treated patients were aged 75 years and older. In a cardiovascular outcomes trial, 2656 (30%)
semaglutide-treated patients were aged 65 to 75 years and 703 (8%) semaglutide-treated patients were aged 75 years and older. No
overall difference in effectiveness was observed between patients aged 65 years and older and younger adult patients. In the
cardiovascular outcomes trial, patients aged 75 years and older reported more fractures of the hip and pelvis on semaglutide than on
placebo. Patients aged 75 years and older (semaglutide treated and placebo-treated) reported more serious adverse reactions overall
compared to younger adult patients.

4.7 Effects on ability to drive and use machines:

Semaglutide has no or negligible influence on the ability to drive or use machines. However, dizziness can be experienced mainly
during the dose escalation period. Driving or use of machines should be done cautiously if dizziness occurs.

Patients with type 2 diabetes:
If semaglutide is used in combination with a sulfonylurea or insulin, patients should be advised to take precautions to avoid
hypoglycaemia while driving and using machines.

4.8 Undesirable Effects

Summary of safety profile:

In four phase 3a trials, 2 650 adult patients were exposed to Semaglutide. The duration of the trials were 68 weeks. The most frequently
reported adverse reactions were gastrointestinal disorders including nausea, diarrhoea, constipation and vomiting.

The reactions are listed below by system organ class and absolute frequency. Frequencies are defined as: very common: (=1/10);
common: (21/100 to < 1/10); uncommon: (=1/1 000 to < 1/100); rare: (=1/10 000 to < 1/1 000); very rare: (<1/10 000) and not known:

(cannot be estimated from available data). Within each frequency grouping, adverse reactions are presented in order of decreasing
seriousness.

Immune system disorders:

Rare: Anaphylactic reaction

Metabolism and nutrition disorders:

Common: Hypoglycaemia in patients with type 2 diabetes®

Nervous system disorders:

Very common: Headache”

Common: Dizziness’, Dysgeusia”

Eyedisorders:

Common: Diabetic retinopathy in patients with type 2 diabetesa

Cardiac disorders:

Uncommon: Hypotension, Orthostatic hypotension, Increased heart rate™
Gastrointestinal disorders:

Very common: Vomiting™®,Diarrhoea™, Constipation®’, Nausea™ ,Abdominal pain®
Common: Gastritis™*, Gastrooesophageal reflux disease’, Dyspepsiab Eructation®, Flatulence’, Abdominal distension®
Uncommon: Acute pancreatitis’, Delayed gastric emptying

Not known: Intestinal obstruction

Hepatobiliary disorders:

Common: Cholelithiasisa

Skin and subcutaneous tissue disorders:

Common: Hair loss®

Rare:Angioedema

General disorders and administration site conditions:

Very common: Fatigue®

Common: Injection site reactions®

linvestigations:

Uncommon: Increased amylasec, Increased lipase®

a) see description of selected adverse reactions below

b) mainly seen in the dose-escalation period

c) Grouped preferred terms
d) From post-marketing reports

Description of selected adverse reactions:
The below information on specific adverse reactions, unless otherwise specified, pertains to the phase 3a trials.

Gastrointestinal adverse reactions:

Over the 68 weeks trial period, nausea occurred in 43.9% of patients when treated with semaglutide (16.1% for placebo), diarrhoea in
29.7% (15.9% for placebo) and vomiting in 24.5% (6.3% for placebo). Most events were mild to moderate in severity and of short
duration. Constipation occurred in 24.2% of patients treated with semaglutide (11.1% for placebo) and was mild to moderate in severity
and of longer duration. In patients treated with semaglutide, median duration of nausea was 8 days, vomiting 2 days, diarrhoea 3 days,
and constipation 47 days.

Patients with moderate renal impairment (eGFR 230 mL/min/1.73m2) may experience more gastrointestinal effects when treated with
semaglutide.

The gastrointestinal events led to permanent treatment discontinuation in 4.3% of patients.

Acute pancreatitis:

The frequency of adjudication-confirmed acute pancreatitis reported in phase 3a clinical trials was 0.2% for semaglutide and <0.1% for
placebo, respectively. In SELECT, the cardiovascular outcomes trial, the frequency of acute pancreatitis confirmed by adjudication was
0.2% for semaglutide and 0.3% for placebo.

Acute gallstone disease/Cholelithiasis:
Cholelithiasis was reported in 1.6% and led to cholecystitis in 0.6% of patients treated with semaglutide. Cholelithiasis and cholecystitis
was reportedin 1.1% and 0.3%, respectively, of patients treated with placebo.

