No0.31026/176/2021(Part-3)-MD
Government of India
Ministry of Chemicals & Fertilizers
Department of Pharmaceuticals

Public Notice dated 08.03.2024

Subject: Inviting details of local manufacturers of specific
Drugs/Medicines/Pharmaceutical Formulations -reg.

The Department for Promotion of Industry and Internal Trade (DPIIT) has
issued the Public Procurement (Preference to Make in India) (PPP-MII) Order,
2017 dated 16.09.2020. In pursuance of the same, the Department of
Pharmaceuticals had issued guidelines dated 30.12.2020 and 16.02.2021 for
implementation of the Order related to procurement of goods and services in
Pharmaceuticals Sector and Medical Device Sector respectively. Both the orders
can be accessed on the website of the Department at https :/
/pharmaceuticals.gov.in/policy.

02. Earlier, based on the requests of Central Procuring Agencies, DoP had taken
up an exercise of finding local manufacturers of those Drugs/Medical Devices
for which procuring entities were facing difficulties in procurement and based on
the result of the exercise, after recommendation of MoHFW, currently, 364 MDs
and 85 drugs are exempted upto 31.03.2024 from the DoE’s instructions issued
vide OM dated F.12/17/2019-PPD dated 15.05.2020 & 28.05.2020 regarding
Global Tender Enquiry.

03. Based on the fresh representations received from procuring entities/Medical
Device Associations/Importers, a list of total
196 Drugs/Medicines/Pharmaceutical Formulations (includes items that are
under exemption till 31.03.2024 and fresh requests) has been prepared and placed
at Annexure for local manufacturers to place their objection, against inclusion
of any medicine/formulation in the GTE exemption list, on account of domestic
manufacturing. The details are invited from the local/domestic manufacturers
against the items listed in the Annexure, strictly as per format indicated
below for assessment of local manufacturing capacity:

a. Name of the manufacturing entity:

b. Address of the Registered Office and Manufacturing location (complete postal
address):

c¢. Contact Details email id and phone numbers (Mobile and Office):

d. Local Content percentage of the drug:



e. Name of drug/strength along with primary molecule:

f. Manufacturing capacity per annum

o. Availability of alternate & equivalent medicine (if yes, please indicate
primary molecule & strength):

h. Whether registered with GeM portal:

i. Submission of manufacturing license is mandatory.

j. Submission of patent certificate is also mandatory, in case claim for local
manufacturing is indicated.

04. Further, it is to inform that local manufacturer(s), of the
Drugs/Medicines/Formulations listed in the Annexure, are requested to share the
above details to the mail id - pppmii-dop@gov.in within 10 days after the
issuance date of this Public Notice. If no information is received by the due date
in respect of listed medicines/formulations, it may be presumed that no local
manufacturing is available for such medicines/formulations and further action
will be taken accordingly.

05. The Public Notice is issued with the approval of Competent Authority.

\/

(Manoj Manu)

Under Secretary to the Govt. of India
Tele: 011-23389693

Email: manoj.manu@nic.in



Annexure

List of 196 Drugs:

Sr.
No

Name of the Drugs/Medicines/Pharmaceutical Formulations

1|Abemaciclib 50mg/100mg/150mg/200mg
2|Abrocitinib Tab 100mg

3|Abrocitinib Tab 200mg
4
5

Abrocitinib Tab 50mg

ACTEMRA (Tocilizumab) Concentrate solution for infusion 80mg/4ml
vial, 200 mg/10ml vial and 400 mg/20 ml vial [20mg/ml]

Afatinib Tab/Cap-

Each Tab/Cap to contain: Afatinib 20 mg

Afatinib Tab/Cap-

Each Tab/Cap to contain: Afatinib 30 mg

Afatinib Tab/Cap-

Each Tab/Cap to contain: Afatinib 40 mg

9AFLIBERCEPT 40 MG

10/ ALECENSA 150 MG {(Alectinib (150mqg)}

Alfa Ketoanalogue Tab/Cap-

Each Tab/Cap to contain: Alpha Ketoanalogue 381mg, L-Histidine 38m,
L-Lysine 105mg,L-Threonine 53mg, Tryptophan 23mg, Tyrosine 30mg
12|Alglucosidase Alfa vial for Inj.

