FIXED DOSE COMBINATIONS APPROVED BY DCG (I) From 1st January 2022 to
25th November 2022

S. No FDC Indication Approval
Date
1. Each film coated bilayered tablet For the treatment of | 03.01.2022
contains: hypertension
Benidipine Hydrochloride..... 4mg
Telmisartan IP .................. 40mg
(Additional Dosage Form)
2. Each uncoated bilayered tablets | As 3rd line treatment of | 06.01.2022
contains: type 2 diabetes mellitus
when diet, exercise and
Glimepiride IP + Voglibose IP + |the single agents and
Metformin HCI (SR) IP second line therapy with
(Img + 0.2mg + 1000mg & 2mg + | two drugs do not result in
0.2mg + 1000mg) adequate glycemic
control.
(Additional Strength)
3. Each uncoated mouth dissolving | For the management of | 01.02.2022
tablets contains: diabetic neuropathy in
patients with
Pyridoxine Hydrochloride IP 3mg + | hyperhomocysteinemia.
Folic acid IP 5mg + Vitamin D3 IP
1000lU +  Methylcobalamin IP
1500mcg
4. Each hard gelatin capsule contains: For the treatment of the | 03.02.2022
signs and symptoms of
Dutasteride IP.....0.5mg BPH in men with an
Silodosin........... 4 mg enlarged prostate.
(Additional Strength)
5. Each film coated bilayered tablet | For the management of | 07.02.2022
contains: stage Il hypertension.
Efonidipine Hydrochloride
Ethanolate................ 40mg
Telmisartan IP........... 40mg
6. Glycopyrrolate IP............ 9mcg For the treatment of | 07.02.2022
Formoterol Fumarate Dihydrate IP eq. | patients with  Chronic
to Obstructive  Pulmonary
Formoterol Fumarate...... 4.8mcg Disease (COPD)
Budesonide IP............. 160mcg
Meterd dose inhaler
7. Each film coated tablets contains: Dyslipidemia associated | 25.02.2022

Rosuvastatin  Calcium
Rosuvastatin + Teneligliptin
Hydrobromide  Hydrate eq. to
Teneligliptin (5mg + 20mg, 10mg +
20mg & 20mg + 20mgQ)

IP eq. to

with Type Il Diabetes

Mellitus




8. Each film coated tablets contains: For the treatment of type | 25.02.2022
2 diabetes mellitus
Teneligliptin  Hydrobromide Hydrate
eg. to Teneligliptin + Pioglitazone
Hydrochloride eq. to Pioglitazone
(20mg + 15mg & 20mg + 30mg)
9. Per 5ml suspension contains: For the treatment of | 11.03.2022
Allergic rhinitis in children
Bilastine........ 10mg aged 6 to 11 years (both
Montelukast Sodium [P Eg. to |inclusive) with a body
Montelukast....4mg weight of atleast 20kg.
10. | Each Orodispersible tablets contains: | For the treatment of | 11.03.2022
allergic rhinitis in adults.
Montelukast sodium eq. to
Montelukast IP.............. 10mg
Bilastine ............... ..... 20mg
(Additional Dosage form)
11. | Each film coated bilayered tablets | For the treatment of | 17.03.2022
contains: patients with diabetic
peripheral  neuropathic
Mecobalamin IP....... 1500mcg pain coexistent Vitamin
Nortriptyline Hydrochloride IP Eq. to | B12 deficiency.
Nortriptyline ........ 10mg
Pregabalin PR (IP).....75mg
12. | Lidocaine Hydrochloride IP 2% w/w + | For the treatment of anal | 24.03.2022
Diltiazem Hydrochloride IP 2% w/w gel | fissure.
13. | Each film coated tablets contains: It is indicated as an | 24.03.2022
adjunct to diet and
Sitagliptin  Phosphate IP eqg. to | exercise to improve
Sitagliptin + Metformin Hydrochloride | glycemic control in adults
IP (as sustained release form) with type 2  diabetes
(50mg +500mg, 50mg + 1000mg & | mellitus when treatment
100mg + 1000mg) with both Sitagliptin and
Metformin is appropriate
(Additional Strength)
14. | Each film coated tablets contains: For the treatment of | 25.03.2022

Nortriptyline Hydrochloride IP eq. to
Nortriptyline ......... 10mg
Pregabalin IP............ 50mg

(Additional Strength)

neuropathic pain.




