


&Semaglutide Injection

2mg/3mL (0.68mg/mL), 4mg/3mL (1.34mg/mL) & 8mg/3mL (2.68mg/mL) Prefilled Pen

SEMABEST-2 mg SEMABEST-4 mg
JTRE JHTRE

SEMABEST-8 mg
I

&Semaglutide Injection

2mg/3mL (0.68mg/mL), 4mg/3mL (1.34mg/mL) & 8mg/3mL (2.68mg/mL) Prefilled Pen
SEMABEST-2 mg
HHATERE

SEMABEST-4 mg SEMABEST-8 mg
JTRE T

4 For Use in India (I'able 1: List of Adverse event(s) Drug product - Test Product (T) \ Never Share an semaglutide Pen Between Patients
: ; i P X N Advise patients that they must never share an semaglutide pen with another person, even if the needle is changed, because doing
For the use of only a Endocrinologist or Internal Medicine Specialist
y 9 P Subject Preferred Terminology (PT) Severity Relationship to the so carries a risk for transmission of blood-borne pathogens.
WARNING: RISK OF THVRO’D C-CELL TUMORS druQ product Hypoglycemia with Concomitant Use of Insulin Secretagogues or Insulin
+In rodents, I .' ! causes dose-depend. " a.nld tr ! ! th,yrfid C-Cﬁ" IEulT\OfS at.clinically S09 Headache Moderate Unlikely Inform patients that the risk of hypoglycemia is increased when semaglutide is used with an insulin secretagogue (such as a
relevant exp Ltis whether causes thyr0|d C-cell tumors y thyroid n - sulfonylurea) or insulin. Educate patients on the signs and symptoms of hypoglycemia.
(MTC),inh as human rel of lutide-induced rodent thyroid C-cell tumors has not been determined. S36 Diarrhoea Moderate Possible Acute Kidney Injury
* Semaglutide is contraindicated in patients with a personal or family history of MTC or in patients with Multiple Endocrine Vomiting Moderate Possible Advise patients treated with semaglutide of the potential risk of dehydration due to gastrointestinal adverse reactions and take
Neoplasia syndrome type 2 (MEN 2). Counsel patients regarding the potential risk for MTC with the use of semaglutide Hypoglycemia Mild Probabl precautions to avoid fluid depletion. Inform patients of the potential risk for worsening renal function and explain the associated signs
X ; . . : ypogly | robable
and inform them of symptoms of thyroid tumors (e.g. a mass in the neck, dysphagia, dyspnea, persistent hoarseness). S44 - - and symptoms of renal impairment, as well as the possibility of dialysis as a medical intervention if acute kidney injury occurs.
Routine monitoring of serum calcitonin or using thyroid ultrasound is of uncertain value for early detection of MTC in Diarrhoea Moderate Possible " vty R
patients treated with Semaglutide. S49 Diarrhoea Moderate Possible Inform patients that serious hypersensitivity reactions have been reported during postmarketing use of semaglutide. Advise patients
1. GENERIC NAME Vomiting Moderate Possible on the symptoms of hypersensitivity reactions and instruct them to stop taking semaglutide and seek medical advice promptly if such
Semaglutide Injection 2mg/3mL (0.68mg/mL) Prefilled Pen — - symptoms occur.
Semaglutide Injection 4mg/3mL (1.34mg/mL) Prefiled Pen 859 Vomiting Mild Probable Acute Gallbladder Disease
Semaglutide Injection 8mg/3mL (2.68mg/mL) Prefilled Pen 362 Vomiting Moderate Probable Inform patients of the potential isk for cholelithiasis or cholecystits. Instruct patients to contact their physician if cholelithiasis or
2. QUALITATIVE AND QUANTITATIVE COMPOSITION — cholecystitis is suspected for appropriate clinical follow-up.
Semaglutide Injection 2mg/3mL (0.68mg/mL) 863 Vomiting Moderate Probable Pregnancy
Each 1 ml of Semaglutide injection contains......... 0.68mg of Semaglutide Vomiting Moderate Unlikely Advise a pregnant woman of the potential risk to a fetus. Advise women to inform their healthcare provider if they are pregnant or
Semaglutide Injection 4mg/3mL (1.34mg/mL) S74 - - - : intend to become pregnant.
Each 1 ml of Semaglutide injection contains......... 1.34mg of Semaglutide Upper Respiratory tract infection Mild Probable Missed doses
Semaglutide Injection 8mg/3mL (2.68ma/mL ; .
Each 1 ml of Semaglutide injection contains 2.68mg of Semaglutide S75 Hypoglycemia Mild Probable Inform patients if a dose is missed, it should be administered as soon as possible within 5 days after the missed dose. If more than
""""" ' H | A 5 days have passed, the missed dose should be skipped and the next dose should be administered on the regularly scheduled day.
3-_DO_SAGE F_ORM AND STRENGTH S80 ypoglycemia Moderate Probable In each case, inform patients to resume their regular once weekly dosing schedule.
Injection (Prefilled Pen); 2mg/3mL (0.68mg/mL), 4mg/3mL (1.34mg/mL) and 8mg/3mL (2.68mg/mL) Adverse events reported in the study were assessed to be either mild or moderate in severity and were evaluated to be probable, 9. DETAILS OF MANUFACTURER
4. CLINICAL PARTICULARS Possible or unlikely in relation to the study drug administered. Subjects were followed up by the Investigator(s)/Physician(s), and all MSN Laboratories Pvt. Ltd
4S,1, Imfict.zﬁo.n, Sestod o e treatment of adufs with meuficint ol ype 2 et et o et and i the adverse events reported in the study resolved without any sequelae. At: M/S. OneSource épeciélity Pharma Limited,
emaglutide is indicated for the treatment of adults with insufficiently controlled type 2 diabetes as an adjunct to diet and exercise: n N 3 ) X Plot No. 2-D1, Obadenahalli, Doddaballapura,
+ as monotherapy, when metformin-based therapy is considered inappropriate due to intolerance or contraindications. Subject Preferred Terminology (PT) Severity Relationship to the drug product 3rd Phase, Industrial Area Doddaballapu?a Taluk
+ in addition to the other medicinal products for the treatment of diabetes S08 Vomiting Moderate Possible Bengaluru Rural - 561203, India.
;.:;;Zzt;logy and Method of Administration Upper Respiratory tract infection Moderate Probable ;‘%K?;BEBZSZSC;ZFOZERM'ss'ON OR LICENCE NUMBER WITH DATE
The starting dose is 0.25 mg semaglutide once weekly. After 4 weeks the dose should be increased to 0.5 mg once weekly. After at S11 Headache Moderate Unlikely 29/07/2024
least 4 weeks with a dose of 0.5 mg once weekly, the dose can be increased to 1 mg once weekly to further improve glycaemic 11. DATE OF REVISION
control. After at least 4 weeks with a dose of 1 mg once weekly, the dose can be increased to 2 mg once weekly to further improve Gastritis Moderate Possible : .
glycaemic control. S18 : : February 2026 Scan QR code for Demo Video
Semaglutide 0.25 mg is not a maintenance dose. Weekly doses higher than 2 mg are not recommended. Diarrhoea Moderate Possible
When Semaglutide is added to existing metformin can be continued unchanged. -
I Diarrhoea Moderate Probable
Missed dose
If a dose is mi_ssed, it should be administered as soon as possible and within 5_d_ays after the missed dose. If more than 5 days have S21 Vomiting Moderate Probable Ve ~
passed, the missed dose should be skipped, and the next dose should be administered on the regularly scheduled day. In each case,
! . - - INSTRUCTIONS FOR USE
patients can then resume their regular once weekly dosing schedule. Gastritis Moderate Probable < loo-tide] Inj
Changing the dosing day - - " for subcutaneous use
;rf;e dayI of weekly adr;]inistraéion can be chilnggd if nec:ss;r\{), as long asdthe time between two doses is at least 3 days (>72 hours). 338 Vomiting Moderate Possible 0.25 mg or 0.5 mg doses
er selecting a new dosing day, once-weekly dosing should be continued. . K i i i
§ g ! g day, y g Gastritis Moderate Possible (pen delivers doses in 0.25 mg or 0.5 mg increments only)
Special populations
Elderly ) ) ) S45 Nausea Moderate Possible . Bgad .these instructions carefully before using your semaglutide
No dose adjustment is required based on age. injection pen.
Renal impairment S52 Vomiting Moderate Probable + Do n_ot use your pen without proper traini_ng from your I_1e_a|tl_1care_ —
No dose adjustment s required for patients with mild, moderate or severe renal impairment. - - provider. Make sure that you know how to give yourself an injection with gl ——
Experience with the use of Semaglutide in patients with severe renal impairment is limited. Hypoglycemia Mild Probable the pen before you start your treatment. . i
o S58 * Do not share your semaglutide injection pen with other people, even P
Hepatic impairment Headache Moderate Unlikely if the needle has been changed. You may give other people a serious
No dqsg adjulstmentl islreguired forlpatients with hepatilc impairment. Experience wilth the use of Semaglutide in patients with severe — infection, or get a serious infection from them. || —* -
hepatllc |rvnpa|rmenvt is limited. Caution should be exercised when treating these patients with Semaglutide. S60 Vom|t|ng Moderate Probable / Ifyou are blind or have poor eyesight and cannot read the dose G
Paedatric population Vomiti Y P | counter on the pen, do not use this pen without help. Get help from &
The safety and efficacy of Semaglutide in children and adolescents below 18 years have not yet been established. No data are available. S64 omiting oderate robable a person with good eyesight who is trained to use the semaglutide || [ —
Method of administration f injection pen. _
Subcutaneous use. Diarrhoea Moderate Probable  Start by checking your pen to make sure that it contains semaglutide N
Semaglutide is to be injected subcutaneously in the abdomen, in the thigh or in the upper arm. The injection site can be changed S66 Vomiting Moderate Probable injection, then look at the pictures below to get to know the different '
without dose adjustment. Semaglutide should not be administered intravenously or intramuscularly. - parts of your pen and needle. )
Semaglutide is to be administered once weekly at any time of the day, with or without meals. Hypoglycemia Mild Probable * Your penis a prefilled, single-patient-use, dial-a-dose pen. It contains
4.3. Contraindications - 2 mg of semaglut\d_e, and you can select doses of 0.25 mg or 0.5 mg. Eagh
Semaglutide is contraindicated in patients with: S68 Diarrhoea Moderate Probable gr:ﬁlled p;eg gontalns 4 doses of 0.25 mg and 2 doses of 0.5 mg or contains
+ Apersonal or family history of MTC or in patients with MEN 2. : . . 0ses o1 9.0 mg. ) s i i
+ Aserious hypersensitivity reaction to semaglutide or to any of the excipients in Semaglutide. S69 Hypoglycemia Mild Probable I)O;"lep:s;t']sorpgdr:;f be used with BD Ultra-Fine™ disposable needles up
1_.4. Spsclial Warnings and Precautions for Use S76 Hypoglycemia Mild Probable +  BD Ultra-FineTM 32G 4 mm disposable needles are included with your
raceability - semaglutide injection pen.
In order to improve the traceability of biological medicinal products, the name and the batch number of the administered product S78 Hypoglycemia Mild Probable + Always use a new needle for each injection.
should be clearly recorded. ) . I
Hypoglycemia Mild Probable Supplies you will need to give your semaglutide injection:
General o ) _ . o o S79 + Semaglutide injection pen
Semaglutldg shoulq notvbe u§ed in patients wnh type 1 diabetes me[lwtgs or.for the treatment of diabetic ketoamqos@. Senjaglu.tlde is Hypoglycemia Moderate Probable + anew BD Ultra-FineTM needle
not a substitute for insulin. Diabetic ketoacidosis has been reported in insulin-dependent patients whom had rapid discontinuation or
dose reduction of insulin when treatment with a GLP-1 receptor agonist is started. o ) The percentage incidence of adverse events with test product is 32.50%, and with reference standard product is 62.50%. There were
There is no experience in patients with congestive heart failure NYHA class IV and Semaglutide is therefore not recommended in no serious adverse events either observed or reported during the conduct of the study. Thus, it can be concluded that both the test
these patients. and reference standard products were relatively well tolerated in the selected study population at the administered dose levels. Step 1.
Aspiration in association with general anaesthesia or deep sedation Reporting of suspected adverse reactions Prepare your pen with a new needle
Cases of pulmonary aspiration have been reported in patients receiving GLP-1 receptor agonists undergoing general anaesthesia or Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued monitoring of the }
deep sedation. Therefore, the increased risk of residual gastric content due to delayed gastric emptying should be considered prior to benefitirisk balance of the medicinal product. To report Suspected Adverse Reactions, contact MSN Laboratories Private Limited at * Wash your hands with soap and water. )
performing procedures with general anaesthesia or deep sedation. pharmacovigilance@msnlabs.com or through company website www.msnlabs.com->Contact us->Medical Enquiry/ to report a side * Check the name and colored label of your pen, to make sure that it
Gastrointestinal effects effect. You can also report side effects directly via the National Pharmacovigilance Programme of India by calling on 1800 180 3024 cr:)nta;ns semfaglu(tjldg injection. This is especially important if you take more
Use of GLP-1 receptor agonists may be associated with gastrointestinal adverse reactions. This should be considered when treating or you can report to MSN Labs on +91- 40 38265227 (Direct ine); +91 7331134745 (WhatsApp). By reporting side effects, you can . ;:;F offtzl’:z :er:i;;{ne.
patients, with impaired renal function as nausea, vomiting, and diarrhoea may cause dehydration which could cause a deterioration help provide more information on the safety of this product.
of renal function. 4.9. Overdose
Acute pancreatitis Overdoses of up to 4 mg in a single dose, and up to 4 mg in a week have been reported in clinical trials. The most commonly reported
Semaglutide has not been studied in patients with a history of pancreatitis, and should be used with caution in these patients. advers_e reactlon_was nausea. All patients rgcovered wnhout complications. ) !
Acute pancreatitis has been reported in patients treated with GLP-1 receptor agonists. This includes post-marketing reports of There is no specific antidote for overdose with semaglutide. In the event of overdose, appropriate supportive {reatment should be
necrotising pancreatitis and reports with a fatal outcome. Patients should be informed of the symptoms of acute pancreatitis, including initiated according to the patient's clinical signs and symptoms. A prolonged period of observation and treatment for these symptoms + Check that the S in your pen is clear and
persistent, severe abdominal pain. Patients should be advised to seek immediate medical attention if they occur. may be necessary, taking into account the long haff-life of semaglutide of approximately 1 week. it
o " . ; . ) N Y . colorless. Look through the pen wmdow If semaglutide injection looks
If pancreatitis is suspected, Semaglutide should be discontinued. If the diagnosis of pancreatitis is confirmed, Semaglutide should not 5. PHARMACOLOGICAL PROPERTIES cloudy or contains particles, do not use the pen.
be restarted. 5.1 Pharmacodynamic Properties Y p: p
In the absence of other signs and symptoms of acute pancreatitis, elevations in pancreatic enzymes alone are not predictive of acute Efficacy Analysis:
pancreatitis. Changes in HbA1c from baseline to 24 weeks (visit 7) of treatment (PP Set)
Hypoglycaemia Semaglutide Ozempic® Estimated Treatment
Patients treated with Semaglutide in combination with a sulfonylurea or insulin may have an increased risk of hypoglycaemia. Visit Injection (T) (T) (N=145) Difference vs Ozempic
The risk of hypoglycaemia can be lowered by reducing the dose of sulfonylurea or insulin when initiating treatment with Semaglutide. (N=146) (95%Cl) (%)
Non-arteritic anterior ischaemic optic neuropathy (NAION) Baseline (%) 8.93 +0.75 (146) 9.05 + 0.80 (145)
Data from epidemiological studies may indicate an increased risk of non-arteritic anterior ischaemic optic neuropathy (NAION) during R
treatment with Semaglutide. There is no identified time interval for when NAION may develop following treatment start. Patients Week 24 (%) 6.43 +0.82 (146) 6.63 + 0.90 (145) 0.17(-0.03, 0.36) :::le ?oe)v/vo:f::rlyj:tri]ldytne:;(r):rt:: dr;atgegri:/ibygﬁ i':]?etcaﬁg?h anew
reporting a sudden loss of vision (including partial loss) should be urgently referred for ophthalmological examination and treatment Change from Baseline (%) -2.54 (0.07) (146) -2.38 (0.07) (145) ’
with Semaglutide should be discontinued if NAION is confirmed. — —
et Oemrecd. Changes in HbAle from baseline 10 Week-4, week-8, week-12, week-16 and week24 weeks
Diabetic retinopathy . e
In patients with diabetic retinopathy treated with insulin and Semaglutide, an increased risk of developing diabetic retinopathy g Ghange in HbATG from Baseline (LSMeans)
complications has been observed (see section 4.8). Caution should be exercised when using Semaglutide in patients with diabetic s - T
retinopathy treated with insulin.These patients should be monitored closely and treated according to clinical guidelines. §m °
Rapid improvement in glucose control has been associated with a temporary worsening of diabetic retinopathy, but other mechanisms fj“ £
cannot be excluded. d i, - — -
There is no experience with Semaglutide 2 mg in patients with type 2 diabetes with uncontrolled or potentially unstable diabetic . ) ¢ Push the needle straight onto the pen. Turn until it is on tight.
retinopathy and Semaglutide 2 mg is therefore not recommended in these patients. iw '§
Sodium content i«o N
This medicinal product contains less than 1 mmol sodium (23 mg) per dose, that is to say essentially 'sodium-free'. . 1001010080351 o s ook Vg3 ot T v
4.5. Drug Interactions ) o ! ) » Secondary Endpoints: Changes in HbA1c from baseline to 12 weeks (visit 5) of treatment (PP Set
Semaglutide delays gastric emptying and has the potential to impact the rate of absorption of concomitantly administered oral S Jutid "
medicinal products. Semaglutide should be used with caution in patients receiving oral medicinal products that require rapid . | e_mal? u 'Te Ozempic® Estimated Treatment
gastrointestinal absorption. Visit njection (T) (T) (N=145) Difference vs Ozempic p-value
(N=146) (95%Cl) (%)
Paracetamol -
Semaglutide delays the rate of gastric emptying as assessed by paracetamol pharmacokinetics during a standardised meal test. Baseline (%) 8.93 £0.75 (146) 9.05 +0.80 (145) - +  The needle is covered by 2 caps. You must remove both caps. If you
Paracetamol AUC0-60min and Cmax were decreased by 27% and 23%, respectively, following concomitant use of Semaglutide 1 mg. N 0.1 (-0.07, 0.29 0217 forget to remove both caps, you will not inject any medicine.
The total paracetamol exposure (AUCO0-5h) was not affected. No clinically relevant effect on the rate of gastric emptying was observed Week 12 (%) 7.24 +0.84 (145) 7.24 +0.93 (145) 11(0.07,0.29) | +  Pull off the outer needle cap. Do not throw it away.
with Semaglutide 2.4 mg, following 20 weeks of administration of Semaglutide, probably due to a tolerance effect. No dose adjustment Change from Baseline (%) -1.71 (0.06) (146) -1.60 (0.06) (145) -
of paracetamol is necessary when administered with Semaglutide. meanz SD (n) were reported at baseline and week 24.
Oral contraceptives LSM(SE)(n) were reported for change in HbA1c from baseline.
Semaglutide is not anticipated to decrease the effect of oral contraceptives as Semaglutide did not change the overall exposure of Estimated Treatment difference 95%Cl were reported using Linear Model (ANCOVA).
ethinylestradiol and levonorgestrel to a clinically relevant degree when an oral contraceptive combination medicinal product (0.03 mg Zemesiane —
ethinylestradiol/0.15 mg levonorgestrel) was co-administered with Semaglutide. Exposure of ethinylestradiol was not affected; an g
increase of 20% was observed for levonorgestrel exposure at steady state. Cmax was not affected for any of the compounds. <
Atorvastatin ?; *  Pull off the inner needle cap and throw it away. A drop of semaglutide
Semaglutide did not change the overall exposure of atorvastatin following a single dose administration of atorvastatin (40 mg). % mdeciotﬂ may apﬁe?‘rj at. the ?eeille "’.)f' This is normal, but ¥outrr1nu?t ?t;!l
Atorvastatin Cmax was decreased by 38%. This was assessed not to be clinically relevant. é check the semaglutide Injection flow If you use a new pen for the first time.
Digoxin H
Semaglutide did not change the overall exposure or Cmax of digoxin following a single dose of digoxin (0.5 mg). H £20: 010 1007, 0.25]
Metformin § -
Semaglutide did not change the overall exposure or Cmax of metformin following dosing of 500 mg twice daily over 3.5 days. 2
. ) L Secondary efficacy end Point: Change in body weight and BMI compared from baseline to 12 weeks, 24 weeks of
Warfarin and other coumarin derivatives =201):
A, . X . . treatment -PP Set (N=291):
Semaglutide did not change the overall exposure or Cmax of R- and S-warfarin following a single dose of warfarin (25 mg), and the = — — . . -
pharmacodynamic effects of warfarin as measured by the international normalised ratio (INR) were not affected in a clinically relevant Metabolic | Visit Level ema - 0 emf R) p-value & Always use a new needle for each injection. This will reduce the risk of contamination, infection, leakage of
manner. However, cases of decreased INR have been reported during concomitant use of acenocoumarol and semaglutide. Upon Parameter Injection (T) (N=146) | (N=145) Treatment semaglutide injection, and blocked needles leading to the wrong dose.