Hairloss

Hair loss was reported in 2.5% of patients treated with semaglutide and in 1.0% of patients treated with placebo. The events were
mainly of mild severity and most patients recovered while on continued treatment. Hair loss was reported more frequently in patients
with a greater weight loss (220%).

Increased heart rate:

In the phase 3a trials, a mean increase of 3 beats per minute (bpm) from a baseline mean of 72 bpm was observed in patients treated
with semaglutide. The proportions of subjects with an increase in pulse from baseline 210 bpm at any timepoint during the on-treatment
period were 67.0% in the semaglutide group vs. 50.1% in the placebo group.

Immunogenicity:

Consistent with the potentially immunogenic properties of medicinal products containing proteins or peptides, patients may develop
antibodies following treatment with semaglutide. The proportion of patients testing positive for anti-semaglutide antibodies at any time
post-baseline was low (2.9%) and no patients had anti-semaglutide neutralising antibodies or anti-semaglutide antibodies with
endogenous GLP-1 neutralising effect at end-of-trial. During treatment, high semaglutide concentrations might have lowered the
sensitivity of the assays, hence the risk of false negatives cannot be excluded. However, in subjects testing positive for antibodies
during and after treatment, the presence of antibodies was transient and with no apparentimpact on efficacy and safety.

Hypoglycaemia in patients with type 2 diabetes:

In STEP 2, clinically significant hypoglycaemia was observed in 6.2% (0.1 events/patient year) of subjects treated with semaglutide
compared with 2.5% (0.03 events/patient year) of subjects treated with placebo. Hypoglycaemia with semaglutide was seen both with
and without concomitant use of sulfonylurea. One episode (0.2% of subjects, 0.002 events/patient year) was reported as severe in a
subject not concomitantly treated with a sulfonylurea. The risk of hypoglycaemia was increased when semaglutide was used with a
sulfonylurea.

Diabetic retinopathy in patients with type 2 diabetes:

A 2-year clinical trial investigated semaglutide 0.5 mg and 1 mg vs. placebo in 3 297 patients with type 2 diabetes, with high
cardiovascular risk, long duration of diabetes and poorly controlled blood glucose. In this trial, adjudicated events of diabetic
retinopathy complications occurred in more patients treated with semaglutide (3.0%) compared to placebo (1.8%). This was observed
in insulin treated patients with known diabetic retinopathy. The treatment difference appeared early and persisted throughout the trial.
In STEP 2, retinal disorders were reported by 6.9% of patients treated with semaglutide, 6.2% of patients treated with semaglutide 1
mg, and 4.2% of patients treated with placebo. The majority of events were reported as diabetic retinopathy (4.0%, 2.7%, and 2.7%,
respectively) and non-proliferative retinopathy (0.7%, 0%, and 0%, respectively).

Paediatric population:

In a clinical trial conducted in adolescents of 12 years to below 18 years with obesity or overweight with at least one weight-related
comorbidity, 133 patients were exposed to semaglutide. The trial duration was 68 weeks.

Overall, the frequency, type and severity of adverse reactions in the adolescents were comparable to that observed in the adult
population. Cholelithiasis was reported in 3.8% of patients treated with semaglutide and 0% of patients treated with placebo.

No effects on growth or pubertal development were found after 68 weeks of treatment.

Inthe SELECT and SUSTAIN 6 trials, in adults with established cardiovascular disease, the adverse reaction profile was similar to that
seen in the weight management phase 3atrials.

Post marketing Experience:

The following adverse reactions have been reported during post-approval use of semaglutide, the active ingredient of semaglutide. Because these reactions are
reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or establish a causal relationship to drug
exposure.

Gastrointestinal Disorders: acute pancreatitis and necrotizing pancreatitis, sometimes resulting in death; ileus
Hypersensitivity: anaphylaxis, angioedema, rash, urticaria
Renal and Urinary Disorders: acute kidney injury

Pulmonary: Pulmonary aspiration has occurred in patients receiving GLP-1 receptor agonists undergoing elective surgeries or procedures requiring general
anesthesia or deep sedation.

Reporting of suspected adverse reactions:

Health care professionals, patients/consumers are advised to closely monitor the possibility of the above ADRs associated with the use of the above drugs. If such
reactions are encountered, please report to the Hetero either by filling of Suspect Adverse Drug Reactions Reporting Form (form.heteroworld.com) or by Hetero
Helpline No.1800-120-8689 and for all India safety cases and complaints, please write to drugsafetyindia@heterodrugs.com.

