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From the Desk of Secretary-cum-
Scientific Director

[F =1

It gives me immense pleasure to present the Annual
Report of the Indian Pharmacopoeia Commission
(IPC), for the financial year 2022-23. IPC is working
towards fulfilling its objectives of publishing the
Indian Pharmacopoeia (IP), National Formulary of
India (NFI), Development of IP Reference Substances
(IPRS) & Impurity Standards, testing of New Drug
Substances/Drugs Samples, Skill Development,
National & International Cooperation, and carrying
out other assigned functions such as running
Pharmacovigilance Programme of India (PvPI) and
Materiovigilance Programme of India (MvPI).

IPC along with its team is highly committed to protect
and promote human and animal health, with an overall
objective of contributing to the quality and safety of
medicines. The IPC is regularly publishing the IP and
keeping it updated by bringing out its Addendum. The
standards set out in IP are feasible for compliance to
the stakeholders which boost the public confidence in
quality of medicines manufactured and marketed in
the country. In addition, IPC continued with the
development of new IPRS including Impurity
Standards to support the stakeholders for compliance
with IP. The IPC made available 665 Nos. of IPRS and
501 Nos. of IMPRS respectively.

The awareness regarding use of National Formulary
of India was created through presentation in induction
training programmes and conferences, etc.

The Pharmacovigilance Programme of India (PvPI)
has undergone expansion and the numbers ofAdverse
Drug Reaction Monitoring Centres (AMCs) have
been increased from 534 to 691. The 2" National
Pharmacovigilance Week having theme on “Encourage
the reporting of ADRs to PvPI by the consumers” was
celebrated from 17" September to 23" September, 2022
and also sensitised the AMCs for organizing
Pharmacovigilance activities to raise the awareness
about reporting of ADRs to PvPI. During the National
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Pharmacovigilance week PvPI organised a total of 628
training/awareness-cum-sensitization programmes
including CME/CPE in which 54,889 healthcare
professionals and other stakeholders were trained on
pharmacovigilance. A total of 1795 training
programmes and 109571 participants were trained in the
area of Pharmacovigilance during the year 2022-23.
The PvPI also sent 03 recommendations (2 PIL Changes
and 1 Signal) to CDSCO for taking appropriate
regulatory action.

Materiovigilance Programme of India (MvPI) is
helping in tracking the adverse events due to medical
devices. Currently 150 Medical Device Monitoring
Centers (MDMCs) are functioning under MvPI. IPC
continued imparting trainings for Skill Development
in the area of Pharmacovigilance, Medical Devices
and IP standards with the objective of creating
qualified and skilled human resources to cater to
current requirements.

As a part of international collaboration, IPC
continued working as WHO Collaborating Centre for
Pharmacovigilance in Public Health Programmes
and Regulatory Services.

The PvPI representative participated as observer in
WHO -MTG meeting organised by WHO regional
office for South East Asia in New Delhi on Occular
event reported with Miltefosine on 30.11.2022.

IPC has expanded its outreach to broad range of
stakeholders including MoU with Pharmacopoeia
Commission for Indian Medicine and Homoeopathy
and CSIR-Centre for Cellular & Molecular Biology,
Hyderabad. International standards, as  well as
international cooperation and harmonization in the
public health sector, were also strenuously promoted
across our activities. These accreditations and
recognitions make us confident that we can be among
the best organization in the world. IPC takes all
proactive measures to address the emerging
challenges in the field of quality and safety of medical
products for the wellbeing of human/animals.

I am sure that IPC shall make continuous progress on
the path of growth, development, and innovationwith
the active cooperation of all our stakeholders,
experts, scientific staff, collaborators, and public at
large.

Dr. Rajeev Singh Raghuvanshi
Secretary-cum-Scientific Director
Indian Pharmacopoeia Commission
Ghaziabad-201002
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VISION, MISSION &

OBJECTIVES

VISION
To promote the highest standards of drugs for use in human and animals within practical limits of the

technologies availablefor manufacture and analysis.

MISSION

To promote public and animal health in India by bringing out authoritative and officially accepted
standards for quality of drugs including active pharmaceutical ingredients, excipients and dosage forms,
used by health professionals, patients and consumers.

OBJECTIVES

1.

To develop comprehensive monographs for drugs to be included in the Indian Pharmacopoeia,
including active pharmaceutical ingredients, pharmaceutical aids and dosage forms as well as medical
devices and to keep them updated by revisions on a regular basis.

To develop monographs for herbal drugs, both raw drugs and extracts/ formulations there from.

To accord priority to monographs of drugs included in the National List of Essential Medicines and
their dosage forms.

To take note of the different levels of sophistication in analytical testing/ instrumentation available
while framing the monographs.

To accelerate the processes of preparation, certification and distribution of IP Reference Substances,
including the related substances, impurities and degradation products.

To collaborate with pharmacopoeias like the Ph Eur, BP, USP, JP, ChP and International
Pharmacopoeia with a view to harmonize global standards.

To review existing monographs periodically with a view to deleting obsolete ones and amending
those requiring upgrading/ revision.

To organize educational programme and research activities for spreading and establishing awareness
on the need and scope of quality standards for drugs and related articles/materials.

To publish the National Formulary of India for updating medical practitioners and health
professionals.

10. To act as a National Coordination Centre for Pharmacovigilance Programme of India.
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SUMMARY OF

ACHIEVEMENTS

The financial year 2022-23 was a productive year for the Indian Pharmacopoeia Commission to keep
abreast the stakeholders of new scientific developments in the area of setting standards of drugs,
promoting rational use of medicinal products through generic approach and to ensure patient safety, their
rights and well being through Pharmacovigilance Programme of India and Materiovigilance Programme
of India. The summary of major achievements is as follows:

PUBLICATION OF IP ADDENDUM 2024

To further strengthen the drug monographs in the IP, AR&D Division has taken up the
publication of [P Addendum 2024 by developing new monographs and general chapters along with
their revision and harmonization. To establish transparency in the standards-setting process, proposals
on new monographs and monograph revisions were publicized on the IPC website, besides obtaining
comments through consultations with EWGs. The comments obtained from stakeholders on draft
monographs were examined by the IPC and EWGs for their suitability and acceptance. Following
monographs and general chapters have been considered by AR&D for their inclusion in the IP
Addendum 2024:

Admissions (Annexure I)

(1)  General Chapters (N =2)

(i) Monographs on APIs and Dosage forms (N = 48)
(i11) Veterinary Monographs (N = 10)

Upgradations (Annexure II)

(1)  General Chapters (N = 23)

(i) Monographs on APIs and Dosage forms (N = 180)
(i11) Veterinary General Chapters (N = 1)

(iv) Veterinary Monographs (N =11)

IP REFERENCE SUBSTANCES

1. Analysis of New Drugs Substances (NDS):-RSD is routinely engaged in the testing of New Drugs
Substances (NDS) received from Drugs Controller General (India), Central Drugs Standard Control
Organization, New Delhi and to submit the test report within a definite time period. During the indexed
period (Apr 2022-Mar 2023) a total of 1099 New Drugs Substances (NDS) samples were analyzed and
the report of these samples were successfully submitted to the office of the Drugs Controller General
India (DCG(I)).

2. Analysis of MISC/ Port / CMSS samples: RSD receives samples from various government offices
such as Port offices, Central Medical supplied Services (CMSS) for analysis purpose. During the
indexed period (Apr 2022-Mar 2023) 692 Number of samples were analyzed and report of these samples
were successfully submitted to the respective government offices. The list of current IPRS and
Impurities is available at www.ipc.gov.in
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NATIONAL FORMULARY OF INDIA

The National Formulary of India (NFI) is a guidance document for healthcare professionals to promote
rational and economic prescribing of medicines. In order to promote the 6th edition of NFI awareness
was created through various trainings highlighting “the NFI 2021, its Relevance and salient Features.”

QUALITY ASSURANCE ACCREDITATION & CERTIFICATION

The purpose of the quality assurance department is to maintain and implement the quality management
system at Indian Pharmacopoeia Commission and ensure its compliance with General Requirement for
the Competence of Testing and Calibration Laboratories. IPC was recognized as NABL accredited
laboratory for ISO/IEC 17025:2017, NABL ISO 17034:2016 (RMP), NABL ISO/IEC 17043:2010 (PTP)
in September 2011, December 2015 and June 2017 respectively and also is a WHO pre-qualified
laboratory since October 2015. Since then IPC is maintaining various accreditations & certification.
Onsite/desktop audits were successfully conducted for all the accreditations at IPC during this year 2022-
2023.

a) NABL ISO/IEC 17025:2017 Testing and Calibration Activities

Re-Assessment for ISO/IEC 17025:2017 (NABL) was conducted successfully in the month of
October 2022 in the field of Chemical & Biological testing.

b) NABL ISO 17034:2016 for Reference Material Producers (RMP) Chemical Discipline
Activities
Desktop Surveillance for ISO 17034:2016 (RMP) was conducted successfully in the month of
June 2022 for the applied scope of CRM.

¢) ISO/IEC 17043:2010 (Proficiency Testing) Activities:

Re-Assessment for ISO/IEC 17043:2010 (PTP) was conducted successfully in the month of
September 2022 in the field of Chemical & Biological discipline.

d) WHO prequalified Quality Control Laboratory (QCL) since 2015.

PHARMACOVIGILANCE PROGRAMME OF INDIA

Indian Pharmacopoeia Commission (IPC) functions as National Coordination Centre (NCC) for
Pharmacovigilance Programme of India (PvPI).

» There are 691 ADR Monitoring Centres across the country under Pharmacovigilance Programme of
India to monitor and report adverse drug reactions to NCC.

» Data collection, assessment, detection and communication of risks associated with the use of
medicines in Indian Population: The Individual Case Safety Reports (ICSRs) collected by Adverse
Drug Reaction Monitoring Centres and Marketing Authorization Holders are communicated to NCC-
PVvPI. The Annual database accounts for 113459 ICSRs for the index period.

» The average annual completeness score accounts for about 0.75 out of 1, which is significantly higher
than rest of the countries.

» The signal review panel of PvPI confirmed a signal (Paracetamol associated Fixed Drug Eruption)
and two Prescribing Information Leaflet changes (Losartan associated muscle spasm and Piroxicam
associated Fixed Drug Eruption). These recommendations were sent to the Central Drugs Standard
Control Organization (CDSCO) for appropriate regulatory actions.
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After preliminary analysis of PvPI data, 18 Drug Safety Alerts were issued to sensitize the
healthcare professionals, patients and consumers through PvPI newsletters, e-mail and web-portal
of IPC.

PvPI conducted 1795 awareness-cum-sensitization programme, induction-cum-training, skill
development programme, training for NABH hospitals, regional workshop & interactive meetings for
MAHSs etc., on PV, in which 109571 Healthcare Professionals and other stakeholders were trained on
PV. The following events were regularly organized by the NCC-PvPI:

Training/Sensitization/Awareness programmes conducted by AMCs: 1121

Training/Sensitization/Awareness  Programmes conducted by AMCs during National
Pharmacovigilance Week 2022: 628

Advanced Level Trainings: 09

Induction-cum-Training Programmes: 05

Skill Development Programme on Pharmacovigilance: 04
PV Training Programme for NABH Accredited Hospitals: 01
Interactive Meetings for MAHSs: 12

e-Indian Technical and Economic Cooperation (ITEC) Course on International Pharmacovigilance
Training Programme: 01

Handholding Meetings: 08

Other Important Training Programmes: 06

MATERIOVIGILANCE PROGRAMME OF INDIA

The National Coordination Centre for Materiovigilance Programme of India (NCC-MvPI) collects,
collates and analyses adverse events associated with medical devices exclusively in Indian population,
analyses the benefit-risk ratio, generate evidence-based information on medical devices safety, support
regulatory bodies in the decision-making process on medical devices and communicate the safety
signal on use of medical devices to various stakeholders.

6,441 Medical Devices Adverse Events (MDAE) reports were received and processed for subject
expert opinion.

12 recommendations were forwarded on safe use of medical devices in India to CDSCO for their
information and further necessary actions at their end.

07 safety alerts were circulated to the MDMCs/AMCs for the safety surveillance of medical devices.
23 training/awareness programmes and 27 stakeholder meetings were conducted.

4 e-Newsletters were published during this tenure

TOTAL REVENUE GENERATION

IPC has generated Revenue amounting to Rs. 22,40,20,862/- (Rupees Twenty Two Crore Forty Lakh
Twenty Thousand Eight Hundred Sixty Two Only) by the Sale & Distribution of IPRS, IMP-RS,
Prednisone Dissolution Calibrator Tablet and IPC Priced Publications.
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INDIAN

PHARMACOPOEIA

Analytical Research & Development (AR&D) Division firmly reinforces the mission and vision of the Indian
Pharmacopoeia Commission (IPC) by bringing the highest standards of drugs through its translational and dynamic
research activities. AR&D Division is continuously engaged in developing quality specifications for active
pharmaceutical ingredients, finished pharmaceutical preparations, and excipients for their publication in the Indian
Pharmacopoeia (IP) and its Addendum. Existing monograph up-gradation is also taken up by AR&D Division to
ensure that IP standards always meet the current requirements. In addition, AR&D Division also performs the

following functions:

e Coordination with the Expert Working Groups (EWGs) of the IP for development of the monographs

e Resolution of the stakeholders’ queries on general chapters and monographs of the IP

e To collaborate with other pharmacopoeias such as United States Pharmacopoeia (USP), British
Pharmacopoeia (BP), European Pharmacopoeia (Ph. Eur.), and International Pharmacopoeia (Int. Ph.) for
the standard-setting processes

e Participation in the pilot expansion of the Pharmacopoeia Discussion Group (PDG) for harmonization of
general chapters and excipient monographs

e To bring Amendment lists as and when required based on the queries/suggestions received from the
stakeholders or experts

e Imparting training to graduate and post-graduate students in pharmaceutical standardization.

1. Indian Pharmacopoeia (IP)

Indian Pharmacopoeia (IP) and its Addendum are published by the IPC at regular intervals to fulfil
requirements of the Second Schedule of the Drugs and Cosmetics Act, 1940, and the Rules, 1945 thereunder. IP
specifications are of utmost importance for promoting public health in the country as these are official standards for

the determination of the quality of medicines approved for manufacturing and marketing in India.
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2. Publication of IP Addendum 2024

To further strengthen the drug monographs in the IP, AR&D Division has taken up the publication of IP

Addendum 2024 by developing new monographs and general chapters along with their revision and harmonization.

To establish transparency in the standards-setting process, proposals on new monographs and monograph revisions

were publicized on the IPC website, besides obtaining comments through consultations with EWGs. The comments

obtained from stakeholders on draft monographs were examined by the IPC and EWGs for their suitability and

acceptance. Following monographs and general chapters have been considered by AR&D for their inclusion in the
IP Addendum 2024:

Admissions (Annexure I)
(i) General Chapters (N =2)
(i)  Monographs on APIs and Dosage forms (N = 48)

(iii) Veterinary Monographs (N = 10)

Upgradations (Annexure I1)
(i) General Chapters (N = 23)
(i) Monographs on APIs and Dosage forms (N = 180)

(iif) Veterinary General Chapters (N = 1)

(iv) Veterinary Monographs (N = 11)

2.1 Development of Phytopharmaceutical Ingredient (PPI) Monographs

(v) A new category of Phytopharmaceutical Ingredient (PPI) monographs has been introduced in the IP
and first reflected in the ninth edition of the IP 2022. Phytopharmaceuticals Division has introduced

7 new PPl monographs and 2 new herbal monographs in the IP 2022. In continuation, the

Phytopharmaceuticals Division has developed 3 new PPl monographs and upgraded 1 existing PPI

monographs for their inclusion in the IP Addendum 2024. The division has introduced the gNMR in

the upgraded version of the Aegle marmelos PPl monograph as an optional method for assay along

with the introduction of negative marker (i.e. Aegelin) for the first time in the IP.