13JAmivantamab 350 mg

Anticoagulants-

14|Each Kit to contain: Two Componant Fibrin Sealant With Synthetic
Aprotinin (4ml)

1

|

Apixaban Tab/Cap-

1 Each Film Coated Tab/Cap to contain: Apixaban 5mg

a1

1 Apixaban Tab/Cap-
Each Film Coated Tab/Cap to contain: Apixaban 2.5mg

D

17ATEZOLIZUMAB 840 MG/ 1.2MG

18/Avalgluosidase Alfa-ngpt vial for inj.

19Avelumab injection: 200 mg/10 mL (20 mg/mL) solution in single-dose
vial

20 AXxitinib Tab/Cap-
Each Film Coated Tab/Cap to contain: Axitinib 5 Mg

21 BASILIXIMAB 20 MG

22|Brolucizumab solution for injection 120 mg/ml(vial + filter needle)

23|/CANAGLIFLOZIN 100 MG TABS

24|CANAGLIFLOZIN 300 MG TABS

25|Canagliflozin 50mg + Metformin 1000 mg

26/Canagliflozin 50mg + Metformin 500 mg




27

CAPD Bag-
Each bag to contain: CAPD Bag 7.5% Of Lcodextrin With Asymmetrical
Y Connector

28

Capmatinib Film-coated Tablet 200 mg

29

Carboplatin Inj-
Each Vial to contain: Carboplatin 150mg

30

Carboplatin Inj-
Each Vial to contain: Carboplatin 450mg

31

Catridecacog (rDNA factor XI11 25001U)

32

Ceftazidime 2gm + Avibactam 500mg Inj.

33

CETUXIMAB 100 MG

34

CETUXIMAB 500 MG

35

Creon 10000 {(Pancreatin (150mg)}

36

Crizanlizumab 100mg/ 10mi

37

Crizotinib Tab/Capsule (250 Mg)

38

Dabrafenib capsules 75 mg

39

Dalteparin Sodium Inj-
Each PFS to contain: Dalteparin Sodium 2500 1U Units

40

Dalteparin Sodium Inj-
Each PFS to contain: Dalteparin Sodium 5000 1U Units

4

|

Dapagliflozin Tab/Cap-
Each Tab/Cap to contains Dapagliflozin 5mg

42

DARATUMUMAB 100 MG 400mg

43

Daratumumab Subcutaneous(Faspro) 1800 mg

44

Degarelix Inj-
Each Vial to contain: Degarelix 80 mg

45

DEGLUDEC 100 I.U./ML INSULIN, PREFILLED PEN 3 ML.

46

Denosumab Inj-
Each Vial to contain: Denosumab 120 mg (70mg/ml) Total Fill 1.7ml In
5ml Vial

47

Desfulrane Anaesthetic Liquid (SUPRANE)

48

Detemir Insulin 100 1U/ml 3ml Pen

49

DULAGLUTIDE 0.75 MG (BRAND TRULICITY 0.75MG)

50

Dulaglutide Inj-

Each 0.5 ml to contain: 1.5 mg of

Dulaglutide, Citric Acid Anhydrous [0.07mg], Mannitol [23.2 mg],
Polysorbate 80 [0.10 mg], Trisodium Citrate

Dehydrate [1.37 mg] Water for injection

51

Dupilumab Injection 300mg/2ml and 200mg/1.14ml

52

DURVALUMAB 120 MG/ 500MG

53

ELTROMBOPAG TABLETS 25 MG,
ELTROMBOPAG TABLETS 50 MG

(REVOLADE 25/50 MG




Emicizumab Inj- Each Vial Contains :

Emicizumab 30mg For Sub Cut Injection (R-DNA Origin), Each Vial
54|Contains .

