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Annex-A: ISR Swiiver o REUN Ihw 1wt

Sl. Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNI/| watmeralr | @3y g =l
No. Manufacturer with dosage form with Strength Class and Precautions {New ! UKMHRA/ | Sfifta 7o Haw
Code Existing EMA/PMDA/S e
Molecule) TGA
1, Drug International Pimitespib 40.00mg Pimitespib INN Anficancer Pimitespib is Indicated for the treatment | Contraindicafion: It is contraindicated in patients New PMDA OIS | AT B R
Ltd, Plot #13A & - | Tablet 40.00mg of gastrointestinal stromal tumor that | with known hypersensitivity to Pimitespib or any oI
- 144, Tongi YA, | Therpaeutic has  progressed  after  cancer | other components of this product, Eo
Tongi, Gazipur - Code No: 010 | chemotherapy. Precaution: There is no data available.
Waming: As per precaution,
Side effects: The most common side effects are
. diarrhea, eye disorder, bone marmmow toxicity, hepatic
dysfunction, renat dysfunction, rash etc.
2. EVEREST Rosuvastatin 2.5mg Rosuvastatin Lipid Lowering | Hypercholesterolemia & familial Contraindications: + Known hypersensitivity to Smg, 10mg PMDA TERACA | HAGS] GO
Pharmaceuticals Tablet Calcium USP hypercholesterolemia product components *Active fiver disease, which 20mg & 40mg Peiifis = | W Tfa Aem
Ltd. BSCIC /A, 2.605mg Eqv. to Therapeutic may include unexplained persistent elevations in Tablet T SRR
Kanchpur, Rosuvastatin Code: 061 hepatic transaminase levels » Women who are firts 58S T
- Narayanagnj, 25mg pregnant or may become pregnant » Nursing
BANGLADESH mothers,
Side effects: Most frequent adverse reactions (rate
= 2%} are headache, myalgia, abdominal pain,
asthenia, and nausea.
Warning and precautions: Skeletal muscle effects :
{e.g. wmyopathy and rhabdomyolysisy Risks
increase with use of 40 mg dose, advanced age
(=65}, hypothyroidism, renal impairment, and
combination use with cyclosporing,
iopinavirfritonavir, atazanavirfritonavir, or certain
other lipid-lowering drugs. Advise patients to
promptly report unexplained muscle pain,
tenderness, or weakness and discontinue it if signs
or symptoms appear + Liver enzyme abnormalities
and menitoring: Persistent elevations in hepatic
transaminases can occur. Monitor liver enzymes
before and during treatment.
3 EVEREST Febuxostat 20 mg Febuxostat INN Uricosuric & | Febuxostat is indicated {o lower serum | CONTRAINDICATIONS: Febuxostat is | 40mg, 80mg PMDA SAMAN | ARTS] uY e
Pharmaceuticals Tabiet 20mg Tablet Anti-Gout uric acid levels in patients with gout contraindicated in patients: & 120mg P T | sfilty em
Ltd. BSCIC I/A, Agents who have an inadequate response or + Being treafed with azathioprine or mercaptopurine e MGERILICE
Kanchpur, intolerance to aflopuringl, or for whom | + With a history of hypersansitivity to febuxostat or to frete 48 =
Narayanagn Therapeutic treatment with allopurinol is any other ingredient in the formulation. For a
Code:076 inapprapriate. complete listing of Ingredients,
Incepta Side effects: Liver problems, Diarrhea, Rash,
Phamaceuticals Nausea, Dizziness
Ltd.;,Zirabo, Dhaka Warnings & Precautions:Patients with gout and
established cardiovascular {CV) disease treated with

RDCC-255Meeting
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. Sl Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| Bsfmme wiw a9y fame =Rty
No. Manufacturer with dosage form with Strength Class and . Precautions {New ! UKMHRA/ | =Rfo7 ey bty
i Code Existing EMA/PMDA/ Frars
1 Moiecule) TGA
. Opsonin Pharma Febuxostat had a higher rate of CV death compared
Limited, Rupatali, to those treated with allopurinol in a CV outcomes
_ Barishal study.

_ + Consider the risks and benefits of Febuxosiat

. when deciding fo prescribe or continue patients on

i Febuxostat. Febuxostat should only be used in

a. patients who have an inadaquate response or

i intolerance fo allopuringl, or for whom freatment with
_ allopurinel is inappropriate

4, EVEREST Mosapride Citrate Mosapride Cifrate Antiemetic Gastrointestinal symptoms CONTRAINDICATIONS: New PMDA LTS T3 IO e
Pharmaceuticals Dihydrate 2.5 mg Dihydrate INN accompanying chronic gastritis Mosapride Citrate is contraindicated in the following Rt wgre | i3 R awes
Ltd. BSCIC IfA, Tablet 2.647 mg Eqgv. to Therapeutic | {heartburn, nausea/vomiting) patients: Patients with Gl hemorrhage, mechanical i w4t
Kanchpur, Mosapride Citrate Code:018 obstruction, or perforation.Patients with a history of |
Narayanagn, 2.5 mg Tablet hypersensitivity to any of the ingredients of this
BANGLADESH product.
SIDE EFFECTS:

Mosaptide citrate side effects include dry mouth,
abdominal pain, dizziness, headache, insomnia,
malaise, nausea, diarrhea and sometimes
constipation.

WARNINGS & PRECAUTIONS: If any improvement
of gastrointestinal symptoms Is not observed after
the administration for a given period of time {usually
for 2 weeks), Mosapride citrate should not be
administered aimlessly for a long period.

5. EVEREST Mosapride Citrate Mosapride Citrate Antiemetic Gastrointestinal symptoms CONTRAINDICATIONS: New PMDA A 7% oA e
Pharmaceuticals Dihydrate 5 mg Tablet | Dihydrate INN accompanying chronic gastrilis Mesapride Citrate is contraindicated in the following g | Ry Sy 90
Ltd. BSCIC /4, 5.293 mg Eqv. to Therapeutic | (heartburn, nauseafyomiting) patients: Patlents with GI hemorrhage, mechanical il el =
Kanchpur, Mosapride Citrate Code: 018 abstruction, or perforation. Evl)
Narayanagnj, 5 mg Tablet Patients with a history of hypersensitivity to any of
BANGLADESH the ingredients of this produgt,
SIDE EFFECTS: :

Mosapride citrate side effects include dry mouth,
abdominal pain, dizziness, headache, insomnia,
malaise, nausea, diarrhea and sometimes -~
constipation.

WARNINGS & PRECAUTIONS: If any improvement
. of gastrointestinal symptoms is not observed after
the administration for a given pericd of time {usually
s for 2 weeks), Mosapride citrate should noi be

{f . administered aimlessly for a long period.
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Sl. Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USKFDA/ BNF/| 9= AR &y fagay gfifes
No. Manufacturer with dosage form with Strength Class and Precautions {New | UKMHRA/ | =fiftg sem e
Code Existing EMA/PMDA/ Frare
Molecule) TGA .
8. Healthcare Enarodustat 2 mg Enarodustat INN Drugusedin | Anaemia associated with CKD Contraindications: New PMDA SIS | S
Pharmaceuticals Ltd | Tablet 2mg Anaemia and Side effects: FA T | T
other Blood The most commonly reported adverse reactions Eo
Square disorder include hypertension, retinal bleeding and eczema,
Pharmaceuticals diarrhoea, constipation & dizziness.
PLC, Kaliakair, Warnings and Precautions:
Gazipur Therapeutic Blood test may be conducted periodically to
code: 045 measure serum concentration of hemoglobin, efc.
Beacon Iron is necessary to obtain a sufficient effect. If you
Pharmaceuticals are prescribed with iron preparation, you should take
PLC, Kathall, it as instructed by doctor. If you are a female patient
Bhaluka with a possibifity of pregnancy, you should use an
M 3m=m__: h adequate contraception while you are taking this
y g medicine and for a certain pericd of time after you
. finish taking this medicine. Avoid breastfeeding
EVEREST while taking this medicine and for four days after you
Pharmaceuticals discontinue to take it. Lacteal transfer has been
Lid. BSCIC A, reported in animal experiments,
Kanchpur,
Narayanagnj
Incepta
Pharmaceuticals
Ltd.;, Zirabo,
- | Dhaka
7. Healthcare Enarodustat 4 mg Enarodustat INN Drugused In | Anaemia associated with CKD Contraindications: New PMDA TS | S SR
Pharmaceuticals Ltd | Tablet 4mg Anaemia and Side effects: Wi TR | @
other Blood The most commonly reported adverse reactions ol
Square disorder include hypertension, retina! bleeding and eczema,
Pharmaceuticals diarrhoea, constipation & dizziness.
PLC,  Kaliakoir, Warnings and Precautions:
Gazipur Therapeutic Blood test may be conducted periodically to
code: 045 measure serum concentration of hemoglobin, etc.
Beacon iron is necessary to obtain a sufficient effact, If you
Phamaceuticals are prescribed with iron praparation, you should take
PLC, Kathali, it as instructed by doctor. If you are a female patient
Bhaluka, with a possibility of pregnancy, you should use an
Mymensingh adequate contraception while you are taking this
medicine and for a certain period of time after you
EVEREST finish taking this medicine, Avoid breastfeeding
3|Page DCC-255Meeting ’
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Sl. Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| Gabmre wiw |[@xy fmgs +Hbfer
No. Manufacturer with dosage form with Strength Class and Precautions {New | UKMHRA/ | shibawem fgle
Code - Existing EMA/PMDA/ forgie
Molecule) TGA
Pharmaceuticals while taking this medicine and for four days after you
Lid. BSCIC I/A, . discontinue to take it. Lacteal transfer has been
Kanchpur, reported in animal experiments.
Narayanagnj
Incepta
Pharmaceuticals
Ltd.;,Zirabo,
Dhaka
8. Incepta Luliconazele Luliconazole INN Therapeutic | As topical freatment in adult patients | Contraindication: Luliconazole PMDA AT | SEmE =
Pharmaceuficals 5g/100g Solution bgf 100g Class: with mild to moderate tinea unguium | Patients with a past history of hypersensitivity toany | 1% Cream o val | =@
Ltd.; Dhamrai Unit, Antifungal with symptoms of distal and lateral | of the ingredients of Luliconazole, External Solution el
Dhaka Agents subungual for Nails 5% wiw
cnychomycosis
Nuvista Pharma Ltd. Therapautic Precautions:
code; 020 1. Luliconazole, External Solution for Mails 5% wiw
should be used in patients with a confirmed
diagnosis of tinea unguium based on the results
from direct microscopy or culture, ele. 2. The
efficacy and safety of Luliconazole, External -
Solution for Nails 5% wiw have not been established
in severe patients
8. Incepta Olanexidine Gluconate | Olanexiding Therapeutic | Precperative skin preparation Confraindication: New PMDA GAMEE | OeAmE
Pharmaceuticals 1.5% Solution Gluconate 1.5% Class: Olanexidine gluconate solution is contra-indicated in bERET I T
Ltd.; Dhamrai Unit, Antiseptic and patients with known hypersensitivity to Olanexidine =)
Dhaka Disinfectants gluconats.
Side-effects:
Pharmasia Limited, Therapsutic burning or irritation
Bhawal, Mirzapur, code: 029 Warnings and Precautions;
Gazipur y Mo data available.
Orion Pharma Lid.
D/28/2,
Sumilpara,
Siddhirganj,
Narayangan|

A_wm.mm
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sl Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/ BoFmmm R 874 fams Thioq
No. Manufacturer with dosage form with Strength Class and Precautions (New ! UKMHRA/ | 3fifog wom Frate
Code Existing EMA/PMDA/ e
Molecule) TGA
10. Incepta Amenamevir 200mg Amenamevir Therapeutic | For the treatment of. Contraindication: New PMDA L CILTCE SN oI B
Pharmaceuticals Tablet INN/In-house Class; Antiuiral Hypersensitivity, Severe Renal Impairment AT | =
Lid.; Zirabo, Zirabo, 200mg Therapeutic Herpes Zoster, HerpesSimplex, Herpes | Pregnancy and Breastfeeding , Pediatic Use )
Dhaka code: 032 Genitalis. Immunocompromised  Patients, Certain Medical
Conditions
Square Side-cffects: Headache, Nausea, Fatigue, Skin
Pharmaceuticals Imitation, Abdominal Pain, Vomiting, Ciarthea
PLC, Kaliakolr, . Warnings and Precautions:
Gazipur Pregnancy and Breastfesding, Pediatic Use,
immunocompromised  Patients, Certain Medical
‘ Conditions
1. incepta Levofloxacin Levofloxacin Therapeutic | Levofloxacin cfic solution is @ topical | Contraindication: Contraindicated in patients with a | Levofloxacin- PMDA GIAMEE | SR
Phamaceuticals 1.5gm#100ml Hemilhydrate USP Class: quinolone  antimicrebial indicated for | histary of hypersensitivity to levofloxacin, to other | 0.5% Eye sSeiife w4 | =
Ltd., Ziraho, Dhaka | Ofic Selution 1.6375gmH100ml Earand nose | the treatment of corneal ulcer caused | guinolones, or f¢ any of the compenents in this Drops, =4
eqy. to prepraration by susceptible strains of the following | medication. Levofloxacin
Square Levofloxagin Therapeutic | bacteria:  Corynebactetium  species” | Side Effect: The most frequently reported adverse | 10% Solution,
Pharmaceuticals 1.5gm{100ml coda: 050 Staphylococeus aureus | reactions in the overall study population were | Levofloxacin
PLC, Kaliakor, Staphylococcus epidermidis | headache and a faste disturbance following 500 mg
Gazipur Streptococcus  pneumonia  Viridans | instillation.  These  reactions  occured  in Tablet
group  streptococei*  Pseudomonas | approximately 8-10% of patients.
Opsonin Pharma aeruginosa Warnings and Precautions:
Lid. Serratla marcescens” Hypersensitivity and anaphylaxis have been
. *Efficacy for this organism was studied | reported with systemic use of levofloxacin,
in fewer than 10 infections. Prolonged use may result in the overgrowth of non-
susceplible organisms, including fungi. Patients
should not wear contact lenses if they have signs or
symptoms of corneal ulcer,
12. Navana Celilistat 120 mg Tablet | Celilistat INN Anti-cbesity Cbesity {limited to patients with type 2 | Contraindications: Cetllistat is also contraindicated New PMDA LT T3 ST (253
Pharmaceuticals 120mg diabetes mellitus and dyslipidemia, and | with warfarin and levothyroxine as this could cause Ry aiwygEa | fRug TNe I
Limited Therapeutic | with a BMI>25 kg/m2 in spite of distary | increased risk of bleeding and hypothyroidism, FIfT =
Code: 015 treatment and or exercise therapy). |
Side Effects: Cetilistat may have some major or
EVEREST minor side effects on your body. Such as:Headache,
Pharmacsuticals Vomiting of MNausea, Unusual weakness or
Ltd. BSCIC I7A, tiredness, Itching or rash on the skin, Yellow-colored
Kanchpur, skin or eyes
Narayanagn), Warnings and Precautions:
BANGLADESH » |tis advised to take Cetilistat as per a doclor's
prescription and based on the medical
v Opsonin Pharma conditien.

S|Page
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Sl MName of the
No. Manufacturer

Name of the Medicine
with dosage form

Generic Name
with Strength

Therapeutic
Class and
Code

Indication

Contra-indication, Side-effects, Warnings and
Precautions

Status
(New !
Existing
Molecule)

USFDA/ BNE
UKMHRA/
EMA/PMDA/
TGA

BB ST
Tl wefr

&3¢ famge sfife

Square

Pharmaceuticals
PLC, Kaliakeir,
Gazipur

= Some people may experience sudden bowel
motions, flatulence, soft tools, stog!
incontinence, and runny or liquid stools,

o Most of the side effects of Cetllistat do not
require any medical attention and gradually
resclve over time. If the side effects persist,
then please make sure to consult a doctor.

if you have any history of allergy to Cetilistat or other

medicine, ensure that you have informed the doctor

about it.

13. Navana
Pharmaceuticals
Limited

Nuvista Pharma Lid.

imidafenacin 0.1 mg
Tablet

Imidafenacin iINN
0.1 mg

Cther
Classification
Therapeutic
Coda;

075

Symptoms associated with overactive
bladder; urinary urgency, urinary
frequency, and urge urinary
incontinence

Contraindications: Imidafenacin  tablets

contraindicated in the following patients-

s Patients with urinary retention

s Patients with occludad pyloric
regionfducdenumfintestine or paralytic ileus

+ FPatienfs with decreased gastrointestinal
movements and musculas tension

+  Patients with narrow-angle glaucoma

s  Patients with myasthenia gravis

Pafients with a history of hypersensitivity to any of

the components of these products

are

Side Effects: Clinically significant adverse reactions
to imidafenacin are acute glaucoma, urinary
retention, and hepatic dysfunction. The most
commen adverse affects observed with imidafenacin
are dry mouth and constipation.
Wamings and Precautions:

Careful administration should be administered with
care in the following patients-

Patients  with  dysuria, arrhythmia, hepatic
dysfunction, renal dysfunction, dementia or cognitive
dysfunction, ceretwovascular discrder, ulcerative
coliis and hyperthyroidism.

New

PMDA

oA Tt

=

CEC

|

14. Nuvista Pharma Ltd

Cabergaling 0.25mg
Tablet

Cabergoline USP
(.25mg Tablet

long-acting
dopamine
agonist and
prolactin
Inhibitor
[a]

Cabergoline Tablets are indicated for
the treatment of hyperprolactinemic
disorders, either idiopathic or due to
pituitary adenomas,

Contraindication: Contraindicated in patients with;

»  Uncontrolled  hypertension  or  known
hypersensitivity to ergot derivatives.

»  Hstory of cardiac valvuler disorders, as
suggested by analomical evidence of
valvuiopathy of any valve, determined by pre-

Cabergoline
500mcg,
1mg &

2mg Tablet

PMDA.

SRR
Ssttfat <eat
ELd|

ECTEILT B )
=¥
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Sl
Mo.

Name of the
Manufacturer

Name of the Medicine
with dosage form

Generic Name
with Strength

Therapeutic
Class and
Code

Indication

Contra-indication, Side-effects, Warnings and
Precautions

Status
{New !
Existing
Molecule)

USFDA/ BNF/
UKMHRA/
EMA/PMDA/
TGA

BRI AT
iy e

e Fora oA
firaa

Therapeutic
Code: 075

treatment evaluation including
echocardiographic  demonstration  of  valve
leaflet thickening, valve resfriction, or mixed
valve resfriction-stenosis.

» History of puimonary, pericardial, or
retroperitoneal fibrotic disorders.

15,

Opsonin Pharma
Limited, Rupatali,
Barishal

Pharmasia Limited,
Bhawal, Mirzapur,
Gazipur

Ziska
Pharmaceuticals
Ltd.

Sofpironium  Bromide
5.0 % Gel

Sofpironium
Bromide NN
5%

Skin & Mucous
Membrane
Preparation

Therapettic
Code: 071

indicated for the treatment of primary
axlllary hyperhidrosis.

Contraindications: Patients with angle-closure
glaucoma (anticholinergic effects may Increase
intraocular pressure and worsen symptoms.}
Patients with urinary dysfunction due to prostatic
hyperrophy

Patients with a history of hypersensitivily to the
components of this drug.

Side effects:

1% to less than 5%:

Skin: Application site dermatitis, application site
itching, application site eczema, sebum deficiency
Digestive organ: Dry mouth.

0.1% to less than 1%:

Skin: Application site erythema, skin exfoliation
Digestive organ: Angular cheilitis Others: Urinary
glucose positive,

Precautions & warnings; Anticholinergic effects
may cause ocular accommodation disorders (visual
impairment, blurred vision, etc.), dizziness, and
drowsiness, so patients should be careful when
engaging in dangerous machinery operations.

In environments where sweating is promoted, body
temperaiure may rise due to the antiperspirant effect
of this drug. If symptoms suggestive of heat stroke
appear, instruct the patient to take appropriate
measures.

Anticholinergic effects may inhibit the contraction
and movement of gastrointestinal smooth muscle,
leading to decreased gastrointestinal motility. If
gastrointestinal symptoms occur, instruct the patient
to discontinue use and consult a medical institution.

New

PMDA

Asiife wat
Al

QAT TR
EXl

18.

Opsonin Pharma
Limited, Rupatali,
Barishal

Minodronic acid
Hydrate

Minodronic acid
Hydrate
INN 1 mg

Drug used in
Ostecporosis
Fa)

It is indicated for the treatment of
osteoporosis who are at high risk for
fracturs.

Contraindications: Minodronic acid should not be
given to patients with hypersensitivity to Minedranic
acid or to any of its excipients.

New

PMDA

AR

AT

7|Page
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5l Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/ G3fvmm 7R |91y Qs oty
No. Manufacturer with dosage form with Strength Class and Precautions {New | UKMHRA/ | =fiftg e PralEg
Code Exlsting ENMA/PMDA/ e
Molecule) TGA
Therapeutic |
Code: 048 Side effects: Adverse events associated with
Minodronic acid usually were mild and generally did
not raguire discontinuation of therapy. Reported
~ avents that appeared o be increased by Minodronic
acid treatment wers dizzingss and leg cramps.
Precautions & warhings: The safety and efficacy
of Minedrenic acid have not been evaluated beyond
2 years of treatment, Consequently, use of the drug
) for more than 2 years is not recommended.

1. Pharmasia Limited, | Sitafloxacin Granules Sitafloxacin Fluoroguinolon | Sitafloxacin can be used for infections | Sitafloxacin can be used for infections caused by the New PMDA SEAMAT | g T
Bhawal, Mirzapur, 10% Hydrate INN e antibictic caused by the following bacteria | following bacteria: Sitafloxacin-susceptible ERIERET]
Gazipur 10.66gm eq fo Sitafioxacin-susceptible Staphylococeus sp., Streptococsus sp., 7|

Sitafloxacin Staphylacoccus sp., Streptococous sp., | Streplococcus pneumoniae, Enterococcus sp.,
100.0mg Streptococcus pneumeniae, | Moraxella {Branhamella) catarrhalis, Escherichia
' Enterococcus 5p., Moraxella | coli, Citrobacter sp., Klebsiella sp., Enterobacter sp.,
{Branhamella) catarrhalis, Escherichia | Sermafia sp., Prateus sp., Morganella morgani,
coli, Citrobacter sp., Klebsiella sp., | Haemophilus influenzae, Pseudomonas aeruginosa,
Enterobacter sp., Serratia sp., Proteus { Legionella pneumophila, Peptostreptocaccus sp.,
sp., Morganella morganii, Haemophilus | Prevotella sp., Porphyromonas sp., Fusobacterium
influenzae, Pseudomonas aeruginosa, | sp., Chlamydia trachomatis, Chlamydophila :
Leglonella pneumophila, | {Chlamydia) pneumonias and Mycoplasma
Peptostreptococcus sp., Prevoiella sp, | pneumoniag,
Porphyromonas  sp., Fusobacterium
3p., Chlamydia trachomatis,
Chlamydophila {Chlamydia)
pneumoniae and Mycoplasma
pneumoeniae.

18. The ACME Diquafosol Sodium 3% | Diquafosol Eye Indicated for the treatment of dry eye. | Contra-indications: None New PMDA SEAMGE | TS Ny
Labaratories Ltd, wiv Ophthalmic Sodium INN 3% | Preparations Ao e | e efaft
Dhamrai, Dhaka Solution 5ml Wiy Side-efiects: Eye imitation, eye discharge, = HST 6
Navana Therapeutic conjunctival hyperaemia, eye pain, eye itching, TS O
Pharmaceuticais Code; 052 foreign bady sensation in eyes, ocular discomfort. N
Limited T IR
Square Warning & Precautiong: This drug may cause g of2r 21
Pharmaceuticals f] blurred vision, if affecied, driving or operation of

8 Page
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! Sl. Name of the Name of the Medicine | Generic Name Therapeutlc Indication Contra-indication, Side-effects, Wamings and Status USFDA/ BNF/ Wefmna=e [agq Fags iy
i No. Manufacturer with dosage form with Strength Class and Precauticns . (New/ UKMHRA/ | wffen 7oy P
Code Existing EMA/PMDA/ ol
Molecule} TGA
PLC., (Dhaka Unit}, machinery is not advised,
Kaliakoir, Gazipur
Advanced Chemical .
Industrigs Limited, 7
Hajeegonj, Godnyl,
Narayangonj
Avristopharma Lid. ' .
Gachha, Gazipur
Sadar, Gazipur
Ziska ,
Pharmaceuticals
Ltd. Gazipur
19. The ACME Dydrogesterone 5 mg Dydrogesterone Hormone 1} Treats menstrual disorders like Contra-indications: Contraindicated in patients | Dydrogesterongg ~ PMDA wpRAMGT | AAREt 29 forae
] Laboratories Ltd. Tablet BP §mg absent or irregular menstruation, with undiagnosed, abnormal vaginal bleeding, blood | 10 mg Tablet EU R I e B |
Dharrai, Dhaka Therapeutic painful menstruation, secondary clot disorder, siroke, incompleie abortion, breast TH! il [ QR E T ol o
Code: 056 amanorrhea and premenstrual cancer, brain cancer, breastfesding mothers, fiver TEHE A
symptoms, dysfunction, and hypersensitivity, i % o
2} Prevents thickening of the utering Side-effects: Pulsating headache which can
lining in the patient taking HRT. davelop into a migraine, Pain in breast and breast
3} Prevents miscariage. tenderness, Occasicnal blood spotting, Pain during
4) Relieves the endometricsis pain periods, Iegutar period, Heavy bleeding during
without inhibiting ovulation. periods.
* 5) IVF treatment support Warning & Precautions: .
! Patients shoutd be monitored for  visual
7 - disturbances, migraine headache or embolic
_ disorders. The duration and the frequency of the
_ treatment should be decided by the treating
physician.
7 20. Ziska Ripasudil Hydrochloride | Ripasudi Therapeutic class| Treatment of glaucoma and ccular | Contraindicatlons: It is contraindicated in patients New PMDA AT TS By
Pharmaceuticals Dihydrate 0.4% Eye Hydrochloride A specific Rho- | hypertension with history of hypersensitivity to any of the P T | o G
Ltd. Drop Solution Dihydrate INN associated coiled- components of Ripasudil hydrochloride dihydrate. Lafl TSR B
0.4% coll containing Side effects: Conjunctival hyperemia, conjunctivitis foreres @3
i Advanced Chemical protein kinase {including  conjunctivitis  allergic),  blepharitis — g.ﬂﬁ
| industries Limited, 7 {ROCK} inhibitor {including allargic blepharitis), eye irritation. Comeal )
_ Hajeegonj, Godnyl, epithelial disorder {such as comeal erosion and . Frete =12re 21
; Narayangonj punctate keratitis), eye pruritus, abnormal sensation
! in eye, eye discharge, eye pain, conjunctival follicles,
._ intraccular pressure increased.
! Warnings and precautions: Acute primary angle-
closure glaucoma: Consider treatments other than
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Sl
No.

Name of the
Manufacturer

Name of the Medicine
with dosage form

-

Generic Name
with Strength

Therapeutic
Class and
Code

indication

Contra-indication, Side-effects, Warnings and
Precautions

Status
{New [
Existing
Molecule)

USFDA/ BNF
UKMHRA/
EMA/TPMDA/
TGA

Bl [
#f3fbg weg

F7Y Foime A0

drug therapy, such as surgical therapy, whan using
GLANATEC for acute primary angle-closure
glaucoma.  Conjunctivel hyperasmia; In clinical
studies conducted prior to the time of approval in
Japan, conjunctival hyperaemia in association with
the use of ripasudil has been reported. The event
usually occurs transiently at the time of instillation,
but be cautious if it continues. Take any appropriate
measures such as discontinuation of treatment if this
event occurs, Conjunctivitis (including conjunctivitis
allergic) and blepharitis  (including  allergic
blepharitis): In clinical studies conducted prior to the
time of approval in Japan, conjunctivitis {including
conjunctivitis allergic) and blepharitis (including
allergic  blepharitis) have heen reported in
association with the use of ripasudil. The incidence
of conjunctivitis allergic and blepharitis allergic tends
to be high in patients with long-term instiliation. Take
any appropriate measures such as discontinuation
of treatmeni if these events oceur.

21,

Nuvista Pharma Ltd

Dienogest 1mg Tablet

Dienogest BP
1mg Tablet

Hormone

Therapeutic
Class: 056

A drug containing a new active
ingredient indicated for the treatment of
endometriosis.

Contraindication:

«  Known or suspected pregnancy

+  Active venous thromboembolic disarder

o Arterial and cardiovascular disease, past
or present {e.g., myccardial infarction,
cerebrovascular accident, ischemic heart
disease)

¢ Diabetes
involvement

» Presence or history of severe hepatic
disease as long as liver function values
have not returned to normal,

s Presence or history of liver tumors
(benign or malignant)

+ Known or suspected sex hormone-
dependent malignancies

»  Undiagnosed abnormal vaginal bleeding

s Any ocular lesicn arising from ophthalmic
vascuiar disease, such as partial or
complete loss of vision or defect in visual

melitus  with  vascular

Dienogest
2mg Tablet

PMDA
(Japan)
FY 2007

At A
ELy

Rb S I )
=

DCC-255Meeting




Annex-A: TSI TeoAvng & ReWiT (iftfie «7 it

Sl Name of the
No. Manufacturer

Name of the Medicine
with dosage form

Generic Name
with Strength

Therapeutic
Class and
Code

Indication

Contra-Indication, Side-effects, Warnings and

Precaufions

Status
{New !/
Existing
Molecule}

USFDA/ BNF,
UKMHRA/
EMA/PMDA/
TGA

T W
Ffog woly

By Frmge T

fields.

Current or history of migraine with focal
aura

Hypersensitivity to dienogast or to any
ingredient in  the formulation or
compoenent of the container

Side Effects:

Yellowing eyes/skin
Persistent nausea/vomiting
Dark urine
Severe
pain
Unusual  vaginal
(such as spotting,
breakthrough bleeding,
prolongedirecurrent bleeding)
Mentalimood changes (such

as depression) .
Swelling hands/ankles/fest

This medication may rarely
cause serious problems from
blood clots (such as heart
attacks, strokes, desp vein
thrombosis, pulmonary
embolism). Get medical help
right away if you have any
serious side effects, including:
Chestfjawheft arm pain

Unusual sweating

Suddenfsevere headache
Weakness on one side of the
body

Confusion

Trouble spaaking

Sudden vision changes (such

s partialfcomplete blindness)

stomach/abdominal

bleeding
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SkL Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| ®oRmierag @9y fRomdt sty
No. Manufacturer with dosage form with Strength Class and Precautions {New! UKMHRA/ | g 7o T
Code Existing EMA/PMDA/ e
Molecule) TGA
= Painfredness/swelling of legs
= Trouble breathing
= Ceughing up blood
Severe dizzinessffainting
. 22. Healthcare Vadadustat Tablet Vadadustat INN Drug usedin | This tablet is indicated for the treatment | Contraindication: New PMDA, SAMER | SN
Pharmaceuticals Ltd | 150mg 180 mg Anaemia and | of symtomatic anaemia associated with | Hypersensitivity to the active substance or to any of EMA b ER I T
. other Blood chronic kidney disease (CKD} in adults | the excipients of this product, 73!
Aristopharma Lid. disorder on chronic maintenance dialysis.,
Plot No. 14-22, Side-effect:
Road No. 118,12, Thromboembofic events {problems due fo the
Shampur-Kadamtali Therapeutic formation of blood clots in the blood vessels which
YA,  Dhaka-1204, code: 045 may lead to heart attack, stroke, mini stroke)
Chaka diarrhea, hypertension, headache, convulsions,
Drug International Ssm__umro:._. ﬁm__.:@ sick, vomitling, increase
Ltd., 31/1, Sarong, amount of bilirubin in blood.
Tongi I/A, Gazipur
_ Opsonin ~ Phama
Limited, Rupatali, .
Barishal
_ EVEREST
Pharmaceuticals
Ltd. BSCIC VA,
Kanchpur,
Narayanagnj
! Ziska
_ Pharmaceuticals
Ltd.
Square
Phamaceuticals
PLC, Kaliakor,
Gazipur
_ Beacon
“ 12[Page DCC-255Meeting
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Sl
No.

Name of the
Manufacturer

Name of the Medicine
with dosage form

Generic Name
with Strength

Therapeutic
Class and
Code

Indication

Contra-indication, Side-effects, Warnings and
Precautions

Status
{New |
Existing
Nolecule)

USFDA/ BNF
UKMHRA/
EMA/PNDA/
TGA

W HT
T T

Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

The ACME
Laboratories Ltd.
Dhamrai, Dhaka

23.

Healthcare
Pharmaceuticals Lid
Anistopharma Ltd.
Plot No. 14-22,
Road No. 11 & 12,
Shampur-Kadamtali
IfA,  Dhaka-1204,
Dhaka

Drug International
Ltd

3111 Satrong, Tong!
IfA, Gazipur

Pharma
Rupatali,

Opsonin
Limited,
Barishal
EVEREST
Pharmaceuticals
Lid. BSCIC IfA,
Kanchpur,
Narayanagnj

Ziska
Pharmaceuticals
Lid.

Square
Pharmaceuticals
PLC, Kaliakot,
Gazipur

Beacon
Pharmaceuficals

Vadadustat Tablet
300mg

Vadadustat 1NN
300 mg

Drug used in
Anaemia and
other Blood
disorder

Therapeutic
code: 045

This tablet is indiicated for the treatment
of symtomatic anaemia associated with
chronic kidney disease (CKD) in adults

on chrenic maintenance dialysis.

Contraindication:
Hypersensitivity to the active substance or fo any of
the excipients of this product.

Side-effect:

Thromboembolic evenis (problems due to the
formation of blood clots in the blood vessels which
may lead fo heart attack, siroke, mini stroke)
diarthea, hypertension, headache, convulsions,
constipation, feeling sick, vomitiing, increased
amount of bilirubin in bicod.

New

PMDA,
EMA

FAfad w4
=

SAME PR
=
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sl. Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| Gefmme w7 @3y o sikite
No. Manufacturer with dosage form with Strength Class and Precautions {New ! UKMHRA/ | <Rifea 7om e
Code Existing EMA/PMDA/ Prare
Molecule) TGA

PLC, Kathali,

Bhaluka,

Mymansingh *

The ACME

Laboratories Ltd.

Dhamrai, Dhaka

24, Beacon Calcifediol 10meg Calcifediol Vitaming and | itis a vitamin D3 analog which is used | Contraindications: hypersensivity to the active New TGA ARG L T AHEA
Pharmaceuticals Tablet ionohydrate USP | Combinations | for Vitamin D deficiency. substance or excipients. Ry wmgres | =iz g wrogd
PLC 104mcg eqv. to et T -1 79
Kathali, Bhaluka, + Calcifediol 10meg Therapeufic It is also used for- Support bone mass | Side-Effect: The most common adverse reactions ¢ )

Mymensingh Code: 078 and strength in post-mencpausal > 3% and more frequent than placebo) were anemia,
women, Maintain healthy immune nasopharyngitis, increased blood creatinine,
system function, Maintain healthy foefal | dyspnea, congestive heart failure and constipation.
development, Maintain bone health and
rength, Support a healthy pregnancy,
Support bone mineralization, Calcium
absorption.

28. Eskayef Meihylprednisolone Methylprednisolon Steroid It suppresses inflammatory and allergic | CONTRAINDICATIONS: New TGA AR | oRaS) B34
Pharmaceuticals Aceponate 0.1% Gream | e Aceponate (NN skin reactions as well as reactions | It is contraindicated in most viral diseases {e.g. SoqfE FiAby weE oW
Limited, Salna, 0.1gmA100gm Therapeufic associated with increased cellular | vaccinia, varicellafherpes  zoster) and  when =) @l s 99
Gazipur code: 072 regeneration, feading fo regression of | tuberculous or syphilitic processes and post- Tols I3

the objective symploms (erythema, | vaccination skin reactions are present in the area to e 43
DBL ’ oedema, thickening of the skin, | betreated, If rosacea, acne vulgaris, ulcera, atrophic
Pharmacsuticals coarsening of the skin surface) and the | skin diseases, or perioral dermatifis are present, it
Itd., Surabari, subjective complaints (itching, buming, | must not be applied fo the face.
Kashimpur, Gazipur pain). It is approved for use in Atopic :

dermatitis  (endogenous  eczema, | SIDE-EFFECT:
Advanced Chemical neurodermatitis), contact  eczema, | In clinical studies, most frequently observed side-
Industries Limited, 7 degenerative,  dyshidrotic,  vulgar | effects included buming and pruritus at the
Hajeegonj, Godnyl, eczema, eczema in children, application site.
Narayangon|

. WARNINGS AND PRECAUTIONS:

« Care must be taken when using this drug to avoid :
contact with the eyes, deep open wounds and
mucosa.

Additional specific therapy is required in bacterially

infeclad skin diseases andfor in fungal infections.

Any spread of infection may require withdrawal of

0 . topical corticosteroid therapy.
14|Page DCC-235Meeting
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Sl Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Wartings and Stafus USFDA/ BNF/| B3t ae 334 s shifg
No. Manufacturer with dosage form with Strength Class and Precautions {New ! UKMHRA/ | ®fif5s e i
Code Existing EMA/PMDA/ e .
Molecute} TGA
26. EVEREST Zinc Glycinate 15 mg | Zinc Glycinate Metals, Salts, | Zinc Bisglycinate is used as a Contraindication: Zinc Bisglycinate, like other | Zinc 10 mg TGA GAMER | S A
Pharmaceuticals Capsule Enteric Coated Minerals dietary supplement to treat zing zinc supplements, is generally safe for most |  Tablet, spifi wEt | =
Ltd. BSCIC /A, Pellets Ph. and Calcium | deficiency. It is also used fo treat | people when used as directed. However, it's =
Kanchpur, Grade 260.00 Preparations | zinc deficiency anemia. Zinc is important to note that taking too much zinc can | Zinc 20 mg
Narayanagni mg Eqv. to essential for the proper functioning | lsad to harmful side effects. These can include |  Tablet
Square Elemental Zinc . of the nervous mﬁa.:__ the immune nausea, vomiting, diarhea, metallic taste, .
Pharmaceuticals 15 mg Capsule Therapeutic | system, and the brain. it plays a kidney and stomach damage, and other
PLC, Kaliakor, . Code: 062 | vital role in immunity, wound adverse effects.
Gazipur healing, acne prevention, and Side Effect: No data available
digestion. Furthermore, it provides | Warnings and Precautions:
Incepta essential nufrients and plays a vital | When taking Zinc Bisglycinate tablets, there
Pharmaceuticals rale in the formation of red blood are several precautions to keep in mind:
Lid.; Zirabo, Dhaka cells, which carry oxygen Food Interactions: When zinc combines with
. ) throughout the body. certain foods, it may not be absorbed inte your
dska body and it will do you no good. If
Pharmaceuticals \ X you no good. 1 you are
Ltd, Gazipur taking zinc, the following foods should be
avoided or taken 2 hours after you take zinc:
Qpsonin Pharma Bran, Fiber-containing foods, Phosphorus-
Ltd., Barighal confaining foods such as milk or poultry,
Whole-grain breads and cereals.
Supplement Inferactions: Do not take zinc
supplements and copper, iron, or phosphorus
supplements at the same fime. It is best to
space doses of these products 2 hours apart,
to get the full benefit from each dietary
supplement, _
27 EVEREST Zing Glycinate 26 mg | Zinc Glycinate Metals, Salts, | Zinc Bisglycinate is used as a Contraindication: Zinc 10 mg TGA TRAMAT | T T
Pharmaceuticals | Capsule Enteric Coated Minerals dietary supplement to freat zinc Zinc Bisglycinate, like other zinc supplements, Tablet, AeifE =t | T
Ltd. BSCIC 14, Pellets Ph, and Calcium | deficiency. ltis also used to treat is generally safe for most people when used as | Zinc 20mg Euf
Kanchpur, Grade 433.333 Preparations | zinc deficiency anemia. Zinc is directed. However, it's important to note that Tablet
Narayanagnj mg Eqv. to essential for the proper functioning | taking too much zinc can lead to harmfu! side
Elemental Zinc A of the nervous system, the immune | effects. These can include nausea, vomiting,
I5|Page DCC-255Meeting
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sl Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| SBatmm o [@zy (Name oRfeg
No. Manufacturer with dosage form with Strength Class and Precautions (New! UKMHRA/ | o7 srem Fres
Code Existing EMA/PMDA/ P
Molecule} TGA
25 mg Capsule Therapeutic | system, and the brain. It plays a diarrhea, metallic faste, kidney and stomach
Square Code: 062 vital role in immunity, wound damage, and other adverse effects.
Pharmaceuticals healing, acne prevention, and Side Effect: No data available
PLC, Kaliakor, digestion. Furthermore, it provides | Wamings and Precautions:
Gazipur essential nutrients and plays a vital | When taking Zinc Bisglycinate tablets, there
role in the formation of red blood are several precautions to keep in mind:
I cells, which carry oxygen Food Interactions: When zinc combines with
ncepta : ) :
. throughout the body. certain foods, it may not be absorbed into your
Pharmaceuticals S
e body and it will do you no good. If you are
Lid.; Zirabo, ! ; )
Dhaka _mxim zinc, the following foods should be
avoided or taken 2 hours after you take zinc:
Bran, Fiber-confaining foods, Phosphorus-
containing foods such as milk or poultry,
. Whole-grain breads and cereals.
Supplement Interactions: Do not take zinc
supplements and copper, iron, or phosphorus
supplements at the same time. It is best to
space doses of these products 2 hours apart,
to get the full benefit from each dietary
supplement.