initiation of semaglutide treatment in patients on warfarin or other coumarin derivatives, frequent monitoring of INR is recommended. I[::;g;':l']‘ce Do not reuse or share your needles with other people. You may give other people a serious infection, or get a
4.6. Use in Special P (such as pregnant women, | g women, paediatric patients, geriatric patients etc.) i serious infection from them. Never use a bent or damaged needle.
Women of childbearing potential Body VISIT 2 / | Mean +SD 71.6 +12.6 (146) 731 £ 142|NA NA Step 2.
Women of childbearing potential are recommended to use contraception when treated with semaglutide. Weight Baseline (145) First Time Use for Each New Pen: Check the semaglutide injection flow
Pregnancy Change from « Checkth Iutide injection flow before the first injection with each
Studies in animals have shown reproductive toxicity. There are limited data from the use of semaglutide in pregnant women. Baseline nevelc eneozelzm?fg l;l'"esg;fac :3: deorrv\'egtig;e e:islgslrelgfiecirzolrs:" 0?:(:
Therefore, semaglutide should not be used during pregnancy. If a patient wishes to become pregnant, or pregnancy occurs, VISIT 5 / | Mean+SD 67.9 +12.4 (146) 691 + 135|-024 (-0.80,|0.410 Ste g“SeIec\;. ozr dose” g l p Y 9
semaglutide should be discontinued. Semaglutide should be discontinued at least 2 months before a planned pregnancy due to the WEEK 12 (145) 0.33) CT P the d Y ector until the d ter shows the flow check
long half-ife. Change from | -3.75 (2.26) (146) 406 (2.84) ”’”b |e _°_5f selector until the dose counter shows the flow chec
Breast-feeding Baseline (145) syribol (=-)
In Iactatir)g rats, semaglytide was excreted in milk. As a risk to a breast-fed child cannot be excluded, semaglutide should not be VISIT 7 / | Mean +SD 64.9 + 12.2 (146) 660 + 132/-029 (-0.85,|0.317
used during breast-feeding. WEEK 24 (145) 0.28)
Fertility Change from | -6.72 (3.09) (146) 707 (3.91)
The effect of semaglutide on fertility in humans is unknown. Semaglutide did not affect male fertility in rats. In female rats, an increase Baseline (145)
in oestrous length and a small reduction in number of ovulations were observed at doses associated with maternal body weight loss. BMI VISIT 2 / | Mean+SD 28.0 + 4.5 (146) 28.6 £53(145) | NA NA *  Hold the pen with the needle pointing up. Press anq hold iq the dose
Pediatric Use Baseline bu‘tton until the dose counter shows 0. The 0 must line up with the dose
Safety and efficacy of semaglutide have not been established in pediatric patients (younger than 18 years). Change ~ from pointer.
. Baseline
Geriatric Use Adrop of semaglutide injection will appear at the needle tip.
No overall differences in safety or efficacy were detected between these patients and younger patients, but greater sensitivity of WEEK 152 / l(\:/l:an * SDf 2?59104523(1;‘22 217-20i 50 21?2) 001%7) (-0.32,] 0.582 .+ I no drop appears, repeat Step 2 sbove as shown in Figure G and Figure [
some <.J|der |n(?|wduals cannot be ruled out. 5 anlge rom | 149 (0.93) (146) '1"15 (118) H up to 6 times. If there is still no drop, change the needle and repeat Step 2
Hepatic Impairment aseline (145) as shown in Figure G and Figure H 1 more time.
No dose adjustment of semaglutide is recommended for patients with hepatic impairment. In a study in subjects with different VISIT 7 / | Mean+SD 25.4 +4.2(146) 25.9 +4.9(145) | -0.11 (-0.35, | 0.381
degrees of hepatic impairment, no clinically relevant change in semaglutide pharmacokinetics (PK) was observed. WEEK 24 0.13) Do not use the pen if a drop of semaglutide injection still does not appear.
4.7. Effects on Ability to Drive and Use Machines ghanlge from | -2.62 (1.47) (146) 124757 (1.60)
Semaglutide has no or negligible influence on the ability to drive or use machines. When it is used in combination with a sulfonylurea aseline (145)
orinsulin, patients should be advised to take precautions to avoid hypoglycaemia while driving and using machines. Mechanism of action
4.8. Undesirable Effects Semaglutide is a GLP-1 analogue with 94% sequence homology to human GLP-1. Semaglutide acts as a GLP-1 receptor agonist Il .
Clinical Study Safety conclusion: that selectively binds to and activates the GLP-1 receptor, the target for native GLP-1. oy =
(A Multicenter, Randomized, Comparative, Active-Controlled, Open-Label, Phase 3 Study to Evaluate the Efficacy and Safety of GLP-11s a physiological hormone that has multiple actions on glucose, mediated by the GLP- 1 receptors. ‘ FA
Semaglutide Injection of MSN Laboratories Private Limited in Comparison with Ozempic (Semaglutide) Injection of Novo Nordisk in The principal mechanism of protraction resulting in the long haif-iife of semaglutide is albumin binding, which results in decreased ]
patients with Type 2 Diabetes Melitus) renal clearance and protection from metabolic degradation. Furthermore, semaglutide is stabilized against degradation by the DPP-4 - =
The safety evaluation of Semaglutide Injection (Test) in this randomized, comparative clinical study demonstrates that the enzyme.Semaglutide reduces blood glucose through a mechanism where it stimulates insulin secretion and lowers glucagon secretion, )
investigational product is safe and well tolerated, with a safety profile that is comparable to the reference product Ozempic® and both in a glucose-dependent manner. Thus, when blood glucose s high, insulin secretion is stimulated, and glucagon secretion is - = -
consistent with the established pharmacological class of GLP-1 receptor agonists. inhibited. The mechanism of blood glucose lowering also involves a minor delay in gastric emptying in the early postprandial phase. /I Always make sure that a drop appears at the needle tip before you use a new pen for the first time. This makes sure
Across the safety population, the overall incidence, nature, and severity of adverse events were similar between the Test and 5.2 Pharmacokinetic Properties that semaglutide injection flows.
Reference treatment arms. The majority of reported adverse events were mild to moderate in intensity, transient, and resolved either Absorption B ) ! o " — o
spontaneously or with standard symptomatic management. No clinically meaningful imbalances in treatmentemergent adverse Absolute bioavailability of semaglutide is 89%. Maximum concentration of semaglutide is reached 1 to 3 days post dose. Similar If no drop appears, you wil not inject any semaglutide injection, even though the dose counter may move.
events were observed between groups, indicating comparable tolerabiliy. exposure is a_ch\eved W|_th subcutaneous gdm\nlstratlon_ of semagl_utlde in the abdo_men, thigh, or upper arm. This may mean that there is a blocked or damaged needle.
. . . . . . " In patients with type 2 diabetes, semaglutide exposure increases in a dose-proportional manner for once-weekly doses of 0.5 mg,
Gastrointestinal adverse events constituted the most frequently reported events in both treatment arms, including nausea, vomiting, 1'mg and 2 mg. Steady-state exposure is achieved following 4-5 weeks of once-weekly administration. In patients with type 2 diabetes, A small drop may remain at the needle tip, but it will not be injected.
gastritis, diarrhoea, constipation, and abdominal distension. These events occurred at comparable frequencies between the Test and the mean population-PK estimated steady-state concentrations following once weekly subcutaneous administration of 0.5 mg and Only check the semaglutide injection flow before your first injection with each new pen.
Reference groups and were consistent with the known and expected safety profile of semaglutide. Importantly, no severe (Grade 23) 1 mg semaglutide were approximately 65.0 ng/mL and 123.0 ng/mL, respectively. In the trial comparing semaglutide 1 mg and 2 mg, Sen3
gastrointestinal events were reported, and none resulted in treatment discontinuation. the mean steady state concentrations were 111.1 ng/mL and 222.1 ng/mL, respectively. SeTEct. our dose
The incidence of hypoglycaemia was low in both treatment arms, with all reported events being mild in severity. No severe or clinically Distribution y
significant hypoglycaemic episodes occurred, and no participant discontinued treatment due to hypoglycaemia, confirming that The mean apparent volume of distribution of semaglutide following subcutaneous administration in patients with type 2 diabetes is + Tum the dose selector until the dose counter stops and shows your
effective glycaemic control was achieved without an increased risk of hypoglycaemic events. approximately 12.5L. Semaglutide is extensively bound to plasma albumin (>99%).
y y dose (0.25 mg or 0.5 mg).
Serious adverse events were rare, with no deaths reported during the study. There were no clinically relevant differences between Elimination
treatment arms with respect to serious adverse events, and none were considered related to the investigational product. Furthermore, The apparent clearance of semaglutide in patients with type 2 diabetes is approximately 0.05 L/h. With an elimination half-life of The dashed line in the dose counter will () guide you to your dose.
no participant discontinued the study due to an adverse event, underscoring the overall good tolerability of Semaglutide Injection. approximately 1 week, semaglutide will be present in the circulation for about 5 weeks after the last dose.
Evaluation of adverse events by causality showed that gastrointestinal events were more frequently assessed as related to study Metabolism o o ! ) ) ) ! Make sure you know the dose of semaglutide injection you should use.
medication, which is consistent with the known mechanism of action of GLP-1 receptor agonists. Non-gastrointestinal adverse events The primary route of elimination for semaglutide is metabolism following proteolytic cleavage of the peptide backbone and sequential If you select the wrong dose, you can tur the dose selector forward or
were predominantly assessed as unrelated to study treatment. No new or unexpected adverse drug reactions were identified. beta-oxidation of the fatty acid sidechain. backwards to the correct dose.
- . ) P PRTS : . Excretion
Clinical laboratory parameters, vital signs, physical examination findings, and injection site assessments did not reveal any clinically - . . . . . . .
meaningful abnormalities or concerning trends attributable to Semaglutide Injection. No safety concerns related to immunogenicity or Thi primary excretion routels g(fjsemaglunde-related material are via the urine and feces. Approximately 3% of the dose is excreted
diabetic retinopathy progression were identified during the study period. 2 t elfyn;e asl 'T.tad semaglutide.
Overall, the comprehensive safety data demonstrate that Semaglutide Injection has a favourable and well-characterized safety profile, edlic Topualions
ble to that of the ref duct O o®. The ab f fety sianals. low incid  seri d Patients with Renal impairment
czmpara € c: a gh‘ irte e;encet imlj UE‘H zempl n'th ca Sle”?e ihntevsv sale Iy 1slljgn|a S, ‘;.W ne efncfe o I;gno:Js an se\;gret Renal impairment does not impact the pharmacokinetics of semaglutide in a clinically relevant manner. This was shown in a study
@ 't\;]etrse e%/? z Et’" ‘gll't rea ";er:‘ olera I’tl'y Sgppoﬂ ‘ekcgnlc usion that semaglutide fnjection Is sale for clinical use n patients with a single dose of 0.5 mg semaglutide in patients with different degrees of renal impairment (mild, moderate, severe, ESRD) ) N P
with type 2 diabetes mellitus and has a positive benefit-risk balance. compared with subjects with normal renal function. This was also shown for subjects with both type 2 diabetes and renal impairment & Always use the dose counter and the dose pointer to see how many mg you select. You will hear a “click” every
Descriptive statistics of Adverse Event: based on data from clinical studies. time you turn the dose selector. Do not set the dose by counting the number of clicks you hear.
Semaglutide Injection Ozempic® Patients with Hepatic impairment Only doses of 0.25 mg or 0.5 mg can be selected with the dose selector. The selected dose must line up exactly
Adverse Events (T) (N=148) (T) (N=148) Total (N=296) Hepatic impairment does not have any impact on the exposure of semaglutide. The pharmacokinetics of semaglutide were evaluated with the dose pointer to make sure that you get a correct dose.
in pat:egts w::]h d|f_ferTntddegre(er %f hepatic |m|par|(;ment (mild, moderate, severe) compared with subjects with normal hepatic function The dose selector changes the dose. Only the dose counter and dose pointer will show how many mg you select
Number of Subjects 68 (45.95%) 74 (50.00%) 138 (47.97%) na study wih & single-cose of 9.5 mg semaglutice. for each dose.
Pediatric Ealrenls o - . You can select 0.25 mg or 0.5 mg for each dose. When your pen contains less than 0.5 or 0.25 mg, the dose counter
Number of Events 149 152 301 ;emalgltutldet‘hassllotd?een studied in pediaric patients. stops before 0.5 mg or 0.25 mg is shown.
rug Interaction Studies - ’
Summary statistics of AE / SAE according to preferred terms and system organ class within each arm. In vitro studies have shown very low potential for semaglutide to inhibit or induce CYP enzymes, and to inhibit drug transporters. The dose selector clicks differently when turned forward or backward. Do not count the pen clicks.
Semaglutide The delay of gastric emptying with semaglutide may influence the absorption of concomitantly administered oral medicinal products. How much semaglutide injection is left?
System Organ °mag Ozempic® (R) Total (n=296) The potential effect of semaglutide on the absorption of co-administered oral medications was studied in trials at semaglutide 1 mg . .
Class Preferred Term Injection (T) (n=148) [¢] el steady-state exposure +  To see how much semaglutide injection is left in your pen,
(n=148) [¢] No clinically relevant drug-drug interaction with semaglutide was observed based on the evaluated medications; therefore, no dose use the dose counter:
Abdominal distension 9 (6.1%) [16] 4(2.7%) [8] 13 (4.4%) [24] adjustment is required when co-administered with semaglutide. In a separate study, no apparent effect on the rate of gastric emptying Turn the dose selector until the dose counter stops.
Abdominal pain upper 1(0.7%) [1] 0(0.0%) 0] 1(0.3%) [1] was observed with semaglutide 2.4 mg. o Ifit show;s 0.5, at least 0.5 mg is left in your pen. If the dose counfttefr
T 6. NONCLINICAL PROPERTIES stops before 0.5 mg, there is not enough semaglutide injection left for a
0, 0, 0,
Co_nsnpa“on 5(3:4%) [3] T(4.7%)[9] 12(4.1%) [14] 6.1 Carcinogenesis, Mutagenesis, Impairment of Fertility full dose of 0.5 mg
Diarrhoea 7(4.7%) [8] 11(7.4%) [13] 18 (6.1%) [21] 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 + Ifit shows 0.25, at least 0.25 mg is left in your pen. If the dose counter
Gastrointestinal Dyspepsia 6 (4.1%) [8] 3(2.0%) [6] 9 (3.0%) [14] 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 stops before 0.25 mg, there is not enough semaglutide injection left for
disord " > - - (1-, 2-, and 7-fold MRHD) were administered to the females. A statistically significant increase in thyroid C-cell adenomas and a afull dose of 0.25 mg.
sorders Eructation 3(20%) B3] 0(0.0%) [0] 3(1.0%) B3] numerical increase in C-cell carcinomas were observed in males and females at clinically relevant exposures.In a 2-year Ifthere is not h utide injection left i forafull d
Gastritis 16 (10.8%) [22] 15 (10.1%) [18] 31(10.5%) [40] carcinogenicity study in Sprague Dawley rats, subcutaneous doses of 0.0025, 0.01, 0.025 and 0.1 mg/kg/day were administered d er:e s ng Lejnoug semaglu II ei_énje_c_lorl_ ettin your pen fora full dose,
Hyperchlorhydria 2(14%) 12 3(2.0%) @] 5(1.7%) 6] (below quantification, 0.2-, 0.5-, and 3-fold the exposure at the MRHD). A statistically significant increase in thyroid C-cell adenomas 0 notuse It. Use a new semaglutice injection pen.
. . . was observed in males and females at all dose levels, and a statistically significant increase in thyroid C-cell carcinomas was
Nausea 31(20.9%) [43] 28 (18.9%) [39] 59 (19.9%) [82] observed in males at 20.01 mg/kg/day, at clinically relevant exposures. Stepd
Vomiting 17 (11.5%) [22] 23 (15.5%) [34] 40 (13.5%) [56] Human relevance of thyroid C-cell tumors in rats is unknown and could not be determined by clinical studies or nonclinical studies. Inject your dose
i Semaglutide was not mutagenic or clastogenic in a standard battery of genotoxicity tests (bacterial mutagenicity (Ames), human
Asthenia 10.7%) 111 0(0.0%) (0] 1(03%) 11 Iymphgcyte chromosome agberrahon rat b%ne marrow micronucleuZ) 9 y ( g v ) *  Choose your injection site and wipe the skin with an alcohol swab. Let the o
' Decr fit .7%) [1 9 4%) [4 ' ' inj i inj i .
General disorders i ease‘d appetite 10 f) f 3 OOA‘) Bl 40 DA’) “ In a combined fertility and embryo-fetal development study in rats, subcutaneous doses of 0.01, 0.03 and 0.09 mg/kg/day (0.06-, 0.2-, infection site dry before you inject your dose (See Figure K) =
and Fatigue 0(0.0%) [0] 2(14%)[2] 2(0.7%) [2] and 0.6-fold the MRHD) were administered to male and female rats. Males were dosed for 4 weeks prior to mating, and females were -I { | i
administration site Injection site swelling 0(0.0%) [0] 1(0.7%) [1] 1(0.3%) [1] dosed for 2 weeks prior to mating and throughout organogenesis until gestation Day 17. No effects were observed on male fertility. Mo | ! it
conditions Pain 2 (14%) 2] 0(00%) 0] 207% 2 In females, an increase in estrus cycle length was observed at all dose levels, together with a small reduction in numbers of corpora AR |
_ > ° ° lutea at=0.03mg/kg/day. These effects were likely an adaptive response secondary to the pharmacological effect of semaglutide on | o =
Pyrexia 5(3.4%) [5] 4(2.7%) [4] 9(3.0%) [9] food consumption and body weight. | |
Infections and Nasopharyngitis 1(0.7%) [1] 1(0.7%) [1] 2(0.7%) [2] 7. PHARMACEUTICAL PARTICULARS i II
infestations Rhiniti ) 10.7%) 11 %) 11 7.1 Incompatibilities
Metaboli d = e Sl — fone | h dl ki health ider has sh
letabolism an . 7.2 Packing Information * Insert the needle into your skin as your healthcare provider has shown
nutrition disorders Hypoglycaemia 10.7%) [1] 2(14%)[2] 3(1.0%)[3] One mono carton contains 1 pen with 3ml prefilled cartridge along with needles and Alcohol Swabs. you.
7.3 Shelf life * Make sure you can see the dose counter.
Nervous system Dizziness 2(1.4%) 2] 1(0.7%) [1] 3(1.0%) [3] R'.efer Pack Do not cover it with your fingers. This could stop the injection.
disorders Headache 2 (1.4%) [3] 4(2.7%) [4] 6 (2.0%) [7] 7.4. Storage and Handling Instructions
Respiratory, Cough 1(0.7%) [1] 1(0.7%) [1] 2(0.7%) [2] Long-term Storage (Unopened Pen)
thoracic and « Store in a refrigerator between 2°C to 8°C. Do not freeze.
mediastinal o o o + Do not store in the freezer or directly adjacent to the refrigerator cooling element.
disorders RHINORRHEA 10.7%) 1] 0(0.0%) [0] 1(0.3%) 1] + Do not freeze; do not use the product if it has been frozen.
" P In-Use Storage (After First Use) *  Press and hold down the dose button until the dose counter shows 0
Vascular disorders Dizziness 1(0.7%) [1] 1(0.7%) [1] 2(0.7%) [2] . Sfter f{rfst use, the pen can be stored for 56 days at a temperature of 15°C to 30°C or in a refrigerator at 2°C to 8°C. The 0 must line up with the dose pointer. You may then hear or feel a dlick.
n-number of subjects e-number of events 0 not Ireeze. - . Continue pressing the dose button while keeping the needle in your
« Discard the pen after 56 days, even if it still contains product. skin
BE Study Safety conclusion: ) ) o o 8. PATIENT COUNSELLING INFORMATION
As per BE study (study title: An open label, balanced, randomized, two treatments, single period, single dose, parallel, bioequivalence Risk of Thyroid C-cell Tumors
study of Semaglutide injection 2 mg/3 mL (0.68 MSNO mg/mL) of MSN laboratories Private Limited, India comparing with Inform patients that semaglutide causes thyroid C-cell tumors in rodents and that the human relevance of this finding has not been
PROzempic® (Semaglutide) injection 2 mg/3 mL (0.68 mg/mL) of Novo Nordisk Canada, Canada in healthy adult human subjects determined. Counsel patients to report symptoms of thyroid tumors (e.g., a lump in the neck, hoarseness, dysphagia, or dyspnea) to
under fasting condition.) the following ADRs have been identified: their physician.
All the subjects were assessed for their well-being throughout the conduct of the study. A total of 38 non-serious adverse events Pancreatitis
(Upper Respiratory Tract Infection (URI), Vomiting, Headache, Gastritis, Diarthea and Hypoglycemia) were reported by 26 subjects, Inform patients of the potential risk for pancreatitis. Instruct patients to discontinue semaglutide promptly and contact their physician
of which 13 adverse events were reported following administration of the test product, and 25 adverse events were reported with if pancreatitis is suspected (severe abdominal pain that may radiate to the back, and which may or may not be accompanied by vomiting).
reference standard product. Diabetic Retinopathy Complications
Inform patients to contact their physician if changes in vision are experienced during treatment with semaglutide.
. J \ J U J




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

Step 3.
Select your dose

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.

