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Annex-A: SR 269 O €35 3¢8 oW ST AT R 9 T S0

i sL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status [cpafcidl G 7Y fe
* Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARl | Rl em
Dosage Form And Code Molecule/ UKMHRA, ety e frars
Existing) | EMA, BNF,
PMDA, TGA
1. Beximco Acotiamide Acotiamide 1 Anticholenergic | I. Functional Dyspepsia Contraindications: If previously New PMDA TEAMC TEC TS
F Pharmaceutical | Hydrochloride Hydrochloride 2. Postprandial distress syndrome experienced any allergic reactions (jtch, Are TR | e R wwg
s Lid., Tongi, Hydrate 100 mg | Hydrate INN 100mg Therapeutic 3. GERD rash, efc.) to any medicines. ISRIES AW
Gazipur Tablet Code: 011 4. Non erosive esophagitis . Side Effects: Headache, diarrhea, and . RIS
. L increased prolactin. AT <=1
Aristopharma A
Ltd. Warning & precautions: Pregnancy or
Plot No. 14-22, breastfeeding.
Road No. 11 &
12,
Shampur-
Kadamtali /A,
Dhaka-1204, . ,
Dhaka ; _
2, Beximco Amlodipine Besilate ] Amlodipine Besilate | Antihypertensive | Treatment of hypertension, to lower | Contraindications: Amlodipine USFDA IO uﬂmaagﬁ
Pharmaceutical | 5mg + Olmesartan BP eqv. to blood pressure. Lowering blood | Anuria: Hypersensitivity to sulfonamide- 5mg + e W | @] Raw Ang
s Ltd., Tongi, 20mg + Amlodipine 5mg + Therapeutic pressure reduces the risk of fatal | derived drugs. 4 Olmesartan R REEE]
Gazipur Hydrochlorothiazide | Olmesartan BP Code: 022 and nonfatal cardiovascular events, | Do not co-administer ~ aliskiren  with 20 mg RG]
12.5 mg Tablet 20mg ' + primarily strokes and myocardial | Tribenzor in patients with diabetes. Tablet eAtfe st
Hydrochlorothiazide infarctions. Side Effects: Most common adverse A
BP 12.5mg This combination is not indicated for | reactions (incidence 22%) are dizziness, | Amiodipine
initial therapy. peripheral edema, headache, fatigue, 5mg +
nasopharyngitis, muscle spasms, nausea, | QOlmesartdn
y upper respiratory tract infection, diarrhea, 40 mg
urinary tract infection, and joint swelling Tablet

Warning & precautions:

+Avoid fetal or neonatal exposure

* Hypotension in volume- or salt-depleted
patients with treatment initiation may occur.
Correct  volume-depletion ~ prior  to
administration.

* Increased angina or myocardial infarction
with calcium channel blockers may occur
upon dosage initiation or increase

Avoid in patients with “severely impaired
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Name of the
Manufacturer

Name of
Medicine
Dosage Form

the
with

Generic Name with
Strength

Therapeutic
Class
And Code

Indication

Contraindication, Side-effect, Warnings
and Precautions

Status
(New
Molecule/
Existing)

ETIEH
USFDA,
UKMHRA,
EMA, BNF,
PMDA, TGA

F7 oy
ECERELICY

93¢ fRmme
e o

renal function (creatinine clearance <30
mL/min).

+ Withhold or discontinue Tribenzor if
progressive renal impairment becomes
evident

+ Thiazides should be used with caution in
patients with mildly to moderately impaired
hepatic function Avoid in patients with
severely impaired hepatic function

+ Observe for signs of fluid or electrolyte
imbalance

+ Thiazide diuretics may cause an
exacerbation or activation of systemic lupus
erythematosus

+ Thiazides have been associated with
acute angle-closure glaucoma

Beximco
Pharmaceutical
s Ltd., Tongi,
Gazipur

mg

12.5 mg Tablet.

Amlodipine Besilate
5 mg, Olmesartan 40

and

Hydrochlorothiazide

Amlodipine Besilate
BP eqv. to
Amlodipine 5mg +
Olmesartan BP
40mg +
Hydrochlorothiazide
BP 12.5mg

Antihypertensive

Therapeutic
Code: 022

Treatment of hypertension, to lower
blood pressure. Lowering blood
pressure reduces the risk of fatal
and nonfatal cardiovascular events,
primarily strokes and myocardial
infarctions.

This combination is not indicated for
initial therapy.

Contraindications:

Anuria:  Hypersensitivity to sulfonamide-
derived drugs.

Do not co-administer aliskiren with
Tribenzor in patients with diabetes

Side Effects: Most common adverse
reactions (incidence =2%) are dizziness,
peripheral edema, headache, fatigue,
nasopharyngitis, muscle spasms, nausea,
upper respiratory fract infection, diarrhea,
urinary fract infection, and joint swelling
Warning & precautions:

+Avoid fetal or neonatal exposure

* Hypotension in volume- or salt-depleted
patients with treatment initiation may occur.
Correct  volume-depletion  prior  to
administration.

* Increased angina or myocardial infarction
with calcium channel blockers may occur
upon dosage initiation or increase

Amlodipine
Bmg +
Olmesartan
20 mg
Tablet

Amlodipine
5mg +
Olmesartan
40 mg
Tablet

USFDA

AT T8
R
R EE)
Sefifeet st
Ul

IO LTS
we R swgd
Rk
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with

Name of
Medicine
Dosage Form

Generic Name with
Strength

Therapeutic
Class
And Code

Indication

Contraindication, Side-effect, Warnings
and Precautions

Status
(New
Molecule/
Existing)

AT
USFDA,
UKMHRA,
EMA, BNF,
PMDA, TGA

R RBT
Feix Pt

a7y g
FAfg o=

Avoid in patients with severely impaired
renal function (creatinine clearance <30
mL/min).

+ Withhold or discontinue Tribenzor if
progressive renal impairment becomes
evident

+ Thiazides should be used with caution in
patients with mildly to moderately impaired
hepatic function Avoid in patients with
severely impaired hepatic function

+ Observe for signs of fluid or electrolyte
imbalance

+ Thiazide diuretics may cause an
exacerbation or activation of systemic lupus
erythematosus

+ Thiazides have been associated with
acute angle-closure glaucoma

Beximco
Pharmaceutical
s Ltd., Tongi,
Gazipur

Amlodipine Besilate
5 mg, Olmesartan 40
mg and
Hydrochlorothiazide
25 mg Tablet.

Amlodipine Besilate
BP . eqv to
Amlodipine 5 mg +
Olmesartan BP 40
mg +
Hydrochlorothiazide
BP 25 mg

Antihypertensive

Therapeutic
Code: 022

Treatment of hypertension, to lower
blood pressure. Lowering blood
pressure reduces the risk of fatal
and nonfatal cardiovascular events,
primarily strokes and myocardial
infarctions.

This combination is not indicated for
initial therapy.

Contraindications:

Anuria; Hypersensitivity to sulfonamide-
derived drugs.

Do not co-administer aliskiren
Tribenzor in patients with diabetes

with

Side Effects: Most common adverse
reactions (incidence =2%) are dizziness,
peripheral edema, headache, fatigue,
nasopharyngitis, muscle spasms, nausea,
upper respiratory tract infection, diarrhea,
urinary tract infection, and joint swelling
Warning & precautions:

+Avoid fetal or neonatal exposure

+ Hypotension in volume- or salt-depleted
patients with treatment initiation may occur.
Correct  volume-depletion  prior  to
administration.

* Increased angina or myocardial infarction

Amlodipine
5mg +
Olmesartan
20 mg
Tablet

Amlodipine
5mg +
Olmesartan
40 mg
Tablet

USFDA

Z
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IO TS
Wy Ry W
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Name of
Medicine
Dosage Form
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Generic Name with
Strength

Therapeutic
Class
And Code
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and Precautions

Status
(New
Molecule/
Existing)

AT
USFDA,
UKMHRA,
EMA, BNF,
PMDA, TGA

F7 B
Feig e

@3y fquge
A ol

il

with calcium channel blockers may occur
upon dosage initiation or increase

Avoid in patients with severely impaired
renal function (creatinine clearance =30
mL/min).

+ Withhold or discontinue Tribenzor if
progressive renal impairment becomes
evident

+ Thiazides should be used with caution in
patients with mildly to moderately impaired
hepatic function Avoid in patients with
severely impaired hepatic function

+ Observe for signs of fluid or electrolyte
imbalance

+ Thiazide diuretics may cause an
exacerbation or activation of systemic lupus
erythematosus

+ Thiazides have been associated with
acute angle-closure glaucoma

Beximco
Pharmaceutical
s Ltd., Tongi,
Gazipur

Glycopyrrolate
mg

1.7
orally

disintegrating tablets

Glycopyrrolate USP
1.7mg

Anticholinergic

Therapeutic
Code: 011

Glycopyrrolate is indicated in adults
to reduce symptoms of a peptic
ulcer as an adjunct to treatment of

peptic ulcer.

Contraindication: Patients at risk for
anticholinergic toxicity due to an underlying
medical condition, including:

Glaucoma, Obstructive uropathies, including
prostatic hypertrophy, Mechanical
obstructive diseases of the gastrointestinal
tract, Gastrointestinal motility disorders,
Bleeding gastrointestinal ulcer, Active
inflammatory or infectious colitis which can
lead to toxic megacolon, Myasthenia gravis
Side-effect: Adverse reactions include
blurred vision, drowsiness, decreased
sweating, flushing, vomiting, constipation,
dry mouth, tachycardia, and urinary
retention.

Warnings and Precautions:

* Precipitation of Acute Glaucoma: May

Glycopyrrola
te 1mg/5ml
Oral
Solution

Glycopyrrola
te 200
mcg/ml
Injection

USFDA

G
RSB Fo
[ERER RS
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SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status [coaicul Gfamter a4 g
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARefby | SRl TerR
Dosage Form . And Code Molecule/ UKMHRA, EOERELI Prarg
Existing) | EMA, BNF,
PMDA, TGA

increase infraocular pressure; if symptoms
occur, discontinue use, and promptly seek
medical care

+ Partial or Complete Mechanical Intestinal
Obstruction: Diarrhea may be an early
symptom, especially in patients with
ileostomy or colostomy. If obstruction is
suspected, discontinue use and evaluate
the patient for obstruction

+ Gl Adverse Reactions Due to Decreased
Gl Motility: Delayed gastric emptying,
constipation, and intestinal  pseudo-
obstruction may occur and precipitate or
aggravate paralytic ileus and toxic
megacolon; not recommended for use with
anticholinergics or other medications that
decrease Gl peristalsis.

+ Cognitive and Visual Adverse Reactions:
May impair mental and/or physical function.
Inform patients not to operate motor
vehicles or perform other hazardous tasks
until reasonably certain they are not
adversely affected; discontinue use if signs
or symptoms develop.

* Increased Risk of Anticholinergic Adverse
Reactions in  Geriatric  Patients:
Complications include urinary retention,
bowel obstruction, heat prostration,
arrythmias, delirium, and falls or fractures.
Not recommended in geriatric patients and
may be contraindicated in some patients
with underlying medical conditions

Page | 5
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SL Name of the | Name of  the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status GIIES Gafamter 37Y [T
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARy | IR
Dosage Form And Code Moleculel UKMHRA, ECIERE L) Pais
Existing) | EMA, BNF,
PMDA, TGA
6. Beximco Rosuvastatin 5 mg + | Rosuvastatin Lipid lowering . As an adjunct to diet in | Contraindication: Rosuvastatin USFDA ST | S
Pharmaceutical | Ezetimibe 10 mg | Calcium BP eqv. to patients with primary non-familial | « Active liver failure or decompensated | 5/10/20mg LQIEREE! el
s Ltd., Tongj, Tablet Rosuvastatin 5mg + |  Therapeutic | hyperlipidemia to reduce low-density | cirrhosis Tablet =l
Gazipur Ezetimibe UspP Code: 061 fipoprotein cholesterol (LDL-C). * Hypersensitivity to any component -
10mg «  Alne or as an adjunct to | Side-effect: Ezefimibe
Square other LDL-C-owering therapies in | + Rosuvastatin (incidence >2% and greater | 10 ™9
Pharmaceutical patients with homozygous familial | than placebo) are headache, nausea, | |20t
s PLC, hypercholesterolemia ~ (HoFH) to | myalgia, arthralgia, dizziness, asthenia,
Kaliakoir, reduce LDL-C. constipation, and abdominal pain
Gazipur + Ezetimibe (incidence >2% and greater
than placebo) are upper respiratory fract
Eskayef infection, diarrhea, arthralgia, sinusitis, pain
Pharmaceutical in extremity, fatigue, and influenza
s Limited, « Ezetimibe co-administered with a statin
Tongi, Gazipur (incidence >2% and greater than statin
. alone) are nasopharyngitis, myalgia, upper
The ACME respiratory  tract infection, arthralgia,
Laboratories diarrhea, back pain, influenza, pain in
Ltd. Dhamrai, extremity, and fatigue.
Dhaka Warnings and Precautions:
« Myopathy and Rhabdomyolysis: Risk
factors include age 65 years or greater,
uncontrolled hypothyroidism, renal
impairment, concomitant use with certain
other drugs, and higher COMBINATION
dosage. Discontinue COMBINATION if
markedly elevated CK levels occur or
myopathy is diagnosed or suspected.
Temporarily discontinue COMBINATION in
patients experiencing an acute or serious
condition at high risk of developing renal
failure secondary to rhabdomyolysis. Inform
patients of the risk of myopathy and
. rhabdomyolysis when starting or increasing
COMBINATION dosage. Instruct patients to
N promptly report unexplained muscle pain,
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+ Myopathy and Rhabdomyolysis: Risk

SL Name of the | Name of the | Generic Name with Therapeutic . Indication Contraindication, Side-effect, Warnings Status ETIES Gzl CEEREREGE]
Manufacturer Medicine with | Strength Class and Precautions (New USFDA, ARIFOBI | 7w
Dosage Form And Code Molecule/ UKMHRA, LCERELICS g
Existing) | EMA, BNF,
PMDA, TGA
tenderness, or weakness, particularly if
accompanied by malaise or fever.
* Immune-Mediated Necrotizing Myopathy
(IMNM): Rare reports of IMNM, an
. autoimmune myopathy, have been reported
with statin use.
+ Hepatic Dysfunction: Increases in serum
fransaminases have occurred, some
persistent. Rare reports of fatal and non-
fatal hepatic failure have occurred. Consider
testing liver enzyme tests before initiating
therapy and as clinically indicated
thereafter. If serious hepatic injury with
clinical symptoms and/or hyperbilirubinemia
. or jaundice occurs, promptly discontinue
1. Beximco Rosuvastatin 10 mg | Rosuvastatin Lipid lowering | * As an adjunct to diet in | Contraindication: Rosuvastatin USFDA ST | ST
Pharmaceutical | + Ezetimibe 10mg | Calcium BP eg. to patients with primary non-familial | * Active liver failure or decompensated | 5/10/20mg LQIEREEI) =l
s Ltd., Tongi, Tablet Rosuvastatin  10mg |  Therapeutic | hyperlipidemia to reduce low-density | cirrhosis Tablet =
Gazipur + Ezetimbe USP Code: 061 lipoprotein cholesterol (LDL-C). * Hypersensitivity to any component Ezetinmib
10mg. . Alone or as an adjunct to | Side-effect: Nm_a_ e
Square other LDL-C-lowering therapies in | « Rosuvastatin (incidence >2% and greater mg
Pharmaceutical patients with homozygous familial | than placebo) are headache, nausea, Tablet
sPLC, hypercholesterolemia  (HoFH)  to | myalgia, arthralgia, dizziness, asthenia,
Kaliakoir, reduce LDL-C. constipation, and abdominal pain
Gazipur + Ezetimibe (incidence >2% and greater
than placebo) are upper respiratory fract
Eskayef infection, diarrhea, arthralgia, sinusitis, pain
Pharmaceutical in extremity, fatigue, and influenza
s Limited, s Ezefimibe co-administered with a statin
Tongi, Gazipur (incidence >2% and greater than statin
alone) are nasopharyngitis, myalgia, upper
The ACME respiratory  fract infection, arthralgia,
Laboratories diarrhea, back pain, influenza, pain in
Ltd. Dhamrai, extremity, and fatigue.
Dhaka Warnings and Precautions:
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SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status G G
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARIRGI | RO EE
Dosage Form And Code Molecule/ UKMHRA, LS EREL) [KEIE]
Existing) | EMA, BNF,
PMDA, TGA

factors include age 65 years or greater,
uncontrolled hypothyroidism, renal
impairment, concomitant use with certain
other drugs, and higher COMBINATION
dosage. Discontinue COMBINATION if
markedly elevated CK levels occur or
myopathy is diagnosed or suspected.
Temporarily discontinue COMBINATION in
patients experiencing an acute or serious
condition at high risk of developing renal
failure secondary to rhabdomyolysis. Inform
patients of the risk of myopathy and
rhabdomyolysis when starting or increasing
COMBINATION dosage. Instruct patients to
promptly report unexplained muscle pain,
tenderness, or weakness, particularly if
accompanied by malaise or fever.

+ Immune-Mediated Necrotizing Myopathy
(IMNM): Rare reports of IMNM, an
autoimmune myopathy, have been reported
with statin use.

* Hepatic Dysfunction: Increases in serum
transaminases have occurred, some
persistent. Rare reports of fatal and non-
fatal hepatic failure have occurred. Consider
testing liver enzyme tests before initiating
therapy and as clinically indicated
thereafter. If serious hepatic injury with
clinical symptoms and/or hyperbilirubinemia
or jaundice occurs, promptly discontinue
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&

Annex-A: ORI 360 O €32 3¢8 o AfEFFS ARTAIR S 9j: YA e

Tongi, Gazipur

The ACME
Laboratories
Ltd. Dhamrai,
Dhaka

* Myopathy and Rhabdomyolysis: Risk factors
include age 65 years or greater, uncontrolled
hypothyroidism, renal impairment, concomitant use
with certain other drugs, and higher COMBINATION
dosage. Discontinue COMBINATION if markedly
elevated CK levels occur or myopathy is diagnosed

or  suspected.  Temporarily  discontinue
COMBINATION in patients experiencing an acute or
serious condition at high risk of developing renal
failure secondary to rhabdomyolysis. Inform patients
of the risk of myopathy and rhabdomyolysis when
starting or increasing COMBINATION dosage.
Instruct patients to promptly report unexplained
muscle pain, tendemness, or weakness, particularly
if accompanied by malaise or fever.

+ Immune-Mediated Necrotizing Myopathy (IMNM):
Rare reports of IMNM, an autoimmune myopathy,
have been reported with statin use.

+ Hepatic Dysfunction: Increases in serum
transaminases have occurred, some persistent.
Rare reports of fatal and non-fatal hepatic failure
have occurred. Consider testing liver enzyme tests
before initiating therapy and as clinically indicated
thereafter. If serious hepatic injury with clinical
symptoms and/or hyperbilirubinemia or jaundice

occurs, promptly discontinue

SL Name of the | Name of  the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status GIEH e 33y famEs
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARrIfbr | sRbaer
Dosage Form And Code Molecule/ UKMHRA, LCIERELICS kS
Existing) | EMA, BNF,
PMDA, TGA
8. Beximco Rosuvastatin 20 mg | Rosuvastatin Lipid lowering | ¢ As an adjunct to diet in | Contraindication: + Active liver failure or | Rosuvastatin USFDA SR | SR SR
Pharmaceutical | + Ezetimibe 10 mg | Calcium BP eqv. to patients with primary non-familial | decompensated cirrhosis 5/10/20 mg i Al
s Ltd., Tong, Tablet Rosuvastatin  20mg |  Therapeutic | hyperlipidemia to reduce low-density .m_.m_wmmwmﬁ.ﬁ ._emwmmowmﬁmﬂ:uwﬂoﬂ_ﬁgom 5% and Tablet =
Gazipur + Ezetimibe USP Code: 061 lipoprotein cholesterol A_b_..oM. greater than placebo) are headache, nausea, | Esefimibe
10mg * Alone or as an adjunct to | myalgia, arthralgia, ~ dizziness,  asthenia, 10
Square other LDL-C-lowering therapies in | constipation, and abdominal paine Ezetimibe mg
Pharmaceutical patients with homozygous familial | (incidence >2% and greater than placebo) are Tablet
s PLC, hypercholesterolemia ~ (HoFH) ~ to | UPPer respiratory tract infection, diarrhea, arthralgia,
Kaliakoir, reduce LDL-C. .
Gazipur >2% and greater than statin alone) are
. nasopharyngitis, myalgia, upper respiratory tract
Eskayef infection, arthralgia, diarrhea, back pain, influenza,
Pharmaceutical pain in extremity, and *mmacm.
s Limited, Warnings and Precautions:
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adverse reactions (greater than or equal to 2%) are
nausea, vomiting, headache,  dizziness,
somnolence, post-procedural hemorrhage, and
swelling of the face

Wamings and Precautions: Hypertension:
Patients taking some  antihypertensive
medications may have impaired response to
these therapies when taking NSAIDs. Monitor
blood pressure .

+ Heart 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 Toxicity: Long-term 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 pafients with preexisting asthma
(without aspirin sensitivity).

Serious Skin  Reactions:  Discontinue
COMBINATION at first appearance of skin rash
or other signs of hypersensitivity. Drug Rash with
Eosinophilia and Systemic Symptoms (DRESS):
Discontinue and evaluate clinically.

SL | Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status FTIEH [ETL 87¢ fmae
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, | NIl | wfilwer
Dosage Form And Code _ Moleculef UKVMHRA, | o P g
Existing) | EMA, BNF,
PMDA, TGA
9. Beximco louprofen 150 mg | lbuprofen BP 150mg Therapeutic Combination of acetaminophen and | Contraindication: Paracetamol TGA FEMA AT THE
Pharmaceutical | and  Paracetamol | + Paracetamol BP Class: ibuprofen, a  nonsteroidal  anti- | * Patients with a known hypersensitivity (e.g.. | 500/665mg/ e e | R A w4
s Ltd., Tongi, 500 mg Tablet 500mg Nonsteroidal | inflammatory drug (NSAID), and is | @naphylactic reactions, serious skin reactions) to | 1000mg Rt =
Gazipur antiinflammatory | indicated in adults for the short-term mmmﬁma_:@n.:ms_ ibuprofen, other NSAIDs, or o any ARG
management of mid to moderate | ¢ the excipients in this produdt o ettt <t
Therapeutic acute pain + Patients ,.2_5 a :_mﬁoQ of mmgam_ c:_o&._m_ or lbuprofen =0
P P other allergic-type reactions after taking aspirin or p
Code: 064 other NSAIDS. 100/200/300
« The setiing of coronary artery bypass graft | /400/600mg
(CABG) surgery. Side-effect: The most common Tablet
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body mass index (BMI) of:

= 30 kg/ m2 (obesity) or

= 27 kg/m?2 to < 30 kg/m2 (overweight)
in the presence of at least one weight-
related comorbid conditon (e.g.,
hypertension, dyslipidaemia, obstructive
sleep apnoea, cardiovascular disease,
prediabetes, or type 2 diabetes mellitus)

Concomitant use with an insulin secretagogue or
insulin may increase the risk of hypoglycemia,
including severe hypoglycemia. Reducing dose
of insulin secretagogue or insulin may be
necessary.