4.9 Overdose:

Overdoses have been reported with other GLP-1 receptor agonists. Effects have included severe nausea, severe vomiting, and severe hypoglycemia. In the
event of overdose, appropriate supportive treatment should be initiated according to the patient’s clinical signs and symptoms. A prolonged period of observation
and treatment for these symptoms may be necessary, taking into account the long half-life of semaglutide of approximately 1 week.

5. Pharmacological Properties

5.1 Mechanism of action:

Semaglutide is a GLP-1 analogue with 94% sequence homology to human GLP-1. Semaglutide acts as a GLP-1 receptor agonist that selectively binds to and
activates the GLP-1 receptor, the target for native GLP-1.

GLP-1 is a physiological regulator of appetite and caloric intake, and the GLP-1 receptor is present in several areas of the brain involved in appetite regulation.
Animal studies show that semaglutide distributed to and activated neurons in brain regions involved in regulation of food intake.

5.2 Pharmacodynamic properties:

Semaglutide lowers body weight with greater fat mass loss than lean mass loss. Semaglutide decreases calorie intake. The effects are likely mediated by affecting
appetite.

Semaglutide stimulates insulin secretion and reduces glucagon secretion in a glucose-dependent manner. These effects can lead to a reduction of blood glucose.

Gastric Emptying:
Semaglutide delays gastric emptying.

Cardiac Electrophysiology (Qtc):
The effect of semaglutide on cardiac repolarization was tested in a thorough QTc trial. Semaglutide did not prolong QTc intervals at doses up to 1.5 mg at steady
state.

Phase lll Clinical Efficacy and Safety Study (In-house trial):

This study was a phase ll, prospective, multi-center, randomized, open label, active-controlled, parallel group, comparative study. The screening period lasted
two weeks. After confirming eligibility, patients were randomized in 1:1 ratio into either Test arm (129 patients in Hetero-Semaglutide) or Comparator arm (129 in
RMP-Semaglutide). Patients received either semaglutide injection or reference Semaglutide Injection, subcutaneously, based on treatment arm as per the dosing
schedule. The primary efficacy parameter was percentage reduction in body weight was assessed at 24 weeks using validated weighing scale.

Mean percentage change (SD) from baseline to week 24, in body weight reduction was -10.8 (3.9)% in patients treated with Hetero-Semaglutide injection,
compared with -10.3 (4.4)% in patients treated with RMP-Semaglutide injection. The Mean Percentage Change (95% Cl) between Hetero-Semaglutide injection
and RMP-Semaglutide injection was -0.52 (-1.55, 0.50). The Upper limit of 95% CI (0.50) of difference lies within the predefined non-inferiority margin of 5,
demonstrating the non-inferiority of Hetero-Semaglutide relative to RMP-Semaglutide.

Table 1: Mean percentage reduction in body weight from baseline to 24 weeks

Hetero-Semaglutide | RMP-Semaglutide | Mean Percentage ;
Parameter (N=129) (N=129) Change (95% CI) p-value
Baseline Weight, Mean 90.30 (12.2) 92.08 (14.2)
(SD)
Week 24 Weight, Mean 80.57 (12.0) 82.60 (13.4)
(SD)
Percentage Change from
Baseline to Week 24, -10.8 (3.9) -10.3 (4.4) -0.52 (-1.55, 0.50) 0.3155
Mean (SD)
'(\geEa)” Percentage Change -10.82 (0.37) -10.30 (0.37)
p-values obtained from ANCOVA model with: Treatment as fixed effect Baseline Weight as covariate Percentage Change from
baseline = [(Week 24 weight - baseline weight) / baseline weight] x 100
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Treatment ——o—— Hetero-Semaglutide —e—— RMP-Semaglutide

Percentage Change in Body Weight
)
1

T T T T T T T
week0 week4 week8 week 12 week16 week20 week24

Week

Fig 1: Mean percentage change in body weight from baseline to 24 weeks

As demonstrated in the Figure 1 at baseline, the mean percentage (+ SD) body weight reduction was 90.30 + 12.2% in the Hetero
Semaglutide injection and 92.08 + 14.2% in the RMP-Semaglutide injection, indicating comparable body weight reduction status
between the two treatment arms prior to initiation of therapy whereas at Week 24, both groups demonstrated a reduction in body
weight from Baseline. The Hetero-Semaglutide injection showed a decrease to 80.57 + 12%, while the RMP-Semaglutide injection
showed a similar reduction to 82.60 + 13.4%. The pattern of reduction in body weight from baseline were similar between the two
treatment groups throughout the study period.