Turn the dose selector until the dose counter stops and shows your
2 mg dose.

The dashed line in the dose counter will (:) guide you to 2 mg dose.

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

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 injection 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 injection at the needle tip after injecting. This is normal and does not affect your dose.,

a

Always use the dose counter and the dose pointer to see that 2 mg has been selected. 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 doses of 2 mg can be selected with the dose selector. The 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 2 mg has been
selected.

You can only select 2 mg for each dose. When your pen contains less than 2 mg, the dose counter stops before 2 mg
is shown.

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

The needle is covered by 2 caps. You must remove both caps. If you E
forget to remove both caps, you will not inject any medicine.
Pull off the outer needle cap. Do not throw it away.

How much semaglutide injection is left?

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 H

risk of needle sticks. See “Disposing of used lutide injection pens| _*
and needles” below for more information about how to dispose of used
pens and needles the right way.

If there is not enough semaglutide injection left in your pen for a full dose,
do not use it. Use a new semaglutide injection pen.

To see how much semaglutide injection is left in your pen,
use the dose counter:

Turn the dose selector until the dose counter stops.
+ Ifit shows 2, at least 2 mg is left in your pen. If the dose counter stops

before 2 mg, there is not enough semaglutide injection left for a full
dose of 2 mg.

L
Pull off the inner needle cap and throw it away. A drop of semaglutide
injection may appear at the needle tip. This is normal, but you must still ﬂ
check the semaglutide injection flow if you use a new pen for the first time. C:-E?_‘./-
A
===l T
"
— ™

a

Always use a new needle for each injection. This will reduce the risk of contamination, infection, leakage of
semaglutide injection, 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 a bent or damaged needle.

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

Step 4.
Inject your dose

Put the pen cap on your pen after each use to protect semaglutide
injection from light.

Choose your injection site and wipe the skin with an alcohol swab. Let the (]
injection site dry before you inject your dose (See Figure K).

Check the semaglutide injection flow before the first injection with each
new pen only. If your semaglutide injection 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 (=)

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

| . A 4
™) 1|
| | 111
1| I
* Insert the needle into your skin as your healthcare provider has shown :-II‘"\,_
you. "
* Make sure you can see the dose counter. N

Do not cover it with your fingers. This could stop the injection.

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 injection, and blocked needles leading to the
wrong dose. If the needle is blocked, you will not inject any semaglutide injection.

Always dispose of the needle after each injection.

ing of used pens and needles:

Put your used semaglutide injection pen and needle in a sharps disposal container right away after use.

If you do not have a sharps disposal container, you may use a household container that is:

o made of a heavy-duty plastic

o can be closed with a tight-fitting, puncture-resistant lid, without sharps being able to come out

o upright and stable during use

0 leak-resistant

o properly labeled to warn of hazardous waste inside the container

When your sharps disposal container is almost full, you will need to follow your community guidelines for the right way to
dispose of your sharps disposal container. There may be state or local laws about how you should throw away used
needles and syringes.

Do not dispose of your used sharps disposal container in your household trash unless your community guidelines permit
this. Do not recycle your used sharps disposal container.

Safely dispose of semaglutide injection that is out of date or no longer needed.

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.

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.

Adrop of semaglutide injection 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 injection still does not appear.

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 injection flows.

If no drop appears, you will not inject any semaglutide injection, 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 injection flow before your first injection with each new pen.

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

Step 3.
Select your dose

Important

Caregivers must be very careful when handling used needles to prevent accidental needle stick injuries and prevent
passing (transmission) of infection.

* Never use a syringe to withdraw semaglutide injection from your pen.

* Always carry an extra pen and new needles with you, in case of loss or damage.

*  Always keep your pen and needles out of reach of others, especially children.

+  Always keep your pen with you. Do not leave it in a car or other place where it can get too hot or too cold.
Caring for your pen

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.

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..

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 semaglutide injection flow before you inject.

Do not try to repair your pen or pull it apart.

Do not expose your pen to dust, dirt or liquid.

Do not wash, soak, or lubricate your pen. If necessary, clean it with mild detergent on a moistened cloth.

How should | store my semaglutide injection pen?

Store your new, unused semaglutide injection 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°C to 8°C).

The semaglutide injection pen you are using should be disposed of (thrown away) after 56 days, even if

it still has semaglutide injection left in it. Write the disposal date on your calendar.

Do not freeze semaglutide injection. Do not use semaglutide injection if it has been frozen.

Unused semaglutide injection pens may be used until the expiration date (‘EXP") printed on the label, if kept in the
refrigerator.

When stored in the refrigerator, do not store semaglutide injection pens directly next to the cooling element.

Keep semaglutide injection away from heat and out of the light.

Keep the pen cap on when not in use.

Keep semaglutide injection and all medicines out of the reach of children.

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 injection 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 injection at the needle tip after injecting. This is normal and does not affect your dose.

o

Always use the dose counter and the dose pointer to see how many mg you select. 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 doses of 1 mg can be selected with the dose selector. 1 mg 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 how many mg you select
for each dose.

You can only select 1 mg for each dose. When your pen contains less than 1 mg, the dose counter stops before 1 mg
is shown.

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

How much semaglutide injection is left?

Step 5.
After your injection

Supplies you will need to give your semaglutide injection:

INSTRUCTIONS FOR USE
i loo-tide] Ini
3 4T

) for slubcutaneous use
2 mg doses
(pen delivers doses in 2 mg increments only)

Read these instructions carefully before using your semaglutide

injection pen.

Do not use your pen without proper training from your healthcare i

provider. Make sure that you know how to give yourself an injection with F

the pen before you start your treatment. -"‘"H;

Do not share your semaglutide injection pen with other people, even e

if the needle has been changed. You may give other people a serious |

infection, or get a serious infection from them.

A\ If you are blind or have poor eyesight and cannot read the dose G
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 =
injection pen. .

Start by checking your pen to make sure that it contains semaglutide d

injection, then look at the pictures below to get to know the different

parts of your pen and needle.

Your pen is a prefilled, single-patient-use, dial-a-dose pen. It contains

2 mg of semaglutide, and you can select doses of 2 mg. Each

prefilled pen contains 4 doses of 2 mg.

Your pen is made to be used with BD Ultra-Fine™ disposable needles up N —

to a length of 8 mm. e

BD Ultra-FineTM 32G 4 mm disposable needles are included with your

semaglutide injection pen.

Always use a new needle for each injection.

Semaglutide injection 2 mg pen
anew BD Ultra-FineTM needle

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 lutide injection pens _*
and needles” below for more information about how to dispose of used

pens and needles the right way.

If there is not enough semaglutide injection left in your pen for a full dose,
do not use it. Use a new semaglutide injection pen.

To see how much semaglutide injection is left in your pen,
use the dose counter:

Turn the dose selector until the dose counter stops.
+ Ifit shows 1, at least 1 mg is left in your pen. If the dose counter stops

before 1 mg, there is not enough semaglutide injection left for a full
dose of 1 mg.

Step 4.
Inject your dose

Put the pen cap on your pen after each use to protect semaglutide
injection from light.

Choose your injection site and wipe the skin with an alcohol swab. Let the
injection site dry before you inject your dose (See Figure K).

If you do not have a sharps disposal container, follow a 1-handed needle E

recapping method. Carefully slip the needle into the outer needle cap.
Dispose of the needle in a sharps disposal container as soon as possible. | -
ool 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.

o

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 injection, and blocked needles leading to the
wrong dose. If the needle is blocked, you will not inject any semaglutide injection.

Always dispose of the needle after 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 injection. This is especially important if you take more
than 1 type of medicine.

Pull off the pen cap.

p

ing of used gl j pens and needles:

Put your used semaglutide injection pen and needle in a sharps disposal container right away after use.

If you do not have a sharps disposal container, you may use a household container that is:

o made of a heavy-duty plastic

o can be closed with a tight-fitting, puncture-resistant lid, without sharps being able to come out

0 upright and stable during use

0 leak-resistant

o properly labeled to warn of hazardous waste inside the container

When your sharps disposal container is almost full, you will need to follow your community guidelines for the right way to|
dispose of your sharps disposal container. There may be state or local laws about how you should throw away used
needles and syringes.

Do not dispose of your used sharps disposal container in your household trash unless your community guidelines permit
this. Do not recycle your used sharps disposal container.

Safely dispose of semaglutide injection that is out of date or no longer needed.

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.

a

Important

Count 6 seconds while keeping the dose button pressed.

If the needle is removed earlier, you may see a stream of semaglutide
injection coming from the needle tip. If this happens, the full dose will not be
delivered.

Check that the ide injecti dicine in your pen is clear and
colorless. Look through the pen window. If semaglutide injection looks
cloudy or contains particles, do not use the pen.

Caregivers must be very careful when handling used needles to prevent accidental needle stick injuries and prevent
passing (transmission) of infection.

Never use a syringe to withdraw semaglutide injection from your pen.

Always carry an extra pen and new needles with you, in case of loss or damage.

Always keep your pen and needles out of reach of others, especially children.

Always keep your pen with you. Do not leave it in a car or other place where it can get too hot or too cold.

Caring for your 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.

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 semaglutide injection flow before you inject.

Do not try to repair your pen or pull it apart.

Do not expose your pen to dust, dirt or liquid.

Do not wash, soak, or lubricate your pen. If necessary, clean it with mild detergent on a moistened cloth.

How should | store my semaglutide injection pen?

Store your new, unused semaglutide injection 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°C to 8°C).

The semaglutide injection pen you are using should be disposed of (thrown away) after 56 days, even if

it still has semaglutide injection left in it. Write the disposal date on your calendar.

Do not freeze semaglutide injection. Do not use semaglutide injection if it has been frozen.

Unused semaglutide injection pens may be used until the expiration date (‘EXP”") printed on the label, if kept in the
refrigerator.

When stored in the refrigerator, do not store semaglutide injection pens directly next to the cooling element.

Keep semaglutide injection away from heat and out of the light.

Keep the pen cap on when not in use.

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.

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?

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

+  Ifthis happens you have not received any semaglutide injection 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 injection at the needle tip after injecting. This is normal and does not affect your dose.|

Step 5.
After your injection

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
injection may appear at the needle tip. This is normal, but you must still
check the semaglutide injection flow if you use a new pen for the first time.

N

Always use a new needle for each injection. This will reduce the risk of contamination, infection, leakage of
semaglutide injection, 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 a bent or damaged needle.

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

Check the semaglutide injection flow before the first injection with each
new pen only. If your semaglutide injection 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 (==-)

*  Keep lutide inj and all medicines out of the reach of children.
INSTRUCTIONS FOR USE
o il lao-tide] Iniect
3 £ )

Supplies you will need to give your semaglutide injection:

for subcutaneous use
1 mg doses
(pen delivers doses in 1 mg increments only)

Read these instructions carefully before using your semaglutide

injection 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 injection 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.

A\ 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
injection pen.

Start by checking your pen to make sure that it contains semaglutide

injection, then look at the pictures below to get to know the different

parts of your pen and needle.

Your pen is a prefilled, single-patient-use, dial-a-dose pen. It contains

4 mg of semaglutide, and you can select doses of 1 mg.

Each prefilled pen contains 4 doses of 1 mg.

Your pen is made to be used with BD Ultra-Fine™ disposable needles up

to a length of 8 mm.

BD Ultra-FineTM 32G 4 mm disposable needles are included with your

semaglutide injection pen.

Always use a new needle for each injection.

Semaglutide injection 1 mg pen
anew BD Ultra-FineTM needle

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 H

risk of needle sticks. See “Disposing of used lutide injection 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
injection from light.

If you do not have a sharps disposal container, follow a 1-handed needle E

recapping method. Carefully slip the needle into the outer needle cap.
Dispose of the needle in a sharps disposal container as soon as possible. s -
ol B«

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 injection, and blocked needles leading to the
wrong dose. If the needle is blocked, you will not inject any semaglutide injection.

Always dispose of the needle after each injection.

Step 1.
Prepare your pen with a new needle

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.

Adrop of semaglutide injection 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 injection still does not appear.

Wash your hands with soap and water.

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

Pull off the pen cap.

ing of used pens and needles:

Put your used semaglutide injection pen and needle in a sharps disposal container right away after use.

If you do not have a sharps disposal container, you may use a household container that is:

o made of a heavy-duty plastic

o can be closed with a tight-fitting, puncture-resistant lid, without sharps being able to come out

o upright and stable during use

0 leak-resistant

o properly labeled to warn of hazardous waste inside the container

When your sharps disposal container is almost full, you will need to follow your community guidelines for the right way to|
dispose of your sharps disposal container. There may be state or local laws about how you should throw away used
needles and syringes.

Do not dispose of your used sharps disposal container in your household trash unless your community guidelines permit
this. Do not recycle your used sharps disposal container.

Safely dispose of semaglutide injection that is out of date or no longer needed.

Important

Check that the lutide inj in your pen is clear and
colorless. Look through the pen window. If semaglutide injection looks
cloudy or contains particles, do not use the pen.

Caregivers must be very careful when handling used needles to prevent accidental needle stick injuries and prevent
passing (transmission) of infection.

Never use a syringe to withdraw semaglutide injection from your pen.

Always carry an extra pen and new needles with you, in case of loss or damage.

Always keep your pen and needles out of reach of others, especially children.

Always keep your pen with you. Do not leave it in a car or other place where it can get too hot or too cold.

Caring for your pen

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 injection flows.

If no drop appears, you will not inject any semaglutide injection, 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 injection flow before your first injection with each new 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.

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 semaglutide injection flow before you inject.

Do not try to repair your pen or pull it apart.

Do not expose your pen to dust, dirt or liquid.

Do not wash, soak, or lubricate your pen. If necessary, clean it with mild detergent on a moistened cloth.

How should | store my semaglutide injection pen?

Store your new, unused semaglutide injection 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°C t0 8°C).

The semaglutide injection pen you are using should be disposed of (thrown away) after 56 days, even if

it still has semaglutide injection left in it. Write the disposal date on your calendar.

Do not freeze semaglutide injection. Do not use semaglutide injection if it has been frozen.

Unused semaglutide injection pens may be used until the expiration date (“EXP") printed on the label, if kept in the
refrigerator.

When stored in the refrigerator, do not store semaglutide injection pens directly next to the cooling element.

Keep semaglutide injection away from heat and out of the light.

Keep the pen cap on when not in use.

Keep semaglutide injection and all medicines out of the reach of children.
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PR, g2 (FIAT FIRCIR BIFSST I 1 27N

GO fRETNG SFT1R RRCATARCINTIR K N R 43¢ RTATEF© 5 TR SIForT Y. [Red | (AT B$Fo]
1 I O 4 of RCMMRTANNE ToAT O A7 IRCATAMECINTR FIACT (HICAT ST AZTFIN
fofFe T I5 FIA| D 2N FF (T JIRCNARCANS o7 6 1 IMGLAR FHF MRINS NFFy
W@_\oWI

aFed AARSEFT Y32 [T B I3 MITN TAPEA (N TPF o1 [Feonh Fa1 =91 9o
AP ST ra fRBIND FNSTEAR N (FIAT (FNBNT ADrF HNLFT (41 TN G738 AT
(FIAOIH2 MITNIN N % TAFS It [EEEN F1 TN AQOI8, (FIAT A AZNHBI!
AYATSIEHTR FRCT MIFN (AF AGTRF FEAN, T CTNIEBIRG  IANGINANT AN Ol
SERITOI (N FE|

FRANG TF Sl ArASFIR T (AT (MR (T MICRIRACGONA TGS ToANISTE
SR CHTH SNITNRN STLER HC F=NF© 07 [JB® (AR, T GLP-1 1967 SeonfNee s H&ow
FIAAMAT ST ATNETHAN | AN-STHIRANGoA ATIAS EFINRTE S SN BRI o7
STAFS T (A JANNS AR (AT N I NSO SFIGNS A ARSI G S F1 IR

NI TIRCIAGR “AIMNCIE, G120 AN, MNP A FATP I TSI ARG YA
CTNISEIBIRG INIGFHING S TAFS (AT fHNENE B8 *rfoyef SFrerfeer I SrRoGE ATl
(L1 AN SIIN GEABIA NGRS A GRNROF FBIRIIIRT WANG AT T=HFS (&I
TS5 GRS 21 AT TTMW|

SNfAFOI, [FBIRS ST O (ATF (4 T (T (T CTEGIRG ZACGFA B0 YT 72 J-TI18S
TG STAF! (TFIRE IOANE, T (FTHIN N SIS QAT INGN (HAT [N F(HFC0
WAESS, (PN BFSF 8 GoA NS T FW T 32 BIFS R T STz ierer 92 st TN
P (T, CTSFGIZG NG B2 2 TIANRIGS ([INTHR ATF NI =R T [{=1om a2 a6
G316 ST '[INFL-F AR (TSNP 8 fF SIINT) IS AL
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(MSNO

S TBTF IFTAS ATETLTI:
ofSFa TBT CINTSEBI2 G STGIF* (R) | CTG (N=296)
BTG (M) | (N=148)
(N=148)
FHAZVTHINANNE | 68 (45.95%) 74 (50.00%) 138(47.97%)
LT
ERCIGORR R0 149 152 301