Emicizumab 60mg For Sub Cut Injection

(R-DNA Origin)

EMPAGLIFLOZIN + LINAGLIPTIN TABS

55VARIOUS FIXED DOSE COMBINATION)

EMPAGLIFLOZIN + METFORMIN TABS

56VARIOUS FIXED DOSE COMBINATION)

57EMPAGLIFLOZIN 10 MG

58EMPAGLIFLOZIN 10
MG+LINAGLIPTIN 5 MG TAB/CAP

S9EMPAGLIFLOZIN 25 MG TABS

5 Erlotinib Tab/Cap-
Each Tab/Cap to contain: Erlotinib 150 mg

()

61Evrysdi 0.75MG/1ML 80 POSO IN (Risdiplam)

62|Eye drop Povidine 20 mg/ml preservative free comod system

63 Eye Drop Sodium hyaluronate 1mg/ml Preservative free, Phosphate free,
with comod system

64|Eye Drop Timolol Maleate preservative free comod system

65Eye Drop Travoprost with Polyquad

66/Fabrazyme (Agalsidase beta)

FACTOR EIGHT INHIBITOR BYPASSING

ACTIVITY -

Containing : Factor Eight Bypassing activity, Anti- Inhibitor-Coagulant
Complex. 500 1U.

67

FASENRA™ (Benralizumab, prefilled syringe) Benralizumab Each

68 injection contains Benralizumab 30mg

69 Ferric Carboxy Maltose Eqv. To Elemental Iron 50 mg Inj-
Each ml to contain: Ferric Carboxy Maltose Eqv. to Elemental Iron 50mg

/0FINERENONE 10 MG TAB

/1FINERENONE 20 MG TAB

72|Flavedon OD 80 mg {(Trimetazidine (80mg)}

73 FLUTICASONE 100 MCG+ UMECLIDINIUM 62.5 MCG+
VILANTEROL 25 MCG INHALER

74/Genryzon (Somatogron)

Golimumab (r-DNA Origin)- Each Single
Use Pre-Filled Syringe to contain:
Golimumab 50mg/0.5ml Component
[Amount Per Dose (Mg)]: Golimumab
(CNTO 148) -50mg, Sorbitol

-20.5mg, L-Histidine - 0.44mg, Polysorbate
80 - 0.075mg, Water For Injection

- 0.5ml

75




76

Goserelin Inj-
Each PFS to contain: Goserelin 3.6mg or 10.8mg

Haemostatic-

77|Each 5ml to contain: Haemostatic Matrix With Prefilled Gelatin Granules
In Syringes
Hemostat-

78|Each PFS to contain: Hemostatic Matrix With Thrombin In Prifilled
Syringe 10ml

79/Herpes Zoster Vaccine recombinant adjuvanted Brand Name: Shingrix

80

Human Albumin-
Each Bott to contain- Human Albumin 25% 100 ml In Flexible, Self
Collapsible- Closed System Bags

8

-

HUMAN COAGULATION FACTOR VI

INJ - Each vial to contain: Human Recombinant Coagulation Factor VII
activated (r-DNA origin) 1 mg Each vial to contain: Human Recombinant
Coagulation Factor VII activated (r-DNA origin) 2mg

82

Human Growth Hormone-
Each Cartridge to contain: Somatropin 16 IU (R-DNA Origin)/
Somatropin 5.3mg/ml (R-DNA Origin)

83

Human Papillomavirus- Each 0.5ml to contain: Human Papillomavirus
Quadrivalent (6,11, 16
18 ) Vaccine, Recombinant

8

~

Ibrutinib Tab/Cap-
Each Cap/Tab to contain : Ibrutinib 140mg.

85

Idursulfase injection : 6 mg/3 ml, (2 mg/mL) in single-use vial

86

Imiglucerase injection: 400 units of imiglucerase as a lyophilized powder
in a single-dose vial.

