2024/H/4/1/DP/RocheProducts 1/3134205/2025

GOVERNMENT OF INDIA/ARd IR
MINISTRY OF RAILWAYS/Id HATaT

(RAILWAY BOARD/¥dQ diE)

No. 2024/H/4/1/DP/RocheProducts New Delhi dated: 20.08.2025.

Principal Chief Medical Director
Central Railway
Mumbai.

Sub:-Renewal of registration of drug/pharmaceutical products
supply firm M/s Roche Products (India) Pvt. Ltd.- reg.

Ref:- E-3499729 & File No. CR-HQOMED/74/2025-0/0
PCMD/HQ/CR.
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Kind attention is invited to Zone’s file cited under reference on the
subject cited above. As approved by the competent authority in Railway
Board, the firm M/s Roche Products (India) Pvt. Ltd. is renewed with
the validity upto 19/08/2028.

Digitally signed by

NITI KUMARI

Date: 20-08-2025
(Dr2NitBKOv@ari/st. i $ard)

Joint Director/IH (T3 fc2re/3ia s Fareed)
Railway Board/ ¥&d 9%
Ministry of Railways (¥ #A1e¥)

Copy to:- PCMD(s)/PCMO(s), all Indian Railways including PUs &
RDSO.



Date: April 8, 2025

To

The PCMD,
Central Railway Head Office,
Annex Building, 4th Floor,
Mumbai - CST, Pin — 400 001