Safety Results:

All safety conclusions have been derived based on the Safety population (129 patients Hetero-Semaglutide and 129 in RMP-
Semaglutide). The proportion of patients reporting treatment-emergent AEs, and the number of AEs reported were similar in the
Hetero-Semaglutide (76 AEs) compared to RMP-Semaglutide (101 AEs). A total of 177 adverse events were reported by 91 patients
over the course of the study. Overall, 191 adverse events were reported by 100 patients during the study period including baseline
emergent and treatment emergent adverse events. The most frequently reported AEs were from the Gastrointestinal disorders
(28.68%), followed by General disorders and administration site conditions (6.98%), Nervous system disorders (2.71%), Infections
and infestations (1.16%) & Blood and lymphatic system disorders (0.39%) SOC.

Table 2: Treatment-Emergent Adverse Events with Onset During Treatment Period - Safety Population

3{:}:{:‘ed°;?,:f'ass“ Test N=129 n (%) E Refe':’(‘;"j =129 Total N=258 n (%) E
fany Treatment-Emergent 41(31.78) 76 50 (38.76) 101 91 (35.27) 177
Blood and lymphatic system 1(0.78)1 0(0)0 1(0.39)1
Anaemia 1(0.78) 1 0(0)0 1(0.39)1
Gastrointestinal disorders 35(27.13) 64 39 (30.23) 79 74 (28.68) 143
Abdominal distension 3(2.33)3 1(0.78)1 4(1.55)4
Abdominal pain 1(0.78) 1 2(1.55)5 3(1.16)6
Abdominal pain upper 3(2.33)3 3(2.33)3 6(2.33)6
Constipation 6(4.65) 8 5(3.88)8 11 (4.26) 16
Diarrhoea 9(6.98) 18 15(11.63) 19 24 (9.30) 37
Dyspepsia 0(0)0 2(1.55)2 2(0.78) 2
Gastritis 3(2.33)6 5(3.88) 11 8(3.10) 17
g:zgggeswhagea' reflux 1(0.78) 1 0(0)0 1(0.39) 1
Hyperchlorhydria 1(0.78)1 1(0.78)1 2(0.78) 2
Nausea 10 (7.75) 11 12 (9.30) 12 22 (8.53) 23
Vomiting 12 (9.30) 12 13(10.08) 17 25 (9.69) 29
atminsraton ste sonitons 76437 11(8.59)13 18(6.98) 20
Pain 2(1.55)2 2(1.55)4 4(1.55)6
Pyrexia 5(3.88)5 9(6.98)9 14 (5.43) 14
Infections and infestations 2(1.55)2 1(0.78)1 3(1.16) 3
Nasopharyngitis 2(1.55)2 1(0.78) 1 3(1.16) 3
Nervous system disorders 2(1.55)2 5(3.88) 8 7 (2.71) 10
Headache 2(1.55)2 5(3.88) 8 7(2.71)10

[a] Adverse events are classified by System Organ Class and Preferred Term as defined by the Medical
Dictionary of Regulatory Affairs (MedDRA) v28.1.

Each patient will only be counted once per Preferred Term and once per System Organ Class. Treatment-
EmergentAdverse Events are defined as those occurs after starting the study medication.

In this randomized, parallel arm, open label, comparative, active controlled study, significant proportion of patients have displayed
clinical improvement when treated with Hetero-Semaglutide injection and RMP-Semaglutide Injection treatment. Body weight
reduction levels from baseline to week 24 improved in both the arms and was similar between Hetero-Semaglutide and Reference-
Semaglutide. The efficacy of the Hetero-Semaglutide injection was evaluated over a 24-week treatment period and compared with the
RMP-Semaglutide injection across multiple parameters, including body weight, waist circumference, waist hip ratio, body

mass index, systolic and diastolic blood pressure, total cholesterol, high density lipoprotein (HDL) cholesterol, low density lipoprotein
(LDL) cholesterol, very low-density lipoprotein (VLDL) cholesterol and triglycerides, HbA1c, fasting plasma glucose (FPG),
postprandial glucose (PPG) and quality of life.

Baseline demographic and disease characteristics were similar across the two treatment groups.