Side effects: The most common adverse
reactions, reported in =5% of patients treated
with Tirzepatide are nausea, diarrhea, decreased
appetite, vomiting, constipation, dyspepsia, and
abdominal pain.

SL Name of the | Name of  the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ETIES [aEsL] agy faae
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARIFbT | Rl Tow
Dosage Form And Code Molecule/ UKMHRA, LCIERE ) B
Existing) | EMA, BNF,
PMDA, TGA

10. |Beximco Tirzepatide Tirzepatide INN Therapeutic Tirzepatide is a glucose-dependent | Contraindication: Personal or family history New USFDA SN | SO Pl
Pharmaceuticals | 10mg/0.5ml Prefilled | 10mg/0.5 ml Class: insulinotropic ~ polypeptide  (GIP) | of medullary thyroid carcinoma or in patients LRUEREE =l
Ltd., Tongi, syringe Antidiabetes receptor and glucagon-like peptide-1 | with ~ Multiple ~ Endocrine  Neoplasia Byl
Gazipur (GLP-1) receptor agonist indicated | syndrome type 2

as an adjunct to a reduced-calorie | Precautions:  Pancreatiis: Has been
Therapeutic diet and increased physical activity | reported in clinical frials. Discontinue
Code: 015 for chronic weight management in | promptly if pancreatitis is suspected.
adults with an initial body mass | Hypoglycemia with Concomitant Use of
index (BMI) of: Insulin  Secretagogues  or  Insulin:
. = 30 kg/ m2 (obesity) or Concomitant use with an insulin
> 27 kgm2 to < 30 kg/m2 | secretagogue or insulin may increase the
(overweight) in the presence of at | risk of hypoglycemia, including severe
least one weight-related comorbid | hypoglycemia. Reducing dose of insulin
conditon  (e.g.,  hypertension, | secretagogue or insulin may be necessary.
dyslipidaemia, obstructive sleep | Side effects:
. apnoea, cardiovascular disease, | The most common adverse reactions,
. prediabetes, or type 2 diabetes | reported in 25% of patients treated with
mellitus) Tirzepatide are  nausea, diarrhea,
decreased appetite, vomiting, constipation,
dyspepsia, and abdominal pain.

11. |Beximco Tirzepatide Tirzepatide INN Therapeutic Tirzepatide is a glucose-dependent | Contraindication: Personal or family history of New USFDA TS | e
Pharmaceuticals | 12.5mg/0.5ml 12.5mg/0.5 ml Class: insulinotropic polypeptide (GIP) receptor medullary thyroid carcinoma or in patients with LIEREE =
Ltd., Tongi, Prefilled syringe Antidiabetes and glucagon-like peptide-1 (GLP-1) | Multiple Endocrine Neoplasia syndrome type 2 7|
Gazipur receptor agonist _:.n_om.aa as an adjunct _u.a.oms_o.:m vm:oa&;_m“ Has cmm.z reported in

to a reduced-calorie diet and increased | clinical trials. Discontinue promptly if pancre
. physical activity for chronic weight | is suspected. Hypoglycemia with Concomitant
._.%memw_‘__wo management in adults with an initial | Use of Insulin Secretagogues or Insulin:
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SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status EIIE [(ZiEs|C 3¢ fmme
Manufacturer Medicine with | Strength Class and Precautions " (New USFDA, Feefby | RGN
Dosage Form And Code Molecule/ UKMHRA, LCIERE LIS EEIES
Existing) | EMA, BNF,
PMDA, TGA
12. |Beximco Tirzepatide Tirzepatide INN Therapeutic Tirzepatide is a glucose-dependent | Contraindication: New USFDA GUAMCAT | SR el
Pharmaceuticals | 15mg/0.5ml Prefilled | 15mg/0.5 mi Class: insulinotropic  polypeptide  (GIP) | Personal or family history of medullary =T Eull
Ltd., Tongi, syringe Antidiabetes receptor and glucagon-like peptide-1 | thyroid carcinoma or in patients with <l
Gazipur (GLP-1) receptor agonist indicated | Multiple Endocrine Neoplasia syndrome
as an adjunct to a reduced-calorie | type 2
Therapeutic diet and increased physical activity | Precautions:
Code: 015 for chronic weight management in | Pancreatitis: Has been reported in clinical
adults with an initial body mass | trials. Discontinue promptly if pancreatitis is
index (BMI) of: suspected. Hypoglycemia with Concomitant
2 30 kg/ m2 (obesity) or Use of Insulin Secretagogues or Insulin:
> 27 kg/m2 to < 30 kg/m2 | Concomitant use with an insulin
(overweight) in the presence of at | secretagogue or insulin may increase the
least one weight-related comorbid | risk of hypoglycemia, including severe
condion  (e.g.,  hypertension, | hypoglycemia. Reducing dose of insulin
dyslipidaemia, ~obstructive sleep | secretagogue or insulin may be necessary.
apnoea, cardiovascular disease, | Side effects:
prediabetes, or type 2 diabetes | The most common adverse reactions,
mellitus) reported in =5% of patients treated with
Tirzepatide are  nausea, diarrhea,
decreased appetite, vomiting, constipation,
dyspepsia, and abdominal pain.

13. NIPRO JMI Gluscose 4.0 gm Glucose Other Emergency sugar suppliment in Contraindication: This product has no New RIS ST TR
Pharma Ltd, Chewable Tablet Monohydrate BP Classification hypoglycemia significant contraindication. RO =l
Rajandrapur, 4.40gm eq. to 4.0gm Side effects: This product usually has very VTR
Chaddagram, Glucose Therapeutic few side effects. However, allergic reaction, bidIER BT
Cumilla Code: 075 including rash, itching/swelling (especially of =l

the faceftonguefthroat), severe dizziness,
trouble breathing may ocour. ,

14. M/s Orion | Benidipine Benidipine Antihypertensive | Hypertension, CKD with Contraindication: Hypersensitivity to New (TFE IS AT TR
Pharma Ltd. Hydrochloride 4 mg | Hydrochloride INN 4 agent hypertension patients, Renal Benidipine is a contraindication. In addition, 3 SIS TR TR g
D/28/2, Tablet mg Therapeutic parenchymal hypertension, Benidipine should not be used in the Tt g FAA |
Sumilpara, Code: 022 Diabetic neuropathy and angina following conditions: Allergic to any of its et 4
Siddhirgan;, pectoris. ingredients, Lactation & Pregnancy. [

Narayanganj- Side-effects: Palpitation, flash, headache,
1431 rash, itch, photosensitivity, gynecomastia
[ efc.
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SL | Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status EATIES G a7y @
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARl | <Rl TeE
Dosage Form And Code Molecule/ UKMHRA, ety e s
Existing) | EMA, BNF,
PMDA, TGA
15. Mls Orion | Benidipine Benidipine Therapeutic Hypertension, CKD with Contraindication: Hypersensitivity to New (TFEA TEMA AT 52
Pharma Ltd. Hydrochloride Hydrochloride INN 8 Class: hypertension patients, Renal Benidipine is a contraindication. In addition, 03 den e | R g
D/28/2, 8 mg Tablet mg Antihypertensive | parenchymal hypertension, Benidipine should not be used in the following fmamgE | S
Sumilpara, agent, Calcium | Diabetic neuropathy and MMMMM__M”M.W_M%W% <m=< of its ingredients, Fpeifee v
Siddhirganj, . channel blocker. | angina pectoris. Side-effects: Palpitation, flash, headache, rash, h
”_M%V\m:mm:_- itch, photosensitivity, gynecomastia ec.
16. | Popular Vonoprazan 10mg + | Vonoprazan Uncalssified For inhibiting thrombus/Embolization | CONTRAINDICATIONS . Vonoprazan PMDA TEAH AT TR
Pharmaceutical | Aspirin BP 100mg Fumarate INN Agents formation in the following diseases | Aspirin: In patients with a hypersensitivity to 10mg, qEEem e | R g
s Ltd.,164, Tablet 13.360mg equivalent or post-operations (for use only | nonsteroidal anti-inflammatory drugs (NSAIDS). | 20 Tablet R g | R
Tongi Industrial to Vonoprazan 10mg |  Therapeutic | inpatients with a history of gastric | I" mmn_ma_m <<__5 awméeoam of asthma, hinifis, et
Area, + Aspirin BP 100mg code: 075 ulcer or duodenal ulcer)/Angina mmammwmm”m%wm%w_% %ww%%mmwmmwaa =
Monnunagar, pectoris Aosas_.o stable anging, | vonoprazan: Vonoprazan is contraindicated in:
Gazipur c:mnm@_m angina), onoma_.m_ Patients with hypersensitivity to Vonoprazan or to
infarction, or ischemic | any excipient of the product and Patients
The ACME cerebrovascular disease (fransient | receiving atazanavir sulphate, neffinavir or
Laboratories ischemic attack [TIA], cerebral | rilpivirine hydrochloride.
Ltd. Dhamrai, infarction)/coronary artery bypass | WARNINGS AND PRECAUTIONS
Dhaka graft (CABG) or percutaneous Pregnancy: Avoid use during the third trimester
transluminal coronary angioplasty Hepatic Impairment: Avoid use in patients with
(PTCA) severe impairment
' Renal Impairment: Avoid use in patients with
GFR less than 10 mL/min
17. | Ziska Ulinastatin 100000 IU | Ulinastatin 100000 1U Therapeutic Indicated in severe sepsis and mild | Contraindications: Hypersensitivity to drug. New (dFES IO TS TR
Pharmaceuticals | Injection JP class: A serine | and severe acute pancreatitis. Side effects: rare cases of rash, itching and pain 3 quEem e | Ruiwamgs
Ltd protease inhibitor at the site of injection, rare cases of allergy, rare Reeter Trwregess AT
) cases of elevation of SGOT and SGPT, rare ot <t
cases of nausea, vomiting and diarrhea. |
Warnings and precautions: Not to be used for
patients who are hypersensitive, not to use in
lactating mother, it should be administered with
caution if patient has history of allergy, it cannot
replace the traditional therapeutic methods
(transfusion, oxygen therapy and antibiotics) for
shocks.
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healthy growth and development,
support general health and
wellbeing, assist teeth development,
enhance bone health, promote bone

mass/density in older females,
maintain/support bone
mineralization, support  calcium

absorption and prevent osteoporosis
in later life, support healthy immune

Side-effects: Orally administered Calcium
Carbonate may be irritating to the Gl tract. It
may also cause constipation.
Hypercalcemia is rarely produced by
administration of calcium alone, but may
occur when large doses are given to
patients with chronic renal failure.

SL Name of the | Name of  the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status GIESA e 8¢ g
Manufacturer Medicine with | Strength Class and Precautions (New USFDA, AR Ry | b seE
Dosage Form And Code Molecule/ UKMHRA, ez Frere Prars
Existing) | EMA, BNF,
PMDA, TGA

18. | Advanced Naltrexone Naltrexone Opioid Antagonist | Naltrexone, an opioid antagonist, | Contraindication: Naltrexone USFDA TEAA ST WL
Chemical Hydrochloride 8.0 Hydrochloride USP 8 Therapeutic and bupropion, an aminoketone | Itis contraindicated in patients with 25mg SIS THE R e
Industries mg + Bupropion mg & Bupropion code: 066 antidepressant, indicated as an | e Uncontrolied hypertension & Rt TwgER TR
Limited, 7 Hydrochloride 90 mg | Hydrochloride USP \ adjunct to a reduced-calorie diet and | ¢ Seizure disorders, anorexia nervosa or 50 mg e =t
Hajeeganj, Extended Release 90 mg >==a%ammm2 _soamwma .v:ﬁam_ activity @ bulimia, or undergoing abrupt Tablet Rl
Godnyl, Tablets Therapeutic chronic weight management in discontinuation of alcohol
Narayangon; code: 014 adults with an initial body mass - Y Bupropion

index (BMI) of: : benzodiazepines, barbiturates, and Hydrochlorid
Q +30 kg/m2 or greater (obese) or antiepileptic drugs e 150 mg
+27 kg/im2 or greater (overweight) in | e Use of other bupropion-containing Sustained
the presence of at least one weight- | products Release
related . comorbidity . (€9, |4 Chronic opioid use Tablet
hypertension, type 2 diabetes
mellitus, or dyslipidemia). e During or within 14 days of axsm .
monoamine oxidase inhibitors (MAQI)
¢ Pregnancy
Side effects:
The most common side effects are nausea,
' constipation, headache, vomiting, dizziness,
insomnia, dry mouth and diarrhea.

19. Square Hydroxyapatite Hydroxyapatite Metals, Salts, Warning: Contains lactose and | Contraindication: Hypercalcemia and New TGA IS AT W
Pharmaceutical | Powder 37.736 g + | Powder Ph. Gr - - Minerals Vitamins and minerals can only be | hyperparathyroidism, Hypercalciuria and qEem e | R g
s PLC, Salgaria, | Cholecalciferol 37.736 ¢ and Calcium of assistance if dietary intake is | nephrolithiasis, Hypersensitivity to any Tt e A
Pabna 0.0005g/100 ml oral| eq. to 10.00 gm Preparations inadequate OR Vitamin and/or | component of this product, Severe renal o <

liquid of elemental Calcium Therapeutic mineral supplements should not | insufficiency, Concomitant digoxin therapy [N
+ Cholecalciferol Ph. |’ Code: replace a balanced diet (requires careful monitoring of serum
Eur. 0.0005g/ 100 ml 062 Indication: Indicated to Maintain | calcium level)
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Rupatali, Barisal

QT/QTc interval prolongation,
gastrointestinal disorder (including
pancreatitis), tumor risk, immune system
disorders, and infections as well as the
safety profile in patients with renal or
hepatic impairment and in the elderly.

SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ETIES (IERIC 3¢ e
Manufacturer Medicine with | Strength Class and Precautions (New USFDA, ARIffby | MG ©N
Dosage Form And Code Molecule/ UKMHRA, LSERELIE) Bk
Existing) | EMA, BNF,
PMDA, TGA
system function, support muscle
function, increase absorption of
dietary(state
vitamin/mineral/nutrient) and prevent
dietary deficiency, support (state
vitamin/mineral) within normal range
and maintain nerve conduction.
20. | Square Trelagliptin 50mg Trelagliptin Anitdiabetes Indicated to treat Type 2 Diabetes | Contraindication: contraindicated in patients New PMDA SR | SR 0
Pharmaceutical | Tablet Succinate INN Therapeutic Mellitus with severe renal impairment and those with it =t =
s PLC, Salgaria, 66.50mg eq. to Code: 015 end-stage renal failure. =l
Pabna 50mg Trelagliptin Side effects: Safety issues such as
hypoglycemia, skin disorder-related adverse
Opsonin events and hypersensitivity, cardiovascular
Pharma Limited, risk, proarrhythmic risk associated with
Rupatali, Barisal QT/QTc interval prolongation,
gastrointestinal disorder (including
pancreatitis), tumor risk, immune system
disorders, and infections as well as the
safety profile in patients with renal or
hepatic impairment and in the elderly.
21. | Square Trelagliptin 100mg Trelagliptin Anitdiabetes Indicated to treat Type 2 Diabetes | Contraindication: contraindicated in patients New PMDA SR | SN el
Pharmaceutical | Tablet Succinate 133mg Therapeutic Mellitus with severe renal impairment and those with Spiife s |
s PLC, Salgaria, eq. to 100mg Code: 015 end-stage renal failure. Bl
Pabna Trelagliptin Tablet Side effects: Safety issues such as
' hypoglycemia, skin disorder-related adverse
Opsonin events and hypersensitivity, cardiovascular
Pharma Limited, risk, proarrhythmic risk associated with
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treat

psychiatric disorders or within 5 weeks of
stopping treatment with the combination.
This combination also should not be used
within

14 days of stopping an MAOI intended fo
treat psychiatric disorders. In addition, do
not start the combination in a patient who is
being treated with linezolid or intravenous
methylene blue. This can't be used along
with Pimozide and Thioridazine due to risk
of QT interval prolongation.

Adverse Events: Most common adverse
reactions (=5% and at least twice that for
placebo) in adults: sedation, weight
increased, appetite increased, dry mouth,
fatigue, edema, tremor, disturbance in
attention, blurred vision. Children and
adolescents: sedation, weight increased,
appetite increased, tremor, triglyceride
increased, hepatic enzymes increased

SL | Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ETES ERC 37y e
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, AR Iffby | RN
Dosage Form And Code Molecule/ UKMHRA, ety e Frars
Existing) | EMA, BNF,
PMDA, TGA
22. | Square Olanzapine 3mg + Olanzapine USP Antidepressants | It is Indicated for the treatment of | Warning: Suicidal thoughts and behaviors Olanzapine USFDA TS TS
Lifesciences Fluoxetine 25mg 3mg + Fluoxetine Acute depressive episodes | and increased mortality in elderly patients 5mg & 10mg TS TR ST T
Ltd., Capsule Hydrochloride USP Therapeutic Associated with Bipolar | Disorder | with Tablet R g | R e
Hemayetpur, 27.950 mg eq. to code: 014 and Treatment Resistant | dementia-related psychosis eIt <= SEE
Pabna Fluoxetine 25 mg Depression Contra-indication: Because of the risk of Fluoxetine ]I
serotonin syndrome, this combination 20mg
should not be used with MAOIs intended to Capsule
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treat

psychiatric disorders or within 5 weeks of
stopping treatment with the combination.
This combination also should not be used
within i

14 days of stopping an MAOI intended to
treat psychiatric disorders. In addition, do
not start the combination in a patient who is
being treated with linezolid or intravenous
methylene blue. This can't be used along
with Pimozide and Thioridazine due fo risk
of QT interval prolongation.

Adverse Events: Most common adverse
reactions (25% and at least twice that for
placebo) in adults: sedation, weight
increased, appetite increased, dry mouth,
fatigue, edema, tremor, disturbance in
attention, blurred vision. Children and
adolescents; sedation, weight increased,
appetite increased, tremor, triglyceride
increased, hepatic enzymes increased

SL Name of the { Name of  the | Generic Name with Therapeutic fndication Contraindication, Side-effect, Warnings Status GIES G 37« famaet
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARIFBE | IHBaTeE
Dosage Form And Code Molecule/ UKMHRA, Weig Beis GRS
Existing) | EMA, BNF,
PMDA, TGA
23. Square Olanzapine 6mg + Olanzapine USP Antidepressants | It is Indicated for the treatment of | Warning: Suicidal thoughts and behaviors Olanzapine USFDA TS TSI
Lifesciences Fluoxetine 25mg 6mg + Fluoxetine Acute depressive episodes | and increased mortality in elderly patients  |.5mg & 10mg S{TTE TR ST TR
Ltd., Capsule Hydrochloride USP Therapeutic Associated with Bipolar | Disorder | with Tablet R g | R g
Hemayetpur, 27.950 mg eq. to code: 014 and Treatment Resistant | dementia-related psychosis EIEREE EEIER!
Pabna Fluoxetine 25 mg Depression ‘ Contra-indication: Because of the risk of Fluoxetine I
serotonin syndrome, this combination 20mg
should not be used with MAOIs intended to Capsule

