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Presentation

Orsema™ 0.25 mg Injection: Each pre-filled syringe contains Semaglutide INN 0.25 mg in 0.188 ml solution for
injection.

Orsema™ 0.50 mg Injection: Each pre-filled syringe contains Semaglutide INN 0.50 mg in 0.375 ml solution for
injection.

Description

Semaglutide is a GLP-1 analogue with 94% sequence as same as to human GLP-1. Semaglutide acts as a GLP-1
receptor agonist that selectively binds to and activates the GLP-1 receptor. Semaglutide reduces blood glucose in a
glucose dependent manner by simulating insulin secretion and lowering glucagon secretion when blood glucose is
high. The mechanism of blood glucose lowering also involves a minor delay in gastric emptying. During
hypoglycemia, Semaglutide diminishes insulin secretion and does not impair glucagon secretion. Semaglutide
reduces body weight and body fat mass by an overall reduced appetite.

Indications
+ An adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes mellitus
« To reduce the risk of major adverse cardiovascular events in adults with type 2 diabetes mellitus and established
cardiovascular disease

Dosage & Administration

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 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 glycemic control. Weekly doses higher than 1 mg are not recommended. Semaglutide is to be
administered once weekly at any time of the day with or without meals. Semaglutide is to be injected subcutaneously
in the abdomen, thigh or in upper arm. The injection site can be changed without dose adjustment. Semaglutide
should not be administered intravenously or intramuscularly. The day of weekly administration can be changed if
necessary as long as the time between two doses is at least 3 days (>72 hours). After selecting a new dosing day,
once weekly dosing should be continued.

Dose adjustment

When Semaglutide is added to existing metformin and/or thiazolidinedione therapy, the current dose of metformin
and/or thiazolidinedione can be continued unchanged. When Semaglutide is added to existing therapy of
sulfonylurea or insulin, a reduction in the dose of sulfonylurea or insulin should be considered to reduce the risk of
hypoglycemia. Self monitoring in blood glucose is not needed in order to adjust the dose of Semaglutide. Blood
glucose self-monitoring is necessary to adjust the dose of sulfonylurea and insulin particularly when Semaglutide is
started and insulin is reduced.

Missed dose: If a dose is missed, it should be administered as soon as possible and within 5 days after the missed
dose. If more than 5 days have passed, the missed dose should be skipped and the next dose should be
administered on the regular scheduled day. In each case, patients can then resume their regular once weekly dosing
schedule.

Contraindications
Hypersensitivity to the active substance or to any of the excipients.

Warnings & Precautions

Diabetic ketoacidosis: Semaglutide should not be used in type 1 diabetes mellitus or for the treatment of diabetic
ketoacidosis.

Pancreatitis: Semaglutide should be discontinued promptly if pancreatitis is suspected and it should not be restart if
pancreatitis is confirmed.

Diabetic Retinopathy: Patient with diabetic retinopathy should be monitored.

Adverse Reaction

Sometimes hypoglycemia can occur when used with insulin or sulfonylurea. The most frequent adverse reactions
are gastrointestinal disorder, nausea, diarrhea, vomiting, abdominal pain and constipation. In general these
reactions are mild or moderate in severity and of short duration. Beside these allergic reaction, injection site
reaction, lipodystropy, pruritus and rash may occur.

Drug interaction

Semaglutide delays gastric emptying and has the potential to impact the rate of absorption of concomitantly
administered oral medicinal products. Semaglutide should be used with caution in patients receiving oral medicinal
products that require rapid gastrointestinal absorption.

Use in specific population

Elderly: No dose adjustment is required based on age.

Renal impairment: No dose adjustment is required for patients with mild moderate or severe renal impairment.
Semaglutide is not recommended for use in patients with end-stage renal disease.

Hepatic impairment: No dose adjustment is required for patients with hepatic impairment. Caution should be
exercised when treating these patients with Semaglutide.

Pregnancy and Lactation: Semaglutide should not be used during pregnancy. If a patient wishes to become
pregnant Semaglutide should be discontinued at least 2 months before a planned pregnancy. As a risk to a
breast-fed child cannot be excluded, Semaglutide should not be used during breast-feeding.

Paediatric population: The safety and efficacy of Semaglutide in children and adolescents below 18 years have not
yet been established. No data are available.

Overdose
Overdose 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 adverse reaction was nausea. There is no specific antidote for overdose with Semaglutide. In
the event of overdose appropriate supportive treatment should be initiated according to the patients clinical sign and
symptoms.

Storage
Store at 2 °C to 8 °C (in a refrigerator). Do not freeze. Keep out of reach of children.

Commercial Pack
Orsema™ 0.25 mg Injection: Each box contains 1 pre-filled syringe of Semaglutide 0.25 mg Injection.
Orsema™ 0.50 mg Injection: Each box contains 1 pre-filled syringe of Semaglutide 0.50 mg Injection.

Manufactured by
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Cincep'ﬂ Incepta Pharmaceuticals Ltd
Savar, Dhaka, Bangladesh

™ Trademark

1996

V.N. 01

s

ST

CTEBI1ET SFCE* T

TorgeiT
ST ™ 0.3¢ . Fer: afefs for-frw Pl o, bt 1.7 Fatet amrz CIgHiRT wRWaas o.3¢ far |
ST ™ o.¢o Al S eifeft for-fir fifdtys o.0ae fi.far gare qwe EMIZHIET WRWRaT o.¢o firar |