(vi) List of new and upgraded PPl monographs developed for IP Addendum 2024

Umbelliferone

Aegelin

S.No. | Name Biomarkers Lead Category
compound
1. Aegle marmelos PPI Marmelosin Marmelosin Anti-inflammatory
(Coumarins enriched Marmesin (Aegelinas a and
fraction) Psoralen negative hepatoprotective
Scopoletin marker)

Indian Pharmacopoeia Commission
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2. Glycyrrhiza glabra PPl | Liquiritin Liquiritin Anti-diabetic and
(Flavonoids enriched Glycyrrhizin diuretic
fraction) Formononetin
Glabridin
3. Justicia adhatoda PPI Vasicine Vasicine Anti-tubercular
(Alkaloids enriched Vasicinone
fraction) Vasicolinone
Aniflorin
4. Zingiber officinalis PPl | 6-Gingerol 6-gingerol Anti-emetic and anti-
(Phenols enriched 8-Gingerol inflammatory
fraction) 10-Gingerol
6-Gingerol

2.2 Development of General Chapters

(viiy Besides the new PPl monograophs, Phytopharmaceuticals Division has also drafted 3 new general
chapters for inclusion in the IP Addendum 2024. This includes: Extraction and purification techniques
of phytoconstituents (2.6.10), Phytoconstituents enrichment process (2.6.11), and Essential oils
(2.6.12).

2.3 Publication of Guidance Manual

(viii) The Guidance Manual for Monographs Development of Herbs & Herbal Products Including
Phytopharmaceutical Drugs was designed to disseminate practical information and promote
the proper use and development of standards of herbs and herbal products. It is to facilitate
guidance of the stakeholders for the development of monographs for their inclusion in the IP.
The details regarding the identification and testing of the herbs or herbal preparations are

provided in the manual to ensure their quality.

3. Collaborations with Other Pharmacopoeias

3.1 Participation in Pilot Expansion of PDG

The PDG, which brings together the Ph. Eur., the Japanese Pharmacopoeia (JP), and the USP to harmonize
pharmacopoeial standards (excipient monographs and selected general chapters) in three major regions of

the world with the objective to reduce manufacturers' burden to perform analytical procedures in different
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ways, using different acceptance criteria, in order to satisfy pharmacopoeial requirements that vary across
regions. PDG welcomed the IPC as a participant in the PDG pilot for global expansion. This announcement
follows the decision to launch a pilot for expansion of membership taken at the 2021 PDG annual meeting
and that represented a critical first step in the PDG’s commitment to expanding the recognition of
harmonised pharmacopoeial standards with a view to achieving global convergence. Globally
pharmacopoeias that were interested in participating in this pilot had been invited to submit their
applications. After reviewing each application, the PDG agreed by consensus to start the pilot phase with
the IPC, the only applicant that met all the requirements in the entry criteria for the pilot. The one-year pilot

for expansion started in October 2022.

European Directorate for the eg{gm-
Quality of Medicines & HealthCare

COUNCIL OF EUROPE

Home EDQM ~ COVID-19 Medicines ¥ Substances of human origin ¥ Consumer health ¥ Products & services Events & training ¥ Contact ¥
O Newsroom
e PDG welcomes Indian Pharmacopoeia Commission to pilot for
o global expansion

Find information on the
EDQM
Q O\ ':\t nitrosamin

a neets
EDQM media kit

ected

TRAININGS AND EVENTS

The Pharmacopoeial Discussion Group (PDG), which brings together the European Pharmacopoeia (Ph. Eur.), the Japanese
Pharmacopoeia (JP) and the United States Pharmacopeia (USP), with the World Health Organization (WHO) as an observer, is Upcoming events and

PDG Welcomed IPC to Pilot for Global Expansion

Since the start of the PDG pilot expansion, IPC attended following virtual meetings with PDG:

(i) Confidentiality and Information Sub-team meeting on 8" November 2022
(i) PDG monthly meeting on 9" November 2022
(iii) Information Sharing System meeting with PDG meeting on 9" November 2022

(iv) Information Sharing System meeting with PDG meeting on 6™ December 2022
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(v) PDG monthly meeting on 10" January 2023

(vi) PDG-IPEC meeting on 18" January 2023

(vii) PDG monthly meeting on 8" February 2023

(viii) PDG-IPEC meeting on 28" February 2023

(ix) ICH Q4B maintenance meeting with PDG on 1% March 2023

(x) Meeting organized by PDG on 2" March 2023

(xi) PDG spring meeting on 15" March 2023

3.2

Harmonization of General Chapters/ Excipient Monographs (PDG)

The following general chapters were harmonized in line with PDG text and published in the IP 2022:

(i) Tablet Friability
(i)  Optical Microscopy
Admissions

Annexure |

General Chapters

1. Particle size analysis by Laser light diffraction 2. Particle size analysis by dynamic light scattering
Monographs on APIs and Dosage forms

1. Aceclofenac and Paracetamol Tablets 25. Lindane Lotion

2. Amlodipine and Olmesartan Medoxomil tablets 26. Mefenamic acid Suspension

3. Atropine Opthalmic solution 27. Miltefosine

4. Azacitidine Injection 28. Miltefosine Capsule

5. Azilsartan Kamedoxomil Potassium 29. Molnupiravir

6. Azilsartan Kamedoxomil Tablets 30. Molnupiravir Capusles

7. Bilastine 31. Moxifloxacin Tablets

8. Bilastine Tablets 32. Nepafenac

9. Bisoprolol Fumarate Tablets 33. Nepafenac Opthalmic suspension

10. Brivaracetam injection 34. Pantoprazole for Injection

11. Brivaracetam Oral solution 35. Paracetamol and Tramadol tablets

12. Cabozantinib S-malate 36. Perampanel

13. Cabozantinib S-malate Tablets 37. Perampanel tablets

14. Cellulose acetate 38. Remogliflozin Etabonate

15. Copovidone 39. Remogliflozin tablets

16. Dasatinib 40. Rifaximin

17. Dasatinib Tablets 41. Rifaximin Tablets

18. Gliclazide prolonged release tablets 42. Saline Nasal Solution

Indian Pharmacopoeia Commission
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19.
20.
21.

22,
23.
24.

Ibuprofen oral suspension

Itraconazole Capsules

Itraconazole Capsules (supra bioavailable
formulation)

Lactulose Solution

Lenalidomide

Lenalidomide Capsules

43.
44,

45,

46.
47.
._Vildagliptin Prolonged release Tablets

Sodium Bicarbonate Tablets
Sofosbuvir and Velpatasvir tablets

Thalidomide

Thalidomide Capsules
Velpatasvir

Veterinary Monographs

bR

Aspirin Tablets/Bolus*

Carboprost Tromethamine*
Carboprost Tromethamine Injection*
Clopidogrel Bisulphate*

Diclofenac Injection*

o

B oo~

Ketamine Hydrochloride*
Ketamine Injection*
Propofol*

Propofol Injection*
Quiniodochlor*

* For Description, Identification and tests refer to monographs in 1P 2022 Vol 11 & Vol 111.

Indian Pharmacopoeia Commission
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Annexure 11

Upgradations

S. No IP 2022 Appendix No Title of General Chapters

1. 242 Atomic Absorption Spectrometry

2. 2.4.13 Gas Chromatography

3. 2414 Liquid Chromatography

4. 2.4.26. Solubility: Diclofenac Potassium

5 Dutasteride

6 Propyl gallate

7. 2443 Characterisation of Crystalline and partially crystalline solids by X-Ray Diffraction

(X-RPD)

8. 252 Dissolution Test

9. 31 Infra-red Spectra: Tamoxifen IR

10. 3.1 Infra-red Spectra: Tamoxifen Citrate IR

11. 31 Infra-red Spectra: Tofacitinib Citrate IR

12. 4.2. General Reagents: Aluminium Chloride, Hexahydrate

13. 4.2. General Reagents: Aluminium Chloride solution

14. 4.2. General Reagents: Aminonaphtholsulphonic Acid Solution

15. 4.2. General Reagents: Ammonium Molybdate-Nitric Acid Solution

16. 4.2. General Reagents: Deuterochloroform

17. 4.2. General Reagents: Deuterium Oxide

18. 4.2. General Reagents: Iron Powder

19. 4.2. General Reagents: Lanthanum Oxide

20. 4.2. General Reagents: Magnesium Nitrate

21. 4.2. General Reagents: Molybdic Acid

22. 4.2. General Reagents: Sodium Chloride

23. 4.2. General Reagents: Tetramethylsilane

Monographs on APIs and Dosage forms

1. Abacavir Sulphate 91. Neostigmine Bromide

2. Alprazolam 92. Neostigmine Tablets

3. Alprazolam Prolonged-release Tablets 93. Nortriptyline Hydrochloride

4. Amiodarone Hydrochloride 94. Nystatin

5. Amiodarone Intravenous Infusion 95. Ofloxacin

6. Amiodarone Tablets 96. Ofloxacin Tablets

7. Artesunate Injection 97. Oleic Acid

8. Atenolol 98. Olmesartan Medoxomil

9. Atenolol Tablets 99. Olmesartan Medoxomil Tablets

10. Benzyl Alcohol 100. Olmesartan Medoxomil and
Hydrochlorothiazide Tablets

11. Bromhexine Tablets 101. Ondansetron Hydrochloride

12. Buprenorphine Hydrochloride 102.  Ondansetron Injection

13. Buprenorphine Injection 103. Ondansetron Oral Solution

14. Carboxymethylcellulose Eye Drops 104. Ondansetron Tablets

15. Cefepime Hydrochloride 105. Pantoprazole Sodium

16. Cefepime Injection 106. Pantoprazole Gastro-resistant Tablets

17. Cefixime Dispersible Tablets 107. Pioglitazone Hydrochloride

18. Chlorothiazide 108. Pioglitazone Tablets

19. Chlorothiazide Tablets 109. Poloxamers

20. Chlorpropamide 110. Polymyxin B Sulphate

21. Chlorpropamide Tablets 111. Prednisolone Tablets

22. Chlorthalidone 112. Pregabalin

23. Cilostazol 113.  Primaquine Phosphate

24. Clindamycin Hydrochloride 114. Primaquine Tablets

25. Clindamycin Capsules 115. Propylparaben

26. Clopidogrel Bisulphate 116.  Pyrimethamine and Sulphadoxine Tablets

27. Codeine Phosphate 117.  Quiniodochlor
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28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,
45.
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.

Colchicine and Probenecid Tablets
Crospovidone

Cyclobenzaprine Hydrochloride
Cyclobenzaprine Tablets
Dexamethasone Tablets
Dexamethasone Sodium Phosphate
Dextrose

Doxycycline Hydrochloride
Doxycycline Capsules

Doxycycline Dispersible Tablets
Drotaverine Tablets

Dutasteride Capsules

Dydrogesterone

Dydrogesterone Tablets
Erythromycin Gastro-resistant Tablets
Esomeprazole Gastro-resistant Tablets
Ethanol

Ethyl Paraben

Fasudil Hydrochloride

Fluphenazine Decanoate Injection
Flurazepam Capsules

Flurbiprofen

Flurbiprofen Tablets

Flutamide

Fosinopril Sodium Tablets
Frovatriptan Succinate

Fusidic Acid

Gemcitabine Injection

Glibenclamide Tablets

Glibenclamide and Metformin Tablets

Hydroxypropylmethylcellulose
Imipenem and Cilastatin Injection
Lactulose

Anhydrous Lactulose
Leflunomide

Levamisole Tablets

Losartan Potassium

Losartan Tablets

Liquid Maltitol

Mefenamic Acid Capsules
Mercaptopurine

Mercaptopurine Tablets
Meropenem

Meropenem Injection

Metformin Hydrochloride
Metformin Hydrochloride Prolonged-release Tablets

Metformin Tablets
Methylparaben

Methyl Salicylate
Metoprolol Succinate Prolonged-release Tablets

Metronidazole

Metronidazole Injection

Metronidazole Gel

Metronidazole Tablets

Mexiletine Hydrochloride

Mianserin Tablets

Miconazole Nitrate

Montelukast and Levocetirizine Tablets

118.
119.
120.
121.
122.
123.
124.
125.
126.
127.
128.
129.
130.
131.
132.
133.
134.
135.
136.
137.
138.
139.
140.
141.
142.
143.
144.
145.
146.
147.

148.
149.
150.
151.
152.
153.
154.
155.
156.
157.
158.
159.
160.
161.
162.
163.

164.
165.

166.
167.

168.
169.
170.
171.
172.
173.
174.
175.

Rabeprazole Sodium

Rabeprazole Gastro-resistant Tablets
Repaglinide Tablets

Repaglinide and Metformin Tablets
Reserpine Tablets

Ribavirin

Salbutamol Syrup

Saquinavir Capsules

Secnidazole

Sitagliptin Tablets

Sodium Benzoate

Sodium Fusidate

Sodium Lactate Injection

Sodium Nitroprusside Injection
Sodium Valproate Gastro-resistant Tablets
Spironolactone

Spironolactone Tablets

Stearyl Alcohol

Sucrose

Teicoplanin Injection

Telmisartan

Telmisartan Tablets

Terbutaline Sulphate

Terbutaline Inhalation

Terbutaline Injection

Terbutaline Tablets

Tinidazole Tablets

Trandolapril Tablets

Tranilast

Trimethoprim and Sulphamethoxazole Oral
Suspension

Valganciclovir Hydrochloride
Valganciclovir Tablets

Valsartan

Valsartan Tablets

Venlafaxine Prolonged-release Capsules
Venlafaxine Prolonged-release Tablets
Venlafaxine Tablets

Sterile Water for Injections

Zinc Undecenoate Ointment
Zoledronic Acid

Zuclopenthixol Decanoate Injection
Water-Soluble Vitamins Capsules
Water-Soluble Vitamins Tablets
Ascorbic Acid

Ascorbic Acid Injection

Calcium Carbonate Tablets

Tribasic Calcium Phosphate
Cholecalciferol Tablets

Chromium Picolinate
Cyanocobalamin

Folic Acid

Folic Acid Tablets

Heavy Magnesium Carbonate
Light Magnesium Carbonate
Heavy Magnesium Oxide
Light Magnesium Oxide
Magnesium Sulphate
Methylcobalamin
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86.
87.
88.
89.
90.

Morphine Sulphate
Mustine Hydrochloride
Neomycin Sulphate
Neomycin Eye Drops
Neomycin Eye Qintment

176.
177.
178.
179.
180.

Nicotinamide

D-Panthenol

Pyridoxine Tablets
Riboflavin

Riboflavin Sodium Phosphate

Veterinary General Chapter - Veterinary vaccines general requirements

Veterinary Monographs

bk wnE

Buparvaquone
Buparvaquone Injection

Cefoperazone Sodium Intramammary Suspension

Deltamethrin Pour-on
lvermectin
Ivermectin Injection

5 © o~

11. Trimethoprim and Sulphamethoxazole Injection

Ivermectin Pour-on
Progesterone
Progesterone Injection
0. Rafoxanide
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IP REFERENCE

SUBSTANCES

The objectives of Reference Standard Division are:

1.

Development of Indian Pharmacopoeia Reference Substances (IPRS)
Development of Impurity Reference Substances (IMP-RS)

Development of IP Prednisone Dissolution Calibrator Tablets

Sale / Distribution of IPRS / IMPRS and Prednisone Dissolution Calibrator Tablets
Analysis of New Drugs Substances (NDS) samples received from CDSCO
Analysis of Miscellaneous samples (PORT, CMSS etc.)