2fS® Irga LT AFTHF AW 933 TN W57 TN SATHITA AE / SAE AT AFHTH A AfTH TN

froew =N | gt cram CANISFBIRG | STGI=VF° (R) | (B (n=296)
™ BTG (T) | (n=148) [e] [e]
(n=148) [e]
(NG HIAT 9 (6.1%) [16] 4(2.7%) [8] 13 (4.4%) [24]
SICE OANTIA | 1(0.7%) [1] 0 (0.0%) [0] 1(0.3%) [1]
LT 3T
ICERAG IR [y 5 (3.4%) [5] 7 (4.7%) [9] 12 (4.1%) [14]
MY VBIEE] 7 (4.7%) [8] 11 (7.4%) [13] | 18 (6.1%) [21]
fSSTCor=ifsTa 6 (4.1%) [8] 3(2.0%) [6] 9 (3.0%) [14]
Tlafore 28T 3 (2.0%) [3] 0 (0.0%) [0] 3 (1.0%) [3]
PR 16 (10.8%) [22] | 15 (10.1%) [18] | 31 (10.5%) [40]
TRAPIRAZAGA | 2 (1.4%) [2] 3 (2.0%) [4] 5 (1.7%) [6]
IN IO 31 (20.9%) [43] | 28 (18.9%) [39] | 59 (19.9%) [82]
I 17 (11.5%) [22] | 23 (15.5%) [34] | 40 (13.5%) [56]
SR N 1(0.7%) [1] 0 (0.0%) [0] 1(0.3%) [1]
YT N 8T 1(0.7%) [1] 3(2.0%) [3] 4 (1.4%) [4]
MISIER I ERUE N T 0 (0.0%) [0] 2 (1.4%) [2] 2 (0.7%) [2]
FANT RN [ 3qrore™ g B | 0 (0.0%) [0] 1(0.7%) [1] 1(0.3%) [1]
RREY EGRIREI
1A 2 (1.4%) [2] 0 (0.0%) [0] 2 (0.7%) [2]
RIS GIEE] 5 (3.4%) [5] 4 (2.7%) [4] 9 (3.0%) [9]
B RGEIGER TSRO | 1(0.7%) [1] 1(0.7%) [1] 2 (0.7%) [2]
[CRa LT ARG 0(0.0%) [0] 1(0.7%) [1] 1(0.3%) [1]
ﬁ%af;j"i@?l TROATARINT | 1(0.7%) [1] 2 (1.4%) [2] 3(1.0%) [3]
g
RIYOCFI MG | XA (7 2 (1.4%) [2] 1(0.7%) [1] 3 (1.0%) [3]
7T 2 (1.4%) [3] 4(2.7%) [4] 6 (2.0%) [7]
Ww% I 1(0.7%) [1] 1(0.7%) [1] 2 (0.7%) [2]
N{TBOIG e INE
RN 1(0.7%) [1] 0 (0.0%) [0] 1(0.3%) [1]
ERRIGIRHIG] AT C=T 1(0.7%) [1] 1(0.7%) [1] 2 (0.7%) [2]

n- SR ARVBIATHI SLT e- OB ST

BE SB1T TG T25T4:
BE YTV WA (WEFHCN PRI JNIHIN TRCIGAG AT2CO0 [HANGG ORTeT

(TR, TG, AGNRG, 76 (BTN, 5P AT, IFF (NG, NS, 3

© OIS



(MSNO

W CTISE0IRG 2NIGE*H 2 mg/3 mL (0.68 mg/mL) G S QA B(I (NITOT NGF FIAGT, FINGIRK
(AITS! VGTFI PROTGHF®  ((TNISEIGI20) 2NTGF*W 2 mg/3 mL (0.68 mg/mL) BRI NIZF
WA FrHF AIIITF W CFCT |) (NS ADRSE *1=res Fa1 AT

WLIA ST ST GG el [[RANE OV STBOT 8 FUFII Gy JeITa BT (AR (WG 386
NGFGAS AT (OARF AT FeFNY (URN), I, WARIA, MPRIRG, GREET 433
RCATLRCAN) 26T WA ARTHFINR FIRT A6 F1 ZOARE, I3 &5 136 AT APy
%%mmwﬁr%wm@me 256 APARSI T TF (FTHIH NI T TN FS
TG T 2|

CBfIe 1: s AfSfFTa SIfFtaT T4 AT - AILFYAS 2117 (T)

AT AGHFS RIS Siger Y T ST
(PT) b G
S09 I TN BT
S36 CEIRES IR BISIE0S
GIE TN STSIT
S44 BT RCAN R GED| TSR
SEIEE TN STSIT
S49 CEIRES R STSIY
GIE TN STSIT
S59 B AR TSR
S62 3N TLTN BRI
563 B TN TSR
S74 GIE TN OSIY
AT YT TSN | AT TSR
S75 FRCATATRCAN A BRI
S80 BT RCAN YT TSR

WLTA RN FAT “rf ST FN AT SR MF (AF AHT A VN RN TR F1 2R
38 S SYTANT SYCHF ST ST 0 (AP IS STEI5, TBRNT I TSI R AT~
FA (AR FWHARIIINNE WAPIRT FIARA NS II/BFTF 432 NMIFNT [CANG AT e
AP ARSI (FI AL CTTRT AR FO12 TN AR

(B 2; sy Ao G A OIfeidr I AT - (FFIIS SOITTS (R)”

AR NGNS NI Stger Y CR RILE A
(PT) T
S08 EIEY LY BISIE)
TARF AT SIFNY | WHTw BRI
S11 AT TN TS
18 PR EIc] TN ERIEH
CEIER LN RISIE)]
S21 EIGE TN BRI
N TN STERNT
SITRIR6 TN SR
S38 EIE LN RISIE)
PR EI] TN ST
I o[ LN RISIE)
S45 B YN TSR
S52 FRCATARCANT A TSR
S58 T TN TSIRT
B YN BRI
S60 3w YN TSR 10
S64 ORIERI] YN TSR




(MSNO

WATAZIIAT AGWF© AR Siger S TN HTH
(PT) T

S66 N YN BRI
FRCATARCIT AR BRI
oI LY BRI

S68 FRCATARCIT AR BRI

S69 FRCATARCI AR STERNT

S76 FRCATARCINT AR BRI

S78 FRCATARCIN AR BRI

579 FRCATARCI TN BRI

HIFIYAS AN S LA AR *1oFAT ToAT 32.50% L (THIIN SOIGIG ATNI Y 62.50% |
LTI ATETANT TN (FS BT AFGHF o1 o156 FAT AR [ [FCANH FA1 | MO4R, IF
(AF A6 I (IO M (T AT LTI GRSALANT ARG (GIG W@ AFIYAS J38 (FHIIS
OGS BT N2 WA SIATONI ST |

WIS ArYAfSiF= {3 f[{ron s

SFY ATNT TLAMINI AT Wy ArSAS G [eond Fa1 eFgoyef| a6 834 “wna JR/AF
NI YIARIIRS AT TG B | WyN~NS AT NS G AT F409, MSN Laboratories Private
Limited-(F (N2 FP pharmacovigilance@msnlabs.com & ST (P STIIRG www.
msnlabs.com-> SITNITAR ST CAISTTI FP-> (NGTPeT S TFH I/ 450 2r AfS G f[{ront Fare|
AN ARSI ST ORTed NI FITPITSGET™ (ATATNI NI f[{TATH F400 A=,
1800 180 3024 NH( 1 LI WA MSN Laboratories-4 fRTTH FACS AN +91-40 38265227 (FGTaH
FI2N); +91 7331134745 (WhatsApp) I | AP FTR Rrb @, WA 2 21teng [rers
HFS TEE BT AW AR FACS AT

49. Wfofae AT

WfSI& WA CFLE, @A FHFAFA TF9 8 BTN W SATS A2TF HfFEST 9% Fa1 Ofpw|
QSIS WG AIFN TNF WA NN TN TG (XFAEN A PG (NGpeT
BRATFEAGd ACY (NI FA FA IGN FHEN| AT 1 ISR CTNSEGIR06F Y -Gl
fRTIT BT 92 TFIST TNy R Y 43¢ BT ARG =@ |

5. SITIATGTII CAF1ET

5.1 SINICHTOIZNIS (ALY
FrFriaor fAueg.
ATARTE B (ATF 24 AT (AN W¥F) GfFSHAF (pp CIB) HbA1c-AF AfTISH
mﬂ@ NS fofaesr
RGP _(T) S AT IV TGS
A (N=146) am ®R) (950/0CT) (%)
(IITAEA (2) 8.93 = 0.75 (146) 9.05 + 0.80 (145) 0.17 (-0.03, 0.36)
STAR24 (%) 6.43 + 0.82 (146) 6.63 + 0.90 (145)
(BN (3) (AT | -2.54(0.07) (146) -2.38 (0.07) (145)
S IGEICL
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(MSNO

CIUSFIBIRS T4 ©
NG () R)

(%)

9

ETD: 0.16 [-0.04, 0.35]

(IR (YTE 28N TAYTCZ LS TG

fFSTFAN (TTARN (AT AU -4 ANWR-B TAX-1B AATX-48 933 AAX-M(S B
9) *IS HbALc- 99 ARAISTAYR|

(TN (LS NG) (ATFH HbA 1c JF AIIS)

s BTG ©
m (R)
*
2
z x
;
e
Ci
b
I

AN 1/ @ATEIN AR 3= 4 AN 453 8 AT 5/57081% 12 TN 6/57281% 16 AN 7/57051= 2
sffmfx
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(MSN

|

TN GGATTB :  (IAARN (ATH 12 AYE (FSfSiB 5) fofFmesra (¥ ¢18)  HbAlcah

AfFTSN
sfFmx {%ﬁiﬁ, STO= e R | s Bt | fRFr-um
(Hﬁ) EQIR
R) %)

CEGIECH 98 - 0.75 (146 9.05 : 0.80 (145 0.11 (0.07, 0.29 _
SRIZ 12 (%) 7.24 : 0.84 (146) 7.42 + 0.93 (145) 0217
(AR (2) -1.71(0.06) (146 -1.60 (0.06) (145
(ATFH AITTON

(AR 2 249N JAAR TG = 5P (n) FFCANG F1 TR

(TR (AT HbA1 9T ATTITOTNL O3 LSH (SE) (n) FRT1G 511 AR |

(AE OO (ANCOVA) TR P NN [HIBEIAT AN - A 95% (1 F[TH1G 1 IR

(%)

4499

(IAATRN (ATF 129N AYIZ LS TG

CTNISEBIRG
ENGFN (1)

STTI~Y

ETD: 0.10 [-0.07, 0.28]

13




Pl A fofsss
z gm gz; BMI-AF Afz W forfor e (n=
sy At or ] CINISBI2 G STHF® (R) | WYANS fPr-w=
Faffs BTG (T) (N=145) fofdesma
(N=146) ATy
(95%CI]
“ag oo | AR NGLSD 71.6 + 12.6(146) 731 o+ 142 NA NA
(TR (145)
(IAEN (AP
Ao FPA
N 5 NO£SD 67.9 +12.4(146) 69.1 £ 135 -0.24 (-0.80, 0.410
YR 12 (145) 0.33)
(T3 (AP -3.75 (2.26)(146) -4.06 (2.84)
AFITE~ P (145)
NIty 7 MGLSD 64.9 +12.2(146) 660 + 132 -029 (085, 0.317
AR 24 (145 0.28)
(eI (AP -6.72 (3.09)(146) -7.07 3.91)
IO A (145)
BMI AT 2 MGLSD 28.0 £4.5(146) 28.6£5.3(145) NA NA
(QAeTIRA
(IJTEATRA (AT -
AN TP
A7 5 NG+SD 26.5£4.2(146) 27.0£5.0(145) -0.07 (-0.32, 0.582
STEIR 12 (A3 (A -1.49(0.93)(146) -1.60 (1.18) 0.18)
ANfFTON FPEN (145)
Nl 7 NGLSD 25.4 +4.2(146) 25.9+4.9(145) -0.11 (-0.35, 0.381
SR 24 0.13)
(AR (AT -2.62 (1.47)(146) =277 (1.60)
ARG BB (145)
AT AfSEwr

TNI9FIDIRG 26 AF6 GLP-1 YFEF, T NN GLP-1-G7 X £8% FIIAT AP |
Wﬂaﬁﬁ@aﬁap 1 fRTI967 SoN6 RO G 0, T [HZeng GLP-1 RTI*6taa
TS TF 2T A7e A6 G IR, I FTOIIF GLP-1-49 567 |

GLP-1 A5 *NIIISIT AN, T SELINGH SN JFIEF AG[ (FLeT 32 AR OB GLP-1
fRTT™B1 &I WO |

CTNISEIOIR0G A wref-oryg, (A6 a1 o1 AfFTM0 = SN S0 Y@ 28T, T I(HA
WEHTN NN T FA 472 RAF GG WIS (ATF ST (A | ST, (TN9BIZG DPP-
4 qNOTRY FET RNSGNS HF [Re0q (BoRe AF | TNSFEIBIRG A0S *IBAR W&l I
NN G0 ATFTF TN, T 2N N3 TS FI A2 TR NI Z1 FT,
ToT2 PO VAR 89 NOTNAONI | WOR, TN & NFAF Nal (I A0F, TN
ST (SR TRIFS 2T 32 SN N1 IAIG TV A0S 16 AN AT
RITAR 1R 21F T AFZAR Qe ST STNAS SN (AfF 7O |

14



(MSNO

5.2 STITRIBIN OGP (1T

Iy
CTNISEIBIR0G *ATT T 21T 89% | (OIG (NSTF 1 (ACF 3 TN W CTNIHEGIR0GI il
BT (@ =T CTNEIBIRG ARIPSLBNANISI (NG, BF T GANFF 00 (R8T 5F (G

A R ATSAT I |

BI2eY 2 TrAfOS @IMTHE N0, 0.5 mg, 1 mg & 2 mg-4< SEF JFAIR (OIS TN EIBIRGT
CNY (TSR WYATTS (% AT | AIIRF JFAII (OIS (NS 4-5 STAFR AT ZI (¥ BT
WGr® =1 B2 2 RGOS @M WET, 0.5 mg 8 1 mg TWEF JFAEI SRIFOCoNI™T
(TNISEIBIRG (TG AR NN ST 51G FI-WIZ] T AT TGN 65.0 ng/mlL 8 123.0
ng/mLI| CTXISEIBIRG 1 mg & 2 mg-JF QEAINAF AIHE, G FIN-SWIBF TG TGN 111.1
ng/mL & 222.1 ng/mL f&&T|

SYHF =AW RO 20
BI29Y 2 TR (@IMTAE YT STRIF GG NSO (ST CTNISFHG20G TG S NNPS (O
WO AT 12.5 0G| (STN9EIGIRG AT SISV (>99%) AT WA NN A TS A |

ST AT (ACH (I 28T
BI29 2 TGRS @M GFLE, CTNEGIRG AT (ATF AT 0.05 617 AfS 7617 (77 =T
CTNISEIBIR0GT 2T 1 SR S-S AIF, (*1F (TG (NS 5 IR 1@ 46 (& AR

SR MIAH PIANF O ARTS 28T
CTNISEIOIRG et TN AL =7 (FAACIRT (NFHCDT (ANGAROF (PO 42 TG SIS
IRGHR(N GNP [RO-ATHOGHTAF AF [{ATF

ST *IAT (ACH (I T TS
CTNIFEIDIRG-H IS A NS T 43 N MW 21 (ATF (I 2| (UG AT 3% Y0ad
TN WFS (TNSEBIRG R (I9 2T

RO 5% o

[ECINT ST ([T

G ST CTNISEIBIRT0 FIHIBANCHE [P BFFATONI AofI® I | 4
JFH0 LT AWTe (AR, (T (O @7 FON Togs @M (@61, TR,
PO, ESRD) 0.5 mg CTNEIGIRNGE J6F (ONG (RS AR L]e OIHACPE Froli[p [Pof
FIFIFO! ST BISE S 9 Bl AR | (FNIE Wraraq orva fofgrs, aft Br2er 2
TR 92 fFGW TS @Mtid GFlas (R (51R |

PO STNIILG (9
TFOT AT AFEAS, TNEGIRG M PFeny onffe =0 g6 W 0.5 mg

(TNISEIBIR0GR dFF (TG (MR <, [RCH WAk TF© IO (@ (T, AT, $FoI)
432 FTOIIF TF© FIAFIO! STF G N CTIEI0IR0GT FITHIFNOH YT~ Fal
AR

ey o

15



kﬁ_\:}‘-"‘i-h.l__"
CTNISEIGIRG e (FIMTTT BN IS TLTIN FAT T
SIY AT WA KL A eI AfSfEw I @ Ay =

2 G5 TR TN (M1 (N (T, CTNEFGIR0GR CYP INGIRNCH LT (RS M Gl FARK
32 G151 GRTCATOIRR FrFIFO! ILNAS FAE TSN YT FN|

(TNISEIBIRG ATFZEAR el T8 T FR, T JFY NS ST (INICT AOR (FECS AN
CTNI9EIBIR0GA 1 mg ZIN-AIF W@, JFMY (RS L AT W8T SYF IR BN
CTNISFGIRTGT TSIRT AS] RO AIHI- NI T~ F1 (WE|

ST (WA (N (T, CTNSEBIRG W S ST JFSNY (NS SN (FIAT SFFA Ao
(L =T, ©T2 (G ANIISTNL ATICH (N2 | W7 56 LTI (4T (51R (F, 2.4 mg CTNSEIBIRG
AIFZAIR YIfeT TSI TNAF AONI© FAM|

6. WING HAHIF AT ST (IFRT
6.1 FIHA T, fOIH TSN TS, AT TS ATHING HFWOT FTN TS

CD-1 2(A 2 IR P T WLTAH, 0.3,1 42 3 A/ @Gy [2-, 11-, G992 30-8
SfEF ABIR® NN (OIS (INHHIZHG) 2 N FAN/5SR, G26H-7 TN fof@ I FFId
RS RO <2 0.1,0.3 3 1 Ay (G MA (1-, 2-, d92 7-Q7 GNAKIREG) NRATHS
M (AR | (FRPE ATIGANT AT, FFT 8 W2l ToFF2 RIS C-57e AGTNINIF
I 32 C-CTeT FIKATNE FALAF Jian (AT (TR G2 (TAfeT 2K 2 IQIAA FIARGANF
STAFS IF WHIICH, 0.0025, 0.01, 0.025 32 0.1 mg/kg/ M= STRPFLGNIST NIAT AW FAT AR
(AAfTTeY fRA T 5, MRHD -9 GRITHTGITRA 0.2-, 0.5- ]% 3-B) | Y 8 NRAHI S5 WAy
RATTG C-(STeT ITGTATNIF AT AN NGO BFF N I (R (NG 38 IR VLT >0.01
mg/kg/MN TI@TT AZACAT C-(T FIKANR AT NSO SFFS I A1 (50, T
fFfNemeT 237 JHTATSIRR S TS|

FT ARG C-C77 THENMAT NI AHABF©Ol WO G2 A6 fFfNena A1 a=-FREma
WLTANS NI [T TR I CTASEGIRG AR (SUAGIHADO AMHR JF0 OIS
OIS RIFBIRT OBITGINIG (Ames), NN FTNCHISNRG (GFICNCIN i0, TRF TG
TSE WRFI NG GG I FICONG WS N |

A NTHNO] I FOT-FNT SHIN TN FS (NY FLIAH, AFF 8 NREATHI U 0.01, 0.03
42 0.09 mg/kg/MN STRPFLBNAST W&l RN FT RAJRA (MRHD-AF 0.06-, 0.2- ]2 0.6-B) |
TN AN ANHPLIMNMA 4 AJINRT G (OIG (MSAT RO A< NI'-'EC’IIUN AT AT 2 ABINCRT G5
G2 MERER 17 ©F i 21 AAATSIAAT TN (GG (RS TS| AFTE ([VHNOR
N (FICAT 01 (74T AN | WRATHR NS, STHe NATs S5 5Terd CRees I (0 (og, 38
>0.03 mg/kg/[M= 1@ FTATFT ACTR ST SN Z1 7567 AT (R | 2 ACRTYZ TSI
CTNISEIBIRGA YR A=Y 32 KNI 8GR BT FIAFEAGIE AONIT FaFay BHgo
G316 AGTAGHYAS A &

7. wrfirefosa faae

7.1 ST57@T
82 (7}
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'-h:"! SMNO

7.2 AHICR THIG AT

JH6 T PG S5 T, © N f34-eeTo Frawr =3 76 |
7.3 (T

ARG G

7.4. TFHT 8 AT~ Rt
AT ST (STATET (9)

o 2°C (Y(F b°C IV fEFTe S35 S | {0 A4~ 1

o POIE A @EFSEOET Flelz AATNCEOT ATFACI AT STTHT S 1|
o 3G FIEN N 406 IM FLNS FFo 20T I, O[O I FAEA |

IIIZCAD TN FATHT (AN IR )

o AYNJF IR F, (N6 S 56 N LS 86°F (30°C)-AF ([ NI INN SIVN&AT
AT 36°F (ATH 46°F (2°C (VT 8°C) SIANATY ([IFGIAGIR HeTF AT (IS A

o IR TN (I WIZCO2 (AT {ZFG] FAIN |

o (TN QYNS Y WIME AIBTAS 56 T HH (NG (A M|

8. CAT *@arw=f s7if$Fe T

ARG f5- G571 fTooaa IS

G@INTHE TS = (T CTNIGBIRG IO ATNTS ARG C-(e TGN OIS ATF 33
G2 EATHE NI ATSI57FSl (N Fa1 M| @MHE 2 i (7 RIS BOwEs
TNASISTYZ ((TU, TG 175, FHZTS, AR S, N YY) (M1 Ttet orend fBfFesiesa
IR A6 FAE|