Rt

CETIEIRT 77 @3l faaaf -5 @ ar Tees faaafs -y @7 A 58% Aeseyt | GTIET usf et -3 ferba wafes e we v
7 fqaafr-y fErsa 97 M IF @ I AGT I | TG T4 PSR AR @R AE o3 EIIgBRY e fF$q afere Fie w0
ST e AT e G el T 0 e PSRN I | WE Y €7 AN Funee @3 afwwy mhge @i
e zeane SRR AT | AFCNARTIRIR T, GTIGHIZE SHeTCRa feamaet JoT e G2 JR T 4T (A | ORIl (TgBITE r=ifey
T JIT T * A ST FA 93¢ 5 G 3 |

ot e IR
o 2% IAFCE D127 & TRAEHET JrTe @ T & Tt @3 *1fafe wifea At «ft foife |
o 2 TFEE 513  TRIRGET afefie Tt eerem @« Fifbeeren Srevulm e gr ware e |

R e fif

EIIYBIRT U7 2RfET Tl 0.3¢ Al M G | G717 8 AT == WA AT 0.¢ e, 2 Az @37 | A grivera Tt fRwae a1 e
OE W@ 8 YR AT W@l AT § Al Fe 7T AT 4R | AR S WAl @3 @ ETghIRe Frie 7 | GTIbiz Aeng G IRE
AFR TS RN A @ (FIT TG &7 FC T | (715, TFTS 1 oI AL GO Ao ETIEbIRT TAGHE T Fa0e 7(F | W@l Ao ar
T, TR BT ARET T ETNIZBIET AZH T4 @TS M | (GTAYGIZT F2 NLA 2T 11T o1 729 31 e 717 | e Z0e AR
EIIYBIRT Az FK e SIS a1 @ e ©d & 6 (wer @3 Ty T@e © g (9 T7) TR AR 2 | T (@lfere @7 et ooy s
AT, AEF (OIS TR I B (@0 T |

T AT

T4 R AR @3 R ARISAGTSR (A1fire EHIgbEe 36 o7, (oTahe «3R / -l ARNSIFTCTeEe ¢ I8 (ore
Gofaf$e A @O AN | TN ARCFMIAZSEA A I e @ itie ehigbize ge 7w, ReiiEeEtme 4 se
FAETCFTRAZG A A T @l FOT {CE6T S0 20 | ETAIEBIZT @ @l ANy I &) A6 JoITS ARATA e (73, O qn
FAFFNIZASE AT AN TR N@N TG T TS 7 RS 747 ETIBIRT & T4 27 72 ST @7 @t JoT 341 2 GIOF0g 064
T AT SIS FEE |

fipTe core: I @ms (ore o 21 o7 «ff 7w rerelfe wEq g w4 $ve vt (enes ¢ W T | 3@ ¢ s @ o wfeaize 2w e
e (e ae 71 0 @R RSt e FRfre e ity az wre 7@ | afefs (v @ M @ @3 TR fRfiees Jme
& IS A |

aifSfRrT
QA Y ST AR I (A A3AEC SR ST MBI G i@ia FeiFmr Frug & 2639 (@ ©2 @it | GTghiRe i «
@ Bomea 4 Sfs TSt |

oS!

TR [FGIaPTeeT: 539 TrEfow @G @Eit™ ¢F@ 9 SRIEbS Rbrafrerme e s emigbRe aees w1 §fvs 77 |
AAEGIZ5T: AFiEBrRHe MWz 2@ CTgheT SIwfIFey 35 41 Bfvw «a AT 2wz fifss ge «ft @ s 41 fbs 77|
CRIEGE @B TREte @BEenid @Nm GIgtRT TR A et e |

sArfefefeat

AEFAISFRG AT G2 ST @7 SN TR(TCONT AR N (0 AN (1 T 410 | et Araraet g Swaa it @we I
3 T, T, AW, (7 T G @I T A | AR @2 efSfamel Siqet Fg T Ty e A TR 40 20 A | @7
ST, Feten B afsfa, fofenfe, erfbrT qae a2t i |

MR ERIENEIC)
EIBIET MG qeeifbie a3 T AR T €T T Yo (TR WS SIOHF (I FASR T @ O R | (T Y04 (Y SR TS
CET (K QG (IR S AL (TNIEBI3T W 2 TOFOI AL TS TA |

RO TN (v IRRR

RF ISR G (I @l T G SATG A |

Jo@T T AR G4 eFed JEe TR @A SR (@IS T@l T 97 e & A | 9% Ghw @ e 97 (R GTaighize
afsfme |

FPCOT TP TFCSA U @A G (@8 T@l F GF e 7 1 | OF 4% @0 @R CFd Crigbize Teden ke IR
FAETA |

VIR & GATFACT: TERZR FTIZBIET IJITF I4T Tfo® 79 | (@ TG @I TSR F4CS BI, ST (T FINIZBIZTE @ R TFT & 9%
Te 2@ | @TFS R T4 QST AW (@ RIS (I O AT TR ©12 4 4 AR T8 (THIZHIRE 324 1 Bfo 7 |
TR (@ IRE: S IR 0 e @3 RRTIRTR (RO GTIEBIET «F <RI Rl ¢ SRSt «ee efsfie zfT

ey
a7 M@ 8 P @3 aF Tz 8 fifFan e Tafirag e 9w [t w0 2@ | bR «F N@fEa TG AR T
o A A T | GIIGIET CORee «F Ty e (I forad (72 | Siefe W@ (R @A Soe Sl Sy e v Fete 70 |

RS
L°CT. - b °CT. SMANI@R T I (RRFSIEE) | GG ST A 1 | R FIoITea 80 A4 |

ffers cies
SIETT 0.3¢ A, Ier: afefs at I 0.2¢ Al EigbiET I «7 56 fo-fr fifve |
e o, ¢o Tl FEE: @fef qrs TR o.¢o Fal. GIIZERET e a7 o for-frs fife |

AFOFTP

C?'?fp"' ITETB1 TS B s
SIS, BIeel, AT
™ GER