Development of Indian Pharmacopoeia Reference Substances (IPRS):-

During the index period, Reference Standard Division (RSD) has developed 18 new IPRS (Annexure
I) for the use of stakeholders. The updated list of IPRS is available at the official website of IPC i.e.
WWW.ipC.gov.in

Cumulative Number of IPRS

Financial Year

Number of IPRS available
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Annexure-I

List of Newly Developed IPRS FY 2022-23

. No. Name of IPRS Lot No. / Registration No.
1. 2-Deoxy-D-Glucose IPRSD024
2. Bosutinib IPRSB015
3. Copper Gluconate IPRSCO008
4. Disopyramide Phosphate IPRSD026
5. Dolutegravir Sodium IPRSD023
6. Eberconazole Nitrate IPRSE025
7. Estradiol Hemihydrate IPRSEO11
8. Flunarizine dihydrochloride IPRSFO11
9. Glutamic Acid IPRSG007
10. Lactulose IPRSL004
11. Lithium Clavulanate IPRSL024
12. Molnupiravir IPRSMO017
13. Propofol IPRSP019
14, Propylene Glycol IPRSP003
15. Sofosbuvir IPRSS012
16. Tenofovir Alafenamide Fumarate IPRST023
17. Tofacitinib Citrate IPRST025
18. Trazodone Hydrochloride IPRSTO027

2. Development of Impurity Reference Substances (IMP-RS):- During the index period, 224 new
Impurity RS were developed for the use of stakeholder (Annexure I1). The updated list of IMP-RS
is available at the official website of IPC i.e. www.ipc.gov.in.
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Number of IMP-RS Developed

Annexure-I1

List of newly developed IMP-RS

S. No. | Name of the Products Name of IMP-RS Lot No. /
Registration
No.
1. Aceclofenac Aceclofenac Impurity B IMPA049
2. Aceclofenac Aceclofenac Impurity C IMPA050
3. Aceclofenac Aceclofenac Impurity D IMPAQ51
4. Aceclofenac Aceclofenac Impurity E IMPA052
5. Aceclofenac Aceclofenac Impurity F IMPA053
6. Aceclofenac Aceclofenac Impurity | IMPA055
7 Aceclofenac Ac_eclofenac Im_purity A IMPA063
(Diclofenac sodium)
8. Aceclofenac Aceclofenac Impurity G IMPA065
9. Aceclofenac Aceclofenac Impurity H IMPAQ72
10. Aciclovir/Aciclovir
Cream/Aciclovir
Dispersible
Tablets/Aciclovir Eye
Ointment/Aciclovir Guanine IMPAOQ26
Intravenous
Infusion/Aciclovir Oral
Suspension/Aciclovir
Tablets
1L Adrenaline Tartrate Norepme_phrme Blyartrate IMPNO14
(Adrenaline Impurity A)
12. AIbendazoIe_/AIbendazoIe Oxibendazole IMPOO10
oral suspension
13. '_IA_‘;BE?S”nOI/A”Opu”nOI Allopurinol Impurity B IMPF019
14, Alprazolam 2-Amino-5-chlorobenzophenone IMPA056
15. Alprazolam Alprazolam Related Compound A IMPAO75
16. Alprostadil Injection Et_hyl _Paraben (Alprostadil IMPEOQ37
Injection)
17. Amiodarone Hydrochloride | Amiodarone Impurity D IMPAO074
18. Amiodarone Hydrochloride | Amiodarone Impurity E IMPAQ76
19. Amiodarone
Hydrochloride/Amiodarone | Amiodarone Impurity A IMPB027
Tablets
20. Amiodarone
Hydrochloride/Amiodarone | Amiodarone Impurity B IMPB028
Tablets
21. Amisulpride Amisulpride Impurity B IMPA029
22. ﬁ%fggﬁ;gﬁ:g%gg:jéipm Amlodipine Impurity IMPEO33
23. Amlodipine Amlopidine Impurity D IMPEO029

Besylate/Amlodipine
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Tablets/S-Amlodipine
Besylate/Metoprolol
succinate Prolonged Release
and Amlodipine Tablets

24. Amoxycillin Trihydrate gmoxycnlln Related Compound IMPA062
25. Amoxycillin Trihydrate ﬁmoxycnlln Related Compound IMPAOG7
26. Ampicillin/Ampicillin
Sodium/Ampicillin .
Trihydrate/Ampicillin Cefradine IMPCO65
Injection
217. Atenolol Atenolol Related Compound A IMPA057
28. Atenolol Atenolol Related Compound B IMPA058
29. Atenolol Atenolol Related Compound F IMPAQ73
30. Atorvastatin .
Calcium/Atorvastatin Atorvastatin Related Compound IMPAO054
A
Tablets
31. Atorvastatin .
Calcium/Atorvastatin gtorvastatm Related Compound IMPAO59
Tablets
32. Atorvastatin
Calcium/Atorvastatin Atorvastatin Related Compound B IMPA060
Tablets
33. Atorvastatin
Calcium/Atorvastatin Atorvastatin Related Compound C IMPA066
Tablets
34. Atorvastatin .
Calcium/Atorvastatin ﬁtorvastatm Related Compound IMPAO6G8
Tablets
35. Bezafibrate Bezafibrate Impurity B IMPCO036
36. Bisacodyl Bisacody! Impurity D IMPB040
37. Budesonide Budesonide Related Compound E IMPB037
38. Budesonide Budesonide Related Compound L IMPB038
39. Butyl Paraben 4-Hydroxybenzoic Acid IMPHO012
40. Cephalexin/Cephalexin
Capsule/Cephalexin .
Tablet/Cephalexin Oral Cephradine IMPC064
Suspension
41. Chlordiazepoxide Chlordiazepoxide Impurity A IMPC066
42. Chlorpheniramine Maleate Chlorpheniramine Related IMPCO083
Compound B
43. Cilostazol Tablets Benzophenone IMPB036
44. C|profloxac_|n/C|proroxacm Fluoroquinolonic acid IMPF031
Hydrochloride
45. Clindamycin
Hydrochloride/Clindamycin | Clindamycin Impurity A IMPC069
Capsules
46. . . Clindamycin Impurity E
Clindamycin Phosphate (Clindamycin Hydrochloride) IMPCO074
47. Clobazam, Clobazam Tablet | Clobazam Impurity A IMPC039
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48.

Clonazepam Related Compound

Clonazepam B IMPCO078
49. Clonazepam glonazepam Related Compound IMPCOT79
50. Clonazepam glonazepam Related Compound IMPCO80
51. Clonidine Hydrochloride Clonidine Impurity B IMPCO031
52. Clopidogrel
Bisulphate/Clopidogrel Clopidogrel Impurity A IMPCO071
Tablets
53. Clopidogrel
Bisulphate/Clopidogrel Clopidogrel Impurity B IMPCO073
Tablets
54. Cyclophosphamide Ethyl Paraben
Injection (Cyclophosphamide Injection) IMPEO37
55. Cyproheptadine Cyproheptadine Impurity A IMPDO048
Hydrochloride (Dibenzocycloheptene)
56. Cyproheptadine . .
Hydrochloride Cyproheptadine Impurity C IMPMO049
57. Dexamethasone Sodium Dexamethasone Sodium IMPDO57
Phosphate Phosphate Impurity A
58. Dextromethorphan .
Hydrobromide Dextromethorphan Impurity A IMPD054
59. Diacerein Triacetyl aloe-emodin IMPTO033
60. Diazepam Diazepam Impurity B IMPA040
61. Diphenhydramine Diphenhydramine Impurity D
Hydrochloride (Benzhydrol) IMPDO29
62. Dolutegravir Sodium Dolutegravir-4-fluoro Impurity IMPDO058
63. Domperidone/Domperidone
Maleate/Domperidone Droperidol IMPDO056
Tablet
64. Doxycycline/Doxycycline
Capsule/Doxycycline Metacycline Hydrochloride IMPMO033
Dispersible Tablet
65. Ebastine / Ebastine Tablet Ebastine Impurity A IMPDO029
66. Efavirenz, Emtricitabine . .
and Tenofovir Tablets Fumaric Acid IMPFO28
67. Enalapril Maleate Enalapril Impurity A IMPEO35
68. Ethyl Paraben Ethyl Paraben Impurity A IMPHO012
69. Etoposide/Etoposide . .
Capsule/Etoposide Injection Cis-etoposide IMPEOLY
70. Famotidine Famotidine Impurity C IMPF032
71. Famotidine Famotidine Impurity D IMPF034
72. Favipiravir/Favipiravir 6-Chloro-3-hydroxyamide IMPCO52
Tablets (Chlorohomolog impurity)
73. Fenbendazole Fenbendazole Impurity B IMPMO045
74. Fenofibrate/Fenofibrate Fenofibrate Impurity C IMPCO67
Tablets
75. Fluconazole/Fluconazole Fluconazole Impurity C IMPPO42

Tablets/Fluconazole
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Capsule/Fluconazole Oral
suspension

76. Fluoxetine Hydrochloride Fluoxetine Impurity C IMPF025
77. Gabapentin/Gabapentin
Capsules/Gabapentin Gabapentin Impurity A IMPA042
Tablets
78. Gliclazide Gliclazide Impurity B IMPNO09
79. Glimepiride Glimepiride Impurity B IMPEOQ19
80. Glimepiride Glimepiride Impurity A IMPGO011
81. Glipizide/Glipizide Tablet Glipizide Impurity A IMPMO034
82. Homatropine Hydrobromide | Homatropine Impurity C IMPMO064
83. Ibuprofen Cream 2-(4-Butylphenyl)-Propionic acid IMPB030
84. Ibuprofen/Ibuprofen Tablets | Ibuprofen Impurity N IMP1021
85. Ifosfamide Ethyl Parahydroxy Benzoate IMPEQ37
86. Indapamide Indapamide Impurity A IMPMO044
87. Ipratropium Bromide Atropine Methylbromide IMPAOQ70
88. Ipratropium Bromide Ipratropium Impurity A IMP1020
89. Itraconazole Itraconazole Impurity F IMP1014
90. Ketorolac Tromethamine Ketorolac-1-hydroxy analog IMPK004
91. Lamivudine and Tenofovir | Fumaric Acid (Lamivudine and IMPEO028
Tablets Tenofovir Tablets)
92. Lamivudine and Zidovudine Thymine IMPTO53
Tablet
93. Lamivudine, Nevirapine and
Stavudine Dispersible
Tablets/Lamivudine, Thymine IMPTO053
Nevirapine and Stavudine
Dispersible Tablets
9. éigfﬁﬁ:g?slg rll‘tagzgglrﬁ;gle Lansoprazole Impurity A IMPLO12
95. Lapatinib Ditosylate Lapatinib Impurity B IMPFQ15
%. Levetiracetam Levgti_r acetam Impurity C IMPL021
(Pyridine-2-ol)
97. Levetiracetam Levetiracetam Impurity D IMPL026
98. Levetiracetam/Levetiraceta
m Oral
Solution/Levetiracetam Levetiracetam Impurity A IMPL025
Prolonged-release
Tablets/Levetiracetam
Tablets
99. Levetiracetam/Levetiraceta
m Tablets/Levetiracetam . .
Oral Solution/Levetiracetam Levetiracetam Acid IMPLO29
Prolonged Release Tablets
100. Levetiracetam/Levetiraceta
gr;_lagLﬁtjt/ilai\;igxr/ziierfgtam Levetiracetam Impurity B IMPL030
Prolonged Release Tablets
101. Levocetirizine
Hydrochloride, Levocetirizine Amide IMPC043

Levocetirizine Tablet
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102. Levofloxacin Hemihydrate | R-Ofloxacin IMPOO016
103. Levofloxacin Oral Solution | Levofloxacin Impurity A IMPL028
104. Lumefantrine /I&umefantrine Related Compound IMPLO11
105. Maleic Acid Fumaric Acid (Maleic Acid) IMPF028
106. Malic Acid Fumar_ic Acid (Malic Acid IMPEO028
Impurity A)
107. Mannitol Mannitol Impurity B (Maltitol) IMPMO062
108. Mannitol Mannitol Impurity C (Isomalt) IMPMO063
109. Mannitol Mannitol Impurity A (Sorbitol) IMPMO066
110. Mefenamic acid Mefenamic acid Impurity C IMPCO053
111. Mefenamic acid Mefenamic acid impurity D IMPMO050
112. Mefenamic . . .
Acid/Mefenamic Acid 2,3-Dimethylaniline (Mefenamic | |\ o936
Acid Impurity A)
Capsule
113. Mesalazine Mesalazine Impurity H IMPS022
114. Mesalazine Prolonged- Mesalazine Impurity F IMPMO053
release Tablets
115. Methotrexate
Injection/Methotrexate Methotrexate Impurity A IMPM052
Tablets
116. Methotrexate/Methotrexate
Tablets/Methotrexate Methotrexate Impurity B IMPA043
Injection
117. Methyl Paraben Methyl Paraben Impurity A IMPHO012
118. Methylcobalamin Hydroxycobalamin Acetate IMPHO014
119. Methylprednisolone Acetate | Dexamethasone Acetate IMPDO046
120. Metoprolol Injection . .
(Met(?prolol TJartrate II:u_ma_nc Acid (Metoprolol IMPF028
L njection)
Injection)
121. Metoprolol Succinate Metoprolol Succinate Impurity B IMPC068
122. Metoprolol Succinate Metoprolol Succinate Impurity C IMPMO057
123. Metoprolol
.Sl_l;(r:; Qi}%ﬁgﬁ%ﬁg:m Metoprolol Impurity A IMPEO20
Tablet/Metoprolol Injection
124, Metoprolol Tartrate Metoprolol Impurity B IMPMO039
125. Metoprolol
La}:etéiifrlm?ﬂh/?(te?gg?(l)?(l)l Metoprolol Tartrate Impurity C IMPMO058
Tablets
126. . 2-Methyl-4-nitroimidazole
Metronidazole (Metronidazole Impurity A) IMPMO038
127. 2-Methyl-4-nitroimidazole
Metronidazole Benzoate (Metronidazole Benzoate IMPMO038
Impurity A)
128. Metronidazole Benzoate Metronidgzole_Benzoate Impurity IMPMO050
C (Benzoic Acid)
129. Metronidazole Injection Tinidazole Related Compound A IMP/39/17
130. Mexiletine Mexiletine Impurity C IMPMO018

Hydrochloride/Mexiletine
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Capsule/Mexiletine
Injection

131. Miconazole/Miconazole Econazole Nitrate IMPE027

Cream
132. Minoxidil Deoxyminoxidil IMPDO049
133. Montelukast Granules Montelukast Impurity G IMPMO067
134. Montelukast Sodium Montelukast Sulphoxide IMPM029
135. | Mupirocin/Mupirocin Mupirocin Lithium IMPMO55

Ointment
136. Naproxen Naproxen Impurity K IMPMO031
137. (R)-2-(6-Methoxynapthalene-2-

Naproxen yl) propanoic acid [Naproxen imp IMPMO032

G]
138. Naproxen Naproxen Impurity L IMPMO047
139. Nicotinamide Nlcot_lnar_mde_lmpurlty D IMPNO19
(Isonicotinamide)

140. Norfloxacin Norfloxacin Impurity E IMPC059
141, Ofloxacin Ofloxacin Related Compound A IMPO022
142. Olopatadine

Hydrochloride/Olopatadine | Olopatadine Impurity B IMPDO051

Ophthalmic Solution
143. Omeprazole ?r-hr?(;althoxy-lh-Benmmldazole-Z- IMPMO6L1
144, Omeprazole Sulphone

Omeprazole (Omeprazole Impurity D) IMPOO011
145, Omeprazole Omeprazole Related Compound | IMPO021
146. Omeprazole Omeprazole Related Compound E IMPO024
147. Ondansetron/Ondansetron

Hydrochloride/Ondansetron

Injection/Ondansetron

Orally Disintegrating Ondansetron Impurity A IMPDO039

Tablets/Ondansetron Oral

Solution/Ondansetron

Tablets
148. Pantoprazole Sodium Zantoprazole Related Compound IMPPO50
149. Pantoprazole Sodium Eantoprazole Related Compound IMPPO52
150. Pantoprazole Sodium cP:antoprazole Related Compound IMPPO53
151. . Pantoprazole Related Compound

Pantoprazole Sodium D & F Mixture IMPP055
152. Paro>_<et|ne Hydrochloride Paroxetine Impurity A IMPP010

Hemihydrate
153. Phenylephrine . .