87

Inactivated Influenza Vaccine (Surface Antigen) (Quadrivalent)

88

Infliximab (Powder for Concentrate for Solution for Infusion 100 mg)

89

Inj Natalizumab 300mg/15ml

90

INJ PANITUMUMAB 100 MG

91

INJ PEMBROLIZUMAB 100 MG

92

Inj Spesolimab IV infusion 450 mg/7.5ml

93

Inj Tissue type plasminogen activator (tPA)

94

Inj. Insulin Degludec 70% + Insulin Aspart
30% 100 1U/ml., 3 ml. Cartridge
(RYZODEG PENFILL.)

95

Inj. Ixekizumab 80mg (Copellor)

96

INJ. MEPOLIZUMAB SOLUTION 100 MG

97

Inj. Thyrotropin alfa 1.1 mg (THYROGEN)

9

(00)

Injection Human Rabies Immunoglobulin (HRIG) 150 IU/ML in 2ML
PFS

99

Inonza (Inotuzumab Ozogamicin)

100

Inotuzumab Ozogamicin powder for concentrate sol




Insulin Analogue of 50% Insulin Aspart + 50% longer acting analogue

10100 1u/ml.
102 Insulin Aspart Inj-
Each Vial to contain: Insulin Aspart (r-DNA Origin)
INSULIN GLULISINE
103|INJECTION(MONOCOMPONENT
INSULIN GLULISINE) 100 I.U./ML,3ML
Insulin Inj-Each Cartridge to contain: 25% Lispro And 75% Lispro
Protamine
Suspension (100 1U/ml) [Monocomponent
104 Insulin, Recombinant DNA Origin] & 3mi
Cartridge Each Cartridge to contain: 50%
Lispro And 50% Lispro Protamine
Suspension (100 1U/ml) [Monocomponent
Insulin, Recombinant DNA Origin] & 3ml Cartridge
Intravitreal Dexamethasone Implant- Each inj to contain: Intravitreal
105Dexamethasone
0.7mg
106 Irinotecan Ir)j- - _
Each 2ml Vial to contains: Irinotecan 40 mg
107 Irinotecan Ir_1j- _ _
Each 5ml Vial to contain: Irinotecan 100 mg
108|Isavuconazole 100 mg caps.
Ivabradine Tab/Cap-
109|Each Film Coated Tab/Cap to contain: Ivabradine Hcl Equivalent To
Ivabradine7.5mg
110 KADCYLA (Trastuzumab emtansine) (Sterile powder for concentrate for
infusion solution 100mg and 160mg vial [20mg/ml]
111|Kyzific® (Asciminib film-coated tablets 40 mg)
112 Laronidase injection: 2.9 mg/5 mL (0.58 mg/mL) of laronidase in a
single-dose vial
113|Lemtrada (Alemtuzumab)
114 Lenvatinib Tab/Cap- _ N
Each Tab/Cap to contains: Lenvatinib 10mg
115 Lenvatinib Tab/Cap- _ N
Each Tab/Cap to contains: Lenvatinib 4mg
116|Linagliptin (5 mg) [brand: Trajenta]
117 Linagliptin + Metformin (2.5 mg + 850 mg / 2.5 mg + 1000 mg) [brand:
Trajenta Duo]
118|LINAGLIPTIN 2.5 MG + METFORMIN 500 MG TAB/CAP
Lipid Soln- Each Bag to contain - Glucose Solution 13%, Amino Acid
119 Solution With Electrolytes And Lipid Emulsion Corresponding To :

Glucose 85 g, Amino Acid 38 g, Nitrogen 6.2 g, Lipids 34 g, Energy 800
Kcal, Osmolarity 850 Mosmol/L (3 Chamber Bag)

120

LIRAGLUTIDE 6 MG/ML 3mi




121

Lorbriqua® (Lorlatinib)

122

Luspatercept 25 mg and 75 mg [Brand Name: Rojuzda]

123

Lutropin Alfa-r-DNA (Recombinant Leutinising Hormone 75 IU) Powder
with 1ml solvent for solution for injection

124

Meningcoccal tetravalent Conjugated

125

Mesalazine Granules:
Each Sachet to contain: Mesalazine 2 gm Prolonged Release Granules