ATRIF N1 ow

@NME TENITS I (T MNSTOROER TSR 4 @ @Norg [y i 3 I
AT AGIRICH TR 2T (IS OO AN AN BIF (O 5, TN I ST I JGT IO HIH),
OIR(A O OISO CTNSFELIRG IIRNF IH PARN 2 OICnS BIPLATRI ST (ST
AN

RN TS I (T CTNSEIDIRIGT BB SINT 7S ARISN (a1 At O o
PSS SV (SIS FARA |

FYTAT RATNTRA TTLT CTNISEIBIRG (N TS FATIN T

RN AR T (T ST FLATAR W (HFICAT SR AT TNFIGIRG (NN TR FAE A,
NP 26 ARITON FAEAS, FIRAY A6 I&-AHE @R TFNCR JF =7 FAE|

2N IR AT THFANG AF TS IIIZNCAT ST IR TATATR AT
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L_H:‘_'l_-!.‘"-ih'l_"t
RINTHR TS (I (T CTNIEGIZG (A (TCGGINN (TN SATHIN RO I) I ZNH NI

MY IS (A JRNARCINT (@& <IFAT FN 8T GF 4F I 9 @R
RCATANRANTR 5% 472 oA T=NF oo FFA |

WS fFo wfe

CTNIE0IRG BT BiFee @M /=l T (T MCRIERNGoNE ArASEHT (F
OGN *1AF T Wo[) oI TR AHFCS NF I8 O 57 (ANY ARLNST SITTN
FAS | @NE GINICS 2(J (T [FONG SO A1 28R TR AHFCS AT e
PN TSR ANY THFS TN q72 BT I FA =(J, ANty IM SmiFo6
PG RGO O TR LN BiFSIAT ATIG 209 AH|

WfSfae ATanrNaera Afefaar

@NE TS E (T TGRS  (APENHG: IIMET AN B9Fe] Wfofae
SReTerd ARSI fFTATH F41 (IR AN WSS AR erord ARSI Bossf
ST SR A 478 OIvd [T i (7 T 2 4R0AF BT (M1 (M, O1=0a CTNISEIB12G
52 I9 LI WO OB AT TS =1 |

WIHFAF fHrgrTe @rsr

(AINTAR NS I (T (FIARIIIT T (PICAPPOIRGOIE SSIRT JF TR | @IMAR ey
AN (T IM (FAALIT I (PICEATOIRAC TWR T, O Y (FNBI SN Gy
©Itnd BIRFLAHT AT (NS FACO *(A|

DAl
OIO! NRATP GINITS 2 (T TOF 87 Ty TWIKT P I00R | NEAE e i (I orar
TM IO 2 A NGHOR 25 A, OF OIRA FIBICIAT AMNBIATP SIS 2|

i1 8T (oo

AINTAR GINITS = (T I (HICAT (OIS 13057 =W, O @I {357 28 (OIS 5 ANd Wes T© %o
MBI A=V FACO (A | IM 5 AN @ ST 19 =0T W, O I 28T (Orefo Im s 207 A<
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SORM (n=148) [e]

(T) (n=148) [e]

Ue Hal 9(6.1%) [16] |4 (2.7%) [8] 13 (4.4%) [24]
T & S W [H (0.7%) [1] 0 (0.0%) [0] 1(0.3%) [1]
<

SORIT PR | oot 534%)[5] | 7(4.7%)[9] 12 (4.1%) [14]
SRS 7 (4.7%) [8] 11 (7.4%) [13] | 18 (6.1%) [21]

S 6 (4.1%) [8] 3 (2.0%) [6] 9 (3.0%) [14] %
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SR 3 (2.0%) [3] 0(0.0%)[0] |3 (1.0%) [3]
AR RS 16 (10.8%) [22] | 15 (10.1%) [18] | 31 (10.5%) [40]
BIEIRIAREISSAT | 2 (1.4%) [2] 3 (2.0%) [4] 5 (1.7%) [6]
Aol 31 (20.9%) [43] | 28 (18.9%) [39] | 59 (19.9%) [82]
Jec] 17 (11.5%) [22] | 23 (15.5%) [34] | 40 (13.5%) [56]
EZNIR 1(0.7%) [1] 0 (0.0%) [0] 1(0.3%) [1]
W& HH T 1(0.7%) [1] 3.0%) B8] | 4(1.4%) [4]
AT FIFR SR oy 0(0.0%) [0] |2(14%) 21 |2 (0.7%) [2]
Wa{?ﬁ SO dTell S8 U9 (0.0%) [0] 1(0.7%) [1] 1(0.3%) [1]
Ryferar
o
L 2 (1.4%) [2] 0(0.0%) [0] |2(0.7%) [2]
IR 534%)[5]  |4Q7%)[4 | 9(3.0%) 9]
AU AR | ARBASRE | 1 (0.7%) [1] 1(0.7%) [1] 2 (0.7%) [2]
TR | qgrfew 0 (0.0%) [0] 1(0.7%) [1] 1(0.3%) [1]
TUMT= 3R Ui SRURSAHAT | 1(0.7%) [1] 2(14%)[2] |3 (1.0%) [3]
SRR
SIEEIRERERIIECEREI Bl 2 (1.4%) [2] 1(0.7%)[1] |3 (1.0%) [3]
foeR | Rred 2(14%) 3] |4QR7%) 4] | 6.0%)[7]
3, 9&ftT ofR| Ere 1(0.7%) [1] 1(07%) 1] |2 (0.7%) [2]
HERID D s gem 1(0.7%) [1] 0 (0.0%) [0] 1(0.3%) [1]
Hagl fdbR | Faer 31 1(0.7%) [1] 1(0.7%) [1] 2 (0.7%) [2]
n- fav sufdadl & B e-ge13fl &1 B
BE 3¢ JR& foreaw:

BE /e o STHR (3T BT Mieh: Tg Ueb ST A, Aferd, Arefesap, < IUAR, U 37afy,
TP QD JAFIK, a@g@éﬁﬂa{mﬂ%mﬁ MSN a@%ﬂﬁruﬁaﬁﬁ*ﬁ%@ HRA & YATCCIRS
sﬁa&m 2 ﬁF;IT/3 et (0.68 frn/fich) @1 qamn Aia) Affes® ®18l, H8T & PROzempic®
(AARICTSS) SoaRM 2 ﬁF:IT/.% fireht (0.68 ﬁm/&lf-ﬂ) T P TS 81 T8 300 W gO%b A R
@Wﬁﬁ?ﬁ@rﬁrﬁmwws@r&rmﬁmﬁwmﬁwﬁnﬁ%l

T & HeTer & SR Gt AT 1 Ygd 1 Sirdl 711 S FAeTehy, 26 Il Y 38 Wil Ufddel
TeATE (G o SURT 4 o Ty BT THHU(URI), S, RRGE, U § o, & SIR §13T

e ®11 T8 § 13 Ufdgd g TRIEmr IdTE a1 & d16 g8 3R 25 Ufadpd geqnd deH ams
I A & d1E g3

ATTIDT 1: TAT TG - TLI&IUT ST (T) S HRUI I arelt gfdgpd geArsi &1 It

faugaafa SIfYHT= Tegrget! (PT) | THRET 4T IdTE & 1Y JaY
509 RReq A SrHTad 03
S36 axd qyq Judg
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It e oote] SEES
S44 HELRNIERIGRN sl SRIEG]
o qeq TJYq
S49 [ e TJYg
Il oot SEES
S59 et sl Jurfad
562 Il aH Tyifad
S63 It [eq Tyifad
S74 It oot 3RgHTad
SW 499 dF UY { gl BHICE
RELLI
S75 RECRSIERS L] el Tyifad
S80 BIRUNATS R Teq Jyrfaa

31 § RO &1 718 Ufdgd gersil &1 TRdT gt Siyar 7eqd & a1 3! Siid TR S1eqa-
&d1 & Fay H GHId, WHT SaT I 8 o g o1 781 Serep/ b @) 3 i @1
widl-30 fora, SR srere # fRurd o1 78 it vfdga get for fosdt =it & 3t g1 T8 |

aTfereT 2: ufdee ge-rsii ®t gt ga1 3drg - e #F® (R)

fawgafaa SIfEHTT Trsgrae (PT) | TivRar 4T 3dIG & 1Y Y
S08 Ject &g IqHg
S 499 dF Uy¥ { 7EH Tyifad
REZYI
S11 RRed ey SRgHIfad
S18 Uc | gor aeEy LSRG
o Hqeq TJYq
S21 55 qH Tyrfad
I Tog TH1fad
Uc H oM HIH RG]
38 Il e oote] SEE]
Uc | gor HeH gYa
ot oot SEE
545 It &g THTfad
S52 ECIRSIESSIIE ] dl TyIfad
S58 RReg aeOH v
Jeel e oote] Tyifad
S60 Il Eerare] Tyifad
S64 55 ey Tyifad
S66 Il EeEare] Tyifad
EERRSIESIIGR] sal Tyrfaa
o gy THTfad
S68 RERIUSIESSIIEC] sl gyrfaa
69 BTSUNTS ST el Juifad
S76 ECIRSIESSIIE ] dl Tyifad
S78 RECRSIERS L] sl T1fad
S79 ERIUSIESSIIE ] Teq Jyrfad

UA%d ge 8 BT U1 g TIE0 IdTG & I 32.50% & AR daH AFd Idlg & I
62.50% | AT & SR Bis 1 TR ufdma ged 7 df <7t 718 3R 7 & Ruld &1 131 g9,
g e et ST b B fob Tfieror 3tk Teof giep Sare 3t &, < 118 TR & TR R g4 71T
YA THAT GRT SUETHd 3B g ¥ WIDHR fby MU|

difewy ufdepd ufdfsarst @t Raifén
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Za1 &1 Hept firem & a1e dfery ufaga ufafsaneli & Ruid w1 Hea@yul 8 | T8 <a1 & hrae/siad
o HIe P THTIAR AT A BT SFFAfT <am 71 Hiewy ufaga widfsparstt o1 Rurd w37 & ferg,
pharmacovigilance@msnlabs.com U Il HU DI IEAIEE www.msnlabs.com->THART JUH B3 -

>TelISl qB TS /gUHTd HI RUIE HRAT MSN dleiRedist Wigdc fafies o1 Hud w31 3d Hd 32 e
WA T 3ifth SfSaT &1 1800 180 3024 TR HId & U Ufded UHd &1 RUlE &
J&Hd § T 3T MSN ﬁwﬁ +91- 40 38265227 (STUYGE AIZH); +91 7331134745 (WhatsApp)
W RUIE B Tohd §1 ufdmd yumal &1 RUid &, 37 39 IdTC B R S IR | SA1&T STHBRI
& T Ogg IR o g |

49. IS

SRS FT T H, AW & Teball AR TEUT PI TWd G Te! HeP SUIR L& Pl AR
RSN BoTEe B RIT SR STE] TS 3 U UTew e wie I1 FRifdhed liava aRe & Jud
A R IR #1397 q&oi & T dd IH7a 9o FIRML 3R SUAR &1 SRexd 81 Gl g, Fifds
JANICTSS &1 §Th-ASWH THTHIT 1 I8 &I 8Kl &

5. WD IATede Turerd
5.1 BHHTD IS TOTe

UHTGHTRAT faeyor:
SUAR (PP AT) & SR MMYRET ¥ 24 @8 (W 7) % HbA1c § URadI

REGEFCETCE iﬁmgq_@m
SR (%) 8.93 +0.75 (146 9.05 + 0.80 (145) 0.17 (-0.03, 0.36)
TTE 24 (%) 6.43 £ 0.82 (146 6.63 = 0.90 (145)
SMYRET T GRAT (%]  -2.54(0.07) (146 -2.38 (0.07) (145)
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3NAfArFe (r)

FIARM (1)

ETD:0.16[-0.04,0.35]

STURYIET A WS 24 9 DT Ls 3ad gRad=

SUER & R TURYET A HITE 4 ATe 8 TKTE 18 G 38 3R Tue M(Hc PTa
HbA%c ¥ uR¥ad= |

QTWQHbATCﬁW (Lsx”ﬁgﬂ)

HbA1c ¥ Ls 3fd URad=

LS Mean C
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Wl/wm HAlhld3/ H«Wlg 4 HAldId4/HWlg 8 HdldhId 5/ Hidlg 12 HlldId 6/ HWdlg 16 HATRId 7/ HWdlg 24

HeTopTd

fediue 3229 SUER (PP <) & SR SMYRYET A 12 WTg (Ve 5) T HbAlc & aRad)

DT @Wﬁ?ﬁﬁw siof@ee ) | AP P APE  pagey

SRR (%) 98+ 0.75 (144 9,05 - 0.80 (145) 0.11 (0.07, 0.29 _
I8 12 (%) 7.24 + 0.84 (146) 7.42 - 0.93 (145) 0217
arrerr&v@g}? ORarT  -1.71(0.06) (146) 160 (0.06) (145)

SMYRIET 3R T8 24 TR 3Md =+ 5D (n) RO o |
SR A HpA1H UG & g 1S i (Lsm) » AT qfe (SE) (n) A foan
STHINT SURR 3R 3R 95% AT IR (95% () IRAD ATS (UNCOVA) HT STANT Hob RUIe b 14

(7 .

AR (R)

ETD: 0.10 [-0.07, 0.28]

SMTYTET A HWTE 12 9 LS 3Nad afad= (%)
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fedtae guraeTivar aam= fdg: srurer G420, M TR & SATS Bl a1 d IRR &
a9 3R BMI & SgeTd -pP T (N-2000

TATI=g gareTd R JANGCISS SoaRA (i (R srgHTfHa 34 p-Ia
iR (N=146) (N=145) | 3[R (95%CI]
WRBIIS| Hadd 2 e gd+sD 71.6+£12.6(146) | 731 + 14 NA NA
WRBTae]  STURE (145)
SMYRRET I gRafi=
AT 5 afgdLsD 67.9 £12.4(146) | 69.1 =+ 13| -024 (-0.8( 0.410
g 12 | (145) 0.33)
U@ A URadT  -3.75(2.26)(146) | -4.06  (2.84
(145)
HeTbId 7 afgdLsD 649+12.2(146) | 660 =+ 13| -029 (-0.8 0317
STUREHURAYT 6,72 (3.09)(146) | -7.07 (3.9
(145)
BMI HeArbTd 2 3 gdLsD 28.0 £4.5(146) | 28.6+5.3 (14] NA NA
BRI
SMYRTT T
BIPGRET
AT 5 afgdLsD 265+4.2(146) | 27.0£5.0(14{ -0.07 (-0.3] 0.582
a2 | ey duRadT  -1.49 (0.93)(146) | -1.60 (1.1 0.18)
(145)
qAlbId 7 /AYE  3NHd+SD 25.4+42(146) | 259+4.9(14{ -0.11 (-0.3! 0.381
24 0.13)
R uRkagT  -2.62 (1.4 (146) | 277 (1.6
(145)
PIATS BT AbfToH

TANCISS U GLP-1 TATANT § oIIanT 94% e §gH- GLP-1 & THM & | YANCISS U GLP-1
RRAPR TMAE & IR IR HTH FHRAT § S W dR W GLP-1 RAPR Y &1 8, o Afed GLP-1 HT eRie
g, 3R 3@ Withd T 5 |

GLP-1 U fihforaarored g & fordent GLP-1 RIPY gRT W@ ol R %5 a8 I SRR glal |

JANCISS B! ol BTH-ATZWH BT T Hebf-oH Tesd[H aTefaT §, o™ fore-t aeliay &4 gl §
3R == faue O FRefm e 81 0S5 Sral, HHTCTES DPP-4 TSIEH gIRT BT faged ¥
RIET Y81 & | JATICTS S Th U Hopf-od I &S TP IS ! HH Bl 8, oraH I8 Sgfa 91 &l

%eﬁvwﬂqwﬁmm—m% BRG] Wﬁﬁwﬁ%@[sﬁ%@ﬁwm oY TS

TS G BT 8, ) SR BT 91d ¢ S & 3R WS BT F1a TP Sl § | &S TqPIel HH
F F DPFIoH B, TH & S1C F YO & T § e @t B3 1 91 3 o s g
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5.2 BTHIGIDIGATEH TUIUH

TN

LTSS HI YUl IRNSAAfaferet 89% 81 IGRIH o1 & 1 9 3 7 91 I9d & JANCRS &1

m&rfﬂﬁ;w g1 8 | YANCCIZS ®I Ue, SY a1 UL §ig H @l & =i g W it U7 8} Tauer
|

T2 2 AT aTd ARGl H, YANACISS &1 Iwig H U §R 0.5, 1 iy SR 2 fonn &1 R
IR T Y IUHT 3R IR ARG TP F Igd g1 4-5 I8 dh I8 H U IR O & d1G WKol-
WT THUISR fAedT 81 213U 2 SAfadiel ard wRis §, 0.5 R SR 1 i Yurqess & awig o
% SR @9l & A ¢ & §IG, STES-PK I AT SNd Wal-¥ e FHT0 ShHRT: TIHT 65.0
AT/t 3R 123.0 AFUTH/rEH oT| YHTEeES 1 T iR 2 o @t ga e arel ukierr 7,
3 wWal-we

THTOT ShHRT: 111.1 a0/t 3R 222.1 A=/t o

faa=u
TIRY 2 S ardt TRiSH & &l & e g & d1¢ JHNCIRS BT SN W fadRor A1 ameT
12.5 TeR Bidl ¢ | YNSRI S WA TesgfEH (>99%) ¥ §gd Tal 981 8ial g |

O 5> (Sl
T3 2 SIS aTe TS H YHTCCIZS &1 WY Gy TTHIT 0.05 Tiex/ el BIdT 8 | SANCISS

D I GH-ATSH T 1 W8 811 & HRUI, Tg 3T GRI%b & &l U 5 &g T I
UaTg § AG |

ERICED]
JANICTE S & I B T&I dRId] UPIRS dhaH oI Uifedifeiesd faumeH ik Tl TRIe wgead
& B D dlel-3aiieRul & §Ie Ia9ad g |

CRSISal
JATeTsS ¥ et yerf & T Ioi- A1 I 3R Ad P WRE BId ¢ | TRI T THIHT 3% =
T ® fom fagfed g dureeRe & U H I&foid 81 ST & |

fafRry Siem

s &1 wwrel! a1 7o

freit Bt TR T JUTACRS & BHIBIBIZACR W Aal-d T U Y& Dis SRR 8] usd |
g U g ¥ e 1w, forad S{efT-3feliT TR &1 fbe &t ¥rTel! (§eabl, HegH, THR, ESRD)
aTel ARIST BT 0.5 T SRS S &1 T QRIS ¢ 715 3R Sd! gaT T fh s SRy aret
RN B 75 | AGTD ST BT THBRI &b YR TR TG T3y 2 SISl 3R {1l Bt TRial ardl
Tttt o ferg oft feamar T o

ferae &1 @ aret
TR Pt TRIE BT JANGLIRS & THRIUIGR R H1s SRR el Usdl g1 Th 3eqgd, forad 0.5 fon
IATCRE &1 T P af 15 A, & I IR SRy ared @l &1 ga-T & JARgess &
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l.__:l-!"rh =
:jr:lequ\lqolsﬁl'EqH P ST 3MA-3T TR b fofaR Bl BRI (Geob!, HeAH, THR) a1 7RI & 1 T8
|

7o =
YANICTSS BT e TSl Sl & el fovd T B

garsit o ot B aret ufdfdbarst o1 srema
&7 137 STl ¥ Ul 99N & S5 YARCerEs # CYP TSR P A 1 YR A SR T a8 T
AF FY &7 95 HH B

JANCIZS & HRUI UT WIalt H+ H 54 dTeht &3, Tgad Gg I ol oI arel! garsll & a=iyu o
U HR Tohalt & | TARGETSS 1 i R El-e TR WR fart e uleror & ggad 4g 3 ot SH
qTcil GaT3T o SfARNYUI IR YHRGCIZS & JUTAd SRR T 3L fobdm |

