INDIAN PHARMACOPOEIA COMMISSION
National Coordination Centre - Pharmacovigilance Programme of India (PvPI)
Ministry of Health & Family Welfare, Government of India

ADRSs Reporting Status December-2023

The spontaneous ADRs reporting by the ADR Monitoring Centres (AMCs) under Pharmacovigilance
Programme of India (PvPI), National Tuberculosis Elimination Programme (NTEP) & Anti-Retroviral
Therapy (ART) centres under National Health Programmes, and Pharmaceutical Industries to National
Coordination Centre-PvPI for the month of December-2023 has been compiled. During the month total
13489 ICSRs including follow-up ICSRs were reported to NCC-PvPI. The detail is given below-

Source
AMC/ ART/RNTCP/NTEP 9113
MAH (Marketing Authorisation Holders) 4376
Initial Follow-up
2853 1523

(1) The details are as follows:
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No. of ICSRs recieved from AMCs in the month of December-2023
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No. of ICSRs recieved from AMCs in the month of December-2023

265

41

50

22

o | ensysyniny-Hvgs

mmm| 3JOPUI-SINIVS

o | 1s9Mm [eydwi-SHYS

© | YIN-HVS

o | eApuen-dovs

o | ninjeduag-omaavs

o | yJesqe|leg-dINOAGYS

o | Blem|iyg-DINSYAY

« | 12d1ppIS-SINIAAY

Andier-SINDSHNY

0

B1EY|0)-SDI1 1Y

JndexIquiy-DINDSNASY

0

Jndier-3sy

0

o | EpION J91eaiD-HYY

© | Pueuy-dddyd

s u ndiepn-JNLNY
< MOUINT-SINITIAY

()]
o~

31

o | eSieqino-ddsany

H epeude)-DIAY

o -L:QmI-uqu_\/_m

o ->___8mm-zu_>_x

I Jedeupawyy-IIAY
o | yea lenusd-HoY
) I weuledeyesin-HY

o | OllLqgejel-O)d

o | Yieswezy-HONVIY

o | J4ndieteyg-DYHrY

~ B Jndeyiueuy-y3idiy

i | 1youey-SNTY

o | Jnydiey-SNIY

o | leydw|-SIAIY

mm edepe)-HOSIAIY

10

yeme-SiAIY

o | youey-Hy

o | 4ndier-Hy

o | peqesspAH-HY

I eAN|Y-HY

o | IndaweH-HONDY

300 -

250 A

T T
o o
o wn
o —

SYSII 40 "ON

100 -

50 A

Name of AMCs

Page 18 of 26



No. of ICSRs recieved from AMCs in the month of December-2023
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No. of ICSRs recieved from AMCs in the month of December-2023