28. General Multivitamin ~ for  WMen | Each fllm coated Vitamins & Antioxidant/Reduce free radicals . | Contraindication: NEW TGA TS TAE e (253
Pharmaceutical (Each film coated tablet | tablet contains Combinations | formed in the body It is contraindicated in patients with a known R Aeges | Rty wgd SR
Ltd., Gazipur contains  Ascorbic Acid | Ascorbic Acid 8P Helps reduce/decrease free radical hypersensitivity to any of the ingradients. Forf =0

100 mg + Biotin 60 mcg | 100 mg + Bioin BP damage to body celis -
+ Galcium Folinate 0.671 | 60 meg + Caloium | Tharapaytic Maintainfsupport body Side Effect:
mg equivalent to Folnic | Folinate BP 671 | oge: o7g metabolismimetabolic rate Generally, well tolerated.
Acd 5 mg + Celcium | mg equivelent fo Maintain/support energy production
Panfothenate 25,151 mg | Folinic Acid .5 mg + Relieve Warning and Precautions:
equivalent fo Pantothenic | Calcium A . . ) :
Add 22 mg  + | Pantothenate BP wearinessftiredness/atigueffeeling of . . o
; weakness Longterm intake of high levels of vitamin A
Colecalciferol 0.01 mg + | 25151 mg Maintai \ °
Cyanocobalamin 20 meg | equivalent to aintain/support immune system .Amxo_ca_:@ Emﬂ sourced :oa .c caroteng} may
+ Heavy Magnesium | Pantothenic Acid heatth . increase the risk of osteoporosis in posimenopausal .
Oxide  186.133 mg | 22mg+ Maintain/support heaithy immune women,
squivalent to Magnesium | Colecaiciferol BP mxmas _:.52_0_._
110 mg + Nicotinamide ¢ | .01 mg + Aidfassisthelps
mg + Piper Nigrum Fruit | Cyanocobalamin glucosefsugarfcarbohydrate
Extract Dry Concentrate | BP 20 meg + metabolism
{Pepper) b mg equivalent | Heavy Magnesium Aldfassistihelps metabolism of (state
fo Piper Migrum {Dry) | Oxide BP 186.133 A
16|Page DCC-255Meeting
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sl Name of the Namne of the Medicine | Generic Name Therapeufic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| Webmamam | &34 fwgt shiby
No. Manufacturer with dosage form with Strength Class and Precautions {Newr ! UKMHRA/ | =fifby wom et
Code Existing EMA/PMDA/ P
Molecule) TGA
2506 mg + Pyndoxine | mg equivaient to vitaminimineral/nutrient)
Hydrochioride 11.106 mg | Magnesium 110 mg Traditionally used in Ayurvedic
equivalent to Pyridoxine | +Nicotinamide BP medicine to decreasefreducefielieve
a mg + Ratinol Palmitate | 9 mg + T_ﬂmq mwh__._.._ﬁ—cﬂ:m of stress
550 meg equivalent to | Nigrum Fruit Maintainfsupport narvous system
Vitamin A 300 RE/fmeg + | Extract Dry health
Riboflavin -~ 10 mg + | Concentrate o :
Selenomethionine, NN | {Pepper) BP 5 mg :z_mmm__ﬂ%m_am:vuo: reproductive sysiem
154 mcg equivalent to | equivalent o Piper ——
Selenium 80 mog + | Nigrum (Dry) 250 gm_sﬁm_j___mcuuo: sperm health .
Thiamine Hydrochloride | mg + Pyridoxine Maintain/support sperm production
12.288 mg equivalent to | Hydrochloride BP
Thigmine 89 mg -+ | 11.906mg
Withania Somnifera Root | equivalent to
Extract Dry Concentrate | Pyridoxine 8 mg +
{Withania Somnifera | Retinol Palmitate
Root] 250 mg equivalent | 550 mcg equivalent
to Withania Somnifera | to Vitamin A BP
{Ory} 3.125 g + Zinc | 300 RE/mog +
Cride 38.488 mg | Riboflavin BP 10
equivalent to Zing 30 | mg+
mg.) Selenomethionine
) INN 154 meg
equivalent fo
Selenium 60 meg -+
Thiamine
Hydrochloride BP
12.288 mg
equivalent to
Thiamine 9 mg +
Withania Somnifera
Root Extract Dry
Concentrate
{Withania
Somnifera Root}
BF 250 mg
equivalent to
Withania Somnifera
Bry)3i25¢g+
Zinc Oxide BP
38.488 mg
equivalent to Zinc
30 mg. n |
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Sl Name of the MName of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/BNF/ Bemm g |3y g FRba
No. Manufacturer with dosage form with Strength Class and Precautions {New/ UKMHRA/ | +Rfersen e
Code Existing EMA/PMDA/ Frare
Molecule) TGA
29. General Multivitamin for Women | Each film coated Vitaming & Antioxidant/Reduce free radicals Contraindication: NEW TGA T TR TG e
Pharmaceutical (Each film coated tablet | tablet contains Combinations | formed in the body Thig product is contraindicated in patients with a Frate wwgras | fuy whige o9
Ltd., Gazipur contains Ascorbic Acid | Ascorbic Acld BP Helps reduce/decrease free radical known hyparsensitivity to any of the ingredients. Fperife <t =

100 mg + Betacarotene | 100 mg + damage to body cells =)
2myg + Biotin 55 meg + | Betacarotene BP Therapeutic Maintain/support body Slde Effect:

) Calcium Carbonate | 2 mg + Biotin BP code: 078 metabolism/metabolic rate No clinically significant side effects or toxicity are
61111 mg equivalent | 55 meg + Calcium Maintain/support energy production reported with such kind of preparation,
to Calcium 22 mg + | Carbonate USP Relieve
Calcium Folinate 0.671 | 61111 mg wearinessftirednessffatigueffeeling of Warning and Precautions:
mg equivalent to Folinic | equivalent to weakness Excess vitamin A intake may be foxic and may
Acid .5 mg + Calcium | Calcium 22 mg + Maintain/support immune system increase the risk of birth defects. Women who are
Pantothenate  6.858 | Calcium Folinate health {or may bacome) pregnant are advised not o take
mg  equivalent to | BP0.671mg Maintain/support healthy immune this supplement except on the advice of a doctor or
Pantothenic Acid 6 mg | equivalent to system function antenatal clinic.,
+ Colecalcifero! .01 mg | Folinic Acid .5 mg Aidfassistfhelps
+ Cyanocobalamin - 30 | + Calcium glucosefsugar/carhchydrate
mcg +  D-Alpha- | Pantothenate BP metabolism
Tocopheryl Acid | 6.859mg Aidfassistheips metabolism of (state
Suctinate 28 mg -+ | equivalent o vitamin/mineralinutrient)
Heavy Magnesium | Pantothenic Acid Traditionally used in Ayurvedic _
Oxide 190016 mg | 6mg+ medicine to decreasefreduceafelisve
equivalent to | Colecalciferol BP symptoms of stress
Magnesium 110 mg + | 01mg+ Maintain/support nervous system
Iron {Ily Glycinate INN | Cyanocobalamin health
20 mg equivalent to | BP 30 meg + D- Maintain/support reproductive system
ron 4 mg + | Alpha-Tocopheryl health
Nicotinamide 26 mg + | Acid Succinate BP Maintain/support sperm health
Piper  Migrum  Fruit | 28 mg + Heavy ‘ Maintain/support sperm production
Exfract Cry | Magnesium Oxide
Concentrate BP 180.016 mg

- Standardised {Pepper} | equivalent fo

5 mg equivalent to | Magnesium 110
Piper Nigrum  (Dry) | mg + tron {I)
102.5 mg + Pyridoxing | Glycinate INN 20
Hydrochloride — 4.442 | mg equivalent fo
mg equivalent  fo | lrond mg+ .
Pyridoxine 36 mg + | Nicotinamide BP
Resverairol INN 5 mg + | 26 mg + Piper
Riboflavin 3.6 mg + | Nigrum Fruit .
Sambucus Nigra Fruit | Extract Dry
Extract Bry | Concentrate b
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s, Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-Indication, Side-effects, Warings and Status USFDA/ BNF/| BIFoma 97 |@w4 fezme SmEibe
No. Manufacturer with dosage form with Strength Class and Precautions {New UKMHRA/ | =fifog weg & i
Code Existing EMA/PMDA/ e
Molecule) TGA
Concentraie {European | Standardised (Pe
Elder Berry Dry Extract) | pper) BP5mg
75 mg equivaient to | equivalent to Piper
Sambucus Nigra | Migrum {Dry)
(Fresh) " 48 g + | 1026mg+
Selenomethioning 77 | Pyridoxine
meg  equivalent  to | Hydrechloride BP
Selenium 30 mcg + | 4.442mg
Thiamine Hydrochloride | equivalent to
4915 mg equivalent to | Pyridexing 3.6 mg
Thiamine 3.6 mg + Zinc | + Resveratrol INN
Oxide  18.708 mg { 5mg + Riboflavin
equivalent to Zinc 15 | BP36mg+
mg.) Sambucus Nigra
Fruit Extract Dry
Concentrate
{European Elder
Bemy Dry Exiract)
USP 75 mg
equivalent {o
Sambucus Nigra
{Fresh}4.8 g+
Selenomethicning
INN 77 meg
equivalent to
Selenium 30 meg
+ Thiamine
Hydrochloride BP
4915 mg
equivalent to
Thiamine 3.6 mg +
Zing Oxide BP
18.708 mg
equivalent to Zinc
15mg.

30. General Mulgivitamin+ Iron | Each mL contains Vitamins & Maintain/support enargy levels Contraindication: NEW TGA ATate R e Wz
Pharmaceutical Liquid for Kids (Each | Ascorbic Acid BP Combinations | Maintain/support healthy growth and This product is contraindicated in patients with a fourr wrogrry | ey wrgd w4
Ltd., Gazipur ml contains _Ascorbic | 12.00 mg + Biotin . development known hypersensitivity to any of the ingredients.
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Adld 12.00 mg + Biotin | BP 1.50 mog + Maintain/support general health and et |
150 mcg + Calcium | Calcium Therapautic | wellbeing Side Effect: Eull
Pantothenate 0.572 mg | Pantothenate BP code; 078 Maintain/support immune system iNo clinically significant side effects or foxicity are
Equivalent; 0.572mg health reported with such kind of praparation.
Pantothenate Acid | Equivalent: Maintain/support healthy immune
0.524 mg + | Pantcthenate Acid system function Warning and Precautions:
Cholecalciferol  0.0005 | 0.524 mg + Maintain/support {state Acoidental overdose if an iron-containing product is
mg-+ Ferric | Cholecalciferol BP vitamin/mineralfnutrient} levels in the aleading cause of fatal poisoning in
Pyrophosphate 1.7875 | 0.0005 mg+ Ferric body children under 6. Keep thig product out of reach of
mg Equivalent. lron | Pyrophosphate children. In case of accidental overdose, call a
0.500 mg + | USP 17875 mg doctor
Levomefolate Calcium | Equivalent: lron or poison conirol center immadiately. Do not use this
27.86 mcg FEquivalent: | 0.500 mg + product if safety seal bearing "Sealed for your
Levomefolic Acid 22.50 | Levomefolate protection” under cap is tom or missing.
meg + Mecobalamin | Calclum USP
INN 0138 mcg + | 27.86
Nicotinamide 0.90 mg+ | mcg Equivalent:
Potassium lodide | Levomefolic Acid
0.0059 mg Equivalent : | 22.50 mcg +
lodine 4.500 meg + { Mecobalamin INN
Pyridoxal 5-Phosphate | 0.138 meg +
Monohydrate 0.118 mg | Nicotinamide BP
Equivalent: Pyridoxine | 0.90 mg+
7500 meg + Retingl | Potassium lodide
Palmitate 27.80 mcg | BP0.0058 my _
Equivalent: Vitamin A | Equivalent : lodine
2780 REmL  + [ 4.500 meg +
Riboflavin Sodium | Pyridoxal 5-
Phosphate 68.49 mcg | Phosphate
Equivalent . Riboflavin { Monohydrate BP
50.000 meg+ Thiamine | 0.118 mg
Hydrochloride 0.084 mg | Equivalent:
Equivalent:  Thiamine | Pyridoxine 75.00
75.00 meg+ Zing Citrate | meg + Retinol
Dihydrate  1.246 mg | Palmitate BP
Equivalent: Zinc 0.400 | 27.80 mcg
mg.) Equivalent:

Vitamin A 27.80

_ RE/mL +
Riboflavin Sedium
Phosphate BP 2
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66.49 mcg

Equivalent :

Riboflavin 50.000

meg+ Thiamine

Hydrochloride BP

0.084 mg

Equivalent:

Thlamine 75.00

mcg+ Zinc Citrate

Dihydrate BP

1.246 mg

Equivalent, Zinc

0.400 mg.)

A, Incepta Zing 30 mg + Yitamin Zinc Citrate Therapeutic Zinc tablet s used as a dietary | Contraindication: New TGA AN | oS 8w g
Pharmaceuticals D3 1000 U + Ascorbic | Dihydrate USP-NF Class: supplement fo freat zinc deficiency. Itis | Zinc tablet, like other zinc supplements, is generally b1 el Bar T
Ltd., Zirabo, Dhaka | Acid 500 mg Tablet 83.46 mg eqg. to Vitamin & also used fo treat zinc deficiency | safe for most people when used as directed, | PG

Zinc 30 mg + Dry Combinations | anemia. Zinc is essential for the proper | However, it's important fo note that taking too much iz 52 =l
Square Vitamin D3 1000 functioning of the nervous system, the | zinc can lead to hamful side effects. These can »
Pharmaceuticals U {Colecalciferol Therapeutic immune system, and the brain. It plays | include nausea, vomiting, diarrhea, metallic taste,
PLC, Kaliakoir, concenirated Code: 078 a vital role in immunity, wound heaiing, | kidney and stomach damage, and other adverse
Gazipur nowder) BP/Ph, acne prevention, and  digestion. | sffects.
Eur. eqto0.025 Furthermore, it provides essential
Ziska mg cholecalciferol nufrients and plays a vital role in the | Certain individuals should be cautious with zinc
Pharmaceuticals + Calcium formation of red blood cells, which | supplementation:
Ltd., Gazipur Ascorbate carry exygen throughout ihe body.
Dihydrate BR/Ph. People with a zinc allergy should not take zinc
Eur. 605.19 mg supplements.
Opsonin Pharma eqv. to Ascorbic individuals with kidney disease should be cautious
Ltd., Barishal Acid 500 mg as they may have trouble excreting zinc, potentially
leading fo an accumulation of zing in the body.
Zinc can interact with certain medications, including
certain  antbiotics and  diuretics.  Therefore,
individuals taking these medications should speak
with a healthcare provider before starfing zinc
supplementation.
Slde Effect:
Zinc tablet, like other zinc supplements, is generally
well-tolerated. Howsver, it can cause some side
effects, especially when taken in large doses. Here
are some potential side effects:
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_ Gasfrointesiinal Issues: These can include nausea,
yomiting, diarthea, and stomach pain.
Flu-like Symptoms: Exceeding 40 mg per day of
elemental zinc can cause fludike symptoms like
fever, coughing, headache, and fatigue.
Indigestion: Some people may experience
Indigestion,
- Headache: Zinc supplements can sometimes cause
headaches.
Copper Deficiency: When oral zinc is taken long-
term and in high doses it can cause copper
deficiency. Pecple with low copper levels might
experience neurological issues, such as numbness
and weakness in the arms and legs.
. Warnings and Precautlons:
No data available
32 Incepta Trolamine Salicylate Trolamine Skin and Trolamine salicylate serves as an | Contraindication: Known hypersensitivity to New TGA ST | SR Pl
PharmaceLticals 100mg/gm Cream Salicylate USP Mucous active ingredient in topical overthe- | Trolamine Salicylate or to any excipients in cream, b1 e O e
Lid.; Dhamrai Unit, 100mgfgm membrane counter products for  temporary 7
Dhaka preparations management of mild to moderate | Skde-effects: blisteringfpeeling/rednassfirritation at
muscular and joint pains. the application site nauseafvomiting ringing in the
Beacon Therapeutic ears
Pharmaceuticals Code: 071 Warnings and Precautions: Wash hands hefore
PLC, Kathall, Trolaming salicylate Is Indicated for the | and after using this medicine. Do not apply this '
Bhaluka, temparary relief of aches, and pains of | medicine to open wounds, bums, or broken or
Mymensingh muscles and joints associated with | inflamed skin
backache, lumbage, straing, bruises, | Be careful not to get any of the ointment in your
Nuvista Pharma Ltd. sprains and arthrific or theumatic pain, | eyes
pain of tendons and ligaments.
Opsonin Pharma
Limited, Rupatali,
Barishal
33. Renata Limited liraconazole 50mg Itraconazole USP Antifungal It s an azole antifungal indicafed for | CONTRAINDICATIONS: Co-administration with 65mg TGA SIS | S
Mirpur, Dhaka Capsule 50mg Therapeutic the treatment of the following fungal | certain drugs that either affect metabolism of Capsule Pt w1t | =@
code: 020 | infections in immunocompromised and | ltraconazole or whose metabolism is affected by T
EVEREST non-immunocompromised adult | ttraconazole Hypersensitivity to ltraconazole SIDE- 100mg
: Pharmaceuticals patients:  Blastomycosis, pulmonary | EFFECT: Nausea, rash, vomiting, edema, Capsule
Ltd. BSCIC I/, and extrapulmonary Histoplasmosis, | headache, diarrhea, fatigue, fever, pruritus,
Kanchpur, including chronic cavitary pulmonary | hypertension, abnormal hepatic function, abdominal | 200mg Tablet
Narayanagnj disease and  disseminaied, non-
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meningeal histoplasmosis, and | pain, dizziness, hypokalemia, angrexia, malaise,
Incepta Aspergillosis, pulmonary and | decreased libido, somnolence, albuminuria,
Pharmaceuticals exirapulmonary, in patients who are | impotence. WARNINGS AND PRECAUTIONS:
Ltd.; Zirabo, Dhaka intolerant of or who are refractory to | Hepatotoxicity: Sericus hepatotoxicity, including liver
amphotericin B therapy. Limitations of | failure and death were reporied with the use of
Nuvista Pharma Ltd. Use: It is not indicated for the freatment | itracanazole. Discontinue treatment if signs of liver
of onychomycosis It is  not | dysfunction cccur Cardiac Dysrhythmias: Life
interchangeable or substitutable with | threatening cardiac dysrhythmias andfor sudden
other ltraconazole products death have occurred in patients using certain drugs
that are metabolized by human CYP450 enzymes
concomitantly with oral ifraconazole andfor other
CYP3A4 nhibitors Peripheral Neuropathy: This has
baen reported in patients on long-term therapy with
itraconazale. Monitor and promptly evaluate
neurclogic symptoms Hearing Loss: Reversible or
parmanent has been reported in patients.
Discontinug freatment if hearing loss oocurs.
34, Sguare Paracetamol 500 mg + | -Paracetamol BP Analgesicand | It is indicated for the treatment of | Warning: Hepatoloxicity, cardiovascular and New TGA aTaIeT g AT e Ry
Pharmaceuticals lbuprofen 150 mg [ 500 mg+ Antipyretic temporary relief of pain associated | gastrointestinal risk. g gt | g = =
PLC, Salgaria, Tablet {buprofen BP Therapeutic with: headache, migraine headache, | Contraindications: Horffde
Pabna 150mg Code: 006 tension  headache, sinus  pain, | 1. patients with known hypersensitivity to =7\
toothache, dental procedures, | acetaminophen, ibuprofen, other
Synovia Pharma backache, scre throat, arthritis, tennis | NSAIDs, or to any of the excipients in this product .
PLLC., Station Road, albow, period pain, muscular pain, | 2. pafients with a history of asthma, urticaria, or
Tongi, rheumatic pain, aches and pains | other allergic-type reactions after taking aspirin or
Gazipur associated with colds and flu. Reduces | other NSAIDs. Severe, somefimes fatal,
fever, anaphylactic reactions to NSAIDs have been
reported in such patients
3. the setting of coronary artery bypass graft
(CABG) surgery
Adverse Reactions: Common adversa reactions
are nausea, vomiting, headache, dizziness,
somnolence, post-procedural hemorrhage, and
swelling of the face
35, The ACME Calcium (from Calcium | Calcium {from Metals, Salts, | "People at risk of Vitamin D, Vitamin K | Contra-indications: New TGA LTI T3 TEANT Sl
Laboratories Lid. carbonate) BP 800 mg | Calcium Minerals & or Calcium insufficiency. Confraindicated In pafients with a known frarg wmgteE | wE Raiw wogs
Dhamral, Dhaka + Colecalciferol USP carbonate) BP Calicium *Those who identify as older adults/ hypersensitivity to any of the ingredients. etifet wal 7]
{Vitamin D3 1000lU} 25 | 800 mg + Preparations | postmenopausal women. Side effects: =
micrograms + Calecalciferol *People who want to support healthy Allergic sensitization has been reported following
tenaquinone-7 USP (Vitamin D3 Therapeautic bones. administration of folic acid
{Vitamin K2) BP 180 10001V 25 Code: 062
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micrograms micrograms + Warning & Precautions:
Tablets Menagquinone-7 Always read the label and follow the directions for
{Vitamin K2} BP use. Do not take white on warfarin therapy without
180 micrograms medical advice,

36. The ACME Calcium ffrom Calcium | Calgium (from Metais, Salts, | *People at risk of Vitamin D, Vitamin K i Contra-indications: New TGA AT 5, TEIRT AT
Laboratories Ltd. carbonate] BP 600 mg | Caleium Minerals & or Calcium insufficiency. Confraindicated in patients with a known Tauig gren | wE Ry Abngg
Dhamrai, Dhaka + Colecalcifero! USP carbonate) BP Calcium *Those who identify as older adults/ hypersensitivity to any of the ingredients. eiiferet T 79T 5

(Vitamin D3 10001U) 26 | 600 mg + Preparations | postmenopausal women. Side effects: Eol
micrograms + Colecalciferol *People who want to support healthy Allergic sensitization has been reported following
ienaquinone-7 USP {¥itamin D3 Therapeutic bones. administration of folic acid
{Vitamin K2) BP 180 10001U) 25 Code; 062 -
micrograms micrograms + Warning & Precautions:
Tablets Menaguinong-7 Always read the label and follow the directions for
{Vitamin K2) BP use. Do not take while on warfarin therapy without .
180 micrograms medical advice.

ar. The ACME Calgium [from Caicium | Calcium {from Metals, Salts, | *People at risk of Vitamin D, Vitamin K | Contra-indications: New TGA AT A%, ST e
Laboratories Ltd. carbonate {Oyster Shell | Calcium Minerals & or Calcium insufficiency. Coniraindicated in  patflents with a2 known Tl grER | Faw eI T
Dhamrai, Dhaka Source)] BPBOC mg+ | carbonate) BP Calcium *Those who identify as older adults/ hypersensitivily to any of the ingredients. st =t Eul

Colecalcifercl USP 800 mg + Preparations | postmencpausal women. Side effects: =
{Vitamin D3 10001U) 25 | Colecalciferol *People who want to support healthy Allergic sensifization has been reported following

micrograms + USP (Vitamin D3 Therapeutic | bones. administration of folic acid

Menaquinone-7 1000IU) 25 Code: 062

{Vitamin K2j BP 180 micrograms + Warning & Precautions:

micrograms Menaguinone-7 Always read the label and follow the directions for

Tablets - {Vitamin K2) BP use. Do not take while on warfarin therapy without

180 micrograms medical advice.

38. The ACME Calcium [from Calcium | Caleium {from Metals, Salts, | *People at risk of Vitamin D, Vitamin X | Contra-indications: New TGA AT % i =) [E
Laboratories Ltd. carbonate {Oyster Shell | Calcium Minerals & or Calcium insufficiency. Confraindicated in  patients with a known fram amyrEe | FRag g =0
Dhamrai, Dhaka Source)] BP 600 mg+ | carbonate) BP Calcium *Those who identify as older adults hypersensitivity to any of the ingredients. Hofifit At 7|

Colecalciferol USP 600 mg + Freparations | postmenopausal women. Side effects: )
{Vitamin D3 1000/1U) 25 | Colecalgiferol *People who want to support healthy Allergic sensitization has been reported foilowing
micrograms + USP {Vitamin D3 Therapeutic bones, administration of folic acid
Menaguinone-7 10001U) 25 Code: 062
{¥itamin K2) BP 180 micrograms + Warnlng & Precautions:
micrograms Menaguinone-7 Always read the label and follow the directions for
Tablets (Vitamin K2} BP use. Do not take while on warfarin therapy without

180 micrograms . medical advice. o
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39. UniMed UniHealth | Chiorhexidine (Chlorhexidine Antiseptic & | It is indicated for the post-operative | Contraindications: Mot for use by children less New TGA TLATNT | SR T
Pharmaceuticals Gluconate 0.30gm + Gluconate Antihistamine care of nasal mucosa and as an aid in | than 2 years of age. Not recommended for children A war | T
Ltd, B.K Bar, | Phenylephrine Solution 20% B8P the treatment of nasal vestibuliis. It | 2 -6 years of ages except on medical advice. =
Gazipur Sadar, | Hydrochloride 1.50gm eqv. to soffens nasal crusts which helps to | Nasalate should not be used for more than 7 .
Gazipur 0.25gm{100gm Masal Chlorhexiding prevent drying and breakdown. of the | consecutive days. If you have heart problems, high
Cream Gluconate 0.30gm membranes, It alsc constricts blood | blood pressure or are taking anti-depressant
Square + Phenylephrine vessels locally fo prevent further | medication see your doctor before using this
Pharmaceuticals Hydrachloride BP bleeding. product. Nasalate should not be used during
PLC, Salgaria, 0.25gm)100gm pregnancy or lactation.
Pabna
Advanced Chemical .
Industries Limited, 7
Hajeegon], Godnyl,
Narayangonj
40, UniMed UniHealth Benzyl Afcohol 6.50mg | Benzyl Alcohol BP It is used for rapidly numbs painful | Contraindications: New TGA elrate T Hrate (25}
Pharmaceuticals * Celylpyridium | 6.50mg + sore throats and helps to kill bacteria. | i. If you are pregnant or breast feeding i is Ruyrr wtogrza | faiy e <91
Ltd. Chloride 1.47mg | Cetylpyridium recommended to consult a healthcare professional it =
B.K Bari, Gazipur Lozenge Chloride BP to ensure the Iozenges are suitable for your needs. 0 |
Sadar, Gazipur 147mg il Da not take hot food or drink soon after using this
product because it may burn your mouth,
41. Ziska Ganirelix 250 g (as Ganirelix Acetate Therapeutic For the prevention of premature | Contraindications: Hypersensitivity to the active New TGA TR | S
Pharmaceuticals acetate) /0.5 ml solution | USP 268 mog eq. class: Anfi- Iuteinization and ovulation in pafients | substance or to any of the components including seifes Tt | =W
Lid. for injection preflied to Ganirafix 250 gonadotrophin | undergoing controllad ovarian | natural rubberflatex - Hypersensitivity to GnRH or =]
syringe 1gf0.5ml releasing stimulation, followed by cocyte pick up | any other GhRH analogue - Pregnancy or lactation -
hormone and assisted reproductive techniquss. Moderate to severe renal impairment and hepatic
- impairment,
. Side effects: General disorders and administrative
site conditions Ganirelix may cause a skin reaction
(in 10% - 15% of the patients modsrate or severe
redness with or without swelling was reported) at the
site of injection, which normally disappears within 4
hours after administration. Maiaise was reported in
0.3% of patients. Immune system disorders Very
rarely, post-marketing cases of hypersensitivity
reactions (including rash, facial swelling, dyspnea,
anaphylaxis  {including  anaphylactic  shock),
angicedema, and urficaria) have been reported, as
early as with the first dose, among patients
administered ganirelix. Nervous system disorders
M Headache (0.4%) Gastrointestinal disorders Nausea
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{0.5%) Other reported adverse events are rather
related to the controlied ovarian hyperstimulation
treatment for assisted reproduction technique (ART)
than fo ganirelix (e.g., pelic pain, abdominal
distension, ovarian hyperstimulation  syndrome
{OHSS), ectopic pregnancy and spontanecus
abortion).

Warnings and precautions: Special care should be
taken in women with signs and symptoms of active
allergic cenditions. Cases of hypersensitivity
reactions {both generalized and local), have been
reported with ganirelix, as early as with the first
dose, during post-marketing surveillance. These
events have included anaphylaxis {including
anaphylactic shock), angioedema, and urticaria,
Quarian hyperstimulation syndrome (OHSS) may
occur during er following ovarian stimulation. OHSS
must be considered an intrinsic risk of
gonadotrophin stimulation. OHSS should be treated
symptomatically, e.g. with rest, intravenous infusion
of electrolyte selutions or colloids and heparin.

Since infertile women undergoing assisted
reproduction, and particularly IVF, often have tubal
abnormalities, the incidence of ectopic pregnancies
might be increased. The safefy and efficacy of
ganirelix have not been established in women
weighing less than 50 kg or more than 90 kg.

42,

Ziska
Pharmaceuticals
Ltd.

Pexchlorpheniramine
Maleate 2 mg Tablet

Dexchlorpheniram
ine Malsate USP
2mg

Therapeutic
Class:
Histamine H1
antagonist

Indicated  for  the  symptomatic
treatment of perennial and seasonal
gllergic rhinitls, vasomotor i
allergic conjunctivitis, mild
uncomplicated allergic skin,
manifestations  of  urticarta  and
angicedema. It may relieve itching due
to skin conditions such as allergic
eczema, pruritus ani, prurifus vulvae,
atopic, dermatitis, contact dermatitis,
ingect bites, dermographism and drug
reacticns, including serum sickness.

Contraindicatlons: None.

Side effects: Stop taking this medicine and seek
emergency medical affention if you experience an
alergic reaction to dexchlorpheniramine:(difficulty
breathing; closing of your throat; swelling of your
lips, tongue, or face; or hives). Other, less common
dexchlorpheniramine side effects may be more likely
to occur. Continue to take this medicine and talk to
your doctar if you experience

sleepiness, fatigue, or dizziness:
headachs;

dry mouth; or

difficulty urinating or an enlarged

New

TGA

LA (263
TRt AT T
el
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prostate,
. Side effects other than those listed here may also
aceur. Talk fo your doctor about any side effect that
seems Unusual or that is especially bothersome.
Warnings and precautions: Use caution when
driving, operating machinery, or performing other
hazardous activities, Dexchlorpheniramine may
cause dizzingss or drowsiness. If you experience
dizziness or drowsiness, aveid these activities.
43. Zigka Phenylephrine Phenylephrine Therapeutic | Temporary relief of the following cold & | Contraindications: None, New TGA ST T7E ST (55
Pharmaceuticals Hydrochloride 5 mg + | Hydrochioride Class: flu symptoms: nasal congestion, sinus | Shde effects: Not spacified, fytm amgres | Rag TgT T
Ltd. Paracetamol 500 mg | USP 5 mg + | Coughandcold | pain, runny nose, headache, body | Warnings and precautions: No Warnings included FotfE At Eul
Tablet Paracetamof  BP | medicafions | aches & pains. Reducas fever. The | on Record. =)
500 mg night tablets also provide refisf from
sneezing and itchy or watery eyes, and
. assist rest by providing relief from
) these sympioms.
44, Ziska Paracetamol 500mg + | Paracetamol BP Unclassified Temporary relief of the following cold & | Contralndlcations: Paracetamol: Paracetamol is New TGA YT 7L e ) 253
Pharmaceuticals Phenylephrine 500mg + Agents flu symptoms: nasal congestion, sinus | contraindicated for use in patients with known g wgras | R g o9
Ltd. Hydrochlorlde 5mg + Phenylephring pain, runny nose, headache, body | hypersensitivity or idiosyncratic reaction to et =
Chlorphenamine hydrochloride Therapeutlc aches & pains. Reduces fever. The | paracetamol {or any of the other ingredients in the = |
maleate 2 mg Tablet USP 5mg + code:075 night tablets also provide relief from | product). Pseudoephedrine hydrochioride:
Chlorphenamine sneezing and itchy or walery eyes, and | Pseudoephedrine s confraindicated for use in
maleate BP 2 mg assist rest by providing relief from | patients: with known hypersensitivity or idiosyncratic
these symptoms. reaction to pseudoephedrine {or any of the other
ingredients in the product); with severe hypertension
or coronary artery disease; taking monocamine
oxidase inhibifors (MAOIs} or who have taken MAOIs
within the previous 14 days. Chlorphenamine
maleate: Chlorphenaming is confraindicated for use
in patients with: a history of hypersensitivity to the
substance or substances of similar chemical
sfructure (or any of the other ingredients in the
product); narrow-angle glaucoma; stenosing peptic
ulcer; symptomatic prostatic hypertrophy; bladder
neck obstruction; pyloroduodenal obstruction,
Side effects: Nausea, dyspepsia or vomiting °
drowsiness or sleepiness -+ difficulty siesping «
nervousness * fatigue * headache » blurred vision »
excitabilly + restiessness » dizziness « difficulty
concentrating » lack of co-ordination * rapid heartbeat *
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* increased blood pressure + dry mouth, nose and
throat,

Warnings and precautions: Do not use with any
other paracetamol-containing products,
decongestants, antihistamines or cold and flu
madicines, Cases of hepatic dysfunctionffailure have
been reported in patients with depleted glutathione
levels, such as those who are severely
malnourished, anorexic, have a low body mass
index or are chronic heavy users of alcoho! or have
sepsis, Caution should be exercised in patients with
kidney impairment. and in those with hepatic
impairment due fo the paracetamol and
chiorpheniramine content of the product, Underlying
liver disease icreases the risk of paracetamol-
related liver damage. Caution should be exercised in
patients with cardiovascular disease, hypertension,
hyperthyroidism, prostatic enlargement, diabetes,
raised infraocular pressure inciuding glaucoma,
ehaeochromecyloma, epilepsy, ocolusive vascular
disease {e.g. Raynaud's phenomenon}, bronchitis,
bronchiectasis and bronchial asthma.

45, Ziska
Pharmaceuticals
Lid,

Beta-carotene 1 mg +
Docosahexaencic acid
{DHA} 100 mg + lutein
5mg + Zeaxanthin 1
mg Capsule

Betacarotene
USP1mg +
Docosahexaenoic
acid (DHA} USP
100 mg + lutein
USP 5mg +
Zeaxanthin USP
1mg

Therapeutic class
Vitamin &
Minerals

Helps maintains/support healthy fetal
CNS/brain development;
Maintainsfsupport  healthy  fetal
development; Maintain  /  support
healthy pregnancy; Maintain/support
maternal  health;  Maintain/support
preconception health.

Contraindications: Not found on report.

Side effects: burping, changes in your sense of
taste; loss of appetite; diarrhea, constipation, upset
stomach; back pain; or, dry mouth,

Warnings and precautions:

Contains scya bean products. Do not use it if the
seal is broken or missing. Advise your doctor of any
medicine you take during pregnancy, particularly in
your first trimaster,
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46, Mavana
Phamacesuticals
Limited

Incepta
Pharmaceuticals
Ltd.; Dhamrai Unlt,

Urea & Lactic Acid

Urea BP 10% &
Lactic Acid BP 5%
Cream

Skin and
Mucous
Membrane
Preparations

Therapeutic
Code: 071

It is & moisturizing cream used for
the supportive treatment of side
effects on skin which arises dus to
chemotherapy by various neoplastic
agents.

Contraindications:
Hypersensitivily to the active substance or to any of
the excipients.

Side Effects:
It may cause smarting or stinging pain, burning,

_itehing that normally disappear upon discontinuing
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Molecule) TGA
Phaka the medicaticn. if severe imitation occur, then it
should be discontinued.
Opsonin Pharma
Lid. Wamings and Precautions:
It can cause smarting or stinging pain if applied to
raw areas, fissures or mucous membranes. It should
) be avoided to confact with eyes, lips or mucous
membranes.
47 Drug International Trecsulfan 260 mg | Treosulfan INN Anticancer Treosulfan is indicated for the palliative | Contraindication: It is coniraindicated in patients New UKMITRA TEAMEAE | SR e
Lid. Capsule _ 250 mg treatment of epithelial ovarian cancer. | with known hypersensitivity to Treosulfan or any Aifai = | omm
Piot # 13A & 144, Therpaeutic other compenents of this product. =
Tongi I74, Tongi, Code No: 010
Gazipur. Precaution: Risk of infections: The risk of

infections {mycatic, viral, and bacterial] may be
increased.  Haematological  effects  and
monltoring of blood count: The dose-limiting side
effact of treosulfan is myelosupprassion, which is
usually reversible. It is manifested by a reduction in
leukocytes and platelets and a2 decrease in
haemoglobin. The leukocytes and platelets usually
reach their baseline level after 28 days. Risk of
malignancy: The risk is depending on the
cumulative dose of treosulfan. Single cases of
myeloma,  myeloprofiferative  disorder  and
myelodysplastic syndreme have additionaliy been
reported. Pulmonary toxicity: If allergic alvediitis or
pulmenary fibrosis develop, treosulfan should be
permanently discontinued. Risk of cystitis: Due to
the possible development of a haemorrhagic cystitis,
patients are advised to drink more fluids for up to 24
hours after infravenous infusion. Renal impairment:
As Treosulfan is excreted renally, blood counts
should be carefully monitored in patients with renal
impairment and the dose adjusted accordingly.,
Warning: As per precaution.

Side effects: Most common side effects are viral,
bacterial infections, myeloma, myeloproliferative
disorder,  leukocytopenia,  thrombocytopenia,
anaemia, Allergic reactions efc.
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48.

Drug International
itd.

Plot # 13A & 144,
Tongi IfA, Tongi,
Gazipur.

Treosulfan  1.00gmivial
Injection

Treosulfan INN
1.00gmivial

Anticancer

Therpaeutic
Code No: 010

Treosulfan is indicated for the pa

fre

treatment of epithelial ovarian cancer.

Contraindication: |t fs contraindicated in patients
with known hypersensitivity to Treosulfan or any
other components of this product,

Precaufion;

Risk of infections: The risk of infections {mycotic,
viral, and  bacterial may be increased.
Haematological effects and monitoring of hlood
count: The dose-limiting side affect of freosulfan is
myelosuppression, which is usually reversible. it is
manifested by a reduction in leukocyles and
platelets and a dscrease in haemoglobin. The
leukocytes and platelets usually reach their baseline
level after 28 days. Risk of malignancy: The risk is
depending on the cumulative dose of treosuifan.
Single cases of myeloma, myeloproliferative
disorder and myelodysplastic syndrome have
addifionally been reported. Pulmonary toxicity: if
allergic alveolitis or pulmonary fibrosis develop,
treosulfan should be permanently discontinued.
Risk of cystitis: Due fo the possible development
of a haemorrhagic cystitis, patients are advised to
drink more fluids for up to 24 hours after infravenous
infusion. Renal impairment: As ireosulfan is
exoreted renally, blood counts should be carefully
monitored in patients with renal impairment and the
dose adjusted accordingly.

Warning: As per precaution,

Side effects: Most common side effects are viral,
bacterial infections, myeloma, myeloproliferative
disorder,  leukocytopenia,  thrombocytopenia,
anaemia, Allergic reactions etc,
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48,

Drug International
Ltd., 31/1, Satrong,
Tongi I7A, Gazipur

Buserslinas Buserelin
Acetate 1.00mg/ml
Injection

Buserelin INN as
Buserelin Acetate
1.00mg/mi

Hormone

Therpasutic
Code: 056

The palliative treatment (initlal and
maintenance treatment) of patients with

hormone-dependent

advanced

carcinoma of the prostate gland (Stage

D)

Contralndication: it is Contraindicated in this drug
is confraindicated in- Hypersensitivity, prostate
cancer, women who are breastfeeding, females
having undiagnosed abnormalvaginal bleeding eic.
Precaution:lt should not be administered in the
following conditions: endometriosis and prostate
cancer ete.
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Warning: As per precaution,

Side effects:Certain adverse effects (e.g. dizziness)

may impair the patient’s ability to concentrate and

react, and therefore, constitute a risk in situations

where these abilities are of special importance (..

operaling a vehicle or machinery).

50. Drug International Docusate Sodium Docusate Sedium Laxative It is indicated to prevent and ireat | Contraindication: It is contraindicated in patients Docusate UKMHRA AT | WA F
Ltd., 311, Satrong, | 250mg/100md Pediatric | USP chronic constipation and as an adjunct | with known to have hypersensitivity to the active Sodium e = | T
Tongi /A, Gazipur Drops 250.00mg/100m Therpaeutic | in abdominal radiclogical procedure. ingredient or any other component of this drug, This 100mg e

Code: 080 is also contraindicated inthe presence of abdominal Capsule
pain, intestinal obstruction, nausea or if vomiting
Incepta oceurs.
Pharmaceuticals Precaution: Docusate Sodium should not give to
Ltd.; Zirabo, Dhaka infants under six months. Prolonged use can
precipitate the onset of an atonic non-functioning .
Opsonin Pharma colon and hypokalemia.
Ltd., Barisal Warning: As with all laxatives, do not give Docusate
Sedium Paediatric every
day for & long time
Side effects: Stimulant laxatives increase intestinal
motility and often cause abdominal cramp. There
have been spontangous reporis of bumning
sensation in mouth and throat following the use of
Typharm Docusate Secdium Pediatric patients are
advised fo drink plenty of water of flavored drink
after taking the solution.