St 7S garetf & YR W, @ww%wqﬁéﬁwgqﬁmmﬁ%aﬂaaﬁwﬁ
gfforar e St TTS; SURY, YANEZS & 1Y & TR 3+ GaTsfl WRIP Taa- B By oiexd el |
TH 3 AT H, JANCIZS 2.4 TRI o A1Y UT TElt B+ Bl aX IR Plg WP THIE -6 ol 4|

6. TR-AGIHD ToTeH
6.1 BIRIAIGHRIY, RIETSHTG™, Yol &HdT # @REt

CD-1 IR IR 2 1A & HIRFAARIE ez & TR gl 1 0.3, 1 3R 3 o/ few/ a7 &t @en & =
3 a1l WRID [AUC & SHTYR TR, 2 FR11/Atig &1 SHididay SHRIRIG B8 WRIdb (MRHD) ¥ 2-, 11-
, 3R 3071 <1 7T, SR AT T B 0.1, 0.3 31X 1 Ao/ fb1/fe (MRHD ¥ 1-, 2-, 3R 7-T01) Wb
3 | A T 9 T TRIUOR § TR SR ATel H YRRISE C-4d TsAm § eI 9 9
AU Jfe 3R C-JA BRI & FBIED Jfess ¢! 715 | BT STl g1 H 2 el &b BRI
ST H, 0,0025, 0,01, 0.025 3R 0.1 T/ [ben /121 bt et o ~Hie) 1 gRrch & 7 (A fefRor &
9, MRHD TR TaRITIoR 1 0.2-, 0.5- 31 3- T | TS T Y TEL TRIOOR TR, 9y W16 TRi
R R IR A& T B URRTEE C-39 TR 8 gifened &0 9 Hgayl gfs 3 T, R R A
>0.01 forr/foem/ e R UrRISS C-4a HIRAEM ¥ 9ikegd i U ¥ Agayyl 3fg o8& T

E@ﬁurws@:c - SR 1 HYS A T Y'Y 8 U8 3T & 3R 3 a1 a1 IR-AGe reggi

a1 11 WS SRR wemr @FiRad JerRict (Ames), aqmr
Wﬂﬁ‘c’ DI TERTE 3R g & Y TS ARHgfaay) § JUrdess e
TR g1 Tl

[ T O & 3R T-yor Seeh famr & T Sgad Sieade B, R SR W16l 981 @I 0.01, 0.03

0.09 forI/fB/feA (MRHD &7 0.06-, 0.2-, 3R 0.6-TAT) &1 @dl & =il AREEREIR N
ﬁ%ﬁ4wwaﬁ?wﬁﬂmﬂ@fzm%ﬁ TR & TR Y 174 fe
JH GRD & Mo | R U & TR Pig UHT el o Tl Jrareft §, 31t qRIe Wl IR ey
refra @t orafy & afe 3 7S SR Ty € >0.03 Mo/ R W Ok wfear 9 Se & et
HH! ST TTE | T YU GHTd: WA BT YA 3R IRR & Toi R IUTECRS & BHTDIdTTdd THTT
& HRUI T 3fgpd Uldfehal & U T gL |
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7. BHTGREd faaor

7.1 SRl

PIS el

7.2 AT SFPRY
TP HIeA 1 3 firelichier o) uga F -t g2 FIfder 3k ggat & 1Y Ueh O BIaT g |

7.3 A6 TSP
U U¢

7.4.99g 3R AT & fAd=r

Srfwmifere USSR (3FRgeT UH)
e 2°C Y 8°C P dlT IThoex U M| Whisl 4 Hr |
o U DI BIoR H I ATHoReR & HichT TS & fdegpd Uy 7 34|
o U DI BIA 9 HY; Tl IdTG SIH BT g, Al SHBT IUINT - Y|
ST & SR USRI (U8 IR SUINT & d13)

o USH IR SUANT & &1, UF &1 56 f&1 db 86°F (30°C) T 31fs dTUH TR 8! AT 36°F T 46°F
(2°C ¥ 8°C) & &g Ipover H TSI fobar o Ihd g

o JUON & SR U B fobdt +f Tog Wil 7 B3|

o 56Tl & 91 UF I AN €, Hl 31 ITH IS UV B

8. WIS P g1 el PRI

YTRTTS -8 AR BT SfaHq

RIS B 98 BRI ¢ [ JANICISS ¥ Had! H URRISS C-Ud TIFR 8idT & IR A% IR 3]
HT 3R g T8 31 T U1 78 Il 8 | ARG &) IATe ¢ o J URRIZS &FR & a&0n (O, T |
TS, SHTATST o1, FRTaH & B3R, a1 9 o & aobdih) &t Rulc - fafdbcia & e

STATRIARNY

TS BT SETIIRNY & FHIAT SNREH & IR H Fa1¥| 3R UTRANY &1 U 8f (U § aW < ot
o a% Thdl Tavdl g, 3R fords A1y Iect gl W Tavdit § iR a1 ), a TRIel ! YHTeeSS qRd 8
B 3R A Ffeds ¥ Gudh B &1 AT S|

sTafafew Yeatdt #t swfeaans

gﬂ%ﬁlﬁﬁaﬁm%&méwwlﬁs‘@rduw%cﬁuﬂ =B T PIg 9gard Heqy oI, a1 9 3 fafcis
|

JUTeTsS U & it 1t 8w & dg A T w3

RIS &1 U8 IdTg ¢ fb d it ot frddt 3 afda o 1 JOFSCISS U 1=l 9 &<, Ul ol U Dt

TS 9ed 31 T2 |, Fifcs T 3 F Xad S ISt & e T SN g B

SR Wa® 91 Yo P J1Y SUTNT HI1 W SgURag ST
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RIS &1 §ANd fob oTd YHTCCIZS &1 SY[o Wad (o fh HMHI'&CR;LQLII)ZITSR;;IQH & 1Y I
%T% N BTRUIETSHITAAT &1 SIRGH g STl § | AL &1 SISuNegEioaT & deu ik Yabal
A

fre-t 3t offa <

JAFECES U IUIR Rl X ARG ! U &1 Teafsdl &t ufddpa ufdfdbarsi & &Rl g1 ard
fSeTs9e & ST & 9 H §aT 3R IRR H U &1 it J T2 & o STs] HaH 3o &1 aTe
31 OISl DI fheTt B RGO BRIE g & JUTTAd SIRGH & IR H Ia¢ 3R fheh & wxret 9
IS bl 3R ALf0T & IR T THIAY, 1Y g, 3= g8 I 9am fF R fheit sramd Wxra gl § <l
e s91d & U A SR & oRevd Us Il g

JfoedeT=ita gfafsparg

TR Y gRid B [ IUTEIss & UReHTS e SUaiT & R iR sifdde-<ia ufafsarst ot
e o1 715 81 el &1 sifaude=ia ufaftarsii & deoll & IR & Fan 3ik 3¢ IaTE ¢ & SR
TY &0l fod ot YARERS o d¢ IR ¢ $iR qRa fifddde @ 9amg o|

o=y ot TR s

RIS 1 fOruR a1 fOmr=rg &t go & GuTfdd SifdsH & aR T 9ad| 3R fOaus ar o &t

gﬁquﬁ,a‘mﬂsﬁﬁﬂﬁ%lﬁw 3{Iacl HRaATs & o8 U ffrcdd ¥ Tudh & & a2
|

MU=
THact Afger & 7H § ud @ = Y g1 ara Guifad SifeH & SR # garg ¢ | Afgarstt o gog &
5 3R 3 Tach € a1 T 81 BT SRIST IWdT 8, Il 31U TaTRY AT USTdT &l §dd |

TRV &1 §aTU & Al Dis WP Fe Ol g, A Tl §s WP & 5 37 & 3fer, it et g1 b

el g3 Qe o ol I1ie Tl Afg 5 fa1 A Surar 81 U B, ol §ét g% W &l BIS ¢ SR Frafid wu
9 3 & TR STell TRIh of | U FRUTA H, FRIST o1 91U D1 9 i ¥ Su-t Qe Aiediig e
ST & TTToe WIS T IRE B 9ehd g

9. frmfar &1 faazor

AU daRedis Uigde fafies

Tl T gy SoRiferet et fafies,
wWic 4R 2-811, IaTTg e, SIgaeeyy],
IR RO, SRl &, SIgaeargRT a1,
SIS TTHIOT - 561203, YR |

10. AT a1 ATgaw "@& iR fafy &1 faazor
KTK/28A/0925/2024
29/07/2024.

11. A=y &t fafy
HIaR] 2026
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SECIUK AR CE

AT & - IUAHT & fore, AATeIsS [GU-3M1-1q-C158] SuaR

0.25 ferI ar 0.5 & TR

m%%aozsﬁmmosﬁwwﬁﬁwaaﬁﬁ%)

3T SR U SUIRT 7 A Ug
39 fd=n +1 A | ue |
. TR WA AT erT § WEY ureror e
U BT START 7 B | A L= B Y U5 3
GFTEd 3 for 31U U 1 & SolaRM T ST §
. ﬁwwsﬁwﬁﬁw\sﬁ?%w
émvraﬁ Hol 81 98 96 &1 TS §f | T A
TUDT T g fad Bl 1R TshHoT g1 FhelT §
AR 31T ¢ 11 Thd T ATIPT Aok HHG
%eﬁ?mﬂqw@ﬁmqﬁwm%
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BRODIBWIBIT. I 2 Mg Aa3en) €3, eI, | '|| —
BRODTIIT, D3I, AC&Y) 0.25 mg 95339 0.5 mg.
BRCEFNPI, 303, WVRRTPVLTBIT). BRTE3C
300T B3 B® 4 BRATY 025 mg DI, 2 Tl
BRCAFNY 0.5 mg 950 4 BRCATY 0.5 mg €930, I_F RTT—

—Diwn paiEt-

BRODTIT. i
o A, By 8 e TS DB €930, J-Fgrt ™ {2

TRV RPBNLR0DN WPRIT03

BN, |
o A, REMET BYOBTY BVISRODNT DB =

€9€39,,-3530°"  32G 4 DX WAIBLIBITIOC 4]

RRBVBRFI, AOFINT. e
e T3 goAFO N oPbeOneOR BRI JRWODI, _

?JQ?'P\). — fima bwdxr

Ra3oen) 63,3 D BNER, 3REBRLLN ol i TR et
N 35edB0es AOTTBNRYD. . [
o Ao 3T ROETR® B°

o BRI WEB 9,,-yo ™ B3
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(MSNO

o3 1.
D, BD° 9T, BRI IRVALODN AT IRA

e AR, TNRYD), FVRAID NI, DI s
BPMD. £5 ™

o AR, B RO  QOBFDT 93, -
WYRRORT DO  DWBIBRATAF, €938 __L o
B0 eH 3y, W0, T S3cer o), IV e
Aty 1 8,03 B, OLI0D  RROOH, iy
3RRTROBT AT 300D R

¢ RV T 93, AFOND. -

Al

e DD, BORBATR IFPen) 3, QoRFD® o
BRD I 2B, DI, W9 TH3WoNT DO
B0,

BY®  OBRE  DROT  IJetk.  Aeleny 3,5 -
BOBFTD® aDAIToN TOTWIWOTT &I TONTI), -
(particles) BRODT T, BD® €93, WFRLIC.

i

e 22,01 BRI FRWODHT, BNTIFTLOR, ICT0* [
€30520° 930, BOTD T3, YOBRFTD® DB ACay) “
RT3 00333 BRE FAWODNI, e, B e
AR, Sm—t &

¢ TRVOHF, 30N B 20Ce3 w,. 9T
R ol HBTRE,BHINR STHAL. (D -

¢ RPVO 2 FTo@mNYORT 23,0, ,83.3. ) I'E
NOBP FT® NI, IRDTOTWCH. A
DTBR T NF), INWITOTE) oDTIT, et -—
O30T BWRHOY BORTY e3THHD. =%

e VPRV [PV T® T, AFOND. T, ;
RRFoHICT. L e

o
%
I

¢ WY TPV TOH O, AFOND I, T, F | |
RROND.  ARBAD DD, Faven 3,5 !
QOBFOS  2OW B TOLIRWBIT. AW -
AT, 3T ey BRA B €D, PVRTO 4
23007 WPRIZTT, AP e €3, YORTOS b ) [
TS (BOY) €930, BOACD 3023 T e ;

S QOoRFD* OFewenoOn BRI BRWODRD, WFAR. LR LPBIIHTO0T, FROD, BRFT
ARCDT, FRFTOMIT B, ARY TE,FTROW) IDART Reoordd RBRG BRINDTE TOGs3
TEDCIMIT.

D, IRPVNYRD, DWYF HoBIR ox3zse 930 TR0V VOWTAY,WICR. Dedd 08
930 S0 NoWET BRCOTH BTBRWBITI, 9530 9300 NoET FCOT BLODWIBITI).

2WONT PR TOINRRY T BRBRONT), QORNB WFTICR.

O3 2.
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%3 BoZ IS shede ¢'3: Fxdwn: 8,6 org* BOB, wb@(éf\»

e T3 BRI JIo'SEoDR DT QOoBRFT E =
ARIT DRPTE) FWIF) Faom 3,58 YoBFD® i
BOT, BOID. e — ." fﬁ.
DD, RIPMELT QoBFD' Bo'  Smeniese g : :
WFFOHAD R 3B, J¢CeooN BO3 3: "Jad), BRCA* W A -..,__ ,
93, €303,53508" 1} BN, t’

o TBRA BSTT 930, 3TINR WRCR FP0T RS,

BOIS RDDeoTo BB,00 TSRV HSN oy Flow check

ayitidn|
3TON. aipciuil

o APV, DT, 3LDRITOIZ B® &I, 0
oRBTTRY,.
BRCT* WET® O, W, BRTRPD, Bt 'y F
FROLTRE), 0 FoBRITITN. T 0 BUeCA® T
FOONOET R TN BRODTOITONICT. |

ARBOD DN, BN E3,T OB TS 20T || P
B Foe3R235. L]

o O3 B FOBIDT T, a0¢e3 3DATHI
BOI 2 930, (233 G D3I, 233 H S,
30233e303) 6 2300 ST, €3O T
TORRDET, ROBOANI, LTIV 203, BOI 2
€930, VR, (233) G 503, H I,
35¢DATIT03) RFSTeS3EA.

BSNOR RN YOBFD B FoBAINTT,
RO ), WIIICR.

BRR BX® I, WBRTE WD WFRITT SRTWEN FRROD DDONE), B FOBRIPH T, oIowmeneO
DWBIBBRRAZRD,. YT Fe300M)£3,78° ROBFT® BOAN T 0T DWIBRAIIT.

O3505YTE B TOBANWT, BRCA* FTP0LT® FDAWTL AT, aNNt O30T AesIony £3,58° QOBFD
YO TY, BSMIPHDO).. YBTOFF IR WO AWFODI O E3,T3 953530 ToANR Y MRNTWIBIT).

FRBOD DN, BeD, B PV DTITITI), 3T LI, QOB TS, 350TCIINMIHDE)..
T3 BRI BOBRODNR DD, AT QOBRFDN S, 03 FeIon) 3;,3° QoR TP BRI,

B0 A.

303 3.

D, BRETE 9x), e300,

e BRCT® TP0HBT* Q0B R, WRCI® (0.25 I_l ,
.0 P 0.5 A.MYO) BRCOIISTN >

BRCT* Fe38,0° 9, 3THNAR. N

Biota POLTRVATE Aeeh 16 1) dab, Buoesri

AR ENVDICACIAS TN  pused
1 Lima
Ay WFRLTOE Raom) 3,08 YOBRFTO® B |
D0, Oy SDDTITD 0T [T e
DWBIBRABTAY, e IJ@OL R 30, . ——
BORTT, ADOOE BRITT BRME) BRCA® N y—
RSB0 9,  RDVOTT,  ©FPwo  bOWB, g - -
3BONAWBIT. -

A
A0 DT, LANYO €30, FWIPWISLD DO0WITR, SRCB alreON O BRCA FP0RT* DI,

BRCET® T 0&T? ), WFA.
A Beta B3T0° 930, IBNATenSer), JpR "IFT Ju, TPRIZ. Al FHH 3T
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(MSNO

F03;0HR), RBRHIT DROT BRLI® 9x), BRODIICE.

BRCFT® A3, 0°SR0DM 0.25 mg 9530 0.5 mg BRCITNF), 03 30D, BB WBIT). )
ROOE BRLAT BBAANPTI,; DWIBRATAR,L), 30N, RE BRCA BREA® ICNOLTN
QDTN BRODFT ORI,

BREF S3T,0° BRLA® 93, WXBUANAIZT. A€ )8 BRCT T DT, LNMYO €303, 508130
Q0T BRI T2030° 3, BRCK® w00 3503 303 3.

Q) IS BRCAT 0.25 mg 95330 0.5 mg €930, €303, IVTTITR. e, Do), 0.5 9533 0.25 mg
NO3 TR BRE Yo, N, 0.5 mg 953200 0.25 Mg N0 3RCDRIE BRTD) BRLA® TP0ET® ) 3.

BREF® RAST,0° €930, WVOTT, 900 0TWT, JTINATN 2363 2363 8.7° J2o, WRNIR. B T NP0,
DR,

AR, Beon) 3,53 QOB TP PDTI?

e A, BV, DR, BN 3,53 QOWF*
NIDT ROWITR, SRCBEN, BRCA® TP0LT*
), WFA:

BRCT® FPOKT® D) 330N BRCA® AC3T,0° 93,

30ONA. ™ ¥
o T 0536DATT, FIR, 0.5 mg A, S, WY
BOTE), NVPDTB DOBHE. WBRCA* TP083T* e . | |"! :
0.5 mg DRT®Y D033, 0.5 Mg I JPRE e i |
BRCETR  mTR), AL,  QoBFo® Ty LA p
PR, DOTTIE. - : "‘;
o ) 025360303, FAR, 0.25 mg D, _Example
BT, NVODT DOTHE. BRCA® FT20830T° = I:I:IE::I"
0.25 mg DDRT 03T, 0.25 Mg I TRLIE | Soiued
BRI AOTRY, Aem 3,3 QoBRTO® —— L

NP, DOTTE.

AR, BV, Ppor BRCT TR ToTONITR),,
BN £3,53° OBFD® WIDODB T, 9B,
WFRIR. BRZ FoMEZE BOBFTS JI0°
I, WFA.

03 4.
D, BRET® 93, YOUTE, oD

o A, YOBRFTD® Aéd 9, O, [k I, lj
S3S3RLTIC® AP, LPIPODN  FeNERI, W3,
D, BRET €930, BOBRT, 0GB WRTEN
QOBFT® Ryl 20N W (233 K Ssatds).
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D, WTBsBLOD  AW,0D  3RDATOIZ  dad,
WBDETF, IPWVODR, W38,

A BeCa® TPoHT* FTBRIT HOTWd
DWIBRATRY,. OB, N, WIHNPOT
W, SR B[eRBYHTO0T  YoRFO
QA LITIT.

BRCT® TO080* 0 SRCDDIICN Bt
WD O, WS, PRTITRY,.

o8 0 [Nl DAOLTNR IN{eINDIA
BVRODFTOINLET. 03T ey B8F° 93,
TP OTBIT G209 ISR TITI).
BRVOD), Wedhed, w3, 03¢ Boela®
WAD® 9, WP T), 0TWIHDA.

BRI VAT 9, w3 T 2, 30H)oHe 9O
3, 6 ITORBINYT S, D3,

Ale) RAVOD, XN 3RHTITT, FeBOD
30T Radvony 3,58 [OBEF®
BRTBRCNITH TR, e SRETTIT. HMRT,
TRLIE BREA® DETBRMIHD)..

III Count siowly:

e

(1-2-3-4-5-8)

A, WHFdoW ReBoDS, Inomes.
S030 ey BREA WD 93D, DB
2300 T323BIT.

YOBFD® R IFTC), 0T FoBATRORBT, Moty 0058
P BY NOBONOTW DPOSwoN 2,8D. €3
IONS0, G023, 23683,

A€ RPoF BRCA® 9:3), QOETY, RV LD 0T NWBIITRATA Y, O nown Bel®
FTROEI0® 9, MDA, BRLA® FTPOLT ). 0 FTo3RIEIITN BREA® 2WEID® 9, 208, RTNERD,.