Page | 17
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SL | Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status E=E ool 37y fFaet
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, SRIfde | SRl Ter
Dosage Form And Code Molecule/ | UKMHRA, | “®I¥ P Pratg
Existing) | EMA, BNF,
PMDA, TGA
24. | Navana Lafutidine 10mg Tablet | Lafutidine INN 10mg Proton Pump  Lafutidine is used to treat gastric[Contraindication: Contraindications to loratadine New PMDA TS TS
Pharmaceutical . Inhibitor ulcers, duodenal ulcers, as well as|include patients with documented hypersensitivity AEET L | SEIEH R
s Limited Therapeutic ~ |wounds in the lining of the stomach [to the drug or components of the formulation, with R g | R g
Code: 67 associated with acute gastritis and wwﬂm:m:momﬁ:m%_&_ﬂmﬁwa_mﬂmo_m_ﬁ_mﬂﬂhmg@zﬁ% _”wm oAt <t Spktl
acute exacerbation of chronic gastritis cause CNS stimulation or seizures in <o:=w !
patients
’ Side-effects: Adverse events observed during
clinical  trials  included constipation, diarrhea,
drug rash, nausea, vomiting and dizziness
25, Eskayef Ertugliflozin 5mg + Ertuglifiozin 5mg + Antidiabetic As an adjunct to diet and exercise to | Contra-Indications: Severe renal impairment, New USFDA TS TS
Pharmaceutical | Sitagliptin 100mg Sitagliptin ~~ 100mg improve glycemic control in adults m_.a stage renal disease, or gm_im. AT TS TS T3
s Limited, Film Coated Tablet | Film Coated Tablet Therapeutic | with type 2 diabetes m%wmﬁmwwmﬁw&”ﬁm_w_oﬁ”mmm%w%ﬁm iy AvgEe | R g
Tongi, Gazipur Code: 015 ‘ and headzche. In the add-on to sulfonylurea w_a mﬁwu_ﬂﬂ A
add-on to insulin studies, hypoglycemia was also
more commonly reported in patients treated with
The ACME ! sitagliptin compared to placebo.
Laboratories Warning & Precautions:
Ltd. Dhamrai, Pancreatitis, Hypotension, Ketoacidosis, Acute
Dhaka Kidney Injury and Impairment in Renal Function
26. Eskayef Ertuglifiozin 15mg + | Ertuglifiozin 15mg + Antidiabetic As an adjunct to diet and exercise to | Contra-Indications: New USFDA TS TEAC
Pharmaceutical | Sitagliptin 100mg Sitagliptin ~ 100mg improve glycemic control in adults | Severe renal impairment, end stage renal AT | SIS TR
s Limited, Film Coated Tablet Film Coated Tablet Therapeutic with type 2 diabetes Q_.mmmwm_ or o Q_m_.<m_m. R aiwgrew | Rt wgd
Tongj, Gazipur Code: 015 _ Side-effects: Female genital mycotic infections, ot w4t T
! upper respiratory tract infection, nasopharyngitis =
and headache. In the add-on to sulfonylurea and
add-on to insulin studies, hypoglycemia was also
The ACME more commonly reported in patients treated with
Laboratories sitagliptin compared to placebo.
Ltd. Dhamrai, Warning & Precautions:
Dhaka - Pancreatitis, Hypotension, Ketoacidosis, Acute
Kidney Injury and Impairment in Renal Function
Page | 18
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SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status AFES oA 3y fazae
Manufacturer Medicine with | Strength Class and Precautions (New USFDA, ARy | IRTaEE
Dosage Form And Code . Molecule/ UKMHRA, LCIEREE K]
Existing) | EMA, BNF,
PMDA, TGA .
21. Eskayef Ertuglifiozin 7.5mg + | Ertugliflozin 7.5mg + Antidiabetic It is a combination of ertuglifiozin, a | Warning: Lactic Acidosis Metformin USFDA SR | ST R0
Pharmaceutical | Metformin ~ 500mg | Metformin ~ 500mg sodium glucose cotransporter 2 Contraindications: Hydrochlorid BIELEE Eull
S Limited, | Film Coated Tablet Film Coated Tablet Therapeutic (SGLT2) inhibitor, and metformin, a | « Severe renal impairment, end stage renal e 500mg, |
Tongi, Gazipur Code: 015 biguanide, indicated as an adjunct to | disease, or dialysis. 850mg & '
diet and exercise to improve * Metabolic acidosis, including diabetic 1000mg
Square glycemic control in adults with type 2 | ketoacidosis. Tablet
Pharmaceutical diabetes mellitus who are not » History of serious hypersensitivity reaction
s Ltd,, (Pabna adequately confrolled on aregimen | to
Unit), Salgaria, containing ertuglifiozin or metformin, | ertugliflozin or metformin
Pabna , or in patients who are already Side effects:
\ treated with both ertuglifiozin and The most common adverse reactions
metformin. associated with ertuglifiozin (incidence
25%) were female genital mycotic
) infections. « Most common adverse
reactions associated with metformin
(incidence
25%): diarrhea, nausea, vomiting,
flatulence, abdominal discomfort,
indigestion, asthenia, and
. headache. Warning & Precaution:
Lactic Acidosis, Hypotension, Ketoacidosis,
Acute Kidney Injury and Impairment in
. Renal Function, Urosepsis and
Pyelonephritis, Lower Limb
Amputation, Hypoglycemia, Genital Mycotic
Infections, Increased LDL-C
28. | Eskayef Ertugliflozin 7.5mg + | Ertuglifiozin 7.5mg + Antidiabetic it is a combination of ertuglifiozin, a | Warning: Lactic Acidosis Metformin USFDA SR | ST IR0
Pharmaceutical | Metformin ~ 1000mg | Mefformin ~ 1000mg sodium glucose cotransporter 2 Contraindications: Hydrochlorid LR Bt
s Limited, | Film Coated Tablet Film Coated Tablet Therapeutic (SGLT2) inhibitor, and metformin, a | * Severe renal impairment, end stage renal e 500mg, Eul
Tongi, Gazipur Code: 015 biguanide, indicated as an adjunct | disease, or dialysis. 850mg &
todiet and exercise to improve * Metabolic acidosis, including diabetic 1000mg
Square glycemic control in adults with type 2 | ketoacidosis. Tablet
Pharmaceutical diabetes mellitus who are not « History of serious hypersensitivity reaction
s Ltd., (Pabna adequately controlled on a regimen | to
Unit), Salgaria, containing ertuglifiozin or metformin, | ertuglifiozin or metformin.
Pabna A or in patients who are already Side effects:
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Name of the
Manufacturer

Name of
Medicine
Dosage Form

the
with

Strength

Generic Name with

Therapeutic
Class
And Code

Indication

Contraindication, Side-effect, Warnings
and Precautions

Status
(New
Molecule/
Existing)

AT
USFDA,
UKMHRA,
EMA, BNF,
PMDA, TGA

wiR bR
L CIERE L

@y fwae
sfiba =R

treated with both ertuglifiozin and
metformin.

The most common adverse reactions
associated with ertugliflozin (incidence
25%) were female genital mycotic
infections. + Most common adverse
reactions associated with metformin
(incidence

25%): diarrhea, nausea, vomiting,
flatulence, abdominal discomfort,
indigestion, asthenia, and

headache. Warning & Precaution:

Lactic Acidosis, Hypotension, Ketoacidosis,
Acute Kidney Injury and Impairment in
Renal Function, Urosepsis and
Pyelonephritis, Lower Limb

Amputation, Hypoglycemia, Genital Mycotic
Infections, Increased LDL-C

29.

Eskayef
Pharmaceutical
s Limited,
Tongi, Gazipur

Ramosetron
Hydrochloride
100mcg ODT

Ramosetron
Hydrochloride
100mcg ODT

Antiemetic

Therapeutic
code:
018

Ramosetron Hydrochloride is a
medicine that is used for the
treatment of Diarrhea-predominant
irritable bowel syndrome in males,
Chemotherapy-induced nausea,
Chemotherapy-induced vomiting and
other conditions.
The complete list of uses and
indications for Ramosetron
Hydrochloride is as follows:
o  Diarrhea-predominant irritable
bowel syndrome in males
e Chemotherapy-induced
nausea
e  Chemotherapy-induced
vomiting

Contraindication
if anyone suffering from any of the following
diseases, should not take Ramosetron
Hydrochloride tablet unless doctor advises
to do so -

e Heart Disease

e  Liver Disease

e  Phenylketonuria (PKU)

e  Calcium Deficiency
Potassium Deficiency

New

AT T
R e
BilisR T
el

I R
fatw wvgd
BRI
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SL Name of the | Name of  the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status GEoIE oA 334 e
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARefb | SR Ter
Dosage Form And Code Molecule/ UKMHRA, LOEREUIES [REIES
Existing) | EMA, BNF,
PMDA, TGA
30. Eskayef Valsartan 80mg + | Valsartan BP 80mg + Therapeutic Hypertension Actions  Cilnidipine | CONTRAINDICATIONS: Valsartan PMDA TS TS
Pharmaceutical | Cilnidipine 10mg Film | Cilnidipine INN 10mg Class: blocks both L-type and N-type | Contraindicated in pregnant patients 40, 80, AR WS | OIEH TR
5 Limited, | Coated Tablet Anti-hypertensive | calcium channels and inhibits blood 160mg Ralg Tmgws | Ruw g3
Tongi, Gazipur pressure  elevaton due to «,“dez_ﬂmm >zo:nﬂmo>cm _ome Tablet spetfeer <= T4l =
Therapeutic | sympathetic nerve hyperactivity as | | medication should not be use =
The ACME code: well as suppresses heart rate Cilnidipine
Laboratories 022 increase that occurs when blood 5,10mg
Ltd. Dhamrai, pressure falls. Valsartan has stable Tablet
Dhaka antihypertensive effects and s
widely used in freatment of
hypertension. )
3. Eskayef Teneligliptin -~ 20mg | Teneligliptin Antidiabetic Type 2 Diabetes mellitus Contra Indications: Hypersensitivity to the drug New PMDA AV | SN
Pharmaceutical | Film Coated Tablet Hydrobromide Therapeutic or any of the components in the formulation. oA T Bl
s Limited, . Hydrate INN 31mg Code:015 Severe ketosis, type 1 diabetes, severe infection, |
Tongi, Gazipur AN_MQ to Teneligliptin wﬂmmw\. severe frauma mwm diabetic coma or _m
mg) Side effects: Upper respiratory tract
Square infection,urinary tract infection (UTI),runny and
Pharmaceutical stuffy nose, diarrhea, constipation, headache and
s Ltd., (Pabna gastroenteritis.
Unit), Salgaria, Warning & Precautions:
Pabna People who are having a history of severe
hepatic impairment should teke this medication if
prescribed under medical supervision. ]
32, Eskayef Teneligliptin ~ 40mg | Teneligliptin Antidiabetic Type 2 Diabetes mellitus Contra Indications: Hypersensitivity to the drug New I LGRI FEAH TEAA
Pharmaceutical | Film Coated Tablet | Hydrobromide Therapeutic or any of the components in the formulation. w3 AT T8 LTI R
s Limited, Hydrate INN 62mg Code:015 Severe ketosis, type 1 diabetes, severe infection, Rafr wmgees | R wwgR
Tongi, Gazipur (Eq. to Teneligliptin ﬂﬁmw_\ severe trauma mwm diabefic coma or 2 P | wRE
40mg) Side effects: Upper respiratory fract h
infection,urinary tract infection (UTI),runny and
stuffy nose, diarrhea, constipation, headache and
gastroenteritis.
Warning & Precautions:
People who are having a history of severe
hepatic impairment should take this medication if
prescribed under medical supervision.
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SL Name of the | Name of  the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status [cralcil Grfate 37y faxae
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARl | FHEl
Dosage Form And Code Molecule/ UKMHRA, ety fare [HRE]
Existing) | EMA, BNF,
- PMDA, TGA
33. Eskayef Evogliptin 5mg Film | Evogliptin  Tartarate Antidiabetic Type 2 Diabetes mellitus &calcific Contra Indications: New (TPIEA TSI TEAMA
Pharmaceutical | Coated Tablet INN 6.869mg (Eq. to aortic valve disease (CAVD) Hypersensitivity to evogliptin, and/or other DPP-4 a3 RN L | e R
s Lmied Evoglptin Smo) Therzpe fc obees meliue. Dabolo kioacdoss, M | e
Tongi, Gazipur Code: 015 Side effects: mﬁ” _.ﬂa REIEC]
Hypersensitivity to evogliptin, and/or other DPP-4
Square inhibitors, and/or any excipient of the drug. Type
Pharmaceutical 1 diabetes mellitus. Diabetic ketoacidosis.
s PLC, Warning & Precautions: ‘
Kaliakoir, Heart failure, Renal
Gazipur impairment,Hepatic impairment, Acute
pancreatitis
34. | The ACME Paracetamol 500mg | Paracetamol BP 500 | Drugusedin | Acute Migraine Contra-indications: - Allergic (hypersensitive) to new BNF 80 Rl T
Laboratories + Metoclopramide mg + migraine Paracetamol & Metoclopramide. (Page 497) AT 78 AT TR
Lid. Dhamrai 5mg Tablet Metoclopramide - Imﬁ a blockage or bleeding in your stomach or RyewAvgEs | R [wgd
. _ USP 5mg Therapeutic infestine (gut). EQUEREE Rl
Dhaka Code:047 - Have had movements that you cannot control, =
) mainly of the tongue, mouth, jaw, arms and legs
after taking metoclopramide or medicines used to
Square . calm emotional and mental problems.
_uq_dum—..qmgmooi_om_ - Have had an operation on stomach or intestine
sPLC, (qut).
Kaliakoir, Side effects: Diarrhoea, Dizziness, light
Gazipur headedness and fainting. This could be because
of low blood pressure. Coughing with wheezing
in the chest. This could be a symptom of
bronchospasm.
Warning & Precautions:
- Treatment should not exceed 3 months due to
risk of tardive dyskinesia.
- Metoclopramide may induce an abnormal heart
rhythm, therefore caution is advised in people
who may be at risk.
Page | 22 f
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adequately controlled on a regimen
containing ertuglifiozin or metformin,
or in patients who are already
treated with both ertuglifiozin and

Adverse reactions:

« The most common adverse reactions
associated with ertuglifiozin (incidence 25%)
were female genital mycotic infections.

SL Name of the | Name of  the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status EES it a3y famge
Manufacturer Medicine with | Strength Class and Precautions (New USFDA, ARIfMr | sz o=
Dosage Form And Code Molecule/ UKMHRA, O ERE L Brig
Existing) | EMA, BNF,
PMDA, TGA
35. The ACME Sumatriptan (as Sumatriptan (as Drug used in Indicated for the acute treatment of | Contra Indications: New USFDA IO IS
Laboratories Succinate USP) 85 | Succinate USP) 85 migraine migraine with or without aura in History of coronary artery disease or ARG TWE | e R
Ltd. Dhamrai mg + Naproxen mg + Naproxen adults and pediatric patients 12 coronary vasospasm, History of stroke, R e | fRaw TR
. _ Sodium USP 500 mg | Sodium USP 500 mg Therapeutic years of age and older. transient ischemic attack, Uncontrolled Fpetifent vt FA A
Dhaka Tablet Code:047 hypertension & Third trimester of I
pregnancy.
Side effects: Dizziness, Pain, Discomfort,
or stiffness in neck, Dry mouth & Heartbeat
problem
36. Square Ertuglifiozin 2.5 mg + | Ertuglifiozin L- Therapeutic It is a combination of ertuglifiozin, a | Contraindication: Metformin USFDA GAIMES | SO PR
Pharmaceutical | Metformin Pyroglutamic Acid Class: sodium glucose cotransporter 2 | « Severe renal impairment, end stage renal | Hydrochlorid LRIEREE 27|
s Ltd., (Pabna Hydrochloride INN 3.24mg eqv. fo Antidiabes . | (SGLT2) inhibitor, and metformin, a | disease, or dialysis. e 500mg, Bl
Unit), Salgaria, | 500mg Film Coated | Ertuglifiozin 25 mg + Therapeutic biguanide, indicated as an adjunct to | * Metabolic acidosis, including diabetic 850mg &
Pabna Tablet Metformin code: 015 diet and exercise fo improve | ketoacidosis. 1000mg
Hydrochloride BP 500 glycemic control in adults with type 2 | * History of serious hypersensitivity reaction Tablet
mg diabetes mellitus who are not | to ertugliflozin or metformin.
adequately controlled on a regimen | Adverse reactions:
containing ertuglifiozin or metformin, | * The most common adverse reactions
or in patients who are already | associated with ertuglifiozin (incidence 25%)
treated with both ertuglifiozin and | were female genital mycotic infections.
metformin. + Most common adverse reactions associated
with metformin (incidence 25%): diarrhea,
Limitations of Use: Not for the | nausea, vomiting, flatulence, abdominal
treatment of type 1 diabetes mellitus | discomfort, indigestion, asthenia, and
or diabetic ketoacidosis. headache.
37. | Square Ertuglifiozin 2.5 mg + | Ertugliflozin L- Therapeutic It is a combination of ertuglifiozin, a | Contraindication: Metformin USFDA SR | ST
Pharmaceutical | Metformin pyroglutamic acid Class: sodium glucose cotransporter 2 | * Severe renal impairment, end stage renal | Hydrochlorid LRUEREE =
s Ltd., (Pabna Hydrochloride INN 3.24mg eqv. to Antidiabes (SGLT2) inhibitor, and metformin, a | disease, or dialysis. e 500mg, =l
Unit), Salgaria, | 1000mg Film Coated | Ertugliflozin 2.5 mg Therapeutic biguanide, indicated as an adjunct to | * Metabolic acidosis, including diabetic 850mg &
Pabna Tablet + Metformin code: 015 diet and exercise to improve | ketoacidosis. 1000mg
Hydrochloride BP glycemic control in adults with type 2 | « History of serious hypersensitivity reaction Tablet
\ 1000 mg diabetes mellitus who are not | to ertuglifiozin or metformin.
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SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status EIIE G g7y fRmaet
Manufacturer Medicine with | Strength Class and Precautions (New USFDA, FRrefEby | sRBaeE
Dosage Form And Code Molecule/ UKMHRA, woiR e EEIES
Existing) | EMA, BNF,
PMDA, TGA
metformin. « Most common adverse reactions associated
with metformin (incidence 25%): diarrhea,

Limitations of Use: Not for the | nausea, vomiting, flatulence, abdomina

freatment of type 1 diabetes mellitus | discomfort, indigestion, asthenia, and

or diabetic ketoacidosis. . headache.

38. | Square Ipraglifiozin 25mg Ipraglifiozin L-Proline Therapeutic Itis indicated for the treatment of Side effects: New PMDA TEAC TS
Pharmaceutical | Tablet INN 32.15mg eqv. to Class: Type 2 diabetes mellitus. Eczema and diabetic retinopathy. ST T AT T
s Ltd., (Pabna ipraglifiozin 25mg Antidiabetes Contraindications and warnings: R wesw | R g
Unit), Salgaria, Therapeutic Patients with a history of hypersensitivity to spiffeer <t A =J
Pabna , code: 015 the ingredients of this drug, severe ketosis, A

diabetic coma or precoma, patients with
severe infections, before and after surgery,
and severe trauma.

39. Square Ipragliflozin 50mg Ipraglifiozin L-Proline Therapeutic It is indicated for the treatment of Side effects: Eczema and diabetic New PMDA TEANH TEACH
Pharmaceutical | Tablet INN 64.30mg eqv. to Class: Type 2 diabetes mellitus. retinopathy. Contraindications and warnings: ST L TS T
s Ltd., (Pabna Ipragliflozin 50mg Antidiabetes Patients with a history of hypersensitivity to R amgEe | few g
Unit), Salgaria, Therapeutic the ingredients of this drug, severe kefosis, et < T
Pabna code: 015 diabetic coma or precoma, patients with 1

severe infections, before and after surgery,
and severe frauma.

40. Renata Ferrous Sulfate Dried Ferrous Drug used in It is used to prevent and treat iron- | Contraindications: Ferrous TGA O TG | TOAIC ST
Limited 325mg + Sodium Sulfate USP 325mg anaemia deficiency anaemia and vitamin C | @ The absorption of Dried ferrous | Sulphate e Rulw | w8 Ruw
Mirpur, Dhaka. | Ascorbate 562.40mg eq to Elemental Iron deficiency when the two are present | sulfate & Vitamin C may also be decreased 200 mg e PR A R T

Prolonged Release 105mg + Sodium Therapeutic together. It should be taken by | when taken with tea, coffee, milk, eggs, Tablet =
Tablet Ascorbate USP code: 045 pregnant women after the first 13 | wholegrain cereals and dietary fiber,
562.40mg eq. to weeks of pregnancy therefore, it should be taken at least 1 hour Ferrous
Ascorbic Acid before or 2 hours after ingestion of these | Sulphate
500mg products. 200 mg +
] In  case of concomitant | Folic Acid
administration of Dried ferrous sulfate & 200 mcg
Vitamin C with Antibiotics for infections such Tablet
as tetracycline antibiotics, Indigestion
remedies such as antacids and preparations
of calcium, znc and phosphorous,
Quinolone anti-infective agents such as
Y ciprofloxacin, norfloxacin _and ofloxacine,
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SL | Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ETIEH G B3¢ fmae
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, | Rfla | <filw e
Dosage Form And Code Molecule/ UKMHRA, | oI Feis Frare
Existing) | EMA, BNF,
PMDA, TGA

Levothyroxine as a thyroid hormone
medication, Methyldopa for high blood
pressure, Levodopa for Parkinson’s
disease, Penicillamine for arthritis, please
allow 2 - 3 hours between taking Dried
ferrous sulfate & Vitamin C and the other
medications (or 4 hours for the quinolone
anti-infective agents).

Side-effects: Stools may turn black whilst
taking the medication. If you have a test for
the detection of blood in your stools, tell
your doctor you are taking dried ferrous
sulfate & Vitamin C PR Tablet as black
stools may cause an incorrect result to the
test.

Allergic reaction (itchy skin and in rare
cases swelling of the face and oral mucosa
and difficulty in breathing or fainting).

° If you develop any of these
symptoms stop taking the tablets and
contact your doctor

Feeling sick

Vomiting

Stomach Pain

Diarrhoea

Constipation

Haematemesis (blood in vomiting) and ileus
(intestinal obstruction) have been reported

LS Y W SR

Warning & Precaution: Due to the risk of
mouth ulceration and tooth discoloration,
tablets should not be sucked, chewed or
kept in the mouth but swallowed whole with
water
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Medicine with
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Therapeutic
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Contraindication, Side-effect, Warnings
and Precautions

Status
(New
Molecule/
Existing)

TR
USFDA,
UKMHRA,
EMA, BNF,
PMDA, TGA
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Renata Limited
Mirpur, Dhaka.

Methylprednisolone
32mg Film Coated
Tablet

Methylprednisolone
USP 32mg

Steroidal Anti
Inflammatory

Therapeutic
code: 072

It is a steroid that prevents the
release of substances in the body
that cause inflammation.

It is used to treat many different
inflammatory conditions such as
arthritis, lupus, psoriasis, ulcerative
colitis, allergic disorders, gland
(endocrine) disorders, and
conditions that affect the skin, eyes,
lungs, stomach, nervous system, or
blood cells.

Contraindications: Methylprednisolone
contraindications  include  patients  with
documented hypersensitivity to the drug or
components, systemic fungal infection, live or
attenuated virus vaccine, idiopathic
thrombocytopenic purpura, or in premature
infants. Like . other glucocorticoids,
Methylprednisolone must be used with great
caution in patients with peptic ulcers, heart
disease or hypertension with heart failure, certain
infectious illnesses such as varicella and
tuberculosis psychoses, diabetes, osteoporosis,
or glaucoma.

Side Effects: Short courses of
Methylprednisolone are usually well-tolerated
with few, mild side effects. Long term, high doses
of Methylprednisolone may produce predictable
and potentially serious side effects. Whenever
possible, the lowest effective doses of
Methylprednisolone should be used for the
shortest length of time to minimize side effects.
Alternate day dosing also can help to reduce
side effects. Side effects of Methylprednisolone
and other corticosteroids range from
annoyances fo serious irreversible bodily
damage. Side effects include fluid retention,
weight gain, high blood pressure, potassium loss,
headache, muscle weakness, hair growth on the
face, glaucoma, cataracts, peptic ulceration,
growth retardation in children, convulsions and
psychic  disturbances including depression,
euphoria, insomnia etc. Prolonged use of
Methylprednisolone can, depress the ability of the
body's adrenal glands to produce corticosteroids.
Abruptly stopping Methylprednisolone in these
individuals can cause symptoms of corticosteroid
insufficiency  with  accompanying nausea,
vomiting, and even shock. Therefore, withdrawal
of Methylprednisolone usually is accomplished

2mg, 4mg,
8mg, &
16mg Tablet

USFDA
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=
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Abruptly stopping Methylprednisolone in these
individuals can cause symptoms of corticosteroid
insufficiency ~ with  accompanying nausea,
vomiting, and even shock. Therefore, withdrawal
of Methylprednisolone usually is accomplished
by gradually lowering the dose. Gradually
tapering Methylprednisolone not only minimizes
the symptoms of corticosteroid insufficiency, it
also reduces the risk of an abrupt flare of the
disease being treated.