51. Eskayef Xylometazoline Xylometazoline Ear & Nose It is used for reducing the swelling of | CONTRAINDICATIONS: Xylometazofin | UKMHRA | s 3 ST e
Pharmaceuticals Hydrochloride 0.1mg + | Hydrochloride Preparations | the inflamed nasal mucous membrane | « Hypersansitivity to the active substances or to e fum Amgrs | Ry wwgy 74
Limited, Tongi, Dexpanthenal S5mg | USP  0dmg + {rhinitis} and refieving the symptoms of any of the excipients Hydrochloride TetifErt @t Eat
Gazipur Nasal Spray Dexpanthenol BP Therapeutic nasal congestion associated with the | e Contraindicated in children under 12 years of | 0.05%,0.1% |

HEmgH00puL Code: 050 common cold, influenza, sinusitis, age Nasal Draps/
General alergic and non-allergic  rhintis | e Confraindicated in  individuals  with dry | Nasal Spray
Pharmaceutical (vasometor thinitis) or other respiratory inflammation of the nasal mucosa (rhinitis sicca)
E.Q_ AC:_TNV tract m__mﬁm_mmA This medicine s « Contraindicaied in individuals who are wm_ﬁm_‘_@ or Sodium
Gazipur intended for use in aduits and children have taken monoamine oxidase inhibitors within | Cromoglycate
aged 12 years or over. the preceding two weeks 2h+
» Contraindicated in individuals with a history of | Xylometazoiin .
transsphenoidal hypophysectomy or other e
surgical interventions which expose the dura | Hydrochloride
mater. 0.025% Nasal
Drops
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SIDE-EFFECT: Sodium '

- « |mmune system Disorders Cromoglycate
» Psychiatric Disordars 0.003% +
« Nervous system Disorders Xylometazolin
» Cardiac disorders e
» Respiratory, thoracic and mediastinal disorders | Hydrochloride

0.033% Nasal
WARNINGS AND PRECAUTIONS: Spray
This medicinal product may be used only after a
careful assessment of the risks and benefits in
cases of;
» increased infraccular pressure, espacially
narrow-angle glaucoma,
« sgrious heart and circulatory diseases (e.qg. )
coronhary heart disease,
« hyperension),
» phaecchromocytoma,
» metabolic disorders {e.q., hyperthyroidism,
) diabetes),

» porphyria,
prostate hyperplasia.

52. Eskayef Xylometazcline Xylometazoling Ear & Nose This Masal spray is a combination | CONTRAINDICATIONS: Xylometazolin UKMHRA ST % o) e
Pharmaceuticals Hydrochloride 70meg + | Hydrachloride Preparations | medicinal product consisting of two | e It should not be given to children under the age 8 Ry amgEe | fuir =g w40
Limited, Tongi, fpratropium  Bromide | USP 70meg  + different substances {xylometazoline of 18 due to lack of sufficlent documentation. Hydrochloride 77 Pt | =
Gazipur 84meg Nasal Spray Ipratropium Therapeutic | hydrochloride and ipratropium |« Hypersensitivity fo the active substances or to | 0.05%, 0.1% 7

Bromide . BP Code: 050 bromide). One of the active ingredients any of the excipients Nasal Drops/
B4meg M40pL (ipratropium bromide} helps with the | o Hypersensitivity to atropine or atropine like | Nasal Spray
runny nose; the other {xylometazoling substances such as, hyoscyamine and
hydrochloride) has a decongesting | scopolamine. Sodium
effect. This Nasal spray is used for the | o After surgical operations where dura mater may | Cromoglycate
treatment of nasal congestion with have been penetraled, eg. trans-sphencidal 2% +
runny nose {rhinorthea) in connection hypophyseclomy o ofher ftrans-nasal | Xylometazolin
- with common colds, operations. e
» Glaucoma. Hydrochloride
« Rhinitis sicca or atrophic rhinits 0.025% Nasal
Drops
SIDE-EFFECT:

, Like all medicines, this medicine can cause sige | _ Sodum

.. effects, aithough not_everybody gets them. STOP | Cromoglycate
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using this Nasal spray and seek medical help 0.003% +
immediately if you have any of the following: Xylometazolin
e Palpitations and increased heart rate {(affects e
: less than 1 in 100 people) Hydrochloride
+ Signs of an allergic reaction as difficulty | 0.033% Nasal
breathing, speaking or swallowing; swelling of Spray
the face, lips, tongue or throat; severe ifching of
_ the skin, with a red rash or raised bumps | Ipratropium
{frequency not known cannot be estimated from |  Bromide 20
avallable data) megiSpray
» disturbances of vision {including blurred vision, Spray
worsening of glaucoma or increased pressure in
the eye), rainbow-coloured circles/haloes around |  Ipratropium
bright lights andfor eye pain (frequency not | Bromide 260
known cannot be estimated from available data) meg/ml
Solution
WARNINGS AND PRECAUTIONS: .
The medicinal product must be used with caution in |  Ipratropium
patients who are sensitive to adrenergic substances, Bromide
which may give symptoms such as sleeping 0.04% +
disturbances, dizziness, tremor, cardiac anythmias | Salbutamol
or elevated biood pressure. The medicinal product 0.12%
¥ must be administered with caution to patients with: Nebuliser
o Heart disease {e.g. long QT syndrome) Solution
+ Raised blood pressure _
+ Diabetes _uaﬁu_:s
o An overactive thyroid gland (hyperthyroidism) Bromide 20
« Difficulty in urinating and/or an enlarged prostate meg +
gland mm_ﬂﬁmaa_
. quoi.m_.._m_o glaucoma (sudden build-up of mag/Metered
pressure in the eye} _ .
nhalation P
= A fendency to have nosebleeds Aerosol
» Obstruction of the intestine (paralytic leus), Inhalation
_ = Cystic fibrosis
» Benign tumour of the adrenal gland that
produces high amounts of adrenaline and nor-
adrenaline (phaecchromocytoma) or a particular
sensitivity o adrenaline and nor-adrenaline
53, Square Lifesciences | Simethicone 300mg + | Simethicone BP Anticholinergic | Itis indicated for the relisf of abdominal | Contraindication: It should not be used in Paralytic Alvering UKMHRA At TE AT ™2
Ltd., Hemayetpur, Alverne Cltrate 80mg | 300mg + Alverine i pain in initable bowel syndrome lleus condition and if there is Intestinal abstruction. Citrate 60mg g aiwegEs | Rum swogd w4
L

33|Page

CC-255Meetiug




Annex-A: T Teoiveaa o=y 8w QB 7 sifere
s, Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Wamings and Status USFDA/! BNF/| Waffmiewig ey fmms sl
No. Manufacturer with dosage form with Strength Class and "Precautions (New [ UKMHRA/ | =fifor~eom L Einved
Code Existing EMA/PMDA/ e
. Moleculg) TGA
Pabna Capsule Cifrate BP 60mg Therapeutic It should be avoided during pregnancy and lactation. &120mg et =t =
code: 011 This can't be administered if there is any history of Tablet = |
allergic reaction or Infolerance to alverine or to any
of the excipients. Patient with hypearsensitivity to
peanut or soya should avoid this,
Warnings and Precautions: Other causes of
gastra intestinal pathology should be outruled, and
patients not improving after 2 weeks of treatment
should be reviewed by physician,
54. Square Xylometazoline Xylometazoline Ear and Nose Symptomatic treatment of nasal Contraindlcations: |t should not be given to Sodium UKMHRA oG e, | ATAMEE [GEY
Pharmaceuticals Hydrachloride 0.50mg + | Hydroghioride preparations congestion and rhinorrhea in children under the age of 18 due to lack of sufficient | Cromoglycate Ry AT | fum g w90
PLC, Salgaria, Ipratropium  Bromide | USP 0.500 mg + connection with comman colds. documentation. Hypersensitivity to the active 0.003% + oA =t =
Pabna 080 mg / mi Nasal | ipratropium Therapeutic substances. Hypersensitivity to atropine or atropine | Xylometazolin =)
Spray Bromide BP 0.600 Code; 050 like substances such as, hyoscyamine and 8
Opsaonin mg /ml scopolamine. After surgical operations where dura | Hydrochloride
) Pharma Limited, mater may have been penstrated, e.. trans- | 0.033% Nasal
Rupatali, Barishal sphenoidal hypophysectomy or other trans-nasal Spray
operations. Glaucoma. Rhinitis sicca or atrophic
rhinitis.
Side effects: Nasal discomfort, congestion of the
nose, dry nose, pain in the nose, altered tasts
i - | sensation, headache, dizziness, local burning
sensation.
55, Navana Orphenadrine 25 mg + | Orphenadrine Analgesics and | It is used to treat muscle spasmsf pain. | Contraindications: Because of the mild anti- New US FDA ST T8 ST e
Pharmacsuticals Aspirin 385 mg + USP 25 mg + Antipyretics it is usually used cholinergic effect of Orphenadrine, Norgesic Forte o g | Ry wiweg =40
Limited Caffeine 30 mg Tablet | Aspirin BP 385 mg along with rest, physical therapy and | Tablets should not be used in pafients with Fojifef wat el
+Caffeine BP 30 | Therapeutic other treatment gaucoma, pyloric or duodenal obstruction, |
EVEREST mg +| Code; 006 achalasta, prostatic hypertrophy, or obstructions at
Pharmaceuticals the bladder neck. Norgesic Forte Tablets are also
Ltd. BSCIC IfA, confraindicated in patients with myasthenia gravis
_ Kanchpur, and in patients known fo be sensitive to aspirin or
Narayanagnj, caffeine. The drug is contraindicated in patients who
BANGLADESH have demonstrated a previous hypersensitivity fo
the drug.
Side Effects: Dry mauth, blurred vision, dilatation of
the pupil, increased intraccuiar tension, weakness,
nausea,  vomiting,  headache,  dizziness,
constipation, drowsiness, and rarely, urticaria and
other dermatoses.
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Warnings and Precautions:
Reye's Syndrome may develop in individuals who
have chicken pox, infiuenza, or flu symptoms. Some
studies suggest possible association between the
development of Reye's Syndrome and the use of
medicines  containing  salicylate or  aspirin.
.| Orphenadrine Cifrate, Aspirin and Caffeine Tablets
25 mgf 385 mg/ 30 mg contain aspirin and therefore
are not recommended for use in patients with
chicken pox, influenza, or flu symptoms.
Orphenadrine Citrate, Aspirin and Caffeing Tablets
may impair the ability of the patient to engage in
potentially hazardous aclivities such as operating
machinery or driving a motor vehicle; ambulatory
patients should therefore be cautioned accordingly.
Aspirin should be used with extreme caution in the
presence of pepllc ulcers and coagulation
56. AC| HealthCare Bupropion Bupropion Therapeutic | itis indicated in Contraindication: 150mg SR USFDA AT | WA ol
Limited, Sonargaon | Hydrochloride 300mg | Hydrachloride class; s seizure disorder. Tablet LGSR | ey
Museum Gate-1 Extended Release USP 300 mg Anti-depressant | -Major Depressive Disorder (MDD} =
Road, Treepordi, Tablet » In patients with a current or prior diagnosis of
Sonargaon, Therapautic | - Seasonal Affective Disorder (SAD). bulimia or anorexia nervosa as a higher
Narayanganj Code: 0114 incidence of seizures was observed in such
patients treated with Bupropion Hydrochloride
Extended Release (XL) Tablets.
EVEREST
Pharmaceuticals = in patients undergoing abrupt discontinuation of
Ltd. BSCIC /A, alcohol, henzodiazepines, barbiturates, and
Kanchpur, antiepileptic drugs.
Narayanagnj ) ) )
»  Increased tisk of hypartensive reactions when
: Bupropion Hydrochloride Extended Release )
Opsonin _u:ma._m (XL} Tablets are used concomitantly with _
Ltd. , Barishal MAOIs.
s  The use of Bupropion Hydrochloride Fxtended
Release (XL) Tablets within 14 days of
discontinuing treatment with an MAQ! is also
p contraindicated.
, _
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*  patient treated with reversible MAQIs such as
iinezolid or intravenous methylene blue is
contraindicated.
Side effects;
dry mouth, sore threat, stuffy nose; ringing in the
ears , insomnia, confusion, agitation, hostility,
nausea, vomiting, stomach pain, loss of appetite,
constipaticn etc,
a7. Advanced Chemical | Fluticasone Furoate Fluticasona Drugusedin | This combination is indicated for- Contraindication: 1)Fluticasone USEDA TN | S P
Industries Limited, 7 | 50mcg + Vilanterol 25 Furoate INN Bronchial 1} The maintenance treatment of This combination is contraindicated with known Furoate 100 P I | T
Hajeeganj, Godnyl, | meg Dry Powder 50mcg + Vilanterol Asthma, patients with chronic obstructive hypersensitivity fo milk proteins, fluticasone furoate, g + e
Narayangon], Inhalsr Trifenatate INN Chronlc pulmonary disease (COPD), vilanterol or any components of this product, This Vilanteral 25
39.80 mcg eqv. to obstructive 2) The maintenance treatment of combination is also contraindicated in primary g Dry
Vilanterol 25meg pulmonary asthma in patfents aged 5 years and treatment of status asthmaticus or other acute Pawder
disease older. episodes of COPD or asthma where intensive Inhaler
{COPD) Important limitation of use; This measures are required. Capsule
combination is not indicated for the 2)Fluticasone
Therapeutic relief of acute bronchospasm, Furoate 200 _
Code: 044 ug +
' , Vilanterol 25
. g Dry
Powder
_ inhaler
Capsule
58, Beacon Gemcitabine Gemeitabine Anti-cancer Gemcitabine Injection is a nucleoside Contraindications: Patients with a known 200mg, USFDA TR | SR SR
Pharmaceuticals 2.0gm/52.6 ml Solution | Hydrochloride metabolic inhibitor indicated: ty {0 gemcitabine. 1.0gm P war | =
PLC for injection USP 2.0gm/52.6 Therapeutic » in combination with carboplatin, for 77|
Kathali, Bhaluka, mi {38 mg/ml) Code:010 the treatment of advanced ovarian Side-Effect: The most common adverse reactions
Mymensingh . cancer that has relapsed at least 6 for the single agent (220%) are nauseafvomiting,
manths after completion of platinum- anemia, hepatic transaminitis, neutropenia,
based therapy. Increased alkaling phosphatase, proteinuria, fever,
« in combination with paclitaxei, for first- | hematuria, rash, thrombocytopenia, dyspnea, and
| line treatment of metastatic breast peripheral edema
cancer after failure of prior
anthracycline-containing adjuvant m
m. chemotherapy, unless anthracyclines :
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were clinically contraindicatad.
s in combination with clsplatin for the
treatment of non-small cell lung cancer.
» as a single agent for the treatment of
pancreatic cancer,
59. Beacon Sodium Nitroprusside Sodium Cerebral Sodium nitroprusside is a direct acting | Contraindications: * Diseases with compensatory New USFDA TS T8 arales %
Pharmaceuticals 50mg Solution Nitroprusside USP | Yasodilator vasodilator indicated for; + Immediate hypertension {e.g. coarctation of the aorta, i AgTR | R Segg o9
PLC 50mg/100mL reduction of blood pressure arteriovenous shunting] (4). el st el
Kathali, Bhaluka, Therapeutic * Producing controlled hypotension to » Inadequate cerebral circulation or moribund =
Mymensingh Code:036 reduce bleeding during surgery patients (A.5.A. Class 5E) coming to emergency
. * Treatment of acute heart fallure to surgery
reduce [eft veniricular end-diastolic {4). » Congenital {Leber's) optic atrophy or tobacco
pressure, pulmonary capillary wedge amblyopia (4],
prassure, peripheral vascular « Acute heart failure with reduced peripheral
resistance and mean artertal blood vascular resistance (4).
pressure + Concomitant use with sildenafil, tadalafii, vardenifi
or ricciguat {4) .
Side-Effect: Most common adverse reactions are
hypotension and cyanide toxicity (6).
0, Beacon Ibrutinib 280mg Tablet | Ibrutinib INN Anti-cancer His a kinase inhibitor indicated forthe | Contraindication None 140mg USFDA AR | STV
Pharmaceuticals 280mg treatment of adult patients with: Side-effects: The most commaon adverse reactions capsule P Ta | @
PLC Therapeutic | » Mantle cell lymphoma (MCL) who {220%) in patients with B-cell malignancies (MCL, =
Kathali, Bhaluka, Code:010 have received at least one prior therapy | CLL/SLL, WM and MZL} were neutropenia,
Mymensingh {1.1). Accelerated approval was granted | thrombocytopenia, diarrhea, anemia,
- for this indication based on overall musculoskeletal palm, rash, nausea, bruising, fatique,
‘ response rate. Continued approval for | hemorthage, and pyrexia (6). The most common
EVEREST this indication may be contingent upon | adverse reactions (=20%) in patients with cGVHD
Pharmaceuticals verification and deseription of clinical were fatigue, bruising, diarrhea, thrombocytopenia,
Lid. BSCIC I/A, benefit in a confirmatory trial, musgle spasms, stomafitis, nausea, hemorrhage,
Kanchpur, « Chronic lymphacytic leukemia anemia, and pneumonia.
Narayanagnj {CLLYSmall lymphocytic lymphoma E»wz_zm AND _vxmn_pc._._oZm Hemorrhage:
(SLL) Monitor for bleeding and manage
= Chronic fymphacytic leukemia = [nfections: Monitor patients for fever and
) {CLLYSmall lymphocytic lymphoma infections, evaluate promptly, and treat {5.2). »
SLL) with 17p deletion Cytopenias: Check complete biood counts monthly
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» Waldenstrdm's macroglobulinemia + Cardiac arrhythmias: Monitor for symptoms of
(WM} arrhythmias and manage
» Marginal zone lymphoma {MZL) who | e Hypertension: Monitor blood pressure and treat
require systemic therapy and have » Second Primary Malignancies: Other malignancies
received at least one prior anti-CD20- have occurred fn patients, including skin cangers,
based therapy (1.5). Accelerated and other carcinomas
approval was granted for this indication |  Tumor Lysis Syndrome (TLS); Assess baseline risk
based on overall response rate. and take precautions. Monitor and treat for TLS
Continued approval for this indication |« Embryo-Fetal Toxicity: Can cause fetal harm,
may be contingent upon verification and | Advise women of the potential risk to a fetus and to
X , description of clinical benefit in a avaid pregnancy while taking the drug and for 1
confirmatory trial. month after cessation of therapy. Advise men to
» Chronic graft versus host disease avoid fathering a child during the same time period
{cGVHD) after failure of one or more {5.8,8.3)
lines of systemic therapy
61, Beacon lbrutinib 420mg Tablet | Ibrutinib INN Anti-cancer Itis a kinase inhibitor indicated for the | Contraindication Nons 140mg USFDA AWM | eI
Pharmaceuticals 420mg treatment of adult patients with: Side-effects: The most common adverse reactions capsule T s | g
PLC, Kathali, Therapeutic » Mantle cell lymphoma {MCL) who {220%] in patients with B-cell malignancies (MCL, Eoll
Bhaluka, Code:10 have received at |east one prior therapy | CLL/SLL, WM and MZL) were neutropenia,
Mymensingh (1.1). Accelerated approval was granted | thrombocytopenia, diarthea, anemia,
for this indication based on overall musculoskeletal pain, rash, nausea, bruising, fatigue,
EVEREST respense rate. Continuad approval for | hemorrhage, and pyrexia (6}, The most common
Pharmaceuticals this indication may be contingent upon | adverse reactions (20%} in pafients with cGYHD
Ltd. BSCIC IfA, verification and description of clinical were fatigue, bruising, diarrhea, thrombocytopenia,
Kanchpur, benefit in a confirmatory irial. scmo_.m spasms, m_oam.ﬂ_ﬁ_m_ nausea, hemorrhage,
Narayanagnj « Chronic lymphocytic leukemia anemia, and pneumonia.

{CLLYSmall lymphecytic lymphoma

{SLL}

» Chronic lymphocytic leukemia

{CLL}YSmall lymphocytic lymphoma

{SLL} with 17p deletion

» Waldenstrdm's macroglobulinemia

(W)

» Marginal zone lymphoma {MZL) who

require systemic therapy and have

received at least one prior anti-CD20-

based therapy (1.5). Accelerated

approval was granted for this indication

based on overall response rate.
JContinued approval for this indication

L]

WARNING AND PRECAUTIONS Hemorrhage:
Menitor for bleeding and manage

» Infections: Monitor patients for fever and
infections, evaluate promptly, and treat (5.2).
Cytopenias: Check complete blood counts monthly

« Cardiac arthythmias: Monitor for symptoms of
arrhythmias and manage

= Hypertension: Monitor bleod pressure and treat

= Second Primary Malignancies: Other malignancies
have eccurred in patients, including skin cancers,
and other carcinomas .

» Tumor Lysis Syndrome (TL.S); Assess baseline risk
and take precautions. Monitor and treat for TLS

= Embryo-Fetal Toxicity: Can cause fetal harm,
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Molecule) TGA
. may be contingent upon verification and | Advise women of the potential risk to a fatus and to
description of clinical benefit in a avoid pragnancy while taking the drug and for 1
confirmatory trial, month after cessation of therapy. Advise men to
«+ Chronic graft versus host disease avoid fathering a child during the same time period '
{cGVHD) after fallure of one or more {6.8,8.3)
lines of systemic therapy
62, Beacon brutinib 5680mg Tablet | Ibrutinib INN Anti-cancer Itis a kinase inhibitor indicated forthe | Confraindication None 140mg USFDA TIAMAT | S
Pharmaceuticals 560myg treatment of adult patients with: Side-effects: The most common adverse reactions capsule Folfeey Tt | T
PLC Therapeutic « Mantle cell lymphoma (MCL) who {220%) in patients with B-cell malignancies (MCL, W
Code:010 have received at least one prior therapy | CLL/SLL, WM and MZL) were neutropenia,
Kathali, Bhaluka, (1.1). Accelerated approval was granted | thrombocytopenia, diarrhea, anemia,
Mymensingh for this indication based on overall musculoskeletal pain, rash, nausea, bruising, fatique,
response rate. Continued approval for | hemorrhage, and pyrexia {6}, The most common
this indication may be contingent upon | adverse reactions (220%) in patients with cGYHD
verification and description of clinical were fatigue, bruising, diarrhea, thromboeytopenia,
benefit in a confirmatory frial. muscle spasms, stomatitis, nausea, hemorrhage,
» Chronic lymphocytic leukemia anemia, and pnaumonia.
{CLLYSmall lymphocytic lymphoma WARNING AND PRECAUTIONS Hemorrhage:
(SLL) Manitor for bleeding and manage
. o Chronic lymphocytic feukemia « Infections: Manitor patients for fever and
{CLLY/Small lymphoeytic lymphoma infections, evaluate promptly, and treat (5.2), »
{SLL) with 17p deletion Cytopenias: Check complete bload counts manthly
« Waldenstrém's macroglobulinemia « Cardiac arrhythmias: Menitor for symptoms of
(W) arthythmias and manage .
. . = Marginal zone lymphoma (MZL) who |« Hypertension: Monitor blocd pressure and treat
’ require systemic therapy and have » Second Primary Malignancies: Other malignancies
received at least one prior anti-CD20- have occurred in patients, including skin cancers,
; based therapy (1.5). Accelerated and other carcinomas
approval was granted for this indication |  Tumor Lysis Syndrome (TLS): Assess baseline risk
based on overall response rate. and take precautions. Manitor and treat for TLS
Continued approval for this indication » Embryo-Fetal Toxicity: Can cause fetal harm.
may be contingent upon verification and | Advise women of the potential risk to a fetus and to
description of clinical benefit in a avoid pregnancy while taking the drug and for 1
) confirmatory trial, month after cessation of therapy. Advise men to
» Chronic graft versus host disease avoid fathering a child during the same time period
{cGYHD) after failure of ona or more (5.8,8.3)
lines of systemic therapy
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Sl. Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| GFRmm AR |gvy Mwms ohfe
No. Manufacturer with dosage form with Strength Class and Precautions {New | UKMHRA/ | 3Bz weg o
Code Exlsting EMA/PMDA/ P
Molecule) TGA
63. Beacon Anacaulase-bedb 8.8% | Anacaulase-bedb Skin and [t contains proteolytic enzymes and is [ Contraindication  Known  hypersensitiviy  to New USFDA OIS | SRS
Pharmaceuticals Gel INN 8.8% Mucous indicated for eschar removal in adufts with | anacaulase-bedb, bromelain, pineapples, or to any of Wi A | =
PLC, Kathal, Membrane m:m% Jmcam_ thickness and/or full thickness | the other components (4). + Known hypersensitivity to -
. ermal burns r i i the ri
m__m_c_a_. Preparations Limitations of Use The safey and chﬂﬂﬁﬂm_"wmq Papain  because o fisk  of
Mymensingh Th " effecliveness of NEXOBRID have not been
Jicka onwmmw‘__o Mw%NMWMmcﬂMM treaiment of: + Chemical o | g0 affects: The most common adverse reactions
Pharmaceuticals + Burns on ihe face, perineum, or gentalia wmmomﬁcﬁ%zmeﬂem and pyrexia Eﬂmz_zm AND
Ltd. Gazipur + Bums on the feet of pafients with diabetes f et ypersers _u___ reactions. Serious
mellitus or on the feet of patients with ypersensitivity anﬁzm_ including m:.mu_.e_mx_m_ have
ocolusive vascular disease been reported  with  posimarketing use  of
« Citcumferentiat bums anacaulasebedb. If a hypersensitivity reaction occurs,
« Bumns in _u@:mzﬁ with mmm_.__mnm_._n remove NEXOBRID ﬁ_ﬂ mﬁﬁ__nm_—u_wv and initiate
cardiopulmonary  disease,  including | @ppropriate therapy (8.1). + Pain: Manage pain as
inhalation injury {1). NEXOBRID is not | appropriate for an extensive dressing change of burn
recommended for wounds contaminated with | wounds. At least 15 minutes prior to NEXOBRID-ralated :
radioactive and other hazardous substances | procedures ensure adequate pain confrol measures are
to avoid unforeseeable reactions with the | in place
product and an increased risk of spreading
the noxleus substance {1
64, Beacen Anacaulase-bcdb Anacaulase-bedp | Skin and It contains proteciytic enzymes and is | Contraindication Known hypersensitivity to New USFDA AT | AR
Pharmaceuticals 1.940gm/20mL. Gel INN Mucous Indicated for eschar removal in adults with | anacaulase-bedb, bromelain, pineapples, or to any of Pz o | =
PLC 1,940gmi20mL Membrane deep partial thickness and/or full thickness | the other camponents (4). - Known hypersensitivity o -~
Preparations thermal bums papayas or papain because of the risk of ’
. Limitations of Use The safely and crosssensitivity
ﬂm:._m___ .w_._mL_._wm_ Th y affectiveness of NEXOBRID have not been
ymensing OOqum”me © Mmmﬂﬂ_ﬂ_ﬂhﬂ treatment of: « Chemical or | gjqe.gffects: The most common adverse reactions
= Burns on the face, perineum, or genitalia (>10%) were pruritus and pyrexia E.p_wz_zm bzu
* Burns on the feet of pafients with diabetes vmmo»c._”_n.zm I%.mamjm _a reactions: mm,:o_._w
melitus or on the feet of patients with hypersensitivity reactions, including anaphylaxis, have
occlusive vascular diszase been reported with postmarketing use of
« Circumferential burns anacaulasehedb, If a hypersensitivity reaction ogcurs,
« Bums in patienis with significant | remove NEXOBRID (if applicable) and initiate '
cardiopulmonary  diseass,  including | appropriate therapy (5.1). » Pain: Manage pain as
inhalation injury (1. MEXOBRID is not | appropriate for an extensive dressing change of burn
recommended for wounds contaminated with | wounds. At least 15 minutes prior to NEXOBRID-related
radioactive and other hazardous substances | procedures ensure adequate pain control measures are
to avoid unforesesable reactions with the | in place
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Sl Name of the Name of the Medicine Generic Name Therapeutlc Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| ®affaie =i |93y g sRkfeq

No. Manufacturer with dosage form with Strength Class and Precautions {Mew ! UKMHRA/ | =ffbasrerm frale

Code Existing | EMA/PMDA/| fimw
Molecule} TGA
praduct and an increased risk of spreading
the noxious subsiance.

65. Beacon Zuranalong 25 mg Zuranolone Therapeufic Zuranolone is in preregistration for | Contraindication: Do not use it if you are allergic to New USFDA AT | S
Pharmaceuticals Capsule INN/in-house Class: major  depressive disorder and | zuranolone or any of the ingredients. Zuranclone PfE T | =™
PLC, Kathali, 25mg Antidepressant | postpartum  depression, phase [l | may cause allergic reactions, such as rash, itching, |
Bhaluka, s clinicat trials for insomnia, and phase !l | swelling, or trouble breathing.

Mymensingh ) ical studies for bipalar depression, | Side-effects: Zuranclone is an investigational
Therapeutic essential fremor, and Parkinson's | medication that is under development for the
Incepta Code: 014 disease, treatment of depressive disorders and other
Pharmaceuficals Zuranolone is being evaluated as a | conditions. It s a neurosteroid that acts on the :
Lid. Zirabo, Dhaka short-course, rapid-acting,  oral | GABA A receptor in the brain. Some of the possible
medication for major depressive | side effects of zuranolone include: Drowsiness,
The BN SINA ' disorder (MDD} and postpartum | Headache, Dizziness, Upper respiratory tract
Pharmaceutical depression (PPD). infection, Diarrhea, Sedation & Confusion
Industries Ltd. Zuranolone has been granted Fast | Warnings and Precautions: .
Track and Breakthrough Therapy | Zuranclone Is an investigational medication that is
Healthcare Designation for MDD and Fast Track | being developed for the treatment of depressive
Phamaceuticals Ltd Dasignation for PPD by the U.S. Food | disorders and other conditions. It is a neuroactive
& Drug Administration, It is also being { steroid that acts as a positive allosteric modulator of
Eskayef studied for other indications, such as | the GABA A receptor, which is the major inhibltory
Phamaceuticals insomnia, bipolar depression, essential | signaling pathway of the brain and central nervous
Limited,  Rupgan], tremor, and Parkinson’s disease. system. Agcording to the web sources, some of the
Narayangan] possible precautions of zuranolone are:
It may cause drowsiness, dizziness, or impaired
The ACME coordination. Do not drive or operate machinery until
Laboratories  Lid. you know how it affects you.
Bhamrai, Dhaka It may interact with other medications that affect the
GABA  system, such as benzodiazepines,
General barbiturates, opiolds, or alcohol. Consult your doctor
Pharmaceutical before taking zuranclone with any of these
Lid., Gazipur substances.
It may cause hormonal changes, such as decreased
One Pharma Ltd,, progesterong  levels or menstrual iregularities.
Plot No. C23-24, Women who are pregnant, breasffeading, or :
BSCIC, Bogura planning to become pregnani should not take
zuranolone without medical supervision.
QOpsonin It may cause allergic reactions, such as rash,
Pharma itching, swelling, or frouble breathing. Sesk
Limited,  Rupatali, Immediate medical attention if you experience any of
Barishal ihese sympioms.
ya It may cause withdrawal symptoms if stopped
41|Page DCC-255Meeting
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Renata Limited
Mirpur, Dhaka

Square
Pharmaceuticals
PLC., Salgaria,
Palna

Ziska
Pharmaceuticals
Lid.

Fharmasia Limited,
Bhawal, Mirzapur,
Gazipur

Advanced Chemical
Industrigs Limited, 7
Hajeegonj, Godnyl,
Narayangonj

abruptly after long-term use. Follow your doctor's
instructions on how fo taper off zuranolone
gradually,

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
kymensingh

tncepia
Pharmaceuticals
Lid., Bhamrai Unit,
Dhaka

Avistopharma Ltd.
Plot No. 14-22,
Road No. 11 & 12,
Shampur-Kadamtali
IfA, Dhaka

Nuvista Pharma
Ltd., Tongi, Gazipur

Ziska

Clindamycin Phosphate
1.2gm + Adapalene
0.15gm + Benzoyl
Peroxide 3.1gmH100gm
Tropical Gel

Clindamycin
Phosphate BP
1.2gm +
Adapalene BP
0.15gm + Benzoyl
Peroxide USP
3.1gm{100gm

Skin and
Mucous
Membrane
Preparations

Therapeutic
Code:071

Itis a combination of clindamycin
phosphate {a lincosamide antibacterial),
adapalene (2 retinoid), and benzoyl
peroxide indicated for the topical
treatment of acne vulgaris in adult and
pediatric patients 12 years of age and
older.

Contraindications:  Known hypersensitivity to
clindamycin, adapalene, benzoyl peroxide, any
components of the formulation, or lincomyein,

» History of regional enteritis, ulcerative colitis, or
antibiotic-associated colitis

Side-Effect: The most common adverse reactions
(occurming in >1% of the CABTREC group and
greater than the vehicle group) were application site
reactions, pain, erythema, dryness, irritation,
exfoliation, and dermatitis.
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No. Manufacturar with dosage form with Strength Class and Precautions {New ! UKMUHRA/ | *Rfbgsem Fe
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Molecule) TGA
Pharmaceuticals
Ltd. ’
Eskayef
Pharmaceuticals
Lid., Tongi, Gazipur
Cpsonin Pharma
Limited, Rupatali,
Barishal -
87. Beacon Baclofen 20mg Tablet | Baclofen BP 20mg Skeleton It is useful for the alleviation of signs Contraindications: it is contraindicated in patients 5mg, 10mg, USFDA eftaten g AT e
Pharmaceuticals Muscle Relaxan | and symptoms of spasticity resulting who are hypersensitive to any component of this 25mg Tablet i Atwgrae | Rt g <
PLC, Kathali, from muitiple sclerosis, particulady for | product. & spepifeest et 7|
Bhaluka, Therapeutic the relief of flexor spasms and Side effect: The most common adverse reaction 0. 1gm{100m ECl
Mymensingh Code:070 concomitant pain, clonus, and during treatment with baclofen is transient Syrup
muscular rigidity. drowsiness (10-63%}. In one controlled study of 175
Paiients should have reversible patlents, transient drowsiness was observed In 63%
spasticity so that treatment with of those receiving baclofen tablets compared to 36%
baclofen will aid in restoring residual of those in the placebo group. Cther common
function. Baclofen may also be of some | adverse reactions are dizziness {5-15%}), weakness
value in patients with spinal cord {5-15%) and fatigue {2-4%). Others reported:
injuries and other spinal cord diseases.
Baclofen is not indicated in the Warning and Precautions: Hallucinations and
treatment of skeletal muscle spasm seizures have occurred on abrupt withdrawal of ~ N
resuiting from rheumatic disorders. The | baclofen, Therefore, except for sarious adverse
efficacy of Baclcfen in stroke, cersbral | reaclions, the dose should be reduced slowly when
\ palsy, and Parkinson's disgase has not | the drug is discontinued. lmpaired Renal Function
been established and, therefore, it is Because baclofen is primarily excrefed unchanged
- not recommended for these conditions. | by the kidneys, It should be given with caution and it
may be necessary to reduce the dosage in patients
with impaired renal function.
g8. Beximco Ivacaftor 37.6 mg + Ivacaftor INN Therapeutic Indicated in a combination regimen | Contraindication: Hypersensitivity to the active New USFDA VAT | S Pl
Pharmaceuticals Tezacaftor 25 mg + 37.5mg + Class: Antiviral | with ivacaftor for the treatment of cystic | substance(s) or to any of the exciplents, Giglen K )
Ltd., Tongi, Gazipur | Elexacaftor 50 mg Tezacaftor INN znama {CF) in patients aged 6 years | Side-effect: The most common adverse reactions
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Tablet

25mg +
Elexacaftor INN
50 my

Therapeutic
Code: 032

and older who have at least one
F&08del mutation in the cystic fibrosis
transmembrane conductance regulator
(CFTR) gene

experienced by patients aged 12 years and older
who received IVA/TEZELX in combination with 1VA
were headache (17.3%), diarrhosa {(12.8%) and
upper respiratory fract infection (11.9%). Serious
adverse reactions of rash were reporfed in 3 (1.5%)
patients treated with IVA/TEZELX in combination
with IVA compared to 1 (0.5%) in placebo.
Warnings and Precautions: Hepatic impairment
Treafment of patients with moderate hepatic
impairment s not recommended. For patients with
moderate  hepatic impairment, the use of
IWA/TEZELX should only be considered when there
i5 a clear medical need, and the bensfits are
expected to outweigh the risks. If used, it should be
used with caution at a reduced dose (see Table 3).
Patients with severe hepatic impairment should not
be treated with IVAITEZ/ELX,

Renal impairment

There is no experience in patients with severe renal
impairmentiend-stage  renal disease therefore
caution is recommended in this population.

Patlents after organ transplantation

IVATEZELX in combination with [VA has not been
sfudied in patlents with CF who have undergone
organ fransplantation. Therefore, use in transplanted
patients is not recommended.

Molecule)

211

89. Beximea
Pharmaceuticais
Ltd., Tongi, Gazipur

Ivacaftor 75 mg +
Tezacattor 50 mg +
Elexacaftor 100 mg
Tablet

Ivacaftor INN 75
mg + Tezacaftor
INN 50 mg +
Elexacaftor INN
100 mg

Antiviral

Therapeutic
Codgs: 032

It is indicated in a combination regimen

“with ivacaftor for the freatment of cystic
fibrosis (CF} in patients aged 6 years
and older who have at least one
F508del mutation in the cystic fibrosis
transmembrane conductance regulator
(CFTR) gene.

Contraindication: Hypersensitivity to the active
substance(s) or to any of the excipients,

Side-effect: The most common adverse reactions
experlenced by pafients aged 12 years and older
who received IVAITEZ/ELX In combination with VA
were headache (17.3%), diarthoea ({12.9%) and
upper respiratory tract infection {11.9%). Serious
adverse reactions of rash were reported in 3 {1.5%)
patients freated with IVA/TEZ/ELX in combination
with 1VA compared to 1 {0.5%) in placebo,
Warnings and Precautions: Hepatic impairment
Treatment of patients with moderate hepatic
impalrment is not recommended. For patients with
moderate hepatic  Impairment, the use of
IVAITEZIELX should only be considerad when there
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is @ clear medical need, and the benefits are
expected to outweigh the risks. If used, it should be
used with caution at a reduced dose (see Table 3.
Patients with severe hepatic impairment should not
be treated with [VATTEZ/ELX,

Renal impairment

There is no experience in patients with severe renal
impairment/end-stage  renal disease  therefore
caution is recommended in this population.

Patients after organ transplantation

IVA/TEZ/ELX in combination with IVA has not been
studied in patients with CF who have undergone
organ transplantation. Therefore, use in transplanted
patients is not recommended.

70

Beximco
Pharmaceuticals |
Ltd., Tongi, Gazipur
Drug International
Ltd

311, Satrong Road,
Gopalpur,  Tongi
Indusirial Area
Gazipur,
Bangladesh

Ivacaftor 150 mg Tablet

Ivacaftor INN
160mg

Therapeutic
Class:
Unclassified
Agent

Therapeutic
Code: 075

it is classified as a cystic fibrosis
transmembrane conductance reguiator
(CFTR) potentiator and it is indicated for
fhe treatment of cystic fibrosis (CF) in
patients age § years and older who have
a GB510 mutation in the CFTR gene. [f
the patients genotype is unknown, an
FDA-cleared CF mutation test should be
used fo defect the presence of the
(551D mutation,

Contraindication: None known

Side-effect: The most common adverse drug
reactions are headache, oropharyngeal pain, upper
respiratory tract infection, nasal congestion,
abdominal pain, nasopharyngitis, diarrhea, rash,
nausea, and dizziness.

Wamings  and Precaufions:  Elevated
transaminases (ALT or AST): Transaminases {ALT
and AST) should be assessed prior to initiating
KALYDECO, every 3 months during the first year of
treatment, and annually thereafter. Patients who
develop increased transaminase levels should be
closely monitored until the abnormalities resclve.
Dosing should be interrupted in patients with ALT or
AST of greater than 5 times the upper limit of normal
{ULN). Following resolution of {ransaminase
elevations, consider the benefits and risks of
resuming KALYDECO dosing.

Use with CYP3A inducers: Concomitant use with
strong CYP3A inducers {e.g.. rifampin, St. John's
Worl) substantially decreases exposure of ivacaftor
which may diminish effectiveness. Thersfore, co-
administration is not recommendead.

New
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Beximco
Pharmaceuticals
Ltd., Tongi, Gazipur

Dalbavancin 500 mg
Powder for concentrate
for solution for infusion

Dalbavancin
hydrochloride NN
Iyophilized powder

Therapeutic
Class:
Anli-infective

Dalbavancin is indicated for Acute
Bacterial Skin and Skin  Structure
Jnfections  (ABSSS  caused by

Contraindications:
Dalbavancin is confraindicated in patients with
known hypersensitivity to Dalbavancin, No data are

New

USFDA.
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eqv. 1o 500 mg of
dalbavancin

Therapeutic
Code: 023

designated susceptible strains of Gram-
posilive microgrganism.

available on cross-reactivity between Dalbavancin
and other glycopeplides, indluding vancomycin.

Side Effects: The most common adverse reactions
in patients (treated with Dalbavancin includes:
nausea, headache, diarrhea.

Other side effects included vomiting, rash, and
itching. Serious allergic reactions, reactions related
to the injection of Dalbavancin, and an elevation of
liver enzymes can also oceur.

Waming & precautions:

Serious hypersensitivity (anaphylactic) and skin
reactions have been reported with glycopeptide
antibacterial agents, including Datbavancin; exercise
caution In patients with known hypersensitivity fo
glycopeptides.

Rapld intravenous infusion of glycopeptide
antibacterial agents can cause reactions,

ALT elevations with Dalbavancin treatment were
reported in clinical trials.