Body weight:

Both treatment groups demonstrated reductions in body weight from Baseline. The mean change from Baseline to Week 24 was
similar between the Test and Reference groups, with no statistically significant difference observed (p = 0.3155). The pattern of body
weight reduction over time was comparable between the two groups Hetero-Semaglutide injection and RMP-Semaglutide injection.

Body weight reduction with 25%,210% and 2 15%:

The proportion of subjects achieving body weight reduction with 25% and 210% shown significant reductions over the treatment
period. The proportion of subjects achieving 25% and 210% body weight reduction increased by Week 24 in both groups and
proportion of subjects achieving body weight reduction 215% showed statistically no significant differences observed between
treatments at week 24.

Waist circumference, waist hip ratio and body mass index:

The mean change in waist circumference, waist hip ratio and body mass index from baseline was similar between two arms and by
week 24, the overall mean change in waist circumference, waist hip ratio and body mass index was comparable and demonstrated
mean change difference indicating that treatment with either product had significant effect.

Systolic blood pressure (SBP) (mmHg) and Diastolic blood pressure:

The mean change in systolic and diastolic blood pressure from baseline was similar between two arms, and by week 24, the overall
mean change in systolic and diastolic blood pressure was comparable and demonstrated mean change difference indicating that
treatment with either product had significant effect.

Total cholesterol, high density lipoprotein (HDL) cholesterol, low density lipoprotein (LDL) cholesterol, very low-density
lipoprotein (VLDL) cholesterol and triglycerides:

The mean difference was comparable between the two groups at the end of 24 weeks for all the lipid profile parameters. At Week 24,
both the arms demonstrated significant mean change from baseline for VLDL, Triglycerides, LDL, HDL and total cholesterol.

Glycated hemoglobin (HbA1c):

Both treatment groups demonstrated reductions in mean HbA1c from Baseline. The mean change from Baseline to Week 24 was
similar between two arms, with no statistically significant difference observed. The pattern of HbA1c reduction over time was
comparable between the two groups Hetero-Semaglutide injection and RMP-Semaglutide injection.

Fasting Plasma Glucose (FPG) and Post Prandial Plasma Glucose (PPG):
Gradual reductions in mean FPG and PPG levels were observed in both treatment groups across scheduled visits. The magnitude and trajectory of change were
comparable between the Hetero-Semaglutide injection and RMP-Semaglutide injection throughout the study duration.

Change in quality of life by short form survey (SF-36) scores:

Change in quality of life by short form survey (SF-36) scores were comparable between the Hetero-Semaglutide injection and RMP-Semaglutide injection groups.
At week 12 & Week 24, both the Hetero-Semaglutide injection and RMP-Semaglutide injection demonstrated comparable mean difference in quality of life by
short form survey from baseline.

Safety:

Semaglutide was well tolerated, with only mild Adverse events reported. The most common AEs observed were involving Type 2 Diabetes Mellitus with
Overweight or Obesity. The increased frequency of AE reporting did not lead to an increase in discontinuations at the present stage of the trial. The safety profile of
the Semaglutide treatment in this study was consistent from previously published clinical trials.

5.3 Pharmacokinetic properties

Absorption:

Absolute bioavailability of semaglutide is 89%. Maximum concentration of semaglutide is reached 1 to 3 days post dose.

Similar exposure is achieved with subcutaneous administration of semaglutide in the abdomen, thigh, or upperarm.

The average semaglutide steady state concentration following subcutaneous administration of semaglutide was approximately 75 nmol/L in patients with either
obesity (BMI greater than or equal to 30 kg/m2) or overweight (BMI greater than or equal to 27 kg/m2). The steady state exposure of semaglutide increased
proportionally with doses up to 2.4 mg once weekly.

Distribution:
The mean volume of distribution of semaglutide following subcutaneous administration in patients with obesity or overweight is approximately 12.5 L.
Semaglutide is extensively bound to plasma albumin (greater than 99%) which results in decreased renal clearance and protection from degradation.

Elimination:
The apparent clearance of semaglutide in patients with obesity or overweight is approximately 0.05 L/h. With an elimination half-life of approximately 1 week,
semaglutide will be present in the circulation for about 5 to 7 weeks after the last dose of 2.4 mg.

Metabolism:
The primary route of elimination for semaglutide is metabolism following proteolytic cleavage of the peptide backbone and sequential beta-oxidation of the fatty
acid sidechain.

Excretion:
The primary excretion routes of semaglutide-related material are via the urine and feces.
Approximately 3% of the dose is excreted in the urine as intact semaglutide.