15. | Each film coated tablets contains: It is indicated as an | 29.03.2022
adjunct to diet and
Empagliflozin + Metformin | exercise to  improve
Hydrochloride (as extended release) glycaemic control in adult
(5mg + 1000mg, 10mg + 1000mg, | patients with type 2
12.5mg + 1000mg & 25mg + 1000mg) | diabetes mellitus who are
not adequately controlled
on a regimen containing
Empagliflozin or
Metformin, or in patients
already being treated with
both Empagliflozin and
Metformin.
16. | Each film coated tablet contains: It is indicated as an | 04.04.2022
adjunct to diet and
Metformin  Hydrochloride IP (as | exercise to improve
immediate release form)....... 500mg glycaemic  control in
Dapagliflozin.................... 5mg adults with type 2
diabetes mellitus when
treatment  with  both
Dapagliflozin and
Metformin is appropriate.
17. | Each film coated tablets contains: Indicated as an adjunct to | 08.04.2022
diet and exercise to
Linagliptin + Metformin Hydrochloride | improve glycaemic
IP (as extended release) (2.5mg + | control in adult patients
1000mg & 5mg + 1000mg) with  type-ll  diabetes
mellitus when treatment
(Additional Strength) with  Linagliptin  and
Metformin is appropriate.
18. | Each uncoated bilayered tablet | For the treatment of | 08.04.2022
contains: patients with type 2
Diabetes mellitus
Vildagliptin (as sustained release) + | inadequately controlled
Dapagliflozin (100mg + 5mg & 100mg | on Metformin
+10mgQ) monotherapy.
19. | Ripasudil Hydrochloride Hydrate eq.to | It is indicated for the | 18.04.2022
Ripasudil......... 0.4% wiv treatment of elevated
Timolol Maleate IP eq. to|intraocular pressure
Timolol................... 0.5% wiv (IOP) in adult patients
Benzalkonium chloride IP....0.01%w/v | with open-angle
glaucoma or ocular
Eye Drops hypertension.
20. | Each Orodispersible tablet contains: For the treatment of | 09.05.2022

Bilastine........ 10mg
Montelukast  Sodium
Montelukast....4mg

IP Eg. to

(Additional Dosage Form)

allergic rhinitis




21. | Each uncoated sublingual tablet | For the treatment of | 17.05.2022
contains: patients  with  opioid
dependence
Naloxone Hydrochloride IP eqg. to
Naloxone .............. 0.25mg
Buprenorphine Hydrochloride IP eq. to
Buprenorpohine.....1mg
(Additional Strength)
22. | Each Film Coated Tablet contains: - As a complete regimen | 02.06.2022
for the treatment of HIV 1
Tenofovir  Alafenamide  Fumarate | infection in adults and
28mg eqg. to Tenofovir Alafenamide | pediatric patients
....25mg weighing at least 25kg.
Lamivudine USP.................. 300mg
Dolutegravir Sodium eq. to
Dolutegravir.........coovieiennn... 50mg
23. Calcium-3-Methyl-2-Oxo-Valerate (Brevention and treatment | 22.06.2022
Ketoanalogue to Isoleucine Calcium gadt) damages due to faulty
IH 67.0mg + or  deficient  protein
Calcium-4-Methyl-2-Oxo-Valerate (onetabolism in  chronic
Ketoanalogue to Leucine Calcium kidney disease in
Salt) IH 101.0mg + Calcium-2- connection with a limited
Oxo-3-Phenylpropionate dietary protein intake of
(a-Ketoanalogue to 40g/day or less (adult).
Phenylalanine Calcium Salt) IH Usually this applies to
68.0mg + Calcium-3-Methyl-2- patients whose
Oxo-Butyrate (a-Ketoanalogue to glomerular filtration rate
Valine Calcium Salt) IH 86.0mg| (6FR) is less than
Calcium-DL-2-hydroxy-4 25mL/min
(methylthio) Butyrate
(a-Ketoanalogue to methionine
Calcium Salt) IH 59.0mg +
L-Lysine acetate USP 105.0mg +| L-
Threonine USP 53.0mg +
L-Tryptophan USP 23.0mg +
Histidine Hydrochloride Monohydrate |BP
eq. to Histidine 38 mg +
L-Tyrosine USP 30.0mg
per 10ml Oral suspension
(Additional Strength)
24. | Each hard gelatin capsules contains: It is indicated for the | 22.06.2022
Mirabegron (as extended release | treatment of overactive
tablet) + Solifenacin Succinate (as | bladder (OAB)
immediate release tablet)
(25mg + 5mg & 50mg + 5mg)
(Additional Strength)
25. | Each uncoated bilayered tablet | In the management of | 23.06.2022
contains: hypertension
Efonidipine Hydrochloride
Ethanolate............... 40mg