Hydrochloride Phenylephrine Impurity C IMPPO058
154. Phenytoin

Injection/Phenytoin

Tablets/Phenytoin Benzophenone IMPB036

Capsules/Phenynoin oral
Suspension
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155. Phepytom/Phenytom Phenytoin Impurity C IMPDO035
Sodium
156. Phenytom/Phenytom Phenytoin Impurity D IMPDO050
Sodium
157. Pioglitazone Hydrochloride | Benzophenone IMPBO036
158. Piroxicam Piroxicam Related Compound J IMPP060
159. Piroxicam Piroxicam Related Compound A IMPP063
160. Prednisolone Acetate Prednisolone Impurity A IMPP062
161. Pregabalin Pregabalin Lactam Impurity IMPMO030
162. Pregabalin Isobutylglutarmonoamide IMPP056
163. Pregabalin / Pregabalin Mandelic acid IMPMO64
Capsules
164. Pregabalin Capsule Pregabalin Impurity D IMPPO51
165. Progeste_rone Injectable Methyltestosterone IMPM048
Suspension
166. Propofol Propofol Impurity E IMPP059
167. Propranolol Tablets Propranolol Impurity B IMPP061
168. Propyl Paraben Propyl Paraben Impurity C IMPEQ37
169. Propyl Paraben Propyl Paraben Impurity A IMPHO012
170. Pyridoxine Tablets Pyridoxine Impurity A IMPP054
171. Quetiapine Fumarate Quetiapine Impurity A IMPDO043
172. Quetiapine Fumarate Fumaric Acid IMPFO028
173. Quetiapine Tablet,
Quetiapine Prolong Release | Quetiapine Impurity | IMPDO030
Tablet
174. Quinapril and Benzothiadiazine related IMPBO18
Hydrochlorothiazide Tablets | compound A
175. Rabeprazole Injection Rabeprazole sulphide IMPR025
176. Rabeprazole Injection Rabeprazole Sulphone IMPR026
177. Rifampicin Rifampicin Quinone IMPRO19
178. Risperidone Risperidone Related compound G IMPF024
179. Risperidone Risperidone trans-N-oxide IMPRO027
180. Risperidone Tablets Risperidone-cis-N-Oxide IMPF023
181. Salbutamol/Salbutamol
Sulphate/Salbutamol Salbutamol Impurity A IMPS014
Injection
182. Salicylic Acid Salicylic Acid Impurity A IMPHO012
183. Salicylic Acid Salicylic Acid Impurity C IMPP033
184. Saquinavir Mesylate Saquinavir Impurity A IMPS017
185. Sertraline Hydrochloride Sertraline Impurity E IMPMO064
186. Sertraline Hydrochloride Sertraline Impurity G IMPS020
187. Sertraline Tablets Sertraline Impurity E IMPMO064
188. Sitagliptin Phosphate Sitagliptin Impurity A IMPAOQ39
189. Sodium Methyl Paraben 4-Hydroxybenzoic Acid IMPHO012
190. Sodium Propyl Paraben 4-Hydroxybenzoic Acid IMPHO012
19L. \S/(;(Ijrl)l:(r)r;t\e/e}l!gtr)?::s/Sodlum Valproic acid Impurity K IMPV019
192. Spironolactone/Spironolacto | Canrenone (Spironolactone IMPCO41

ne Tablet

Impurity)
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193. Stavudine/Stavudine

Capsule/Stavudine Oral Thymine IMPTO053

Solution
194. Sulphamethoxazole Sulphamethoxazole Related IMPS031

Compound A
195. Sulphamethoxazole Sulphanilic Acid IMPS032
196. Sulphamethoxazole Sulphanilamide IMPS033
197. Tamoxifen Tamoxifen Citrate Impurity IMPTO040
Standard

198. Tamsulosin Hydrochloride | Tamsulosin Impurity A IMPMO051
199. Tamsulosin Hydrochloride | Tamsulosin racemate IMPT057
200. Tamsulosin Hydrochloride | Tamsulosin Impurity B IMPTO059
201. Telmisartan Telmisartan Related Compound A IMPT064
202. Telmisartan Telmisartan Related Compound B IMPT068
203. Li/%igg'ptm Hydrobromide Teneligliptin Impurity C IMPTO055
204. Terazosin Hydrochloride Terazosin Impurity J IMPT048
205. Terbinafine Hydrochloride | Terbinafine Related compound A IMPMO046
206. Terbinafine Hydrochloride | Terbinafine Related Compound C IMPTO060
207. Terbinafine Hydrochloride | Terbinafine Related Compound D IMPT061
208. Terbinafine Hydrochloride | Terbinafine Related Compound B IMPT062
209 Thiamine Thiamine Impurity A

Hydrochloride/Thiamine X o IMPTO039

. (Thioxothiamine)

Mononitrate
210. -Srggirl?r)r(wl/rjl?hyroxine Tablets Liothyronine Sodium IMPLO031
211. Tinidazole Tinidazole Impurity B IMPEQ18
212. Topiramate Topiramate Impurity B IMPT024
213. Torsemide Torsemide Impurity A IMPT063
214. Torsemide Tablets Torsemide Impurity E IMPTO066
215. Trimethoprim Trimethoprim Impurity B IMPDO031
216. Tropicamide Tropicamide Impurity A IMPE030
217. Valsartan and .

hydrochlorothiazide Tablets Valsartan Impurity A IMPV014
218. Valsartan and .

hydrochlorothiazide Tablets Valsartan Impurity B IMPVO15
219. Vildagliptin Diazabicycloundecene IMPDO061
220. Vildagliptin/Vildagliptin

Tablets/Vildagliptin Vildagliptin Impurity B IMPVO017

Metformin Tablets
221. \oriconazole \oriconazole Impurity E IMPV013
222. \oriconazole \oriconazole Impurity D IMPV020
223. V(_)r|cpnazole/Vorlconazole \oriconazole Impurity A IMPD045

Injection
224, Voriconazole/Voriconazole Voriconazole Impurity C IMPEO32

Injection

Indian Pharmacopoeia Commission

30



3.

IPRS and IMP-RS lot Change:- During the index period, RSD has replaced the lot number of 118 IP
Reference Substances and 49 IMP RS. The list of Lot change IPRS and IMP-RS is attached as
Annexure-111 and Annexure-1V respectively.

Annexure-I11

List of Lot Change IPRS

S. No. | Name of IMP-RS Lot No. Old Lot No.
1. Aciclovir IPRSA036 IPRS/35/16
2. Acitretin IPRSA030 IPRS/128/13
3. Allopurinol IPRSAO033 IPRS/46/14
4. Aripiprazole IPRSA031 IPRS/68/13
5. Artesunate IPRSA022 IPRS/33/15
6. Azithromycin IPRSA013 IPRS/61/14
7. Benzoic Acid IPRSB003 IPRS/117/14
8. Benzyl penicillin Potassium IPRSB022 IPRS/28/15
9. Beta Cyclodextrin IPRSC045 IPRS/12/14
10. Bisoprolol Fumarate IPRSB024 IPRS/47/16
11. Brimonidine Tartrate IPRSB021 IPRS/104/15
12. Bromhexine Hydrochloride IPRSB020 IPRS/19/18
13. Caffeine IPRSCO050 IPRS/14/20
14. Carbimazole IPRSC040 IPRS/152/14
15. Catechin Hydrate IPRSCO012 IPRS/93/15
16. Cefuroxime Axetil IPRSCO060 IPRS/24/15
17. Celecoxib IPRSC032 IPRS/101/15
18. Choline Fenofibrate IPRSC034 IPRS/165/14
19. Cilastatin Sodium IPRSCO051 IPRS/83/12
20. Ciprofloxacin hydrochloride IPRSC029 IPRS/67/14
21. Clarithromycin IPRSC030 IRPS/30/14
22. Clindamycin Hydrochloride IPRSC028 IPRS/79/16
23. Clobetasol Propionate IPRSC049 IPRS/10/15
24, Clonazepam IPRSC044 IPRS/27/16
25. Cyanocobalamin IPRSC042 IPRS/34/16
26. Cycloserine IPRSC054 IPRS/16/13
217. Danazol IPRSD027 IPRS/176/14
28. | Dextromethorphan IPRSD025 IPRS/141/14

Hydrobromide
29. Diacerein IPRSD028 IPRS38/15
30. Dicyclomine Hydrochloride IPRSD040 IPRS/40/16
81. | Diphenhydramine IPRSDO38 IPRS/70/15
Hydrochloride

32. Domperidone IPRSD055 IPRS/28/20
33. Domperidone Maleate IPRSD041 IPRS/82/16
34. Donepezil Hydrochloride IPRSD053 IPRS/71/14
35. Drotaverine Hydrochloride IPRSD032 IPRS/110/15
36. Erlotinib Hydrochloride IPRSE013 IPRS/111/14
37. Erythromycin IPRSE005 IPRS/51/13
38. Escitalopram Oxalate IPRSE014 IPRS/142/14
39. Eslicarbazepine Acetate IPRSEQ21 IPRS/17/14
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40.

Esomeprazole Magnesium

. IPRSE012 IPRS/05/16
Trihydrate

41. Ethyl Paraben IPRSE008 IPRS/153/14
42. Fexofenadine Hydrochloride IPRSF014 IPRS/71/15
43. Flavoxate Hydrochloride IPRSF013 IPRS/08/14
44, Fumaric Acid IPRSF016 IPRS/04/14
45. Gallic Acid IPRSG014 IPRS/84/15
46. Glimepiride IPRSG010 IPRS/70/19
47. Guaiphenesin IPRSG013 IPRS/130/14
48. Hyoscine Butyl Bromide IPRSHO11 IPRS/46/18
49. Ibuprofen IPRSI011 IPRS/144/14
50. Imatinib Mesylate IPRSIO17 IPRS/54/16
51. Imidurea IPRSI001 IPRS/102/13
52. Indapamide IPRSI007 IPRS/90/16
53. Ipratropium Bromide IPRSI008 IPRS/105/14
54. Ivermectin IPRSI012 IPRS/37/16
55. Ketorolac Tromethamine IPRSKO003 IPRS/06/16
56. Ketotifen Fumarate IPRSK002 IPRS/116/14
57. Lamivudine IPRSL016 IPRS/38/16
58. Lamotrigine IPRSLO13 IPRS/35/14
59. Lefluonamide IPRSL001 IPRS/67/13
60. Lignocaine Hydrochloride IPRSLO18 IPRS/23/16
61. Linezolid IPRSL014 IPRS/45/15
62. Loperamide Hydrochloride IPRSLO17 IPRS/55/15
63. Mannitol IPRSMO042 IPRS/14/16
64. Mebendazole IPRSM035 IPRS/73/14
65. Mecobalamin IPRSM028 IPRS/46/16
66. Mefenamic Acid IPRSMO037 IPRS/73/15
67. Menthol IPRSMO027 IPRS/98/14
68. Metronidazole IPRSM043 IPRS/42/14
69. Mifepristone IPRSMO036 IPRS/22/14
70. Nevirapine IPRSNOOQ7 IPRS/76/15
71. Niclosamide IPRSNO13 IPRS/64/15
72. Norethisterone IPRSNO12 IPRS/24/14
73. Norfloxacin IPRSNOO8 IPRS/52/15
74. Olmesartan Medoxomil IPRSO006 IPRS/107/15
75. Olopatadine Hydrochloride IPRSO013 IPRS/64/16
76. Omeprazole IMPO0015 IPRS/32/17
77. Ondansetron IPRS0012 IPRS/68/16
78. Ondansetron Hydrochloride IPRSO009 IPRS/01/16
79. Oxacillin Sodium IPRSO009 IPRS/118/13
80. Phenoxyethanol IPRSP009 IPRS/249/12
81. Piracetam IPRSP041 IPRS/04/16
82. Praziquantel IPRSP021 IPRS/62/15
83. Prednisolone IPRSP047 IPRS/101/16
84. Prednisolone Acetate IPRSP048 IPRS/51/18
85. Probenecid IPRSP028 IPRS/52/14
86. Propranolol Hydrochloride IPRSP029 IPRS/32/14
87. Propyl Paraben IPRSP020 IPRS/08/17
88. Propyl Thiouracil IPRSP030 IPRS/157/14
89. Prothionamide IPRSP0O31 IPRS/155/14
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90. Pyrazinamide IPRSP035 IPRS/57/14
91. Quercetin IPRSQ002 IPRS/03/15
92. Quetiapine Fumarate IPRSQO005 IPRS/54/15
93. Raloxifene Hcl IPRSR001 IPRS/108/13
94. Ramipril IPRSR020 IPRS/47/15
95. Repaglinide IPRSR003 IPRS/109/13
96. Roxithromycin IPRSR018 IPRS/49/15
97. S(-)Amlodipine Besylate IPRSA032 IPRS/02/16
98. Secnidazole IPRSS016 IPRS/50/14
99. Sildenafil Citrate IPRSS015 IPRS/77/14
100. Sitagliptin Phosphate IPRSS018 IPRS/108/15
101. Sorafenib Tosylate IPRSS013 IPRS/109/14
102. Tadalafil IPRST029 IPRS/113/15
103. Tamsulosin Hydrochloride IPRST051 IPRS/43/14
104. Terbinafine Hydrochloride IPRST046 IPRS/43/16
105. Terbutaline Sulphate IPRST035 IPRS/41/18
106. Testosterone Propionate IPRST049 IPRS/64/14
107. Tetracycline Hydrochloride IPRSTO037 IPRS/29/15
108. Thiamine Hydrochloride IPRST008 IPRS/50/15
109. Ticagrelor IPRST050 IPRS/12/17
110. Tinidazole IPRST030 IPRS/51/15
111. Torsemide IPRST047 IPRS/114/14
112. Tranexamic Acid IPRSTO019 IPRS/03/14
113. Triamterene IPRST038 IPRS/90/12
114. Trimethoprim IPRSTO045 IPRS/34/14
115. Vanillin IPRSV009 IPRS/95/15
116. Voriconazole IPRSV008 IPRS/32/16
117. Zolmitriptan IPRSZ007 IPRS/110/14
118. Zonisamide IPRSZ009 IPRS/08/15
Annexure-1V
List of Lot Change IMPRS in FY 2022-23
S. No. | Name of the product Name of IMP-RS Old Lot
No.
1. Aciclovir/Aciclovir
Cream/Aciclovir Dispersible
Tablets/Aciclovir Eye
Ointment/Aciclovir Aciclovir Impurity B IMPA026 IMP/02/14
Intravenous Infusion/Aciclovir
Oral Suspension/Aciclovir
Tablets
2. Aminophylline Theobromine IMPTO052 IMP/19/14
3. Amoxycillin Sodium 2-ethylhexanoic acid IMPEO15 IMP/12/14
4. Aspirin Aspirin Impurity A IMPHO012 IMP/25/16
5. Baclofen/Baclofen Oral
Solution/Baclofen Baclofen Impurity A IMPCO063 IMP/02/15
Tablets/Pregabalin Capsules
6. 2-Vinylpyridine
Betahistine Mesylate (Betahistine IMPV007 IMP/03/16
Impurity A)
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7| Betamethasone Valerate Betamethasone-21- IMPBO42 | IMP/21/15
valerate
8 | Bezafibrate - Chlorobenzolc IMPC036 | IMP/07/16
% | Bisacodyl i‘sac"dy' Impurity IMPBOL7 | IMP/24/15
10. | Captopril and
Hydrochlorothiazide/
Irbesartan and
Hydrochlorothiazide Tablets/
Metoprolol Tartrate and
Hydr(_)chlorothla2|de Tablets/ Benzo_thladlazme IMPBO18 IMP/03/15
Telmisartan and Impurity A
Hydrochlorothiazide Tablets/
Valsartan and
Hydrochlorothiazide Tablets/
Olmesartan Medoxomil and
Hydrochlorothiazide Tablets
11. | Cefadroxil / Cefadroxil Impurity
Cefadroxil Monohydrate A IMPCO35 IMP/10/15
12. 7-
Aminodesacetoxyce
Cefadroxil / phalosporanic acid IMP/001/1
Cefadroxil Monohydrate (Cefadroxil IMPAO25 3
Monohydrate
Impurity B)
13. | Cetirizine Cetirizine Impurity
Hydrochloride/Cetirizine A IMPCO061 IMP/01/15
Tablets
14, 2-Amino-1-(4-
Chloramphenicol nitrophenyl propane IMPA023 IMP/19/15
-1,3-diol)
15. | Ciprofloxacin/Ciprofloxacin
Hydrochloride/Ciprofloxacin Ciprofloxacin
Injection/Ciprofloxacin ethylenediamine IMPCO072 IMP/13/17
Tablets/Ciprofloxacin eye analog
Drops
16| Clotrimazole Clotrimazole IMPC038 | IMP/04/16
Impurity E
17. Clotrimazole
Clotrimazole Impurity D IMP1009 IMP/22/14
(Imidazole)
18. | Cyclizine Hydrochloride Cyclizine Impurity B IMPDO029 IMP/08/16
19. Dilcofenac Sodium/Diclofenac
Diethylamine/Diclofenac Gel/ Diclofenac Impurity
Diclofenac Gastro-resistant A IMPDO047 IMP/53/16
Tablets/ Diclofenac Prolonged-
release Tablets/
20. Glimepiride Glime_piride IMPG009 IPRS/23/1
Impurity D 9
2L | Guaiphenesin Guaiphenesin IMPMO19 | IMP/05/14
Impurity A
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22. Hydralazine Hydrochloride Phthalazine IMPP023 IMP/12/15
23. | |rpesartan Xbesa”a” Impurity IMPP027 | IMP/27/14
24, Isoxsuprine Hydrochloride Hexacosane IMPHO008 IMP/11/15
25. || amivudine Lamivudine IMPHO009 | IMP/04/14
Impurity C
26. Lansoprazole / Lansoprazole
Lansoprazole Gastro-resistant P IMPMO022 IMP/20/15
Sulphide
Capsules
27- | Levodopa 'ée"OdOpa Impurity IMPLO15 | IMP/11/16
28. | \efenamic acid t"esa'az'”e Impurity | \\vpcos3 | IMPI02/16
29. | Mefenamic acid Mefenamic Acid IMPCO53 | IMP/02/16
Impurity C
30. | Mesalazine E"esa'az'”e Impurity |\ \ipa028 | IMP/16/15
3L | Mesalazine '\K"esa'az'”e Impurity | \\vpmo25 | IMP/05/16
32. | Mesalazine '\D"esa'az'”e Impurity | \\pmo40 | IMP/L7/15
33. | Mesalazine g"esa'az'”e Impurity | \\ipmo41 | IMP/15/15
34. | Mesalazine g"esa'az'”e Impurity | \\ipA034 | IMP/18/15
35| Mesalazine mesmazme Impurity | \\ipcoss | IMP/06/16
36. Nandrolone Decanoate Nandrolone IMPNO10 IMP/23/15
37| Naproxen N proxen Impurity IMPB023 | IMP/08/15
38. Naproxen Suppositories zéil(;laphthylacetlc IMPNO16 IMP/09/15
39| Noscapine hydrochloride Eoscap'”e Impurity IMPNO1L | IMP/27/15
40. Ondansetron
Ondansetron Hydrochloride IMPMO21 | IMP/17/16
Impurity (2-
Methylimidazole)
4L | bheniramine Maleate Pheniramine IMPP022 | IMP/04/15
Impurity A
42. | Phenoxymethylpenicillin Phenoxyacetic Acid | IMPP025 | IMP/06/14
Potassium
43. | povidone ;‘g‘”y'pyrm"d'”'z' IMPVO11 | IMP/19/16
44, . . Thiourea
Propylthiouracil (Propylthiouracil) IMPTO31 IMP/21/14
45| propylthiouracil Thiourea (Quinidine |\ \ioro31 | 1Mp/21/14
Sulphate)
46. | Teicoplanin Mesityl Oxide IMPM023 IMP/10/14
A7 | Tolnaftate ;mnaﬁate Impurity IMPTO032 | IMP/14/15
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48. Z|§jov_ud|ne / Zidovudine Zidovudine Impurity IMPTO53 IMP/18/14
Injection C