Warning & Precaution:

Adrenocortical insufficiency may persist for
months after discontinuation of therapy;
therefore, in any situation of stress occurring
during that period, hormone therapy should be
reinstituted. Since mineralocorticoid secretion
may be impaired, salt and/or a mineralocorticoid
should be administered concurrently. There is an
enhanced effect of corticosteroids on patients
with hypothyroidism and in” those with cirrhosis.
Corticosteroids should be used cautiously in
patients with ocular herpes simplex because of
possible corneal perforation. Aspirin should be
used cautiously in  conjunction  with
corticosteroids in hypoprothrombinemia. Growth
and development of infants and children on
prolonged corticosteroid therapy should be
carefully observed.

42,

Renata Limited
Mirpur, Dhaka.

Tablet

Dinoprostone 0.5mg

Dinoprostone BP
0.5mg

Drug Used in

obstratics and

Geniourinary
Disease

Therapeutic
code: 049

It is used to cause an abortion
during weeks 12-20 of pregnancy. It
is also used up to week 28 of
pregnancy to help vaginally remove
any remaining material in the womb
from a miscarriage/missed abortion.
This medication causes the womb to
contract and push out its contents,
including the placenta and the
fetus/unborn baby, whether living or

Contraindications: This drug should not be
used if patient is carrying more than one baby, if
the labor has already started, or if your water has
broken

Side Effects: More common: upset stomach,
vomiting, diarrhea, dizziness, flushing of the skin,
headache, fever

Warning & Precaution

Allergic to Dinoprostone or any other drugs.
asthma; anemia; a cesarean section or any other
uterine surgery; diabetes; high or low blood
pressure; placenta previa; a seizure disorder; six

3mg Tablet

50 mg/10 mi
Injection _

0.5mg/3gm
Cervical gel

EMA

b IERIEEI)
=
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SL | Name of the | Name of the | Generic Name with |  Therapeutic Indication Contraindication, Side-effect, Warnings Status COIEw Gl 374 faae
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARy | sRbaTen
Dosage Form And Code Molecule/ UKMHRA, LS ERELI) s
Existing) | EMA, BNF,
PMDA, TGA |
not or more previous term pregnancies; glaucoma or
increased pressure in the eye; cephalopelvic
disproportion; previous difficult or traumatic
deliveries; unexplained vaginal bleeding; or
heart, liver, or kidney disease. ]
43. | RenataLimited | Omeprazole  USP | Omeprazole ~ USP |  Proton Pump | « Treatment of duodenal ulcers Contraindications: Hypersensitivity to the active | Omeprazole EMA TETN TS | TSI TGN
Mirpur, Dhaka | 2mg/ml Dry Powder | 2mg/ml Inhibitor + Prevention of relapse of duodenal wﬂwwwmmmm__%%w:%w %Mww__m_mw%_ﬂwﬁommacwmm 20 mg and MHRA wWe Ruw | =R R
for Suspension . ulcers . oS- 40mg e SR e T
P Therapeutic | * Treatment of gastric ulcers with nefi navir. Sached MMAM | “
code: 067 + Prevention of relapse of gastric Side Effects: Adults and children: Common: Powder
ulcers . headache, ~abdominal pain,  constipation,
* In combination with appropriate | giarhoea, i atulence, nauseaivomiting, fundic | Omeprazole
antibiotics, Helicobacter pylori (H. | gland polyps. Uncommon: Insomnia, dizziness, | 20mg, 40mg
pylori) eradication in peptic ulcer | paraesthesia, somnolence, vertigo, increased Tablet
disease liver enzymes, dermatitis, pruritus, rash, urticaria, | Capsule and
« Treatment of NSAID-associated | fracture of the hip, wrist or spine, malaise, 40mg
gastric and duodenal ulcers peripheral  oedema.  Rare: leukopenia, | |njgction
+ Proventon of NSAID-assooited | 0ot e o o eson
@mm:_o m:a duodenal ulcers in taste disturbance, blurred vision, bronchospasm,
patients at risk . dry mouth, stomatiis,  gastrointestinal
* Treatment of reflux esophagitis candidiasis, hepatitis, alopecia, photosensitivity,
* Long-term management of patients | arthralgia, myalgia, interstitial  nephritis,
with healed reflux esophagitis increased sweating
+ Treatment of symptomatic gastro-
esophageal reflux disease Warning & Precaution: Malignancy, reduced
Paediatric use vitamin B12 absorption, severe
%a\\ month of age ﬂ%msmm:mmmmac_m_ ﬁSoammmm risk of _Uo:m
s " racture,  subacute  cutaneous upus
Treafment of :.%_cx esophagitis erythematosus (SCLE), gastrointestinal
*  Symptomatic treatment  of | rertions may ocour, treatment should be
heartburn and acid regurgitation in | gtopped for at least 5 days before CgA
gastro-esophageal reflux disease measurement
Children over 4 years of age and | .
adolescents
In combination with antibiotics in
/ treatment of duodenal ulcer caused
. by H. pylori ‘
5 A\
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SL Name of the | Name of the | Generic Name with Therapeutic ’ Indication Contraindication, Side-effect, Warnings Status ATIE™ e B3¢ fRmmet
Manufacturer | Medicine with | Strength Class and Precautions . (New USFDA, ARIfMI | R
Dosage Form And Code Molecule/ UKMHRA, ECIERE L g
Existing) | EMA, BNF,
A ' PMDA, TGA
44. | RenataLimited | Omeprazole USP Omeprazole USP Proton Pump | * Treatment of duodenal ulcers Contraindications: Hypersensitivity to the | Omeprazole EMA IO TS | TSN ST
Mirpur, Dhaka 4mg/ml Dry Powder | 4mg/mi Inhibitor * Prevention of relapse of duodenal | active substance, substituted | 20 mg and e fulw | =2 e
for Suspension ulcers benzimidazoles or to any of the excipients. 40mg g PR wwgF I
Therapeutic » Treatment of gastric ulcers Omeprazole must not be used with nelfi Sached T
code: 067 + Prevention of relapse of gastric | navir. Powder
ulcers .
¢ In combination with appropriate | Side Effects: Adults and children: | Omeprazole
antibiotics, Helicobacter pylori (H. | Common: headache, abdominal pain, | 20mg, 40mg
. pylori) eradication in peptic ulcer | constipation, ~diarrhoea, fl  atulence, Tablet
disease nausea/vomiting, fundic gland polyps. | Capsule and
o Treatment of NSAID-associated | Uncommon: Insomnia, dizziness, 40mg
. gastric and duodenal ulcers paraesthesia, somnolence, vertigo, Injection
‘ « Prevention of NSAID-associated | increased liver enzymes, dermatitis,
gastric and duodenal ulcers in | pruritus, rash, urticaria, fracture of the hip,
patients at risk wrist or spine, malaise, peripheral oedema.
* Treatment of reflux esophagitis Rare:  leukopenia,  thrombocytopenia,
» Long-term management of patients | hypersensitivity reactions, hyponatraemia,
with healed reflux esophagitis agitation, confusion, depression, taste
« Treatment of symptomatic gastro- | disturbance, blurred vision, bronchospasm,
esophageal reflux disease dry mouth, stomatitis, gastrointestinal
Paediatric use candidiasis, hepatitis, alopecia,
Children over 1 month of age photosensitivity, ~ arthralgia, ~ myalgia,
» Treatment of reflux esophagitis interstitial nephritis, increased sweating
+  Symptomatic treatment  of
heartburn and acid regurgitation in | Warning & Precaution: Malignancy, reduced
gastro-esophageal reflux disease vitamin B12  absorption, severe
Children over 4 years of age and | hypomagnesaemia, increased risk of bone
] adolescents fracture, subacute cutaneous lupus
In combination with antibiotics in | erythematosus (SCLE), gastrointestinal
treatment of duodenal ulcer caused | infections may occur, treatment should be
by H. pylori stopped for at least 5 days before CgA
measurement
> .
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45. Renata Limited
Mirpur, Dhaka

Methylphenidate
Hydrochloride 60mg
Modified Release
Capsule

Methylphenidate
Hydrochloride USP
60mg Modified
Release

ol

Antidepressants

Therapeutic
Code: 014

This medicinal product is indicated
as part of a comprehensive

treatment programme

for attention-deficit/hyperactivity
disorder (ADHD) in children aged 6

years of age

and over when remedial measures

alone prove insufficient.

‘arterial

Contraindication:

+ Hypersensitivity to the active substance or
to any of the excipients listed in section.

+ Glaucoma

+ Phaeochromocytoma

+ During treatment with non-selective,
irreversible monoamine oxidase (MAOQ)
inhibitors, or within @ minimum of 14 days
following discontinuing those drugs, due to
risk of hypertensive crises.

+ Hyperthyroidism or thyrotoxicosis

+ Diagnosis or history of severe depression,
anorexia  nervosa/anorexic  disorders,
suicidal tendencies, psychotic symptoms,
severe mood disorders, mania,
schizophrenia, psychopathic/borderline
personality disorder.

+ Diagnosis or history of severe and
episodic (Type |) Bipolar (affective) disorder
(that is not well-controlled).

* Pre-existing cardiovascular disorders
including severe hypertension, heart failure,
occlusive  disease,  angina,
haemodynamically  significant congenital
heart disease, cardiomyopathies,
myocardial infarction, potentially life-
threatening arrhythmias and
channelopathies (disorders caused by the
dysfunction of ion channels).

+ Pre-existing cerebrovascular disorders,
cerebral aneurysm, vascular abnormalities
including vasculitis or stroke.

Side-effects:
The most common side effects are
nasopharyngitis, anorexia, decreased

5mg, 10mg
Tablet
18mg, 27mg
ER Tablet
30mg, 40mg
Tablet

UKMHRA
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appetite, moderately reduced weight and
height gain during prolonged use in
children* etc.

Warnings and precautions:

The safety and efficacy of long-term use of
methylphenidate has not been
systematically evaluated in controlled frials.
Methylphenidate treatment should not and
need not be indefinite. Methylphenidate
treatment is usually discontinued during or
after puberty. Patients on long-term therapy
(i.e., over 12 months) must have careful
ongoing monitoring according to the
guidance in section 4.2 and 4.4 for
cardiovascular status, growth, appetite,
development of de novo or worsening of
pre- existing psychiatric disorders.
Psychiatric disorders to monitor for are
described below, and include (but are not
limited to) motor or vocal tics, aggressive or
hostile behaviour, agitation, anxiety,
depression, psychosis, mania, delusions,
irritability, lack of spontaneity, withdrawal
and excessive perseveration.

The physician who elects to use
methylphenidate for extended periods (over
12 months) in children and adolescents with
ADHD should periodically re-evaluate the
long-term usefulness of the drug for the
individual patient with trial periods off
medication to assess the patient's
functioning without pharmacotherapy. It is
recommended that methylphenidate is de-
challenged at least once yearly to assess
the child's condition (preferably during times

SL | Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ATIES Gl B¢ fga
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, AIIRBI | <G R
Dosage Form And Code Molecule/ UKMHRA, ety fwre Frarg
Existing) | EMA, BNF,
PMDA, TGA
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of school holidays). Improvement may be
sustained when the drug is either
temporarily or permanently discontinued.

46. Renata Limited
Rajendrapur,
Gazipur

Upadacitinib INN 45
mg Extend Release
Tablet

mg

Upadacitinib INN 45

NSAIDS
used in arthritis

Therapeutic
Code 064

Upadacitinib is a Janus kinase (JAK)
inhibitor indicated for the treatment

of

+ Adults with moderately to severely
active rheumatoid arthritis who have
had an inadequate response or
intolerance to one or more TNF

blockers

CONTRAINDICATIONS: Known
hypersensitivity to upadacitinib or any of the
excipients in Upadacitinib 45 mg Extend
Release Tablet.

Side Effect: upper respiratory tract
infections (common cold, sinus infections),
shingles (herpes zoster), herpes simplex
virus infections, including cold sores,
bronchitis, nausea, cough, fever, acne,
headache

WARNINGS AND PRECAUTIONS:

Serious infections, mortality,

Malignancy, major adverse cardiovascular
Events (mace), and thrombosis

Upadacitinib
15mg ER
Tablet

USFDA

iR var
Bl

ATew (3 [
INGT v T

47. Renata Limited
Rajendrapur,
Gazipur

Valsartan 80mg +
Cilnidipine 10 mg
Tablet

Valsartan INN 80mg
+ Cilnidipine INN 10
mg

Antihypertensive

Therapeutic
Code: 022

Treatment of hypertension

Contraindications: Hypersensitive to any
components of this product. Pregnant
women or women having possibilities of
being pregnant. Patients with diabetes
mellitus who are receiving Aliskiren.
Side-effect: Peripheral edema, nasal
congestion, sore throat and discomfort
when swallowing, upper respiratory tract
infection, . dizziness efc.
Warning & Precautions: Avoid fetal or
neonatal exposure, assess for hypotension,
warn patients with severe obstructive
coronary artery disease about the risk of
myocardial infarction or increased angina,
titrate slowly in patients with impaired
hepatic or severely impaired renal function.

New

PMDA

A 7R
R
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stroke and M), or a history of these
conditions

Known anaphylactic reaction or
angioedema with Estradiol 0.5mg +
Progesterone 100mg .- Soft Gelatine
Capsule.

Known liver impairment or disease,
Known protein C, protein S, or
antithrombin deficiency, or other known
thrombophilic disorders

Adverse Reactions: In a single,
prospective, randomized, placebo-
controlled, double-blind trial, the most
common adverse reactions with
(estradiol and progesterone) capsules
(incidence = 3% of women and greater
than placebo) were breast tenderness,
headache, vaginal bleeding, vaginal
discharge and pelvic pain

SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ETIES Gl 8¢ fmas
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARl | FWbas©E
Dosage Form And Code Molecule/ UKMHRA, | i B e
Existing) | EMA, BNF,
PMDA, TGA
48. Renata Limited | Estradiol 0.5mg + Estradiol Hormone It is a combination of an estrogen | Contraindications: Undiagnosed Estradiol USFDA GG | S $41 27|
Rajendrapur, Progesterone 100mg | Hemihydrate BP and progesterone indicated in a | abnormal genital bleeding, Known, | 2mg, 4mg & PR
Gazipur Soft Gelatine 0.517mg eq. to Therapeutic | woman with a uterus for the | syspected, or history of breast cancer, | 25mg Tablet =
Capsule Estradiol 0.5mg + Code: 056 treatment of moderate to severe | known  or suspected  estrogen-
Progesterone BP vasomotor symptoms due to ; Progesteron
100mg menopause dependent neoplasia e 100mg &
. Active DVT, PE, or history of these 200mg Soft
conditions, '  Active arterial Gelatin
thromboembolic disease (for example, |  capsule
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Norethisterone 10mg

with an estrogen component, such
as ethinylestradiol or estradiol

Pregnancy

Previous idiopathic or current venous
thromboembolism (deep vein thrombosis,
pulmonary embolism)

Active or recent arterial thromboembolic
disease (e.g. angina, myocardial infarction)
Disturbance of liver function

History during pregnancy of idiopathic
jaundice, Severe pruritus or pemphigoid
gestationis, Undiagnosed irregular vaginal
bleeding, Porphyria

Side effects; Amongst those recorded are
slight nausea, exacerbation of epilepsy and
migraine. With extremely high dosage there
may be cholestatic liver changes

Warnings & Precautions: There is a
general opinion, based on statistical
evidence that users of combined oral
confraceptives experience, more often than
non-users,  venous thromboembolism,
arterial thrombosis, including cerebral and
myocardial infarction, and subarachnoid
haemorrhage. Full recovery from such
disorders does not always occur, and it
should be realized that in a few cases they
are fatal. Although norethisterone does not
contain oestrogen, one should keep the
y of an increased thromboembolic
risk in mind, particularly where there is a
history of thromboembolic disease or in the
presence of severe diabetes with vascular
changes or sickle-cell anemia

SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ATIEN Gzl 37y fmae
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, Aeffa | Fhbavem
. Dosage Form And Code Molecule/ UKMHRA, | eI Fte Frarg
Existing) | EMA, BNF,
PMDA, TGA
49, Renata Limited | Norethisterone 10mg | Norethisterone Contraceptive | Norethisterone is indicated as an | Contraindications: Hypersensitivity to the 5mg Tablet ST | S (2 R
Rajendrapur, Tablet Acetate BP 11.41 Therapeutic oral contraceptive when given as | active substance or any of the excipients o vl | ANGE F A
Gazipur mg eq. to Code: 039 monotherapy14 or in combination | listed in Norethisterone 10mg Tablet, =
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SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status ETIES G 37Y et
Manufacturer | Medicine with | Strength Class and Precautions (New USFDA, ARl | b e
Dosage Form And Code Molecule/ UKMHRA, | = Brarg g
Existing) | EMA, BNF,
PMDA, TGA
50. Renata Limited | Norethisterone 15mg | Norethisterone Contraceptive | Norethisterone is indicated as an | Contraindications: Hypersensitivity to the 5mg Tablet SR | SfTaIe (\R fRdiw
Rajendrapur, Tablet Acetate BP 17.11 Therapeutic oral confraceptive when given as | active substance or any of the excipients AR R | ANGT A
Gazipur mg eq. to Code: 039 monotherapy14 or in combination | listed in Norethisterone 10mg Tablet, =

Norethisterone 15mg

with an estrogen component, such
as ethinylestradiol or estradiol

Pregnancy

Previous idiopathic or current venous
thromboembolism (deep vein thrombosis,
pulmonary embolism)

Active or recent arterial thromboembolic
disease (e.g. angina, myocardial infarction)
Disturbance of liver function

History during pregnancy of idiopathic
jaundice, Severe pruritus or pemphigoid
gestationis, Undiagnosed irregular vaginal
bleeding, Porphyria

Side effects: Amongst those recorded are
slight nausea, exacerbation of epilepsy and
migraine. With extremely high dosage there
may be cholestatic liver changes