Clostridium difficlle-asscciated diarrhea (CDAD) has
been reported with nearly all systemic antibacterial
agents, including Dalbavancin, Evaluate if dianhea
OCCUrs,

Eull

72

Baximco
Pharmaceuticals
Ltd., Tongi, Gazipur

General
Pharmaceutical
Ltd., Gazipur

Square

Ibuprofen 97.5 mg +
Paracetamol 325 mg
Tablet

tbuprofen BP
97.5mg +
Paracetamol BP
325mg

Therapeutic
Class:
Nonsteroidal
antiinflammator

¥

Therapeutic
Code: 064

Combination of acetaminophen and
ibuprofen, a nonsteroidal anti-
inflammatory drug {(NSAID), and is
indicated in adutis for the short-term
mieanagementi of mild to moderate acute
pain

Contraindication;

+ Patents with a known hypersensifivity (e.q.,
angphylactic reactions, serious skin reactions} fo
acetaminophen, ibuprofen, other NSAIDs, or to any of
the excipients in this product.

+ Patients with a history of asthma, urticarta, or other
allergic-type reactions afier taking aspiin or other
NSAIDS,

+ The setting of coronary artery bypass graft {CABG)

lbuprofen
200mg,
300mg
400mg Tab,
100mg/5ml
Susp,

USFDA
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Molecule} TGA
Pharmaceuticals surgery. Side-effect: The most common adverse
PLC, Salgaria, reactions (greater than or equal to 2%) are nausea,
: Pabna vomiting, headache, dizziness, somnolence, post
procedural hemorhage, and swelling of the face
Synovia ~ Pharma Warnings and Precautions: Hypertension: Patients
PLC., Station Road, taking some antihypertensive medications may have
Tongi, Gazipur impaired response to these therapies when taking
NSAIDs. Monitor blood pressure.
Beacon .+ Heart Failure and Edema: Avoid use of
Pharmaceuticals COMBINATION in patients with severa heart failure
PLC, Kathal, unless benefits are expected to outweigh risl of
Bhaluka worsening heart failure.
g « Renal Toxicity: Long-term administration of
Mymensingh NSAIDs, including the ibuprofen component of
COMBINATICN, has resulted in renal papillary .
necrosts and ather renal injury.
+ Anaphylactic Reactions: Seek emergency help if
an anaphylactic react. This combination is
contraindicated in patients with aspirin-sensitive
asthma. Monitor patients with preexisting asthma
{without aspirin sensitivity}.
+ Serious Skin  Reactions:  Discontinue
COMBINATICN at first appearance of skin rash or
other signs of hypersensitivity.
» Diug Rash with Eosinophifia and Systemic
Sympioms (DRESS): Discontinue and evaluate
clinically.
73. Beximco Paracetamol 1000 mg + | Paracetamol BP Therapeutic indicated in  adults where an | Contraindication: Ibuprofen USFDA TEII i N O
Pharmaceuticals Ibuprofen 300 mg IV 1000 mg + Class: intravenous route of administration is | « Patients with a known hypersensitivity {e.g., 200mg, aaiew g | Rty Ty w9
Ltd., Tongi, Gazipur | infusion Ibuprofen sodium Monsteroidal | considered clinically necessary for: anaphylactic reactions, serious skin reactions) to 300mg i =g |
dihydrate BP eqv. | antiinflammator |  the relief of mild to moderate pain acetaminophen, ibuprofen, other NSAIDs, or to any | 400mg Tab. ot 3T
Square to lbuprofen 300 ¥ + the management of moderate to | of the excipients in this product. 100mg/5ml ==
Pharmaceuficals mg severe pain as an adjunct to opioid | + Patients with a history of asthma, urticaria, or other Susp.
PLC, Kaliakair, Therapeutic analgesics allergic-type reactions after taking aspirin or other
Gazipur Code: 064 NSAIDS. _
* The setting of coronary artery bypass graft {CABG}
Eskayef surgery. Side-effect: The most common adverse
Pharmaceuticals reactions {greater than or egqual to 2%]) are nausea,
47|Page DCC-255Meeting
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Confra-indication, Side-effects, Warnings and
Precautions

Status
{New !
Existing
Malecule)
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EMA/PMDA/
TGA
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Limited,
Gazlpur

Tongi,

vomiting, headache, dizzingss, somnolence, post-
procedural hemorrhage, and swelling of the face
Warnings and Precautions: Hyperiension: Palients
taking some antihypertensive medications may have
an impaired response to these therapies when
taking NSAIDs. Monitor blood pressure.

* Heal Failure and Edema Avoid use of
COMBINATION in patients with severe heart failure
unless benefits are expected to outweigh risk of
worsening heart failure,

+ Renal Toxclly: Longterm administration of
NSAIDs, including the ibuprofen component of
COMBINATION, has resulted in renal papillary
necrosis and other renal injury.

« Anaphylactic Reactions: Seek emergency help if
an anaphylactic react. This combination is
contraindicated in patients with aspirin-sensitive
asthma. Monitor patients with preexisting asthma
(without aspirin sensitivity).

+ Serious  Skin  Reactions:  Discontinue
COMBIMATION at first appearance of skin rash or
other signs of hypersensitivity,

+ Drug Rash with Eosinophilia and Systemic
Symptoms (DRESS): Discontinue and evaluate
clinically

74,

Beximco
Pharmaceuticals
Ltd., Tongi, Gazipur

The ACME
Laboratories  Ltd
Chamral, Dhaka
Opsonin Pharma
itd,, Barighal

Esomeprazole 2.5mg
delayed release
suspension (Sachet)

Esomeprazole
Magnesium
Trihydrae Ph. Eur
eqv. to
Esomeprazole
2.5mg

Therapeutic
Class: Proton
Pump Inhibitor

Therapeutic
Code: 067

Indicated in

- Treatment of gastroesophagaal reflux
disease (GERD)

- Risk reduction of NSAID-associated
gastric ulcer

- H. pylori eradication to reduce the risk
of ducdenal ulcer recurrence

- Pathological hypersecretory
conditions, including Zollinger-Ellison
syndrome

Contra-indication: Patients ~ with  known
hypersensitivity to profon pump inhibitors ({PPls)
{angivedema

and anaphylaxis have occurred

Side-affect:

-Adults (= 18 years} (incidence > 1%} are headache,
diarthea, nausea, flatulence, abdominal pain,
constipation, and dry mouth -Pediatic (1 to 17
years) (incidence > 2%) are headache, diarrhea,
abdominal pain, nausea, and somnolence

Pediatric {1 menth to less than 1 year) {incidence
1%} are abdominal pain, regurgitation, tachyphea,
and increased ALT,

Esomeprazol

e20&40mg

capsulefTable
t

USFDA
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Warnings and Precautions:

Symptomatic response does not preclude the
presence of gastric

Malignancy

- Atrophic gastritis has been noted with long-term
omeprazole therapy

-Acute interstitial nephritis has heen observed in
patients taking PPls

-Cyanocobalamin (vitamin B-12) Deficiency: Daily
fong-term use {e.g., longer than 3 years) may lead to
malabsorption or a deficiency of cyanocobalamin
-PPI therapy may be associated with increased risk
of Clostridium difficile associated diarrhea.

-Avoid concomitant use of NEXIUM with clopidogre!

-Bone Fracture: Long-term and multiple daily dose

PPI therapy may be associated with an increased
risk for osteoporosis-related fractures of the hip,
wirist or sping ’
Hypomagnesemia has been reported rarely with
prolonged treatment with PPls.

- Avold concomitant use of NEXIUM with St John's
Wort or rifampin due to the potential reduction in
esomeprazole levels

73,

Beximco
Pharmaceuticals
Ltd., Tongl, Gazipur

The
Lahoratories
Dhamrai, Dhaka

ACME
Lid.

Esomeprazole 5mg
delayed release
suspensicn {Sachet)

Esomeprazole
Magnesium
Trihydrae Ph, Eur
eqv. o
Esomeprazole
Smyg

Therapeutic
Class: Proton
Pump Inhibitor

Therapeutic
Code: 067

- Treatment of gastroesophageal reflux
diseass {GERD)

- Risk reduction of NSAID-associated
gasiric ulcer

- H. pylori eradication to reduce the risk
of duodenal ulcer recurrence

- Pathological hypersecretory
conditions, including Zollinger-Ellison
syndrome

Contra-indication:  Patients  with  known
hypersensitivity to proton pump inhibitors (PPs}
{angioedema

and anaphylaxis have occurred

Side-effect:

-Adults (= 18 years) {incidence > 1%} are headache,
diarrhea, nausea, flatulence, abdominal pain,
constipation, and dry mouth -Pediatiic {1 to 17
years) {incidence > 2%) are headache, diarthea,
abdominal pain, nausea, and somnolence

Pediatric {1 month to less than 1 year) {incidence
1%) are abdominal pain, regurgitation, tachypnea,
and increased ALT.

Warnings and Precautions:

Symplomatic response does not_preclude the

Esomeprazol
e20 &40 mg
capsule/
Tablet

USFDA
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Name of the Medicine
with dosage form

Generic Name
with Strength

Therapeutic
Class and
Code

Indication

Contra-indication, Side-effects, Warnings and
Precautions

Status
(New/
Existing
Molecule)
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UKMHRA/
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presence of gastric
Malignancy
- Atrophic gastritis has been noted with long-term
omeprazole therapy
-Aoute interstitial nephritis has been observed in
patients taking PPls
-Cyanocobalamin {vitamin B-12) Deficiency. Daily
long-term use (e.g., fonger than 3 years} may lead to
malabsorption or a deficiency of cyanocobatamin
-PPI therapy may be associated with increased risk
of Clostridiym difficile associated diarrhea.
-Avoid concomitant use of NEXIUM with clopidagrel
-Bone Fracture: Long-term and multiple daify dose
PPI therapy may be associated with an increased
risk for osteoporosis-related fractures of the hip,
wiist or spine
-Hypomagnesemia has been reported rarely with
prolonged treatment with PPls.
- Avoid concomitant use of NEXIUM with St John's
Wort or rifampin due to the potential reduction in
esomeprazole lavels

76.

Beximco
Pharmaceuticals
Ltd., Tongi, Gazipur

Healthcare
Pharmaceuticals
Ltd.  Rajendrapur,
Gazipur

Esomaprazole 10mg
delayed release
suspension {Sachet)

Esomeprazole
Magnesium
Trhydrae Ph. Eur
eqyv. 1o
Esomeprazole
10mg

red

Therapeutic
Class: Proton
Purnp Inhibitor

Therapeutic
Code: 067

indicated in

- Treatment of gastroesophageal reflux

disease (GERD)

- Risk reduction of NSAID-assaciated

gastric ulcer

- H. pylori eradication to reduce the risk
of duodenal ulcer recurrence

- Pathological

hypersecretory

conditions, including Zollinger-Ellison

syndrome

Contra-indication: Patients  with known
hypersensifivity to profon pump inhibitors (PPIs}
{angioedema

and anaphylaxis have occurred

Side-effect:

-Adults {= 18 years) {incidence > 1%) are headache,
diarthea, nausea, flatulence, abdominal pain,
constipation, and dry mouth -Pediatric (1 to 17
years) (incidence > 2%) are headache, diarrhea,
abdeminai pain, nausea, and somnolence

Pediatric (1 month to less than 1 year) (incidence
1%) are abdominal pain, regurgitation, tachypnes,
and increased ALT,

Warnings and Precautions:

Symptomalic response does not preclude the
presence of gastric

Malignancy

Esomeprazol

e 20 & 40 mg

capsulefTable
t

USFDA
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- Atrophic gastritis has been noled with long-term
omeprazole therapy

-Acule intersiitial nephritis has been observed in
patients taking PPls

-Cyanocobalamin {vitamin B-12) Deficiency: Daily
long-term use {g.9., longer than 3 years) may lead to
malabsorption or a deficiency of cyanocabalamin
-PPI therapy may be associated with increased risk
of Clostridium difficile associated diarthea.

-Avoid concomitant use of NEXIUM with clopidogred
-Bone Fracture: Long-term and multiple daily dose
PP therapy may be associated with an increased
risk for osteoporosis-related fractures of the hip,
wrist, or sping

-Hypomagnesemia has been reported rarely with
prolonged treatment with PPls.

- Avoid concomitant use of NEXIUM with St John's
Wort or rifampin due to the polential reduction in
esomeprazole levels

77

Delta Pharma Ltd.,

Advanced Chemical
Industries Limited, 7
Hajeaganj, Godnyl,
Narayangon,,

Sotaglifiozin 400 mg
Tablet.

Sotagliflozin INN
400 mg

Antihydiabetics

Therapeutic
Code: 15

Sotaglifiozin is a sodium-glucose
cotransporter 2 (SGLT2) inhibitor
indicated to reduce the risk of
cardiovascular death, hospitalization
for heart fallure, and urgent heart
failure visit in adults with; heart failure
or typa 2 disbstes meliitus, chronic
kidney  disease, and  other
cardiovascutar risk factors.

Contra-indications: History of serious
hypersensitivity reaction to Sotaglifiozin,

Side-effects: Most common adverse reactions
fincidence = 5%} are urinary tract infection, volume

depletion, diarthea, and hypoglycemia.

Warning and Precautions: Digbetic Ketoacidosis in
Patients with Type 1 Diabetes Mellitus and Other
Ketoacidosis:  Consider kefone monitoring in
patients with type 1 diabetes mellitus and consider
ketone menitoring in others at risk for ketoacidosis,
as indicated. Assess for ketoacidosis regardless of
presenting blood glucose levels and discontinue
sotagliflozin if ketoacidosis is suspected. Monitor
patients for resolution of ketoacidosis before
restarting.

¢ Volume Depletion: Before initiating, correct
volume status. Monltor for signs and symptoms

Sotaglifiozin
INN 200 mg.

USFDA
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of hypotension during therapy.
« Urosepsis and Pyelonephritis: Manitor for signs
and symptoms during therapy and treat
promptly.
s Hypoglycemia with Concomitant Use with [nsulin
and Insulin Secretagogues. Lower dose of
insulin or insulin secretagogue may be required.
» Necrotizing Fasdlitis of the Perineum {Fournier's
Gangreng); Monitor for pain, tenderness,
erythema, or swelling in the genital or perineal
area, along with fever or malaise. Discontinug
sotagliflozin and freat urgently.
= Genital Mycotic Infections: Menitor and treat as
appropriate.
78. Delta Pharma Ltd, Fezolinetant 200 mg Fezolinetant INN Other Fezolinetant is a neurckinin 3 (NK3) | Contra-indications: USFDA TG | SIS
Tablet 200 mg Classifications | receptor antagonist indicated for the | Known cirhosis, Severe renal impairment or end- New b R B e
Popular treatment of moderale fo severe | stage renal disease, Concomitant use with CYP1A2 )
Pharmaceuticals Therapeutic vasomotor  symptoms  due  fo | inhibitors.
Ld., 164, Tongi Code: 075 menopause,
Industrial Area, Warning and Precautions:
Monnunagar, Hepatic transaminase elevation: Elevations in serum
Gazipur transaminase *concentrations greater than three
times the upper limit of normal {ULN) occurred in the
Opsonin~ Pharma clinical trials. Perform bloadwork prior to initiation of
Limited, Rupatali, fezolinetant to evaluate for hepatic function and
Barishal injury. Do not start therapy if serum transaminase
concentration is equal to or axceeds two times the
ULN, Perform follow-up evaluations of hepatic
transaminase concentration at 3 months, 8 months,
and 9 months after initiation of therapy.
79. Drug International Lisinopril 10.00mg Lisinopril USP Antinypertensiv { It is indicated for the freatment of Contraindicafions: Thistablet is contraindicated in New USFDA YT TRE e w2
Ltd &Hydrochloro-thiazide | 10.00mg & e hypertension, to lower blood pressure, | patients with known hypersensitivity to  any fauty wgres | fadg wprega w40
31/, Satrong, Tongi | 12.50mg Tablet, Hydrochlorothiazid Lowering blood pressure lowers the risk | component of the formulation. et <l el
itA, Gazipur, e USP 12.50mg Therapeutic of fatal and non-fatal cardiovascular Pracautions:Anaphylactoid and Possiby Related 5|
Code:)22 avents, primarily strokes and Reactlons:  Presumably hecause angiotensin-
52{Page DCC-255Meeting
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, myocardial infarctions. These benefits | converingsnzyme inhibitors affect the metabolism
have been seen in controlied trials of of elcosanoids and polypeptides,

anfihypertensive drugs from a wide includingendogenous bradykinin, palienis
variety of pharmacologic classes raceiving ACE inhibitors {including may besubject
including lisingpril and to a variety of adverse reactions, some of them
hydrochlorothiazide. serious.Head  and  Neck  Angicedema; ’

Angioadema of the face, extremities, fips, tongue,
glottisandfor larynx has been reported rarely in
patients treated with angiotensin-
convertingenzyme nhibitors, including lisinopril,
ntestinal Angioedema; Intestinal angioedema has
been repored in patients freated with ’
ACEinhibitors.  Anaphylacteid Reactions during
Membrane  Exposure:  Thiazide-containing
combinationproducts are not recommended in
patients with severe renal dysfunction.
Warning:As per precaution,

Side effects: This medicine may cause serious
side effects including: feeling lightheaded,eye
pain or vision problemslitle or no
urination,weakness,drowsiness,feeling

restless, fever,chils, -

80. Drug International Lisinopril 20.00mg & Lisinoprii USP Antihyperiensiv | It fs indicated for the traatmant of Contraindications: Thistablet Is contraindicated in New USFDA HTHIE TR TS 253
Ltd, 31/1,8atrong, | Hydrochlorothlazide 20.00mg & e hyperiension, to lower blood pressure. | patients with known  hypersensitivity to any feutr agra | fayiw wgT Tt
Tongl VA, Gazipur | 12.50mg Tablet. Hydrochlorothiazid Lowering blood pressure lowers the risk | component of the formulation. ettfed w0 el

e USP 12.50mg Therapeutic of fatal and non-fatal cardiovascular Precautions:Anaphylactoid and Possibly Refaied =
Code:022 events, primarily strokes and Reactions; Presumably because angiotensin-
myocardial infarctions. These benefits | convertingenzyme inhibitors affect the metabolism
have been seen in controlled frials of of eicosanoids and polypeptides,
antihypertensive drugs from a wide includingendegenous  bradykinin,  patients
variety of pharmacologic classes receiving ACE Inhibitors (including may besubject
including lisinopril and to a variety of adverse reactions, some of them
hydrochlorothiazide. serious.Head  and  Meck  Angioedema:

Angioedema of the face, extremities, lips, tongue,
glottisandfor larynx has been reported rarely in
patients treated with angiotensin-
convertinganzyme inhibitors, including fisinopril,
ntestinal Angioedema: Intestinal angioedama has
heen reported i patients treated with
ACEinhibitors.  Anaphylactoid Reactions during
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Membrane  Exposure:  Thiazide-containing
combinationproducts are not recommended in
patients with severe renal dysfunction.
Warning:As per precaution.
Side effects: This medicine may cause sericus side
effects including: feeling lightheaded,eye pain or
vision problems little or no
urination, weakness,drowsiness,feeling
restless,favar,chills.
81. Drug International | Olopatadine Qlopatadine Ear & Nose It is & combination of clopatadine, a | Contralndicatlon: It is contraindicated in patients New USFDA GEANEAR | T A
Ltd Hydrochloride 665 meg | Hydrochloride Preparations | histamine-1 {H1) receptor inhibitor, and 1 with hypersensitivity to any of the ingredients. bRk T
{252, Tongi | + Mometasone Furoate | USP 665 mcg mometasone furoale, a corticosterold, | Precaution: 1t shouid be used with caution in et
Industrial Area, | Monohydrate 25.86 {Eqv. To 600 meg indicated for the treatment of | patienis with Epistaxis, nasal ulcerations, nasal
Tangi, Gazipur, | meyg of Olopatading) + Therapeutic symptoms of seasonal allergic rhinitis | septal perforations, impaired wound healing, and
Bangladesh), Nasal Spray Mometasone Code: 050 in adult and pediatric patients 12 years | Candlda albicans infection: Monitor patients
Furoate of age and older. periodically for signs of adverse reactions On the
Monohydrate USP nasal mucosa, Glaucoma and cataracts,
25.86 meg Hypersensitivity Reactions, Immunosuppression and
{Eqv. To 25.0 meg Risk of Infections etc.
Momefasone Warning: As per precaution.
Furoate Side effects: The most common adverse reactions
(=1% incidence) are dysgeusia, epistaxis, and nasal
discomfort.
82. Drug International Norgestrel  0.076mg | Norgestrel NN Contraceptive | It is ndicated for use by females of | Contraindicationlt is contraindicated In patients New USFDA SIS | S S
Ltd, 3111, Satrong, Tablat 0.075mg Code: 039 reproductive  potential  fo  prevent | with Known or suspected pregnancy, Known or LR = R T
Tongi ItA, Gazipur pregnancy. suspected carcinoma of the breast, or other |
progestin-sensitive cancer, now or in the past,
Undiagnosed  abnormal  uterine  bleeding,
Hypersensitivity to any component of this product,
Benign or malignant liver tumors, Acute liver
disease.
A Precaution: The onset or exacerbation of migraine,
54|Page DCC-255Meeting
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or development of headache with a new pattern that
_ s recument, persistent, or severe requires
evaluation of the cause because women with
migraine may he at increased risk of siroke,
Warning: As per precaution
. - Side effects:The most common adverse reactions
with Headache, Dizziness, Nausea, Increased
appetite, Abdominal pain, cramps and bloaling,
Fatigue efc.

83. Drug international Talazoparib §.1mg Talazaparib Anticancer BRCA-mutated (gBRCAm) HER2- | Contraindications: It is contraindicated in patients New USFDA A | T
Lid, Plot #13A & Capsule Tosylate INN negative Locally Advanced or | with known hypersensitivity to Talazoparib or any ER R
144, Tongi liA, 0.145mg (Eqv. to Therpaeutic | Metastatic Breast Cancer. 1t is | other components of this product. =
Tongi, Gazipur 0.1mg Code: 010 indicated as a single agent for the

Talazoparib) treatment of adult patienis with | Precaufions: +Myelodysplastic Syndrome/ Acute
deleterious or suspected delsterious | Myeloid Leukemia (MDS/AML): MDS/AML ocourred
germiine breast cancer susceptibility | in patients exposed to Talazoparib, and some cases

i gene {BRCA)mutated (gBRCAm) | were fatal. Moniior patients for hematological toxicity

human epidermal  growth factor | and discontinue if MDS/AML is  confirmed.

receptor 2 (HER2}-negative focally | *Myelosuppression: It may affect hematopoiesis and

< | advanced or metastatic breast cancer. | can  cause  amemia, neutropenia,  andfor

. HRR @Gene-muiated mCRPC: It is | thrombocytopenia. *Embryo-Fetal Toxicity: It can

indicated  In combination  with | cause fetal harm, Advise of the potential risk to the

Enzalutamide for the treatment of aduli | fetus and to use effective contraception. :

patients with homologous | Warning: As per precaution.

recombinaflon repair (HRR} gene- | Side effects; Myelodysplastic  SyndromefAcute

mutated metastatic castration-resistant | Myeloid, yelosuppression

prostate cancer (nCRPC).

84. Drug Infernational - | Talazoparib 0.25mg Talazoparib Anticancer BRCA-mutated (gBRCAm) HER2- | Contraindications: It Is contraindicated in New USFDA SR | SN Pl
Ltd. Plot# 134 & Capsule Tosylate INN negative Locally = Advanced or | patients with known hypersensitivity to FAofifa war | 2
14A, Tongi VA, 0.363mg (Eqv. to Therpaeutic | Metastatic Breast Cancer: It is | Talazoparib or any other companents of this =1
Tongi, Gazipur 0.25mg Code: 010 indicated as a single agent for the | product.

Talazoparib) treatment of adult patienis with

Ziska deleterious or suspected deleterious | Precautions: *Myelodysplastic Syndrome/ Acute
Pharmaceuticals germline breast cancer susceptibilty | Myeloid Leukemia (MDS/AML):  MDS/AML
Ltd., Gazipur gene {BRCA}-mutated {gBRCAm) | occurred in patients exposed to Talazoparib, and

A human  epidermal  growth  factor | some cases were fatal. Monitor paflents for

m.m_.wmm.@

DCC-255Meeting




Annex-A: BNTSTE TAMER &) RGN (NGRH 4F OifFist
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receptor 2 {HER2)-negative locally | hematological toxicity and discontinue if MDS/AML :
advanced or metastatic breast cancer. | is confirmed. Myelosuppression: |t may affect .
HRR Gene-mutated mCRPC: 1t Is | hematopoiesis and can cause anermia, neutropenia,
indicated  in  combination  with | andfor thrombocytopenia. *Embrye-Fetal Toxicity:
Enzalutamide for the freatment of adult | It can cause fetal harm. Advise of the potential risk
patients with homologous | to the fetus and to use effective contraception.
recombination repair  (HRR} gene- | Warning: As per precaution.
mutated metastatic casfration-resistant | Side effects: Myelodysplastic SyndromefAcute
prostate cancer (nCRPC}. Myeloid, Myelosuppression
85. Drug Intemational Talazoparib 0.35mg Talazoparlb Anticancer BRCA-mutated (gBRCAm) HER2- | Contraindications: | is contraindicated in New USFDA M AR Sl
- Ltd, Plot# 13A & Capsule Tosylate INN negative Locally Advanced or | patients with known hypersensitivity to Fef T | =
147, Tongi 1A, 0.509mg {Eqv. to Therpaeufic Metastatic Breast Cancer; It is | Talazoparib or any ofher components of this el
Tongi, Gazipur 0.35mg Code: 010 indicated as a single agent for the | product,
Talazoparib) treatment of adult patients with
deleferious or suspected deleferious | Precautions: *Myelodysplastic Syndrome! Acute
germline breast cancer susceptibility | Myeloid Leukemia (MDS/AML):  MDS/AML
gene (BRCA)mutated (gBRCAm) | ocourred in patients exposed fo Talazoparlb, and
- human epidermal  growth factor | some cases were fatal. Monifor patients for
receptor 2 (HER2)-negative locally | hematological toxicity and discontinue if MDS/AML
advanced or metastatic breast cancer, | is confirmed. *Myelosuppression: It may affect
HRR Gene-mutaied mCRPC: !t s | hematopoiesis and can cause anemia, neutropenia,
indicated in  combination  with | andfor thrombocytopenia. *Embryo-Fetal Toxicity:
Enzalutamide for the treatment of adult | It can cause fetal harm. Advise of the potential risk
pafients with homologous | fo the fetus and to use effective contraception,
recombination repair (HRR} gene-
mutated mefastatic casiration-resistant | Waming: As per precaution.
prostate cancer (mCRPC).
© | gide effects:
»  Myelodyspiastic SyndromefAcute
Myeloid
e Myelosuppression
86, Drug International Talazoparib 0.75mg Talazoparib Anticancer BRCA-mutated  (gBRCAm} HER2- | Contraindications: It is contraindicated in patients New USFDA AR | ST R
Ld., Capsuls Tosylate INN negative  Locally  Advanced  or | with known hypersenstivity to Talazoparib or any i T | T
Plot # 13A & 144, 1.09mg (Eqv. to Therpaeutic Metastatic Breast Cancer It is | other components of this product, 3|
Tongi I/4, Tongi, © 1 0.75mg Code No: 010 | indicated as a single agent for the
Gazipur. Talazoparib) treatment  of adult patients  with | Precautions: -Myelodysplastic  Syndrome/ Acute
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deleterious or suspected deleterious | Myeloid Leukemia (MDS/AML): MDS/AML occurred
germiine breast cancer susceptibility | in patients exposed fo Talazoparib, and some casas
geng (BRCA}mutated (gBRCAm) | were fatal. Manitor patients for hematological toxicity
human epidermal growth factor | and discontinue if MDS/AML is  confirmed.
receptor 2 (HERZ2)-negative locally | *Myelosuppression: It may affect hematopoiesis and
advanced or metastatic breast cancer, | can  cause  anemia,  neutropenia,  andfor
HRR Gene-mutated mCRPC: 1t is | thrombocytopenia. <Embryo-Fetal Toxicity: It can
indicated in  combination  with | cause fetal harm. Advise of the potenfial risk to the
) Enzalutamide for the treaiment of adult | fetus and to use sffective contraception.
patients with homologous
recombination repair (HRR) gene- | Warning: As per precaution.
mutated metastatic castrafion-resistant
prostate cancer (mCRPC), Side effects:
»  Myelodysplastic Syndrome/Acute
Myeloid
s  Myelosuppression
B7. Drug International Selumelinp  10.00mg | Selumatinib Anticancer it is indicated for the treatment of | Contraindication: It is contraindicated in patients New USFDA ST | S
Lid. Capsule Sulfaie INN pediatric patients 2 years of age and | with known hypersensitivity to Selumetinib or any bkl ELE | I
Plot# 13A & 14A, 12.1mg {Eqv. to Therpaeutic | older with neurofioromatosis type 1 | other components of this product. =
Tongi It4, Tongi, 10.00mg Code No: 010 | (NF1}  who have  symptomatic,
Gazipur. Selumetinib) inoperable plexiform neurcfibromas. Precaution; Caution should be exercised when use
Selumetinib in the patients with Cardiomyopathy,
Qcular foxicity, Gastrointestinal toxicity, Skin toxicity,
Increased creating phosphokinase & embryo fetal
toxicity.
Warning: As per precaution.
Side effects: » Cardiomyopathy » Ceular toxlcity o
Gastrointestinal toxicity « Skin toxicity  Increased
creatine phosphokinase.
88. Crug International Selumetinib  25.00mg | Selumetinib Anticancer It is indicated for the treatment of | Contraindication: It is contraindicated in patients New USFDA FAAMEAT | SN Al
Ltd, Capsule Sulfate INN pediatric patients 2 years of age and | with known hypersensitivity to Selumetinib or any Tt Tt | T
Plat# 13A & 144, 30.25mg (Eqv. to Therpaeutic | older with neurofibromatosis type 1 | other components of this product. o
Tongi [f/A, Tongt, 25.00mg Code Mo: 010 | (NF1) who have symptomatic, .
Gazipur. Selumetiniby) inoperable plexiform neurcfibromas. Precautlon: Caution should be exercised when use
o Selumetinib in the patients with Cardiomyopathy,
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Ocular toxicity, Gastrointestinal toxicity, Skin toxicity,
Increased creatine phosphokinase & embryo fetal
toxicity.
Warning: As per precaution.
Side effects: » Cardiomyopathy » Ocular toxicity e
Gastrointestinal toxicity » Skin toxicity » Increased -
creatine phosphokinase.
89, Drug International Futibatinib 4.0 mg Futibatinity INN Anticancer Futibatinit is indicated for the treatment | Contraindication: Ut is confraindicated in patients New USFDA S | S =
Ud, Plot#13A & Tablet 4.00mg of adult patients with previously | with known hypersensitivity to Tirabrutinib or any T | =
144, Tongi A, Therpagutic treated, unresectable, locally advanced | other components of this product. ol
Tongl, Gazipur Code No: M0 | or metastatic intrahapatic
. cholangiocarcinama harboring | Precaution: The efficacy and safety of Tirabrutinib
EVEREST fibroblast growth factor receptor 2 | used in combination with other antineoplastic agents
Pharmaceuticals (FGFR?) gene fusions or other | have not been established. Tirabrutinl should be
Lid. BSCIC VA, rearrangements, avoided from 1 hour before until.2 hours after a
Kanchpur, meal.
Narayanagnj Warning: As per precattion,
Side effects: The most common side effects are ’
infection, severe skin disorder, bone marrow
depression, hypersensitivity, interstitial lung disease,
hepatic dysfunction, and hemorrhage.
0. Drug International Somatrogon-ghia Somatrogon-ghla Hormone It is a human growth hormone analeg | Contraindication: It is Contraindicated in this drug New USFDA TS | SRS T
Ltd., 311, Safrong, | 24mg/1.2ml Pre-Filled INN indicated for treatment of pediatric | is contraindicated in-  Acute critical Aol vt | =
Tongi WA, Gazipur Syringe Injection 24.00mg/1.2ml Therpaeutic patients aged 3 years and clder who | Hypersensitivity to somatrogon-ghla or excipients, W
Code: 056 have growth failure die to inadequate | Closed epiphyses, Aclive malignancy,  Active
Ziska ’ secretion of endogencus growih | proliferative or severs non-proliferative diabetic
Pharmaceuticals hormone. retinopathy, , Prader-Wili syndrome who are
Ltd. - severely ohbese or have severe respiratory
impairment,
Precaution: It should not be administered In the
) foliowing  conditions: Severs  Hypersensitivity,
Increased Risk of Neoplasms, Glucose Intolerance
and Diabetes Mellitus, Intracranial Hypertension,
Fluid Ratention, Hypoadrenalism, Hypothyroidism
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etc.
Warning: As perprecaution
Side effects: Adverse reactions reporied in 25% of
patients treated with these are; injection site
reactions, nasopharyngitis, headache, pyrexia,
anemia, cough, vomiting, hypothyroidism, abdominal
pain, rash, and oropharyngeal pain.
. Drug internaticnal Somatrogon-ghla Somatrogon-ghla Hormone It is a human growth hormone analog | Contraindication: It is Confraindicated in this drug New USFDA FAMEE | S =
Ltd., 3111, Satrong, | 60.00mgf1.2ml Pre- NN indicated for freatment of pediafric | is contraindicated In- Acute criical illness, Pt TR | 73
Tongi itA, Gazipur Filled Syringe Injection | 60.00mgf1.2ml Therpaeutic patients aged 3 years and older who | Hypersensitivity to somatrogon-ghla or excipients, e
Code; 056 have growth failure due to inadequate { Closed epiphyses, Active malignancy, Aclive

Ziska
Pharmaceuticals
Lid.

secretion
hormone.

of

endogenous

growth

proliferative or severe non-proliferative  diabetic
retincpathy,Prader-Willi syndrome who are seversly
obese or have severe respiratory imparment.

Precaution: t should not be administered in the
following conditions:  Severe  Hypersensitivity,
Increased Risk of Neoplasms, Glucose Intolerance
and Diabetes Meliitus, Infracranial Hypertension,
Fluid Retention, Hypoadrenalism, Hypothyroidism
alc.

Warning: As perprecaution
Side effects: Adverse reactions reported in =5% of

patients treated with these are; injection site
reactions, nasopharyngitis, headache, pyrexia,

anemia, cough, vomiting, hypothyroidism, abdominal
pain, rash, and oropharyngeal pain.
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92 Drug tnternational Mirvetuximab Mirvetuximaly Anticancer It is indicated for the treatment of adult | Contraindications:No data available. New USFDA ARATET | AT I
Lid., 3111, Satrong, | Soravtansine-GYNX Soraviansine- patients with folate receptor-alpha | Precautlons:Ocular Disorders: It can cause P st |
Tongi IfA, Gazipur 100 mg /20 mi Injection | GYNX INN 100 Therpaeutic | (FRa}  positive,  platinumresistant | severe ocular adverse reactions, including visual =
mg / 20 ml Code: 010 epithelial ovarian, fallopian tube, or | impairment, keratopathy (comaal disorders}, dry
{dbmgil) in a single primary peritoneal cancer, who have | eye, pholophobia, eye pain, and uveitis so it should
dose vial raceived one to three prior systemic | be avoided. Pneumonitis: Withhold Mirvetuximab
treatment regimens. for persistent or recurrent Grade 2 pneumenitis and
censider dose reduction. Permanently discontinue it
for Grade 3 or 4 pneumonitis, Peripheral
Neuropathy: Monitor patients for new or worsening
paripheral neuropathy. Withhold dosage, dose
reduce, or parmanently discontinue Mirvetuximab
based on the severity of peripheral neuropathy.
Embryo-Fetal Toxicity: |t can cause fetal harm.
Advise of the potential risk to a fetus and to use
effective contraception.
Warning: As per precaution.
Side effects: Ocular Disorders, Pneumonitis,
' Peripheral Neuropathy.
93. Drug International Capivasertip 160.00mg | Capivasertib INN Anticancer Capivasertib, in combination with | Confralndication: Capivasertib is contraindicated in New USFDA TAMER | WM
Ltd., Plot # 13A & Tablet 160.00mg Fulvestrant, is indicated for the | patients with severe hypersensitivity fo Capivaserib M wm | =
144, Tongt l7A, Therpacutic | treatment of adult patients with | or any of its components. ) =
Tongi, Gazlpur Code No: M0 | hormone
receptor  {HR}-positive, human | Precaution: Caution should be exercised when
EVEREST epidermal growth factor receptor 2 | Capivasertib is used in patients with Hyperglycemia,
Pharmaceuticals {HER2}-negative, locally advanced or | Diarrhea, Cutaneous Adverse Reactions, Embryo-
Lid. BSCIC VA metastatic breast cancer with one or | Fetal Toxicity. -
Kanchpur ' more  PIKICA/AKT1/PTEN-aleration
- as detected by an FDA-approved test | Warning: As per precaution.
Narayanagn| following progression on at least one
endocrine-based regimen in  the | Side effeets: The most common side effects are-
metastatic sefting or recurrence on or | Hyperglycemia +Diarhea -Cutaneous Adverse
within 12 months of completing | Reactions.
adjuvant therapy.
94 Drug International Capivasertib 200.00mg | Capivasertib INN Anticancer Capivasertb, in combination with | Contraindication: Capivasertib is contraindicated in New USFDA SOV | ST
Lid., Plot#13A & Tablet 200.00mg Fulvestrant, is indicated for the | patients with severe hypersensitivity to Capivaseriib sefE T | T
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144, Tongi VA, Therpasutic freatment of adult patients with | or any of its components. 3
Tongi, Gazipur Code No: 010 | hormone
receptor  (HR)-positive,  human | Precaution; Caution should be exercised when
EVEREST epidermal growth faclor receptor 2 | Capivasertib is used in patients with Hyperglycemia,
Pharmaceuticals {(HERZ)-negative, locally advanced or | Diarrhea, Cutaneous Adverse Reactions, Embryo-
Ltd. BSCIC /A metastatic breast cancer with one or Fetal Toxicity,
_Am___o%c ; ' more  PIK3CA/AKT1/PTEN-alteration
- as detected by an FDA-approved test | Waming: As per precaution.
Narayanagn : .
yanagnj following progression on at least one e
endocrine-based regimen in the | Side effects: The most common side affects are-
metastatic sefting or recurrence on or | *Hyperglycemia +Diarrhea -Cutaneous Adverse
within 12 months of completing | Reactions.
adjuvant therapy.

95, Drug International Fruguintinit 1.00mg Anticancer |t is indicated for the treatment of adult | Contraindication: It is contraindicated in patients New USFDA AT | O
L., Plot# 13A & Capsule patients with metastatic colorectal | with known hypersensitivity to Fruguintinity or any A |
14A, Tongi I74, Therpaeutic cancer (mCRC) who have been | other componenis of this product. |
Tongi, Gazipur Code No: 010 | previously treated with

Fluoropyrimidine, ~ Oxaliplatin, and | Precaution; Caution should be exercised when
EVEREST Iinotecan based chemotherapy, an | Fruquintinib is used in pafients with Hypertension,
Pharmaceuticals anti-VEGF therapy, and, if RAS wild | Hemormagic Events, Infections, Gastrointestinal
Ltd. BSCIC VA type and medically appropriate, an anfi- | Perforation, Hepatotoxicity, Proteinuria, Paimar-

' ’ EGFR therapy. Plantar  Erythrodysesthesia  (PPE),  Posterior
Kanchpur, . Reversible Encephalopathy Syndrome  (PRES),
Narayanagnj lmpaired Wound Healing, Arterial Thromboembolic )

Events, Allergic Reactions to FD&C Yellow No. &
Incepta (Tartrazine} and No. 8 {Sunset Yellow FCF), )
Pharmaceutica Embryo-Fetal Toxicity.
Is Ltd; Savar, Warning: As per precaution
Dhaka * '
Side effects: The most common side sffects are- »
Hypertension + Hemorrhagic Events « Infections +
Gastrointestinal  Perforation +  Hepatotoxicity »
Proteinuria « Palmar Plantar Erythrodysesihesia
{PPE) + Posterior Reversible Encephalopathy
Syndrome (PRES)

g8, Drug Internationai * | Fruquintinib 5.00mg Fruquintinib tNN Anticancer It is indicated for the treatment of adult | Contraindication: It is contraindicated in patients Mew USFDA MR | W ]
Lid., Plot# 13A & Capsule 5.00mg patients with metastatic colorectal | with known hypersensifivity to Fruguintinib or any Feitfet wt | =
14A, Tongi 1A, V) Therpaeutic cancer (mMCRC) who have been | other components of this product.
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Tongl, Gazipur Code No: 010 | previously treated with | Precaution: Caution should be exercised when =3I
Fluoropyrimidine, ~ Oxaliplatin, and | Fruguintinib is used in patients with Hypertension,
EVEREST finotecan based chemotherapy, an | Hemorthagic Events, Infections, Gastrointestinal
Pharmaceuticals anti-VEGF therapy, and, if RAS wild | Perforafion, Hepatotoxicity, Proteinuria, Palmar-
Ltd. BSCIC IfA, type and medically appropriate, an anti- | Plantar  Erythrodysesthesia (PPE),  Posterior
Kanchpur, EGFR therapy. Reversible Encephalopathy Syndrome (PRES},
Marayanagnj Impaired Wound Healing, Arterial Thromboembolic
Events, Allergic Reactions to FD&C Yellow No, 5
Incepta (Tartrazing) and No. 8 (Sunset Yellow FCF),
Pharmaceuticals Embryo-Fetal Toxicity.
Ltd; Savar, Dhaka Warning: As per precaution.
. Side effects: The most common side effects are- +
Hypertension + Hemorrhagic Events + Infections «
Ziska Gastrointestinal  Perforation + Hepatotoxicity -
Pharmaceuticals Proteinuria « Palmar Plantar Erythrodysesthesia
Ltd., Gazipur (PPE) + Posterior Reversible Encephalopathy
Syndrome (PRES).