49. | Zidovudine/Zidovudine Zidovudine Impurity IMPZ008 IMP/008/1
Tablets B 3

4. Retesting of IPRS and IMP-RS:- During the index period, 400 IPRS including IMP-RS were retested.

(Annexure-V)

Annexure-V
List of IPRS and IMPRS retested in FY 2022-23

S. No. | Name of IMP-RS Lot No.
1. (+) - Dihydroquinidine IMP/09/19
2. (+) 6-aminopenicillanic acid (Oxacillin Impurity A) IMP/42/16
3. 2- Methylbenzhydrol (Orphenadrine Impurity A) IMP/43/16
4. 2-[4-[(7-Chloroquinolin-4yl)amino]pentylamino]ethanol IMP/10/20

(HYDROXYCHLOROQUINE SULPHATE IMPURITY)
5. 2-methyl-2-propyl-1,3-propanediol (Carisoprodol impurity) IMP/56/16
6. 2-Methyl-5-nitro imidazole (impurity) IMP/39/17
7. 2-Methylbenzophenone (Orphenadrine Impurity B) IMP/21/16
8. 3-ethoxy-4-hydroxybenzaldehyde IMP/48/16
9. 4-Hydroxycoumarin (warfarin impurity B) IMP/40/16
10. 5,7-dichloro-8-hydroxyquinoline

(Quiniodochlor/diiodohydroxyquinoline) IMP/18/17
11. 5-chloro-7-iodo-8-hydroxyquinoline

(Quiniodochlor/diiodohydroxyguinoline) IMP/19/17
12. 5-chloro-8-hydroxyquinoline (Quiniodochlor/diiodohydroxyquinoline) IMP/17/17
13. 5-Nitrofurfural Diacetate IMP/11/18
14. Abacavir Sulphate IPRS/56/19
15. Acebutolol Hydrochloride IPRS/33/20
16. Acetazolamide IPRS/74/16
17. Acetazolamide Impurity D IMP/16/17
18. Adenosine IPRS/125/16
19. Adenosine Impurity A IMP/28/16
20. Adenosine Impurity G IMP/29/16
21. Agomelatine IPRS/41/19
22. Albendozole IPRS/18/20
23. Alfuzosin Hydrochloride IPRS/62/19
24. Alphacyclodextrin IPRS/28/17
25. Alprazolam IPRS/75/18
26. Amantadine Hydrochloride IPRS/04/19
217. Ambrisentan IPRS/24/17
28. Ambroxol Hydrochloride IPRS/85/19
29. Amiloride Hydrochloride IPRS/76/19
30. Aminocaproic Acid IPRS/124/16
31. Aminophylline IPRS/32/20
32. Amisulpride IPRS/73/19
33. Amitriptyline Impurity B IMPAO11
34. Amlodipine Besylate IPRS/69/19
35. Amodiaquine Hydrochloride IPRS/108/16
36. Amorolfine Hydrochloride IPRS/70/20
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37. Amoxycillin Sodium IPRSAQ27

38. Ampicillin IPRS/26/18
39. Ampicillin Sodium IPRS/79/18
40. Ampicillin Sodium IPRS/79/18
41. Anastrozole IPRS/11/19
42, Aprepitant IPRS/25/17
43. Armodafinil IPRS/11/18
44, Aspirin IPRS/88/19
45, Aspirin impurity A IMP/25/16

46. Atazanavir Sulphate IPRS/118/16
47, Atenolol IPRS/116/20
48. Atorvastatin Calcium IPRS/63/19
49, Azathioprine IPRS/75/19
50. Baclofen IPRS/13/18
51. Beclomethasone Dipropionate IPRS/09/19
52. Benazepril Hydrochloride Impurity C IMP/58/16

53. Benzhexol Hydrochloride IPRS/25/18
54, Benzhexol Impurity A IMP/06/19

55. Benzocaine IPRS/32/19
56. Berberine Chloride IPRS/18/17
57. Betamethasone Dipropionate IPRS/75/16
58. Betamethasone Sodium Phosphate IPRS/74/20
59. Betamethasone Valerate IPRS/71/16
60. Bisacodyl IPRS/76/16
61. Bisacodyl impurity C IMP/10/18

62. Bosentan Monohydrate IPRS/11/17
63. Brimonidine Tartrate IPRS/104/15
64. Brimonidine Tartrate IPRSB021

65. Brinzolamide IPRSB024

66. Bronopol IPRS/07/20
67. Buclizine Hydrochloride IPRS/53/19
68. Budesonide IPRS/47/17
69. Buspirone Hydrochloride IPRS/37/20
70. Butylparaben Impurity E/lso-butyl-4-hydroxybenzoate IMP/27/17

71. Calcium Gluconate IPRS/77/16
72. Calcium Levulinate IPRS/65/20
73. Calcium Pantothenate IPRS/03/19
74, Candesartan Cilexetil IPRS/79/19
75. Capecitabine IPRS/109/16
76. Captopril IPRS/27/19
77. Carbidopa IPRS/38/19
78. Carisoprodol IPRS/78/18
79. Carvedilol IPRS/78/16
80. Carvedilol Impurity A IMP/15/17

81. Caryophyllene IPRS/124/15
82. Cefazolin Sodium IPRS/08/20
83. Cefazolin Sodium IPRS/08/20
84. Cefdinir IPRS/48/16
85. Cefepime Hydrochloride IPRS/17/20
86. Cefixime IPRS/59/19

87. Cefoperazone Sodium IPRS/81/20
88. Cefotaxime Sodium IPRS/14/19

89. Cefpodoxime Proxetil IPRS/58/19

90. Ceftriaxone Sodium IPRS/13/19

91. Cetrimide IPRS/45/18
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92. Cetirizine Hydrochloride IPRS/59/20
93. Chloramphenicol Palmitate IPRS/77/19
94. Chlorhexidine Gluconate Solution IPRS/106/20
95, Chlorhexidine Hydrochloride IPRS/34/20
96. Chlorocresol IPRS/62/16
97. Chlorthalidone IPRS/78/20
98. Cilastatin Sodium IPRSC051
99, Cilnidipine IPRS/61/16
100. Cilnidipine Impurity A IMP/02/18
101. Cilostazol IPRS/64/19
102. Cilostazol Impurity B IMPCO019
103. Cimetidine IPRS/119/16
104. Cinacalcet Hydrochloride IPRS/66/16
105. Cinnamic Aldehyde IPRS/120/15
106. Ciprofloxacin impurity C (-20C) IMP/13/17
107. Citalopram Hydrobromide IPRS/33/18
108. Citalopram Impurity A IMP/09/18
109. Clindamycin Phosphate IPRSC004
110. Clobazam IPRS/100/16
111. Clobetasol Propionate IPRS/10/15
112. Clomipramine Hydrochloride IPRS/18/19
113. Clopidogrel Bisulphate IPRS/50/20
114, Clotrimazole Impurity B IMP/13/19
115. Cloxacillin Sodium IPRSC023
116. Cuminaldehyde IPRS/83/15
117. Curcumine IPRS/15/17
118. Cyclobenzaprine HCI IPRS/126/16
119. Cyclosporine IPRS/13/17
120. Cyproheptadine Hydrochloride IPRS/49/20
121. Cyproterone Acetate IPRS/40/19
122. Dacarbazine IPRS/68/18
123. Dapoxetine Hydrochloride IPRS/72/19
124. Darifenacin Hydrobromide IPRS/26/17
125. Darunavir Ethanolate IPRS/67/16
126. Dexlansoprazole IPRS/54/19
127. Diazepam Impurity A/2-methylamino-5-chlorobenzophenone IMP/20/17
128. Diclofenac Diethylamine IPRS/42/16
129. Diclofenac Sodium IPRS/08/19
130. Diclofenac Sodium IPRS/08/19
131. Dicloxacillin Sodium IPRS/43/17
132. Dicyandiamide IMPD012
133. Diethylcarbamazine Citrate IPRS/81/16
134. Diloxanide Furoate IPRS/30/18
135. Diltiazem Hydrochloride IPRS/54/18
136. Diphenhydramine Impurity A IMP/25/18
137. Disodium Edetate IPRS/48/17
138. Disulfiram IPRS/05/20
139. Dobutamine Impurity B IMP/46/16
140. Docusate Sodium IPRSD007
141. Domperidone Maleate IPRS/82/16
142. Dopamine Hydrochloride IPRS/102/16
143. Dorzolamide Hydrochloride IPRS/67/15
144, Dothiepin Hydrochloride IPRS/57/20
145. Doxepin Hydrochloride IPRS/22/19
146. Doxycycline Hydrochloride IPRS/67/18
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147. D-Panthenol IPRS/69/16
148. D-phenylglycine IMP/37/16
149, Drospirenone IPRS/74/18
150. Drotaverine Hydrochloride IPRS/110/15
151. Drotaverine Hydrochloride IPRSD032
152. Duloxetine Hydrochloride IPRS/109/15
153. Duloxetine Hydrochloride IPRS/109/15
154. Ebastine Impurity C IMP/02/19
155. Ebastine Impurity D IMP/26/18
156. Efavirenz IPRS/83/16
157. Emitricitabine IPRS/28/19
158. Enalapril Maleate IPRS/115/20
159. Enrofloxacin IPRS/80/18
160. Ephedrine Hydrochloride IPRS/20/18
161. Eplerenone IPRS/68/19
162. Erlotinib Hydrochloride IPRSEQ13
163. Ethambutol Hydrochloride IPRS/84/16
164. Ethinylestradiol IPRS/37/17
165. Etidronate Disodium IPRSE006
166. Etodolac IPRS/17/18
167. Etodolac Impurity C IMP/18/19
168. Etoposide IPRS/34/19
169. Etoricoxib IPRS/61/19
170. Eucalyptol IPRS/122/15
171. Ezetimibe IPRS/66/19
172. Famotidine IPRS/85/16
173. Favipiravir IPRS/56/20
174. Felodipine Impurity A IMP/04/18
175. Fenofibrate Impurity A IMP/12/17
176. Fenofibrate Impurity B IMP/16/18
177. Ferrous Fumarate IPRS/02/19
178. Ferrous Gluconate IPRS/66/20
179. Fesoterodine Fumarate IPRS/52/19
180. Fexofenadine Hydrochloride IPRSF014
181. Fexofenadine Impurity B IMP/09/17
182. Finasteride IPRS/86/16
183. Finasteride Impurity A IMP/03/19
184. Flavoxate Impurity A IMP/52/16
185. Fluorouracil IPRS/77/20
186. Fluoxetine Hydrochloride IPRS/52/20
187. Fluphenazine Decanoate IPRS/20/20
188. Flurbiprofen IPRS/60/20
189. Flurbiprofen Sodium IPRS/61/20
190. Flutamide IPRS/63/20
191. Flutamide Impurity C IMP/01/17
192. Fluticasone Propionate IPRS/87/16
193. Folic Acid impurity A IMP/01/18
194. Formoterol Fumarate Dihydrate IPRS/30/16
195. Frusemide/Furosemide IPRS/25/20
196. Furazolidone IPRS/60/18
197. Galantamine Hydrobromide IPRS/39/19
198. Gefitinib IPRS/89/16
199. Gemfibrozil Impurity A IMP/30/16
200. Gemifloxacin Mesylate IPRS/28/18
201. Gentamicin Sulphate IPRS/57/19
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202. Glipizide Impurity D IMPGO003

203. Glutaric acid IMP/44/16

204. Glycine IPRS/48/20
205. Granisetron IPRS/29/20
206. Griseofulvin IPRS/21/18
207. Haloperidol IPRS/18/18
208. Homatropine Hydrobromide IPRS/81/19
209. Hydralazine Hydrochloride IPRS/23/19
210. Hydroguinone/Dobesilate impurity A IMP/54/16

211. Hydroxychloroguine Sulphate IPRS/38/20
212. Hydroxychloroguine sulphate IMP/14/19

213. Ibuprofen Impurity F IMP/22/19

214. Imatinib Mesylate IPRS/54/16
215. Imipramine Hydrochloride IPRS/20/17
216. Indapamide IPRS/90/16
217. Indomethacin IPRS/58/18
218. Isosorbide Dinitrate Diluted (40 %) IPRS/13/16
219. Isoxsuprine Hydrochloride IPRS/27/20
220. Ketoprofen IPRS/10/20
221. Ketorolac Impurity B IMP/30/18

222. Labetalol Hydrochloride IPRS/36/19
223. Lamivudine Impurity A IMP/12/19

224, Lamivudine impurity E IMP/27/16

225. Lamivudine impurity F IMP/26/16

226. Lansoprazole N-oxide IMP/14/17

2217. Lapatinib Ditosylate IPRS/05/19
228. Letrozole IPRS/12/18
229. Levamisole Hydrochloride IPRS/33/19
230. Levocetirizine Hydrochloride IPRS/55/18
231. Levodopa IPRS/06/19
232. Levofloxacin Hemihydrate IPRS/50/19
233. Levonorgestrel IPRS/30/20
234. Levosulpride IPRS/21/19
235. Lisinopril IPRS/91/16
236. Lithium Carbonate IPRS/20/19
237. Lopinavir IPRS/111/16
238. Loratadine IPRS/45/19
239. Lovastatin IPRS/45/20
240. Lumefantrine IPRS/113/20
241. Magaldrate IPRS/12/19
242. Meclizine Hydrochloride IPRS/10/17
243. Medroxy Progesterone Acetate IPRS/37/18
244. Mefloguine Hydrochloride IPRS/120/16
245. Memantine Hydrochloride IPRS/72/16
246. Mepyramine Maleate Impurity C IMP/14/18

247. Metadoxine IPRS/87/20
248. Metformin Hydrochloride IPRS/118/20
249. Methocarbamol IPRS/106/15
250. Methotrexate IPRS/83/18
251. Methyl Nicotinate IMP/45/16