Special Populations:

Data are steady-state dose-normalized average semaglutide exposures relative to a reference subject profile (non-Hispanic or Latino ethnicity, white female aged
18 to less than 65 years, with a body weight of 110 kg and normal renal function, who injected in the abdomen). Body weight categories (74 and 143 kg) represent
the 5% and 95% percentiles in the dataset.

Patients with Renal Impairment:

Renal impairment did not impact the exposure of semaglutide in a clinically relevant manner. The pharmacokinetics of semaglutide were evaluated following a
single dose of 0.5 mg semaglutide in a study of patients with different degrees of renal impairment (mild, moderate, severe, or ESRD) compared with subjects with
normal renal function. The pharmacokinetics were also assessed in subjects with overweight (BMI 27-29.9 kg/m2) or obesity (BMI greater than or equal to 30
kg/m2) and mild to moderate renal impairment, based on data from clinical trials.

Patients with Hepatic :
Hepatic impairment did not impact the exposure of semaglutide. The pharmacokinetics of semaglutide were evaluated following a single dose of 0.5 mg
semaglutide in a study of patients with different degrees of hepatic impairment (mild, moderate, severe) compared with subjects with normal hepatic function.

Drug Interactions:

In vitro studies have shown very low potential for semaglutide to inhibit orinduce CYP enzymes, and to inhibit drug transporters.

The delay of gastric emptying with semaglutide may influence the absorption of concomitantly administered oral medicinal products. The potential effect of
semaglutide on the absorption of co-administered oral medications was studied in trials at semaglutide 1 mg steady-state exposure.

No clinically relevant drug-drug interaction with semaglutide was observed based on the evaluated medications; therefore, no dose adjustment is required when
co-administered with semaglutide. In a separate study, no apparent effect on the rate of gastric emptying was observed with semaglutide 2.4 mg.

Immunogenicity:

The observed incidence of anti-drug antibodies is highly dependent on the sensitivity and specificity of the assay. Differences in assay methods preclude
meaningful comparisons of the incidence of anti-drug antibodies in the studies described below with the incidence of anti-drug antibodies in other studies,
including those of semaglutide or of other semaglutide products. During the 68-week treatment periods in Studies 2 and 3, 50/1709 (3%) of semaglutide-treated
patients developed anti-semaglutide antibodies. Of these 50 semaglutide-treated patients, 28 patients (2% of the total semaglutide-treated study population)
developed antibodies that cross-reacted with native GLP-1. No identified clinically significant effect of anti-semaglutide antibodies on pharmacokinetics for
semaglutide was observed. There is insufficient evidence to characterize the effects of anti-semaglutide antibodies on pharmacodynamics or effectiveness of
semaglutide.

6. Nonclinical Properties:

Animal Toxicology or Pharmacology

Carcinogenesis:

In a 2-year carcinogenicity study in CD-1 mice, subcutaneous doses of 0.3, 1 and 3 mg/kg/day [2-, 11-, and 30- fold the maximum recommended human dose
(MRHD) of 2 mg/week, based on AUC] were administered to the males, and 0.1, 0.3 and 1 mg/kg/day (1-, 2-, and 7-fold MRHD) were administered to the females.
Astatistically significant increase in thyroid C-cell adenomas and a numerical increase in C-cell adenomas and a numerical increase in C-cell carcinomas were
observed in males and females at all dose levels (greater than or equal to 0.6 times human exposure).

In a 2-year carcinogenicity study in Sprague Dawley rats, subcutaneous doses of 0.0025, 0.01, 0.025 and 0.1 mg/kg/day were administered (below quantification,
0.2-, 0.5-, and 3-fold the exposure at the MRHD). A statistically significant increase in thyroid C-cell adenomas was observed in males and females at all dose
levels, and a statistically significant increase in thyroid C-cell carcinomas was observed in males at 20.01 mg/kg/day, at clinically relevant exposures.

Mutagenicity:
Semaglutide was not mutagenic or clastogenic in a standard battery of genotoxicity tests (bacterial mutagenicity (Ames), human lymphocyte chromosome
aberration, ratbone marrow micronucleus).

Impairment of Fertility:

In a combined fertility and embryo-fetal development study in rats, subcutaneous doses of 0.01, 0.03 and 0.09 mg/kg/day (0.04-, 0.1-, and 0.4-fold the MRHD)
were administered to male and female rats. Males were dosed for 4 weeks prior to mating, and females were dosed for 2 weeks prior to mating and throughout
organogenesis until Gestation Day 17. No effects were observed on male fertility. In females, an increase in oestrus cycle length was observed at all dose levels,
together with a small reduction in numbers of corpora lutea at 20.03 mg/kg/day. These effects were likely an adaptive response secondary to the pharmacological
effect of semaglutide on food consumption and body weight.