97. Drug International Talazoparib 0.5mg Talazoparib Anticancer BRCA-mutated  (yBRCAm) HER2- | Contralndications: It is contraindicated in patients New USFDA GG | S 9
Ltd.; Plot# 13A & Capsule Tosylate INN negative Locally  Advanced  or | with known hypersensitivity to Talazoparit or any S T | =@
144, Tongi I7A, 0.727mg {Eqv. to Therpaeutic MMetastatic Breast Cancer: It is | other companents of this product. =
Tongi, Gazipur 0.5mg Code: 010 indicated as a single agent for the | Precautions: -Myelodysplastic Syndrome/ Acute

Talazopariby) ' treatment of adult patients with | Myeloid Leukemia (MDS/AML): MDS/AML oceurred
EVEREST deleterious or suspected deleterious | in patients exposed to Talazoparib, and some cases
Pharmaceuticals germiine breast cancer susceptibility | were fatal. Monitor patients for hematological toxicity
Ltd. BSCIC IfA gene Awm@z.aamﬁa {gBRCAm) | and discontinue if MDS/AML is confirmed.
Kanchpur ' human epidermal  growth  factor | *Myelosuppression: It may affect hematopoiesis and
- receptor 2 (HER2)-negative locally | can  cause  anemia, neutropenia,  andfor
Narayanagn) advanced or metastatic breast cancer. | thrombocytopenia. *Embryo-Fefal Toxicity: It can
HRR Gene-mufated mCRPC: It is | cause fetal harm. Advise of the potential fisk to the
indicated in  combination  with | fetus and to use effective contraception.
Enzalutamide for the treatment of adult | Warning: As per precaution.
patients with homologous | Side  effects:  Myelodysplastic  SyndromefAcute
recombination repair (HRR) gene- | Myeloid, Myelosuppression -
mutated metastatic castration-resistant
prostata cancer (CRPG).

98, Drug International Relzutifan 40 mg Tablet | Belzutifan INN Anticancer von Hippel-Lindau (VHL) disease: |t | Contraindication: It is contraindicated in patients New USFDA AR | S Al
Lid.; Piot #4134 & 40mg is indicated for treatment of adult | with severe hypersensitivity to Belzutifan or any of e A | =
14A, Tongi VA, Therpaeutic patients with von Hippel-Lindau (VHL} | its components. e
Tongl, Gazipur Code No: 010 | disease who require therapy for

associated renal celt carcinoma (RCC), | Precaution: Caufion should be exercised when
EVEREST central  nervous  system  {CNS) | Belzutifan is used in patients with Anemia: von
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Pharmaceuticals hemangioblastomas, or pancreatic | Hippel-lindau (VHL) disease & Advanced Renal
Ltd, BECIC IfA, neuroendocrine fumors (pNET), not | Cell Carcinoma {RCC), Hypoxia, Embryo-Fetal
Kanchpur, requiring immediate surgery. | Toxicity,
Narayanagnj Advanced Renal Cell Carcinoma
{RCCY: It is Indlcated for the treatment | Warning: As per precaution.
Beacen of adult patients with advanced renal
Pharmacsuticals cell carcinoma (RCC) foliowing a | Side effects;
PLC, Kathali, programmed death receptor-1 (PD-1) | The most common side effects are-
Bhaluka, or programmed death-ligand 1 {PD-L1) | « Anemia « Hypoxia.
Mymensingh inhibitor and a vascular endotheiial
growth factor tyrosine kinase inhibitor
(VEGF-TKI).
99, Eskayef Ublituximab-xiiy Ublituximab-xity It is a CD20-directed cytolytic antibody | CONTRAINDICATIONS: New USFDA SIMET | SAmd
Pharmaceuticals 150mg/6ml  {25mgiml) | 150mgfvial indicated for the treatment of relapsing { » Active hepatitis B virus infection S T | T
Limited, Rupgani, Injection For 1¥ Infusion forms of multiple sclerosis (MS), to | e History of lifethreatening infusion reaction to el
Narayanganj include clinically isolated syndrome, this

relapsing-remitting disease, and active
secondary progressive disease, in
adults

SIDE-EFFECT:

The most common adverse reactions (210%) were
infusion reactions and upper respiratory tract
infections.

WARNINGS AND PRECAUTIONS:

s |nfusion Reactions: Management
recommendations for infusion reactions depend
on the type and severty of the reaction.
Permanently discontinug THIS DRUG f a life-
threatening or disabling infusion reaction occurs.

» Infections: Serious, including life-threatening and
fatal infections have occurred, Delay THIS
DRUG administration in patients with an active
infection until the infection is resolved.
Vaccination with live-attenuated or live vaccines
is not recommended during treatment with THIS
DRUG and after discontinuation, until B-celi
replation

« Reduction in Immunoglobulins: Monltor the levet
of immunoglobulins at the beginning, during, and
after discontinuation of freatment with THIS
DRUG, until Bcell repletion, and especially
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m when recurrent serious infections are suspecied.
, Consider discontinuing THIS DRUG in patients
with serious opportunistic or recurrent serious
infections, and if prolonged
hypogammaglobulinemia requires treatment with
Intravenous immuncgiobulin.
Fatal Risk: May cause fefal harm. Advise females of
reproductive potential of the potential risk to a feius
and to use effective contraception during treatment
and for at least 8 months after stopping THIS
DRUG. ©
100, | Eskayef Leuprolide Acetate | Leuprolide Acetate | Therapedutic It is a gonadotropin-releasing hormone | CONTRAINDICATIONS: Leuprolide USFDA AT | S
Pharmaceuticals 11.25mg  Lyophilized | USP 11.28mgfVial Class: {GnRH) agonist indicated for; « Hypersensitivity to GnRH, GrRH agonist Mesylate ot Far | =
Limited, Rupganj, Powder For  Depot Hormone Endometriosis; analogs, including Leuprolide acetate, or any of | 42mg ready o
' Narayangan] Injection » Management of endometriosis, the excipients to use
Therapeautic including pain relief and reduction | » Undiagnosed abnomal uterine bleeding, subcutaneous
code: 056 of endometriotic lesions. « Pregnancy. depot
« In combination with a norethindrone injection
acetate for initial management of | SIDE-EFFECT:
the  painful  sympioms  of | Most common adverse reactions (>10%) in clinical
endometriosis and for management | tdals were hot flashes/sweats, headache/migraine,
of recurrence of symptoms, vaginitis, depressionfemotional (ability, general pain,
Limitations of Use; weight gainfloss, nauseafvomiting, decreased libido,
» The fotal duration of therapy with | and dizziness. )
this drug plus add-back therapy .
: should not exceed 12 months due | WARNINGS AND PRECAUTIONS:
to concerns aboui adverse impact | e Loss of bone mineral density (BMD): Duration of
on bone mineral density, treafment is Imited by risk of bone mineral
density. When using for management of
Uterine Leiomvomafa (Fibroids) endometriosis:  combination  use  with
« Concomitant use with iron therapy for norethindrone acetate is effeciive in reducing
prefiperative hematologic fmprovement loss of BMD; do not retreat without combination
of women with anemia caused by norethindrone acetate. Assess BMD before
fibroids for whom three months of retreatment.
hormonal suppression is deemed | « Embryo-Fetal Toxicity: May cause fetal harm.
necessary. Exclude pregnancy before inltiating treatment if
' Limitations of Use: clinically indicated and discontinue use If
This drug is not indicated for pregnancy ocours. Use non-hormonal methods )
combination use with norethindrone of contraception only.
¢ acetate add-back therapy for the | e Hypersensitivity reactions, incluging
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preoperative hematelogic improvement anaphylaxis, have been reported

of women with anemia caused by | If this drug is administered with norethindrone

heavy menstrual bleeding due to | acetate, the wamnings and precautions for

fibroids. norethindrone  acetate apply fo the combination

ragimen.

101, | Eskayef Leuprolide Acetate | Leuprolide Acetate | Therapeutic | 1t is a gonadotropin-releasing hormone | CONTRAINDICATIONS: Leuprolide USFDA GPEAVAT | SAME P
Pharmaceuticals 3.75mg Lyophilized | USP 3.75mg/Vvial Class: (GnRH) agonist indicated for; » Hypersensitivity to GnRH, GnRH agonist Mesylate Friife =t | =9
Limited, Rupganj, Powder For  Dapot Hormone Endometriosis: analogs, including Leuprolide acetate, or any of | 42mg ready =
Narayangan] Injection _ « Management of endometriosis, the excipients to use

Therapeutic including pein relief and reduction | e Undiagnosed abnormal uterine bleeding. subcutaneous
code: 056 of endometriotic lesions. » Pregnancy.  depot
+ |n combination with a norethindrone injection
acetate for initial management of | SIDE-EFFECT:
the  painful  symptoms  of | Most common adverse reactions (>10%) in clinical
endometriosis and for management | trials were hot flashesfsweals, headache/migraine,
of recurrence of symptoms. vaginitis, depressionfemotional lability, general pain,
Limitations of Use: weight gainfioss, nausealvomiting, decreased libido,
= The total duration of therapy with | and dizziness.
this drug plus add-back therapy
should not exceed 12 months due | WARNINGS AND PRECAUTIONS: -
to concerns about adverse impact | e Loss of bone mineral density (BMD}; Duration of
on bone mineral density. treatment is limited by risk of bone mineral
density. When using for management of
Uterine Leiomyomate (Fibroids) endometriosis:  combination  use  with
* Concomitant use with iron therapy for norethindrone acetate is effective in reducing
precperative hematologic improvement loss of BMD; do not refreat without combination
of women with anemia caused by notethindrone acetate. Assess BMD before
fibroids for whom three monihs of retreatment,
i hormonal suppression is deemed | « Embryo-Fetal Toxicity: May cause fetal harm.
necessary. Exclude pregnancy before initiating treatment if
Limitations of Use: clinically indicated and discontinue use if
This drug is not indicated for pregnancy ocours. Use non-hormonal methods
' combination use with norethindrone of contracepiion only,
acetate add-back therapy for the | o Hypersensitivity reactions, including
preoperative hematologic improvement anaphylaxis, have been reported
of women with anemia caused by | If this drug Is administered with norethindrone
heavy mensiual bleeding due fo | acefate, the wamings and precautions for
fibroids. norethindrone acetate apply o the combination
s regimen.
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102. Eskayef Ofatumumab Ofatumumab  INN Anticancer Ofatumumab s a CDZ0<irected | CONTRAINDICATIONS: New USFDA GEEMEE | Wi Pl
Pharmaceuticals 20mgf0.4mi 5C | 20mg/Prefilled cytalytic monoclonal antibody indicated | Active HBY infection. Feify e | ==
Limited, Rupgan;, injection Syringe Therapeutic | for the treaiment of patients with | SIDE-EFFECT: et
Narayanganj code: 010 chronic Iymphocytic leukemia {CLL) | Most common adverse reactions (incidence greater

refractory  fo  fludarabine  and | than 10%) are upper respiratory fract infection,

alemmtuzumab. The effectiveness of | headache, injection-related reactions, and local

Ofatumumab  is  based on the | injection site reactions.

demonstration of durable objective

responses. No data demonsirate an | WARNINGS AND PRECAUTIONS:

improvement in  disease related | e Infections: Delay KESIMPTA administration in

symptoms or increased survival with pafients with an active infection unil the

Ofatumumab, infection is resolved. Vaccination with live-
atfenuated or live vaccines is not recommended
during treatment with this and after
discontinuation, until B-cell repletion.

» |njection-Belaied Reactions; Management for
injection-related reactions depends on the type
and severity of the reaction.

» Reduction in Immunoglobulin’s: Monitor the level
of immuncglobulin's at the beginning, during,
and after discontinuation of treatment with this
drug  until  B-cell  repletion.  Consider
discontinuing this drug if a patient develops a
serious opportunistic infection or recurrent
infections f immunoglobulin levels indicate .
immune comprormise,

Eetal Risk: May cause fetal harm based on animal
data. Advise females of reproductive potential of the
potential risk to a fetus and to use an effective

method of contraception during freatment and for 6

months after stopping this. )

103. | Eskayef Benazepril Benazepril Antihypertensiv | 1t Is an angiotensin-converting enzyme | CONTRAINDIC ATIONS: Amlodipine USFDA AR 1A% IS (453
Pharmaceuticals Hydrochloride Smg Hydrochloride e (ACE) inhibitor indicated for the | « Hypersensitivity 2.5mg + e wogran | Ruw o o
Limited, Tongi, Tablet USR 5mg treatment of hyperiension, to lower | « Angioedema or histary of hereditary or idiopathic Benazeprii A el
Gazipur Therapeutic blood pressure. Lowering blood angioadema 10mg * el

code:022 pressure reduces the risk of fatal and | o Co-administration with aliskiren in patients with |  Capsule
nonfatal  cardiovascular  events, diabetes
primarily  strokes and  myocardial Amicdipine
infarctions. SIDE-EFFECT: smg +
A The most common adverse reactions leading to | Benazepri
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discontinuation were headache {0.6%) and cough 10mg

(0.5%) Capsule

WARNINGS AND PRECAUTIONS: Amlodiping

« When pregnancy is defected, discontinue this Smy +
drug as soon as possible. Drugs that act directly |  Benazepril
on the renin-angiotensin system can cause injury 20mg .
and death to the developing fatus. Capsule

. » Angicedema;  Disconfinue  and  freat )

appropriately. Amlodipine

» Monitor renal function pericdically, 10mg +

« Monitor blood pressura after initiation, Benazepril ’

o Hyperkalsmia: Monilor  serum  potassium 20mg
periodically. Capsule

Hapatic toxicity: Monitor for jaundice or signs of liver

failure.

104, | Eskayef Benazepril Benazepril Anthypertensiv | It is an angiotensin-converting enzyme | CONTRAINDIC ATIONS:. Amiodipine USFDA TAIE 77T AT e
Pharmaceuticals Hydrochloride 10mg Hydrachloride e (ACE} inhibitor indicated {or the | e Hypersensitivity 2.5mg + gty wrgr | Ram wwgd
Limited, Tongi, Tablet USP 10mg" treatment of hypertension, to lower | » Angioedema or history of hereditary or idiopathic Benazepril et <=l =
Gazipur Therapeutic | blood pressure,  Lowering  blood angioedema 10mg 7|

code:022 pressure reduces the risk of fatal and | o Co-administration with aliskiren in patients with |  Capsule
nonfatal  cardiovascular  avents, diabetes
primarily strokes and myocardial Amlodipine
: infarctions. SIDE-EFFECT: The most common adverse 5mg +
reactions leading to discontinuation were headache | Benazeprl
(0.6%) and cough (0.5%) 10mg
Capsule

WARNINGS AND PRECAUTIONS: .
» When pregnancy is detected, discontinue this [ Amlodipine

drug as soon as possible. Drugs that act directly smg + ]
on the renin-angiotensin system can cause injury |  Benazepril
and death to the developing fetus, 20mg
+ Angioedema:  Disconfinue  and  treat |  Capsule
appropriaiely.
« Monitor renal function periodically. Amiodiping
« Monitor blood pressure after initiation. 10mg +
+ Hyperkalemia: Monifor  serum  potassium | Benazepril
periodically. - 20mg
Hapatic toxicity: Monitor for jaundice or signs of liver Capsule
pa) failure.
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105, | Eskayef Benazepril Benazepril Antihypertensiv | It is an angictensin-converting enzyme | CONTRAINDIC ATIONS: Amiodipine USFDA RTAIE T8 ejrater LoEY
Pharmaceuticals Hydrochloride 20mg Hydrachloride e {(ACE) inhibitor indicated for the | » Hypersensitivity 2.5mg + foym awgran | Tt =g 790
Limited, Tongi, Tablet USP 20mg treatment of hypertension, to lower | « Angioedema or history of hereditary or idiopathic | Benazepril Al Tt =l
Gazipur Therapeutic blood pressure. Lowering hlocd angioedema 10mg | )

code:022 pressure reduces the risk of fatal and | e Co-administration with aliskiren in patients with |  Gapsule
nonfatal  cardiovascular  events, diabetes
primarily strokes and  myocardial Amiodipine
infarcticns. : SIDE-EFFECT: Smg +
The most common adverse reactions leading to | Benazepr
discontinuation were headache (0.6%) and cough 10mg
(0.5%) Capsule
WARNINGS AND PRECAUTIONS: Amlodipine
« When pregnancy is detected, discontinue this Smg +
drug as soon as possible. Drugs that act directly |  Benazepri
on the renin-angiotensin system can cause injury 20mg
and death to the developing fetus. Capsule
+ Angioedsma:  Discontinuge  and  ftreat
appropriately. Amiodipine
« Menitor renal function periodically. 10mg +
« Monitor blood pressure after initiation. Benazepril
o Hyperkalemia: Monitor serum  potassium 20mg
periodically. Capsule
Hapatic toxicity: Monitor for jaundice or signs of liver
failure.

108. | Eskayef Benazepril Benazepril Antthypertensiv | It is an angiotensin-converting enzyme | CONTRAINDIC ATIONS: Amlediping USFDA ST T3 g (253
Pharmaceuticals Hydrochloride 40mg Hydrochleride e (ACE) inhibiter indicated for the | e Hypersensitivity 2.5mg + iyt wimgras | fag Sy Fa
Limited, Tongi, Tablet USP 40mg freatment of hyperfension, 1o lower |« Angioedema or history of heraditary or idiopathic | Benazepri Fetifert =t |
Gazipur Therapeutic | blood pressure. Lowering blood angioedema 10mg = |

code:022 pressure reduces the risk of fatal and | « Co-administration with aliskiren in paiients with Capsule
nonfatal  cardiovascular  events, diabetes
primarily strokes and  myocardial Amlodiping
infarctions. SIDE-EFFECT: 5mg +
The most common adverse reactions leading to | Benazepril
discontinuation were headache (0.6%) and cough 10mg
p (0.5%) Capsule
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Amlodipine
WARNINGS AND PRECAUTIONS: Smg +
« \When pregnancy is defected, discontinue this Benazepril
drug as soon as possible. Drugs that act directly 20mg
on the renin-angiotensin system can cause injury Capsule
and death to the developing fetus. .
+ Angioadema; Discontinue and  ireat | Amlodipine
appropriately. 10mg +
« Monitor renal function periodic Benazeprii
» Monitor blood pressure after initiation, 20mg
« Hyperkaiemia:  Monitor  serum  potassium Capsule
pericdically.
Hepatic toxicity: Monitor for jaundice or signs of liver
failure.

107. | Eskaysf ni Propionate Fiuticasone Drugusedin | It is a coricosteroid indicated for the | CONTRAINDICATIONS: Fluticasone USFDA SEAMER | AT
Pharmaceuticals 93.00meg 100UL Nasal | Propionate BP Bronchial treatment of chronic rhinosinusitis with | Hypersensitivity Propionate Aot = | Zm
Limited, Tongi, Spray 0.093mg/100pL Asthma, nasal polyps {CRSwNP) in adult 100mcg 73
Gazlpur Chronic patients 18 years of age or older. SIDE-EFFECT: Inhalation

obstructive The most common adverse reactions {incidence = Capsule
pulmeonary 3%) are epistaxis, nasal septal ulceration,
Square disease nasopharyngitis, nasal mucosal erythema, nasal | Fluticasong
Pharmaceuticals (COPIY mucosal ulcerations, nasal congestion, acute | Propionate
PLC, Salgaria, sinusitis, nasal septal erythema, headache, and | 125mcg/Mete
Pabna Therapeutic pharyngitis. red [nhalation
_ Code: 044 Aerosol
Opsonin Pharma WARNINGS AND PRECAUTIONS: Inhalation
Ltd. » Local Nasal Adverse Reactions
« Close monitoring for glaucoma and cataracts is | Fluticasone
warranted Prapionate
. o Hypersensitivity reactions 50meg/Spray
» [mmunosuppression and Risk of Infections Nasal Spray
» Hypercorticism and adrenal suppression may .
ocour with very high dosages or at the reguler | Fluticasone .
dosage in susceptibla individuals. Propionate
Assess for decrease in hone mineral density initially 50meg
and periodically thereatter. inhafation
Capsule
Fluticasone
Propionate
o 5 : 250meg
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Precautions

Status
{New/
Existing
Molecule)

USFDA/ BNF,
UKMHRA/
EMA/PMDA/

TGA

Rl 7T
sy em

@y e Rt
P

Inhalation
Capsule

Fluticasone
Propionate
500mcg
Inhalation
Capsule

Fluticasone
Propionate
0.05% Cream

Fluticasone
Fropionate
0.005%
Qintment

Fluticasone
Propionate
2mgi2ml
Respirator
Suspension

Fluticasone
Propionate
500mcgf2mi
Respirator
Suspension

Fluticasone
Propionate
250megiMete
red Inhalation
Aerosol
Inhalation

Fluticasone
Propionate
500mcgiMete
red Inhalation
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108. Eskayef Nizatidine 15mgiml Nizaligine USP Ha2-Receptor | Nizatidine oral solution is indicated for | CONTRAMNDICATIONS: Nizatidine USFDA A | ARTE GERRRI
Pharmaceuticals Oral Solution 1.5gm100ml Blocker up to 8 weeks for the treatment of | Nizatidine oral solution is confraindicated in patients 160mg yoifan wai | s 6w
Limited, Tongi, active duadena! ulcer. In most patients, | with known hypersensitivity to the drug. Because Capsule el GERORICE
Gazipur Therapeutic the ulcer will heal within 4 weeks. | cross sensitivity in this class of compounds has forarg 43 =
code: 055 Nizatiding oral solution is indicated for | been observed, H2 receptor antagonists, including
Opsonin Pharma maintenance therapy for duodenal | nizatidine, should not be administered to patients
Limited, Rupatai, . ulcer patients at a reduced dosage of  with a history of hypersensitivity fo other H2 receptor
Batishal 150 mg h.s. after healing of an active | antagonists,
duodenal ulcer. The consequances of
continuous therapy with nizatidine for | SIDE-EFFECT:
longer than 1 year are not known. | In contrelied clinical trials in pediatric patients (age 2
Nizatiding oral solution is indicated for | to 18 years), nizatidine was found to be generally
. up to 12 weeks for the treatment of | safe and well tolerated. The principal adverse
entoscopically diagnosed esophagitis, | experiences (> 5%) were pyrexia, nasopharyngitis,
including  erosive  and  ulcerative | diarrhea, vomiting, imifability, nasal congestion and
esophagiiis, and associated heartburn | cough, Most adverse events were mild or moderaie
due to GERD, Nizatidine oral solution | in severy. Mild elevations in serum fransaminase
is indicated for up to 8 weeks for the | (12 x ULN} were noted in some patients. One
treatment of active benign gastric Ulcer. | subject experienced a seizure by EEG diagnosis
Befare initiating therapy, care should | after taking nizatidine oral solution 2.5mg/kg b.id.
be taken to exclude the possibility of | for 23 days. The adverse reactions reported for
malignant gastic  ulceration. In | nizatidine may also occur with nizatidine oral
pediatic  patients, nizatidine oral | solution.
solution is indicated for ages 12 years
and older, Nizatidine oral solution is
indicated for up to 8 weeks for the
treatment of endoscopically diagnosed
esophagitis, including erosive and
ulcerative esophagitis, and associated
heartburn dus to GERD.
109. | Eskayef Nizatidine 300mg Nizatidine USP Hz-Receptor | Nizatidine belongs to a group of | CONTRAINDICATIONS: Nizatidine USFDA S AR | LS R
Pharmaceuticals Capsule 300mg Blocker medicines called H2-receplor | e allergic to Nizatidnhe or any of the other 150mg EiGIELEE
Limited, Tongi, antagonists  (anti-ulcer  medicines), ingredients of this medicine Capsule T
Gazipur Therapeutic which reduce the amount of acid in | « if taken & similar anti-ulcer medicine before and
code: 055 stomach. suffered an unusual or allergic reaction. An
Opsonin Pharma This medicine is used to: alergic reacion may include rash, itching,
Ltd, » heal and stop ulcers in the stomach, difficulty breathing or swelling of the face, fips,
or the part where it empties into the throat or tongue.
o A small intestine (duodenum)
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« haal and stop problems caused by
acid in the gqullet {oesophagus) or too | SIDE-EFFECT;
much acid in the stomach. This can | » Sweating, Sleepiness
cause pain or discomfort known as | » any kind of skin rash of hives' (small itchy spats),
indigestion, acid refux or heartbum boils or sore lips, swelling of the face, lips, tongue,
» preveni ulcers which may be caused throat or other parts of the body, fever, sudden
by NSAID ({non-steroidal anti- wheezing and coughing, uttering or tightness of
inflammatory  drug) ftreatment i.e. the chest, chest pain, fesling faint and difficulty
) ibuprofen, Diclofenac -offen used to breathing due to an allergic reaction.
treat arthritis » yellowing of the whites of the eyes or skin, dark
stop these ulcers from coming back. uring, pale coloured bowel movements, itching :
due fo problems with your liver.
» bruising more easily, bleeding, particularly of the
mouth and nose, or bruising under the skin. n
severe cases, blood in the urine or faeces and
headaches dug to low platelets in your blood.
. « requent infections such as fever, severe chills, ’
sore throat or mouth ulcars due to lack of white
hlood cells.
WARNINGS AND PRECAUTIONS:
« Talk to your doctor or pharmacist before taking
Nizatidine if you have liver or kidney problems.
« Other medicines and Nizatiding; a medicine called
a salicylate (i.e. aspirin), normally used to refieve
minor aches and pains.
Pregnancy and breast-feeding.

110, Eskayef Polidocanol Polidocanol INN Other It is a sclerasing agent indicated fo | CONTRAINDICATIQNS: New USFDA GAAMNE | A
Pharmaceuticals 0.01gm/2mL ampoule | 0.01gm/2ml. Classification | sclerose uncomplicated spider veins | « Known allergies to polidocano! EER IR
Limited, Tongi, IV Injection (0.5%; 2mi} {varicose veins <1 mm in diamster) | « Patients with acute thromboembalic diseases el
Gazipur Therapettic | and uncomplicated reticular  veins

code: 075 {varicose veins 1 to 3mm in diameter} | SIDE-EFFECT:
Incepta in the lower extremity, Asclera has not | o Be prepared to treat anaphylaxis
Pharmaceuticals been studied in varicose veins more | o Venous Thrombosis and Pulmonary Embolism.
Lid.; Zirabo, Dhaka than 3mm in diameter, o Arlarial Embolism
. Tissue ischemia and necrosis: Do not inject intra-
Ziska _ arterially.
Phamaceuticals
Ltd. Gazipur F,
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111, | Eskayef Polidocanal Paolidocanol INN Other It is & sclerosing agent indicated to | CONTRAINDICATIONS: New USFDA SAMER | A P
Pharmaceuticals 0.02gm/2mL ampoule 0.02gm/2mL Classification | sclercse uncomplicated spider veins | » Known allergies to polidocanol Fafe o | W@

Limited, Tongi, IV Injection {1.0%; 2ml) {varicose veins <1 mm in diameter) | » Patients with acute thromboembolic diseases £
Gazipur~ Therapeutic and uncomplicated reficular veins
code: 075 {varicose veins 1 to 3mm in diameter) | SIDE-EFFECT:
Ziska in the lower extremity, Asclera has not | e Be prepared o treat anaphylaxis
Pharmaceuticals been studied in varicose veins more | o Venous Thrombosis and Pulmonary Embolism.
Ltd, Gazipur than 3mm in diameter.  Arerial Embolism
Tissue ischemia and necrosis: Do not inject infra-
arterially.

112. | Eskaysf Avacincaptad Pegol Avacincaptad Eye Itis a complement inhibitor indicated CONTRAINDICATIONS: New USEDA I | #ETe] 29
Pharmaceuticals 2mgf0.1m| Intravitreal Pegol Sodium INN |  Preparations | for the treatment of geographic atrophy | » Ocular or periccular infections PR T | frme sfRia
Limited, Tongi, Injection 2mgfVial (GA) secondary to age-related macular o Active intraocular inflammation =T
Gazipur Therapeutic degeneration {(AMD). il v

code: 052 SIDE-EFFECT: [RISCC I

Advanced msmawnw_ The most common adverse reactions were TEE® ARG
Industries Limited 7, conjunctival hemorthage {13%), increased [OP e
Hajeegonj, Godnyl, {9%), blurred vision (8%) and neovascular age- amu_ﬁmm
Narayangon related macufar degeneration {7%).

WARNINGS AND PRECAUTIONS:

« Endophthalmiis and Retinal Detachments

o Neovascular AMD

Increase in Intraocular Pressure {|OF)

113, Eskaysf Budesonide 4mg | Budesonide BP | Drug usedin It is a corticosteroid indicated to reduce | CONTRAINDICATIONS: Budesonide USFDA oLAEE T2 | AFTS FE (e
Pharmaceuticals Delayed Release | 4mg Bronchial proteinuria in adulis with primary Hypersensitivity to budesonide or any of the 9mg ot wgray | fAE =T
Limited, Tongi, Capsule Asthma immunoglobulin A nephropathy (IgAN) | ingredients Extended T | TR
Gazipur Therapeutic | atrisk of rapid disease progression, Release zH| PreE fae T

Code: 044 generally a urine protein-to-creatining | SIDE-EFFECT: Tablet
EVEREST ratio (UPCR) = 1.5 ¢fg. This indication | Most common adverse reactions (=5%) are
Pharmaceuticals is approved under accelerated hypertension, peripheral edema, muscle spasms, | Budesonide
Ltd. BSCIC IfA, approval based on a reduction in acne, dermatitis, welght increase, dyspnea, face | 0.1% Nasal
Kanchpur, profeinuria. It has not been established | edema, dyspepsia, fatigue, hirsutism. Spray
Narayanagn, whether it slows kidney function
BANGLADESH decling in patients with igAN. WARNINGS AND PRECAUTIONS: Budesonide

Continued approval for this indication « Hypercorticism and Adrenal Axis Suppression: 0.05%
Healthcare may be contingent upon verification Follow  general  wamings  concermning Nebuliser
Phamaceuticals Ltd and dascription of clinical benefitin a corticosteroids, patients with hepatic impairment Solution
Gazariapara, confirmatory clinicail trial, may be at increased risk. Taper wupon
Rajendrapur,Gazipu o) " discontinuation. Budesonide
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r » Risks of immunosuppression: Avold use in 1mgf2ml,
patients with active or quiescent tuberculosis | 260mcg/2mi,
infection, untreated fungal, bacterial, systemic | S00mcg/2ml
viral or parasitic infections, or ocular herpes Nebuliser
simplex. May affect vaccine efficacy. Suspension
Other Corticosteroid Effects: Monitor patients with
concomitant condifions where corticosteroids may | Budesonide
have unwanted effects {e.g., hypertension, diabstes 100, 200,
mellitus). 250, 400mceg
Powder for
inhalation/agqu
e0us
- suspension
for
inhalation/Met
ered
Inhalation
Aerosoi
InhalationfInk
alation
Capaule/
114, EVEREST Tenapanor 30mg Tenapanor HCI Others Tenapanor is a sodium hydrogen | Contraindication: 50 mg USFDA Erieicios B Gl TR )
Pharmaceuticals | Tablet INN 31.900 mg Classification | exchanger 3 {NHE3) inhibitor | *Pediairic patients less than 6 years of age. | Tablet P e | 2
Ltd. BSCIC A, Eqv. fo indicated to reduce  serum | Patients with known or suspected mechanical ko
Kanchpur, Tenapanor 30 Therapeutic | phosphorus in adults with chronic | gastrointestinal obstrugtion,
Narayanagnj mg Tablet Code: 075 | kidrey disease {CKD) on dialysis | Side effects:
as add-on therapy in patients who | Most common adverse reactions (22%) are
Beacon have an inadequate response to | diarthea, abdominal distension, flatulence and
Pharmaceuticals phosphate binders or who are | dizziness.
PLC, Kathali, intolerant of any dose of phosphate | warnings and precautions
Bhaluka, binder therapy Patients may experience severe diarrhea
Mymensingh
DBL
Pharmaceuticals
Ltd. Surabari, .
Kashimpur, il '
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Gazipur
The ACME
Laboratories Lid.
Dhamral, Dhaka
Incapta
Pharmaceuticals
Ltd., Savar, .
Chaka
Eskayef _
Pharmaceuticals
Limited, Tongi,
Gazipur
Opsonin Pharma
Limited, Rupatali,
Barishal
115. | EVEREST Dextromethorphan Dextromethorphan Others For the treatment of pseudobulbar CONTRAINDICATION: « Concomitant use with New USFDA | eralewt % | acdiss [CEy
Pharmaceulicals Hydrobromide BP 20 Hydrobromide BP | Classification | affect {PBA}) characterized by quinidine, quinine, or mefloguine. i atwegaw | g gy T
Lid. BSCIC 114, mg + Quinidine 20 mg + Quiniding involuntary, sudden, and frequent » Patients with a history of quinidine, guinine or qAfEY el | T
Kanchpur, Suffate BP 10 mg Sulfate BP 10 mg Therapeautic episodes of laughing andfor crying. mefloguine-induced thrombocytopenia, hepatitis, or =)
Narayanagnj, Capsule Capsule Code. 075 other hypersensitivity reactions.
BANGLADESH « Patients with known hypersensitivity to
dextromethorphan.
+ Use with an MAQOI or within 14 days of stopping an
MAQI. Allow 14 days after stopping the drugs before
starting an MAQL.
« Prolonged QT interval, congenital long QT
syndrome, history suggestive of torsades de
pointes, or heart failure,
+ GComplete afrioventricular {AY) block without
implanted pacemaker or patients at high risk of
compleie AV block.
« Concomitant use with drugs that both prolong QT
interval and are metabollzed by CYP206 {e.g.,
N thioridazine or pimozide).
75| Page DCC-255Meeting
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SIDE EFFECTS: The most commen side effects
are diarthea, dizziness, cough, vomiting, asthenia,
peripheral edema, urinary tract infection, influenza,
increased gamma-glutamyl fransferase, and
flatulence,

VUARNINGS & PRECAUTIONS: -
Thrombocytopenia or other hypersensitivity
reactions: Discontinue if ocour.

+ Hepatitis: Discontinue if occurs.

* QT Prolongation: Monltor ECG if concomitant use
of drugs that prolong QT interval cannot be avoided
or if concomitant CYP3A4 inhibitors are used.

« Left ventricular hyperirophy (LYH) or left ventricular
dysfunction {LYD): Monitor ECG in patients with
LY¥H or LVD.

» CYP2D6 substrate: Quinidine inhibits CYP2D8.
Accumulation of parent drug andfor failure of
metabolite formafion may decrease the safety
and/or efficacy of concomitant CYP2D6 metabolized
drugs. Adjust the dose of CYP2D6 subsirate or use
alternative treatment when clinically indicated.

« Dizziness: Take precautions to reduce falls.

+ Serotonin syndrome: Use of Dextrometherphan
Hbr and Quinidine sulfate with selective serctonin
reuptake inhibitors (SSRIs) or tricyclic
antidepressants increasas the risk. Discontinue if
this occurs.

+ Anticholinergic effects of quinidine: Monltor for
worsening in myasthenia gravis and other sensitive
condiitions.

116.

EVEREST
Pharmaceuticals
Ltd. BSCIC IfA,
Kanchpur,
Narayanagnj,
BANGLADESH

Mobocertinib Succinate
40 mg Capsule

Mobocertinib
Succinate INN
48.0680 mg Eqv. fo
Mobocertinit 40
mg Capsule

Anticancer drug

Therapeutic
Code: 010

Mobocartinib is a kinase <inhibitor
indicated for the treatment of adult
patients with locally advanced or
metastatic non-small cell lung cancer
(NSCLC) with epidermal growth factor
receptor (EGFR) exen 20

insertion mutations, as detected by an
FDA-approved fest, whose

disease has progressed on or after
platinum-based chemotherapy

Contraindication: None

Side effects:

Diarrhea, nausea, vomifing, loss of appetite,
stomach/abdominal pain, heartburn, mouth sores,
weight loss, dry skin, runny nose, musclefjcint pain,
tiredness, or headache may ocour

Warnings & Precautions:

Inerstitial Lung Disease ({LD)Pneumonitis: Monitor
patients for new or worsening pulmonary symptoms
indicative of iLD/pneumonitis. Immediately withhold
Mobocertinl  in  patients  with  suspected

New
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iLD/pneumonitis  and  permanently  discontinue
Mobocertinib if ILD/pneumenitis is confirmed.

+ Cardiac Toxiclty, Monitor cardiac function,
including left ventricular ejection fraction, at baseline
and during treatment. Withhold, resume at reduced
dose or permaniently disconfinue based on severity,
+ Diarthea: Diarthea may lead to dehydration or
glectrolyte  imbalance, with or  without renal
impairment. Monitor electrolytes and advise patients
to start an anfidiartheal agent at first episode of
diarrhea and io increase fluid and electrolyte intake.
Withhold, reduce the dose, or permanently
discontinue Mobocertinib based on the severity.

» Embryo-Fetal Toxicity: Can cause fetal ham.
Advise famales of reproductive potential of the
patential risk to a fetus and to use effective non-
hormonal coniraception

17

EVEREST
Phammaceuticals
Ltd. BSCIC If4,
Kanchpur,
Narayanagnj,
BANGLADESH

Enasidenib INN 50mg
Tablet

Enasidenib
Mesylate INN
60.000 mg Eqv. to
Enasidenib 50 mg
Tablet

Anticancer drug

Therapeutic
Code: 010

It is indicated for the freatment of adult
patients with relapsed or refractory
acute myeloid leukemia (AML) with an
isocitrate  dehydrogenase-2  {IDH2)
mutation as detected by an FDA-
approved test.

Contraindication: None

Side effects:

The most common adverse reactions included
nausea, vomiting, diarthea, elevated bilirubin,
decreased appetite, respiratory, thoracic and
mediastinal disordsr. Serious adverse reactions are
reported such as leukocytosis and differentiating
syndrome,

Warnings & Precautions:

Embryo-Fetal Toxicity: {DHIFA can cause fetal harm
when administered to a pregnant woman. Advise of
the potential risk to a fetus

DCC 249
Enasidenib
100 mg
Tablet

USFDA.
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118.

General
Pharmaceuiical
Ltd., Gazipur

Lisdexamfetamine
Dimesylate
Capsule

30mg

Lisdexamfetamine
Dimasylate 1NN
30,000 mg
equivalent fo
Lisdexamfetamine
17.300 mg

Antidepressant
S

Therapeutic
code: 014

Lisdexamfetamine dimesylaie is a
central  nervous  system  (CNS)
stimulant indicated for the frealment of
Attention Deficlt Hyperactivity Disorder
{(ADHD) & Moderate to Severe Binge
Eating Disorder (BED} in adultz

Contraindications:

Lisdexamfetamine dimesylate is contraindicated in
patients with: Known hyparsensitivity to
amphetamine products. Anaphylactic reactions,
Stevens-Johnson Syndrome, angioedema, and
urticaria have heen observed in postmarketing
reports. Patiants taking monoamine oxidase
inhibitors (MAQIs}, or within 14 days of stopping
MAOIs {including MAQIs such as linezolid or
intravenous methylene blue), because of an

New
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increased risk of hypertensive crisis.

Warning & Precautions:

Serious Cardigvascutar Events: Sudden death has
been reported in association with CNS siimulant
treatment at usual

doses in children and adolescents with structural
cardiac abnormallties or other serious heart
problems, Sudden death,stroke, and myocardial
infarction hava been reported in adulis taking
stimulant drugs at usual doses for ADHD.

Stimulant products genarally should not be used in
pafients with known structural cardiac
abnormalities,cardiomyopathy, serious heart thythm
abnormallties, coronary artery disease, or other
serious heart problems.
Increase in Blood Pressure: Monitor biood pressure
and pulse at appropriate intervals in patients faking
Lisdexamfetamine Dimesylate. Use with caution in
patients for whomn blood pressure increases may be
problematic.

Psychiatrig Adverse Events: Use of stimuiants may
cause treatment-emergent psychatlc or manic
symptoms in patients with no prior histery, or
exacerbation of symptoms in paiients with pre-
existing peychosis. Clinical evaluation

for bipolar disorder is recommended prior to
stimulant use. Moniter for aggressive behavior,
Seizures: may lower the convulsive thresheld, and in
the presence of seizures, should be discontinued.
Visual Disturbance: difficulties with accommodation
and blurring of vision have been reported with
stimulant treatment.

Tics: may exacerbate tics. Clinical evaluation for tics
and Toureite's syndrome is recommended prior to
stimulant administration.
Long-Term_Suppression_of Growth: monitor height
and weight at appropriate intervals in pediatric
patients taking Lisdexamfetaming Dimesylale.

119,

General
rharmaceutical

Lisdexamfetaming
Dimesyiate 80  mg

Lisdexamfetamine
Dimasylaie INN_»

Antidepressant
S

Lisdexamfetamine dimesylate is a
central  nervous  system  {CNS)

Contraindications:
Lisdexamfetaming dimesylate is contraindicated in

New

USFDA
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Lid., Gazipur Capsule 60.000 mg stimulant indicated for the treatment of | patients with: Known hypersensitivity to g aprgraR | Raiw =g o9

equivalent to Therapeutic | Attention Deficit Hyperaciivity Disorder | amphetamine products. Anaphylactic reactions, et =t =
Lisdexamfetamine code: 014 (ADHD) & Moderate to Severe Binge | Stevens-Johnson Syndrome, angiosdema, and =)
34,700 mg Eating Disorder (BED) in adults urticaria have been observed in postmarketing _

reports. Patients taking monoamine oxidase
inhibitors (MAQ1s), or within 14 days of stopping
MAQIs (including MAQIs such as linezolid or
infravenous methylene blue}, because of an
increased risk of hypertensive crisis.