Sub.: Products List

Name of the Firm Roche Products (India) Pvt. Ltd.
Adrees of the Firm 146-B, 166 A, Unit No. 7, 8, 9, 8th Floor, R City Office, R City
Mall, Lal Bahadur Shastri Marg, Ghatkopar, Mumbai - 400 086,
Maharashtra
Railway from where mutual request | Central Railway , Mumbai
received
Sr. | Brand Name | Generic Name | Strength Manufacturing Unit HSN Code
No.
1 Kadcyla Vial | Trastuzumab 100mg F. Hoffmann-La Roche Ltd., | 3002.1500
100mg Emtansine Basel, Switzerland, Factory at
F. Hoffmann-La Roche Ltd,
Wurmisweg, CH-4303,
Kaiseraugst, Swizerland
2 Kadcyla Vial | Trastuzumab 160mg F. Hoffmann-La Roche Ltd., | 3002.1500
160mg Emtansine Basel, Switzerland, Factory at
F. Hoffmann-La Roche Ltd,
Wurmisweg, CH-4303,
Kaiseraugst, Swizerland
3 Perjeta  Vial | Pertuzumab 420mg M/s. F. Hoffmann-La Roche | 3002.1500
420mg Ltd, Grenzacherstrasse 124,
CH-4070, Basel, Switzerland,
having factory premises at
Roche Diagnhostics GmbH
Sandhofer Strasse 116
Mannheim (Germany)
- D-68305
4 Gazyva Vial | Obinutuzumab | 1000mg M/s. Roche Diagnostics | 3002.1500
1000mg GmbH, Sandhofer Strasse 116
Mannheim (Germany) - D-
68305
5 CellCept Mycophenolate | 500mg M/s. F.Hoffmann-La Roche | 3004.2099
Tablets Mofetil Ltd., Basel, Switzerland,
500mg Factory at F. Hoffmann-La
Roche Ltd, Grenzacherstrasse
124 Basel Switzerland - CH-
4058
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6 CellCept Mycophenolate | 250mg M/s. F.Hoffmann-La Roche | 3004.2099
Capsules Mofetil Ltd., Basel, Switzerland,
250mg Factory at F. Hoffmann-La
Roche Ltd, Grenzacherstrasse
124 Basel Switzerland - CH-
4058
7 Cellcept Mycophenolate | 1000mg/5ml M/s. F.Hoffmann-La Roche | 3004.2099
Suspension Mofetil powder Ltd., Grenzacherstrasse 124,
for Oral CH-4070, Basel, Switzerland,
suspension Factory at M/s Patheon Inc.
2100, Syntex Court,
Mississauga, Ontario, Canada
L5N7K9
8 Mircera PFS | Methoxy 50mcg/0.3ml F. Hoffmann-La Roche Ltd., | 3002.1500
50 mcg Polyethylene Basel, Switzerland, Factory at
Glycol-Epoetin F. Hoffmann-La Roche Ltd,
Beta Wurmisweg, CH-4303,
Kaiseraugst, Swizerland
9 Mircera PFS | Methoxy 75mcg/0.3ml F. Hoffmann-La Roche Ltd., | 3002.1500
75 mcg Polyethylene Basel, Switzerland, Factory at
Glycol-Epoetin F. Hoffmann-La Roche Ltd,
Beta Wurmisweg, CH-4303,
Kaiseraugst, Swizerland
10 | Mircera PFS | Methoxy 100mcg/0.3ml F. Hoffmann-La Roche Ltd., | 3002.1500
100 mcg Polyethylene Basel, Switzerland, Factory at
Glycol-Epoetin F. Hoffmann-La Roche Ltd,
Beta Wurmisweg, CH-4303,
Kaiseraugst, Swizerland
11 | Alecensa Alectinib 150mg M/s. F. Hoffmann-La Roche | 3004.9049
Ltd, Grenzacherstrasse 124,
CH-4070, Basel,
Switzerland having factory
premises, F. Hoffmann-La
Roche Ltd, Grenzacherstrasse
124 Basel (Switzerland) - CH-
4058.
12 | Tecentriq Atezolizumab 1200mg M/s. F. Hoffmann-La Roche | 3002.1500
Ltd, Grenzacherstrasse 124,
CH-4070, Basel, Switzerland,
having factory premises at
Roche Diagnhostics GmbH
Sandhofer Strasse 116
Mannheim (Germany)
- D-68305
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13 | Tecentriq Atezolizumab 840mg M/s. F. Hoffmann-La Roche | 3002.1500
Ltd, Grenzacherstrasse 124,
CH-4070, Basel, Switzerland,
having factory premises at F.
Hoffmann - La Roche Ltd
Wurmisweg Kaiseraugst
(Switzerland) - CH-4303
14 | Hemlibra Emicizumab 30mg/iml F. Hoffmann-La Roche Ltd., | 3002.1500
30mg Injection Basel, Switzerland, Factory at
M/s. Chugai Pharma
Manufacturing Co., Ltd, 16 3,
Kiyohara Kogyodanchi
Utsunomiya  City  Tochigi
(Japan) — 3213231
15 | Hemlibra Emicizumab 60mg/0.4ml F. Hoffmann-La Roche Ltd., | 3002.1500
60mg Injection Basel, Switzerland, Factory at
M/s. Chugai Pharma
Manufacturing Co., Ltd, 16 3,
Kiyohara Kogyodanchi
Utsunomiya  City  Tochigi
(Japan) — 3213231
16 | Hemlibra Emicizumab 105mg/iml F. Hoffmann-La Roche Ltd., | 3002.1500
105mg Injection Basel, Switzerland, Factory at
M/s. Chugai Pharma
Manufacturing Co., Ltd, 16 3,
Kiyohara Kogyodanchi
Utsunomiya  City  Tochigi
(Japan) — 3213231
17 | Hemlibra Emicizumab 150mg/1mi F. Hoffmann-La Roche Ltd., | 3002.1500
150mg Injection Basel, Switzerland, Factory at
M/s. Chugai Pharma
Manufacturing Co., Ltd, 16 3,
Kiyohara Kogyodanchi
Utsunomiya  City  Tochigi
(Japan) — 3213231
18 | Evrysdi Risdiplam 0.750 mg/ml M/s. F. Hoffmann-La Roche | 3002.1501
Powder For Ltd, Grenzacherstrasse 124,
Oral  Solution CH-4070,Grenzacherstrasse
0.75 mg/ml Basel(Switzerland) - 4070
19 | Phesgo Pertuzumab 1200mg+600mg | M/s. F. Hoffmann-La Roche | 3002.1500
1200mg 1200mg + | /15ml Ltd, Grenzacherstrasse 124,
Trastuzumab CH-4070, Basel, Switzerland,
600mg having factory premises at F.
[15ml/20cc Hoffmann - La Roche Ltd
vial] Wurmisweg Kaiseraugst
(Switzerland) - CH-4303
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20 | Phesgo Pertuzumab 600mg+600mg | M/s. F. Hoffmann-La Roche | 3002.1500
600mg 600mg + | /10ml Ltd, Grenzacherstrasse 124,
Trastuzumab CH-4070, Basel, Switzerland,
600mg having factory premises at F.
[10ml/15cc Hoffmann - La Roche Ltd
vial] Wurmisweg Kaiseraugst
(Switzerland) - CH-4303
21 | Vabysmo Faricimab 6 mg | Faricimab 6 mg | M/s. F. Hoffmann-La Roche | 3002.15.00
/0.05ml /0.05ml Ltd, Grenzacherstrasse 124,
solution for CH-4070, Basel, Switzerland,
intravitreal having factory premises at F.
injection Hoffmann - La Roche Ltd
Wurmisweg Kaiseraugst
(Switzerland) - CH-4303
22 | Polivy 30mg Polatuzumab M/s. F. Hoffmann-La Roche | 3002.15.00
Vedotin for | 30mg Ltd, Grenzacherstrasse 124,
Injection CH-4070, Basel, Switzerland,
30mglvial having factory premises at F.
Hoffmann - La Roche Ltd
Wurmisweg Kaiseraugst
(Switzerland) - CH-4303
23 | Ocrevus Ocrelizumab 300 mg / 10 mL | M/s. F. Hoffmann - La Roche | 3002.15.00
concentrate for | (30 mg/ml) Ltd,Wurmisweg Kaiseraugst
solution for (Switzerland) - CH-4303
infusion 300
mg
24 | Rozlytrek Entrectinib 100mg M/s. F. Hoffmann-La Roche | 3004.90.49
100mg 100mg Ltd, Wurmisweg, CH-4303,
Capsules Kaiseraugst, Wurmisweg
(Switzerland) - 4303
25 | Rozlytrek Entrectinib 200mg M/s. F. Hoffmann-La Roche | 3004.90.49
200mg 200mg Ltd, Wurmisweg, CH-4303,
Capsules Kaiseraugst, Wurmisweg
(Switzerland) - 4303
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