7.Description:

Semaglutide injection, for subcutaneous use, contains semaglutide, a human GLP-1 receptor agonist (or GLP-1 analog). The peptide backbone is produced by
yeast fermentation. The main protraction mechanism of semaglutide is albumin binding, facilitated by modification of position 26 lysine with a hydrophilic spacer
and a C18 fatty di-acid. Furthermore, semaglutide is modified in position 8 to provide stabilization against degradation by the enzyme dipeptidyl-peptidase 4
(DPP-4). A minor modification was made in position 34 to ensure the attachment of only one fatty di-acid. The molecular formula is C187H291N45059 and the
molecular weightis 4113.58 g/mol.

Structural formula:
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8. Pharmaceutical Particulars
8.1 Incompatibilities:
Notapplicable

8.2 Shelf-life:
18 months

8.3 Packing Information:
1 Prefilled Pen

8.4 Storage and handling instructions:

Prior to first use, Semaglutide should be stored in a refrigerator between 2°C to 8°C. Do not store in the freezer or directly adjacent to
the refrigerator cooling element. Do not freeze and do not use if it has been frozen. After first use of the Semaglutide pen, the pen can be
stored for 56 days at room temperature not exceeding 30°C) or in a refrigerator 2°C to 8°C. Keep the pen cap on when not in use.
Semaglutide should be protected from excessive heat and sunlight.

9. Patient Counselling Information:

Advise the patient to read the approved patient labelling.

Risk of Thyroid C-cell Tumors:

Inform patients that semaglutide causes thyroid C-cell tumors in rodents and that the human relevance of this finding has not been
determined. Counsel patients to report symptoms of thyroid tumors (e.g., a lump in the neck, hoarseness, dysphagia, or dyspnea) to
their physician.

Acute Pancreatitis:

Inform patients of the potential risk for acute pancreatitis. Instruct patients to discontinue Semaglutide promptly and contact their
physician if pancreatitis is suspected (severe abdominal pain that may radiate to the back, and which may or may not be accompanied
by vomiting).

Acute Gallbladder Disease:

Inform patients of the risk of acute gallbladder disease. Advise patients that substantial or rapid weight loss can increase the risk of
gallbladder disease, but that gallbladder disease may also occur in the absence of substantial or rapid weight loss. Instruct patients to
contact their healthcare provider for appropriate clinical follow-up if gallbladder disease is suspected.

Hypoglycemia:

Inform patients of the risk of hypoglycemia and educate patients on the signs and symptoms of hypoglycemia. Advise patients with
diabetes mellitus on glycemic lowering therapy that they may have an increased risk of hypoglycemia when using Semaglutide and to
report signs and/or symptoms of hypoglycemia to their healthcare provider.

Dehydration and Renal Impairment:

Advise patients treated with Semaglutide of the potential risk of dehydration due to gastrointestinal adverse reactions and take
precautions to avoid fluid depletion. Inform patients of the potential risk for worsening renal function and explain the associated signs
and symptoms of renal impairment, as well as the possibility of dialysis as a medical intervention if renal failure occurs.

Hypersensitivity Reactions:

Inform patients that serious hypersensitivity reactions have been reported during post marketing use of semaglutide, the active
ingredient in Semaglutide. Advise patients on the symptoms of hypersensitivity reactions and instruct them to stop taking Semaglutide
and seek medical advice promptly if such symptoms occur.

Diabetic Retinopathy Complications in Patients with Type 2 Diabetes

Inform patients with type 2 diabetes to contact their physician if changes in vision are experienced during treatment with Semaglutide.

Heart Rate Increase:
Instruct patients to inform their healthcare providers of palpitations or feelings of a racing heartbeat while at rest during Semaglutide
treatment.

Pulmonary Aspiration During General Anesthesia or Deep Sedation:

Inform patients that Semaglutide may cause their stomach to empty more slowly which may lead to complications with anesthesia or
deep sedation during planned surgeries or procedures. Instruct patients to inform healthcare providers prior to any planned surgeries
or procedures if they are taking Semaglutide.