252. Methyl Salicylate IPRS/01/19
253. Methy_l-3,5-d|am|no-6-chIoropyraZ|ne-2-carboxylate (Amiloride IMP/10/17

Impurity)

254. Methyldopa IPRS/11/20
255. Methylergometrine Maleate IPRS/43/19
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256. Methylparaben IPRS/83/20
257. Methylphenidate Hydrochloride IPRS/112/15
258. Methylprednisolone Acetate IPRS/84/19
259. Metoprolol Tartrate IPRS/55/20
260. Metronidazole Benzoate IPRS/29/18
261. Miconazole Nitrate IPRS/44/17
262. Minoxidil IPRS/86/19
263. Modafinil IPRS/47/19
264. Mometasone Furoate IPRS/64/20
265. Montelukast sodium IPRSM012

266. Mosapride Citrate Dihydrate IPRS/62/18
267. Moxifloxacin Hydrochloride IPRS/44/18
268. Moxifloxacin Hydrochloride Impurity E IMP/19/18

269. Mupirocin IPRS/16/19
270. Mycophenolate Mofetil IPRS/112/16
271. Nabumetone IPRS/100/15
272. Nadifloxacin IPRS/73/20
273. Naphazoline Impurity C IMP/13/18

274. Naproxen IPRS/23/18
275. Natamycin IPRS/10/19
276. Neomycin Sulphate IPRS/52/18
277. Neotame IPRS/63/16
278. Nicotinamide (Niacinamide) IPRS/114/20
279. Nicoumalone IPRS/21/17
280. Nitrazepam IPRS/48/18
281. Nitrophenylpyridine analogue (Nifedipine impurity) IMP/02/17

282. Norfloxacin Impurity A IMP/08/19

283. Norfloxacin Impurity H IMP/05/18

284. Nystatin IPRSNO02

285. Ofloxacin IPRS/60/19
286. Olanzapine IPRS/94/16
287. Olopatadine Hydrochloride IPRS/64/16
288. Ondansetron Impurity C IMP/10/19

289. Ondansetron Impurity D IMP/19/19

290. Ornidazole IPRS/51/19
291. Orphenadrine Citrate IPRS/69/20
292. Oseltamivir Phosphate IPRS/114/16
293. 0-Toluene Sulphonamide IMPTO003

294. Oxacillin impurity C IMP/39/16

295. Oxybutynin Chloride IPRS/70/18
296. Oxymetazoline Hydrochloride IPRS/72/20
297. Paliperidone IPRS/40/17
298. Pantoprazole Sodium IPRSPO01

299. Paracetamol IPRS/74/19
300. Parecoxib Sodium IPRS/33/16
301. Parecoxib Sodium IPRS/33/16
302. Paroxetine HCI Hemihydrate IPRS/45/16
303. Penicillamine IPRS/83/19
304. Pentazocine IPRS/12/20
305. Piperacillin IPRS/81/18
306. Piperazine Adipate IPRS/65/15
307. Piperazine Citrate IPRS/66/15
308. Pirfenidone IPRS/68/20
309. Potassium Citrate IPRS/31/19
310. Potassium Sorbate IPRS/24/19
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311. Povidone-lodine IPRS/03/20
312. Praziquantel Impurity A IMP/02/20

313. Prednisolone IPRS/101/16
314. Prednisolone Acetate IPRS/51/18
315. Pregabalin IPRSP008

316. Prilocaine IPRS/44/16
317. Primaquine Phosphate IPRS/23/20
318. Prochlorperazine Maleate IPRS/40/18
3109. Proguanil Hydrochloride Impurity C IMP/11/19

320. Proguanil Hydrochloride Impurity D IMP/21/19

321. Promethazine Hydrochloride IPRS/95/16
322. Promethazine Theoclate IPRS/55/19
323. Propyphenazone IPRS/33/17
324, Pseudoephedrine Hydrochloride IPRS/66/18
325. p-Toluene Sulphonamide IMPT004

326. Pyrantel Pamoate IPRS/30/19
327. Pyridoxine Hydrochloride (Vit. B6) IPRS/19/19
328. Pyridoxine Hydrochloride Impurity A IMP/15/19

320. Pyridoxine Impurity B IMP/20/19

330. Pyrimethamine IPRS/54/20
331. Quinine Sulphate IPRS/36/20
332. Quiniodochlor IPRS/01/20
333. Rabeprazole Sodium IPRS/25/19
334. Racecadotril IPRS/67/19
335. Ranitidine Hydrochloride IPRS/82/20
336. Remdesivir IPRS/75/20
337. Reserpine IPRS/17/17
338. Ribavirin IPRS/53/20
3309. Risperidone IPRS/44/19
340. Ritonavir IPRS/15/20
341, Ropivacaine Hydrochloride IPRS/19/20
342. Rupatadine Fumarate IPRS/71/19
343. Salbutamol Sulphate IPRS/89/19
344. Salicylic Acid IPRS/46/20
345. Salmeterol Xinafoate IPRS/35/19
346. Sertaconazole Nitrate IPRS/49/18
347. Sertraline Hydrochloride IPRS/01/17
348. Sertraline Impurity E IMP/31/16

349. Simvastatin IPRS/87/19
350. Sitagliptin Phosphate IPRSS018

351. Solifenacin Succinate IPRS/82/19
352. Sorbitol IPRS/76/20
353. Spiramycin IPRS/35/20
354. Spironolactone IPRS/36/18
355. Stavudine IPRS/04/20
356. Streptomycin Sulphate IPRS/104/16
357. Sucralose IPRS/60/16
358. Sulfasalazine IPRS/78/19
359. Sulphadiazine IPRS/103/16
360. Sulphamethoxazole IPRS/13/20
361. Sulpiride Impurity B IMP/04/20

362. Sumatriptan Succinate IPRS/37/19
363. Tacrolimus IPRS/128/16
364. Tamoxifen Citrate IPRS/31/18
365. Tapentadol Hydrochloride IPRS/42/19
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366. Tazobactam IPRS/30/17
367. Telmisartan IPRS/65/19
368. Teneligliptin Hydrobromide Hydrate IPRS/46/19
3609. Tenofovir Disoproxil Fumarate IPRS/63/18
370. Tibolon IPRS/56/16
371. Ticagrelor IPRS/12/17
372. Timolol Maleate IPRS/61/18
373. Tizanidine Hydrochloride IPRS/96/16
374. Tocopheryl Acetate IPRS/23/17
375. Tolbutamide Impurity B IMP/38/17
376. Topiramate IPRS/32/18
377. Tramadol Hydrochloride IPRS/79/20
378. Tramadol Impurity A IMP/42/17
379. Tranexamic impurity D IMP/24/16
380. Trifluoperazine Hydrochloride IPRS/05/17
381. Triflupromazine Hydrochloride IPRS/06/17
382. Trimetazidine HCI IPRS/34/17
383. Trimetazidine Hydrochloride IPRS/34/17
384. Trimetazidine impurity C IMP/22/16
385. Trimetazidine impurity C IMP/22/16
386. Trimetazidine Impurity D IMP/23/16
387. Trimethoprim impurity J IMP/33/16
388. Triphenylphosphine oxide/ Alprostadil Impurity K IMP/25/17
3809. Triprolidine Hydrochloride IPRS/31/20
390. Tropicamide IPRS/80/19
391, Trospium Chloride IPRS/57/16
392. Ursodeoxycholic Acid IPRS/53/18
393. Valproic Acid Impurity C IMP/16/19
394. Valsartan IPRS/98/16
395. Verapamil Hydrochloride IPRS/22/17
396. Warfarin impurity C IMP/35/16
397. Warfarin Sodium Clathrate IPRS/29/19
398. Xylometazoline Hydrochloride IPRS/64/18
399. Zoledronic Acid IPRS/27/18
400. Zolpidem Tartrate IPRS/99/16
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5. Sale/Distribution of IPRS, IMP-RS and Prednisone Dissolution Calibrator Tablet:

S. No. Items Supplied to Quantity Rate Per Revenue
(Number of Vial/Pack Generated
Vials/Pack) including GST
@ 18%
L liers Private 11205 | 5000/- + Taxes 6,49,32,354.00/-
Stakeholders
2 Private 25000/-, 12500/-,
IMP-RS Stakeholders 1603 5000/- + Taxes 3,13,25,100.00/-
3 Prednisone
Dissolution | Private
Calibrator | Stakeholders 842 10000/- + Taxes 97,86,200.00/-
Tablet
4 |IPRs Government 3098 | 2500/- + Taxes 90,60,900.00/-
Stakeholders
5 Government 12500/-, 7500/-,
IMP-RS Stakeholders 359 2500/- + Taxes 43,23,650.00/-
6 Prednisone
Dissolution - | Government 35 5000/- + Taxes 2,02,300.00/-
Calibrator Stakeholders A
Tablet
Total 11,96,30,405.00/-
Revenue (In Words): 11 Crore Ninety-Six Lacs Thirty Thousand Four Hundred Five
Rupees Only.

6. Analysis of New Drugs Substances (NDS):-RSD is routinely engaged in the testing of New Drugs
Substances (NDS) received from Drugs Controller General (India), Central Drugs Standard Control
Organization, New Delhi and to submit the test report within a definite time period. During the index
period, a total of 1099 New Drugs Substances (NDS) samples were analyzed and the report of these
samples were successfully submitted to the office of the Drugs Controller General India (DCG(l)).

7. Analysis of MISC/ Port / CMSS samples: RSD receives samples from various government offices
such as Port offices, Central Medical supplied Services (CMSS) for analysis purpose. During the index
period, 692 Number of samples were analyzed and report of these samples were successfully submitted
to the respective government offices.
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NATIONAL FORMULARY

OF INDIA

The National Formulary of India is a guidance document for health care professionals to
promote economic prescribing of medicines. Stakeholders of NFI includes Prescribers or interns
(Medical and Dental), Pharmacist or interns, Nurses and other Health care professionals
(HCPs), Supply chain of medicaments (Basic reference on drug information), Reference
document for preparing own formulary at government and individual hospitals and Teaching
aid for all HCPs.

The principal objective of the 6th edition continues to be promotion of rational use of
medicines. To achieve this objective, the monographs of drugs comprise the clinical indications,
strengths of formulations and major adverse drug reactions. In this edition efforts have been
taken to include monographs for medicines listed in the National List of Essential Medicines,
other medicines frequently prescribed by clinicians and medicines for use in India’s public

health programs and National Health Missions.

The awareness on NFI 2021, its Relevance and Salient Features was created by organizing
following trainings:

S. No Date Title of the Training Type No. of
Training Participants
1. | 12-16 September | NFI 2021, its 22" Skill Development Programme 131
2022 Relevance and on Pharmacovigilance
salient Features
2. | 14-18 November | NFI 2021, its 23" Skill Development Programme 106
2022 Relevance and on Pharmacovigilance
salient Features
3. | 06— 10" NFI 2021, its 24" Skill Development Programme 189
February 2023 Relevance and on Pharmacovigilance
salient Features
4. | 15" 19" May NFI 2021, its 25" Skill Development Programme 157
2023 Relevance and on Pharmacovigilance
salient Features
5. | 07" — 11" August | NFI 2021, its 26" Skill Development Programme 209
2023 Relevance and on Pharmacovigilance
salient Features
6. | 06" —08" April | NFI 2021, its Induction-cum-Training Programme 63
2022 Relevance and on Pharmacovigilance
salient Features
7. | 30" May — 01% NFI 2021, its Induction-cum-Training Programme 33
June 2022 Relevance and on Pharmacovigilance
salient Features
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8. | 18M—_ 20" NFI 2021, its Induction-cum-Training Programme 87
October 2022 Relevance and on Pharmacovigilance
salient Features
9. |12t 14"t NFI1 2021, its Induction-cum-Training Programme 95
December 2022 Relevance and on Pharmacovigilance
salient Features
10. | 27" February — NFI 2021, its Induction-cum-Training Programme 108
01t March 2023 Relevance and on Pharmacovigilance
salient Features
11. | 02" May — 04%" NF1 2021, its Induction-cum-Training Programme 200

May 2023

Relevance and
salient Features

on Pharmacovigilance
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PHARMACOVIGILANCE
PROGRAMME OF INDIA &

MATERIOVIGILANCE PROGRAMME
OF INDIA

GENESIS OF PHARMACOVIGILANCE PROGRAMME OF INDIA (PVPI)

Pharmacovigilance Programme of India is Government of India’s flagship drug safety
monitoring programme, which collects, collates and analyses drug-related adverse events and send
recommendations to CDSCO for taking appropriate regulatory actions.

Adverse Drug Reaction (ADR) is one of the leading causes of morbidity and mortality
worldwide. The consequences of ADRs burden the healthcare system with increased cost of
therapy and prolongation of hospitalization. In developing countries, the cost of management of
adverse reactions in the general population is very high and under-recognized. It is, therefore,
imperative to evaluate the safety of medicines through Pharmacovigilance system.

The Ministry of Health and Family Welfare, Government of India recasted PvPIl on 15th
April, 2011 and shifted the National Coordination Centre from All India Institute of Medical
Sciences (AIIMS), New Delhi to IPC, Ghaziabad and is continuing.

OVERVIEW

Pharmacovigilance Programme of India (PvPI) is Government of India’s flagship drug safety
monitoring programme which collates and analyses drug-related adverse events. As adverse drug
reaction is one of the leading causes of morbidity and mortality worldwide, therefore, it is imperative
to monitor the ADRs. Pharmacovigilance Programme of India (PvPI) was launched in July 2010 by
Ministry of Health & Family Welfare (MoHFW), Government of India and All India Institute of
Medical Sciences (AlIIMS), New Delhi was its National Coordination Centre (NCC). However,
Ministry of Health and Family Welfare, Government of India, Nirman Bhavan, New Delhi recasted
this programme vide an Order No. X.11035/7/2011-DFQC dated 15™ April 2011 resulting in shifting
of PvPI from AIIMS, New Delhi to Indian Pharmacopoeia Commission (IPC), Ghaziabad. Since then,
IPC has been entrusted with the responsibility as the National Coordination Centre for
Pharmacovigilance Programme of India (NCC-PVPI).

MISSION

To safeguard the health of Indian population by ensuring that the benefits of use of medicine outweigh
the risks associated with its use.

VISION

To improve patient safety and welfare of Indian population by monitoring safety of medicines, thereby
reducing the risk associated with their use.
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AIMS AND OBJECTIVES

o Create a Nation-wide system for patient-safety by ensuring drug-safety

o Identify and analyses new signals from the reported cases

e Analyze the benefit-risk ratio of marketed medications

e Generate evidence-based information on safety of medicines

e Support regulatory agencies in the decision-making process on use of medications

e Communicate safety information on use of medicines to various stakeholders for
preventing/minimizing the risk

e Collaborate with other National Centres for exchange of information and data management

¢ Provide training and technical support to other National Pharmacovigilance Centres across the globe

e To organize and sensitize the stakeholders for celebration of National Pharmacovigilance Week
from 17th September- 23rd September every year

e Promote rational use of medicines

e Emerge as a National Centre of Excellence for Pharmacovigilance activities

Core Committees at NCC-PvPI

Following committees are constituted at NCC-PvPI to ensure smooth and effective functioning of the

programme:

» Steering Committee

It is the chief administrative and monitoring body of NCC-PvPI, which guides and supervises the

functioning of programme.

» Working Group

All technical issues related to the establishment and implementation of the programme, including
providing technical inputs, are handled by the Working Group, which reports to the CDSCO for

regulatory interventions.

» Quality Review Panel

Quality Review Panel is responsible for quality, causality assessment and completeness of ICSRs. The
panel also makes recommendations to the PvPl Working Group after data analysis and devises formats

and guidance documents for follow-up action.
» Signal Review Panel
The Signal Review Panel (SRP) of PvPI comprises scientists and clinical experts affiliated to

government and non-government academic institutions and hospitals. As and when required experts

from the pharmaceutical industries are also invited for taking expert inputs, to collate and analyses
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information from ICSRs. This panel assesses the results of identified computerized Signals from ICSRs
to validate and confirm. It looks into biostatistical methods for analysis and creates standardized post-
analytical reports that help in understanding the information derived from ADRs. It also decides upon

actionable indicators.

» Core Training Panel

The Core Training Panel (CTP) of PvPI guides in the identification of training needs, organizing
National and International training programmes, designing training modules and helps to conduct the
training for healthcare professionals and other stakeholders throughout the year. It also identifies
trainers for zone-wise training centres. The CTP interacts with National and International agencies for
participation and implementation of training programmes in Pharmacovigilance. The Core Training

Panel is assisted by the internal training team of PvPI.