Waming & Precautions:

Serious Cardiovascular Events: Sudden death has
heen reported in association with CNS stimulant
freatment at usual

doses in children and adolescents with structural
cardiac abnormalities or other serious heart
problems. Sudden death,stroke, and myocardial
infarction have bean reporied in adults taking
stimulant drugs at usual doses for ADHD.

Stimulant products generally should not be used in
patients with known structural cardiac
abnormalities,cardiomyopathy, serious heart rhythm
abnormalities, coronary artery disease, or other
sericus heart problems.

Increase in Blood Pressure: Monitor blood pressure
and pulse at appropriate intervals in patients taking
Lisdexamfetamine Dimesylate. Use with caution in

- patients for whom blood pressure increases may be
problematic.

Psychiatric Adverse Events: Use of stimulanis may
cause treatment-emergent psychotlc or manic

‘ symptoms in patients with no prior history, or
exacerbation of symptoms in patients with pre-
existing psychosis. Clinical evaiuation

for bipolar disorder is recommended prior to '
stimutant use. Monitor for aggressive behavior.
Seizures: may lower the convulsive threshold, and in
the presence of seizures, should be discontinued.
Visual Disturbance; difficultiss with accommodation
and biurring of vision have been reported with
stimulant treatment.

Wa Tics: may exacerbate tics. Clinical evaluation for tics
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and Touretie's syndrome is recommended prior to
. stimulant administration.
Long-Term Suppression of Growth, menitor height
and weight at appropriate infervals in pediafric
patients taking Lisdexamfetamine Dimesylate,
120. | Heslthcare Gepirone 54.5mg Gepirone INN Anfidepressant | Gepirone is indicated for the treatmant | Contralndications: USFDA HEAMALT | SR B
Pharmaceuticals Ltd { Extended-release 54.50mg of major depressive disorder (MDD} in | » Known hypersensiiivity to gepirone, et Fa | 2w
Tablet Therapeutic adults * Prolonged QTc interval > 450 msec at baseline b
EVEREST Code: 014 » Congenital long QT syndrome.
Pharmaceulicals » Concomitant use of strong CYP3A4 inhibitars.
Ltd. BSCIC IfA, » Severe hepatic impairment.
Kanchpur, « Use with an MAOQ! or within 14 days of stopping
Narayanagnj, freatment with gepirone.
BANGLADESH Do not use gepirone within 14 days of discontinuing
an MACI
Advanced Side effects: Most common adverse reactions
Chemical (incidence of 25% and at least twice incidence of
Industries Limited, placebo) were dizziness, nausea, insomnia,
7 Hajeegoni, abdominal pain, and
Godnyl, dyspepsia .
Narayangonj Warnings and _uanmc__m:m”
e QT Interval Prolongation: gepirone prolongs the
Opsonin  Pharma QTe. Correct electrolyte
Limited,  Rupatali, s abnormalities. Perform ECGs prior to initiation,
Barishal ’ during dose titration, and
+ periodically during treatment with gepirone.
Monitor ECGs more
o frequently when gepirone is used concomitantly
with drugs known to
« prolong the QT interval, in patients who develop
QTc 2 450 msec during
« freatment or are at significant risk of developing
torsade de pointes, Do
» not escalate dosage if QTc > 450 msec .
» Serotonin Syndrome: Increased risk when co-
administered with other
» serotonergic agents. If serotonin  syndrome
occurs, discontinue gepirone
» and initiate supportive measures.
0N Activation of ManiafHypomania: Screen patients for
80 |Page DCC-255Meeting
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bipolar disorder
121, Healthcare Gepirons 72.6 mg Gepirane INN Antidepressant | Gepirone is indicated for the treafment | Contraindications: New USFDA TS | LA
Pharmaceuticals Ltd | Extended-Release 72.60mg of major depressive disorder (MDD)in | + Known hypersensitivity to gepirone. et =20 | =3
Tablet Therapeutic adults » Profonged QTc interval > 450 msec at baseline =
The Acme Code: 014 « Congenital long QT syndrome.
Laboratories Lt., + Concomitant use of strong CYP3A4 inhihitors.
Savar » Severe hepatic impaiment,
+ Use with an MAQI or within 14 days of stopping
treatment with gepirone.
Advanced Chemical _ Do not use gepirone within 14 days of discontinuing
Industries Limited, 7 an MAQ
Hajesgonj, Godnyl, Side effects: _
Narayangonj Most common adverse reactions {incidence of 5%
and at least fwice incidence of placebo) were
Opsonin ~ Pharma dizziness, nausea, insomnia, abdominal pain, and
Limited, Rupatali, dyspepsia
Barishai Wamings and Precautions: .

« QT Interval Prolongation: gepirone prolongs the

QTc. Correct electrolyle

abnormalities. Perform ECGs prior to in

during dose fitration, and

o periodically during treatment with gepirone.
Monitor ECGs more

« frequently when gepirone is used concomitantly
with drugs known io

o prolong the QT inferval, in patienis who develop
QTc = 450 msec during

« treatment or are at significant risk of developing
torsade de pointes. Do

 not escalate dosage if QTc > 450 msec .

+ Serotonin Syndrome: Increased risk when co-
administered with ofher

« serotonergic ‘agents. If serotonin  syndrome
occurs, discontinue gepirone

« and initiate supportive measures,

Activation of Mania/Hypomania: Screen patients for

tlon,

bipolar disorder
122. | Healthcare Trofinetide 200 mg /mL | Trofinetide INN Other Trofinetide ig  indicated for the | Contraindications: None : New USFDA SHCIMAE | WS R
Phamaceuticals Ltd | Cral Solution 200mg/mL i Classifications | treatment of Rett syndrome in adults | Side effects: The most common adverse reactions A AT | 24
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and pediatric patients 2 years of age | (that occurred in at least 10% of Trofinetide -treated Ex

Therapeutic | and older. patients and at least 2% greater than in placebo}

Code: 075 were diarrhea and vomiting
Warninas and Precautions:
Diarrhea; Most patients experience diarrhea during
treatment with Trofinetide. Advise patients to stop
laxatives before starting Trofinetide, |f diarrhea
occurs, patients should start antidiarrheal treatment,
increase oral fluids, and notify their healthcare
provider, Interrupt, reduce dose, or discontinue
Trofinetide  if severe diarhea occurs or if
dehydration is
suspected.
» Weight Loss: Weight loss may occur in patients
treated with Trofinetide. Monitor weight and
interrupt, reduce dose, or discontinue Trofinetide if
significant weight foss ocours,

123, | Incepta Empaglifiozin 5 mg + Empaglifiozin Therapeutic | A combination of empaglifiozin, a | Contraindlcation: Severe renal impairment (eGFR | Empaglifiozin USFDA oA TR | ST e
Pharmaceuticals Linagliptin 2.5 mg + INNfIn-house 5mg Class sodium-glucose  cotransporter 2 | below 30 mLiminf1.73 m2), end-stage renal disease, 25mg + et amgpEa | Ry Swge w4
Lid, Zirabo, Dhaka | Metformin + Linagliptin Antidiabetic {SGLT2) inhibitor, [linagliptin, a | ordialysis Linagliptin i = | =

Hydrochloride INN/In-house Therapeutic | dipeptidyl  peptidase4  (DPP-4) | + Metabolic acidosis, including diabetic ketoacidosis 5mg Tablet, |
Aristopharma Lid, 1000 mg Extended- 25mg+ Code: 015 inhibitor, and metformin hydrochloride | Hypersensitivity to  empaglifiozin,  linaglintin,
Plot No. 14-22, release Tablet Mefformine (HCI), a biguanide, indicated as an | metformin, or any of the excipients in it. Empaglifiozin
Road No. 11 & 12, Hydrochioride BP adjunct to diet and exercise to improve | Side Effect: Leucopenia, thrombocytopenia, 5mg+
Shampur-Kadamtali 1000mg glycemic control in adults with type 2 | ecsinophilia, Dizziness, headache, Phlebitis, | Metformin
VA,  Dhaka-1204, diabetes mellitus. Empaglifiozin is | Diarrhoea, vomiting, nausea HC! 1000 mg
Dhaka - indicated to reduce the risk of | Warnings and Precautions: XR Tablet
cardiovascular death in adults with type | Lactic Acidosis: See boxed warning

Eskayef 2 diabetes melltus and established | » Pancreatiis; There have been reports of acute
Pharmaceuticals cardiovascular disease pancreatitis, including fatal pancreatiis. If
Limited, Tongi, pancraalitis is suspecied, prompily discontinue
Gazipur » Heart Failure: Heart failure has been observed with

two other members of the DPP-4 inhibitor class.
Advanced Chemical Consider risks and benefits of it in patients who
Industries Limited, 7 have known risk factors for heart failure. Monitor for
Hajeeganj, Godnyl, signs and symptoms
Narayangonj + Hypotension: Before initiating it, assess and

correct volume status in patients with renal |
NIPRC JMI Pharma impairment, the aldarly, in patients with low sysfolic
Ltd blood pressure, and in patients on diurefics. Monitor
Drug International for signs and symptoms during therapy.
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Ltd., 311, Satrong, + Ketoacidosis: Assess patients who present with
Tongi IfA, Gazipur signs and symptoms of metabolic acidosis for
ketoacidosis, regardlass of blood glucese level, If
General suspecied, discontinue It, evaluate and treaf
Phamaceutical prompily. Before initiating it, consider risk factors for
Ltd., Gazipur ketoacidosis. Patients on it may require monitoring
and temporary discontinuation of therapy in clinic!
Opsonin Pharma situations known to predispose to ketoacidosis.
Limited, Rupatali, i + Acute Kidney Injury: Consider temporarily ’
Barisal discontinuing in settings of reduced oral intake o .
fiuid losses. If acute kidney injury ocours,
Square discontinug and promptly treat. Monitor renal
Pharmaceuticals functicn during therapy.
PLC, Kaliakoir,
Gazipur
Beacon
Pharmaceuticals
PLC, Kathall,
Bhaluka,
Mymensingh
Ziska
Pharmaceuticals :
Lid., Gazipur
124. | Incepta Zuranclone 20 mg Zuranolone INN Therapeutic | Zuranclane Is in preregistration for Contraindication: Do not use it if you are allergic to New USFDA A | ST
Pharmaceuticals Capsule 20mg Class, major depressive disorder and zuranolone or any of the ingredients. Zuranolong Ao & |
1id. Zirabo, Dhaka Antidepressant | postpartum depression, phase Il may cause allergic reactions, such as rash, itching, |
8 clinical trials for insomnia, and phase 1l | swelling, or trouble breaihing.
The [BN  SINA clinical studies for bipolar depression, Side-effects: Zuranolone is an investigational
Pharmaceutical Therapeutic essential tremor, and Parkinson's medication that s under development for the
industries Ltd. Code: 014 disease. treatment of depressive disorders and other .
Zuranolone is being evaluated as a | condifions. It is a neurosteroid that acts on the
Healthcare short-course, rapid-acting, oral | GABA A receptor in the brain. Some of the possible
Pharmaceuticals Lid medication for maor depressive | side effects of zuranolone include:
disorder (MDD} and postpartum | Drowsiness, Headache, Dizziness, Upper
Eskayef depression (PPD), respiratory fract infection, Diarrhea, Sedation &
Pharmaceuticals Zuranclone has been granted Fast | Confusion
Lirmited,  Rupganj, Track and Breakthrough Therapy | Warnings and Precautions: -
Narayanganj Deslgnation for MDD and Fast Track | Zuranolone is an investigational medication that is
Designation for PPD by the U.8. Food | being developed for the treatment of depressive
83|Page DCC-255Meeting
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The ACME & Drug Administration, It is also being | disordets and other conditions, |t is a neuroactive

Laboratories  Lid.
Dharmrai, Dhaka

General
Pharmaceutical
Ltd., Gazipur

One Phama Ltd,,
Plet No. C23-24,
BSCIC, Bogura
Opsonin

Pharma

Limited, Rupataii,
Barishal

Pharmasia Limited,
Bhawal, Mirzapur,
Gazipur

Renata Limited
Mirpur, Dhaka

Square
Pharmaceuticals
PLC., Salgaria,
Pabna

Ziska

Pharmaceuticals
Ltd.

Advanced Chemical
Industries Limited, 7
Hajeegonj, Godny!,
Narayangoni

studied for other indications, such as
insomnia, blpotar depression, essential
tremor, and Parkinson's disease.

steraid that acts as a positive allosteric modulator of
the GABA A receptor, which is the major inhibltory
signaling pathway of the brain and central nervous
system. According to the web sources, some of the
possible precautions of zuranolone are:

It may cause drowsiness, dizziness, of impaired
coordination. Do not drive or operate machinery untit
you know how it affects you.

It may interact with other medications that affect the
GABA system, such as benzodiazepines,
barbiturates, opioids, or alcohol. Consult your doctor
before taking zuranolone with any of these
substances.

It may cause homicnal changes, such as decreased
progesierong levels or menstrual irregularities.
Wormen who are pregnant, breastfeeding, or
planning to become pregnant should not take
zuranclone withcut medical supervision.

It may cause allergic reactions, such as rash,
itching, swelling, or trouble breathing, Seek
immediate medical attention if you experience any of
these symptoms,

It may cause withdrawal symptoms if stopped
abruptly after long-term use. Follow your doctor's
instructions on how to taper off zuranclone
graduglly..

84 |Page

DCC-255Meeting




Annex-A: IREend Sermer o KR (el «a sifas

Sl Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| Gatme e |83y fmad =it
No. Manufacturer with dosage form with Strength Ctass and Precautions {New/ UKMHRA/ | oy v e
Code Existing EMA/PMDA/ firare
Molecule) TGA
125. | Incepta Zavegepant Zavegepant Therapgutic Zavegepant is a calcitonin Contraindication: Patients with a history of New USFDA FAVAT | S e
Pharmagceuticals 10mg/Spray Hydrochloride INN Class: gene-related peplide raceptor | hypersensitivity reaction to zavegepant or to any of A TR |
Ltd. Zirabo, Dhaka Nasal Spray 10.6 mg eqv. to Drugusedin | antagonist indicated for the acute | the components of Zavegepant. 77|
Zavegepant Migraine treaiment of migraine with or without .
Aristopharma Ltd, 1OmglSpray aurain adults. Side-effects: Most common adverse reactions (at
Plot No. 14-22, Therapeutic least 2% of pafients treated with Zavegepant and
Road No. 11 & 12, Code: 047 greater than placeho) were tasie disorders, nausea,
Shampur-Kadamtali nasal discomfort, and vomiting.-
I/A,  Dhaka-1204, .
Dhaka ' Warnings and Precautions: Hypersensitivity
Reactions: If a serious hypersensitivity reaction
Opsonin ~ Pharma occurs, discontinug  Zavegepant and initiate
Limited, Rupatali, appropriate therapy. Hypersensitivity Reactions
Barishal including facial swelling and urticaria have occurred
with Zavegepant
Ziska ’
Pharmaceuticals
Ld.
Drug International
itd
Tongi A, Gazipur
126. | Incepta Ritiecitinib 50 mg Ritlecitinib Therapeutic Riflecitinb is a kinase inhibitor | Contraindication: Ritlecitinib is contraindicated in New USFDA TICACAT | O F
Pharmaceuticals Capsule Tosylate INN Class: incicated for the treatment of severe | pafients with known hypersensitivity to ritleciiinib or s[fa = | =
Ltd., Savar, Dhaka 80,13 mg eg.to Immuno- alopecia areata in  adulls and [ any of its excipients I
Ritiecitinib 50 mg suppressant adolescents 12 years and older. | Side-effects: Headache, diarea, acne, rash,
Eskayef Limitations of Use: Not recommended | hives, inflamed hair pores (folliculitis} fever, eczema,
Pharmaceuticals ' Therapeutic | for use in combination with other JAK | dizziness, shingles, decreased red plood cell counts,
Limited, Tongl, Code: 058 inhibitors, biologic immunomodulators, | mouth sores, redness and swelling of the lining of
Gazipur cyclosporine  or  other  potent | your mouth.
immunosuppressants. Warnings and Precauttons:
Beacon _ Serious infections have been reported in patients
Pharmaceuticals receiving RITLECITINIB. The most frequent serious
PLC ’ infections have been appendicitis, COVID-19
Kathali,  Bhaluka, infection (including pneumonia}, and sepsis Among
Mymensingh opportunistic infections, multi-dermatomal hetpes
zoster was reported with RITLECITINIB. Avold use
Drug International of RITLECITINIB in patients with an aclive, serious
Ltd., 3111, Satrong, infection.
Tongi A, Gazipur % Consider the risks and benefits of treatment prior to
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sl. Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/| Garrae=ia 8wy fRame i
No. Manufacturer with dosage form with Strength Class and Precautions {New | UKMHRA/ | #fifr o e
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Molecule) TGA
One Pharma Ltd., initiating RITLECITINIB in patients:
Plot No, C23-24, with chronic or recurrent infection
BSCIC, Bogura who have been exposed 1o TB
Ziska with a history of serious infection or an opportunistic
Pharmaceuticals infection
Ltd. who have resided or traveled in areas of endemic
Square TB or mycoses, or
Pharmaceuticals with underlying conditions that may predispose them
PLC Kaliaker, to infection Closely monitor patients for the
Gazipur development of signs and symptoms of infection
Opsonin~ Pharma during and after treatment with RITLECITINIB.
Limited, Rupatali,
Barishal
127. | Incepia Empagiiflozin 10mg + Empaglifiozin Therapeutic A combination of empagliflozin, a | Contraindication: Severe renal impairment (eGFR | Empaglifiozin USFDA eae Y TR 253
Pharmaceuficals Linagliptin 5mg + INN/In-house Class sodium-glucose  cotransporter 2 | below 30 mLfminA1.73 m2), end-stage renal disease, 25mg + g abmgren | R wwgd 5490
Ltd., Zirabo, Dhaka | Metformine 10mg + Linagliptin Anfidiabetic (SGLT2) inhibitor, linagliptin, a | ordialysis ot =Er )
Hydrochloride 1000mg | INN/In-house Smg Therapeutic dipeptidyl  peplidase-4  (DPP-4} | » Metabolic acidosis, including diabetic ketoacidosis Smg Tablet, |
Aristopharraa Lid. Extended-release + Metformine Code: 015 inhibitor, and metformin hydrochloride | Hypersensitivity to  empaglifiozin, linagliptin, | Empagliflozin
Plot No. 14-22, Tablet Hydrochioride BP {HCI, a blguanide, indicated as an | metformin, or any of the excipients in it 5mg+
Road No. 11 & 12, 1000mg adjunct to diet and exercise to improve | Side Effect: Leucopenia, thrombocytopenia, Metformin
Shampur-Kadamtali glycemic control in adults with type 2 | eosinophilia, ~Oizziness, headache, Phlebitis, | HCI 1000 mg
A, Dhaka-1204, diabefes meliitus. Empagliflozin is | Diarrhoea, vomiting, nausea XR Tablet
Dhaka indicated 1o reduce the risk of | Warnings and Precautions:
cardiovascular death in adults with type | Lactic Acidosis: See boxed waming
Eskayef 2 diabetes mellitus and established | + Pancreatitis: There have been reports of acute
Pharmaceuticals cardiovascular disease pancreatiis, including fatal pancreatitis, I
Limited, Tongl, pancreatitis is suspected, promptly discontinue
Gazipur » Heart Faiiure: Heart failure has been observed with
two other members of the DPP-4 inhibitor class.
Advanced Chemical Consider risks and benefits of it in patients who
Industries Limited, 7 have known risk faciors for heart failure. Monitor for
Hajeeganj, Godnyl, signs and symploms
Narayangon;. + Hypotension: Before initiating it, assess and
NIPRC JMI Pharma correct volume sfatus in pafients with renat
Ltd impairment, the elderly, in patients with low systolic
blood pressure, and in patients on diuretics. Monitor
Drug Intetnational for signs and symptoms during therapy.
Ltd 3111, Satrong, A ' Ketoacldosis: Assess pafients who present with
86|Page DCC-255Meeting
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Molecule) TGA
Tongi ItA, Gazipur signs and symptoms of metabolic acidosis for
ketoacidosis, regardless of blood glucese level. If
General suspected, discontinue -it, evaluate and treat
Pharmaceutical promptly. Before initiating it, consider risk factors for
Ltd., Gazipur ketoacidosis. Patients on it may require manitoring
and temporary discontinuation of therapy in clinical
Opsonin Phama situations known to predispose to ketoacidosis,
Limited, Rupatali, + Acute Kidnay Injury: Consider temporarily
Barisal disconfinuing in setiings of reduced oral intake or
fluid losses. if acute kidney injury occurs,
Beacon discontinue and promplly freat. Monitor renal
Pharmaceuticals function during therapy.
PLC, Kathali,
Bhaluka,
Mymensingh
Popular
Pharmaceuticals
Ld., 164, Tongi
Industrial Area, ~
Mennuragar,
Gazipur, .
Square
Pharmaceuticais
PLC, Kaliakoir,
Gazipur
Ziska
Pharmaceuticals
Ltd., Gazipur
128. | Incepta Empagliflozin 12.5mg + | Empagiiflozin Therapeutic | A combination of empagliflozin, a | Contralndication: Empaglifiozin USFDA LTS TR Eateuiagd e
Pharmaceuticals Linagliptin 2.5mg + INN/In-house Class sodum-glucose  cotransporter 2 | Severe renal impairment (eGFR below 30 25mg + T AmgrEd |y Ay I
Ltd., Zirabo, Dhaka | Metforming 125mg + Antidiabetic (SGLT2) inhibitor, linagliptin, a | mlimin/1.73 m2), end-stage renal disease, or Linagliptin e | o=
Hydrachloride 1000mg | Linagliptin INN/In- Therapeutic [ dipeptidyl  peptidase-4 ~ {DPP-4) | dialysis | 5myg Tablet, |
Avistopharma Ltd. Extendad-release house 2.5mg + Cods: 015 inhibitor, and mstformin_hydrochloride | » Metabolic acidosis, including diabetic ketoacidosis
87|Page DCC-255Meeting
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Plot No. 14-22, Tablet Metformine (HCl), a biguanide, indicated as an | Hypersensitivity to empagiiiozin,  linagliptin, 5mg + ]
Road No. 11 & 12, Hydrochloride BP adjunct to dist and exercise to improve | metformin, or any of the excipients in it. Metformin
Shampur-Kadamfali 1000mg glycemic contrel in adults with type 2 | Side Effect: HCI 1000 mg
/A, Dhaka-1204, diabetes mellitus. Empaglifiozin is | Leucopenia,  thrombocytopenia,  eosinophilia, XR Tablet
Dhaka indicated fo reduce the risk of | Dizziness, headache, Phlebitis, Diarrhoea, vomiting,
cardiovascular death in adults with type | nausea
Eskayef 2 diabstes melifus and established | Warnings and Precautions:
Pharmaceuticals cardiovascular disease Lactic Acidesis: See boxed warning
Limited, Tongi, + Pancreatitis; Thera have heen reports of acute
Gazipur pancreatitis, inciuding fatal  pancreatitis.  If
pancreatitis is suspected, promptly discontinue.
Beacon + Heart Failure: Heart failure has been observed with
Phammaceuficals two other members of the DPP-4 inhibitor class.
PLC, Kathali, Consider risks and benefits of it in patients who
Bhaluka, have known risk factors for heart failure. Monitor for
Mymensingh signs and sympioms
+ Hypotension: Before initiating it, assess and
Advanced Chemical correct volume status in  patients with renal
Industries Limited, 7 impairment, the elderly, in patients with low systolic
Hajeeganj, Godnyl, blood pressure, and in patients on diuretics. Monitor
Narayangon;. for signs and symptoms during therapy.
+ Katoacidosis: Assess patients who present with
NIPRO JMI Pharma signs and symptoms of metabolic acidosls for
Ltd ketoacidosis, regardiess of blood glucose level. if
suspected, discontinue it, evaluafe and treat
(General promptly. Before initiating it, consider risk factors for
Pharmaceutical ketoacidosis. Patients on it may require monitoring
Ltd., Gazipur anc temporary discontinuation of therapy in clinical
situations known to predispose to ketoacidosis.
Opsonin Pharma » Acute Kidney Injury; Consider temporarily
Limited, Rupatali, discontinuing in settings of reduced oral intake or
Barisal fluid losses. If acute kidney injury occurs,
discontinue and promptly treat. Monitor renal
Popular function during therapy.
Pharmaceuticals .
Lid.,164, Tongi
Industrial Area,
Monnunagar,
Gazipur
Square A
88iPage DCC-255Meeting
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Pharmaceuticals
PLC, Kaliakoir,
Gazipur .
Ziska
Pharmaceuticals )
Lid., Gazipur
129, | Incepta Empagliflozin 25mg + Empaglifiozin Anfidiabetic | A combination of empaglifiozin, a | Contraindication: Empaglifiozin USFDA AT T7E &b R
Pharmaceuticals Linagliptin 5mg + INNfIn-house sodium-glucose  cotransporter 2 | Severe renal impaivment {eGFR below 30 25mg+ g wivgres | Ruiy wwgy o=
Ltd., Zirabo, Dhaka | Metformine 25mg + Linagliptin Therapeutic | (SGLT2) inhibitor, finaghiptin, a | mUmin/1.73 m2), end-stage renal disease, or | Linaglipiin Tt T wl
Hydrechloride 1000mg | INN/In-heuse 5mg Code: 015 dipeptidyl  peptidase-4  (DPP-) | dialysis Smg Tablet, =
Aristopharma Ltd, Extended-release + Metformine inhibitor, and metformin hydrochioride | + Metabolic acidosis, including diabetic ketoacidosis Empagliflozin
Plot No. 14-22, Tablet Hydrochloride BP (HCD, a biguanide, indicated as an { Hypersensitvity to  empaglifiozin, finagliptin, 5mg+
Road Mo. 11 & 12, 1000mg adjunct o diet and exercise fo improve | metformin, or any of the excipients in it Metformin .
Shampur-Kadamtali glycemic control in adults with type 2 | Side Effect: HEI1000 mg
itA,  Dhaka-1204, diabetes meliitus. Empaglificzin is | Leucopenia, thrombocylopenia, eosinophilia XR Tablet
Dhaka indicated to reduce the risk of | Dizziness, headache, Phlebitis, Diarrhoea, vomiting,
cardiovascular death in adults with type | nausea

Eskayef 2 disbetes mellius and established | Warnings and Precautions:
Pharmaceuticals cardigvascular disease Lactic Acidosis: Ses boxed warning
Limited, Tongi, + Pancreafitis: There have been reports of acute
Gazipur pancreatitis, including fatal  pancreatitis. If

pancreatitis is suspected, promptly discontinue
Advanced Chemical « Heart Failure: Heart failure has been chserved with
Industries Limited, 7 two other membars of the DPP-4 inhibitor class.
Hajeegan], Godnyt, Consider risks and benefits of it In patients who
Narayangon]. have known risk factors for heart failure. Monitor for .

signs and symptoms
NIPRO JMI Pharma + Hypotengion: Before initiating it, assess and
id correct volume status in patients with renal

impairment, the elderly, in patients with Tow systolic
Drug Intermational blood pressure, and in patients on diuretics. Monitor
Ltd., 3111, Safrong, for signs and symptoms during therapy.
Tongi VA, Gazipur + Ketoacidosis: Assess patients who present with

signs and symptoms of metabelic acidosis for
General ketoacidosis, regardless of blood glucese ‘avel, If
Pharmaceutical suspected, discontinue it , evaluate and treat .
Ld., Gazipur promptly, Before initiating it , consider risk factors for

ketoacidosts. Patients on it may require monitoring
Opsonin Pharma and temporary discontinuation of therapy in clinical
Limited, Rupatali, situations known to predispose to ketoacidosis.
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Barisal + Acuie Kidney Injury: Consider femporarily
discontinving in settings of reduced oral intake or
Beacon fluid losses. If acute kidney injury occurs,
Pharmaceuticals discontinue and promptly treat. Monitor renal
PLC, Kathali, function during therapy.
Bhaluka,
Mymensingh
Popular
Pharmaceuticals
Ltd., 164, Tongi
Industrial Area,
Monnunagar,
Gazipur
Square
Pharmaceuticals
PLC, Kaliakgir, .
Gazipur B
Ziska
Pharmaceuticals
L., Gazipur
130. | Incepta Fezolinetant 45 mg Fazolinefant INN Therapeutic | Fezolinetant is a neurckinin 3 (NK3) | Contraindication: Severe renal  impairment, New USFDA SR L (1L B
Pharmaceuticals Tablet 45 mg Class: receptor antagonist indicated for the | Concomitant use with CYP1A2 AANEY | =
Ltd., Zirabo, Zirako, Unclassified treatment of moderate to severe =
Dhaka Agents vasomotor  symptoms  due  to | Side-effects: The most common adverse reactions
menopause, with Fezolinetant [af least 2% in Fezolinetant and
The BN SINA Therapeutic greater than placebo] are; abdominal pain, diarrhea,
Pharmaceutical Code: 075 inscimnia, back pain, hot flush, and hepatic
Industries Lid transaminase elevation,
Healtheare Warnings and Precautions: Hepatic transaminase
Pharmaceuticals Ltd glevation: FElevations in  serum iransaminase
N concentrations greafer than three times the upper
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Existing
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Eskayef
Pharmaceuticals
Limited, Tongi,
Gazipur

Nuvista Pharma Lid

Novatek
Pharmaceuticals lid

The ACME
Laboratories Ltd.
Dhamrai, Dhaka

MNavana
Pharmaceuticals
Limited

Beacon
Pharmaceuticals
PLC

Kathali, Bhaluka,
Mymensingh

Drug International
Lid., 31/1,Satrong,
Tongi ItA, Gazipur

DBL
Pharmaceuticals
Ltd. Surabari,
Kashimpur, Gazipur

EVEREST
Pharmaceuticals
Ltd. BSCIC IfA,
Kanchpur,
Narayanagnj,
BANGLADESH

General

fimit of normal (ULN) cccurred in the clinical trials.
Perform bloadwork prior to initiation of Fezolinetant
to evaluate for hepatic function and injury. Do not
start therapy if serum transaminase concentration is
equal to or excesds two times the ULN. Perform
follow-up evaluations of hepatic fransaminase
concentration at 3 months, 8 months, and 8 months
after initiation of therapy.
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EMA/PMDA/
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Pharmaceutical
L.td., Gazipur

Cne Pharma Ltd.,
Plot Mo, ©23-24,
BSCIC, Bogura

Opsonin
Pharma
Limited, Rupatali,
Barishal

Popular
Pharmaceuticals
Lid., 164, Tongi I/A,
Monnunagar,
Gazipur

Renata Limited
Mirpur, Dhaka

Square
Pharmaceuticals
PLC, Kaliakair,
Gazipur

Sharif
Phamaceuticals
Ltd., RUpganj |,
Narayangan;

Uniled & UniHealih
Pharmaceuticals
Ltd, B.K Bari,
Gazipur

Ziska
Pharmaceuticals
Ltd.;

Pharmasia Limited,
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Bhawal, Mirzapur,
Gazipur

131,

Incepta
Fharmaceuticals
Ltd,, Zirabo, Dhaka

Sodium Oxybate NN
50gf100m! (0.5g/mi}
QOral Sclution

Sodium Cxibate
INN 50g/100m!
{0.5g/ml)

Therapeutic
Class:
Antidepressant
s
Therapeutic
Code: 014

Cataplexy in Narcolepsy

Sedium oxibate (sodium oxybate) oral
solution is indicated for the freatment of
cataplexy in narcolapsy.

Excessive Daytime Sleepiness in
Narcolepsy

Sedium oxibate (sodium oxybate) oral
solution is indicated for the treatment of
excessive daytime sleepiness (EDS) in
narcolepsy.

Contraindication:

Sodium oxibate is contraindicated in patients being
treated with sedative hypnotic agents. Patients should
nat drink aleohol when using Sodium oxibate. Sodium
oxibate is contraindicated in patients with succinic
semialdehyde dehydrogenase deficiency. This is a rare
disorder of inborn eror of metabolism  variably
characterizad by mental retardation, hypotonia, and
ataxia. ’

Side-effects:The following adverse reactions appear in
other sections of the labeling; CNS depression, Abuse
and Misuse, Respiratory Depression and Sieep-
disordered Braathing, Depression and Suicidality
Warnings and Precautions:

Central Nervous System Depression

Sodium oxibate is a central nervous system {CNE)
depressant.  Aloohol and sedafive hypnotics are
contraindicated in patients who are using Sodlum
oxibate. The congurrent use of Sodium oxibate with
other CNS depressants, including but not limited te
opioid  anslgesics,  benzodiazepines,  sedating
antidepressants  or  antipsychotics, sedating  anti-
epilaptic drugs, general anesthetics, muscle relaxants,
andfor illicit CNS depressants, may increase the risk of
respiratory depression, hypotension, profound sedation,
syncope, and death. If use of these CNS depressants
in combination with Sodium oxibate is required, dose
reduction or discontinuation of one or more CNS
depressants {including Sodium oxibate) should be
considerad. In addition, if short-term use of an opioid
{e.g. post-or perioperative) is required, interruption of
treatment with Sodium oxibate should be considered.
Healthcare providers should caution patients about
oparating hazardous machinery, including automobiles
or airplanes, unftil they are reasonably cerlain that
Sodium oxibate does not affect them adversely {e.g.,
impair judgment, thinking, or motor skills). Patients
should not engage in hazardous occupations or
activities requiring complete mentat alertness or motor

New

USFDA
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coordination, such as operating machinery or a motor
vehicle or flying an airplang, for af least & hours after
taking the second nighlly dose of Sodium oxibate.
Patients should be queried about CNS depression-
refated events upon initiation of Sadium oxibate therapy
and perigdically thereafier

132,

Incepta
Pharmaceuticals
Ltd.; Dhamrai Unit,
Dhaka

Cantharidin 0.7g{100mil
Topical Solution

Cantharidin INN
0.7g/100m!

Antiviral

Therapeltic
Code: 032

CANTHARIDIN is indicated for the
topical treatment of molluscum
contagiosum In adult and pediatric
patients 2 years of age and older

CONTRAINDICATIONS: None

WARNINGS AND PRECAUTIONS:

Toxicities Associated with Inappropriate
Administration: Life threatening or fatal toxicties can
cecur if administered orally, Avoid contact with the
{reatment areg, including oral contact, after treatment,
Ocular toxicity can ocour if CANTHARIDIN comes in
contact with eyes. If CANTHARIDIN gets in eyes, flush
eyes with water for at least 15 minutes, Loca) Skin
Reactions: Reactions at the application site have
included vesiculation, pruritus, pain, discoloration, and
enythema. Avoid application near eyes and mucosal
tissue, and to healthy skin. f CANTHARIDIN contacts
any unintended surface, or healthy skin, immediately
remove. If severe local skin reactions occur, remove
prior to 24 hours after treatment.

Flammahility: CANTHARIDIN is flammable, even after
drying. Avoid fire, flame or smoking near lesion(s)
during treatment and after application unti removed.

New

USFDA

B [ 23]
wx Ry wraegd
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133.

Incepta
Phammacsuticals
Ltd.; Dhamrai Unit,
Dhaka

[Antihemaphitic factor
{recombinant),
PEGylated-auct]

Factor VIl
concentrated 1000IU/m|
ready to fill bulk*
1mlfVial aqv. to Facter
Yill concentrated

1000 IU#Vial Injection

[Antinemophilic
factor
{recombinant},
PECylated-aucl)
Factor VIl
concentrated
10001U/ml ready
to fill bulk* INN/In-

Therapeutic
Class:
Unclassified
Agents

Therapeutic
Code: 075

antihemophilic  factor  (recombinant),
PEGylated-aucl, is a recombinant
DNA-derived, Factor VIl concentrate
indicated for use in previously treated
adults and adolescents {12 years of
age and older) with hemophilia A
{congenital Factor Y11} deficiency) for:

* On-demand treatment and control of

bleading episodes

CONTRAINDICATIONS

Co not use in patients whe have a history of
hypersensitivity reactions to the active substance,
polyethylene glycol (PEG), mouse or hamster
proteins, or other constituents of the product

Side-effects:
No data available.

New

USFDA
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lyophilized powder for eqv. fo Factor VIl +  Pericperative  management  of | WARNINGS AND PRECAUTIONS
solution, for intravenous { concentrated blaeding
1000 IUNVial + Routine prophylaxis to reduce the | Hypersensitivity reactlons, including severe allergic .
frequancy of bleeding episodes reactions, have ocourréd. Monitor patients for _

hypersensitivity symptoms. Should hypersensitivity
symptoms  ocour, discontinue  treatment  with
Antihemophilc  and  administer  appropriate
treatment, Hypersensitivity reactions may also be
related to antibodles against polyethylene glycol
(PEG)

h Development of Factor VIl neutralizing antibodies
_ : can occur. If expected plasma Factor VIl activity
: jevels are not attained, or If blesding is not
controlled as expected with the administered dose,
then perform an assay that measures Factor VI
- inhibitor concentration.

immune response o PEG, manifested as sympioms
of acute hypersensitivity andfor loss of drug effect,
has been observed primarily in subjects < § years of
age. Evaluate patients experiencing symptoms of
hypersensitivity reactions in the absence of
detectable Factar VIIl inhibitors for possible bleeding
of reduced recovery :

134. 1 Incepta [Anthemophilic factor [Anthemoph Therapeutic antihemophilic  factor (recombinant), | CONTRAINDICATIONS New USFDA FAMEAT | TN
Pharmaceuticals {recombinant), factor Class: PEGylated-aucl, is a recombinant Do not use in patients who have a history of MR | T
Ltd.; Dhamrai Unif, | PEGylated-auc!] {recombinant}, Unclassified | DNA-derived, Factor VIl congentrate | hypersensitivity reactions to the active substance, el
Dhaka Factor Vill PEGylated-aucl] Agents indicated for use in previously treated polyethylene glycol (PEG), mouse or hamster

concentrated 500/U/ml | Factor VIl adults and adolescents (12 years of | proteins, or other constituents of the product
ready to fill butk” concentrated Therapeutic age and older) with hemophilia A
1mivial equ. to Factor | 500IUfml ready to Code: 075 {Congenital Factor VIIl deficiency} for: | Side-effects:
VNl concentrated fill bulk® INNfIn- « On-demand treatment and contro! of | No data available.
500 1UAvial injection house 1mlfvial blseding eplsodes
Iyophilized powder for eqv. to Factor VIl +  Perioperative  management  of | WARNINGS AND PRECAUTIONS
solution, for intravencus | concentrated ) bleeding
500 IUMvial « Routine prophylaxis fo reduce the | Hypersensitivity reactions, Including severe allergic
frequency of bleading episodes reactions, have occumed. Monitor patients for
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hypersensitivity symptoms. Should hypersensitivity
sympioms occur, discontinue treatment with
Antikemophilic  and  administer  appropriate
treatment. Hypersensitivity reactions may also be
related fo antibodies against polyethylene glycol
(PEG)

Development of Factor VIl neutrallzing antibodies
can occur. if expected plasma Factor VI activity
levels are not attained, or if bleeding is not
controfled as expected with the administered dose,
then perform an assay that measures Factor VIl
inhibitor concentration.