Warnings & Precautions: There is a
general opinion, based on statistical
evidence that users of combined oral
contraceptives experience, more often than
non-users, venous thromboembolism,
arterial thrombosis, including cerebral and
myocardial infarction, and subarachnoid
haemorrhage. Full recovery from such
disorders does not always occur, and it
should be realized that in a few cases they
are fatal. Although norethisterone does not
contain oestrogen, one should keep the
possibility of an increased thromboembolic
risk in mind, particularly where there is .a
history of thromboembolic disease or in the
presence of severe diabetes with vascular
changes or sickle-cell anemia
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SL Name of the | Name of the | Generic Name with Therapeutic Indication Contraindication, Side-effect, Warnings Status CETIEH Gl 33y fmEe
Manufacturer Medicine with | Strength Class and Precautions (New USFDA, Ay | bz e
Dosage Form And Code Molecule/ UKMHRA, | eI Fere [EEIES
Existing) | EMA, BNF,
PMDA, TGA
51. Renata Limited | Testosterone Testosterone Hormone indicated for testosterone Contraindications: Testosteron USFDA SIS | S el 27|
Rajendrapur, Decanoate Decanoate BP replacement therapy in adult males | Undiagnosed abnormal genital bleeding e Propionate LUIEREE
Gazipur 100mg/ml Injection 100mg/ml Therapeutic for conditions associated with a Known, suspected, or history of breast | BP 30mg + =
Code: 056 deficiency or absence of cancer Testosteron
endogenous testosterone Known or suspected estrogen-dependent e
neoplasia Phenylpropi
Active DVT, PE, or history of these | onate BP
conditions 60mg +
Active arterial thromboembolic disease (for | Testosteron
example, stroke and M), or a history of e
these conditions Isocaproate
Known  anaphylactic  reacton  or | BP 60mg +
angioedema with BIJUVA Testosteron
Known liver impairment or disease e Decanoate
Known protein C, protein S, or antithrombin BP
deficiency, or other known thrombophilic | 100mg/mi
disorders Injection
Adverse Reactions: In a single,
prospective, randomized, placebo-
controlled, double-blind ftrial, the most
common adverse reactions with (estradiol
and progesterone) capsules (incidence =
3% of women and greater than placebo)
were breast tenderness, headache, vaginal
/ . bleeding, vaginal discharge and pelvic pain
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SL Name of Local Name of Brand Name Generic Name Therapeutic Class Contra-indication, Status | FSCICP | G=fansr | ox¢ fRwma
No Agent/ Importer. Manufacturing & Indication & Side effect ~ (Newl/ P A hby BSOS
Company/ Supplier Existing) o7 B e
1. Square PUYANG SHENGKAI | Sodium per carbonate | Sodium percarbonate 90mg | Due to oxygen releasing capacity in the Contraindications: Not New - St e AFIS!
Pharmaceuticals ENVIRONMENTAL 90mg Tablet Tablet water, Sodium Per Carbonate is popularly | established SIS G
PLC., 48, Mohakhali | NEW MATERIAL Pharmaceutical used as oxygen enhancer of aquatic Side Effects: Itis user NOC) & | o il
C/A Dhaka-1212 | TECHNOLOGY CO., | Form: Tablet environment. friendly. It has no side b L .
LTD. CHINA + It is applicable to aquaculture fish, shrimp | effect.
and crab, shellfish, sea cucumber abalone, AR
seaweed, etc APG AT
Coifye @
2. Square PUYANG SHENGKAI | Sodium per carbonate | Sodium percarbonate 90% | Due to oxygen releasing capacity in the Contraindications: Not New - i e ST
Pharmaceuticals ENVIRONMENTAL 90% Granular Granular water, Sodium Per Carbonate is popularly | established SIS A o1zaSt
PLC., 48, Mohakhali | NEW MATERIAL Pharmaceutical used as oxygen enhancer of aquatic Side Effects: It is user (NOC) el R
C/A, Dhaka-1212 TECHNOLOGY Form: environment. friendly. It has no side i T e
CO.LTD. CHINA Granular + It is applicable to aquaculture fish, | effect ot
shrimp and crab, shellfish, sea cucumber o
abalone, seaweed, etc T
3. Pinnacle Agro, YANTAI JINHAI OXYRUSH Sodium percarbonate 90% Due to oxygen releasing capacity in the Contraindications: Not New FSC it e Re =
House: 25, Road: PHARMACEUTICAL | Tablet water, Sodium Per Carbonate is popularly | established China SRS Ad
7/D, Sector: 09, €O, LTD used as oxygen enhancer of aquatic Side Effects: It is user (NOC) &t
Uttara, Dhaka: 1230 | Address: Jilin Road, environment. friendly. It has no side it = |
Zhonggiao Economic « It is applicable to aquaculture fish, | effect
Development District, ,
Qixia of Yantai Cit shrimp and crab, shellfish, sea cucumber
Y,
China (Shandong abalone, seaweed, efc
Province)
4, Pinnacle Agro, YANTAI JINHAI PATHOSOL Each ml contains: Disinfectant Irritating to the eyes, New FSC SRR e
House: 25, Road: PHARMACEUTICAL | Liquid Benzalkonium Bromide (BKB) | Effective against harmful disease-causing respiratory system and China oA g
7/D, Sector: 09, CO., LTD 0.8% pathogens in fish & shrimp. skin (NOC) emiesr
Uttara, Dhaka: 1230 | Address: Jilin Road, Alkyl Dimethyl Ethyl | Prevent the algae bloom and blue algae. R <R =
Zhongqiao Economic Ammonium Chloride 0.8% Sanitizes and employee the pond water
Development District, quality parameter.
Qixia of Yantai City, Helps in the molting of Shrimps.
China (Shandong Increases the brightness of Fish and
Province) Shrimps.
Increases survivability and biomass.
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SL Name of Local Name of Brand Name Generic Name Therapeutic Class Contra-indication Status FSCICP G | oxd R
No >Q¢3Q _3_9020-.. _SQSC_—..DGH:—.”:Q & Indication & Side effect AZo<<\ P ﬂﬂ% %
Company/ Supplier Existing) S Brata
5. Local Agent: Jinan GSY Oxy-G Granule Sodium Percarbonate 90% Due to oxygen releasing capacity in the Contraindications: Not New - iR e AFST
Gentry pharmaceuticalg Biotecnology Co, Ltd | Granular water, Sodium Per Carbonate is popularly | established S g Gt
Ltd 296Km+700METERS, used as oxygen enhancer of aquatic Side Effects: It is user NOC) TR | o iR
259/1, Vangnahati, | NATIONAL ROAD environment. friendly. It has no side T <= | N
Sreepur, Gazipur 220, EAST OF SHIE « It is applicable to aquaculture fish, | effect Pl
VILLAGE, XIAOLI LS app q : SfRMYEE
TOWN, CHANGOING shrimp and crab, shellfish, sea cucumber GG T
DISTRICT, JINAN abalone, seaweed, etc Boifre @
CITY TR
6. Local Agent: Jinan Gsy RAPIDOX TABLET Sodium Percarbonate 90% Due to oxygen releasing capacity in the Contraindications: Not New - S e 5
Babylon Agro And Biotechnology co, Ltd water, Sodium Per Carbonate is popularly | established S g )
Dairy Limited Add: . used as oxygen enhancer of aquatic Side Effects: It is user NOC)evi | G
2-B/1, Darussalam 296km+700meters,Na environment. friendly. It has no side TR | AR AT
_Mwm. Mirpur, Dhaka- | tional Road 220, East « It is applicable to aquaculture fish, | effect T
of Sijie Village, Xiaoli . o
Town, Changging shrimp and crab, shellfish, sea cucumber pRLTQUER]
District Jinan City, abalone, seaweed, etc REERELE)
China. PEICED
7. Local Agent: Aiz International Co., | Benxide Plus Alkyldimethylbenzylammoniu | Disinfectant - Irritating fo the eyes, New - iR RS
Agro Vision BD Ltd m Chloride 360g respiratory system and oS g
Araiora, Durgapur Add: 93/1034 G, Le +Glutaraldehyde 320g /Itr Killed bacteria, fungi, Protozoa in the whole | skin (NOC) emiea
.Adarsha Sadar, duc Tho Str, Ward pond, Cleans Gill rot, tail Rot, Antenna Rot, el S |
Cumilla. 6,Go Vap Dist, HCM Stimulates Moulting in Prown &clans the
City, Vietnem. body. Antiseptic equipments for feeding.
Help to improve water of pound
environment, Improved harvest &yield.
8. Local Agent: Aiz International Co., | Prodin Plus Providon iodine 300g/1Ltr Disinfectant New - it e
Agro Vision BD Ltd Liquid Killed bacteria, fungi, Protozoa in the whole oA Ag
Araiora, Durgapur Add: 93/1034 G, Le pond, Cleans Gill rot, tail Rot, Antenna Rot, (NOC) emiea
,Adarsha Sadar, duc Tho Str, Ward Stimulates Moulting in Prown &clans the i v = |
Cumilla. 6,Go Vap Dist, HCM body. Antiseptic equipments for feeding.
City, Vietnem. Help to improve water of pound
environment, Improved harvest &yield.
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No Agent/ Importer. Manufacturing . & Indication & Side effect (New/ P AR IRMI hg
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9. Local Agent: Jinan Gsy Osytab (Granular) Sodium Percarbonate 99% Due to oxygen releasing capacity in the Contraindications: Not New FSC S e AFS!
» Linkage Biotechnology co, Ltd water, Sodium Per Carbonate is popularly | established China S g GfRrie
International Pvt.Ltd. | Add: used as oxygen enhancer of aquatic Side Effects: It is user NOO)emtem | e
Add: 23/8 Road-3 296km+700meters, environment. friendly. It has no side e wr = | I
Jalalabad West National Road 220, . It is aoolicable fo aquaculture fish | €fect . .
Khulshi, chattogram. | East of Sijie Village, . bp a ' Qﬁm@ﬁﬂ.
Xiaoli Town, shrimp and crab, shellfish, sea cucumber G A
Changging District, abalone, seaweed, efc Boiftre @
Jinan City, China. 2
10. Local Agent: Anhui Topvet Sodium Percarbonate | Sodium Percarbonate 90% Due to oxygen releasing capacity in the - Contraindications: New Chian s e w
Excellent Agrovet Biological Co.Ltd Tablet water, Sodium Per Carbonate is popularly | Not established S )
Add: 27 , Fengtai County, used as oxygen enhancer of aquatic Side Effects: It is user (NOC) ez | BRTA<eTIeT
Shukravunga Road, | Huainan city Anhui environment. friendly. It has no side Tt | A i
w_oow-o_ Diabar, Province, China. ) « It is applicable to aquaculture fish, | €ffect e
urag, Dhaka-1230. ) g
shrimp and crab, shellfish, sea cucumber QLT QIED
abalone, seaweed, etc KRR
1. Local Agent: Ningbo Sansheng HCH for Injection Human Chorionic Hormonic medicine. It is mainly used to - New COVPP | whmig Rfe Re
Allwells Marketing Itd | Biological Technology | 100001U gonadotrophin Hormone treat sexual dysfunction, habitual abortion, China AP
Co.lLtd 10000iU ovarian cyst, efc. It is also can be used for (NOC) emicsar
Add: House 77/A Add: No.159 Buzheng spawning induction of silver and bighead o TR |
(4" Floo) Road#3, East Road, Hasishu carps.
Block#F Banani, District, Ningbo,
Dhaka. Zhejiang, China .
12. Local Agent: Jinan Gsy Oxy Chem Tablet 1 Sodium Percarbonate 90% Due to oxygen releasing capacity in the - Contraindications: New FSC armRe e
ChemBio Tech Ltd Biotechnology co, Ltd | gm water, Sodium Per Carbonate is popularly | Not established China AR
house#1/A, Add: used as oxygen enhancer of aquatic Side Effects: It is user (NOC) eviet
mmouwoa%_ it womx_am..\o%ww%m_zm environment. friendly. it has no side et
astern Bonobithi jonal Roa , Eas . . effect.
Shopping Center, | of Sije Village, Xiaoli * It is applicable to aquaculiure fish, ,
South Banasree, Town, Changging shrimp and crab, shellfish, sea cucumber
Khilgaon, Dhaka District ,Jinan City, abalone, seaweed, etc
China.
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13. Local Agent: Jinan Gsy Oxy Chem Sodium Percarbonate 90% Due to oxygen releasing capacity in the - Contraindications: New FSC St e AIST
ChemBio Tech Ltd Biotechnology co, Ltd | (Granular) water, Sodium Per Carbonate is popularly | Not established China AR g Gl
house#1/A, Add: used as oxygen enhancer of aquatic Side Effects: It is user NOC) e | o =Fife
Shop#G/69, 296km+700meters,Na environment. friendly. It has no side eI T | S
Eastern Bonobithi tional Road 220, East « It is apolicable fo aquaculture fish effect. )
Shopping Center, of Sijie Village, Xiaoli . pp quac , SRMYRR
South Banasree, Town, Changging ' shrimp and crab, shellfish, sea cucumber G I
Khilgaon, Dhaka District ,Jinan City, abalone, seaweed, etc B
. China. T
14, Local Agent: Ningbo Second Ovamon S-GnRHa Hormone It is indicated for stimulating fish releasing | - New - e e 5
Everest AgroSciences | Hormone Factory, (Powder for injection) | Composition: gonadotropins from pituitary and inducing oS g S
Ltd. 191/11, Tejgaon | Renjian Rd, Zonghan Each vial contains: fish ovulation and permeation. (NOC) e | (BRI
C/A, Dhaka. St, Cixi, Zhejiang, Salmon Gonadotropin st | A bR
Chaina. Releasing Hormone oty
analogue....200ug ST
Domperidone.........100mg i BT
15. Local Agent: Pharmaceutical and Oxy-Win Granular Sodium Carbonate Due to oxygen releasing capacity in the - Contraindications: New China it e R A
Wintech Agro BD Veterinary Material Peroxide....98% water, Sodium Per Carbonate is popularly | Not established SREAC
Goalbari, Kawndia, | JSC (Pharma & Vet), - used as oxygen enhancer of aquatic Side Effects: It is user (NOC) emiesa
Mirpur bazar, Savar, | My Imn.v District, environment. friendly. It has no side TR <R |
Dhaka. Gmu_m@m_mzwﬂm_ Hung . _.ﬁ is applicable to aquaculture fish, effect.
shrimp and crab, shelifish, sea cucumber
abalone, seaweed, efc
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‘ Code Existing Molecule) | EMA/PMDA/ e
TGA
1. Navana Magnesium 97 mg | Magnesium Mineral As an oral magnesium supplement for | Contraindications: It is contraindicated in ~New BNF-85 M | S
.. | Pharmaceuticals Chewable Tablet Glycerophosphate the treatment of patients with chronic | patients with severe renal impairment Page: 1163 Pt IR | W
i Limited BP eg. to Therapeutic magnesium loss or hypomagnesemia. ~ | (glomerular filtration rate <30ml/min). [t =
Magnesium 97 mg Code: 078 should not be administered to patients
EVEREST Chewable Tablet with hyperphosphataemia as it contains
Pharmaceuticals phosphate.
Ltd. BSCIC I/A, It should not be administered if there is
Kanchpur, evidence of hypersensitivity to any of the
Narayanagnj constituents. .
’ The principal sites of absorption of
Advanced Chemical magnesium in the gastrointestinal tract are
Industries Limited, 7 the jejunum and ileum, therefore, in
Hajeegonj, Godnyl, patients who have undergone extensive
Narayangon; bowel resection the absorption of
magnesium may be reduced.
Nuvista Pharma Ltd.
Side Effects: The most frequent adverse
. effects are flushing, thirst, drowsiness,
muscle weakness, Low BP.
Warnings and Precautions: It should not
be taken Magnesium Glycerophosphate: if
you are allergic tfo magnesium
glyrcerophosphate or any of the other
ingredients of this medicine.
o [f patients have phenylketonuria.
e [f patients have hyperphosphataemia
(high levels of phosphate in your
blood).
o [f patients have kidney disease.
Vid
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Sl. Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Status USFDA/ BNF/| GIRmaoiR | @y fmae sfbg

No. Manufacturer with dosage form with Strength Class and Warnings and Precautions (New/ UKMHRA/ | <fba e it

| Code Existing Molecule) | EMA/PMDA/ frare
TGA

2. Incepta Carbidopa 12.5mg + Carbidopa BP/Ph. | Antiparkinsonism | |diopathic Parkinson's disease, in | Contraindication: ~Carbidopa-Levodopa Carbidopa 10mg + BNF 85 SR | O Bl
Pharmaceuticals Levodopa 50mg Tablet | Eur. 12.5mg + particular to reduce off-period in | tablet is contraindicated in patients with Levodopa 100mg Page- 455 Pt s | @

Ltd.; Zirabo, Dhaka Levodopa BP/Ph. Therapeutic patients who previously have been | hypersensiivity to Carbidopa and | Tablet, Carbidopa 25mg =
Eur. 50mg Code: 025 treated with levodopa/decarboxylase | Levodopa, and in patients with narrow- | + Levodopa 100mg Cr
inhibitors, or with levodopa alone and | angle glaucoma. Since Levodopa may Tablet,

Advanced Chemical who have experienced motor | activate a malignant  melanoma, Carbidopa 25mg +
Industries Limited, 7 fluctuations. Carbidopa-Levodopa should not be used Levodopa 250mg
Hajeegonj, Godnyl, in patients with suspicious undiagnosed Tablet
Narayangonj skin lesions or a history of melanoma.

Side-effects: Dizziness, nausea,

vomiting, sleep problems (insomnia),

strange dreams, headache, dry mouth,

loss ofappetite, heartburn, diarrhea,

constipation, drowsiness, blurred vision,

sneezing.

Warnings and Precautions: hives,

difficulty breathing, swelling of your face,

lips, tongue, or throat, uncontrolled muscle

movements in your face (chewing, lip

smacking, frowning, tongue movement,

blinking or eye movement), worsening of

tremors, severe or ongoing vomiting,

diarrhea.

3. The ACME Lormetazepam 1 mg Lormetazepam 1 | Antidepressants | Indicated for the short term treatment Contraindications: New BNF 85 AR | Aeies (S5}
Laboratories Ltd. Tablet mg ~ of insomnia when it is disabling or Hypersensitivity to  benzodiazepines Page: 525 FAf dr | Reog v TR
Dhamrai, Dhaka Therapeutic subjecting the individual to extreme including Lormetazepam Tablets or their = e

Code:014 distress components, Respiratory insufficiency,
Beacon Sleep apnoea syndrome, Myasthenia
Pharmaceuticals gravis, Hepatic failure.
PLC, Kathali, Side-effects:
Bhaluka, Somnolence, Paradoxical increase in
Mymensingh aggression, Lightheadedness, Confusion,
Muscle weakness, Ataxia (particularly in
Incepta the elderly), Anterograde amnesia,
Pharmaceuticals Headache.
Ltd.; Zirabo, Dhaka Warning & Precaution:
CNS depressants
Opsonin Pharma Patients should be advised that since their
Ltd. tolerance for other CNS depressants will
2|Page DCC-255Meeting
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Name of the
Manufacturer

Name of the Medicine
with dosage form

Generic Name
with Strength

Therapeutic
Class and
Code
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Contra-indication, Side-effects,
Warnings and Precautions

Status
(New
Existing Molecule)

USFDA/ BNF,
UKMHRA/
EMA/PMDA/
TGA

BRI 7
RS Teig

@7 fymae she
Prate

be diminished in the presence of
lormetazepam, these substances should
either be avoided or taken in reduced
dosage.

Incepta
Pharmaceuticals
Ltd., Savar, Dhaka

Ziska
Pharmaceuticals
Ltd., Gazipur

Opsonin Pharma
Ltd. , Barishal

Rifaximin 100mg/5ml
Granules for
suspension

Rifaximin BP/Ph.
Eur. 100mg/5mi

Anti-Infective

Therapeutic
Code: 023

Treatment of irritable bowel syndrome
with diarrhea (IBS-D) in adults.
Reduction in risk of overt hepatic
encephalopathy (HE) recurrence in
adults

Treatment of travelers' diarrhea (TD)
caused by noninvasive strains of
Escherichia coli in adults and pediatric
patients 12 years of age and older.

Contraindication: Due to the excellent
safety profile of rifaximin, there are very
few contraindications. Patients

with hypersensitivity to the rifaximin,
rifamycins, or excipients should avoid this
medication as hypersensitivity reactions
like exfoliative dermatitis, angioneurotic
edema, and anaphylaxis have been
reported

Side-effects: Common arthralgia, ascites,
constipation, depression, dizziness,
dysopnea, headache, vomiting, nausea,
gastrointestinal discomfort, oedema, skin
reaction.

Warnings and Precautions:

Diarrhea was the most common adverse
reaction in Tenapanor -treated patients
with CKD on dialysis. In clinical trials,
diarrhea was reported in up to 53% of
patients, reported as severe in 5%, and
associated  with  dehydration  and
hyponatremia in less than 1% of patients.
Treatment with Rifaximin must not take
more than its dose, should not take it
more often, and should not take it for a
longer time without doctor's concern. one
may take this medicine with or without
food. To help clear up infection
completely, keep taking this medicine for
the full time of freatment, even if it begins
to feel better after a few days.

Rifaximin 200 mg,
550mg Tablet

BNF 85
Page- 636

it =t
=

Il
=
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SL. Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Status USFDA/ BNF/| G o |@3y faae sffeg
No. Manufacturer with dosage form with Strength Class and Warnings and Precautions (New/ UKMHRA/ | 3fifog 7om e
Code Existing Molecule) | EMA/PMDA/ Frae
TGA
5, UniMed UniHealth Chlorhexidine Chlorhexidine Antimicrobial Eradication of nasal infection with, and | Contraindications: Patients who have New BNF 85 TS | S Pl
Pharmaceuticals Dihydrochloride 0.10gm | Dihydrochloride carriage of, Staphylococci. previously shown a hypersensitivity Page:1321 P Tt | =@
Ltd., B.K Bari, +Neomycin Sulfate { USP 0.10gm + reaction to neomycin or chlorhexidine, =7
Gazipur Sadar, 0.50gm/100gm  Nasal | Neomycin Sulfate although such reactions are extremely
Gazipur Cream BP 0.50gm/100gm rare.
Square Side Effects: « Iitative skin reactions
Pharmaceuticals skin sensitization
PLC, Salgaria, ! * temporary hyposmia
Pabna * temporary ageusia
Advanced
Chemical
Industries Limited,
7 Hajeegonj,
Godnyl,
Narayangonj
6. Ziska Netilmicin 3mg/mi Eye | Netilmicin Sulfate Therapeutic Bacterial ocular infection: topical | Contraindications: Children under 18 New BNF 85 ONAES | SN
Pharmaceuticals Drops BP 0.455 g class: Eye treatment, treatment of external | years, breastfeeding. Page: 1285 P TR | @
Ltd., Gazipur . equivalent to preparation infections of the eye and its adnexa | Side effects: Blurred vision, Conjunctival ol
Netilmicin 0.300 caused by netilmicin sensitive bacteria. | hyperemia, Eye erythema, Eye irritation,
Aristopharma Ltd. /100 ml Therapeutic Eye pruritus, Eyelid oedema, Eyelid rash,
Gachha, Gazipur code:052 Hypersensitivity reactions, Nephrotoxicity,
Sadar, Gazipur Neurotoxicity, Ocular discomfort,
Ototoxicity, Skin reactions, Urticaria.
Warnings and precautions: Serious
adverse reactions including neurotoxicity,
ofotoxicity ~and nephrotoxicity have
occurred in patients receiving systemic i
aminoglycoside therapy. Caution s
advised when used concomitantly.
7. Ziska Netilmicin 3mg/ml + Netilmicin Sulfate Therapeutic | Bacterial ocular infection: topical | Contraindications: Children under 18 New BNF 85 SIS | S 0
Pharmaceuticals Dexamethasone BP 0.455 g eq. to class: Eye treatment; for the treatment of |years, Breastfeeding, Herpetic keratitis, Page: 1278 P Tt | =@
Ltd., Gazipur 1mg/ml eye drops Netilmicin 0.300 g preparation inflammatory ocular conditions of the | Intraocular hypertension, Mycobacterial =
+ Dexamethasone anterior segment of the eye, including | eye infection, Ocular herpes simplex,
Sodium Therapeutic | post-operative cases, where bacterial | infection, Pregnancy.
Aristopharma Ltd. Phosphate USP code:052 infection or risk of bacterial infection | Side effects: Adrenal suppression, blurred
Gachha, Gazipur 0.132geq. to with netilmicin-susceptible | vision, conjunctival hyperaemia, corneal
Sadar, Gazipur Dexamethasone microorganisms exists. deposits, cushing's syndrome, impaired
4|Page ! DCC-255Meeting
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0.1g/100 ml

healing, increased intra-ocular pressure,
ocular burning, ocular itching, ophthalmic
herpes simplex, posterior subcapsular
cataracts.

Warnings and precautions: Family history
of glaucoma, glaucoma, exclude fungal
infection before treatment, exclude viral
infection before treatment, administer other
ophthalmic products at least 10 minutes
apart, to reduce systemic absorption
compress  lacrimal  sac  during
administration, if visual disturbances occur,
perform ophthalmic evaluation, monitor
intra-ocular pressure, contains phosphate:
risk of calcification in existing notable
cornea damage, may cause perforation of
eye in disorders that thin the sclera or
cornea

May cause posterior subcapsular cataracts
and glaucoma in long term use, prolonged
use may result in ocular infections,
treatment may adversely affect wound
healing, discontinue if hypersensitivity
reactions occur, advise patient to avoid
touching the eyefother surfaces with
container tip, advise patient to consult
physician if condition worsens / does not
improve, contact lenses should not be
worn during freatment.

Navana
Pharmaceuticals
Limited

EVEREST
Pharmaceuticals
Ltd. BSCIC I/A,
Kanchpur,
Narayanagnj,
BANGLADESH

Tramadol 75 mg +
Dexketoprofen 25 mg
Tablet

Tramadol BP 75
mg +
Dexketoprofen
INN 25 mg

Analgesics and
Antipyretics

Therapeutic
Code: 006

It is indicated for the treatment of
moderate to severe acute pain.

Contraindications:

Hypersensitivity fo tramadol,
dexketoprofen, or other NSAIDs. History
of asthma attacks, bronchospasm, acute
rhinitis, nasal polyps, urticaria or
angioneurotic.