AWFOR I P9 TINRRY T FRROD, NMITISRIFZHTD BEri?

o BRCA WET® 9D, DB03Te0N 2.8 S03Tege BeCA* TRP0ET ). 0 FRIDET, )
AVEORI 9T TIANRRP T ARZZON, WFRAT0IBITN.

o MTE), Dt BRODAT NP BREA DOT BRCA® TP0ET® 3D TS A3V, a7 03I0eHTIC
Ae30en) £3,08° RORF® 28,003 Dey,.

AWFORZ FRWODR, BER D2IARITHTIN?
203 5 3 JXDABWOI3 ARBODI, WBRONA. IBSI03T BOI 1: ", IJO® €930, LA
2RRABRODN AT BERA" ANOT TYT0A 39, BOINFR), PHN0TeRAFA.

) QOBTE, IerITon BRCT® FTP0HT* o), HoDdN eIE23CB. I YOBFTS® &I,
D) FLTIT.

QOBTE, BT S0IT FREOD DN, 20T B AaIONIEZTE YOBFTO® 90, L) SRLTBLITITI). BT
AT 2 NBY, Ve, BRLET BDFoR 2R,
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03 5.
A, YoRgm® Jo3TY
¢ VOB RBRVODI, INY: ok Jouhloln]

BRHrTeR. T 2D ,THTTY, BD,AE) RO
RS B T NP, &HVY BT,

RRY DWW, 9WONTWI), TR BN,
FPBoDR, 3IFees€ TomEE  Ie3CwD
BoENTTID, YOA. WHAIB JONY DI,
ARVNYID, ADOPE DI,  de3t00D
FRVTBIY T TN D02 2077, B2, 2vododMoN TLT
ALRDE  "WFIT IS, QoWFTo®
B[onied DI, IRPVAFS, DS3000
FRWIF T J2INa3), SWCE.

TS WFTOAD S0V AanLE3te BORFTR® €93,
WBFBIIOTW TEFID) Do), B® 3303 BO® Toz8°
o), Hod¥D.

e, WP TOTE S0 FOEXIT® AT 3,
2,003 FANOTW XA T5e° OB PO,
ODRDA:  FRVODI, VRT APV Toge®

223, DTA0T To . RO 5OTIRY 23en
ARVODID,  ToadsE  IeeD TOEXITIS),
330D e35ele.

Hos
—
:.F ——"F:'i by
L= i
i _l_

A

WY TP Tom® ), JAWVOD 3 TP TTLY HODNW oD, TR, i [PRTT,

A0 DT 2R, 20TIT.

ORI NOR AT, BO*DNORE BRI, INTITS.

2R FRBIHTOOE, ARCOD, BREE ARCDT, TRFTMIT DI, AR T, BTR0B) AV
Tye30Ler BRG BREMDTIE A3 TRENAIMIE. BRBON) DWEORNIWINE, T3, Dadnt 0350el)c3e

AN E3,T YOBRFTO® QOB TS, e3MITHD) .

)8 9oBF* 8033 BRBODI), 03Pz NROR e300 FoR.

WP IT Feden) 3,5 oRFD* Vo Ned DI, IR VAT, e3¢0 B Ie)3d:
e WFAT Aedomy 3,085 YOBTD® BD® s3I, ARVONTY, WFRAT 3T TOTE )e3ei0D 0N,

3DA.

A, WP ToT°E Ie3(2000 TOEXST® YORNT.T3, ALag) IO ToIFON, WFRWIBIT, EITI:

o TH3,300830,03 92,50 3OBDA),

o O O

RPCOT-ATREF T NTLIC.

TOTE BRTWBTOI3 WNA0T, BOT,T°-ATRLGT 330BFDOT e300, FOG35edTLD.
WFFTOD RDONTA), F¢TevoN a03Y, 2,.8z00N e g30332363)

0 TOEST[BRFNS 9m00NTOD I32s5TS 2N, 23,07 LB ADCION e3e20e5 350823,
e, TOTEE 30D TFOELTT® WH3LT 300N, Dadd, TG 30D FOEXITTE €93), AV
D300, )e3aT0D TWIVTBEN Dad), B .LLON ATTIORN eIONEBRBNPT, D) 9NADRLRD. WP
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(MSNO

RPVN) aDI), ADOTFNRFI, e BN RONIT D0ITT TDVI) Tty L9IT0 3P0 TOSRSINGD
QTBWTIT.

o A, ATTION eNERRWNYD 9N IRDT,T, D), WFAT T de3Cz000 TOERST® 930, e,
IO FAT 223,00, RRONWEB. Ve, WFRAT ToIE Ie3e0D TOEXSTT® ), :NTWTT
RBCR.

o 9330 DT (out of date) 9T BN, WVOTW BINF5edDT AN 3,58 YOBRFTD® 930, AITY 3z
2)36e500 300 R.

Fiiy

RS

33,3000 (Caregivers) €8T, Ta0oN AR LHL),e3 MOCINFT, IBMEILD DI, ARCOIS FRTLDI,
3BOH WFAITB BRVAY), dEFdRIwven WBY N0 TToNT2IeH.

D, BP0 Ra3en) £3,78° OB FO® 930, BRTIRODO) AD0LF 9, DODNE PRI,

IR, 9T TODOD FOWLETE),, 0IRTONOR e 0NN B2),:30 B eHB), BRR ZAVAY),
3rcHEeor) BRCN.

A, BD® aNI), ARVNPTD, O3Tvesene YI3TON, RN DTLLN, IIRE0O3 YO A.

A, BI® 9, ORWINOR AeDEODNC YORITRPD,. O Ve, ACHIME 9P B,
30, Mmes T e300 93T B FNYD. arLes.

A, B 9T, SRCRTR P, T

e AR, BO* 9, FFR DEPFWBCR 930 NE3, BRINPT INOW03 SRCRTRL,. Ol I, FFN
WRPRATT 90 O30T BR ReR;0N, J0FAWT, BRA ARBOII, Bt NI, BOBFS®
QLTI WRTILN RN 3,5 YOBTD® BV, BODA.

e AR, B 9, BT, TPWE) 90 LT, 223,00 )odh 3, F23eR.

e AR, B 9, FRYD, FAYD PO W)3F, w3k,

e AR, B 9, 3RFODHIR, SIXWCD oz SoDREPRIWPER (lubricate). N3 )T 3, LHTS,
3ERRPAT 20€3,03 303 AR5z LEIBE0ES WFA X 23, PP,

Aed, FeHemn) 3,53 QoRFD* B0 9, BENR Jomn) R 23eH?

e A, BRI, WFFATINE Aedom 3,585 OB T B, NP), ByBeeIT S, 36°F DOT 46°F (2°C QOT
8°C) SIS AoNc.

e AR, BN,®, BONYB; WFF 56 DINFITNR TRCBOD V&, 03T, 59°F D03 86°F (15°C DO 30°C)
973530 ByeBeEIT*RE), 36°F DO 46°F (2°C 0T 8°C) &3B1 Aono.

e A WFRIYTIT Re30nI3e YORFD® B 93, 930S, BRGP NPT IR AP, 56 DINY S033T
)e3z30D e300T8e3T (DRTIWTBLILE). e, FTos30BT L), )e3(zI0D DT0T &I, WIDE.

o A 3,78 YOBRFTT® 9V, T B WCR. BY),,NE3T BRI, WEFRLICt.

e THBFETID), YOAITT, WFTOPNGT ReomE3TE BOBTD BN, S008I, RBRYRESOT
2NTYOD DROTT (EXP) 3T WPRWDBIT.

o BBETIA), BON)GATN, Aedomy €3,08° QOBFD® B NF, TRDOTT dDRD0EFS BTHEE), S¢TevoN
qu23ce.

o A 3T BORFD® 93y, DA NI, BFPFAOTW BReTedtd.

¢ WYTOHA) O DTN BN To;0° 9, Tod.

o Aon) 3w 0BT D3I, D9, BRPAYS), DT 3,11é33k503 9dA.
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WYEFN IpWIIneH
o) €3,5° [F°--Te, -€3,53°] QOWF™® WDFBROD WFFMN
1 mg BRLA* B TN
(B8 B0 1 Mg Bz, 23303) BRCATF T, DB FOTG3s.)

o DD, A3 YOUFTD® Jo¢ 9™,
WFZDET DT T IRWBINTS),
023, 0F0T L.

e AR, 3TWsBCOD AW,0DAN0T IDOIT
3923¢8 RBOHBT DD, B eI,
WFRIR. D, 333,000, HTYB0PRIS
BVRTOD) BY® WFRA AR Ak BOBF®
3RDTRT,LN R Q0B 3P
NOWITI, NWBIBRATLRY,.

o DD, A3 YOUFTD® Jo¢ 9,
333 w3BeodNR BOWBTR LI,
BRBVODHT), WBIVANAT BR IR, Dedd 003
333 %301 o3 JeC0T BVRBWIBITD,
(ST AT ) 003 no¢d RPCoB
RVBODWIBIT.
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TGN DT 3, 03500eW3Re AN
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SPodh e FFNOHR I ne<H, Nedd.

e T ssmernese BIDAOT
350D TVssssssssssssel BO'. YWD, TR
W, [, W3 WYITWIEH, DI, YBIS),
BRCT® Rjedocaz3Id, e3¢
BRODIWBITD. VT 4 mg Raen) 3,58
930, DRODDIW, NI, Oy 1 mg
BRANTI, SO, TRTRTATIC. )3
TEDE-PIE  B[oRB I 1 mg S 4
BRA NP, BRHODTIZ.

e A, By 8 A NWTE WB ey, -
Bgo'™  DZBABOOE  ALRBNL0DdR
WFRIE03 BN,

o A, AT YOBTD® B ODT 28
€903,y 32G 4 ed.edI AT

RPVNP, AOFING.
e IS YoRFo'N Obowenowe BRI
BRVODI, WFA.

Radeny 3,53 2ReP,,aNT 0, 3RTOT RN
91 35e)TVe3 AOTTWRYD.

o R 3, YOBTD 1 .MYO B®

¢ BRI WB 9,,-y0 ™ Zoed
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(MSNO

03 1.
AP, BD° 9T, BRI IRVASLODN AT SRR

e AR, FAFD, TWAI DI, ADIOT
3RFND.

e A, J’® ReDIMLHTT YOBRFS 93,
WENPOBT DOT) DWITRAITAY,LN T3
BRO D3, W6, B SCwer e9oxd), IDICDR.
Ay 1 303 B, 30D BRIPOD),
3REBTROBT YT e00s.

¢ RV TP 9T, AFOND.

e AR, BB DrE Faeon) 3,3 QouF*
BRD 323, DI, 209, 803N DO
BDICAR. I DOBWRE HDRDOT ST
ReN)E3,TF RORFR® DRITON TOWIWOW3
0 TLINPD, (particles) BRODT I, IJ°
9, VPRI,

¢ OW BRI BAWODI, INTHIFTR0R),
FRBO® 30,527 €93, BOT 3. RORFD®
ABEN ) AT 0oMe3301 BRA
BRVODHI, D, Vol BRI LICD.

¢ RPVOHT, S3¢CzoN B e 2w, 9Td
1€3,,0350N HLRWIBTR),FRT1 3TdNA.

¢ RPVOM 2 T NPT W, 0, 83,83. )
NOVBP T NY R, SNTITTIC®. Al
NOVBR  Tos@ NP, INTTL)  DTIT,
Qa7 O305H T BROOZN HOBTT, SMIHD,.

e BP0 IPW TO:;H* T, AFOND. LTI,
RF0HICT.

¢ WY IR T 9, RFAND NI, LTI,
NROND. FRBOD IDDODS),  Aeeny 3,0
QOBFTI'T WOGD T/ JOLBRWDIT. [T
AR, BSTT e BRA BVo® €I, WRT®
WD WPAETT, D) Ry
YOBRTI'N S (BDeY) 930, BOIEDRe3C23e.

— e

A

)8 YOoBFOR OPewINROR BRAR FAWONTI, WFA. N 350 TBDOT, BRLOT), BRET ARCDT,
FRPTOMIT DI, FAY TE,FROTB) FDOIVT oo ts BREG BRENDTIE FoGs3 TRDOIMIT.

A, IRVNAY V), DAV YF TR WD eor3e30 93T wI3BLODN BOWFTAT,WCR. e 00 933
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(MSNO

2OR MoYET 30T BVBWIBIW), 9T 93D0T N0YET FeC0T VTWOHWIBITI).

2WNGE 950 TOANRYME IRWoDS, dodNe WFITLCR.

xo3 2.
B BRI BN AT WFF: Feon) 3,7 QOB TR BORS, IO

¢ TS BRI BOSRODN DT YoRFD* "I_El'” ~
AT DT eI I3, _
QOBFT* BOI), BOICD. e s
e, RO WO B SHee - e <
WFFTOH) B3, ST BOIF 3: "De), WBRCR® w ' L.
930, €303),53508" 1 BeCN. - t \

o BT IASTO O, 300N BT ; F
FP0L TR, BDIS BDICOTO WB,0 ( =I3L. B
== am) FO8RITSSA 301XN.

Flom hech
symini
selecied

o RPVODNT, BT, 30EDRITTOI B LI, EI-
oRTNTRY,.
BRET® WET® R, W, PRI, F ‘ I
BRCF® FTPOELTRS), 0 FTodRIIITN. 85 0 ry
BRCA* 0T TN i
BRODTOIRMLICR.
ARROD DN, Fa3eN)E3,T° YOBTS
2,0T3) B TOLBARIIT. |

o O30T B TOBIDBIS, 563 /002033 = |
BO3 2 9=, (233) G 03, 233 H I, 1
3RDATHEOI) 6 2300 FPTIBIFR. ESHEI il

B FORRIDET, ARPBON, WD — ]
D3, BOIB 2 93, V30,5, (233) G 5H3), H {_{-____4\

). 3RCDATIB0I) RTVTETIER. T B,
| IE?_,_F/::L‘\'“‘-

ST Ae3I0N) £3,58° OB TR® B TOLBANGET,

RO 0, WYTICR. t G::__,.___H} s

BROR BD® I, SBRTE WD WFRITT SRTWEN FRROD DDONE), B FOLBRIPH T, oTowmoneO
DWBIBRRAZRD,. YT Fe300M) £3,78° ROBFT® BOBN T 0T D IBRAIIT.

O3505YTE B TOBANWT, BRCA* FTPOLT® FDAWTL AT, JaNN O30T AesIony £3,58° YOBFD
YO TY, BSMIPHDO).. YBTVFF IR WO AWFODE 83,83 953530 TOANRF MONTWIBIT).

BRBOD DN, Bed,, B SVPDTTITI), 3T eI, QOB TS, T30 EINMIHDE)..

)8 BRX I RLODN Aed, AT YORFINR 00x, 903 30Ny £3,5° QoBF* BDH,

B0 A.
303 3.
D, BRETE 9x), e300
¢ WA FTP0HT* A RWHIBNR D3, daD, 1 'li ]
mg BRCT* &, 3R(DISH[IN BRCT® P ol
R 38,0° 9y, 301KNA. e - = [y
. A0 %
Biotas POLT AT 2eeh 1S 11 daor 1 mg - Lt
R R4 300323 T3. I pass
L 5]
:E?E 11.-||:nl
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(MSNO

i)
1 mg €303),0359NT3 RO0TI SRV O5ezIeN OB BRCETE TR0 0° DI, BRCA® WoD030° 93,
WFR. ) BRCA® B3T,0° 930, 3TONATINE3ET, DedT "& 5" o, PRI E. ACeF) T3 37N
F083;0HR), RBRHIT DROT BRLF® 9=, BRODIICE.

BRCFT* IS3T,0°BRP0DN FRB® 1 mg BRCF MY, 503 30, RBWBIT. ey IV
B BBOIHT, DBITRATRF,L), 1 mg BRLA® T0II0ET R QDTN BRODTCIION L.

BRCFT BS3T0° BRCA ), WEIANAZR. 1 mg €303,0350NT 0w BRCT* F2080° H3),
BRCT® ToIOKT® 303 3RCDRI,.

Al T8 BRCAT BB 1 mg eI, 23903 303, VVTBIIT. e, B, 1 mg NOI TR
[N, 1 Mg 3CDAIE WRTWE) BREA* TPOLIT® D) 3.

BRE® R3T,LO® 9T, RBVOTT, BP0 00T, 3CINATNR 33 33 &3 Jo, WHIH. IS
BT RT, DEBRLICE.

AR, Beon) 3,53 QoW TV ODTI?

e A, BV, DR, BN 3,53 QOWF*
OB  N0WTBR, SRCB), BRCA*
TOOELT® I, WFA:
BRCT® FP0T* D) 533081 BRCA Re3T,0° €93, [ J [ F
3TONA. e o o
o ) 13RDART, BAR, 1 mg A, T e |Sf]
BOSD), NWPDB N0OTFe. BRCE® A -
FPo&T* 1 mg DRTW D033, 1 mg \ > t"'
] TPEIE e NoleNdal TR, ’ '
ReeM 3,0 QOBRTS'T PR, - Dertd
DOTTE. kL ;::'.
1 s M

A, BV, Peor WAL T a3,

BN 3,53 ORFD® WPDONT T, B,

WFRICR. BRI Fa0m) 3,58 OB FTO® B €930,

WPA.

03 4.

D, BRETE 9y, QOBTE, Fod

o A, BORFD® Ayéd® 9, e3Ad), el aH3y, i
330,80 A, 2 SRODN 2FeNEI, W3,

e, BRCAF €930, YOBTY, e300 3RTL)
QOBFD® Ry 2anied) W& (33 K Setk). } { b

o A, 33,TsBOD A2,08 3EDATOZ DD, '

WRDETF, IPWVODR, 18, [

o AR Bela® TPOLT® ToBRITW HOTWd i:
DWBIBRRATRD,. ITI), e, BTHRLOT X
W, R TRBIYHTO0OT  YOBRFD® e
QA TIT. l n.-l
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(MSNO

¢ BRI TP0&T* 0 BR(OXIS[IR Bela® i
WD ORI, W, PDRTFERD,.
& 0 B HOMOETT  JtSen b
BRODTOIONLL. 03T ey 8F° €93, = |
FEFPWTIE) L9IGFe0 93D IR2ITITI). iy
BRBOD, WRNEF,  @H3,Borvene3e . . _1
BRCT* WA e, 2w3)PHTS), TTvIs o
&0THTDA. [

e BRT WHBDT O, wdTB 3.30H) e N Couns sowry
[V 3), 6 IFOBINF R, D3R, ey
o ) RPVODN, NS 3T ITT, ARBOD
M aleiNeln) A0 £3,C8° YOBFD® wiF —
BROVBALMIPTI, ey SRLBLTIT. h [
2oCMOT3T, TR BRCA® DTN, 21

e D, WRHFOOW IR0, 3nwrwes. 0 ]
S030 ey BtE® WED* &, DVWING I
2300 T323BIT. '
QOBFY® A FBS), 0F ToBRABZROBT, Mo
DT OF0 B, GLOTWANOT Aoz
2,9.D. €3 ZIoNaI, GV, 2368,

A0 PRI BRCT® ), YOBTE, TRV LD N0TW) DWBIITRATAY,0) OIewenon BRCST®

FR030° 9, MeDMA. BRER® TROLT ). 0 FoBRIIITN BRER® WET® €930, 208, 2RTNTRL,.

AWFOR 3 PO TOINRRYTRTE JRRODR, MIBISRITFHTd BCri?

o BRA® WET® 93, DB03TeIoN 2,303 S03Tae BREA® TPOLT ), 0 FOLBANT,T, e DWEODI
90 TOINRPMOT ALRBODNY, WFATLT/IT.

o MTBE), e BRODAT DR BRLADOR BRLA® TP0ET* BDAW TR BB, Qe 03I0ed)t3¢
e 63,03 YoRTY* A,B0FHDO,.

QAVWFORZ FAWODR, BER DI AIRITHTI?
P03 5 T, ITVAITBOIZ ARPVODT, WBELRANA. 3WI03T BOI 1: ", B O, BRI
FRVABLODN AT BB AOT HYT0LA D39, BOINF R, PR3 3FA.

) QOUT:, HoRdwven BRCA® FTP08T* ), HoDNR TR, I YorRFS® &I,
D) FLTBIT.

QOBTE, BOBT S03T FREBOD DN, 20T B AaONIEZTE YOBFTO® 90, ICaY) SRLTBLITITI). BT
AT e NB), Ve, BRLFT BDFoR 2R,

03 5.

