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93 Drug Substances, Dosage Forms, &
Pharmaceutical Aids

4+ New Monographs: 121

3 Vaccines and Immunosera for
Human Use

Blood Related Products

2 Biotechnology Derived Therapeutic
Products

N

20 Blood and Blood Component
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Veterinary Vaccines

4+ New General Chapter: 5

New Monograph Categories
Anti-tubercular, Antibiotics,
Anti-viral, Anti-cancer, Iron

supplements, Anti-diabetics,

Monoclonal Antibodies,
Excipients

Implementation of ICH Q3D

Implementation of ICH Q3D
Guideline on Elemental
impurities & deletion of

Heavy Metal test

3Rs Principle
Alternative approaches introduced
to reduce the dependency on
animal-based methods

Harmonization

18 General Chapters and
22 Excipients Monograph
harmonized with PDG
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New Monograph Additions (N=121)

Chemicals (N=88)
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36.
37.
38.
39.
40.
41.
42.
43.
44.

Acamprosate Gastro-resistant Tablets
Acetylcysteine

Acetylcysteine Injection

Adapalene

Adapalene Gel

Adenine

Aluminium Sulphate

Amantadine Tablets

Azilsartan and Chlorthalidone Tablets

. Bedaquiline Fumarate

. Bedaquiline Tablets

. Bepotastine Besylate

. Bepotastine Besylate Ophthalmic Solution
. Bepotastine Tablets

. Bilastine and Montelukast Tablets

. Caffeine Citrate Injection

. Calcium Orotate

. Calcium Polystyrene Sulphonate

. Carbamazepine Oral Suspension

. Cefprozil

. Cefprozil Tablets

. Cefuroxime Axetil for Oral Suspension

. Celecoxib Capsules

. Ciprofloxacin Eye Ointment

. Ciprofloxacin for Oral Suspension

. Clarithromycin for Oral Suspension

. Clarithromycin Prolonged-release Tablets
. Clindamycin Gel

. Clindamycin Lotion

. Copper Sulphate

. Daclatasvir Tablets

. Dactinomycin

. Dactinomycin for Injection

. Dapagliflozin

. Dapagliflozin and Metformin Hydrochloride Prolonged-release

Tablets

Dapagliflozin Propanediol Monohydrate
Dapagliflozin Tablets
3-0-desacyl-4'-monophosphoryl lipid A
Desloratadine

Desloratadine Tablets

Diazepam Oral Solution

Diltiazem Prolonged-release Capsules
Edetate Calcium Disodium

Entecavir Oral Solution
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46.
47.
48.
49.
50.
51.
52.
53.
54.
55.
56.
57.
58.
59.
60.
61.
62.
63.
64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.
82.
83.
84.
85.
86.
87.
88.

Eribulin Mesylate

Eribulin Injection

Etravirine

Etravirine Tablets

Ferric Carboxymaltose
Fexofenadine and Montelukast Tablets
Frusemide Oral Solution
Fulvestrant Injection

Galantamine Tablets
Haemodialysis Solutions
Hydrocortisone Tablets

Low substituted Hydroxypropyl Cellulose
lohexol

lohexol Injection

Itraconazole Oral Solution
Ketoconazole Shampoo
Levetiracetam Injection

Mefenamic Acid Tablets

Micafungin Sodium

Micafungin for Injection
Minocycline Hydrochloride
Minocycline Capsules

Minocycline for Injection
Minocycline Tablets

Morphine Prolonged-release Tablets
Oxytocin Concentrated Solution
Paracetamol Suppositories

Paracetamol and Mefenamic Acid Suspension

Paracetamol and Mefenamic Acid Tablets
Pilocarpine Hydrochloride
Pilocarpine Hydrochloride Eye Drops
Pomalidomide

Pomalidomide Capsules
Proparacaine Hydrochloride
Proparacaine Eye Drops

Sildenafil Injection

Sodium Polystyrene Sulphonate
Sodium Stearyl Fumarate

Tramadol Injection

Tramadol Tablets

Tricholine Citrate

Vildagliptin and Metformin Prolonged-release Tablets

Xylitol
Zinc Gluconate

Vitamins, Minerals, Amino acids, Fatty Acids etc. (N=05)
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Calcium Folinate Tablets

Ferric Carboxymaltose injection
Phytomenadione Tablets
Potassium lodide Tablets

Zinc Gluconate Tablets

Vaccines and Immunosera for Human Use (N=03)
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Human Papillomavirus Vaccine (rDNA)
Meningococcal Group A, C, W135, Y and X Conjugate Vaccine

Diphtheria, Tetanus and acellular Pertussis vaccine (Adsorbed, reduced diphtheria and acellular pertussis antigen content): dTaP for

adults and adolescents

Blood Related Products (N=02)

1. Human Fibrinogen (Dried)
2. Hepatitis B Immunoglobulin for Intravenous Use

Blood and Blood Components (N= 20)
Whole Blood
1. Whole Blood, Irradiated

Red Cell Components

Red Blood Cell, in Additive Solution

Leucodepleted Red Blood Cells

Red Blood Cells, Buffy Coat Removed, in Additive Solution
Red Blood Cells, Cryopreserved

Red Blood Cells Washed

Qi > (99 5

Plasma Components

1 Fresh Frozen Plasma (FFP), Whole Blood

2. Fresh Frozen Plasma (FFP), Apheresis method
3. Cryoprecipitate

4. Cryo-poor Plasma (CPP)

Granulocyte Components

1. Granulocytes Apheresis method
2. Pooled Granulocytes Buffy Coat metho

Platelets Components

Platelet Rich Plasma (PRP)

Pooled Random Donor Platelets

Pooled Platelets Concentrate, Buffy Coat method
Random donor Platelet Concentrate, PRP method
Random donor Platelet Concentrate, Buffy coat method
Single Donor Platelets (SDP), Apheresis method

Single Donor Platelets in Additive Solution (SDP-PAS)
Double Single Donor Platelets, Apheresis method
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Biotechnology Derived Therapeutic Products (N=02)

1. Trastuzumab Concentrated solution
2. Trastuzumab for Injection

Veterinary Vaccines (N= 01)

1. Infectious Bovine Rhinotracheitis (IBR) Vaccine, Inactivated

New General Chapters (N=5)

{2.2.34} Disinfectants and Antiseptics

{2.2.35} Detection of Viral Extraneous Agents Using High Throughput Sequencing (HTS)
{2.4.48} Powder Flow

{2.4.49} Powder Fineness

{2.4.50} Chromatographic Separation Techniques

New General Monograph

Liquids for Cutaneous Application

New General Requirements: Blood and Blood Components

General Requirements: Blood and Blood Components from Human Source
General Requirements: Irradiation of Blood and Blood Components