Side Effects: (May affect up to 1 in 10
people):

Vomiting, Stomach pain, Diarrhoea,
Digestive problems, Headaches,
Drowsiness, fatigue, Constipation, Dry
mouth, Increased.sweating.

New

BNF-85
Page: 510

IO Yo
e Ry g
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Warnings and Precautions:

Patients should talk to your doctor before

taking Tramadol

hydrochloride/Dexketoprofen:

1. If patients have an allergy, or if
patients have had allergy problems
in the past

2. If patients have kidney, liver or heart

problems (hypertension and/or heart
failure) as well as fluid retention, or
have suffered from any of these
problems in the past

. If patients are taking diuretics
If patients have heart problems,
previous stroke or think that patients
might be at risk of these conditions
(for example if patients have high
blood pressure, diabetes or high
cholesterol or are a smoker) patients
should discuss your treatment with
doctor medicines such as this
medicine may be associated with a
small increased risk of heart attack
(myocardial infarction) or stroke. Any
risk is more likely with high doses
and prolonged treatment. Patients
should not exceed the
recommended dose or duration of
treatment

5.  If patients are elderly: Patients may
be more likely to suffer from side
effects. If any of these occur, consult
your doctor immediately

If patients are a woman with fertility

problems: this medicine may affect their

fertility, therefore patients should not take
it if patients are planning to become
pregnant or patients are having fertility
tests

>~ w

6|Page
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Nuvista Pharma Ltd

Estradiol Hemihydrate
1mg + Dydrogesterone
5mg Tablet

Estradiol
Hemihydrate BP
1mg +
Dydrogesterone
USP 5mg Tablet

Hormone

Therapeutic
Class: 056

Indications:

Hormone replacement therapy (HRT)

in estrogen deficiency associated with,

¢ Menopausal symptoms in women
with a uterus.

o Osteoporosis prophylaxis in women
with a uterus.

Contraindication:

e Known, past or suspected breast
cancer.

e Known or suspected oestrogen-
dependent malignant tumors (e.g.,
endometrial cancer)

o Undiagnosed genital bleeding

o Untreated endometrial hyperplasia

e Previous or current venous
thromboembolism  (deep  venous
thrombosis, pulmonary embolism)

¢ Known thrombophilic disorders (e.g.,
protein C, protein S, or antithrombin
deficiency

e Active or recent arterial
thromboembolic ~ disease  (e.g.,
angina, myocardial infarction)

e Acute liver disease or a history of
liver disease if the liver function tests
have failed to return to normal.

¢ Porphyria

¢ Known hypersensitivity to the active
substances or to any of the
excipients.

Side Effects:

The most common side effects include
headache, abdominal pain, back pain and
breast tenderness. The common side
effects can include vaginal candidiasis,
depression,  nervousness,  migraine,
dizziness, nausea, vomiting, flatulence,
allergic  skin  reactions, menstrual
disorders, weight gain, cervical discharge,
and pelvic pain. Please refer to the
Summary of Product Characteristics for
full information.

New

BNF-85
Page:831
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10. Beacon Acrivastine 8mg Acrivastine INN Antihistamine | Acrivastine is indicated for symptomatic | Contraindication: Acrivastine is New BNF-85 TSI TEAH ST
Pharmaceuticals capsule 8mg relief of allergic rhinitis, including hay contraindicated in individuals with known Page-304 qEe e | T i e
PLC Therapeutic | fever. hypersensitivity to acrivastine, triprolidine Rg TNgET | 4 2T
Kathali, Bhaluka, Code: 021 Acrivastine is also indicated for chronic | or to any of the excipients listed in section ettt w4t
Mymensingh idiopathic urticaria. 6.1. Renal excretion is the principal route =

of elimination of acrivastine. Until specific
studies have been carried out acrivastine
should not be given to patients with
significant renal impairment

Side-effects: Palpitations and
tachycardia, Headacheand dizziness,
Pharyngitis and increased cough, Nausea.

1. Incepta Lidocaine Lidocaine Anaesthetics | This medication is used on the skin to | Contraindication: Lidocaine Hydrochloride BNF-83 SIS | WA |l
Pharmaceuticals 4,0gm/100gm Cream Hydrochloride (local) stop itching and pain from certain skin | Known hypersensitivity to Lidocaine or to 2% Gel, Page: 1455 Aot At | =W
Ltd., Dhamrai Unit, USP 4.9297¢ conditions (such as scrapes, minor | any excipients in cream. Lidocaine Hydrochloride =
Dhaka eq.to Lidocaine Therapeutic burns, eczema, insect bites) and to | Side-effects: 1% Solution

4.0g/100g Code: 005 treat minor discomfort and itching | Allergic reactions like skin rash, itching or
caused by hemorrhoids and certain | hives, swelling of the face, lips, or tongue.
Advanced Chemical other problems of the genital/anal area | breathing problems. ' .
Industries Limited, 7 (such as anal fissures, itching around | changes in vision. chills, fever
Hajeegonj, Godnyl, the vagina/rectum). Some forms of this | Warnings and Precautions:
Narayangonj medication are also used to decrease | Allergic Reactions .
discomfort or pain during certain | Avoid excessive use
Eskayef medical procedures/exams (such as | Avoid Eyes and Mucous Membranes
Pharmaceuticals . sigmoidoscopy, cystoscopy). Skin Sensitivity
Limited, Tongi, Avoid broken or damaged skin
Gazipur Pediatric Use

Drug Interactions etc

8|Page } DCC-255Meecting
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12, Incepta Lidocaine Lidocaine Anaesthetics | This medication is used on the skin to | Contraindication: Lidocaine Hydrochloride BNF-83 S G (LI E I SO O S |
Pharmaceuticals 5,0gm/100gm Ointment | Hydrochloride (local) stop itching and pain from certain skin | Known hypersensitivity to Lidocaine or to 2% Gel, Page:1455 PR TR | =
Ltd.; Dhamrai Unit, USP 6.1622g conditions (such as scrapes, minor | any excipients in cream. Lidocaine Hydrochloride =
Dhaka eq.to Lidocaine Therapeutic burns, eczema, insect bites) and to | Side-effects: 1% Solution

5.0gm/100gm Code: 005 treat minor discomfort and itching | Allergic reactions like skin rash, itching or _
Advanced Chemical caused by hemorrhoids and certain | hives, swelling of the face, lips, or tongue.
Industries Limited, 7 other problems of the genital/anal area | breathing problems. changes in vision.
Hajeegonj, Godnyl, (such as anal fissures, itching around | chills, fever.
Narayangonj the vagina/rectum). Some forms of this | Warnings and Precautions:
medication are also used to decrease | Allergic Reactions -
discomfort or pain during certain | Avoid excessive use
medical procedures/exams (such as | Avoid Eyes and Mucous Membranes
sigmoidoscopy, cystoscopy). Skin Sensitivity
Avoid broken or damaged skin
Pediatric Use
Drug Interactions etc

13. The ACME Magnesium carbonate | Magnesium Antacids For symptomatic relief of indigestion, Contra-indications: New BNF-84 T TI[SAE AT
Laboratories Ltd. light 50 mg + carbonate light 50 heartburn and dyspepsia. Patients who are hypersensitive to this qEEA e | Wy Ry wiwgd
Dhamrai, Dhaka Magnesium Trisilicate mg + Magnesium Therapeutic drug or to any ingredient in the formulation R agEa | w9t ==

50 mg + Sodium Trisilicate 50 mg + Code: 007 or component. ot <=t
bicarbonate 50 mg/mi Sodium Side-effects: Diarrhoea, stomach cramps, =
Oral Suspension bicarbonate 50 wind, overuse for a long time may cause .
200ml mg/ml kidney stones.
Warning & Precautions:
Severe kidney failure, High levels of alkali
in the blood, Low levels of calcium or
. phosphate in the blood, Reduced stomach
acid, Heart failure, High blood pressure,
Liver problems, on a low salt (sodium)
diet.

14. Advanced Chemical | Cholecalciferol 1000 Cholecalciferol BP Vitamins + Colecalciferol (Vitamin D3) deficiency | Contraindication: 200 [U/mL Oral Solution BNF-85 TS | S At
Industries Limited, 7 | 1U/mL Oral Solution 1000 IU/mL . symptoms including muscle weakness | Colecalciferol is contraindicated in all Page: 1201 AT R | =
Hajeeganj, Godnyl, Therapeutic or muscle pain, joint pain, bone pain, diseases associated with hypercalcaemia. =
Narayangonj Code: 078 mood swing, depression, dizziness and | It is also contraindicated in patients with

, even osteomalacia or osteoporosis. known hypersensitivity to colecalciferol
Ziska and any of its constituent excipients. It is
Pharmaceuticals «Colecalciferol (Vitamin D3) is also contraindicated if there is vitamin D

Ltd. important during pregnancy and breast- | toxicity.

feeding, an essential nutrient for a
\ growing infant. It is also essential to Side-effects: Generally, all nutritional
N prevent pre-eclampsia during supplements are considered to be safe
9|Page DCC-255Meeting
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pregnancy.

+ Colecalciferol (Vitamin D3) is also
important for the normal growth of the
children and it helps to prevent rickets

and well tolerable. However, few side-
effects can generally occur including
hypercalcaemia- syndrome or Calcium
intoxication (depending on the severity
and duration of hypercalcaemia),
occasional acute symptoms include
anorexia, headache, nausea, vomiting,
abdominal pain or stomach ache and
constipation with the administration of
Colecaciferol.

Warnings and precautions:
Colecalciferol is not recommended in
patients with renal impairment. Patients
using digoxin and thiazide diuretics, with
primary hyperthyroidism, lymphoma,
tuberculosis and granulomatous disease
should consult a physician before taking
colecalciferol.

15.

Incepta
Pharmaceuticals
Ltd.; Dhamrai Unit,
Dhaka

Square
Pharmaceuticals
PLC, Salgaria,
Pabna

(Erythromycin 4g + Zinc
Acetate 1.2g)/100 ml
Lotion

(Erythromycin
BP/Ph. Eur 4g +
Zinc Acetate
BP/Ph. Eur
1.29)/100 mi

Skin and
Mucous
membrane
preparations

Therapeutic
Code: 071

>

Acne vulgaris, Inflammatory acne.

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

Side-effects: Temporary stinging
Redness of skin

Warnings and Precautions:

As with other macrolides, rare serious
allergic  reactions, including acute
generalised exanthematous pustulosis
(AGEP) have been reported after systemic
administration. If an allergic reaction
occurs, the drug should be discontinued
and appropriate therapy should be
instituted. Physicians should be aware
that reappearance of the allergic
symptoms may occur when symptomatic
therapy is discontinued.

Cross resistance may occur with other
antibiotics of the macrolide group and also
with lincomycin and clindamycin. Contact
with the eyes or the mucous membranes
of the nose and mouth should be avoided.

New

BNF-85
Page: 1390

it =t
=

EocicllE
=
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16. Navana Iron (as Sodium Sodium Drug used in Iron deficiency anaemia. Contraindications: Sodium Feredetate is New BNF-85 SCIVNE | ST Al
- Pharmaceuticals Feredetate) Feredetate Anemia and contraindicated to any component of the Page: 1131 Fnf TR | = -
Limited 27.5mg/5mi Oral Trihydrate BP other Blood medicine. = P ————
Solution 207.5mg disorder
Square eq. toiron 27.5 Side Effects: The common side-effects
Pharmaceuticals mg/5mi Therapeutic noticed after Sodium Feredetate use is .
PLC, Salgaria, Code; 045 discolouration of stools, hypersensitivity
Pabna reactions, mild diarrhea & nausea.
The ACME Warnings and Precautions: Use during
Laboratories Ltd. Pregnancy, Delivery, or Lactation: Sodium
Dhamrai, Dhaka feredetate is considered safe for use
during pregnancy. Manufacturer advises
Nuvista Pharma Ltd. that no adverse effects have been
reported during use in pregnancy.
Ziska Lactation:  Sodium  feredetate s
Pharmaceuticals considered safe for use during
Ltd., Gazipur breastfeeding. Manufacturer advises that
no adverse effects have been reported in
breastfeeding. Pediatric use: Safe for
children from 1 month of age
Use in the Elderly: All group of age
covered.
17. Square Hydrotalcite 500mg + | Hydrotalcite BP Antacids Indicated for the treatment of Dyspesia. | Contra-Indication: It Should not be given Magaldrate 480mg + BNF-85 TSN IS e
Pharmaceuticals Simethicone ~ 125mg | 500mg + Therapeutic to infants and neonates. Simethicone 20mg/5ml Page: 75 qEEH W | Wy Ruiw wwgd
PLC, Salgaria, Simethicone)/5mi Simethicone Code: 007 R TG | [ 2w
Pabna. Suspension Emulsion (30%) Side effects: U. Diarrhoea and vomiting Simethicone 67mg/ml ot <t
USP 416.667 mg have been reported but have ceased on PD = |
(eq. to 125mg withdrawal of the therapy.
Simethicone)/5ml
18. Square Melatonin  0.1g/100mL | Melatonin USP Hypnotic, Itis indicated for treating insomnia Contraindication: Pregnancy: No Melatonin 3 mg Tablet BNF-85 SV | S |
Pharmaceuticals Oral solution 0.100g/100mL Sedatives& (short term use) and reducing Jet-lag | information available but should be Page: 529 A I | = )
PLC, Salgaria, Anxiolytic (short-term use). avoided =
Pabna. Breast-feeding: Avoid due to presence in
Therapeutic milk
code: 057 Hepatic impairment: Avoid due to
decreased renal clearance but limited
information available
. Side effects: Common or very common:
' Arthalgia, haedaches, infection, risk of
11|Page DCC-255Meeting
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pain
Uncommon: Anxiety, asthenia, chest pain,
dizziness, drowsiness, dry mouth,
gastrointestinal discomfort,
hyperlirubieniemia
Rare or very rare: Aggression, angina
N pectoris, arthritis, concentration impaired,
crying and depression.
19. Square Salicylic Acid 0.5gm + | Salicylic Acid BP Skin and Itis indicated to treat scaly scalp Contra-Indication: It should not be used New BNF-85 ST | SR
Pharmaceuticals Coconut oil 1.0gm + | 0.5g + Coconut oil Mucous disorders, psoriasis, seborrheic in case of known sensitivity (especially Page: 1372 I I | @
PLC, Salgaria, Coal tar 1.0gm/100gm | BP 1.0gm + Coal Membrane dermatitis, dandruff and cradle crap generalized allergic reaction) to any of the =
Pabna Shampoo tar BP Preparations ingredients.
1.0gm/100gm Therapeutic ] Side-effects: In some rare cases, it can .
Shampoo Code: 071 cause irritant or allergic skin reactions on
Opsonin Pharma extremely sensitive skin.
Ltd., Barishal
20. Aristopharma Ltd. Vadadustat 450 mg Vadadustat INN Drug usedin | This tablet is indicated for the treatment | Contraindication: New EMA ST | ST 0
Plot No. 14-22, Film Coated Tablet 450 mg Anaemiaand | of symtomatic anaemia associated with | Hypersensitivity to the active substance or Ff A | 2=
Road No. 11 & 12, other Blood chronic kidney disease (CKD) in adults | to any of the excipients of this product. =
Shampur-Kadamtali disorder on chronic maintenance dialysis. Side-effect:
I/A, Dhaka Thromboembolic events (problems due to
. the formation of blood clots in the blood
mnmw% Q_: Mh_w%ﬁm Therapeutic vessels szoj may lead to :mmn. attack,
Barish m._ ' code: 045 stroke, mini stroke) diarrhea,
hypertension, headache, convulsions,
Ziska constipation, feeling sick, vomitting,
Pharmaceuticals increased amount of bilirubin in blood.
Ltd.
Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh
The ACME
Laboratories Ltd.
Dhamrai, Dhaka _p PN
\
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Limitations of Use:

It must not be used when a condition

exists which would make a normal

pregnancy impossible, such as:

e primary ovarian failure

o malformations of sexual
incompatible with pregnancy

fibroid tumours of the uterus

incompatible with pregnancy.

organs

e gynaecological

e ovarian,

and of unknown origin

haemorrhages  of
unknown origin

uterine, or  mammary

carcinoma

SIDE-EFFECT:

The following adverse reactions may be

observed after administration of Lutropin:

o |Immune system disorders:
Very rare: Mid to severe
hypersensitivity reactions including
anaphylactic reactions and shock.

o Nervous system disorders
Common: Headache

e Vascular disorders
Very rare: Thromboembolism, usually
associated with severe OHSS

e Gastrointestinal disorders
Common: Abdominal pain, abdominal
discomfort, nausea, iti
diarrhoea

o Reproductive system and _breast
disorders
Common: Mild or moderate OHSS
(including associated
symptomatology), ovarian cyst, breast
pain, pelvic pain

WARNINGS AND PRECAUTIONS:

o Traceability

¢ Porphyria

e Qvarian hyperstimulation _syndrome

Sl Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Status USFDA/ BNF/| B3Rt %R |83 fqzas <ty
No. Manufacturer with dosage form with Strength Class and Warnings and Precautions (New / UKMHRA/ | zffsaverm Frae
Code Existing Molecule) | EMA/PMDA/ Frate
TGA
21. Eskayef Lutropin Alfa 751U/Vial | Lutropin Alfa INN Hormone This drug is used for fertility treatment. | CONTRAINDICATIONS: Folitropin Alfa 150 IU + EMA SN | Seme Al
Pharmaceuticals Solution for Injection 751U/Vial It is used with folicle stimulating | e hypersensitivity to the active substance | Lutropin Alfa 75|Uvial P e | =@
Limited, Rupganj, Therapeutic hormone (FSH) to stimulate the or to any of the excipients =T
Narayangan code: 056 development of eggs in the ovaries of |  tumours of the hypothalamus and
adult women who have severe pituitary gland
deficiency (very low levels) of | e ovarian enlargement or ovarian cyst
luteinising hormone (LH) and FSH. unrelated to polycystic ovarian disease
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(OHSS) |
 Ovarian torsion |
o Multiple pregnancy
e Pregnancy loss
o Ectopic pregnancy
o Congenital malformations
¢ Thromboembolic events
Reproductive system neoplasms
22. Eskayef Clazosentan 150mg IV | Clazosentan vasoconstrictors | Prevention of cerebrovascular spasm | CONTRAINDICATIONS: New “EMA SIS | ST A
Pharmaceuticals Injection Sodium INN after surgery for subarachnoid | e Pulmonary complication/fluid retention PR T |
Limited, Tongi, 161.4mg (Eq. to haemorthage caused by cerebral | e hypotension/blood pressure B
Gazipur 150mg aneurysm and subsequent cerebral decreased
Clazosentan) infarction and  cerebral ischemic | e anaemialhaemoglobin decreased
Beacon episode. Clazosentan has efficacy in | o hepatic function abnormal
Pharmaceuticals prevention of cerebrovascular spasm | o teratogenicity
PLC, Kathali, after surgery for aSAH and subsequent | o tohyarhythmia  (ventricular  and
Bhaluka, cerebral infarction ~and ~ cerebral supraventricular arrhythmias including
Mymensingh ischemic  episodes, and 5.& QT prolongation
clazosentan has acceptable safety in
view of its benefits. Clazosentan is SIDE-EFFECT:
clinically meaningful because it offersa | =, Adverse events related to fluid
new :mm.;ama oum_o: <<_5m30<.m_ retention: the incidence of pleural
mechanism of action for preventing effusion and pulmonary oedema
cerebrovascular spasm after surgery tended to be higher in the clazosentan
@mm.>x and mccmmn:.maomﬁca_ group than in the placebo group.
_a.mﬁ_o: and omac_a_ _mo.:ma_o However, it was considered possible
episodes. Further discussions are fo control the risk by adequate
required on the clinical positioning of perioperative management including
clazosentan, indication and target the control of body fluid
population, dosage and maaﬁm:mﬁo? o Adverse  events ' related  to
precautionary statements included in .
e package sert post-marketing oSty 305 do_ o shou any
invesfigations, etc. tendency of significantly higher risk of
haemorrhage-related adverse events
in the clazosentan group than in the
placebo group. However, clazosentan
should be administered only to
patients who have received successful
hemostatic treatment against aSAH
\PL A with no further active haemorrhage.
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e Adverse

events related . fo
hypotension:  Clazosentan should
not be administered if blood pressure
cannot be controlled appropriately
before the stat of clazosentan
administration. Blood pressure should
be monitored during clazosentan
administration, and the administration
should be discontinued if blood
pressure cannot be controlled.
Anaemia-related adverse events:
Clazosentan has a risk of causing fluid
retention, a risk affecting
hemodynamics. Given that anaemia is
an important factor adversely affecting
worsened hemodynamics associated
with fluid retention, due attention
should be paid to the occurrence of
anaemia. Therefore, the applicant's
proposal to include the following
precautionary  statement in the
package insert is  generally
appropriate: “Hemoglobin level should
be measured before clazosentan
administration and, as necessary,
during clazosentan administration, and
appropriate actions such as treatment
discontinuation should be taken if any
abnormality is observed.”