A, YoBgo® Jo3T

¢ JIVVOT B PWODI, Y el Touhleln] ]
BRH®dY. FRRY  WPP,HTI,; ID,IEN A
APV VRS ARV TXNE]), TP ef“""
DoTLE. [
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(MSNO

¢ TPV WP, TIONTI), TR DB, o)
BRVODTI), I ToTEF e300 .
BOEXTORTE), YOR. WFIB IR 03, a
RRVAPI), ROOSRE D30NS de3tzmod
FIRTBITHTD TBEN 202 7T, T3, av0do MmN e =
IR ARTE "WFAIB IFery E3,T° i |
QOBFD* JOMYy DB, RPVAT, i
365300 IOTITHTI" IO, SeCE. | ]

¢ B3 WFTOD T0IT RN YoBTO® R A
930, WFIIOTW T A Dz, B a3 Weo® F i
FO;50° ), ToIO. ""F':__‘::..

[ ) rﬁ-- —

o D, WP T e300 TOEXST® 9T,

2,00 BDIOT B T055° OB OB, B

ODRDA: FPVODI), BRT RPY Tz N

DB DOFTONOT Ted. ARIPRBRY, 3N i

RRBVODT,; JoTe dekadd FTOEITSC), - =

De3ET0D e300 -p 1 77
¥y

WY IRV To;H 9, FRVOD 3 DHTY ToFe)d oM Fodh, B3R, it RT3,
RAIO DT 2R, 20TIT.

O3RN OR DD, BO*NOT FAWODRD, SrrHes.

e ERBIYTOOT, BRLOD, BRFT ARCDF, BZRFTOMIT aDI), AL T FR0TBY DAV
Ty BRG BAMDTIE A3 TRPOIMIRE. FABVOD) QWEORINTT, it
O350e) T Ao £3,08° OB FT® YOR T, esMHH D).

T8 QoRF®* S03T BRBODR, 00T NOR e300 [ol.

WP IT Feden) 3,5 oRFD* B Ned DI, IAVAT R, e3¢0 BIe)3d:

e A WFAIE Aeddony 3,08 ROBTD® BD® a03I), ARVONT, WFRAT 3T TOTE 30D o),
]DA.

e A, VP INRRLD3B ToasE Je3a00D TOEXSIT® YODT 3, 68 TFNS08 Bre3 IO TOEXST® 930,
e WFRWTBITI:

71€3,3300630,33 9, 2, T°0T 303500,

TOTEE BRTWTTOI3 WNOIHT, BWOT,T¢-ITCRLET e023,FDOT 330023, AOT35edTL3w.

WPFOD R2NONTEA), F¢TedoN a303), 2, 8e00N e 530332363

RPCDT-AT R TeINT L.

0 TOEST[BRFNS e900NTOD I32s5TS 2T, 23,07 LB ADOCION e3e20e5 3508 T23C.

o AR, TOTEE Ie3e300 FOELTT® WTIZLT IV0WWN, Ve, T )e3e000 FOELITT® 93), AV
030D, e300 TVBEN Da), A LLOD FTIO &WONE BRB NP, D) LONIDRLND. WFRAT
BRBVNF) eH3IB, ADOFNRFI, e BEN DRONID 02TT TDI) Tozss 90 AP0 ToSRIINSD
QTTIT.

o A, ATION eNERRBNYD 9N IADT,T, D), WFAT Tose de3Lz000 TOERST® 930, e,
IO FAT 223,00, DRONWEB. Dz, WFRAT ToTSE eIe3e0D TOEXSTT® ), :NTWTT
RBCR.

o 29330 DT (out of date) 9T B, RNOTW BINZsedD T Ao €3, YOBRTD® 930, AT 3z

O O O O
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(MSNO

eJe3€2300 ee.

FiiY

RS

o 3T, TLTT (Caregivers) e3T A, FedoN A 232,53 MOOINF, IBNELE a03), ARLOTS TRTEI),
3B WYRAIW IRVNRYS), de3FoRIon WBY 25onSeFTaNTIeH.

o AR, BFDOT B3y E3,08° QOBRFT® €930, BRTINONE) ADOTF 93, D0DNL PR,

IR, 9T TODOD FOWLETE),, 03TONOR e 0NN B30 B tHB), BRR BAVAYS),

3rcHEeor) BRCN.

A, B® a0I), ARVBNFD, O3Toevenie YQBTON, dFH RN DTEN, 3IRE03 YOA.

AR, B® 9, OPDVNOR ADRODNE YORTAP,. T B, DACTMEE 930 B,

39, Mmes T e300 93T B FNYD. arLs.

A, B 9T, BRCRTR P, T

e AR, BO® 9, FFNR DEPFWBCR 953z NE3, BRINPT INOW03 SRCRTRL,. Ol I, I
NPTV 900 00 TOTTR RaDRSONN, FOBAWT, BRA RPVOD, BettA sHI), YOBRFTD®
ALY WRTD Ra30oN)E3,T° BOBFTD® BV, B[O,

e A, BO® 9, BT, WIRTWE) 95300 LT, 223,00 )03, BLWICB.

e AR, B 9, FRYD, FAFD P W)3F, w3k,

e Aad, BD® 9, 3RFOHWR, ISTWCD 9xwe SODNRPLIICD (lubricate). 9133, LTI,
3BRRDAT 2EZOD 33 AP0 T3 BEIBEOET WFA B 23D

Aad, FeHemn) 3,53 QoRFO* B 9, BENR Jomn R 23eH?

e A, BRI, WFFOTINE Aedory €3,58° QOB FD® B0, NP, ByBeE3T S, 36°F DOT 46°F (2°C QOT
8°C) SBoa3 oo,

e AR, BN,®, FONYB; WFF 56 DINFTTNR TRCBOD V&0, 03T, 59°F D03 86°F (15°C DO 30°C)
973530 ByeBeEIT*RE), 36°F DO 46°F (2°C 0T 8°C) &3B1 oM.

e A WFRIYTIT Re30nIf3e YORFD® B 93, 980, BRGP NPT ITe B, 56 DINY S033T
2365300 e3VTBLIEB) (DRTIVTLIT). Dad), Toz30BTRE), )e3€eT0D DT0TaI), WIDTS.

o Ao 3,08 YOBRFTT® 9V, T R WCR. BY),,NE3T BRFI, wEFRLIct.

e THBFETIAD), YOAITT, WFTOPONGT ReomE3E BOBTD BONY, S0e73S), BRSO
2NTYOD DROTT (EXP) 381 WPRWIBIT.

o BBLETI), BON)GATN, Aeddory €3,08° YOBFD® B NP, TRDOTT dDN0EFS BHEE), TN
B ICR.

o A 3T BORFTD® 93y, WA NI, BFPBFAOTW BReTedtd.

¢ WYBTOHA) O DTN BN To;° 9, Tod.

o AR, 9oBT* DB, AR, BRIPNAY'SH, DTS 3ri&dregro3d 9dA.
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(MSNO

WLEFN IR WINYH
R0y 3,5 [Red--Ne, -63;T8°] QOB F T, WRDFTROD WFFMN
2 Mg BRLA® B )eSONSH
(B8 BVDOTI 2 My Tyae3IRRE). 23303 BRCA TR, VLTI AG3s.)

o DD, A3 YOUFTD® Jo¢ 9™,
WFDRT  DRTI S IRWIINYS),
223, 0FN0T L.

e AR, 3TWsBCOD AW, ,0DAN0T IDOIT
33923t8 RBODHT DD, B eI,
?.0‘%”#?.3(&. (Omé 23"8’3,003333& @CSO’ZZ)HJ@ B mogrt pu b pitons mps puid M ifre Tap™
VAT BY® PR e Ak YOBRFTO® S p—
3RDTRF,LN VR Q0B 3P 1
ROWIT, NDWBITRATRY,. | | .

1 Oulir

o AR, RPN E3E YoRFD Bo* 9, I FE N
430 w8eodR BOWBRLCD, frmmnl
T RBODR), WHBSVANAIB VR IB. Dedd 08 o
333 %I o3 JeC0T BVRBWIBITD,

30 eo3D0T noy¢d RPCOD s ——
BWODWIBITI). | P = T
Mgy, BRCRDOTON P B !
033 DoTON IS TE  BRCR® = I
Fboresdh, — 3Pohen  dsdit Lo Ul e
TOGNDTES, 0P00ewTRe  deHi I
Fpoodh  @Ed & B T R

ITO3RCNTIF T WR. 3D TR, _ | 1
BRODTE NI, AeME3TE YOBRF® \ {
B O, WYR 308 IRT |'. g

2353,0050T3 R0 FWRBAND. v
e DB, D, BoSSD), Ber 3, [ l |
QORFED* YWONC HOTWd IDCFR; S03T, i
BO* DI, IPVOD AP  WPonn&sd, [ [P—
8Podh e FFNOHIR ¥IZRNYS), NedDA. X ———

o 9r Ssnenedt BRPDIOTW 70T B°.
TR, FCRO wW, &3, F0F) WFIICD,
D3>, 9B, B Fysorossny, Iese L
BRODIWBIT. ¥ 8 mg Raen) 3,58 | - |
9, VROV I, Ay TCB 2 mg

d@ﬁﬁ‘ﬁ%’ﬁh m@ @Oj)& 20T TBIT. @3 o — Dane pEiwEw
TPTE-BIE B[RRE B 2 mg S 4 ,
BRCANP, BRODTIT. ! +— Dust s

o AN, By 8 e NWTE VB ey, - T e e i) et e
Fo'™ DFBWTIDRE  ARBRLLODN g e - Yy s
WPRITTO3 0 BINZ. — P duns

o A, AN EZT YOBTD® B ODT 2D
€903,y 32G 4 ed.edI DFITBWTITOT
RRBVBRFI, AOIINT.

e IS YoRFo'N Obowenowe BRI
BRVODI, WFA.

157




(MSNO

Radeny 3,3 2ReP,ENT 0, 3RTHTRY,N
91 35e)TVa3 AOTTWRYD.

o XM 3, YOBRFN® 2 L.NYO &B°
o BRR WL 99,5350 ™ X3

03 1.
NP, BD° 9T, BRI IRVALODN AT IRA

e AR, F/WAYR, ORI DI), AEDIOT
3F 0.

e A, J’Y® ReIMEHTET YOBRFSO® 93,
WENPOBT DO DWITRAITAY,LN T3
BRO T3, W9, B SCwer e9axd), IDICDR.
Ay 1 3,03 Bed, OLI0H BRI,
3REBTROBT YT 005

¢ RV T 9T, AFOND.

e AR, BB DrE Faeon) 3,5 QoWF*

BRD 323, DI, 209, 8HI30NE DO
B0,
BD® JOBRE NROT IeCB. Radoon) 3,3
QORFD®  BDDAITON TOWIWOWT  e9IFed0
TEINPD, (particles) BRODT T, V® €930,
ALEYA NS

e 22,03 BRR AW, SNTIFPOR,
FRTWO® €30,520° 9D, BOT) T3, YOBRFTD®
QBN ) AT CoMe3301 BRA
BRVODHI, D, Vol BRI LICD.

¢ TRVOIHF, 30N B 20Ce3 w,. 9T
né3 0N LbRTZFRTH,H[RTR 382NA.

’ 2’ D,
e TRVOD 2 T/ NRYOTW :W,,3.83. ) E |
NOBP T NY), SnTTeTICB. Al -
NCBR  Tog@ NP, INTTL)  HTIT, -
QDR 00 TH BRHO) BOR T, e3M)R).. "’1‘:.'”-.“- .
e BPU IPW TOT* ), NFOND. LTI, e =,
SRabr3E, N

¢ WY IR T 9, RFAND NI, LTI,
NAAD. FRBOD IDOONS), R 3,5
QOBTI'S WO D) JOLBRWIDIT. [T
A5, BW3 L) BRA B® €I, WRTO
WD WFRITT, Ay Reen) 3,58
YOBFI'S FRS (BOY) 930, WOIDRE3e23eBD.
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(MSNO

)8 ORFOT OoTONOR BRI FRWODR, WFA. N e350RIH TR, RRCOD), BRET ACDTF,
FRPTOMIT NI, FAY TE,FROTRB) FDOIVT oo ts BREG BRENDTIE FoGs3 TRDOIMIT.

A, IRVNY ), DDTWFF 350RB 3R 95300 930 TR ORI BOWFTRF,LICR. Qe 08 933
2SONR 0T 30T BOBWIBIT, 9T 93D0T N0YET BeC0T VLD WIBITI).

WONT PR TOINRRYMT BRBRONT), QORNB WFTICR.

O3 2.

TS BRE BO'S DRTO WIFF: Fon) &,5° QoRFD* BORSY, B0

e TS BRI JIo'IRODR DRTO QOoBFT
AT  DRTOY eI  Aaen) 3,
Q0B FT* BOE, TOBEDR.

e, ReeM 3,08 ROBRTD® W*  SMenel
WFFTOHA R 3, S3TeoeN BOI 3: "Dad), BRCA®
€930, 30,008 " 1§ TBUatN.

e BT ASTO O, SN BRI
FOoHT V), BDIT BIDICOT WB,00) (
= =) FO3RIFSER 3THNA.

o APV, DT, 3LDORITOIZ B® &9,
oRBTTRY,.

BT WA 9, W, LDRTWERD,
BRCA* FROEITTE), 0 ToedRIISTN. 5 0
BRCA® ToAI0ET R TN
BRODTOIN LR,

ARBOD DN, B3N 3,5 YOBFTS
2,0T3) B TR,

o O3B B FOBIDT T, a0¢e3 3DATHI
BOI 2 €930, (233 G D3I, 233 H I,
3C0ATIT03) 6 20D ST IER. SO
B TORRDEBT, RRBONI, WEEIDANR
DI, BVOI 2 I, BRIR,3D, (33 G D3, H
S, 3EDRTITT0I) RN TTIER.

3T Ae3I0N) £3,58° OB TR® B TOLBANGT,
RO 9, WIIICR.

2

tim )
=

- — -

BRAR BX® I, WBRTE WD WFRIT SRTWEN FRROD DDONE), B FOLBRIPH T, oTowmeneO
DWITBRRATAL,. YT Fa30on) £3,58° OB FD* BOONYT 0T DB ITRAIZE.

O3505YTE B TOBANWT, BRCA* FTP0LT® FDAWTL AT, JaNNt O30T AesIon) £3,58° QOBFD
YO TY, BSMIPHDO),. YBTFF IR WO AWFODI 83,83 953530 TOAINRF MENTWIBIT).

FRBOD DN, BeD, B PV DTITITI), 3T LI, QOB TS, 30T CIINMIHDE)..
TS BRI B BRODNR DD, AT QOBRFDN S, 03 FeIen) 3;3° QOB FD*® BDE,

DDA,

303 3.
D, BRETE ), e30d,00

o WA FTP0HT* A R[VHIBNR D3, D, 2
mg BRCT* ), 3RCDHRIS[3R Bt
R 38,0° 9y, 301KNA.

Bt FPOHTRETE Aeed 1S 1 930 2 mg
R 4T 300323 T3.

-
Frmme— |l
LI L
A %
- F.i.:l'l
e L,
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(MSNO

Fi:Y

2 mg €303,0350NT3 O SRCTBe) odrTNOR BRCA® TR0 T eH3), BRI wWo0ET* 93,
PR, AP BRCA* RSB0 930, STINATINE3ET, DN "§5°" J2, PRI E. Ve FePHa 3F N
F083;0HR), RBRHIT DHROT BRLF® 9=, BRODIICE.

BRCFT® FS3B,TS8L0DNT TR 2 mg BRCFNFRD, T3 30D, FRBWBIT. Afey) IDOT
B BBOHTR, DWBITRATRF,L), 2 Mg BRLA® TCNI0ET R QDTN BRODT IR L.

BRCT RASTO* BRCA® 93, WTBRANAIZE. 2 mg €303,030NT 0w BRCF® FPoHT* h3),
BRCT® ToOOKT® 03 3RCDRI,.

) TS BRCAT B 2 Mg eI, e300F) 303D, VBT, D), BVRE), 2 mg NOI F&aD BT,
2 mg 3¢DRI BRWDI BREA* FPOLT® DN 33.

BRCA* Fe3T,0° 9, TNOTT, 90 B0TT, 3TNATN 23T 233 &.5° J2o, WRZR. V'S T NP,
DR LC.

AR, Beon) 3,53 QoW TV ODTI?

AR, BOSBD, AR, Favorn) €3, QoRFD®

OB  N0WTBR, SRCB), BRCA*
TOOELT® I, WFA: s
BRCT® FP0T* D) 533081 BRCA Re3T,0° €93, w4 "'. —ail
) el = I,
gd)ﬁr\) | r:-: 3 1 I | i
o O 23RDATT, BIR, 2 mg D, o - L
B,  WPDB  N0TFE.  BREFTE z]

FP0&30° 2 mg AT D033, 2 mg I
TPIE BRI TR, ~Nodoon) 3,5

BOBRFTD® NP, DOTTE. -

PETTSL) cami
ot
7 mg an

AR, VoSS, JRor BRI ToTonITR,
R 3,53 QORFD® WPDONT 3, BT,
WFRICR. BRI Fa0m)3,58° OB FTO® B €930,
WPA.

03 4.

DD, BRETE ), QOETE, [

D, BOBFT® 7yé3® €930, €303, 308 D3I,
330,830 A, 2IIRODN 2FeNETI, W3A.
e, BRCAF €930, YOBTY, a0 :RTL)
QOBF® Ry 2uanied) W& (33 K Setks).

D, 33;B53CAD 22,00 3DAT03 ded,
WBDETF, IPWVODR, W38, [
AR Beta* TPoHBT* TodAISTW HOWd 1
DWBIBRRAZRD,. 9TI, ded, WINPT
F L. D TBRRIPTOOT  YOBFTO®
QA LITIT.
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(MSNO

¢ BRI TP0&T* 0 BR(OXIS[IR Bela® (M | —
WD ORI, W, PDRTFERD,. i
g5 0 BeE® @ONOLTTR TN E -'
BRODTOINLB. J0338 A FF° O, 1
BEFLODITI) IG00 IR A2TITI). : '}
BeBODI, WDFF,  233,0dvenee . } [
BRCAT BT o, WA PHTII, [ . v
20T TDA. L —

¢ BRIFT WAT* o, WwdRB 2 .30H)odhe 0 Count wowsy
[0 3, 6 FFORINT' D, DI o e
o ) BPVADIN, WENS SNTTITT, ARBOD i
30T o) 3, BOEFT®
BRTVBATIIER, )  SECBLIITD. =1 |
2oTRTT, TRDE BRLA® ALTBEIRMIHDD,. [

e AR, WHFDOB IPVOH, InTowe3. 0 ]
T03T DY WRCA® WER® 93, DWINGS '-
2300 T3LIIT. |
QOBF® A YBS), TF ToBRABZPOBT, Mo ]
DT T Y, GLOTWANOT Aoz H
2,8D. €3 ZHINe3), V2, 23C8.

) FPor BRCT® ), QOBTY, 0D LD H0Wd DWIIBATAY,) odezenen BRCS®

FTP0ET* ), NMaDMA. BRER® TPOLT T, 0 FOB3RIIITN BREA® WEIT® €930, 208, 2 RTNTRL,.

AWFOR 3 PO TOANRY MR IR WONT, MITI3RIFHTI> Beri?

o BALAR® WED® 93, DTO3TeN .87 S03Tege WeLA® FTRP0ET ). 0 TRINET, )
AEORI 9T TIANRRPMOT ARZZOD, WFRAT0IBITN.

o BMBCE), Al BRODAT TNR BRLADOR BRCA® TPOLT® FDARTR AP, DTt 0303 T3C
Rean)E3,03° YoBRFY® 8,00 DO,

QAVWFORZ FRWODR, BER DI RITHTI?
B03 5 T WDAWO3 FRBVONTY, WBRONA. IWS03T O3 1: "), IJD® 9IT), BOR
FRVABLODN AT RIRR" ONOT TYT0WR D9, BOINF R, B)STe=3FA.

) YoBTY, TerBrwen BRCTS TP0HT* ), HoDdNE D RIER. YT YOBFTS 9,
D) FWTIT.

QOBRTE, BT S0IT FREBOD DN, 20T B AaIONIE3TE YOBFTO® 90, ICaY) SRLTBLITITI). BT
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* sredlsarfleD, COFL&E@HEHML L WHSHID QFTLTLTer Ceueaflssrentigedey MBS — FIibhs WHMID AsFenFuller —
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