126

Mesalazine Suppository-
Each Suppository to contain: Mesalazine 1 gm

127

Methoxy Polyethylene Glycol-Epoetin Beta
Each PFS to contain: Methoxy Polyethylene
Glycol-Epoetin Beta 100mcg,

Methoxy Polyethylene Glycol-Epoetin Beta
Each PFS to contain: Methoxy Polyethylene
Glycol-Epoetin Beta 50mcg,

Methoxy Polyethylene Glycol-Epoetin Beta
Each PFS to contain: Methoxy Polyethylene
Glycol-Epoetin Beta 75mcg

128

Methylphenidate Hydrochloride Extended-Release Tablets 18mg, 36mg
and 54mg

129

Midostaurin Tab/Cap- Each
Tab/CapContains:Midostaurin 25mg

130

Miglustat

131

Multiple Electrolyte Injection-

Each to contain: Type I: A self-collapsible bag contain isotonic solution in
a single dose container for intravenous administration. Each bottle has an
ionic concentration of 140mEq Sodium, 5mEq Potassium, 3mEq
Magnesium, 98mEq Chloride, 27mEq Acetate and 23mEq Gluconate. The
osmolarity is 294mOsmol/L. The caloric content is 21Kcal/L

132

Mycophenolate Mofetil Powder-
Each Bott to contain: Mycophenolate Mofetil Powder For Oral
Suspension 1gm/5ml

133

NILOTINIB 150 MG TAB
NILOTINIB 200MG TAB

134

NIVOLUMAB 100 MG INJ,
Nivolumab 40mg

135

Nonacog Beta Pegol 500 1U/1000 1U/2000 U

136

Obinutuzumab Inj- Each Vial to contain: Obinutuzumab 1000 mg

137

OCREVUS ( Ocrelizumab)Concentrate for solution for infusion 300
mg/10 mL vial [30 mg/mL]

138

Olaparib 150mg

139

Olipudase alfa-rpcp vial for Inj.

140

Omalizumab 150mg PFS

141

OSIMERTINIB 80 MG




142

Oxaliplatin Inj-
Each Vial to contain: Oxaliplatin 100 Mg

143

Oxaliplatin Inj-
Each Vial to contain: Oxaliplatin 50mg

144

Palbociclib Tab/Cap-
Each Hard Gelatin Tab/Cap to contain: Palbociclib 125mg

145

Paliperidone palmitate - Prolonged-Release Suspension for Inj. 75mg,
100mg & 150 mg

146

Pertuzumab Inj-
Each 14ml Vial to contain: Pertuzumab
420mg (30mg/ml)

147

PHESGO Solution for subcutaneous injection 600mg + 600 mg (10
ml/15cc vial) 1200mg + 600mg (15ml/20cc vial)

Pertuzumab (600mg) + Trastuzumab (600mg)

Pertuzumab (1200mg) + Trastuzumab (600mg)

148

Pneumococcal Vaccine-
Each 0.5ml to contain: Pneumococcal Polysaccharide Conjugate Vaccine
(13 Valent)

149

Pneumovax 23(pneumococcal vaccine polyvalent for 23 serotypes)

150

POLIVY ( Polatuzumab vedotin) [20mg/mL] Powder for concentrate for
solution for infusion 30mg/vial and 140 mg/vial

151

Posaconazole Soln-
Each Phial to contain : Posaconazole Oral Soln 40mg/mi

152

RAMUCIRUMAB 100 mg&500 MG(BRAND- CYRAMZA)

153

Ranibizumab 1.650mg/ 0.165ml PFS

154

RECOMBINANT ANTI HEMOPHILLIC FACTOR-VIII

155

Resperidone Consta 25mg

156

Resperidone prolonged release suspension

157

RIBOCICLIB TABLET(CAPSULE 200 MG (BRAND KRYXANA)

158

Risperidone prolonged-release suspension Injection
25.0mg/37.5mg/50.0mg

159

RUXOLITINIB 5MG, 15 MG, 20MG TABLET (BRAND JAKAVI)

160

Saxagliptin Tab/Cap-
Each Tab/Cap to contain: Saxagliptin 5mg

161

Secukinumab Inj- Each 1 ml to contain:
Secukinumab 150mg, Sucrose 92.43mg, LHistidine
/ L- Histidine Hcl Monohydrate 4.656 mg, Polysorbate 80 - 0.60mg.