ORGANOGRAM

Organogram of National Coordination Centre-Pharmacovigilance Programme of India
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PvPI COMMUNICATION CHANNELS

Coherent and flawless communication channels are key to the successful functioning of any
programme. The dissemination of knowledge and expertise at NCC-PvPI percolates to the target
audience and across the board to the Adverse Drug Reaction Monitoring Centres (AMCs) affiliated
to it with the use of state-of-the-art information technology. The various modes of communication
by which PvPI channelizes data flow are represented in the figure below:

National
Coordination Centre-
Pharmacovigilance
FDABhawan | ¥ > \ Programme of India
New Delhi IPC, Ghaziabad

AR

[Marketing Authorization] « Steering Committee

NRA/CDSCO
Headquarter

States/ UTs
Drug Regulators

Holders * Working Group

« Signal Review Panel
* Quality Review Panel
« Core Training Panel

! ! ! !

ADR Monitoring Centres Uppsala Monitoring Centre/
National Health (AMCs) / Healthcare Professionals/ WHO Headquarter/
Programmes Regional Training Centres Others SEARO Country Office,
(RTCs) India
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Reporting ADRs

Who can
Report?

PvPI Helpline:

. Monitoring Centres ‘ ; 1800-180-3024

PvPI Mobile APP icsr.nccpvpi@gmail.com
ADR PvPI pvpi.compat@gmail.com

ADR reporting forms are available on the official website of IPC (www.ipc.gov.in) and on the website
of CDSCO (www.cdsco.gov.in)
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Why to Report?

e To ensure the safety of patients taking medicines
e To reduce the risks associated with the use of medicines (economic burden, quality of life)
e To help regulatory authority make vital policy decision regarding safe use of medicines

What to Report?

All types of suspected ADRs:

e Known or unknown
e Serious or non-serious
e Frequent or rare

ADRs by:

Medicines

Medical Devices

Biologicals including Vaccines
Herbal Drugs/Nutraceuticals, etc.

Medication Errors:

Product dispensing/monitoring/prescribing/selection/storage error/issues
Accidental exposure to product

Inappropriate use of medical products

Product transcribing errors and communication issues

Off-label Use:

e Use of medicines for an unapproved indication, age group, dosage or route of administration

Misuse/Overdose/Abuse:

e Use of a medication (for a medical purpose) other than as directed or as indicated; taking
medicine more/more often or for a longer period.
e Ingestion/application of medicine in quantities much greater than recommended
e Nonmedical use of a substance for psychic effect, dependence, or a suicide attempt or
gesture, recreational use of substances for any reason
Lack of Efficacy and other product quality-related issues

e No/Lack of drug effect

e Drug ineffective for approved/unapproved indication
e Delayed or incomplete drug effect

e Ineffective drug dosing regimen

e Drug effect faster/less than expected
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Channels for reporting AE/ADR

Suspected ADR Reporting Form for Healthcare Professionals (HCPs) (Version 1.4)
The Suspected ADR reporting Form is specifically designed for healthcare professionals to capture detailed
information about an AE/ADR. This form is available on IPC ( ) or CDSCO

(www.cdsco.gov.in) website and in National Formulary of India 2021.

Medicines Side-Effect Reporting Form (For Consumers)
Consumers/patients may also make use of Medicines Side-effect Reporting Form for reporting any
suspected AE/ADR to PvPI. This form is available in 10 Indian languages: Hindi, Bengali, Gujarati,

Kannada, Malayalam, Marathi, Assamese, Oriya, Tamil and Telugu.

Suspected ADR Reporting Form (For drugs used in Prophylaxis/ Treatment of COVID-19)

The Suspected ADR Reporting Form is designed for healthcare professionals during pandemic to capture
detailed information about an AE/ADR related to the drugs used in Prophylaxis/ Treatment of COVID-19.
This form is available on IPC ( ).

Personal Protective Equipment (PPE) Adverse Event Reporting Form

In view of COVID-19 Pandemic, NCC-MvVPI has specially designed a PPE Adverse Event Reporting
Form, which primarily aims to collect the adverse events associated with the use of PPEs used for medical

purposes.

Other important ADR Reporting Forms

Healthcare Professionals and other stakeholders can also report AEs/ADRs using specific forms designed
purposely for reporting AE/ADR associated with Medicines used in Kala-azar treatment — Adverse Drug
Reaction Form for Kala-Azar treatment, serious cases related to vaccine use - Serious AEFI Case

Notification Form and Cases related to Medical Device use- Medical Device Adverse Event Reporting

PvPI
Helpline I
C grarmy
a1soo-180-3024

|

Form.
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Patients/ Consumers/ Healthcare Professionals may report any suspected ADR associated with the use of
medicinal/ herbal products/ vaccines or medical devices to NCC-PvPI via Toll-Free Helpline No. 1800-
180-3024.
e-Reporting of ADRs:

e Android Mobile App — ‘ADR PvPI’

W ADRPvPI

PC 3
[—=—=—"]
= =

An indigenous android mobile app “ADR PvPI”, which was dedicated to the nation on 29™
September 2017, has been instrumental in equipping all stakeholders, including the consumers, for

reporting ADRs.

e E-mails

02

Reporting ADRs by

0 1 Consumers

pvpi.ipc@gov.in
Reporting ADRs by
Non-AMCs

pvpi.ipc@gov.in

Hospitals/ Medical Colleges and other Healthcare Institutions which are not enrolled as AMCs under PvPI,

may report adverse events by using email (icsr.nccpvpi@gmail.com). Similarly, consumers/ patients also

have the option of reporting adverse events through a dedicated email (pvpi.ipc@gov.in)

Suspected ADR Reporting Form in National Formulary of India (NFI):

NFI serves as a guidance document to medical practitioners, pharmacists working in hospitals and sales
establishments, nurses, medical and pharmacy students and other healthcare professionals. The principal
objective of NFI is to promote the rational use and economic prescribing of medicines in the country. The
healthcare professional may utilize the ADR Reporting Form which has been annexed at the end of the NFI
2021 to report suspected ADRs.
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ICSRs database at PvPI

The Pharmacovigilance Programme of India (PvPI) is responsible for the collection, assessment, detection
and communication of risks associated with the use of medical products in Indian Population. The ICSRs
collected by Adverse Drug Reaction Monitoring Centres (AMCs), Marketing Authorization Holders
(MAHSs), Healthcare Professionals Patients/Consumers through different channels of reporting are
communicated to NCC-PvPI, IPC. The Annual database accounts for 113459 ICSRs for the index period
and monthly reporting patterns is given below.
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Figl: Month-wise distribution of ICSRs
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Distribution of ICSRs based on Gender

PvPI database revealed that 50.0% ICSRs were from male patients and 45.0% were from female patients.

No information was provided in 5.0% of ICSRs.

Female mMale m Unknown

45%

Fig 2: Distribution of ICSRs based on gender

Distribution of ICSRs based on age

The database revealed that the maximum 35.3 % ICSRs were received from the age group of 18-44 years,
whereas the minimum 0.2% ICSRs were received from the age group of 0-27 days. No information about

the age of the patients was given in10.1% ICSRs.
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Fig 3: Distribution of ICSRs based on age
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Distribution of ICSRs based on reporter qualification

The 39.0% ICSRs were from physicians, 16.5% from pharmacists, 26.2% from other healthcare
professionals, 28.0 % from consumers/non-healthcare professionals and 0.3% were unknown.

39.0%

40.0% .

35.0% 26.2% 28.0%
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15.0%
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No. of ICSRs (%)

Reporters

Fig 4: Distribution of ICSRs based on reporter qualification

Distribution of ICSRs based on seriousness

The database revealed that 73.0% ICSRs were non serious and 27.0% were serious reported with the use

of medical products.

HYes HmNo

Fig 5: Distribution of ICSRs based on seriousness
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Distribution of ICSRs based on seriousness criteria

The seriousness criteria of received suspected ICSRs revealed that 5.7% ICSRs were due to death, 1.9%
ICSRs were due to life threatening condition, 10.8% ICSRs were due to prolonged hospitalization, 0.2%
ICSRs were due to disabling/incapacitating and 12.7% ICSRs were due to other medically important
conditions.
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Fig 6: Distribution of ICSRs based on seriousness criteria

Distribution of reactions based on System Organ Classes (SOCs)

The ICSRs reported in PvPI database revealed that the maximum number of reactions 29.0% were reported from the
SOC-General disorders and administration site conditions among the top ten reported SOCs.
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SOC: Skin and subcutaneous tissue disorders
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Fig 7: Distribution of reactions based on SOCs

Distribution of ICSRs based on Anatomical Therapeutic Chemical (ATC) Classification

The ICSRs reported in PvPI database revealed that the maximum number of suspected drugs 35.0% were reported
from the ATC-Anti-infectives for systemic use among the top ten reported ATCs.

Indian Pharmacopoeia Commission 58



ATC: J ANTIINFECTIVES FOR SYSTEMIC USE
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Fig 8: Distribution of ICSRs based on ATC Classification

Top 10 reported Preferred Term

The data reported in PvPI database revealed that the maximum percentage of adverse drug reactions
(Preferred Term) reported was pyrexia (8.4%) coded by MedDRA dictionary.
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Fig. 9: Top 10 reported Preferred Term
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Top 10 active ingredients reported in ICSRs

Analysis of Active Ingredients (Als) from ICSRs revealed that COVID-19 vaccine (10.8%) was the highest
reported Al during this index period.
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Fig. 10: Top 10 reported Active Ingredients

ICSRs received from non-AMCs

Besides receiving ICSRs from AMCs, NCC-PVPI, also received ICSRs through several hospitals, medical
colleges and other institutions, which are not enrolled as an AMC under PvPI (i.e. non-AMCSs) across India.
The Non-AMC:s sent the filled in Suspected ADR reporting form to NCC-PvPI through a dedicated e-mail
id: pvpi.ipc@gov.in. These ICSRs were then forwarded to the nearest AMC for doing causality assessment.
During the index period, 1203 ICSRs were reported via non-AMCs, month-wise distribution of these ADRs
are given below:
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Fig. 11: Month-wise ICSRs received from non-AMCs
ICSRs received via PvPI Helpline

Toll free helpline was initiated on October 11, 2013, since then it has been serving as one of the reliable
tools for reporting suspected adverse events. Patients/Consumers/Healthcare Professionals report suspected
adverse events associated with the use of medical products/ medical devices through Tollfree Helpline.
Calls are primarily responded in English and Hindi on all working days between 9:00 AM and 5:30 PM. A
total of 391 ICSRs were received through Tollfree Helpline, the month-wise distribution of such ICSRs are
as given below:
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Fig. 12: Month-wise ICSRs received from PvPI Helpline (Tollfree)

India secured 9™ position among WHO PIDM Member countries

During this index period, India has contributed 2.8% ICSRs globally and was the 7" largest contributor of
ICSRs submission to in VigiBase. Overall, India ranked 9" position among 176 World Health Organization
(WHO) Programme for International Drug Monitoring (PIDM) member countries in terms of submission

of ICSRs to in VigiBase (Fig. 13).
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Fig. 13: Top 10 reporting countries

Contribution by MAHs

Marketing Authorization Holders (MAHs) play a crucial role in reporting AEs/ADRs to PvPI. The recent
amendment to the Drugs and Cosmetics Rules, 1945 and New Drugs & Clinical Trials Rules 2019 (NDCT
2019 Rules), has made Pharmacovigilance a legal obligation for MAHs. This has paved the way for
collecting product-specific safety data, aimed at optimizing drug-safety and ensuring healthcare for Indian

populace. During this index period a total of 115 MAHs had submitted the 55703 ICSRs to NCC-PvPL
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Fig 14: Month-wise ICSR received from MAHs
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Quality of ICSRs Reporting

The VigiGrade™ completeness score is a WHO system to measure the quality of the information provided
on ICSRs. The graph represents the average completeness score of ICSRs submitted from India (Blue line)
as compared to submitted ICSRs by all the other countries (Green line). The average completeness score
for the last quarter of the index period accounts for about 0.75 out of 1.
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Signal Review Panel (SRP) Recommendations for regulatory actions

The NCC-PvPI evaluated spontaneously submitted ICSRs and further discussed in Signal Review Panel

(SRP) meeting during indexed period. The outcomes of SRP meetings were communicated to the Central

Drugs Standard Control Organization for appropriate regulatory actions as tabulated below:

S. No. SRP Meeting Suspected drugs Adverse drug Outcome
reactions
1 Paracetamol Fixed Drug Eruption | Signal (To be
22"9 SRP Meeting held included  in
on 22" November, 2022 PIL)
2 Losartan Muscle Spasm To be included
in PIL
3 Piroxicam Fixed Drug Eruption | To be included
in PIL

Monthly Drug Safety Alerts issued by IPC, NCC-PvPI

The IPC, NCC-PvPI has issued a total of 18 monthly drugs safety alerts during index period to sensitize the
healthcare professionals & consumers through emails, periodically issued PvPI Newsletters, web-portal of

IPC for strengthening of reporting to PvPI as tabulated below:

S. No. Issue Date Suspected Indication(s) Adverse drug
drugs reactions
e Antibiotic- Indicated for
lower & upper respiratory
tract  infection, UTI, ) )
gynaecological infection, Drug Reaction with
1 _ _ . ) . ) Eosmophllla and
28" April, | Cefuroxime skin or soft tissue infection | gystemic Symptoms
2022 etc. (DRESS)
e Antibiotic- Indicated in the
treatment of respiratory
tract infections, UTI, ENT
soft tissue infections etc.
e Systemic aspergillosis and
candidiasis, )
Cryptococcosis, Symmetrical Drug
sporotrichosis Related-
o ) Intertriginous  and
30" May, | Itraconazole Paracoccidioidomycosis, | Fjexyral Exanthema
2 2022 blastomycosis and other | (SDRIFE)
rarely occurring systemic
or tropical mycoses.
e Empiric therapy of febrile
neutropenic patients with
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suspected fungal
infections.

17"
2022

June,

Trimetazidine

e Ischaemic heart disease,
angina pectoris, sequalae
of infarction.

e Cardiac drug indicated in
the treatment of angina
pectoris and intermittent
claudication.

Drug Reaction with
Eosinophilia and
Systemic Symptoms
(DRESS)

15th
2022

July,

Tacrolimus

e For prophylaxis of
transplant  rejection in
adult kidney or liver
allograft rejection.

e Prophylaxis of transplant
rejection in kidney, liver or
heart allograft recipient.

e For prophylaxis of
transplant  rejection in
liver, pancreas, lung, heart
and  kidney allograft
recipients and treatment of
allograft rejection resistant
to treatment with other
immuno- suppressive
medicinal products.

e By nephrologists only- for
the prophylaxis of organ
rejection  in  patients
receiving allogenic kidney
transplant.

e For dermatologists-for
treatment of patients with
moderate to severe atopic
dermatitis in whom the use
of alternative conventional
therapy is advisable.

Gingival
Hypertrophy

23rd
2022

August,

Cefoperazone

Urinary infections, biliary
infections, respiratory
infections, infections of skin
tissues, meningitis,
septicaemia, Pseudomonas,
Salmonella typhi & B. fragilis
infections.

Coagulopathy
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26th
September,
2022

Piroxicam

e In the treatment of
rheumatoid arthritis,
osteoarthritis, ankylosing
spondylitis, cervical
spondylitis and other
musculoskeletal disorder.

e Anti-inflammatory agent-
Indicated in the treatment
of rheumatoid arthritis,
ankylosing spondylitis and
other musculoskeletal
disorders.

e Indicated in the treatment
of musculoskeletal
disorders, acute gout, pain
after operative
intervention following
acute trauma and in
primary dysmenorrhoea
(12 years age or older)

Fixed Drug Eruption

17" October,
2022

Amoxicillin

For treatment of urinary tract
infections, upper respiratory-
tract infections, bronchitis,
pneumonia, otitis media, dental
abscess, osteomyelitis, Lyme
diseases in children,
endocarditis prophylaxis, post-
splenectomy prophylaxis,
gynaecological infections,
gonorrhoea, helicobacter pylori
eradication enteric fever.