Adverse events related fo liver
disorder: may have a risk of causing
liver disorder, as with approved ERAs.
On the other hand, clazosentan is
administered for only a short period
(until Day 15 after aSAH onset) to
inpatients whose conditions, including
hepatic function tests, are managed in
hospital. Therefore, at present, there is
little need to require periodical hepatic
function tests.
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o Adverse events related to
tachyarrhythmia:
electrocardiography before and during
clazosentan administration in the
package insert, is appropriate.
o Safety in elderly patients
WARNINGS AND PRECAUTIONS:
o Clazosentan should be administered
to patients who have achieved
hemostasis appropriately by surgical
or endovascular treatment against
ruptured cerebral aneurysm.
e Whether to administer clazosentan
should be decided based on the
severity of subarachnoid
haemorrhage, size of hematoma, the
range of cerebral infarction (including
perioperative cerebral infarction), and .
other conditions of the patient. The
efficacy and safety of clazosentan
have not been established in the »
following patients:
> Patients with World Federation of
Neurosurgical Surgeons grade V
> Patients with large territorial
cerebral infarction
Patients other than those with Fisher
grade 3
23 EVEREST Ursodeoxycholic Acid Ursodeoxycholic Others Ursodeoxycholic acid is indicated for Contraindication: Known hypersensitivity | Ursodeoxycholic Acid EMA T[EAE TEAE ST
Pharmaceuticals BP 450 mg Tablet Acid BP 450 mg Classification | the treatment of patients with primary or intolerance to ursodiol or any of the BP 150mg and 300 mg TN e | e Ryiw g
Ltd. BSCIC l/A, Tablet biliary cholangitis. It is used for the components of the formulation Tablet RaramgEs | s
Kanchpur, Therapeutic short-term treatment of radiolucent, Side effects: Most common adverse ol 4t
Narayanagn, Code: 075 noncalcified gallbladder stones in reactions reported with the use of ursodiol =1
BANGLADESH patients selected for elective during worldwide postmarketing and
. cholecystectomy. It is also used to clinical experience (=1%) are, in
prevent gallstone formation in obese alphabetical order: abdominal discomfort,
patients experiencing rapid weight loss | abdominal pain, alopecia, diarrhea,
nausea, pruritus, and rash
2 . Warnings & Precautions:

Ha_wmm@
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Patients with variceal bleeding, hepatic
encephalopathy, ascites or in need of an
urgent liver transplant, should receive
appropriate specific treatment
24, EVEREST Ursodeoxycholic Acid Ursodeoxycholic Others Ursodeoxycholic acid is indicated for Contraindication: Known hypersensitivity | Ursodeoxycholic Acid EMA TEANT IO~ S
Pharmaceuticals BP 600 mg Tablet Acid BP 600 mg Classification | the treatment of patients with primary or intolerance to ursodiol or any of the BP 150mg and 300 mg AT e | e w3
Ltd. BSCIC /A, Tablet biliary cholangitis. It is used for the components of the formulation Tablet et WG | FE <@
Kanchpur, Therapeutic | short-term treatment of radiolucent, Side effects: Most common adverse et <t
Narayanagn, . Code: 075 noncalcified gallbladder stones in reactions reported with the use of ursodiol =
BANGLADESH patients selected for elective during worldwide postmarketing and
i cholecystectomy. It is also used to clinical experience (=1%) are, in
prevent gallstone formation in obese alphabetical order: abdominal discomfort, :
patients experiencing rapid weight loss | abdominal pain, alopecia, diarrhea,
nausea, pruritus, and rash
Warnings & Precautions:
Patients with variceal bleeding, hepatic
encephalopathy, ascites or in need of an
urgent liver transplant, should receive
appropriate specific treatment
25. General Neomycin Neomycin Sulphate Skin and Antibiotic treatment of nasopharyngeal | Contraindications: New EMA ST | SO 0
Pharmaceutical 0.50%+Eucalyptol BP 0.7143% Mucous diseases caused by germs sensitiveto | -Contraindicated in children up to 30 JA I | =
Ltd., (Unit-2) 1.60% + Scots Pine | equivalentto Membrane Neomycin. months of age =0
Gazipur Essence Neomycin 0.50% Preparations -Hypersensitivity to the active substances
0.025%-+Camphor +Eucalyptol USP . or to any of the excipients
0.20%+Menthol 1.60% + Scots -Children with a history of epilepsy or
0.20%+Chlorobutanol Pine Essence febrile seizures.
0.50% Nasal Ointment | Ph.Gr. Side effects: .
0.025%+Camphor Therapeutic Due to the presence of camphor,
USP code: 071 eucalyptol, menthol, Scots pine essence
0.20%+Menthol and in case of non-compliance with the
USP 0.20% . recommended doses there may be a risk
+Chlorobutanol of convulsions in children and infants.
BP 0.50% There might be hypersens
skin sensitization, seizure-like
phenomena, ototoxicity, skin rashes,
burning, itching, bacterial and fungal
superinfections observed.
Warning & Precautions: This product
, contains terpene derivatives which, in
PR | - excessive doses, can cause neurological
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disorders such as

seizures in infants and children.

The treatment must not be prolonged for
more than 3 days due to the risks
associated with the accumulation of
terpene derivatives, such as camphor,
eucalyptol, menthol, Scots pine essence
(due to their lipophilic properties, the
speed of metabolism and disposal is not
known) in tissues and the brain, especially
neuropsychological disorders.

If hypersensitivity reactions appear, it is
necessary to interrupt treatment and, if
necessary, institute appropriate therapy.
Prolonged or repeated use of products for
topical use can give rise to sensitization
phenomena or the development of
bacterial or fungal infections not sensitive
to neomycin. Cross hypersensitivity to
other antibiotics of the aminoglycoside
group is possible.

As with other aminoglycosides, the
simultaneous and/or sequential systemic
or topical administration of other
nephrotoxic drugs should be avoided. A
higher than recommended dose should
not be used to avoid an increased risk of
adverse drug reactions and disorders
associated with overdose.

Avoid contact with eyes. If accidental
contact occurs, it is recommended to
wash the eyes thoroughly with water, until
any residues of nasal ointment are
eliminated. Wash your hands after use
The product is flammable, it must not be
brought near flames
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26.

General
Pharmaceutical
Ltd., Gazipur

Incepta
Pharmaceuticals
Ltd.; Dhamrai Unit,
Dhaka

Nuvista Pharma Ltd.

Erythromycin 4 % +
Tretinoin ~ 0.025 %
Topical Solution

Erythromycin USP
4 % + Tretinoin
USP 0.025 %

Skin and
Mucous
Membrane
Preparations

Therapeutic
code: 071

/

Erythromycin &Tretinoin treatment for
acne which is applied to the skin

Contraindications:

If you are allergic to Erythromycin,
Tretinoin or any of the other ingredients of
this medicine. e if you are suffering from
acute eczema, rosacea (a skin disease
which affects the face and is characterised
by redness, pimples and peeling) or acute
inflammatory conditions of the skin,
especially around the mouth. e if your skin
is sunburnt. e if you are using any other
medication on your skin which may lead to
skin irritation e.g. an exfoliator. e if you or
amember of your family have ever
suffered from skin tumours called
Cutaneous Epithelioma. e if you are
pregnant e if you are planning a
pregnancy. if the above apply to you, talk
to your doctor before using this
medication.

Side effects:

Like all medicines, this medicine can cause
side effects, although not everybody gets
them. For example, when you first use
Erythromycin and Tretinoin solution your
skin problem may seem to get worse. This is
a sign that the medicine is beginning to act
However this should soon pass and you wi
then see an improvement. Contact your
doctor immediately if you experience a
serious skin reaction: a red scaly rash with
bumps under the skin and blisters
(exanthematous pustulosis). The frequency
of this side effect is not known (cannot be
estimated from the available data). Rarely,
the skin can be irritated by Erythromycin
and Tretinoin solution and you may have a
sore, dry or burnt feeling or see peeling. In
very rare cases these symptoms may also
be an expression of an allergic reaction. If
this happens, see your doctor. Rarely, the

New

EMA

ST

=l
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skin may become darker or lighter in colour.
People with dark skin may see a lightening
of their skin where Erythromycin and
Tretinoin solution has been used. This is
temporary. Your skin will go back to its usual
colour when you stop using Erythromycin
and Tretinoin solution. Reporting of side
effects If you get any side effects, talk fo
your doctor, pharmacist, or nurse.
Warning and Precautions:
Not available
27. General Sodium Sodium Skin and It is used to reduce the number of Contraindications: New EMA SIS | S
Pharmaceutical Bituminosulfonate Light | Bituminosulfonate | Mucous comedones in mild and moderate acne | If you are hypersensitive to sulfonated P F | =
Ltd., Gazipur 1 % + Salicylic Acid 0.5 | Light INN 1 % + Membrane vulgaris. shale oils such as B. ammonium =
% Lotion Salicylic Acid BP | Preparations bituminosulfonate and / or sodium ’
0.5% bituminosulfonate, salicylic acid and
Therapeutic salicylates or any of the other ingredients.
code: 071 Do not use in the area of the eyes or the

mucous membranes (mouth, nose) as this
can cause irritation (burning sensation).
Because of the salicylic acid content, long-
term treatment of large areas in patients
with impaired kidney function and use in
infants should be avoided.

Side effects:

Like all medicines, Sodium
Bituminosulfonate Light & Salicylic Acid
Lotion can cause side effects, although not
every patient will experience them. Please
inform a doctor or pharmacist if one of the
listed side effects gets serious, or if you
notice any side effects not listed in this
leaflet.

Warning and Precautions:

Not available
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28.

General
Pharmaceutical
Ltd., Gazipur

Nuvista Pharma Ltd.
Opsonin Pharma

Limited, Rupatali,
Barishal

Allantoin 2% +
Dexpanthenol 5 %
Ointment

Allantoin USP 2%
+ Dexpanthenol
USP 5%

Skin and
Mucous
Membrane
Preparations

Therapeutic
code: 071

Preventively in nappy rash in infants,
in the treatment of various types of
wounds, such as: abrasions, small cuts
and cracks in the skin, in the treatment
of sunburn and burns after
radiotherapy and phototherapy, in the
care of irritated and dry skin,in
hyperkeratosis of the skin of the hands
and feet, supportive in atopic
dermatitis, allergic eczema, rhinitis and
leg ulcers.

Contraindications: Do not use the drug if
the patient is allergic to allantoin,
dexpanthenol or any of the other
ingredients of this drug. Do not use in the
eyes. It should not be used on acute skin
inflammation with exudation.

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

Due to the lanolin content, the drug may
cause a local skin reaction (e.g., contact
dermatitis).

Due to the content of propylene glycol, the
drug may cause skin irritation.

The drug contains ethyl .
parahydroxybenzoate and may cause
allergic reactions (possible delayed
reactions).

Warning and Precautions: Not available

New

EMA

AN =t
=

RE IO Sl
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General
Pharmaceutical
Ltd., Gazipur

Incepta
Pharmaceuticals
Ltd.;,Dhamrai
Unit, Dhaka

Nicoboxil ~ 2.5%
Nonivamide 0.4%
Qintment

+

Nicoboxil INN
2.5% +
Nonivamide BP
0.4%

Skin and
Mucous
Membrane
Preparations

Therapeutic
code: 071

It is used for the relief of pain of
rheumatism, arthritis, lumbago,
muscular aches, sprains and strains,
sporting injuries & acute nonspecific low
back pain.

Contraindications: Do not use -

if you are allergic to nicoboxil, nonivamide
or any of the other ingredients...

- if you have very sensitive skin.

- the medicine should not be applied to
wounds, inflamed skin or used in case of
skin diseases.

Tell your doctor if any of the above applies
to you before using the medicine.

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

- feeling of burning

- skin redness (erythema)

- pruritus

- feeling of heat

Uncommon (occurs in up to 1 user out of
100); - rash ; Unknown (cannot be
estimated from the available data)

- rapidly progressing life-threatening
allergic (anaphylactic) reaction

- hypersensitivity

New

EMA
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=
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- feeling of pricking (paranesthesia)
- cough

- breathing difficulties

- administration site pustules

- localized skin reaction

- facial swelling

- urticaria

- blisters

Warnings and Precautions:

Talk to your doctor or pharmacist before
using this cream. The improvement of
local blood supply in the skin caused by
this cream may cause redness, warmth,
itching and tingling in the region exposed
to the ointment. These symptoms may be
especially notable if the used amount of
this cream was too big or when cream
was intensively rubbed on the skin.
Extensive use or rubbing of the cream
may cause blisters on the skin. After
cream use hands should be washed
immediately to avoid the contact of the
medicine with other body areas or transfer
to other people. Watch carefully that
cream does not come into contact with
your face, eyes or mouth in any case. This
could cause transient facial swelling, facial
pain, irritation of the whites of the eyes,
eye redness, eye stinging, vision
disorders, mouth discomfort and stomatitis
(inflammation of oral mucosa). Do not take
hot bath or shower before or after the
application of the cream. Even several
hours after the cream application skin
redness or intense feeling of warmth may
develop as a result of sweating or
warming effects.
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30. General Ranolazine 750 mg | Ranolazine INN Coronary Ranolazine is indicated for the Contraindications: Ranolazine 750 mg is New EMA MG | G MR
Pharmaceutical Tablet 750 mg Vasodilators & | treatment of chronic angina. It can be Moaama_omaaﬁ_: patients <<§ﬁ- (et Ff T | ofb Fem
Ltd., Gazipur Antianginal used alone or in conjunction with evere  renal impairment  (creatinine =7 SRR

P drug nitrates, beta-blockers, angiotensin clearance < 30 m/min). < T
receptor blockers, anti-platelet drugs, | Moderate or severe hepatic impairment.
calcium channel blockers, lipid- 0883_53 .maas_m:mzoz .gﬂ potent Al

Therapeutic | lowering drugs, and ACE inhibitors. CYP3A4  inhibitors (e.g., _itraconazole,
: code: 040 Ranolazine has also been used off- ketoconazole, voriconazole, posaconazole,
label for the treatment of certain HIV protease inhibitors, clarithromycin,
. . . telithromycin, nefazodone).  Concomitant
artythmias, including ventricular administration of Class la (e.g., quiniding) or
) tachycardia, however, this use is not Class Il (eg., dofetiide, sotalol)
strongly supported by scientific antiarrhythmics other than amiodarone.
evidence. Ranolazine has also been Warnings and precautions:
studied for the treatment of acute QT Interval Prolongation: RANOLAZINE
coronary syndrome, microvascular blocks IKr and prolongs the QTc interval in a
coronary dysfunction, arrhythmia, and | dose-related manner. Clinical experience in
glycemic control, which are not yet an acute coronary syndrome population did
approved indications. not show an increased risk of pro arrhythmia
or sudden death. However, there is little
experience with high doses (>1000 mg fwice
daily) or exposure, other QT prolonging
drugs, potassium channel variants resulting
in along QT interval, in patients with a family .
history of (or congenital) long QT syndrome,
or in patients with known acquired QT
interval prolongation.
Renal Failure: Acute renal failure has been
observed in some patients with severe renal
impairment (creatinine clearance [CrCL] <30
mL/min) while taking RANOLAZINE. If acute
- renal failure develops (e.g., marked increase
in serum creatinine associated with an
increase in blood urea nitrogen [BUN]),
discontinue RANOLAZINE and treat
appropriately. Monitor renal function after
ation and periodically in patients with
moderate to severe renal impairment (CrCL
<60 mbL/min) for increases in serum
creatinine accompanied by an increase in
s BUN.
~\ / Side effects: Not Available
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31. General Thiamine Hydrochloride | Thiamine Vitamins & Diabetic neuropathy; neuralgias and Contraindication New EMA LT 2. O AT
Pharmaceutical (Vitamin B1) 250 mg + | Hydrochloride BP + Combinations , algias of theumatic and The patient should not take this medicine Ryr wgee | =g [Rdig Twgd
Ltd., Gazipur Pyridoxine (Vitamin B1) 250 traumatic origin; degenerative if the patient is hypersensitive to any of it vt 3 =
Hydrochloride (Vitamin | mg + Pyridoxine Therapeutic | conditions of the spine or surgical the active ingredients or excipients of this =
Bs) 250 mg + | Hydrochloride BP code: 078 operations carried out thereon, herpes | product. This should not be taken by
Cyanocobalamin (Vitamin Bg) 250 zoster, hemicrania and facial paresis; children below 14 years of age. Consult
(Vitamin B12) 1 mg | mg+ nausea and vomiting of pregnancy. physician if symptoms persist, use in
Tablet Cyanocobalamin The coated tablets lend themselves pregnant women or planning pregnancy ’
BP (Vitamin B12) 1 very well to continuation of the and patients under treatment.
mg treatment started with the ampoules or | Side effects:
alternatively started with injections in Not Available
order to speed up the treatment and Warning and Precautions:
also, at the end of treatment, for Thiamine Mononitrate (Vitamins B1) 250
avoiding relapses. mg, Pyridoxine Hydrochloride (Vitamin B6)
250 mg, and Cyanocobalamin (Vitamin
B12) 1 mg Tablet in Sensorial neuropathy
) and other sensorial neuropathy
' . syndromes which can be caused by long-
term administration of high doses of
pyridoxine improve gradually upon vitamin
discontinuation. No cases of overdose
with thiamine or cyanocobalamin have
been described. Observe for adverse
reactions as a result of overdose. Consult
a physician immediately when these
manifests. Before the patient takes the
tablet, please ensure that it was stored in
a cool dry place, not exceeding 30°C.
32. General Paracetamol 250 mg | Paracetamol BP Analgesics & | Itis indicated for fast and effective .| Contraindications New EMA LTS W2, TICAMH AT
Pharmaceutical +Propyphenazone 150 | 250 mg Antipyretics relief of mild to severe headaches. Triple Action should not be used if any of Ry Timgr | w2 R4ig Tgd
Ltd., Gazipur mg+Caffeine 50 mg | +Propyphenazone For the relief of pain such as the following conditions is present: Allergy Fotifee st a2
Tablet BP 150 Therapeutic | headache, toothache, menstrual to Pyrazolones or related compounds ECl
mg-+Caffeine BP code: 007 discomfort, postoperative and (hypersensitivity to phenazone,
50 mg rheumatic pain. propyphenazone, amino  phenazone,
For the relief of pain and fever metamizole-containing products); Allergy
associated with colds and "flu". to phenylbutazone-containing  products;
Known hypersensitivity to paracetamol,
acetylsalicylic acid or proven allergy to
. caffeine; Inherited deficiency of glucose-6-
phosphate dehydrogenase (evidenced by
'h \\ hemolytic anemia); Acute  hepatic
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porphyria.

Special caution should be taken (lowering
of the dosage and/or spacing out of the
doses) in the following conditions:
Impaired hepatic function (e.g. in cases of
chronic alcohol abuse or hepatitis);
Impaired  renal  function;  Gilberf's
syndrome (fluctuating benign jaundice
secondary to  glucuronyl-transferase
deficiency); Hematopoietic ~dysfunction.
Triple Action should not be given to infants
or children under 12 years of age.

Side effects:

Major & minor side effects-

Nausea and Vomiting, Bloody and cloudy
urine

Stomach pain, Stomach upset, Difficulty in
breathing

Skin rash

Adverse Reactions: Allergic reactions
such as skin rash and urticaria -
occasional. Hypersensitivity reactions with
symptoms such as pruritus, erythema,
urticaria, angioedema, dyspnea or asthma
- very rare. lIsolated reports of
anaphylactoid reactions or anaphylactic
shocks. Isolated cases of
thrombocytopenia, leucopenia,
agranulocytosis ~ and  pancytopenia
associated  with  paracetamol  and
propyphenazone have been reported.

Warnings and Precautions:

Should not be taken regularly for a
prolonged period, except as directed by a
doctor.

Prolonged intake of paracetamol-
containing analgesics resulting in high
cumulative doses may in rare instances
lead to analgesic nephropathy and largely
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irreversible renal insufficiency. -
Very rare cases of serious skin reactions
have been reported. In the event of skin
reddening, rash, blisters or peeling,
discontinue paracetamol use and seek
medical attention immediately.
Continual use of analgesics for the
treatment of headache may itself lead to
, chronic headaches.
Special caution for patients with asthma,
chronic rhinitis or chronic urticaria,
particularly those hypersensitive to other |
anti-inflammatory agents.
There have been isolated reports of
asthma attacks and anaphylactic reaction
associated with propyphenazone and
paracetamol-containing preparations in
susceptible individuals.
Consult a doctor: If symptoms persist,
consult a doctor.
Ability to Drive: Unlikely to produce an
impairment of driving performance or
performance related to driving.
33. Opsonin Each capsule contains | Indacaterol INN Drugsusedin | It is indicated as a maintenance | Contraindications: Hypersensitivity to the | Glycopyrronium 50meg EMA AR | A
Pharma 150 mcg of indacaterol | 150 mcg + Bronchial treatment of asthma in adults and | active substances or to excipients + Indacaterol 150mcg-+ P s | @
Limited, Rupatali, (as acetate) and 160 Mometasone Asthma adolescents 12 years of age and older | Side effects: Sore throat, runny nose, Mometasone Furoate BNF-85 =0
Barishal. mcg of mometasone Furoate BP not adequately controlled with inhaled | Sneezing, Cough, Headache 160mcg Page:1908
furoate. 160mcg Therapeuti corticosteroids and inhaled short-acting | Precautions & warnings: This medicinal '
Code: 044 beta2-agonists. product should not be used to freat acute
Each delivered dose asthma symptoms, including acute
. (the dose that leaves episodes of bronchospasm, for which a
5 the mouthpiece of the short-acting bronchodilator is required.
inhaler) contains 125 Increasing use of short-acting
mcg of indacaterol (as bronchodilators to relieve symptoms
acetate) and 127.5 mcg indicates deterioration of control and
of mometasone furoate patients should be reviewed
34. Opsonin Each capsule contains | Indacaterol INN Drugsusedin | It is indicated as a maintenance | Contraindications: Hypersensitivity to the Glycopyrronium 50mcg EMA G | S Pl
Pharma 150 meg of indacaterol | 150 meg + Bronchial treatment of asthma in adults and | active substances or to excipients + Indacaterol 150mcg+ seifem v | =
Limited, Rupatali, (as acetate) and 320 Mometasone Asthma adolescents 12 years of age and older | Side effects: Sore throat, runny nose, Mometasone Furoate BNF-85 =)
Barishal. meg of mometasone Furoate BP 320 not adequately controlled with inhaled | Sneezing, Cough, Headache 160mcg Page:1908
furoate. mcg Therapeutic | corticosteroids and inhaled short-acting | Precautions & warnings: This medicinal ge-
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Code: 044 beta2-agonists. product should not be used to treat acute
Each delivered dose asthma symptoms, including acute episodes
(the dose that leaves ‘ of bronchospasm, for which a short-acting
the mouthpiece of the bronchodilator is required. Increasing use of
inhaler) contains 125 msoﬁmo%m wﬂoswsom__wﬁa nm a_ﬁ,\m o
: symptoms indicates deterioration of contro
Mon% mmwwsmwmw_m%komw and patients should be reviewed
of mometasone furoate.

35. Opsonin Each capsule contains | Indacaterol INN Drugsusedin | It is indicated as a maintenance | Contraindications: Hypersensitivity to the Glycopyrronium 50mcg EMA AT | A Al
Pharma 150 meg of indacaterot | 150 mcg + Bronchial treatment of asthma in adults and mﬂzm substances or fo excipients + Indacaterol 150mcg+ PN | 2w
Limited, Rupatali, (as acetate) and 80 Mometasone Asthma adolescents 12 years of age and older | Side effects: Sore throat, runny nose, Mometasone Furoate BNF-85 =
Barishal. mocg of mometasone Furoate BP 80 not adequately controlled with inhaled | Sneezing, Cough, Headache 160mcg Page:1908

furoate. meg Therapeutic | corticosteroids and inhaled short-acting | Precautions & warnings: This medicinal .
Each delivered dose Code: 044 beta2-agonists. product should not @m :mm.a to freat mo.:a
asthma symptoms, including acute episodes
(the dose that leaves of bronchospasm, for which a short-acting
the mouthpiece of the bronchodilator is required. Increasing use of
inhaler) contains 125 short-acting bronchodilators to refieve
mcg of indacaterol (as symptoms indicates deterioration of control
acetate) and 62.5 mcg and patients should be reviewed
of mometasone furoate.