Chlorthalidone IP...... 12.5mg




26. | Each film coated tablet contains:- It is indicated for the | 30.06.2022
treatment of type 2
Sitagliptin Phosphate monohydrate IP | diabetes mellitus
eqg. to Sitagliptin + Dapagliflozin | inadequately controlled
Propanediol monohydrate eq. to|on metformin
Dapagliflozin (50mg+5mg & | monotherapy
100mg+10mg)
27. | Each film coated tablet contains: For the treatment of | 06.07.2022
Neuropathic pain
Gabapentin IP....... 200mg
Nortriptyline Hydrochloride IP eq. to
Nortriptyline.......... 10mg
28. | Each capsule contains: Treatment of asthma in | 06.07.2022
adults and adolescents
Fluticasone Furoate + Vilenterol | aged 12 years and older
Trifenatate eq. to Vilenterol where use of a
(100mcg + 25mcg & 200mcg + 25mcg) | combination  medicinal
product (long-acting
beta2-agonist and
inhaled corticosteroids) is
appropriate:
e Patients not
adequately
controlled  with
inhaled
corticosteroids
and ‘as needed’
inhaled short
acting beta 2-
agonists.
e Patients already
adequately
controlled on
both inhaled
corticosteroid
and long-acting
beta 2-agonist.
29. | Each film coated tablet contains: For the treatment of | 23.07.2022
Neuropathic pain
Gabapentin IP +  Nortriptyline
Hydrochloride IP eq. to Nortriptyline
(100mg +10mg & 200mg +10mg)
(Additional Dosage form)
30. | FDC of Amino Acid and Carbohydrate | Provision of amino acids, | 02.08.2022

Injection with Electrolytes and Vitamin
B1- (Brand Name: BFLUID)

1. Upper chamber contains (500ml):

Acetyl cysteine JP 0.202gm + Glycine JP
0.885gm + L-Alanine USP 1.200gm + L-
Arginine USP 1.575gm + L-Aspartic acid
BP 0.150gm + L-Glutamic acid BP

electrolytes, vitamin B1,
and water via a peripheral
vein to patients with mild
hypoproteinemia or mild
malnutrition due to
inadequate oral intake, and
before and after
gastrointestinal surgery.




0.150gm + L-Histidine USP 0.750gm + L-
Isoleucine JP 1.200gm + L-Leucine JP 2.
100gm + L-Lysine Hydrochloride JP
1.965gm + L-Methionine JP 0.585gm + L-
Phenylalanine JP 1.050gm + L-Proline
USP 0.750gm + L-Serine USP 0.450gm +
L-Threonine JP 0.855gm + L-Tryptophan
JP 0.300gm + L-Tyrosine USP 0.075gm +
L-Valine JP 1.200gm + Dibasic Potassium
Phosphate USP 0.501gm + Dibasic
Sodium Phosphate Hydrate JP 0.771gm +
Sodium Citrate Hydrate JP 0.285gm +
Sodium L-Lactate solution (60%) (as
Sodium L-Lactate) USP 1.145gm

Lower chamber contains (500ml):
Calcium Chloride Hydrate JP 0.184gm +
Glucose USP 37.499gm + Magnesium
Sulfate Hydrate JP 0.308gm + Potassium
chloride JP 0.317gm + Thiamine Chloride
Hydrochloride JP 0.96mg + Zinc sulphate
Hydrate JP 0.70mg

2. Upper chamber contains (1000ml):
Acetyl cysteine JP 0.404gm + Glycine JP
1.770gm + L-Alanine USP 2.400gm + L-
Arginine USP 3.150gm + L-Aspartic acid
BP 0.300gm + L-Glutamic acid BP
0.300gm + L-Histidine USP 1.500gm + L-
Isoleucine JP 2.400gm + L-Leucine JP
4.200gm + L-Lysine Hydrochloride JP
3.930gm + L-Methionine JP 1.170gm + L-
Phenylalanine JP 2.100gm + L-Proline
USP 1.500gm + L-Serine USP 0.900gm +
L-Threonine JP 1.710gm + L-Tryptophan
JP 0.600gm + L-Tyrosine USP 0.150gm +
L-Valine JP 2.400gm + Dibasic Potassium
Phosphate USP 1.002gm + Dibasic
Sodium Phosphate Hydrate JP 1.542gm +
Sodium Citrate Hydrate JP 0.570gm +
Sodium L-Lactate solution (60%) (as
Sodium L-Lactate) USP 2.290gm