10. Details of Manufacturer
Manufactured By:

M/s Hetero Labs Limited

Cl/o.Gufic Biosciences Limited, Unit-2
N.HNo.8, Near Grid, Kabilpore -396424,
Navsari, Gujarat (India)

11. Details of permission or licence number with date:
G/28A/6450-A

12. Date of revision:
23-06-2026.

INSTRUCTIONS FOR USE SEMAGLUTIDE INJECTION, FOR SUBCUTANEOUS USE:
How to admini aS glutide Injection:
Read these instructions carefully before using your Semaglutide pen.
Do not use your pen without proper training from your healthcare provider. Make sure that you know how to give yourself an injection
with the pen before you start your treatment.
Do not share your Semaglutide pen with other people, even if the needle has been changed. You may give other people a serious
infection, or get a serious infection from them. If you are blind or have poor eyesight and cannot read the dose counter on the pen, do
not use this pen without help. Get help from a person with good eyesight who is trained to use the Semaglutide pen.
Each prefilled pen contains:
« Each pre-filled pen contains 1 mg Semaglutide in 1.5 mL solution.
One pre-filled pen contains 4 doses of 0.25 mg
« Each pre-filled pen contains 2 mg Semaglutide in 1.5 mL solution.
One pre-filled pen contains 4 doses of 0.5 mg.
« Each pre-filled pen contains 4 mg semaglutide* in 3 mL solution.
One pre-filled pen contains 4 doses of 1 mg
« Each pre-filled pen contains 6.8 mg semaglutide* in 3 mL solution.
One pre-filled pen contains 4 doses of 1.7 mg.
« Each pre-filled pen contains 9.6 mg semaglutide* in 3 mL solution.
One pre-filled pen contains 4 doses of 2.4 mg
Your pen is made to be used with disposable needles up to alength of 8 mm and 4 needles with 32G included in the each pack.
Always use a new needle for each injection.

Step 1. Prepare your pen with a new needle

« Wash your hands with soap and water.

» Check the name and colored label of your pen,to make sure that it contains
Semaglutide. This is especially important if you take more than 1 type of medicine.

« Pull off the pen cap.

« Check that the Semaglutide medicine in your pen is clear and colorless. Look through
the pen window. If Semaglutide looks cloudy or contains particles, do not use the pen.

« Take a new needle, and tear off the paper tab. Do not attach a new needle to your
pen until you are ready to give your injection.

« Push the needle straight onto the pen. Turn until it is on tight.

« The needle is covered by 2 caps. You must remove both caps. If you forget to remove both
caps, you will not inject any medicine.

« Pull off the outer needle cap. Do not throw it away.

« Pull off the inner needle cap and throw it away. A drop of Semaglutide may appear at the
needle tip. This is normal, but you must still check the Semaglutide flow if you use a new
pen for the first time.

Note:

Always use a new needle for each injection. This will reduce the risk of contamination, infection, leakage of Semaglutide, and
blocked needles leading to the wrong dose.

Do not reuse or share your needles with other people. You may give other people a serious infection, or get a serious infection from
them.

Never use abent or damaged needle.

Step 2. First Time Use for Each New Pen: Check the Semaglutide flow

« Check the Semaglutide flow before the first injection with each new pen only. If your
Semaglutide pen is already in use, go to Step 3 “Select your dose”

« Turn the dose selector until the dose counter shows the flow check symbol (---).

Flow check
symbol
selected

« Hold the pen with the needle pointing up. Press and hold in the dose button until the
dose counter shows 0. The 0 must line up with the dose pointer. A drop of Semaglutide
will appear at the needle tip.

« If no drop appears, repeat Step 2 above as shown in Figure G and Figure H up to 6
times. If there is still no drop, change the needle and repeat Step 2 as shown in Figure
G and Figure H 1 more time.

« Do not use the pen if a drop of Semaglutide still does not appear. Contact
Hetero Helpline No.1800-120-8689

Note:

Always make sure that a drop appears at the needle tip before you use a new pen for the first time. This makes sure that
Semaglutide flows.

If no drop appears, you will not inject any Semaglutide, even though the dose counter may move. This may mean that there is
a blocked or damaged needle.

A small drop may remain at the needle tip, but it will not be injected. Only check the Semaglutide flow before your first injection
with each new pen.

Step 3. Select your dose

A q

« Turn the dose selector until the dose counter stops and shows your 1 mg dose.
The dashed line in the dose counter (/) will guide you to 1 mg. Dashed
= line
1 mg
selected

Dimensions : 390 x 620 mm
Colour : CMYK
40 gsm bible paper front and back printing.
1 with glu pasting folding dimension : 48 x 60 mm
A/w Code No.: IN571TDOPENWL
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