162

Selumetinib (Koselugo)

163

SEMAGLUTIDE 14 MG TAB

164

SEMAGLUTIDE 3 MG TAB

165

SEMAGLUTIDE 7 MG TAB

166

Sevelamer Sachet-
Each Sachet to contain: Sevelamer Carbonate 800 mg

167

Sevoflurane Inj-
Each 250ml to contain: Sevoflurane




168

Sitagliptin 50mg + Metformin 500mg Tab/Cap-
Each Tab/Cap to contain: Sitagliptin 50mg, Metformin 500 mg.

169

Sunitinib Malate Tab/Cap-
Each Tab/Cap to contain: Sunitinib Malate 12.5mg

170

Sunitinib Malate Tab/Cap-
Each Tab/Cap to contain: Sunitinib Malate 25mg

171

Sybrava (Inclisiran solution for injection in pre-filled syringe 284 mg/1.5
mL)

172

Symbicort 80mcg/4.5mcg Turbuhaler (Budesonide IP 80 mcg Formoterol
fumarate dihydrate IP 4.5 mcg Lactose monohydrate Ph. Eur. 810 mcg)

173

SYMBICORT® TURBUHALER® 160/4.5 Mcg/Dose (Budesonide
160mcg, Formoterol Fumarate dihydrate 4.5mcg & Lactose Monohydrate
730mcQ)

174

SYMBICORT® TURBUHALER® 320/9 mcg/dose (Budesonide
320mcg, Formoterol Fumarate dihydrate 9mcg & Lactose Monohydrate
491mcg)

175

Synvisc One (Hylan Polymer (A&B)G-F 20) (8 mg/ml) Hyaluronic Acid
(20mg) or Cross-linked Sodium Hyaluronic acid 1-2.9 mDa

176

Tab. Baricitinib 2mg

177

Tab. Baricitinib 4mg

178

Tab. Dacomitinib Monohydrate 30 mg.(Tab Dacoplice 30 Mg.)

179

Tab./ Cap. (Netupitant 300 mg. +
Palanosetron 0.5 mg.) (AKYNZEO CAPS.)

180

Thymoglobulin (Anti human thymocyte immunoGlobulin (rabbit). 25
mg/ml)

181

TOUJEO SOLOSTAR 1.5ML
PEN(INSULIN GLARGINE INJECTION
300 U/ML)

182

Trametinib 0.5 mg and 2 mg tablets

183

Trastuzumab deruxtecan (Enhertu)

184

Trelegy Ellipta {(Fluticasone Furoate (100mcg) + Umeclidinium
(62.5mcq) + Vilanterol (25mcg)}

185

Triple Chamber Bag-

Each Bag to contain: Triple Chamber Bag With Lipid Emulsion (80%
Olive Oil & 20% Soya Oil), Amino Acids, Glucose And Electrolytes
Separated By Peel Seals For Central Intravenous.

186

Triple Chamber Bag-

Each Bag to contain: Triple Chamber Bag With Lipid Emulsion (80%
Olive Oil & 20% Soya Oil), Amino Acids, Glucose And Electrolytes
Separated By Peel Seals For Peripheral Intravenous

187

Triptorelin Pamoate Inj-
Each Single Dose Vial Contains:(Sterile Lypholized) Triptorelin Pamoate
Equivalent to Triptorelin 11.25mg

188

TUROCTOCOG ALFA 500 I.U. INJECTION

189

Turoctocog Alfa Pegol 500 1U/1000 1U/1500 1U/2000 1U




190|Ustekinumab 90 mg and 130 mg

191VABYSMO ( Faricimab) [120mg/mL]

192VERICIGUAT 10 MG TABS

193VERICIGUAT 2.5 MG TAB

194VERICIGUAT 5 MG TABS

195VERTEPORFIN 15 MG

196)YERVOI®(Ipilimumab)