Lower chamber contains (1000ml):
Calcium Chloride Hydrate JP 0.368gm +
Glucose USP 74.998gm + Magnesium
Sulfate Hydrate JP 0.616gm + Potassium
chloride JP 0.634gm + Thiamine Chloride
Hydrochloride JP 1.920mg + Zinc sulphate
Hydrate JP 1.400mg

31.

Each Chewable uncoated tablet contains:

Magnesium Hydroxide IP....... 165mg
Calcium Carbonate IP.............800mg
Femotidine IP...................... 10mg

For the treatment of
conditions where
neutralization of gastric acid
and a controlled reduction
of gastric secretion is
required, such as acid

08.09.2022




indigestion, heartburn, sour
or upset stomach

32. | Each film coated tablet contains: It is indicated for the | 16.09.2022
treatment of type 2 diabetes
Sitagliptin Phosphate monohydrate 1P mellitus inadequately
eq. to Sitagliptin + Dapagliflozin | controlled on metformin
Propanediol ~ monohydrate  eq.  to | monotherapy
Dapagliflozin
(50mg + 10mg & 100mg + 5mg)
33. | Each film coated tablet contains: For the treatment of type 2 | 16.09.2022
diabetes mellitus
Vildagliptin............. 50mg inadequately controlled on
Pioglitazone Hydrochloride IP eq. to metformin monotherapy
Pioglitazone............ 15mg
34. | Each Film Coated tablet contains: For the treatment of diabetic | 16.09.2022
neuropathic
Alpha Lipoic Acid USP.......... 200mg
Mecobalamin IP.................. 1500mcg
Myo-Inositol BP.................. 100mg
Folic AcidIP...............ceeneee 1.5mg
Pyridoxine Hydrochloride IP......3mg
Chromium Picolinate USP eq. to elemental
Chromium.............200mcg
Benfotiamine..................... 200mg
35. | Each film coated bilayered tablet contains: | It is indicated as an adjunct | 16.09.2022
to diet and exercise to
Dapagliflozin Propanediol monohydrate | improve glycemic control in
eq. to Dapagliflozin + Sitagliptin | adults with type 2 diabetes
Phosphate IP eq. to Sitagliptin + | mellitus
Metformin Hydrochloride IP (as an
extended release form)
(10mg + 100mg + 500mg & 10mg +
100mg + 1000mg)
36. | Each film coated tablet contains: For the treatment of adults | 19.09.2022
with heterozygous familial
Rosuvastatin ~ Calcium IP  eq. to | hypercholesterolemia  or
Rosuvastatin............ 40mg established atherosclerotic
Bempedoic acid....... 180mg cardiovascular disease who
require additional lowering
of LDL-C
37. | Each film coated tablet contains: It is indicated as an adjunct | 24.09.2022
to diet and maximally
Atorvastatin ~ Calcium IP  eq. to | tolerated statin therapy for
Atorvastatin ............ 80mg the treatment of adults with
Bempedoic acid....... 180mg heterozygous familial
hypercholesterolemia  or
established artherosclerotic
cardiovascular disease who
required additional lowering
of LDL C.
38. | Each Film Coated Tablet contains: For the treatment of patients | 06.10.2022

with type 2 diabetes mellitus




Teneligliptin Hydrobromide Hydrate eq. to
Teneligliptin ~ IP +  Dapagliflozin
Propanediol  monohydrate eqg. to
Dapagliflozin (20mg + 5mg & 20mg +
10mg)

inadequately controlled on
metformin monotherapy.