Immune response to PEG, manifested as symptoms
of acute hypersensitivity andfor loss of drug effect,
has been observed primarily in subjects < 6 years of
age. Evaluate patients experiencing symptoms of
hypersensitivity reactions in the absence of
detectable Factor VIIl inhibitors for possible bleeding
or reduced recovery

135,

Incepta
Pharmacauticals
Ltd.; Savar, Dhaka

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

iiraparib 100 mg +
Abiraterone Acetate
500mg Tablet

Niraparib Tosylate
INNfIn-house
159.30 mgeq. to
Niraparib 100 mg
+ Abiraterone
Acetate USP 500
mg

Anticancer

Therapeutic
Code: 010

Niraparib and Abiraterone acstate is a
combination of niraparib, a poly {ADP-
ribose} polymerase {PARF) inhibitor,
and abiraterone acetate, a CYP17
inhibitor indicated with prednisone for
the treatment of adult patients with
delsterious or suspected deleterious
BRCA-mutated (BRCAm) metastatic
casiration-resistant  prostate cancer
{mCRPC). Select patients for therapy
based on an FDA-approved test for
Niraparib and Abiraterong acetate

Confraindication: No data available

Side Effect: The most common adverse reactions
{210%), including laboratory abnomalities, are
decreased hemoglobin, decreased Ilymphocytes,
decreased white blood cells, musculoskeletal pain,
fatigue, decreased platelets, increased aikaline
phosphatase, constipation, hypertension, nausea,
decreased  neutrophils, increased  crealinine,
increased  potassium, decreased potassium,
increased AST, increased ALT, edema, dyspnea,
decreased appefite, vomiting, dizziness, COVID-19,
headache, abdominal pain, hemorrhage, urinary
tract infection, cough, insomnia, increased hilirubin,
weight decreased, arthythmia, fall, and pyrexia
Warnings and Precautions:

Myelodysplastic SyndromefAcute Myeloid Leukemia
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outcome, has been cbserved in patients treated with
niraparib, a component of Niraparib and Abiraterone .
acetate 50/500mg Tablet. Monitor patients for
hematological toxicity and discontinue if MDS/AML
is confirmed.
+ Myelosuppression: Test complete blood counts
weekly for the first month, every two weeks for the
next two months, monthly for the remainder of the
first year, then every other month, and as clinically
indicated. * Hypokalemia, Fluid Retention, and
Cardiovascular Adverse Reactions: Monitor patients
for hypertension, hypokalemia, and fluid retention at
least weekly for the first two months, then once a
month. Closely monitor pafients whose undarying
medical conditions might be compromised by
increases in blood pressure, hypokalemia, or fluid
retention.  Control  hypertension and  correct
hypokalemia before and during treatment with
Niraparib and Abfraterone acetate 50/500mg Tablat
138. incepta Zuranolone 30 mg Zuranolone Therapeutic Zuranolone is in preregistration for | Contraindication: Do not use it if you are allergic to New USFDA YT | S
Pharmaceuticals Capsule INNfIn-house Class: major  depressive  disorder and | zuranolone or any of the Ingredients. Zuranolone i ER I
Ltd.; Zirabo, Dhaka 30mg Antidepressant | postpartum depression, phase Il | may cause allergic reactions, such as rash, itching, o]
The IBN SINA s clinical trials for insomnia, and phase Il | swelling, or trouble breathing.
Pharmaceutical clinical studies for bipolar depression,
Industries Lid. Therapsutic essential {remor, and Parkinson’s | Side-effects: Zuranolone is an investigational
Healthcare Code: 014 disease. medication that is under development for the
Pharmaceuticals Ltd Zuranolone is being evaluated as a | treatment of depressive disorders and other
Eskayef shortcourse,  rapid-acting,  oral | conditions. It is a neurostercid that acls on the
Pharmaceuticals medication for major depressive | GABA A receptor in the brain. Some of the possible
Limited, Rupganj, disorder (MDD} and postpartum | side effects of zuranolone include: Drowsiness,
Narayangan] depression (PPD). Headache, Dizziness, Upper respiratory tract
The ACME Zuranolone has been granted Fast { infection, Diarthea, Sedation & Confusion
Laboratories Ltd. Track and Breakthrough Therapy | Warnings and Precautions:
Dhamral, Dhaka Designation for MDD and Fast Track | Zuranolone is an investigational medication that is
General Designation for PPD by the U.S. Food | being developed for the treatment of depressive
Pharmaceutical & Drug Administration. [t is also being | disorders and other conditions. It is a neuroactive
Ltd., Gazipur , studied for other indications, such as | sterold that acts as a positive allosteric modulator of
One Pharma Lid., insomnia, bipolar depression, essential | the GABA A receptor, which is the major inhibitory
Plot No. C23-24, tremor, and Parkinson's disease. signaling pathway of the brain and central nervous
BSCIC, Bogura system. According to the web sources, some of the
Opsonin A possible precautions of zuranolone are:
97|{Page DCC-255Meeting
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Pharma It may cause drowsiness, dizziness, or impaired
Limited,  Rupatali, coordination. Do not drive or operate machinery until
Barishat you know how it affects you,
Pharmasia Limited, It may interact with other medications that affact the
Bhawal, Mirzapur, GABA  system, such as  benzodiazepines,
Gazipur barbiturates, opioids, or alcohol. Consult your doctor
Renata Limited before taking zuranolone with any of these
Mirpur, Dhaka i substances.
Sguare it may cause hormonal ¢changes, such as decreasad
Pharmaceuticals progesterone levels or menstrual irregularities.
PLC., Salgaria, Women who are pregnant, breastfeeding, or
Pabna planning fo become pregnant should not take
Zigka zuranclone without medical supervision,
Pharmaceuticals It may cause allergic reactions, such as rash,
Ltd. itching, swellng, or frouble breathing, Seek
Pharmasia Limited, immediate medical attertion if you experience any of
Bhawal, Mirzapur, these symptoms,
Gazipur It may cause withdrawal symptoms if stopped
Advanced Chemical abruptly after long-term use. Foflow your doctor's
Industries Limited, 7 instrucions on how to taper off zuranolone
Hajeegonj, Godnyl, gradually.
Narayangonj
137. | Incepta Rezafungin 200mg/Vial | Rezafungin Therapeutic | Rezafungin  is an  echinccandin | Confraindication; Known hypersensitivity to New USFDA AT | S At
Pharmaceuticals iyophilized cake or 200mgtvial as Class: anfifungal indicated in patients 18 | rezafungin or other echinocandins PR TRt | ==
Lid.; Zirabo, Dhaka | Powder for injection Rezafungin Antifungal Agenty years of age |
. Acetate INN/In- or older who have lmited or no | WARNINGS AND PRECAUTIONS:

Eskayef House Therapeutic altemative options for the treatment of | 1.Infusion-related Reactions: rezafungin may cause
Pharmaceuticals code: 020 candidemia and invasive candidiasis. | infusion-related
Limited, Tongi, _ Appraval of this indication is based en | reactions, including flushing, sensation of warmth,
Gazipur limited clinical safety and efficacy data | urticaria, nausea, or

for Rezafungin chest tightness. If these reactions ocour, slow or
Square pause the infusion,
Pharmaceuticals Limitations of Use Photosensitivity: ~ rezafungin -~ may  cause
PLC, Salgaria, photosensitivity, Advise patients
Pabna Rezafungin has not been studied in | to use protection from sun exposure and other

patienis with endocarditis, | sources of UV radiation.
Ziska osteomyelitis 3.Hepatic Adverse Reactions: Abnormalities in liver
Pharmaceuticals and meningitis due to Candida. tests have been seen in clinical trial patients treated
Lid. with rezafungin. Monitor patients who develop

abnormal liver tests and evaluate patients for thair
Opsonin Pharma " tiskfhenefit of continuing rezafungin therapy,
98 |Page DCC-255Meeting
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Limited, Rupatali,
Barighal ADVERSE REACTIONS:
Most common adverse reactions (incidence = 5%)
are hypokalemia, pyrexia, diarhea, anemia,
vomiting, nausea, hypomagnesemia, abdominal
pain, constipation, and hypophosphatemia
138. | Incepta Etrasimod 2mg Tablet | Etrasimod Therapeutic | Efrasimed is a sphingosine 1- | CONTRAINDICATIONS: New USFDA TCIMEAE | O
Pharmaceuticals INN 2mg Class: phosphate  receptor  modulator | 1.In the last 6 months, experienced myocardial T | @
Lid.; Zirabo, Dhaka Unclassified indicated for the ftreatment of | infarction, unstable angina 73
agents maderately to severely active ulcerative | pectoris, stroke, fransient ischemic  attack,
Drug Infernational colitis in adults decompensated heart failure
Ltd Therapeutic requining hospitalization, or Class Il or IV heart
31, Satrong, Tongi Code: 075 failure.
1A, Gazipur, 2 History or presence of Mobitz type Il second-
degree or third-degree
DBL atioventricutar (AV) block, sick sinus syndrome, or
Pharmaceuticals . sing-atrial block,
Ltd. unless the patient has a functioning pacemaker.
Surabari, WARNINGS AND PRECAUTIONS:
Kashimpur, Gazipur Infections:
May increase the risk of infections. Obtain a
Navana complete blood count (CBC) before initiation of
Pharmaceuticals treatment, Monitor for infection during treatment and
Limited for 5 weeks after discontinuation, Consider
interruption of freatment if a serious infection
EVEREST develops. Avold use of live altenuated vaccines
Phamaceuticals during and for up fo 5 weeks after treatment.
Ltd.  BSCIC /A, Bradyarrhythmia and Atrioventricular
Kanchpur, Conduction Delays:
Narayanagnj fay result in a fransient decrease in heart rate and
AV conduction delays. Obtain an electrocardiogram
(ECG} to assess for preexisting cardiac conduction
Square abnormalities before starting treatment. Consider
Pharmaceuticals cardiclogy consultation for conduction abnormalities
PLC, Kaliakor, or concomitant use with other drugs that decrease '
Gazipur heart rate.
Liver Injury: Elevations of aminotransferases may
occur. Obtain transaminase and hilirubin levels
Beacon before initiating Etrasimod. Discontinue if significant
Pharmaceuticals liver injury is confirmed.
PLC, Kathali, Macular Edema: May increase the risk of macular
99iPage DC{-255Meeting
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Bhaluka, edema. Obtain a baseline evaluation of the fundus,
Mymensingh including the macula, near the start of treatment with
Etrasimod. Periodically conduct an evaluation of the
The ACWE fundus, including the macula, while on therapy and
Laboratories Ltd. any time there is a change in vision. Consider
Dhamral, Dhaka discontinuing Etrasimod if macular edema develops.
Increased Blood Pressure: Monifor blood pressure
Eskayef during treatment.
PharmaceLticals Fetal Risk: May cause fetal harm. Advise females
Ltd., Tongi, Gazipur of reproductive potential of the potential risk to a
fetus and to use effective contraception during
Healthcare treaiment and for one week after stopping
Pharmaceuticals Etrasimod.
Lid. Rajendrapur, Malignancies: Obtain a skin examination prior to or
Gazipur shortly afier the start of treatment and pericdically
during treatment, especially if risk factors. Promptly
evaluaie suspicious skin lesions.
Posterior Reversible Encephalopathy Syndrome
{PRES): If symptoms develop, obtain a physical and
neurological exam, and consider MR,
Respiratory Effects: May cause a decline in
pulmonary function. Assess pulmonary function
{e.g., spirometry) f clinically indicated.
Unintended Additive Immune System Effects
from Prior Treatment with Immunosuppressive
or Immune-Modulating Drugs: Consider the half-
life and mode of action of prior therapies.
Immune System Effects After Stopping
Etrasimod.:
If using concomitant immungsuppressants, monitor
patients for infectious complications for up to 5
weeks after the last dose of Etragimod.

139. | Incepta Nirsevimab 100mg/mi | Nirsevimab Therapeutic | Mirsevimab is a respiratory syncytial | Contraindication: Nirsevimab is contfraindicated in New USFDA SHEIHT | S
Pharmaceuticals asingle dose prefilled | {100mg/ml) ready Class: virus {RSV} F protein-directed fusion | infants and children with a history of serious FHife wat | T
Lid.; Zirabo, Zirabo, | syringe solution for to fill bulk INN/In- Unclassified | inhibiter indicated for the preventlon of | hypersensitivity reactions, including anaphylaxs, o =
Dhaka Inframuscular Injection 3§ house eqv. fo Agents REV lower respiratory fract diseasein; | nirsevimab-alip or to any of the excipients.

Nirsevimab Therapeutic ¢ Neonates and infants bom during or | Side-effects: Most common adverse reactions were
Drug Intermational 100mg/ml Code: 075 entering thelr first RSV season, rash {0.9%) and injection site reactions {0.3%)
Ltd., 31/1, Satrong, » Children up to 24 months of age who | Warnings and  Precautions: Hypersensitivity
Tongi KA, Gazipur remain vulnerable to severe RSV | Including Anaphylaxis: Serious hypersensitivity
A reactions, including anaphylaxis, have been
100 [ Page DCC-255Meeting .
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disease through their second RSY { observed with other human 1gG1 monocional
seasan antibodies. Initiate appropriate medications andfor
supportive therapy.
140. | Incepta Nirsevimaty (100mg/ml} | Nirsevimab Therapeutic Nirsevimab is a respiratory syncytial | Contraindication: Nirsevimab is confraindicated In New USFDA TEAMAT | WA A
Pharmaceuticals ready fo fill bulk eqv. to | (100mgfml) ready Class: virus {RSV} F protein-directed fusion | infants and chidren with a history of sarious P F | @
Itd.; Zirabo, Zirabo, | Nirsevimab 50mgf0.5mE | to fill bulk INN/In- Unclassified | inhibitor indicated for the prevention of | hypersensitivity reactions, including anaphylaxis, to =
Chaka a single dose preillad | house eqv. to Agents RSV lower respiratory tract disease in: | nirsevimab-alip or fo any of the excipients,
syringe solution for Nirsevimab Therapeutic » Neonates and infants born during or | Side-effects: Most common adverse reactions were
Drug Internaticnal intramuscular Injection | 50mg/0.5ml Code: 075 entering their first RSV season. rash {0.9%) and injection site reactions (0.3%)
Ltd » Children up to 24 months of age who | Warnings and Precautions: Hypersensitivity
3111, Satrong, Tongl remain vulnerable to severe RSV | Including Anaphylaxis: Serious hypersensitivity
lfA, Gazipur. disease through their second RSV | reactions, including anaphylaxis, have been
season chserved with other human [gG1 monoclonal
antibodies. initiate appropriate medications and/or
supportive therapy.
141, Incepta Orphenadrine Cilrate Orphenadrine Therapeutic Orphenadrine  Citrate, Aspiin  and | Contraindication: New USFDA ST T TS e
Pharmaceuticals 50mg + Aspirin 770mg | Citrate BP/Ph. Class: Caffeine (Orphenadrineg Citrate, Aspirin | Because of the mild anticholinergic effect of fayrg Tmgte | {quw wweg TR
Ltd,; Zirabo, Zirabe, | + Caffeine 80mg Tablet | Eur. 50mg + Non-steroidal | and Caffeine 50 mg/ 770 mg/ 60 mg) | orphenadrine, Orphenadrine Citrate, Aspirin and ikl ol
Dhaka Asplrin BP/Ph, anti-inflammatory| Tablets are indicated in: Caffeine Tablets should not be used in patients with |
Eur, 770mg + Symptomatic relief of mild to moderate | glaucoma, pyleric or  duodenal  obstruction,
Navana Caffeine Therapeutic codet pain - of  acute  musculoskeletal | achalasia, prostatic hypertrophy or cbstructions at
Pharmaceuticals BP/Ph. Eur, 60mg 064 disorders, the bladder neck. Orphenadrine Clirate, Aspirin and
Limited The orphenadrine component s | Caffeine Tablets are also confraindicated in patients
indicated as an adjunct to rest, physical | with myasthenia gravis and in patients known to be
EVEREST therapy, and other measures for the | sensitive to aspirin or caffeine.
Pharmaceuticals relief of discomfort associated with | The drug is contraindicated in pafients who have
Ltd. BSCIC IfA, acute painful musculoskeletal | demensirated a previous hypersensitivity to the
Kanchpur, conditions. drug,
Narayanagnj, ‘ Side-effects: :
BANGLADESH Side effects of Omhenadrine Citrate, Aspirin and
Caffeine Tablets are those seen with aspirin and
Square caffeine or those usually associated with mild anti-
Pharmaceuticals chalinergic agents. These may include tachycardia,
PLE, Kaliakoir, palpitation, urinary hesitancy or retention, dry mouth,
Gazipur blurred vision, dilation of the pupil, increased
infraocular tension, weakness, nausea, vomiting,
headache, dizziness, constipation, drowsiness, and
rarely, urticaria and other dermatosis. Infrequently,
101{Page DCC-255Mecting
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an elderly patient may experience some degree of
confusion, Mild central excitation and occcasional
hallucinations may be observed. These mild side
effects can usvally be eliminated by reduction in
dosage. One case of aplastic anemia associated
with the use of orphenadrine citrate, aspirin and
caffeing has been reported. No causal relationship
has been established. Rare G.I. hemorrhage due to
aspiin  content may be associated with the
administration of Orphenadrine Citrate, Aspirin and
Caffeine Tablets. Some patients may experience
fransient episodes of light-headedness, dizziness or
syncope.

Warnings and Precautions:

Reye's Syndrome may develop in individuals who
have chicken pox, influenza, or flu symptoms. Some
studies suggest possible association between the
development of Reye's Syndrome and the use of
medicings  containing  salicylate or  aspirin.
Orphenadrine Citrate, Aspirin and Calfeine Tablets
{Orphenadrine Clirate, Aspirin and Caffeine Tablats
50 mgf 770 mg! 60 mg) contain aspirin and therafore
are not recommended for use in patients with
chicken pox, influenza, or flu symptoms,
Crphenadrine Citrate, Aspirin and Caffeine Tablets
may impair the ability of the patient to engage in
potentially hazardous aclivities such as operating
machinery or driving a motor vehicle; ambulatory
patients should therefore be cauioned accordingly.
Aspirin should be used with extreme caution in the
presence of peptic ulcers and coagulation
abnormalities.

142 Incepta
Pharmaceuticals
Lid.;, Savar, Dhaka

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

Niraparib 50 mg +
Abiraterone Acetate
500mg Tablet

Niraparib Tosylate
INNfIn-house
79.65mg eq. to
Niraparib 50 mg +
Abiraterona
Acetate USP
500mg

Anticancer

Therapeutic
Cade: 010

Niraparib and Abiraterone acetate is a
combination of niraparib, a poly (ADP-
fibose] polymerase {PARP} inhibitor,
and abiraterone acetate, a CYP17
inhibitor indicated with prednisone for
the treatment of adult patients with
deleferious or suspected deleterious
BRCA-mutated {BRCAm} matastatic
castration-resistant  prostale  cancer

Contraindication: No data available

Side Effect: The most common adverse reactions
{=10%), including laboratoty abnormalities, are
decreased hemogicbin, decreased lymphocytes,
decreased white blood cells, musculoskeletal pain,
fatigue, decreased platelets, increased alkaline
phosphatase, constipation, hypertension, nausea,
decreased neutrophils, incrsased  creatining,
increased  potassium,  decreased  potassium,

New
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{mCRPC). Select patients for therapy
based on an FDA-approved test for
Niraparib and Abiraterone acetate

increased AST, increased ALT, edema, dyspnea,
decreased appetite, vomiting, dizziness, COVID-19,
headache, abdominal pain, hemorhage, urinaty
tract infection, cough, insomnia, increased bilirubin,
weight decreased, arrhythmia, fall, and pyrexia
Warnings and Precautions:

Myelodysplastic Syndrome/Acute Myelotd Leukemia
(MDS/AML): MDS/AML, including cases with fatal
outcome, has been observed In patients treated with
niraparib, a component of Niraparib and Abiraterone
acetate 50/500mg Tablet. Monitor patients for
hematological toxicity and disconfinue if MDS/AML
is confirmed.

+ Myelosuppression: Test complets blood counis
weekly for the first month, every two weeks for the
next two months, monthly for the remainder of the
first year, then every other month, and as clinically
indicated. * Hypokalemia, Fluid Retenfion, and
Cardiovascular Adverse Reactions: Monitor patients
for hypertension, hypokalemia, and fluld retention at
least weekly for the first two menths, then once a
month. Closely monitor pafients whose underlying
medical conditions might be compromised by
increases in blood pressure, hypokalemia, or fluid
retention. Control hypertension and  correct
hypokalemia before and during freatment with
Niraparib and Abiraterone acetate 50/500mg Tablet

143.

Incepta
Pharmaceuticals
Ltd.;, Savar,
Dhaka

Bimekizumab 160
mg/ml Subcutaneous
Injection (PFS)

Bimekizumah
INNfIn-hguse
160 mg/ml

Unclassified
Agents

Therapeutic
Code: 075

BIMEKIZUMAB is a humanized
interleukin-17A and F antagonist
indicated for the

treatment of moderate to severe
plague pscriasis in adults who are
candidates

for  systemic
phofotherapy

therapy  or

WARNINGS AND PRECAUTIONS

Suicidal Ideation and Behavior (8IiB): May
increase risk of SI/B. Advise patients, their
caregivers, and families to monitor for the
emergence or worsening of depression,
suicidal ideation, or other mood changes. If
such changes occur, advise them to prompily
seek medical attention or call the Nafional
Suicide and Crisis Lifeline at 988. Carefully
weigh risks and benefits of treatment with
BIMEKIZUMAB in patients with a history of
severe depression andfor suicidal ideation or

New

USFDA
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Infections: May increase risk of infection.
Instruct patients to seek medical advice if signs
or symptoms of clinically important infection
occur, If such an infection develops, do not
administer BIMEKIZUMAB until the infection
resolves.

Tuberculosis {TB): Avoid use in patients with
active TB. Initiate treatment of latent TB prior to
BIMEKIZUMAB treatment.

Liver Biochemical Abnormalities: Elevated
serum fransaminases were reporied in clinical
trials. Test liver enzymes, alkaline
phosphatase, and bilirubin at baseline and
according to roufine pafient management.
Permanently discontinue use of
BIMEKIZUMAB in patients with causally -
associated  combined  elevations  of
transaminases and bilirubin.

Inflammatory Bowel Disease (IBD): Cases of
IBD were reported in clinical trials with 1L-17
inhibitors, including BIMEKIZUMAB. Avoid use
of BIMEKIZUMAB in patients with active IBD.
Monitor patients for signs and symptoms of
{BC and discontinue treatment if new onset or
worsening of signs and sympfoms occurs.
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144, Incepta {Bacitracin Zinc {Bacitracin Zinc Therapeutic The combined ointment contains { Contrainclication: New USFDA oEieRt TR | el 28
Pharmaceuticals 0.8333g eqv. 1o 50,000 | USP 0.8333g eqv. Class: Bacitracin Zinc {500 units), Lidocaine, | The combined cintment contains Bacitracin Zinc OTC faut vy | Rufa wiwgd w4t
Ltd.; Dhamrai  Unit, | units + Lidocaine to 50,000 units + Skin and Neomycin  Sulfate {35 mg), and | (500 units), Uidocaine, Neomycin Sulfate (3.5 mg), TR T | =)
Dhaka Hydrochloride 4,.9298g | Lidocaine Mucous Polymyxin B. It is used for the following | and Polymyxin B. Here are the contralndications for o |
eqv.to Lidocaine 49 + Hydrochloride membrane purposes: lts use:
Neomycin Sulfate 0.35g | USP 4.9288g preparations
+ Polymyxin B Sulfate | eqv.to Lidocaine First Aid: This combination product is | Alleray. Do not use if you are allergic to any of the
0.1532g eqv. to 49 + Neomycin Therapeutic used as a first ald to help prevent | ingredients.
10,00,000 unit)y100g Sulfate USP 0.359 Code: 071 infection and provide temporary pain | Eye Contact: Do not use in or near the eyes,
Qinirment + Polymyxin B relief in minor cuts, scrapes, bums. Large Areas: Do not use over large areas of the
Sulfate USP Superficial Bacterial Skin Infections: it | body.
0.1538g eqv. to is used topically alone or in fixed | Deep Wounds and Burns: Do not use in case of
10,00,000 combination with other anti-infectives | desp or puncture wounds, animal bites, or serious
unit)y100g for prevention of superficial bacterial | burns.
skin infections associated with minor | Long-Term Use: Do not use longer than 1 week
cuts, scrapes, or burns. unless directed by a doctor.
Infected Corticostercid-responsive
Dermatoses: it is used topically in fixed | Side-effects:
combination with other anti-infectives | Buming, redness, or irritation of the skin may ocour, '
and a corticostercid for treatment of | Mild itching or rash,
corticosteroid-responsive  dermatoses | Minor skin irritation after using the medicine.
with secondary infection A rare buf serious side effect of neomyein is hearing
loss, which has oceurred in people using other forms
. of neomycin. If's unlikely that you would absorb
enough of this medicine through your skin to cause
s this effect.
_ If you notice any changes in your hearing or if you
have severe redness or irritation, sweliing, pus,
oozing, or other signs of infection, you should call
your dogtor at once.
In case of an allergic reaction, symptoms may
include:
Hives
Difficulty breathing
Swelling of your face, lips, tongue, or throat,
Warnings and Precautions:
The mentioned ointment contains Bacitracin Zinc
(500 units}, Lidocaine, Neamycin Sulfate (3.5 mg),
ﬁ and Polymyxin B. Here are some precautions for iis
hea, Lse:.
) \VA) . _ .
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Avoid Eye Contact: Do not use in or near the eves.
Limited Area: Do not use over large arsas of the
body.

Allergy: Do not use if you are allergic to any of the
ingredients.

Limited Quantity: Do not use large amounts of this
medication, apply it more often, or use if for 2 longer
period than directed.

Deep Wounds and Burns: Do not use in case of
deep or puncture wounds, animal bites, or serious
bumns,

Regular Use: Use this medication regularly in order
to get the most benefit from it. _
Duration: If your condition does not improve or
worsens after 1 week, or if you think you may have a
serious medical problem, contact your doctor
promptly.

You should take levothyroxing sadium on an empty
stomach, at least 30 minuies before or 4 hours after
amaal. This helps to ensure optimal absorption and
avoid interferenca from food or other medications.

145.

Incepta
Pharmaceuticals
Ltd.;,.Dhamrai  Unit,
Chaka

Risperidone 12.5
mgfvial long-acting
[njection

Risperidone
Extendad-Relaase
Microsphares for
injection In-house
3280 mg eqv. fo
Risperidone USP
12,5 mgivial

Therapautic
Class:
Antipsychatic

Therapeutic
Code: 028

Schizophrenia

Bipolar Mania

Iritability Associated with  Aufistic
Cisorder

Contraindication:

Hypersensitivity reacfions, including anaphylactic
reactions and angioedema, have been observed in
patients freated with risperidone.  Therefore,
Risperidone is contraindicated in patients with a known
hypersensitivity to the product,

Side-effects: somnolencs, vision abnormal, dizziness,
palpitationsweight increase, ereciile dysfunction,
ejaculation disorder sexval function abnormal, fatigue,
skin discoloration.

Warnings and Precautions: Increased Mortality in
Eiderly Patients with Dementia-Reiated Psychosis
Elderly patients with dementia-related psychosis
freated with anfipsychotic drugs are at an increased risk
of death. {risperidone) is not approved for the treatment
of dementia-related psychosis.

Risperidone
25 mgivial
Injection,
Risperidone
100 mg/100
ml Syrup,
Risperidone
1 mg, 2 mg,
4 mg Tablet

USFDA

LB ]
pxf

CE

£
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148. Incepta {Dextromethorphan {Dextromethoipha Therapeutic This combination medication 1s used fo | Contraindications: New USFDA THIHT N8 SrArET =5y
Pharmaceuticals Hydrobromide 0.40 gm | n Hydrobromide Class: temporarily  treat cough, chest | Some medicines can cause unwanted or dangsrous g smrgrms | Fam g w0
Ltd.; Zirabo, Dhaka | + Guaifenesin 4.00 gm | BP/Ph. Eur. Antitusslves, | congestion, and stuffy nose symptoms | effects when used together. Not all possible Heiifit et e
+ Phenylephrine 0.40gm + Expsctorants | caused by the common cold, fi, | interactions are listed in this medication guide. —
Hydrochloride 01218 | Guaifenesin and allergies, hay fever, or other breathing | Taking this medicine with other drugs that make you
gm eqv. to BR/Ph, Eur. Mucolytic | ilinesses (e, sinusitis, bronchiis). | SI8epy or slow your breathing can worsen these effects.
Phenylephrine 4,00 gm + Therapeutic | Gualfenesin is an expectorant that ,p_m_, your ._ﬂﬂonaﬂ _M,maa. :%.mm g sma_asm_ with a
0.1 gy 100 ml Pediatric | Phenylephrine Code: 031 helps to thin and lcosen mucus in the sieeping pil, narcolic pain medicine, muscle felaxer, or
Droj Hydrochloride lungs, making it easier to cough up the medicine for anxiety, depression, o seizurss,
ps Y g5, g , gn up Side Effects: Dizziness, headache, nausea,
BP/Ph. Eur. mucus. Dextromethorphan is @ cough | noroieness, or trouble sleeping may oceur. If any of
0.1218 gm eqv. fo suppressant that affects a certain part | yneeq effects persist or worsen, contact your doctor or
Phenylephrine of the brain {cough center), reducing | phamacist promptly. _
0.1 g 100 m! ' the urge to cough. This product also | f your doctor has prescribed this drug, remember that
contains a decongestant, which helps | your doctor has prescribed it because he or she has
refieve stuffy nose symploms, judged that the benefit o you is greater than fhe risk of
This medication is usually not used for | side effects. Many people using this medication do not
ongoing coughs from smoking, asthma, | have serlous side effects.
other longterm breathing problems | Tell your doctor if any of these unlikely but serious side
{e.g., emphysema), or coughs with a lot effects ocour: mentalimood changes (e.g., confusion,
of mucus, unless directed by your hallucinations), shaking {tremors), weakness.
doctor. Tell your doctor if any of these rare but very serious
side effects ocour; fast/slowfiregular heartbeat,
147, | Incepta Tiopronin 300 mg Tiopronin INN Unclassified | Tiopronin is a reducing and complexing | CONTRAINDICATIONS: New USFDA AV | ST P
Pharmaceuticals Delayed Release 300 mg Agents thiol indicated, in Hypersensitivity to ficpronin or any compenent of AAE |
Ltd.; Zirabg, Zirabo, | Tablet combination with high fluid intake, | Tiopronin |
Dhaka Therapeutic alkali, and diet modification, for the WARNINGS AND PRECAUTIONS:
Code: 075 prevention of cystine stone formation in | Proteinuria, including nephrotic syndrome, and
adults and pediatric patients membrancus nephropathy, has been reported with
The ACME 20 kg and greater with severe | tiopronin use. Pedialric patients receiving greater
Laboratories Lid. homozygeus cystinuria, who are not | than 50 mghkg of tiopronin per day may be at
Dhamrai, Dhaka responsive to these measures alone increased risk for proteinuria
Hypersensitivity reactions have been reported
during tiopronin treatment,
ADVERSE REACTIONS:
Most common adverse reactions (210%) are
nausea, diarthea or soft stools, oral ulcers, rash,
fatigue, fever, arthralgia, proteinuria, and emesis.
148, | M/s Orion Pharma ;| Meropenem 1gm + | Meropenem Anfibacterial, | Itis indicated for the treatment of Contraindications: Merepenem and Meropenem USFDA SN | SIS o 2
Lid. Vaborbactam 1.0 UsP1.0gm+ the following infections in adults: Vaborbactam is contraindicated in patients with | 1.0gm/Vial b GUER ]
D{28/2, gm/Vial Injection Yaborbactam Therapeutic | * Complicated urinary tract infection | known hypersensitivity to any components of LGl
¥
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Sumilpara,
Siddhirganj,
Narayanganj

USP 1 gmiVial

code: 023

{cUT1), including pyelonephritis

+ Complicated intra-abdominal
infection {clAl

+ Hospital-acquired  pneumonia
(HAP), including ventilator
associated pneumonia (VAP).

meropenem and vaborbactam, or fo other
drugs in the same class or in patients who
have demonstrated anaphylactic reactions to
beta-lactam antibacterial drugs.

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

Serious side effects:

+ Severe allergic reactions that could include
sudden swelling of your lips, face, throat or
tongue, difficulty swallowing or breathing or a
severe rash or other severe skin reactions, or a
decrease in blood pressure (which could make
you feel faint or dizzy). Such reactions may be
life-threatening.

+Diarrhoea that keeps getting worse or does
not go away, or stools that contains blood or
mucus-this may happen during or after
treatment with Vaborem is stopped. It may be,
due to bacteria calied Clostridium difficile. If
this happens, do not take medicines that stop
or slow bowel movement.

Common side effects: (may affect up to 1in 10
people)

» Increase in the number of platelets (a type of
blood cell) - shown in blood tests

* Decrease in the amount of potassium or
sugar- seen in blood fests

* Headache

+ Low blood pressure

+ Diarrhoea

« Feeling sick {nausea) or being sick (vomiting)
+ Swelling, redness and/or pain around the
needle where the medicine is given info a vein
* Fever

* Increase in the amount of enzymes produced
by your liver called alanine aminotransferase or

108 |Page
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aspartate aminotransferase — shown in blood
fests

« Increase in the levei of an enzyme called
alkaline phosphatase that may be a sign of
your liver,

gallbladder or bones working less well — shown
in blood tests

* Increase in the fevel of an enzyme called
laciate dehydrogenase that may be a sign of
damage to

some of your body organs — shown in blood
tests

149, | Mfs. JENPHAR
Bangladesh Limited.
Faridpur, Sreepur,

Gazipur

Ziska
Pharmaceuticals
Ltd.

Cabozantinib S-Malate
20mg Tablet

Cabozantinib 5-
Malate INN
25.350 mgeq. to
Cabozantinib
20mg

Anticancer

Therpaeutic
Code: 010

Cabozantinib INN : It is a kinase

inhibitor indicated for the treatment of
patients with progressive, metastatic
medullary thyroid cancer

Confraindication: None

Side-effect: The most commenly reported adverse
drug reactions (=25%) are diarrhea, stomatitis,
palmar-plantar erythrodysesthesia syndrome
(PPES), decreased weight, decreased appetite,
nausea, fatigue, oral pain, hair color changes,
dysgeusia, hypertension, abxiominal pain, and
constipation. The most common laboratory
abnormalifies (225%) are increased AST, increased
ALT, lymphopenia, increased alkaling phosphatase,
hypocalcemia, neutropenia, thrombocylopenia,
hypophosphatemla, and hyperbilirabinemia.

Cabozaniinib
S-Malate INN
20mg Tablat

USFDA

wiifE A
=
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X

160, One Pharma Lid.,
Plot No. C23-24,

BSCIC, Bogura

Leniolisib 70 mg Tablet

Leniolisib
Phosphate [NN
85.19mg eq. fo
Leniglisib 70 mg

lmmune-
suppressant

Therapeutic
Code; 058

It is a kinase inhtbitor indicated for the
treatment of activated phosphoinasitide

3-kinase

delta  (PI3KS)

syndrome

{APDS) in adult and pediatric patients
12 years of age and clder

Contraindications: None

Side-effects: Headache, Nasal congestion, Runny
nose, Dry and itchy skin, Red or Scaly rash,
Diarrhea, Tiredness, Neck or back pain, Hair loss,

Warnings & Precautions: Embryo-Fetal Toxicity: It
may cause fetal harm. Advise patients of the
potential risk to a fetus and {o use effective

New

USFDA
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cantraception.
Vacginations: Live, attenuated vaccinations may be
less effective if administered during treatment.

151,

Opsonin
Pharma Limited,
Rupatali, Barishal

Acetic Acid Ear Drops

Acetic Acid USP
2%

Ear and Nose
Preparations:

Therapeutic
Code: 050

Otitis Externa

Contraindications: Hypersensitivity to Acetic Acid
Otic Salution ar any of the ingredients. Perforated
tympanic membrane is considered a
contraindication fo the use of any medication in the
external ear canal,

Side effects: Redness, itching or hives, slight pain
in ot around the ears

Precautions & warnings: Transient stinging or
burning may be noted cccasionally when the
solution is first instilled into the acutely inflamed ear.

New

USFDA
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RutT wmgER
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162,

Opsonin
Pharma Limited,
Rupatali, Barishal,

Aminocaproic Acid 500
mg Tablet

Aminocaproic Acid
USP 500mg

Biood
Coagulating
agent

Therapeutic
Code: 033

It is useful in ephancing hemostasis
when fibrinclysis  contributes  to
bleading.

Contraindications: Aminocaproic Acid should not
be used when there is evidence of an active
infravascular clotting process, When there s
uncertainty as o whether the cause of bleeding is
primary fibrinolysis or disseminated intravascular
coagulation (DIC}, this distinction must be made
before administering Aminocaproic Acid.

Side effects: Aminocaproic Acid is generally wall
tolerated. The following side effects have been
reported. Edema, headache, malaise, allsrgic and
anaphylactic reactions, anaphylaxis,
[njection  site  reactions, pain,
hypotension, peripheral ischemia, thrombosis,
abdominal pain, diarrhea, nausea, vomiting,
Agranulocytosis, coagulation disorder, leukopenia,
thrombocytopenia, CPK  increased, muscle
weakness,  myalgia,  myopathy,  myosits,
rhabdomyolysis. confusion, convulsions, delirium,
dizziness, hallucinations, intracranial hypertension,
stroke, syncope.

Precautions & warnings: In patients with upper
urinary  tract bleeding, Aminocaproic  Acid
administration has been known to cause infrarenal
cbstruction _in_the form of glomerular capillary

bradycardia,

1.5 mgt 5 mi
Injection

USFDA
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thrombosis or ¢lots in the renal pelvis and ureters.
For this reason, Aminocaproic Acid should not'be
used in hematuria of upper urinary tract origin,
unless the possible bensfits outwsigh tha risk.
Rarely, skalatal muscle weakness with necrosis of
muscle fibers has been reported following prolonged
administration.

Aminocaproic Acid inhibits both the action of
plasminogen activators and to a lesser degree,
plasmin activity. The drug should NOT be
administered without a definite diagnosis andfor
laboratory finding indicative of hyperfibrinolysis
(hyperplasminemia).

153,

Opsonin
Pharma Limited,
Rupatali, Barishal.

Aminocaproic Acid

1000 mg Tablet

Aminocaproic Acid
USP 1000mg

Blood
Coagutating
agent

Therapautie
Code; 033

It is useful in enhancing hemostasis

when
bleeding.

fibrinolysis

contributes 1o

Contraindications: Aminocaproic Acid should not
be used when there is evidence of an aclive
intravascufar clotting process. When there is
uncertainty as to whether the cause of bleeding is
pimary fibrinolysis or disseminated intravascular
coagulation (DIC), this distinction must be made
before administering Aminocaprolc Acid.

Side effects: Aminocaproic Acid is generally well
tolerated. The following side effects have heen
reported: Edema, headache, malaise, allergic and
anaphylactic reactions, anaphylaxis,

Injection  site  reactions, pain, bradycardia,
hypotension,  peripheral  ischemla, thrombosis,
abdominal pain, diarrhea, nausea, vomiting,
Agranulocytosis, coagulation disorder, leukopenia,
thiombocytopenia, CPK  increased,  muscle
weakness,  myalgia,  myopathy,  myosits,
rhabdomyolysis. confusion, convulsions, delirium,
dizziness, hallucinations, infracranial hypertension,
stroke, syncope.

Precautions & warnings: In patients with upper
urinary  tract bleeding, Aminccaproic  Acid
administration has been known to cause frarenal
obstruction in fhe form of glomerular capillary
thrombosis or clois in the renal pelvis and ureters.
For this reason, Aminocaproic Acid should not be

1.5mgf 5 ml
Injecticn

USFDA
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used in hematuria of upper urinary tract origin,
unless the possible benefits outwsigh the risk,
Rarely, skeletal muscle weakness with necrosis of
muscle fibers has been reported following prolonged
administration,
: Aminocaproic Acid inhibits both the action of !
plasminegen activators and to a lesser degree,
_ piasmin activity. The drug should NOT he
: administered without a definite diagnosis and/or
Iaboratory finding indicative of hyperfibrinolysis
{hyperplasminemia}.
154. Opsonin Aminocaproic Acid | Aminocaproic Acid Blood It is useful in enhancing hemostasis | Contraindications: Aminocaproic Acid should not 1.5 mg/ 5 ml USFRA RIETS TS ST IS5
Pharma Limited, 26gmA00  ml Oral | USP 25gm/100 mi Coagulaing | when fibrinolysis contributes  to | be used when there is evidence of an active Injection fumr g | e wrTg3 A
Rupatali, Barishal, Soluticn agent bleeding. intravascular clotting process. When there is FAIEr 2t |
uncertainty as to whether the cause of bleeding is Ty
Therapeutic primary fibtinolysis or disseminated intravascular
Code: D33 coagulation (DIC), this distinction must be made

before administering Aminocaproic Acid.

Side effects: Aminocaproic Acid is genarally well
tolerated. The following side effects have been
reported: Edema, headache, malaise, allergic and
anaphylactic reactions, anaphylaxis,

Injection site reactions, pain, bradycardia,
hypotension, peripheral ischemia, thrombosis,
abdominal pain, diarthea, nausea, vomiting,
Agranulocytosis, coagulation disorder, leukopenia,
thrombocytopenia, CPK increased, muscle
weakness, myalgia, myopathy, myositis,
rhabdomyolysis. confusion, convulsicns, delirium,
dizziness, hallucinations, intracranial hypertension,
stroke, syncops. \

Precautions & warnings: in patients with upper
urinary tract bleeding, Aminocapreic Acid
administration has been known 1o cause infrarenal
obstrugtion in the form of glomerular capillary
thrembosis or clots in the renal pelvis and ureters,
For this reason, Aminacaproic Acid should not be
used in hematurig of upper urinary tract origin,
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unless the possible benefits outweigh the risk.

Rarely, skelefal muscle weakness with nacrosis of

muscle fibers has been reported following prolonged

administration.

Aminocaproic Acid inhibits both the action of

plasminogen activators and to a lesser degree,

plasmin activity. The drug should NOT he

administered without a definite diagnosis andfor

laboratory finding Indicative of hyperfibrinolysis ~

{hyperplasminemia).

158, Opsonin Carisoprodol 200mg + | Carisoprodoi USP | Skeletal Muscle | Itis indicated for the relief of discomfort | Contraindications: Garisoprodoi and Aspirin are Carisoprodol USFDA AT %, ST e
Pharma Aspirin 325 mg Tablet | 200 mg + Aspirin Relaxant associated with acute, painful contraindicated in patients with a history of. 250 mg & 350 o W | R wmed w0
Limited, Rupatali, USP 325 mg musculoskeletal conditions in adults. + A serious Gl complicaticn mg Tablet TPt T ey
Barishal. Therapeutic » Agpirin-induced asthma 2T

Code: 070 Important Limitations: Aspirin and » Hypersensitivity reaction to a carbamate such as
Carisoprodol should only be used for | Meprobamate o o
: Side effects: Tachycardia, postural hypotension, facial
m_sq_” um_“_w ds (up ,m two M: _EMm f flushing, drowsiness, dizziness, vertigo, ataxia, tremor,
M%M gwmswmmmcw% ”,_%ﬂwcm_.mwu_ M_:Hmo agitation, imitability, headache, depressive reactions,
ne geg syncope, insomnia, and seizures, nausea, vomiting,
has not cwm_._ estahlished and because and epigastric discomfort, leukopenia and
mozﬁ_. painful musculoskeletal pancytopenia.
conditions are generally of short Precautions & wamings: Since the sedative effects of
duration Carisoprodo! and other CNS depressants (e.., alcohal,
benzodiazepines, opioids, tricyclic antidepressants)
may be additive, appropriate caution should be
exercised with patients who take more than one of
these CNS depressants simuttansously.