36. Opsonin Pharma Metformin Metformin Antidiabetic | Treatment of type 2 diabetes mellitus Contraindication: It is contraindicated in Metformin EMA ST | S
Limited, Rupatali, Hydrochloride 1000 mg | Hydrochloride patients who are unable to achieve patients with known hypersensitivity to Hydrochioride 500 mg + i | =
Barisal. + Vildagliptin - 50mg | USP 1000 mg + Therapeutic | sufficient glycaemic control at their vildagliptin or metformin hydrochloride or to Vildagliptin 50 mg =]

Tablet Vildagliptin INN50 |  Code: 015 | maximally tolerated dose of oral any of the excipients. Itis contraindicated in Tablet
mg metformin alone or who are already patients with renal disease or renal
treated with the combination of %mezg._o:_ 8:%.%5. gm: a.m___:m_. acute
) vildagliptin and metformin as separate | ©f ofironic metabolic acidosis, including
tablets. Q_.mca_o ketoacidosis, Ee or without coma.
Side effects: The majority of adverse
reactions were mild and transient, not
requiring treatment discontinuations. Lactic
acidosis can occur due to Metformin rare
cases of hepatic dysfunction.
Precautions & Warnings: Itis nota
substitute for insulin in insulin-requiring
patients, should not be used in patients with
Type 1 Diabetes or for the treatment of
diabetic ketoacidosis. it should not be used
in patients with renal failure or renal
dysfunction. Lactic acidosis is a very rare but
serious metabolic complication that can
[ occur due to metformin accumulation.
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Mirpur, Dhaka

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

ABT is given.

Side Effects: Mood disorders, such as
mood swings, affect lability (i.e. rapid
changes in  emotions),  anxiety,
depression, irritability, emotional disorder ¢
excessive, irregular, or prolonged bleeding
from the womb (uterine bleeding)
+ vaginal dryness ¢ pelvic pain « joint pain
* headache « reduction in bone mineral
density or bone strength + increased liver
enzyme blood levels * nausea (feeling
sick), vomiting, pain in stomach region
+ constipation + decreased interest in sex
(liido) * weakness « increased sweating
* night sweats * high blood pressure
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37. Drug International Cyanocobalamin Cyanocobalamin Vitamin Vitamin B12 is indicated for | Contraindication: Hypersensitivity to any New MHRA TS T3 TS [o5y
Ltd., 31/1, Satrong, | (Vitamin B12) 1.00mg (Vitamin B12) BP haematological, Canker  sores, | of the components, hypocalcaemia . Ry Amgrar | Raig Sivgd 0
Tongi I/A, Gazipur Tablet. 1.00mg Therpaeutic neurological and other symptoms | resulting from overdose of Vitamin D, Fpefifat st 27|
Code: 078 secondary to vitamin B12 deficiency, | hyperparathyroidism, bone metastases, . |
including Nutritional B12 deficiency, | severe renal insufficiency, severe
Malabsorption of vitamin B12, such as | hypercalciuria, renal calculi etc
due to the absence of intrinsic factor | Precaution: There is no data available.
(pernicious ~ anaemia),  stomach | Warning: There is no data available.
resection or disease of the small | Side effects: Immune system disorders:
intestine. It is also indicated during | Anaphylaxis. Fever.
para-aminosalicylic acid therapy, which | Skin and subcutaneous tissue disorders:
can cause impaired B12 resorption. Urticaria  Exanthema.  Exanthematous
rash. Allergic reactions, including skin
reactions and angioedema.
38. Nuvista Pharma Linzagolix Choline Linzagolix Choline Selective This is indicated for the treatment of | Contraindication: New MHRA GV | STV Al
td - 100mg Tablet INN 120.30mg eq. gonadotropin- | moderate to severe symptoms of | e  Hypersensitivity to the active P TR |
to Linzagolix 100mg releasing uterine fibroids in adult women of substance(s) or to any of the |
EVEREST hormone (GnRH)| reproductive age. excipients .
Pharmaceuticals aomv@ e Pregnancy or breast-feeding.
Ltd. BSCIC /A antagonist e  Known osteoporosis.
) ! e  Genital bleeding of unknown
_Am_‘._OjUCF . . .—.Imﬂmtmczo msz_O@<.
Narayanagnj Code: 056 e  Contraindications related to ABT
should be respected if concomitant
Renata Limited
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39.

Nuvista Pharma
Ltd.

Renata Limited
Mirpur, Dhaka

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

Linzagolix Choline
200mg Tablet

Linzagolix Choline
INN 240.60mg eqv
to Linzagolix
200mg

Selective
gonadotropin-
releasing
hormone (GnRH)
receptor
antagonist

Therapeutic
Code: 056

This is indicated for the treatment of
moderate to severe symptoms of
uterine fibroids in adult women of
reproductive age.

Contraindication:

o  Hypersensitivity to the active
substance(s) or to any of the
excipients

e Pregnancy or breast-feeding.

e  Known osteoporosis.

o  Genital bleeding of
aetiology.

e  Contraindications related to ABT
should be respected if concomitant
ABT is given.

unknown

Side Effects: Mood disorders, such as
mood swings, affect lability (i.e. rapid
changes .in emotions),  anxiety,
depression, irritability, emotional disorder ¢
excessive, irregular, or prolonged bleeding
from the womb (uterine bleeding)
+ vaginal dryness ¢ pelvic pain * joint pain
+ headache * reduction in bone mineral
density or bone strength * increased liver
enzyme blood levels * nausea (feeling
sick), vomiting, pain in stomach region
+ constipation * decreased interest in sex
(libido) * weakness ¢ increased sweating

New

MHRA
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40.

Opsonin Pharma
Limited, Rupatali,
Barisal.

Bisoprolol Fumarate
3.75 mg Tablet

Bisoprolol
Fumarate USP
3.75mg

Antihypertensiv
e

Therapeutic
Code: 022

It is indicated for the treatment of stable
chronic heart failure with reduced
systolic left ventricular function in
additon to ACE inhibitors, and
diuretics, and optionally cardiac
glycosides

4

* night sweats * high blood pressure

Contraindication: Bisoprolol is
contraindicated in chronic heart failure
patients with acute heart failure or during
episodes of heart failure decompensation
requiring i.v. inotropic therapy, cardiogenic
shock, second or third degree AV block,
sick sinus syndrome, sinoatrial block,
symptomatic bradycardia, symptomatic
hypotension, severe bronchial asthma,
severe forms of peripheral arterial
occlusive disease or severe forms of
Raynaud's syndrome, untreated
phaeochromocytoma, metabolic acidosis,
hypersensitivity to Bisoprolol or to any of

1.25mg

2.5mg

5.0mg
10.00 mg Tablet

MHRA

BNF-85
Page: 170
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the excipients of the medication.

Side effects: Common side effects of

Bisoprolol are bradycardia, dizziness,

headache, bronchospasm in patients with

bronchial asthma or a history of

obstructive airways disease, nausea,

vomiting, diarrhoea, constipation efc.

Precautions & Warnings: Bisoprolol ’

must be used with caution in ’

bronchospasm, diabetes mellitus  with

large fluctuations in blood glucose values,

strict fasting, ongoing desensitisation

therapy, first degree AV  block,

Prinzmetal's angina, peripheral arterial

occlusive disease, general anaesthesia.

41, Beximco Ibuprofen 200 mg + Ibuprofen BP 200 Analgesics & | Mild to moderate pain associated with | Contraindication: In patients with a Paracetamol BP 500 MHRA ot ARRE | SemE o9
Pharmaceuticals Paracetamol 500 mg mg + Paracetamol Antipyretics migraine, headache, backache, period | known hypersensitivity to ibuprofen, mg Tablet Ry @ | =@
Ltd., Tongi, Gazipur | Tablet BP 500 mg pain, dental pain, rheumatic and paracetamol or any other excipients. ofBf Row

Therapeutic muscular pain, pain of non-serious Patients with severe hepatic failure, Ibuprofen BP 200 mg & ]S
Code: 006 arthritis, cold and flu symptoms, sore severe renal failure or severe heart failure. 400mg Tablet Ry BEm
Opsonin Pharma throat and fever. In concomitant use with other NSAID c
Limited, Rupatali, containing products, including cyclo- R v
Barishal . oxygenase-2 (COX-2) specific inhibitors AR
. and doses of acetylsalicylic acid above 75 FIER |
Advanced Chemical mg daily — increased risk of adverse Eu
Industries E—j_ﬁmg 7 reactions.
Hajeeganj, Godnyl, Side Effect: Clinical trials with this SR
Narayangon product have not indicated any other T A o
undesirable effects other than those for ) ’
Navana pharma Ltd ibuprofen or paracetamol alone. i
Square Precautions & warnings: PR
Pharmaceuticals Caution is required in patients with certain Rewat =1
PLC, Salgaria, conditions: Respiratory disorders, R
Pabna Cardiovascular, renal and hepatic
impairment, Cardiovascular and
Synovia Pharma cerebrovascular effects, mmm:osam”_:m_
PLC., Station Road, bleeding, ulceration and perforation.
Tongi,
Gazipur /
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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/PMDA/

TGA

BRI AT
Fffsg ToR

Square Lifesciences
Ltd., Hemayetpur,
Pabna

Incepta
Pharmaceuticals
Ltd.; Zirabo, Dhaka

Beacon
Pharmaceuticals
PLC, Kathali,
Bhaluka,
Mymensingh

Ziska
Pharmaceuticals
Ltd., Gazipur
Drug International
Ltd 31/1, Satrong,
Tongi /A, Gazipur

Nuvista Pharma Ltd.

42,

Opsonin Pharma
Limited, Rupatali,
Barishal.

Bismuth Subsalicylate
262.50mg  Chewable
Tablet

Bismuth
Subsalicylate BP
262.50mg

Antacid

Therapeutic
Code: 007

Upset stomach, indigestion, heartourn
nausea and diarrhea.

Contraindications: Bismuth Subsalicylate
should not be used by patients
hypersensitive to Aspirin or other
salicylates. It also should not be used by
patients hypersensitive to any ingredient
in the formulation. Bismuth Subsalicylate
tablet should not be used by children
under 16 years of age.

Side effects: Gastrointestinal disorders:
Black tongue is common (>1/100, <1/10)
Black stool is very common (>1/10)

Precautions & warnings: Do not take
with aspirin or other salicylates. Patients
taking medicines for anti-coagulation
(thinning of the blood), diabetes or gout
should exercise caution.

Bismuth Subsalicylate should not be used

120mg Tablet

87.5 mg/5 ml
Suspension

MHRA

TN 5L

Feiifet 4
=

e IS5
Rty wrge w0
Bl
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Chest infections, ENT infections, skin
and soft tissue infections and infections
in Patients whose underlying pathology
places them at special risk.

Side effects: Before initiating therapy with
Co-fluampicil careful enquiries should be
made concerning previous hypersensitivity
to -lactam antibiotics. Serious and
occasionally fatal hypersensitivity
reactions (anaphylaxis) have been
reported in patients receiving p-lactam
antibiotics.

Precautions & warnings:
Gastrointestinal effects such as nausea,
vomiting and diarrhoea may be evident
and should be treated symptomatically.
Inhibition of the hepatic metabolism.

Powder For Suspension

Flucloxacillin 125 mg/5
ml Powder For
Suspension

Sl Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Status USFDA/ BNF/| B3f@a o (874 Rage sl
No. Manufacturer with dosage form with Strength Class and Warnings and Precautions (New/ UKMHRA/ | <ffeg el e
Code Existing Molecule) | EMA/PMDA/ fae
. TGA

by those aged under 16 due to a possible

association between salicylates and

Reye's syndrome, a very rare but very

serious disease.

43 Opsonin Pharma Ampicillin 250 mg + Anti-infective | Treatment of severe infections where Contraindications: Hypersensitivity to New MHRA AW W | elwiew ™
Limited, Rupatali, Flucloxacilin ~ 250mg the causative organism is unknown and | Pristinamycin or to any other R 7wgraw | Rty g $7
Barishal. Capsule Therapeutic | for mixed infections involving B streptogramins. BNF-85 PR @ |

Code: 023 Lactamase producing staphylococci. Side effects: Before initiating therapy with Page: 607 7
Chest infections, ENT infections, skin Co-fluampicil careful enquiries should be
and soft tissue infections and infections | made concerning previous hypersensitivity
in Patients whose underlying pathology | to B-lactam antibiotics. Serious and
places them at special risk. occasionally fatal hypersensitivity

reactions (anaphylaxis) have been
reported in patients receiving B-lactam
Precautions & warnings:

' Gastrointestinal effects such as nausea,
vomiting and diarrhoea may be evident
and should be treated symptomatically.
Inhibition of the hepatic metabolism.

44, Opsonin Pharma Ampicillin 125 mg + Ampicillin BP Anti-infective | Treatment of severe infections where | Contraindications: Hypersensitivity to Ampicillin 125mg/5 ml MHRA q@EH TR | JW@EN TR
Limited, Rupatali, Flucloxaciliin 125mg + the causative organism is unknown and | Pristinamycin or to any other Powder For Suspension R TvgeEw | Ruaw wwgg 10
Barishal. 125mg/5ml Oral Flucloxacillin BP Therapeutic | for mixed infections involving B | streptogramins. e = | T

Suspension 125 mg/5ml Code: 023 Lactamase producing staphylococci. Ampiciltin 250mg/5 ml ol
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Sl Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Status USFDA/ BNF/| G |87 fmme s
No. Manufacturer with dosage form with Strength Class and Warnings and Precautions (New/ UKMHRA/ | IRfaseq e
Code Existing Molecule) | EMA/PMDA/ frare
TGA
45, Renata Limited Amisulpride BP 400mg | Amisulpride BP Antipsychotic | It is indicated for the treatment of acute | Contra-indication: CNS depression. 50mg MHRA SO ICE RIS O (L C |
Mirpur, Dhaka Tablet 400mg and chronic schizophrenic disorders, in | comatosestates. Phaeochromocytoma. 100mg I IR |
Therapeutic which positive symptoms (such as | Prolactin-dependenttumours 200mg =
Beacon Code: 028 delusions, hallucinations, and thought | Side effects: Anxiety.breastpain. Tablet
Pharmaceuticals disorders) and/or negative symptoms | Hypersalivation. Musclerigidity. Nausea.
PLC, Kathali, (such as blunted affect, emotional and | Oculogyr iccrisis. Trismus. vomiting
Bhaluka, social withdrawal) are prominent,
Mymensingh including patients characterised by —~
predominant negative symptoms.
46. Square Magnesium  97.2mg | Magnesium Metals, Salts, | It is indicated as oral magnesium | Contraindications: Itis contraindicatedin | Magnesium Oxide 365 MHRA GYEMEAET | SN Al
Pharmaceuticals Tablet Glycerophosphate Minerals and | supplements for the treatment of | patients with severe renal impairment, mg Tablet FARH T | =
PLC, Kaliakoir, BP 777.6 eq. to Calcium patients with chronic magnesium loss | phenylketonuria, hyperphosphataemia or =
Gazipur 97.2 mg Preparations | or hypomagnesaemia. It is also | hypersensitivity to the active substance or
magnesium indicated for adult patients with | to any of the excipients.
Therapeutic hypomagnesaemia due to the | Adverse reaction: Diarrhoea,
code:062 concomitant administration of loop and | Hypermagnesaemia,
thiazide diuretics or other drugs which
cause hypomagnesaemia.
47. Advanced Chemical | Olopatadine Olopatadine Antihistamine | Allergic rhinitis, urticaria, itching Contraindication: 5mg Tablet PMDA SR | ST [0
Industries Limited, 7 | Hydrochloride 2.5mg Hydrochloride resulting from skin diseases It is contraindicated in patients with history P s | =@
Hajeeganj, Godnyl, | FC Tablet USP 2.5mg Therapeutic (eczemaldermatitis, prurigo, pruritus of known hypersensitivity to olopatadine or |
Narayangonj Code: 021 cutaneous, psoriasis vulgaris, multiform | any other components of this product.
exudative erythema) Side effects:
EVEREST The most common side effects are
Pharmaceuticals sleepiness, increased ALT (GPT) & AST
Ltd. BSCIC V/A, ) (GOT), malaise, thirst, etc.
Kanchpur,
Narayanagnj
Opsonin Pharma
Limited, Rupatali,
Barishal
48. Avristopharma Ltd. Luseogliflozin 2.5 mg Luseogliflozin Anti-diabetic | This tablet is used if diabetes cannot | Contraindication:  Luseoglifiozin  is New PMDA TS T8 e ™
Plot No. 14-22, Film Coated Tablet Hydrate INN 2.605 be controlled with other medicines for | contraindicated in patients with Type | Ry agas | R [wgs w0
Road No. 11 & 12, mg eqv. to Therapeutic diabetes, diet, and exercise. It can be | Diabetes, diabetic ketoacidosis, severe st v =3
Shampur-Kadamtali Luseogliflozin code: 015 used together with glucose-lowering | kidney and liver problems, urinary tract, or =
I/A, Dhaka-1204, 2.5mg | medjeinal products including insulin | genital infections.
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sl Name of the Name of the Medicine | Generic Name Therapeutic Indication Contra-indication, Side-effects, Status USFDA/ BNF/| GafRmymr o [@34 [ ofifeg
No. Manufacturer with dosage form with Strength Class and Warnings and Precautions (New/ UKMHRA/ | 3ffavwem Brare
Code Existing Molecule) | EMA/PMDA/ Fraite
TGA
Dhaka ) preparations.
Opsonin Pharma ' Side-effect:  Dehydration,  diabetic
Limited, Rupatali, ketoacidosis, hypoglycemia, urinary tract
Barisal infection, genital infection, cystitis,
The ACME constipation, poliakiuria.
Laboratories Ltd.
Dhamrai, Dhaka
49, | Aristopharma Ltd. Luseogliflozin 5 mg Luseogliflozin Antidiabetic This tablet is used if diabetes cannot | Contraindication: New PMDA LTS T2 TG e
Plot No. 14-22, Film Coated Tablet Hydrate INN 5.21 be controlled with other medicines for | Luseoglifiozin is  contraindicated in Rum vgees | Raiw awgs w40
Road No. 11 & 12, mg eqv. to Therapeutic diabetes, diet, and exercise. It can be | patients with Type | Diabetes, diabetic Fpotife <sat Ex
Shampur-Kadamtali Luseogliffozin 5 code: 015 used together with glucose-lowering | ketoacidosis, severe kidney and liver =
I/A, Dhaka-1204, mg medicinal products including insulin | problems, urinary fract, or genital
Dhaka preparations. infections.
Opsonin Pharma ' Side-effect:  Dehydration,  diabetic *
Limited, Rupatali, ketoacidosis, hypoglycemia, urinary tract
Barisal infection, genital infection, cystitis,
constipation, pollakiuria.
The ACME
Laboratories Ltd.
Dhamrai, Dhaka -
50. Drug International | Tirabrutinb 80  mg | Tirabrutinib HCI Anticancer | Tirabrutinib is indicated for the | Contraindication: It is contraindicated in New PMDA GRS el
Ltd. Tablet INN 86.42mg treatment of recurrent or refractory | patients with known hypersensitivity to peifa | =@
Plot# 13A & 14A, (Eqv. to 80 mg Therpaeutic | primary central nervous system | Tirabrutinib or any other components of ol
Tongi l/A, Tongi, Tirabrutinib) Code No: 010 | lymphoma and  waldenstrdm's | this product.
Gazipur. macroglobulinemia and | Precaution: The efficacy and safety of
lymphoplasmacytic lymphoma. Tirabrutinib used in combination with other
antineoplastic agents have not been
. established.  Tirabrutinib  should be
avoided from 1 hour before until 2 hours
after a meal.
Warning: As per precaution.
Side effects: The most common side .
effects are infection, severe skin disorder,
bone marrow depression, hypersensitivity,
interstitial  lung  disease,  hepatic
dysfunction, and hemorrhage.
7/
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Sl. Name of the Name of the Medicine Generic Name Therapeutic Indication Contra-indication, Side-effects, Status USFDA/ BNF/| G (8w famae sy
No. Manufacturer with dosage form with Strength Class and Warnings and Precautions (New/ UKMHRA/ | FRfbaver frae
Code Existing Molecule) | EMA/PMDA/ frare
TGA
51. Drug International Sitafloxacin 50.00mg Sitafloxacin Antibiotic It is indicated for the treatment of | Contraindications: It is contraindicated New PMDA GRS | S PR
Ltd., 31/1, Satrong, | Tablet Hydrate INN laryngopharyngitis, tonsilitis (including | in patients with a history hypersensitivity FAR T | =
Tongi l/A, Gazipur 52.20mg (Eqv. to Therpaeutic peritonsilitis and peritonsillar abscess), | to the ingredients of this drug or other =
Opsonin Pharma 50.00mg Code: 023 acute bronchitis, pneumonia, infections | quinolone antibiotics, pregnant women or
Limited, Rupatali, Sitafloxacin) secondary to chronic respiratory | who may be pregnant and children.
Barishal disease,  cystitis,  pyelonephritis, | Precautions: Caution regarding patients
) urethritis, cervicitis, ofitis media, | with specific background such as: Patients
M/s Orion Pharma periodontal ~ inflammation, | with or a history of convulsive disease
Ltd. .o\mm\m_ pericoronitis and jaw inflammation. such as epilepsy, patients with
Sumilpara, myasthenia gravis, patients with aortic
Siddhirganj, aneurysm or aortic dissection.
Narayanganj Warning: As per precaution.

Pharmasia Limited,
Bhawal, Mirzapur,
Gazipur

Navana
Pharmaceuticals
Limited
Square
Pharmaceuticals

PLC, Kaliakor,
Gazipur

Advanced Chemical
Industries Limited, 7

Hajeegonj, Godnyl,
Narayangonj

Incepta
Pharmaceuticals
Ltd.; Zirabo, Dhaka

Ziska
Pharmaceuticals
Ltd., Gazipur

Side effects: There is no data available.
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