39. | Each Film Coated Tablet contains: For the treatment of patients | 14.10.2022
with primary
Ezetimibe IP............. 10mg hypercholesterolemia
Rosuvastatin -~ Calcium IP  eq. to
Rosuvastatin.............. 20mg
(In additional Strength)
40. | Each 20ml vial contains: Treatment of infections due | 14.10.2022
to aerobic Gram-negative
Ceftazidime pentahydrate organisms
equivalent to Ceftazidime ...... 2gm in adult patients with limited
Avibactam Sodium equivalent to treatment options
Avibactam ...............oeeell 0.5gm
(In additional Indication)
41. | Each actuation delivers: Indicated for treatment of | 21.10.2022
patients with moderate to
Indacaterol Maleate eqg. to | severe COPD.
Indacaterol............ 75mcg
Budesonide IP....... 200mcg
42. | Each actuation delivers: Indicated in the patients | 21.10.2022
with persistent asthma aged
Vilanterol Trifenatate eq. to Vilanterol + | 18 years and older.
Fluticasone Furoate
(12.5mcg + 50mcg & 12.5mcg + 100mcg)
43. | Each uncoated bilayered tablet contains: For the treatment of | 31.10.2022
dyslipidemia associated
Atorvastatin ~ Calcium IP  eq. to | withartherosclerotic arterial
Atorvastatin 40mg + Clopidogrel Sulphate | disease ~ with  risk  of
IP eq. to Clopidogrel 75mg myocardial infarction,
stroke or peripheral vascular
(In additional Strength) disease.
44. | Each capsule contains: In patients with chronic | 31.10.2022
obstructive pulmonary
Indacaterol Maleate eq. to Indacaterol + | disease
Budesonide IP
(75mcg + 200mcg & 150mcg + 400mcg)
45. | Each Film Coated Tablet contains: For the treatment of stage 1 | 02.11.2022
and stage 2 hypertension
Bisoprolol Fumarate IP + Telmisartan IP
(2.5mg + 40mg & 5mg+40mQ)
46. | Each film coated bilayered tablets | As3rd line treatment of type | 04.11.2022
contains: Il diabetes mellitus when

Teneligliptin Hydrobromide Hydrate IP
eq. to Teneligliptin + Metformin
Hydrochloride IP (as sustained release) +
Pioglitazone Hydrochloride IP

(20mg + 500mg + 15mg & 20mg +
1000mg + 15mg)

diet, exercise and the single
agents and the second line
therapy with two drugs do
not result in adequate
glycemic control




47. | Each capsule contains: Indicated as a maintenance | 07.11.2022
treatment of asthma in adult
Mometasone Furoate eq. to 136mcg of | patients not adequately
Mometasone Furoate IP 160mcg + | controlled with a
Glycopyrronium Bromide eg. to 46mcg of | maintenance combination of
Glycopyrronium Ph. Eur. 63mcg + | long acting beta 2 agonist
Indacaterol Acetate eq. to 114mcg of | and a high dose of an
Indacaterol IH 173mcg inhaled corticosteroid who
experienced one or more
asthma exacerbations in a
previous year.
48. | Each uncoated bilayered tablet contains: For the treatment of | 07.11.2022
depression
Desvenlafaxine Succinate USP  eg. to
Desvenlafaxine (as extended release form)
......................... 50mg
Clonazepam IP ...... 0.25mg
(In additional Strength)
49. | FDC of Bempedoic Acid 180mg + | It is indicated as an adjunct | 09.11.2022
Ezetimibe 10mg film coated tablet to diet and maximally
tolerated statin therapy for
the treatment of adults with
heterozygous familial
hypercholesterolemia  or
established artherosclerotic
cardiovascular disease who
required additional lowering
of LDL C.
50. | Each uncoated bilayered tablet contains: | For the treatment of patients | 18.11.2022
with  Type 2 Diabetes
Vildagliptin 100mg (as sustained release) | Mellitus
+ Dapagliflozin Propanediol Monohydrate
eq. to Dapagliflozin 10mg + Metformin
Hydrochloride IP (as sustained release)
1000mg
51. | Each 5ml oral liquid contains: For the treatment of dry, | 25.11.2022
irritating cough associated
Chlorpheniramine Maleate IP + Noscapine | with running nose
IP
(2mg + 7mg & 4mg + 15mg)

Note 1: It may be stated that the above list of FDCs is prepared as per the records available with
the office of DCG (). In case any inconsistency is observed, same may be brought to the notice
of DCG (I) for necessary action.

Note 2: As per DCGI letter dated 23.09.2011, 04.04.2012 & 13.09.2013 regarding limiting of
Paracetamol in prescription combination products, lowering of Paracetamol content to 325mg
is applicable to the combinations of paracetamol with other analgesic/anti- inflammatory drugs.