158, | Opsonin Gefoperazone Sodium | Cefoparazone Anti-Infective | Respiratory Tract Infections, Urinary | Contraindications: Contraindicated in pafients who | Cefoperazone USFDA S | S G
Pharma Limited, 1000 mg + Sulbactam | Sodium USP Tract Infections {Upper and Lower), | have known hypersensitivity fo the active substances | 1000 mghvial R pEr | TR e
Rupatali, Barishal | Sodium 0.5gm/Vial 1000mg + Therapeutic | Intra-abdominal Infections, Septicemia, | (sulbactam, cefoperazone), to beta-lactams or toany of | njection ol BorgeicTa ey

Powder for Injection Sulbactam Code: 023 Meningiis, Skin and Soft Tissue | the exclpients. . 42re 73|

Incepta Sodium USP nfections, Sone and Joint Infections, | Side effects: Haemomhage cases, sometimes fatal

Pharmaceuticals 500mg/Vial Endometritis, Other Infections of the | Icluding fataiities, have been reported with the use of - .
Ud.- Zirabo, Dhaka Genital Tract nmaﬁ‘mawo:m__mc_gama. As with o.:ﬁ maa_g_nm_ a
' ' vitamin K deficiency has occurred in patients treated
z:im,_m _u:ms,_m Ltd. _%Hmcwc:ﬁ_wwﬂm._inmaum_,mwgm which has generated
Tongi, Gazipur Precautions & wamnings: Cefoperazone is extensively
excreted in bile. The serum half-ife of cefoperazone is
n usually prolonged and urinary excretion of the drug
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increased in patients with hepatic diseases andior
biliary obstruction. Even with severe hepatic
dysfunction, therapeutic ~ concentrations of
cefoperazone are obtained in bile and only a 2- o 4-
fold increase in half-life is seen.

Dose modification may be necessary in cases of severe
biliary obstruction, severe hepatic disease or in cases
of renal dysfunclion coexistent with either of those
conditions.

157, Opsonin
Pharma

Barishal.

Limited, Rupatali,

Epinephring 125 mecg/
Meterad Dose Inhaler

Epinephring
Bitarirate USP
227.408mcg eq. to
125 meg
Epinephrine

Drugs used in
Bronchial
Asthma:

Therapeutic
Code: 044

Epinephrine inhalation is used to treat
mild symptoms of asthma, including

wheezing, chest
shoriness of breath,

tightness,

and

Contraindications: if any patient laking a
monoamine oxidase inhibitor (MAOI) {cenain drugs
taken for depression, psychiatric or emotional
conditions, or Parkinson's disease), should not take
this inhaler or may take 2 weeks after stopping the
MAQ! drug.

Side effects: Headache, nausea, vomiting,
nenvousness, dizziness, shaking (tremor), troubie
sleeping, stomach upset, sweafing, dry mouth, bad
taste, cough, or sore throat may occur.

Precautions & warnings: This product may contain
inactive ingredients, which can causs allergic
reactions or other problems. Patients having heart
disease {such as high blood pressure, abnormal
heart rhythm, coronary insufficiency), seizures,
overactive thyroid {hyperthyroidism), diabetes, low
biood potassium leve! {(hypokalemia), glaucoma
{narmow-angle}, Parkinson's disease, urination
problems {such as trouble urinating due to enlarged
prostate) need to be cautious befote taking the
medicing,
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158, Opsonin

Pharma Limited,
Rupatali, Barishal,

Hyroxy Propyl Methyl
Cellulose Powder for
Nasal Spray

Hydroxypropy!
Methyleellulose
BP 744 mg/Botile

Ear & Nose
Preparations

Therapeutic
Code: 050

Itis used as a preventative
treatment in the fight against hay

fever and allergies.

Contraindication: Contraindicated in patients
with hypersensitivity to Hyroxy Propyl Methyl
Cellulose or any compenent of this product.
Side effects: Very few cases of allergic reactions
to this product have been reported. During first
use, patient may experience a tingling or
buming sensation in the nose or light sneezing.

Precautions & warnings: If concurrent use of
another nasal spray is required, HPMC should

New

USFDA
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be re-applied afterwards so that the barrier
created is not disturbed. Do not use this product
if sensitive to cellulose. Avoid contact with eyes
& open wounds, If powrder gets into eye, rinse
with water. Do not use for more than 30 days
continuously.

159. Opsonin
Pharma Limited,

Rupatali, Barishal,

Hyroxy Propyl Methy
Cellulose Powder for
Nasal Spray

Hydroxypropyl
Methylceliulose
BP 760 mg

Ear & Nose
Preparations

Therapeutic
Code: 050

It is used as a preventative
treatment in the fight against hay
fever and allergies.

Contraindication: Contraindicated in patlents with
hypersensitivity to Hyroxy Propyl Methyl Cellulose
or any component of this product.

Slde effects: Very few cases of allergic reactions to
this product have been reported. During first use,
patient may experience a tingling or buraing
sehsation in the nose or light sneezing.

Precautions & warnings: If concurrent use of
another nasal spray is required, HPMC should be
re-applied afterwards so that the barrier created Is
not disturbed. Do not use this product if sensitive
to cellulose. Avoid contact with eyes & open
wounds. If powder gets into eye, rinse with water.
Do not use for more fhan 30 days contlnuously.

New

USFDA
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160. Opsonin
Pharma Limited,
Rupatali, Barishal.

Hyroxy Propyl Methyl
Cellulose Powder for
Nasal Spray

Hydroxypropy!
Methylcellulose
BP 776 mg

Ear & Nose
Preparations

Therapsutic
Code: 050

It is used as a preventative treatment in
the fight against hay fever and
allergies.

Contraindication: Conbraindicated in patients with
hypersensitivity to Hyroxy Propyl Methyl Cellulose or
any companent of this product,

Side effects: Very few cases of allargic reactions fo
this product have been reported. During first use,
patient may expetience & tingling or burning sensation
in the nose or light sneezing.

Precautions & warnings: If concurrent use of another
nasal spray s required, HPMC should be re-applied
afterwards so that the barrier created is not disturbed.
Do ot use this product if sensitive to cellulose. Avoid
contact with eyes & open wounds. If powder gets info
eye, rinse with water, Do not use for more than 30 days
continuously.

New

USFDA
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161. Opsonin
Pharma Limited,
Rupatali, Barishal.

Hyroxy Propyl Methyl
Cellulose Powder for
Nasal Spray

Hydroxypropyl
Methylcellulose
BP 768 mg

Ear & Nose
Preparations

Therapeutic

Code; 050
A

itis used as a praventative treatment in
the fight against hay fever and
allergies.

Contraindication: Confraindicated in patients with
hypersensitivity to Hyroxy Propyl Methyl Celiulose or
any component of this product.

Side effects: Very few cases of allergic reactions to
this product have been reported. During first use,
patlent may experience a tingling or burning sensation

New

USFDA
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in the nose or light sneezing.

Precautions & warnings: If concurrent use of another

nasal spray is required, HPMC should be re-applied

afterwards so that the barier created is not disturbed.

Do not use this product if sensitive fo cellulose. Avoid

contact with eyes & open wounds. If powder gets into

eye, rinse with water. Do not use for more than 30 days

continuously.

162. Opsonin Indomethacin  BP 50 | Indomethacin BP | Nonsteroidal - Moderate to severe rheumataid Contraindications: Known hypersensitivify fo Indomethacin USFDA GEMAE | WS
Pharma mg Suppository Anti- arthritis including acute fiares of indomethacin or any components of the drug 25mg, 75 mg P T | T
Limited, inflammatory: chronic disease product. Capsule & =
Rupatali, Barishal - Moderate to severe ankylosing Side Effects: Most common adverse reactions 100 mg

Therapeutic spondylitis {incidence = 3%) are headache, dizziness, suppository
Code: 064 - Moderate to severe osteoarthritis dyspepsia and nalsea.
- Acute painful shoulder {bursitis andfor | Precautions & wamings: History of asthma,
tendinitis} urticaria, or other allergic-type reactlons after taking
- Aclte gouty arthritis aspirin or other NSAIDs.
- In the setting of CABG surgery.
- [n patients with a history of proclitis or recent reclal
hleeding.

163. Opsonin Teriparatide 750mcg/d | Teriparatide USP Drugusedin | Itis indicated for the treatment of post- | Contraindications: Teriparatide should not be New USFDA GAMEE | g FE EE

Pharma mi Pre Filled Syringe | 750mcgr3 mi Pre Qsteoporosis | menopausal women with osteaporesis | given to patients with hyparsensitivity to Teriparatide ERIEREE)
Limited, Rupatali, Injection Filled Syringe who are at high risk for fracture. or to any of its excipients. =W
Barishal Therapeutic Side effects: Adverse events associated with

Code: 048 Teriparatide usually were mild and generally did not
require discontinuation of therapy. Reported events
that appeared to be increased by Teriparatide
treatment were dizziness and leg cramps. .
Precautions & warnings: The safety and efficacy
of Teriparatide have not been evaluaied beyond 2
years of freatmant. Consequently, use of the drug
for more than 2 years is nof recommended.

164, Opsonin  Pharma Carisoprodol 200mg + | Carisoprodol USP | Skeletal Muscle | it is indicated for the relisf of discomfort | Contraindications: Carisoprodol and Aspirin with Carisoprodol USFDA aEEd T | T 253
Limited, Rupatali, Aspiin 326 mg + | 200 mg+ Aspirin Relaxant associated with acute, painful Codeine contraindicated in patients with & history of, | 250mg Tablet fuiw wtwegee | R wwge ¥4
Barishal. Codeine  Phosphate | USP 326 mg + musculoskeletal conditions In adults. + A serious Gl complication & i w4 | T

18mg Tablet Codeine Therapeutic + Aspirin-induced asthma 360mg Tablet |
Phosphate USP- Code: 070 Important Limitations: It should only | + Hypersensitivity reaction to a carbamate such as
16 mg be used for short periods (up fo two or | meprobamate
three  weeks}) because adequate | + Acute intermitient porphyria
evidence of effectiveness for more | Side effects: Tachycardia, postural hypotension,
n prolonged use has  not  been | facial flushing, drowsiness, dizziness, vertigo,
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established and because acute, painful
musculoskeletal conditions are
generally of short duratien,

ataxia, tremor, agiiation, imitability, headache,
depressive reactions, syncope, insomnia, and
seizures, nausea, vomiting, and epigastric
discomfort, leukopenia and pancytepenia.
Precautions & warnings: Since carisoprodol is
excreted by the kidney and is metabolized in the
liver, caution should be exercised if carisoprodol is
administered to patients with impaired renal or
hepatic function.

Carisoprodol is dialyzable by hemodialysis and
peritoneal dialysis. In addition to serious
gastrointestinal adverse reactions, the use of aspirin
is also associated with gasiritls, gastrointestinal
grosions, abdominal pain, heartburn, vomiting, and
nausea. Opioids, including codelne phosphate, may
obscure the clinical course of pafients with head
injuries because of the CNS depressive effects of
opioids. 'n addition, opigids, including codeine
phosphate, may obscure the symptoms and/or signs
that are used for the diagnosis or for the monitoring
of patients with acute abdominal conditions

185.

Opsonin Pharma
Limited, Rupatali,
Barishal.

Blsmuth  Subsalicylate
262.50mg Tablet +
Metronidazole 250 mg
Tablet + Telracycling
Hydrochloride 500 mg
Capsule Combi Pack

Bismuth
Subsalicylate BP
262.50mg Tablet
+ Metronidazole
B8P 250 mg Tablet
+ Tetracycling
Hydrochloride BP
500 mg Capsule
Combi Pack

Antacid
Therapeutic
Code: 007
+
Anti-Infective
Therapautic
Code: 023
&
Anti-Infective
Therapeutic
Code; 023

Indicated for the treatment of patients
with an active duodenal ulcer
associated with H. pylori infection. The
eradicaion of H. pylod has been
demonstrated to reduce the risk of
duodenal ulcer recurrence. Appropriate
doses of an H2 antagonist indicated for
the treatment of active ducdenal ulcer
should be prescribed for ulcer healing.

Contraindications: This therapy is contraindicated
in the following patient populations:

= Pregnant or nursing women + Pediatric patients

» Patients with renal or hepatic impairment

« Patients with known hypersensitivity to bismuth
subsalicylate, metronidazole or other nitreimidazole
derlvatives, or any of the tefracyclines

Side effects: It may cause your tongue to become
darker in color, It may also causs your stools to
appear black in color, These are harmless and
temporary slde effects.

Precautions & warnings: Alcohol during therapy
and &t least 1 day after completion of all doses due
to potential metronidazole effects. Sun Jamps or sun
hecause of possible photosensitivity secondary to
tetracycline.

Administer with caution in patients with cenral
nervous system diseases. Administer with caution in

120mg Tablet

87.5 mg/5 ml
Suspension

USFDA
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elderly patients who may suffer from asymptomatic
renal and hepatic dysfunction.

Bismuth subsalicylate may cause a temporary and
harmless darkening of the tongue andfor black stool.
This should not be confused with melena {Blood in
the stool).

166.

QOpsonin Pharma
Limited, Rupatali,
Barishal

Incepta
Pharmacauticals
Ltd.; Zirabo, Dhaka

Nuvista Pharma Ltd.
Tongi, Gazipur

Cefoperazone  Sodium
500 mg + Sulbactam
Sedium 0.5 gm/ Vial
Powder for Injection

Cefoperazone
Sodium USP
500mg +
Sulbactam
Sodium USP 500
mg/Vial

Anti-Infective

._.,jmaum::n
Code: 023

Respiratory Tract Infections, Urinary
Tract Infections {Upper and Lower),
Intra-abdominal Infections, Septicemia,
Meningitis, Skin and Soft Tissue
Infections, Bone and Joint Infections,
Endometritis, Other Infections of the
Genital Tract

Contraindications: Confraindicated in patfents who
have known hyparsensitivity to the active
substances (sulbactam, cefoperazone), to beta-
lactams or to any of the excipients.

Side effects: Haemorrhage cases, somelimes fatal
including fatalities, have been reported with the use
of cefoperazone/suibactam. As with other
antibictics, a vitamin K deficiency has cccurved in
patients treated with sulbactam/cefoperazone which
has generaled coagulopathy.

Precautions & warnings: Cefoperazone 1s
extensively excreted in bile. The serum half-life of
cefoperazone is usually prolonged and urinary
excretion of the drug increased in patients with
hepatic diseases and/or biliary cbstruction, Even
with severe hepatic dysfunction, therapeutic
concentrations of cefoperazone are obtained in bile
and only a 2- to 4-fold increase in haifife is sean.
Dose modification may be necessary in cases of
savere biliary obstruction, severe hepatic disease or
in cases of renal dysfuncion coexistent with either
of those conditions,

Cefoperazons
500 mgtvial
Injection

USFDA
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167.

Opsonin Pharma
Limited, Rupatali,
Barishal

EVEREST
Pharmaceuficals
Ltd, BSCIC WA,
Kanchpur,
Marayanagn;

Momelotinib
Tabiet

200mg

Momelotinib INN
200 mg

Drug used in
Anemia and
other
Blood disorder

Therapeutic
Code: 045

Indicated for the treatment of
intermadiate or high-risk myelofibrosis
(MF), including primary MF or
secondary MF [post-polycythemia vera
{PV) and post-essential
thrombocythemia (ET}], in adults with
anemia.

Contraindications: Hypersensitivity fo this product
or any of its components.

Side effects: Low blood platelets, bleeding, fatigue,
dizziness, diarrhea, nausea, abdominal pain, itching,
elevated liver enzymes, rash, kidney and urinary
tract infection {UTI), irregular heartbeats
tarrhythmias), and low white blood cells
(neuiropenia),

Precautions & wamings: Do not initiate
Momelotinib in patients with an active infection.
Monitor for signs and symploms of infaction.
Thrombocytopenia and Neutropenla, Hepatotoxicity,
Major Adverse Cardigvascular Events (MACE)

New

USFDA
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168. Pharmasia Limited, | Isavuconazenium Isavuconazonium | Antifungals It is an azole amtifungal indicated for | Contraindication: Isavuconazonium Sulfate is New USFDA AR A
Bhawal, Mirzapur, Sulfate 186 Capsule Sulfate INN use in the freatment of Invasive | contraindicated in persons with known m»%i i
Gazipur 186.00 mg aspergillosis, and Invasive | hypersensitivity to isavuconazole, Eo

MUCDIMYCOSis, Coadministration of strong CYP3A4 inhibitors, such

Crion Pharma Ltd. as ketoconazole or high-dose ritonavir {400 mg
0/28/2, Sumilpara, every 12 hours), with Isavuconazonium Sulfate is
Siddhirganj, contraindicated because strong CYP3A4 inhibifors
Narayangan| can significantly increase the plasma concentration

of isaviiconazole,

Coadministration of strong CYP3A4 inducers, such

as rifampin, carbamazepine, St. John's wor, or long

acting barbiturates with lsavuconazonium Sulfate is

contraindicated because strong CYP3A4 inducers

can significantly decrease the plasma conceniration

of isavuconazole,

Isavuconazonium Sulfate shortened the QT¢ interval

in a concentration-related manner. Isavuconazonium

Sulfate is contraindicated in patients with familial

short QT syndroms.

Side-effects: Most frequent Side effects: nauses,

vomiting, diarrhea, headache, elevated liver

chemistry tests, hypokalsmia, constipation,

dyspnea, cough, peripheral edema, and back pain.

169, | Popular Recombinant Human Recembinant Therapeutc | In the female CONTRAINDICATIONS New USFDA CRCIETCES SAmA R
Pharmaceuticals Chorionic Gonadotropin | Human Chorionic Class: + Ovulation induction in infertility due to | Known or suspected androgen-dependant tumors, IofEs R | T
Ltd., 164, Tongi {r-HCG) 6500 1U Gonadotropin {r- Hormene anovulation or impaired follicle- | such as prostatic carcinoma or breast carcinoma in =
industrial Area, {equivalent to HCG) 6500 U Therapeutic ripening. the male.

Monnunagar, 250mceg)/0.5ml {equivalent to code: 056 * Preparation of follicles for punciure in
Gazipur Injection/Subcutaneous | 250meg)0.5m confroled  ovarian  hyperstimulation | WARNINGS AND PRECAUTIONS:
programs {ART). In pregnancies oceurring after induction of ovulation
+ Luteal phase stpport, with gonadotrepic preparations, there is an
+ Threatened and habitual abortion increased risk of multiplets birth.
In the male
*HHypogonadotropic hypogonadism
{also cases of idiopathic dysspermias
have shown a posiive response to
gonadotropins).
p + Delayed pubery associated with
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insufficient  gonadotropic  pluitary
function.
+  Cryptorchidism, (not  due to
anatomical obstrugction}
+ Used to treat oligospermia
170. | Popular Famotiding 10mg + Famotidine USP Therapeutic | Relieves hearfourn associated with | CONTRAINDICATIONS New USFDA ATHEATRE, | e 263
Pharmaceuticals Calcium Carbonate 10mg + Calcium Class: acld indigestion and sour stomach History of serious hypersensitivity reactions to fouta atwgrey | fuiw gy T
Lfd., 164, Tongi 800mg + Magnesium Carhonate BP H2 Receptor Famctidine or Calcium Carbonate or Magnesium Tl Far | @
Industrial Area, Hydroxide 165mg 800mg + Blocking Hydroxide. |
Monnunagar, Chewable Tablet Magnesium
Gazipur Hydroxide BP Therapeutic WARNINGS AND PRECAUTIONS:
165mg code: 055 Allergy alert: Do not use if you are allergic to '
famotlidine or other acid reducers
Do not use If you have frouble or pain swallowing
food, vomiting with blood, or bloody or black stools.
These may be signs of a serious condition. Ses your
doctor. Do not use with other acid reducers.
171. Popular Recombinant Follicle Recombinant Therapautic In the Female CONTRAINDICATIONS 75 [Uifvial USFDA QAAVAE | S Pl
Pharmaceuticals Stimulating Hormone (- | Follicle Class: Qvulation Induction injection FofEm T | T
Ltd.,164, Tong! FSH) BP 450 1U/0.54ml | Stimulating Hormane r-FSH administered SC with HCG in a +  Tumours of the ovary, breast, uterus, pituitary or Al
Industrial Area, Injection Hormone (r-FSH) Therapautic | sequential manner, which |s indicated for hypothalamus
Monnunagar, BP 450 1U/0.54m! code: 056 | ovulation induction in patients who have | «  Pregnancy o lactation
Gazipur previously received pituitary suppression. | o Undiagnosed vaginal bleading
Multi-fallicular Development = Hypersensitivily to the acfive substance or to any
During ART r-FEH administersd 5C in of the excipients
conjunction with HCG is indicated for «  Primary ovarian failure
muttiple follicular developments e Fibroid fumors of the uterus incompatible with
{contrelled ovarian sfimulation) during pregnancy
ART cycles in patients who have e Primary testicular fallure
previously received pituitary suppression. |
. mo_qm_,.ﬂm_,_ﬁn ow‘wﬁ__m: mﬁqn%sm. (PCOS). | WARNINGS AND PRECAUTIONS:
8ed 1o freat FolyCystic Lvanan The presence of uncontrolled non gonadal
ﬂ.ﬂ%ﬁmhnooﬁ related inferfity. m:%ﬂ_sowm_zmm {e.g. thyroid, adrenal or
Male inferiliiy freatment in combination pltuitary disorders) should be excluded.
with HCG Induction of Sparmatogenesis
in men deficient spermatogensasls due to
Hypegonadotrophic-hypogonadism.
172. Popular Recombinant Follicle Recombinant Therapeutic In the Female CONTRAINDICATIONS 75 [Utvial USFDA SECAMTAE | S P
Pharmaceuticals Stimulating Hormone {r- | Folllcle Class: Owvulation Induction Injection T TR | =
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Ltd., 164, Tongi FSH) BP 600 1U0.72ml | Stimulating Hormene r-F5H administered SC with HCGina | »  Tumours of the ovary, breast, uterus, pituitary |

industrial Area, Injection Hormone (r-FSH) Therapeutic sequential manner, which is indicatad or hypothalamus

Monnunagar, BP 600 [UA.72ml code; 056 for evulation induction in patients who s Pregnancy or lactation

Gazipur have previously received pituitary »  Undiagnosed vaginal bleeding
Suppression. »  Hypersensitivity to the active substance or to
Multi-follicular Development any of the excipients
Duting ART r-FSH administered SCin | Primary ovarian failure '
conjunction with HCG is indicated for | & Eiproid tumors of the uterus incompatible with
multiple follicular developments pregnancy
{controlled ovarian stimulation} during _ : :
ART cycles in patients who have *  Primary testicular failure '
previously received plutary WARNINGS AND PRECAUTIONS:
suppression. The presence of uncantrolied non gonadal

’ mmw_,%vwﬂwmwn mmﬂ:&ﬁﬂ%%ﬁm%ooﬁ. endocrinopathies (e.g. thyreid, adrenal or

Syndrome (PCOS) related infertilty. pituitary disorders) should be excluded.
In the Male
Male infertility treatment in combination
with HCG Induction of
Spermatogenesis in men deficient
spermatogenesis due to
Hypogonadotrophic-hypogonadism.

173, Popular Recombinant Follicle Recombinant Therapeutic In the Female CONTRAINDICATIONS 75 |Uhvial USFDA TS | SR e
Pharmaceuticals Stimulating Hormone (r- | Follicle Class: Ovutation Induction »  Tumouws of the ovary, hreast, uterus, pituitary Injection bl s
Ltd.,164, Tong FSH) BP 800 {UM.08mf | Stimulating Hormone r-FSH administered SC with HCG in a or hypothalamus o
Industrial Area, Injection Hormane (r-FSH) sequential manner, which is indicated e Pregnancy or lactation
Monnunagar, BP 900 U#1.08ml Therapeutic | for ovulation induction in patients who | o Undiagnosed vaginal bleeding
Gazipur code: 056 have previously recaived pituitary »  Hypersensitivity to the active substance or to

suppression. any of the excipients
Multi-follicular Development e Primary ovarian failure
During ART -FSH administered SCin |y Eiproid tumors of the uterus incompatible with
canjunction with HCG is indicated for pragnancy

_ multiple follicutar developments _ _ .
{controlled ovarian stimulation) during * Primary testicular falure
ART cycles in patients who have WARNINGS AND PRECAUTIONS:
W%ﬁwm_._mmm__qowomzmq piluitary The presence of uncontrolled non  gonadal

o endoctinopathies {e.g. thyroid, adrenal or
Polycystic Ovarian Syndrome (PCOS). | 1w iar disorders) should be excluded.
Used fo treat Polycystic Ovarian
Syndrome {PCOS) related infertility,
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In the Male
Male infertility treatment in combination
with HCG Induction of
Spermatogenesis in men  deficlent
spermatogenesis due to
Hypogenadotrophic-hypogonadism.
174, Radiant Flacainide Acetate | Flecainide Acetate | Antiarrhythmic | Treatment of AY nodal reciprocating | Contraindication: 100mg Tablet USFDA SLAMEE | SRS |l
Pharmaceuticals 50mg Tablet USP 50mg tachycardia; arthythmias associated | « Hypersensitivity to the active substance or to any BNF-85, A | &
Limited Therapautic | with Wolff-Parkinson-White Syndrome |  of the excipients listed in, {DCC-239 Page-112 73|
B-34 & B-46, BSCIC Code; 002 and similar condifions with accessory | « Flacainide is contraindicated in cardiac failure and approved)
IfE, Tongi, Gazipur- pathways, when other freatment has in patients with & history of myocardial infarction EMA
. 1710, Bangladesh been ineffective. who have either asymptomatic ventricular
» Treatment of severe symptomatic ectopics or asympiomatic non-sustained
- and life-threalening paroxysmat ventricular tachycardia,
ventricular arrhythmia which has » Patients with long-standing atrial fibrillation in
failed to respond to other forms of whom there has been no altempt to converi to
therapy or where other freatments sinug rhythm
have not been tolerated. « Patients with reduced or impaired ventricular
» Treatment of paroxysmat atrial function, cardiogenic shock, severe bradycardia
arrhythmias {atrial fibrillation, atrial {less than 50 bpm), and severe hypotension,
fiutéer, and atrial tachycardia) in » Use in combination with Class  antiarhythmic
: patients with disabling symploms drugs. {Sodium channel blockers)
aftey conversion provided that there | o | patlents with hemodynamically significant
is a definife need for treatment on valyular heart disease.
the basis of severity of inical « Unless pacing rescue is available, flecainide
symptoms wher other treatment must not be given to patients with sinus node
has been ineffective. Structural dysfunction, atrial condition defects, second-
heart disease and/or impaired left degree or graater atrioventricular block, bundle
. ventricular function should be branch block, or distal block,
excluded because of the increased | - patiants with asymptomatic or mildly symptomatic
risk for pro-arrhyihmic effects. ventricular arthythmias must not be given
flecainide.
+ Use in patients with significant electrolyte
. imbaiance.
» Known as Brugada syndrome.
Side Effect:
= Difficutt or labored breathing
« dizziness, fainting, or lightheadedness
» fast, imegular, pounding, or racing heartbeat or
h pulse
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» shortness of breath
» tightness in the chest
wheszing

175.

Renata Limited
Mirpur, Dhaka

Abiraterone Acetate
125mg Tabiet

Abiraterone
Acetate ISP
125mg

Anticancer

Therapeutic
Code:010

It is a CYP17 inhibitor indicated in
combination with methylpradnisolone
for the treatment of patients with
metastatic casirationresistant prostate
cancer {CRPC)

Contraindication: Pregnancy.

Side-effect: The most common adverse reactions
{= 10%) are fatigue, joint swelling or discomfort,
edema, hot flush, diarrhea, vomiting, cough,
hypertension, dyspnea, urinary tract infection and
contusion,. The most common  laboratory
abnormalities (> 20%) are anemia, elevated alkaline
phosphatase, hypertriglyceridemia, lymphopenia,
hypercholesterolemia,  hyperglycemia,  elavated
AST, hypophosphatemia, elevated ALT and
hypokalemia,

250mg Tablet

USFDA

AT
EELET
it
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176.

Renata Limited
Mirpur, Dhaka

Estradiol Smgfml IM
Injection

Estradiol USP
Smagfm

Hormone
Therapeutic
Code: 056

It is indicated in the treatment of:

1. Moderste to severe vasomotor
symptoms  associated with  the
Menopause.

2. Hypoestrogenism  due o
hypogonadism,

Contraindication: Estrogens should not be used in
individuals with any of the following conditions: 1.
Undiagnosed abnormal genital bleading.

2. Known or suspected cancer of the breast,

3. Known or suspected estrogen-dependent
neoplasia.

4, Active deep vein thrombosis,
embolism or history of these conditions,
5. Active or recent {e.g., within the past year} arterial
thromboembolic disease {e.g., stroke, myocardial
infarction),

6. Liver dysfunction or disease.

7. It should not be used in patients with known
hypersensitivity to its ingredients.

8 Known or suspected pregnancy, There is no
Indication for it in pregnancy. There appears to be
iittle or no increased risk of birth defects in children
vorn to women who have used estrogens and
progestins from oral contraceptives inadvertently
during early pregnancy.

Side-effects:

Less common but serious side effects include: +
Breast cancer » Cancer of the uterus » Stroke = Heart
attack + Blood clots « Gallbladder disease * Ovarlan
canger

pulmonary
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These are some of the warning signs of serious
side effects: « Breast lumps = Unusual vaginal
bleeding « Dizziness and faintness « Changes in
speech = Severe headaches + Chest pain -
Shortness of breath + Pains in your legs » Changes
in vision « Vomiting

Common side effects include: + Headache »
Breast pain + Iregular vaginal bleeding or spotting *
Stomachfabdominal cramps, bloating » Nausea and
vemiting Other side effects include: « High blocd
pressure + Liver problems » High blood sugar « Fluid
retention * Enlargemant of benign tumors of the
uterus (“fibroids”) « Vaginal yeast infections + Hair
Ioss

Waraings and precautions: Talk fo your doctor or
pharmacist before taking Progynova before you start
the treatment, as these may retum or become worse
during treatment with Progynova often for check-
ups: tsice your womb {endometriosis) or a history of
excessive growth of the womb lining (endometrial
hyperplasia} {see "Blood clots in a vein
(thrombosis)'} - sensitive cancer (such as mother,
sister or grandmother who has had breast cancer)
tumour affects many organs of the body {systemic
iupus erythematosus, SLE}

Epilepsy & Asthma.

177. Renata Limited
Mirpur, Dhaka

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

Eltrombopag  25mg
Powder for Oral
Suspension

Elirombopag
Olaming INN
31.90 mg
equivalent io
Eltrombopag
25mg

Anticoagulants

Therapeutic
Code: 012

>

Eltrombopag  is a thrombopoietin
receptor agonist indicated for the
treatment of: sthrombocytopenia in
adult and pediatric patients 6 years and
older with chronic immune (idiopathic)
thrombocytapenia {ITP) who have had
an insufficient  response  fo
corticosteroids, immunoglebulins, or

Contraindication: None

Side effect: In adult patients with ITP, the most
common adverse reactions {greater than or equal to
5% and greater than placebo} were: nausea,
diarrhea, upper respiratory tract infection, vomiting,
Increased ALT, myalgia, and urinary tracl infection.
In pediatric patients age 6 years and older with |TP,
the most common adverse reactions (greater than or

Eltrombopag
12.5mg
25mg
50mg
Tablet
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81 Name of the Name of the Medicine | Generic Name Therapeutic indication Confra-indication, Side-effects, Warnings and Stafus © | USFDA/BNF/| Ge@m o [&7y fwes i
No. Manufacturer with dosage form with Strength Class and Precautions {New UKMHRA/ | =fifbgsem " Prgter
Code Existing EMA/PMDA/ e .,
Molecule) TGA
splenectomy, Thrombocytopenia In | egual to 10% and greater than placebo) were upper
patients with chronic hepatitis C to | respiratory tract infection, nasopharyngitis, and
aliow the titiafion and maintenance of | rhinitis. -In patients with chronic hepatitis G -
interferon -based therapy. Patients with | associated thrombocytopenia, the most common
severe aplastic anemia who have had | adverse reactions (greater than or equal 1o 10% and
an insufficient  response o | greater than placebo) were: anemia, pyrexia,
immunosuppressive therapy. { fatigue, headache, nausea, diarrhea, decreased
Limitations of Use: + Eltrombopag | appetite, influenza -like ifiness, asthenia, insomnia,
should be used only in patients with | cough, pruritus, chills, myalgia, alopecia and
[TP whose degree of thrombocytopenia | peripheral edema. In patients with severe aplastic
and clinical condition increase the risk | anemia, the most common adverse reactions
for leeding. » Efirombopag should be | {greater than or equal to 20%) were: nausea,
used only in patients with chronic | fatigue, cough, diarrhea, and headache.
hepatitis C whose degree  of
thrombocytopenia ~ prevents  the
initiation of interferon - based therapy
or its the ability to maintain
interferon -based therapy. «Safety and
efficacy have nol been established in
combination with direct -acting antiviral
agents used without interferon for
treatment of chronic hepatitis C
infection.
178. Renata Limited Trazodone Hydrochlorid | Trazodone Antidepressant | Trazodone is a selective serotonin Contraindications: Concomitant use of monaamine New USFDA GRS | SIS Pl
Mirpur, Dhaka 50mg Film Coated Hydrochloride Therapsutic reuptake inhititor indicated for the oxidase inhibitors (MAOQls), or use within 14 days of et st | =)
Tablet USP 50 mg Code: 014 treatment of major depressive disorder | stopping MACIs. Side effects: Most common Eull
{MDD}. adverse reactions (incidence 25% and twice that of
Beacon placebo} are: edema, blurred vision, syncope,
Pharmaceuticals drowsiness, fatigue, diarthea, nasal congestion,
PLG, Kathali, weight loss. Warning & Precaution:
m_:m_cxm_. + Serotonin Syndrome: Increased risk when co-
ymensingh L _ .
A administered with other serctonergic agents (e.g.,
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Incepta
Pharmaceuticals
Ltd,; Zirabo, Dhaka

Opsonin Pharma
Ltd., Barishal

SSRI, SNRI, triptans), but also when taken alone. If
it occurs, discontinue Trazodone and initiate
supporiive treatment » Cardiac Arhythmias:
Increases the QT interval. Avoid use with drugs that
alse increase the QT interval and in patients with
risk factors for prolonged QT interval » Orthostatic
Hypotension and Syncope: Warm patients of risk and
symptoms of hypotension » Increased Risk of
Bleeding: Concomitant use of aspirin, nonsteroidal
anti-inflammatory drugs (NSAIDs}, other antiplatelet
drugs, warfarin, and other anticoagulants may
increase this risk » Priapism: Cases of painful and
prolonged penile erections and priapism have been
reported, Immediate medical attention should be
sought if signs and symptorns of prolonged penile
areclions or priapism are observed

» Activation of Mania or Hypomania: Screen for
bipotar disorder and monitor for mania or hypemania
+ potential for Cognitive and Motor Impairment; Has
potential to impair judgment, thinking, and motor
skills, Advise patients to use caution when operating
machinary * Angle-Closure Glaucoma; Avoid use of
antidepressants, including Trazodone, in patients
with unireated anatomically narrow angles.

179. Renata Limited

Mirpur, Dhaka

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

Trazodone Hydrochlorid
100 mg Film Coated
Tablet

Trazodone
Hydrochlaride
USP 100 mg

Antidepressant
Therapeutic
Code: 014

Trazodone is a selective serotonin
reuptake inhibitor indicated for the
treatment of major depressive disorder
(MDD}, .

Contraindlcatlons: Concomitant use of monoamine
oxidase inhibitors (MACIs), or use within 14 days of
stopping MAOIs. Side effects: Most common
adverse reactions (incidence =5% and twice that of
placebo) are: edema, blurred vislon, syncope,
drowsiness, fatigue, diarrhea, nasal congestion,
weight loss.

Warning & Precaution:

* Serotonin Syndrome: Increased risk when co-
administerad with other serotonergic agents {e.q.,

New
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Sl Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Warnings and Status USFDA/ BNF/ G3Ramm R |[8%d Maay Fhisa
No. Manufactarer with dosage form with Strength Class and - Precautions (New/ UKMHRA/ | wfifee wer s
Code ' Existing EMA/PMDA/ Frare ;
' Molecule) TGA
Incepta SSRI, SNRI, triptans), but also when taken alone. If
Pharmaceuticals it ceeurs, discontinue Trazodone and initiate
Lid.;Zirabo, supportive treatment » Cardiac Arhythmias:
Dhaka Increases the QT interval. Avoid use with drugs that
also increase the QT interval and in patients with
’ . risk factors for prolonged QT interval » Orihostatic
Opsonin Pharma Hypotension and Syncope: Warn patients of risk and
Ltd., Barishal symptoms of hypotension + Increased Risk of
Bleeding: Concomitant use of aspirin, nonsteroidal
anti-inflammatory drugs (NSAIDs), other anfiplatelat
drugs, warfarin, and other anticoagulants may
increase this risk » Priapism: Cases of painful and
prolenged penile erections and priapism have been
reported. Immediate medical attention should be
sought if signs and symptoms of prolonged penile
erections or priapism are observed
+ Activation of Mania or Hypomania: Screen for
bipolar disorder and monitor for mania or hypomania
« potential for Cognitive and Motor Impairment; Has
potential to impair judgment, thinking, and motor
skills. Advise patients to use caution when oparating
machinery * Angle-Closure Glaucoma: Avoid use of
antidepressants, including Trazodone, in patients
with unfreated anatemically namow angles.
180. Renata Limited Trazodone Hydrochiorid | Trazodone Antidepressant | Trazodone is & selective serotonin Confraindications: Cancomitant use of monoamine New USFDA TS | S
Mirpur, Dhaka 150 mg Tablet Hydrochlotid USP | Therapeutic reuptake inhibitor indicated for the oxidase inhlbitors (MAOIs), or use within 14 days of FAfs o | =W
150 mg Code: 014 treatment of major depressive disorder stopping MAOs. Side effects: Most comman =W
(MDD} adverse reactions {incidence 25% and twice that of
Beacon placeho) are: edema, blurred vision, syncope,
v:mﬁsmomc%m_m drowsiness, fatigue, diamhea, nasal congestion,
PLC, Kathali, weight loss,
,m‘_ﬂw_ﬁﬂﬂw_sms Warning & Precaution;
* Serotonin Syndrome; Increased risk when co-
administered with other serotonergic agents {e.g.,
Opsonin Pharma 83R, SNRI, triptans), but also when taken alone. f
Ltd., Barishal D it occurs, discontinue Trazodone and initiate
127 |Page DCC-255Meeting
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Molecule) TGA .

suppaortive treatment « Cardiac Arrhythmias:
Increases the QT interval. Avoid use with drugs that
also increase the QT interval and in patients with
risk factors for prolonged QT interval « Orthostatic
Hypotension and Syncope: Warn patients of risk and
symptoms of hypotension * Increased Risk of
Bleading: Concorritant use of aspirin, nonsteroidal
anti-inflammatory drugs (NSAIDs), other antipfatelet
drugs, warfarin, and other anticoagulants may
Incre:ase this risk « Priapism: Cases of painful and
prolonged penile erections and priapism have been
reported, Immediate medical attention should be
sought if signs and symptoms of prelonged penile
erections or priapism are chserved

+ Activation of Mania or Hypomania: Screen for
bipalar disorder and maonitor for mania or hypomania
= potential for Cognitive and Motor Impalrment: Has
potential fo impair judgment, thinking, and motor
skills, Advise paffents fo use caution when operating
machinery » Angle-Closure Glaucoma: Avoid use of
. antidepressants, including Trazodone, in patients
with unireated anatomically narrow angles.

181. Renata Limited Trazodone Hydrochlori¢ | Trazodone Antidepressant | Trazodone is a selective serotonin Contraindications: Concomitant use of monoamine New USFDA AR | O
Mirpur, Chaka 300 mg Tablet Hydrochlorid USP | Therapeutic reuptake inhibitor indicated for the oxidase inhibitors (MAQis), or use within 14 days of Feitfes vt | ==
300 mg Code: 014 treatment of major depressive disorder | stopping MAOIs. Side effects: Most common el
(MDD} adverse reactions {incidence 25% and twice that of
Beacon _ placebo} are: edema, blurred vision, syncope,
v:mqamnm_‘_ﬁ_om_m drowsiness, fatigue, diarrhea, nasal congastion,
_u._lo__ Kathali, Em_m_: loss. .
Bhaluka, . .
Mymensingh Warning & Precaution:
'| + Serotonin Syndrome: Increased risk when co-
adminlstered with ofher sarotonergic agents (e.g.,
Opsonin Pharma SSRI, 3NRI, triptans), but also when taken alone.
Ltd., Barishal it oeurs, discontinue Trazodone and initiate
supportive treatment « Cardiac Arthythmias;
X N Increases the QT Interval, Avoid use with drugs that
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also Increase the QT interval and in patients with
risk factors for prolenged QT interval « Orthostatic
Hypotension and Syncope: Warn patients of risk and
symptoms of hypotension » Increasad Risk of
Bleading: Concomitant use of aspirin, nonsteroidal
anti-inflammatory drugs (NSAIDs), other antiplatelet
drugs, warfarin, and other anticoagulants may
increase this risk « Priapism; Cases of painful and
prolenged penile erecticns and priapism have baen
reported. immediate medical aftention should be
sought if signs and symptoms of prolonged penlle
erections or priapism are observed

+ Activation of Mania or Hypomania: Screen for
bipolar disorder and manitor for mania or hypomania
+ patential for Cognitive and Motor Impairment: Has
potential to impair judgment, thinking, and motor
skills. Advise patients to use caution when operating
machinery * Angle-Closure Glaucoma: Avoid use of
antidepressants, inciuding Trazodone, in patients
with untreated anatomically narrow angles.
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