34

30

25

o

45

BU[e[-HINS

[ indier-Hins

epION 191e34D-IAIS

aund-MIINS
I epemeAelIA-DINS

Inaefueyl-dNIS

“-JNISOINS

nIN3ewn1-[¥4JINS

INISBN-DINS

OBUUN-HDOINIS

AYau1-HIOINS

Jey|IS-HOINS
IEUUBYD-HIINIS

[OOUINN-HODIANS

peqeizeys-dINS

I[2JWV-HOIINS

W NSSUYL-DYBINS

andier-D47gINS

JBSIH-HO®BINS

ndeto)-HIIAIN1S
A113yonpnd-SININTS

IBUUSYD-HIONIIS

peqeapAH-HOTS

IPUBIN-DINDSATS

SUJEN-DIANMIS

JegeulS-SININS

l|EMUBS-DINDNS

Jndens-dons

EPION-HHSIAIIS

o)} UNd-HOINIIS
L n.an|esusag-dIAIS

MOUYONT-HIS

N —— JNSSHYL-dOrS

e88owenyS-SINIS

N J. ninjewn -HYSNIS

T T
OMNmowmowmwowmouwmo
n << <

MmN N AN«

SYSJI40 'ON

Name of AMCs

Page 20 of 26




No. of ICSRs recieved from AMCs in the month of December-2023
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No. of ICSRs recieved from AMCs in the month of December-2023
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No. of ICSRs recieved from ART and NTEP Centres in the month of December-2023
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(1 ADRs reported by the Pharmaceutical Industries as follows:
. No. Industry Name Total Initial Follow-up
1 Abbott India Limited 18 18
2 Akums Drugs & Pharmaceuticals Limited 31 30
3 Alkem Laboratories 10 7
4 Allergan India Pvt. Ltd. 16 16
5 Amgen India 3 3
6 Amneal Pharmaceuticals 2 1 1
7 Aristo Pharmaceuticals Private Limited 7 7
8 Astellas Pharma India Private Limited 23 19 4
9 AstraZeneca Pharma India Limited 229 207 22
10 Aurobindo Pharma Limited 40 38 2
11 Baxter (India) Private Limited 375 375
12 Bayer Healthcare Limited 36 24 12
13 BE pharmaceuticals private limited 1 1
14 Besins Healthcare 1 1
15 Bharat Biotech International Limited 1 1
16 Bharat Serums And Vaccines Limited 3 3
17 Biocon Biologics Limited 6 6
18 Boehringer Ingelheim India Private Limited 4 1 3
19 Bristol-Myers Squibb India 168 65 103
20 Cadila Pharmaceuticals Ltd. 1 1
21 Cipla Limited 98 59 39
22 Concord Biotech Limited 1 1
23 Dr.Reddy's Laboratories 90 83 7
24 EISAl Pharmaceuticals India Pvt. Ltd 40 31 9
25 Eli Lilly & Company (India) Private Limited 110 104 6
26 Emcure Pharmaceuticals Limited 24 20 4
27 Exemed Pharmaceutical Ltd. 1 1
28 FDC Limited 6 5 1
29 Fresenius Kabi India Private Limited 1 1
30 Fresenius Kabi Oncology limited 6 6
31 Glaxo Smithkline Pharmaceuticals Limited 76 53 23
32 GlaxoSmithKline Asia Private Limited 10 9 1
33 GlaxoSmithKline Consumer Private Limited 2 2
34 Glenmark Pharmaceuticals Limited 35 25 10
35 Galderma India Pvt. Ltd. 32 28 4
36 Gilead 11 11
37 Gufic Biosciences Ltd 6 6
38 Hetero Labs Limited 30 27 3
39 IPCA Laboratories Limited 8 7 1
40 J. B. chemicals and Pharmaceuticals 23 23
41 Johnsons & Johnsons Private Limited 33 25 8
42 Kusum Healthcare Pvt Ltd 2 2
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43 LG Chem Life Sciences India Pvt. Ltd 1 1

44 Lupin Limited 136 64 72
45 Macleods Pharmaceuticals Limited 14 12 2
46 MERCK Limited 44 39 5
47 Micro Labs Limited 2 2

48 MSD Pharmaceuticals Private Limited 84 78 6
49 MSN Laboratories Private Limited 10 9 1
50 Mylan Laboratories Private Limited/Viatris 74 59 15
51 Novartis India Limited 869 383 486
52 Novo Nordisk India 8 7 1
53 Pfizer Limited 487 142 345
54 Piramal Pharma Limited 3 3

55 The Procter & Gamble Company 2 2

56 Roche Products (India) Private Limited 448 234 214
57 Reliance Life Sciences Pvt. Ltd. 2 2

58 Reckitt Benckiser (India) Pvt. Ltd. 8 2 6
59 Rusan pharma 13 13

60 Sandoz 47 46 1
61 Sanofi India Limited 132 74 58
62 Santen India Private Limited 1 1

63 Servier India Private Limited 6 4 2
64 Shilpa Medicare Limited 8 8

65 Sun Pharmaceuticals Industries Limited 86 74 12
66 Serum Institute of India Limited 88 86 2
67 Takeda 25 25

68 Torrent Pharmaceuticals Limited 49 29 20
69 Troikaa Pharmaceuticals Limited 2 2

70 USV Private Limited 3 3

71 Venus remedies Itd. 1 1

72 Vifor Pharma 6 6

73 Win Medicare 1 1

74 Wipro GE Healthcare Pvt. Ltd 15 9 6
75 Zydus Lifesciences Limited 80 78 2
76 Zuventus Healthcare Limited 1 1

77 Total 4376 2853 1523

Page 26 of 26