Fixed Drug Eruption

28"
November,
2022

Norfloxacin

e Antibacterial- Indicated in
the treatment of acute
uncomplicated/complicated
chronic, recurrent urinary
tract infections, including
pyelonephritis, cystitis,
urethritis & gonococcal
infections.

e Wide variety of infections
caused by susceptible
Gram +ve and Gram -ve
organism including mixed
infection in poultry.

Skin
Hyperpigmentation

26th
December
2022

Minoxidil

For the treatment of alopecia
(male pattern baldness in men).

Folliculitis
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10

11

3lst
2023

January

Amphotericin
B (Liposomal)

e Febrile Neutropenia in
cancer patients.

e For invasive fungal
infection in patients who
are refractory to or
intolerant of conventional
amphotericin B therapy.

e By RMP- for the treatment
of invasive fungal
infection in patients who
are refractory to or
intolerant of conventional
amphotericin-B therapy.

e Indicated for the treatment
of visceral leishmaniasis.

Hearing disorders

Tachycardia

12

13

20" February
2023

Cephalosporins

Cephalosporins are beta-lactam
antimicrobials used to manage a
wide range of infections from
Gram-positive and  Gram-
negative bacteria.

Purpura

Amikacin

Indicated in the treatment of
serious infections due to
amikacin sensitive organisms.

Vision blurred

14

15

16

17

18

29th
2023

March

Metoprolol

For the treatment of essential
hypertension in adults,
functional  heart disorders,
migraine prophylaxis, cardiac
arrhythmias, prevention of
cardiac death and reinfarction
after the acute phase of
myocardial infarction, stable
symptomatic CHF.

Hyponatraemia

Nebivolol

For the treatment of essential
hypertension

Hyperkalaemia

Olmesartan

Use as an Anti-hypertensive

Muscle Spasm

Taste Disorder

Sulfasalazine

Use for the treatment of severe
rheumatoid arthritis, ulcerative
colitis; Crohn’s diseases.

Visual Impairment
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SRP recommendations published in WHO Pharmaceutical Newsletter

WHO Pharmaceuticals S

World Health INEWSLETTER No. L

Organization

Cephalosporins

Risk of fixed drag eraptiomn

Xnvdia. The Central Drugs
Standard Control Organization
(CDSCO) has approwveaed the
recormmendation from the
MNational Coordination Centre —
Pharmacocowigilance Programrme
of India (NCC-PwPIL), Imndian
Pharmacopoeaeia Cormmission
{IFC) to rewvise the prescribima
imnformation leaflet (PIL) for
cephalosporins to include Ffixaed
drug eruption as anmn adverse
drug reaction.

Cephalosporins are a group of
antibiotics that belong to a
beta-lactam class, indicated to
manage a wide ramnge of
iNnfections from gram - positive
and gram-negative bacteria.

The NCC-PwPI, IPC rewviewed
203 Individual Case Safety
Reports (ICSRs) of
cephalosporin associated fixed
drug eruption and a causal
relationship between therm was
Ffound.

Referemcer

Based on the commumnication
from IPC, India, October 2022
ink fto thhe sowrce witfrin oo gowv i)

Haloperidol

Risk of cogwheel rigidity

India. The CDSCO has
approved the recommendation
from the MCC-PvPI, IPC to
revise the PIL for haloperidol to
include cogwheel rigidity as an
adverse drug reaction.

Haloperidol is indicated for the
treatment of chronic
schizophrenia.

The NCC-PwPI, IPC reviewed 11
ICSRKs of haloperidol associated
cogwheel rigidity and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(lirk tor the source within ipc.gov.in)

Olanzapine

Risk of hyponatraemia

India. The CDSCO has
approved the recommendation
from the MCC-PwPI, IPC to
revise the PIL for olanzapine to
include hyponatrasmia as an
adverse drug reaction.

Olanzapine is indicated for the
treatment of schizophrenia in
adult patients, rapid control of
agitation and disturbed
behaviour in patients.

The NCC-PvPI, IPC reviewed 20
ICSRs of olanzapine associated
hyponatraemia and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.gov.in)

Remdesivir

Risk of sinus bradycardia

India. The CDSCO has
approved the recommendation
from the NCC-PvPI, IPC to

revise the PIL for remdesivir to
include sinus bradycardia as an
adverse drug reaction.

Remdesivir is indicated for the
treatment of suspected or
laboratory confirmed corona
virus disease 2019 (COVID-19)
in adults and children
hospitalised with moderate to
severe disease.

The NCC-PvPI, IPC reviewed 11
ICSRs of remdesivir associated
sinus bradycardia and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.gov.in)
(See also WHO Pharmaceuticals
Newsletter No. 1 2022: Remdesivir and
Potential risk of sinus bradycardia in
Canada, No.4. 2021 in Europe)
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Tigecycline

Minoxidil

Risk of coagulopathy

India. The CDSCO has
approved the recommendation
from the NCC-PvPI, IPC to
revise the PIL for tigecycline to
include coagulopathy as an
adverse drug reaction.

Tigecycline is indicated for the
treatment of skin and
abdominal infections.

The NCC-PvPI, IPC reviewed
three ICSRs of tigecycline
associated coagulopathy and a
causal relationship between
them was found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within jpc.gov.in)

Risk of folliculitis

India. The NCC-PvPI, IPC has
recommended the CDSCO to
revise the prescribing
information leaflet (PIL) for
minoxidil to include folliculitis
as an adverse drug reaction.
The recommendation is under
consideration of the CDSCO.

Minoxidil is indicated for the
treatment of alopecia (male
pattern baldness) in men.

The NCC-PvPI, IPC reviewed 17
ICSRs of minoxidil associated
folliculitis and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.gov.in)

Indian Pharmacopoeia Commission

69



LLK(‘-\

| ST
@ WHO Pharmaceuticals 2022
World Health INEWSILETTER No. 3

Organization

Mefenamic acid, The National Coordination
doxycycline Centre - Pharmacovigilance
Programme of India (NCC-
PvPI), Indian Pharmacopoeia
India. The Central Drugs Kl :
Standard Control Organization Commission (IPC) reviewed 23

l case reports of fixed drug

PEEIERCE N S O S eruption with use of mefenamic
recommendation to revise the

Risk of fixed drug eruption

prescribing information leaflet acid and 94 cases with the use
(PIL) for mefenamic acid and of doxycycline, and found a
doxycycline to include fixed stmng causal re'ationship

drug eruption as an adverse

drug reaction. between each of the two drugs

and the event.
Mefenamic acid is indicated for

the treatment of rheumatoid Reference:
arthritis, osteoarthritis, Based on the communication

dysmenorrhea, mild to i
moderate pain, inflammation, from IPC, India, June 2022

fever and dental pain. (link1 and link2 to the source within
Doxycycline is used as a broad- cdsco.gov.in)

spectrum antibiotic.
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IPC alerts healthcare professionals about norfloxacin induced skin
hyperpigmentation

Laxmi Yadav, Mumbai
Wednesday, December 7, 2022, 0800 Hrs [I5T]

The Indian Pharmacopoeia Commission (IPC). which is the MNational Coordination Centre (MCC) for Pharmacovigilance Programme of India (PvPl}),
has flagged drug safety alert revealing that antibacterial norfloxacin is associated with adverse event known as skin hyperpigmentation

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvPI database.

Norfloxacin is used to treat a variety of bacterial infections. This medication belongs to a class of drugs known as quinolone antibiotics. It is indicated in
the treatment of acute uncomplicated/complicated chronic, recurrent urinary tract infections, including pyelonephritis, urethritis and gonococcal
infections. It is also indicated in a wide wariety of infections caused by susceptible gram positive and gram-negative organisms including mixed
infection in poultry

MNorfloxacin's mode of action depends on blocking of bacterial DMNA replication by binding itself to an enzyme called DMNA gyrase, which allows the
untwisting required to replicate one DNA double helix into two. MNotably the drug has 100 times higher affinity for bacterial DNA gyrase than for
mammalian

As per drug safety alert issued by IPC last week of November. norfloxacin is linked with skin hyperpigmentation. Hyperpigmentation refers to patches
of skin that become darker than the surrounding areas of skin. It occurs when the skin produces excess melanin, the pigment that gives skin its colour.

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of norfloxacin. IF
such a reaction is encountered, it needs to be reported to the NCC-PvPI for suitable action.

Earlier IPC had also flagged drug safety alerts revealing that amoxicillin, a penicillin-type antibiotic, was associated with an adverse event known as
fixed drug eruption. Besides this. nonsteroidal anti-inflammatory drug (NSAID), piroxicam: beta-lactam antimicrobials, cephalosporins and anti-
inflamrmatory drug. ibuprofen were also found to be associated with adverse events known as fixed drug eruption.

Furthermore, IPC also cautioned that second-generation cephalosporin antibiotic, cefuroxime was associated with drug reaction with eosinophilia and
systemic symptoms (DRESS) syndrome while immunosuppressive medicine tacrolimus was linked with an adverse event known as gingival
hypertrophy. It further revealed that antifungal medicine itraconazole caused an adverse event known as Symmetrical Drug-Related Intertriginous and

Flexural Exanthema (SDRIFE).

PvPl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR event through a robust system of causality assessment.

Reference: 1PC alerts healthcare professionals about norfloxacin induced skin hyperpigmentation (pharmabiz.com)
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IPC flags safety alert against immunosuppressive drug tacrolimus

I axmi Yadav, Mumbai
Monday, August 8 2022 0800 Hrs [IST]

The Indian Pharmacopoeia Commission {IPC), which is the National Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvPI}),
has flagged drug safety alert revealing that immunosuppressive medicine tacrolimus is associated with adverse event known as gingival hypertrophy.

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvPIl database

Tacrolimus is mainly used in reducing the activity of the patient's immune system after organ transplant to prevent organ rejection. It is also used in a
topical preparation in the treatment of severe atopic dermatitis, severe refractory uveitis after bone marrow transplants, and the skin condition vitiligo. 1t
was discovered in 1984 from the fermentation broth of a Japanese soil sample that contained the bacteria Streptomyces tsukubaensis. Tacrolimus is
chemically known as a macrolide. It reduces peptidyl-prolyl isomerase activity by binding to the immunophilin FKBP-12 (FK506 binding protein)
creating a new complex. This FKBFP12-FKS506 complex inhibits calcineurin which inhibits T-lymphocyte signal transduction and IL-2 transcription.

Tacrolimus is indicated for prophylaxis of transplant rejection in liver, pancreas, lung. heart and kidney allograft recipients and treatment of allograft
rejection resistant to treatment with other immunosuppressive medicinal products.

As per drug safety alert issued by IPC in last week of July 2022, tacrolimus is linked with gingival hypertrophy or hyperplasia, a condition that refers to
an overgrowth of gum tissue around the teeth.

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of tacrolimus. If
such a reaction is encountered, it needs to be reported to the NCC-PvP| for suitable action.

IPC had earlier also flagged drug safety alerts revealing that antifungal medicine itraconazole was associated with an adverse event known as
Symmetrical Drug-Related Intertriginous and Flexural Exanthema (SDRIFE).

Besides this, it also revealed that second-generation cephalosporin antibiotic, cefuroxime was associated with drug reaction with eosinophilia and
systemic symptoms (DRESS) syndrome while beta-lactam antimicrobials, cephalosporins and anti-inflammatory drug. ibuprofen were associated with
adverse event known as fixed drug eruption.

PvPl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR event through a robust system of causality assessment.

The PvPI's basic objective is to create a nationwide system for patient-safety by ensuring adverse events reporting, identification of new adverse drug
reactions, analysis of the benefit-risk ratio of the marketed drugs and generation of evidence-based infoermation on the safety of drugs. The NCC-PvPI,
IPC is in the developing phase of indigenous database-Adverse Drug Reaction Monitoring Software (ADRMS) for the processing of Individual Case

Safety Reports (ICSR).

Reference: http://www.pharmabiz.com/NewsDetails.aspx?aid=152518&sid=1
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IPC cautions healthcare professionals to watch out for Cefuroxime induced DRESS
syndrome

Laxmi Yadav, Mumbai
Saturday, May 7, 2022, 08:00 Hrs [IST]

The Indian Pharmacopoeia Commission (IPC), which is the National Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvPl),
has flagged drug safety alert revealing that second-generation cephalosporin antibiotic, Cefuroxime is associated with drug reaction with Eosinophilia
and Systemic Symptoms (DRESS) syndrome.

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvPI database.

Cefuroxime is a bactericidal agent that acts by inhibition of bacterial cell wall synthesis. Cefuroxime has activity in the presence of some beta-
lactamases, both penicillinases and cephalosporinases, of gram-negative and gram-positive bacteria. Cefuroxime was patented in 1971, and approved
for medical use in 1977. It is on the World Health Organization's List of Essential Medicines.

The antibiotic is indicated for lower and upper respiratory tract infection, urinary tract infections (UTIs), gynaecological infection, skin infection or soft
tissue infection. The drug is also indicated for ENT soft tissue infection etc.

As per drug safety alert issued by IPC in last week of April 2022, Cefuroxime is linked with Drug reaction with Eosinophilia and Systemic Symptoms
{DRESS) syndrome which is an idiosyncratic, drug-induced hypersensitivity reaction that presents with skin rash, involvement of internal organs like
liver, lung, or kidney, lymphadenopathy, and haematological manifestations such as eosinophilia and atypical lymphocytes.

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of Cefuroxime. If
such a reaction is encountered. it needs to be reported to the NCC-PvPI for suitable action.

IPC had earlier also flagged drug safety alerts revealing that beta-lactam antimicrobials, cephalosporins and anti-inflammatory drug, ibuprofen were
associated with adverse event known as fixed drug eruption while Cefazolin, a cephalosporin antibiotic, was associated with acute generalized
exanthematous pustulosis (AGEP).

Besides this, it had earlier also flagged drug safety alerts revealing that popular blood pressure drug, Losartan was associated with muscle spasm
while diclofenac, a NSAID, was linked to skin hyperpigmentation.

Dimethyl fumarate, used for relapsing-remitting multiple sclerosis, was associated with adverse drug reaction alopecia, according to the preliminary
analysis of ADRs from the PvPI database.

PPl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR event through a robust system of causality assessment.

Reference: http://www.pharmabiz.com/NewsDetails.aspx?aid=149603 &sid=1
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IPC alerts healthcare professionals about cefoperazone induced coagulopathy

Laxmi Yadav, Mumbai
NMonday, September 5 2022 0800 Hrs [IST]

The Indian Pharmacopoeia Commission (IPC). which is the National Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvPl),
has Tlagged drug safety alert revealing that cefoperazone. a third-generation cephalosporin antibiotic, is associated with adverse event known as
coagulopathy, a bleeding disorder.

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvPI database.

Cefoperazone is a new beta-lactam antibiotic that possesses a broad spectrum of activity against gram-positive and gram-negative organisms_ It is
used to targetl bacteria responsible for causing infections of the respiratory and urinary tract, skin, and the female genital tract. It is one of Tew
cephalosporn antibiotics effective in treating Pseudomonas bacterial infections which are otherwise resistant to these antibiotics. It was patented in
1974 and approved for medical use in 1981

Cefoperazone exeris its bactericidal effect by inhibiting the bacterial cell wall synthesis. and sulbactam acts as a beta-lactamase inhibitor, to increase
the antibacterial activity of cefoperazone against beta-lactamase-producing organisms.

wwhile its clinical use has been discontinued in the US, cefoperazone is available in European countries. Latin American countries. Australia, India
among others.

As per drug safety alert issued by IPC last week of August, cefoperazone is linked with coagulopathy. a condition in which the blood's ability to

coagulate (form clots) is impaired. Coagulopathy may cause uncontrolled internal or external bleeding. Left untreated. uncontrolled bleeding may
cause damage to joints. muscles, or intemal organs and may be life-threatening.

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of cefoperazone
If such a reaction is encountered, it needs to be reported to the NCC-PvPI for suitable action.

IPC had earlier also flagged drug safety alerts revealing that immunosuppressive medicine tacralimus was associated with an adverse event known as
gingival hypertrophy while antifungal medicine itraconazole was linked with Symmetrical Drug-Related Intertriginous and Flexural Exanthema
(SDRIFE).

Besides this, it also cautioned that second-generation cephalosporin antibiotic, cefuroxime was associated with drug reaction with eosinophilia and
systemic symptoms (DRESS) syndrome while beta-lactam antimicrobials, cephalosporins and anti-inflammatory drug. ibuprofen were associated with
adverse event known as fixed drug erupticn

Pyl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR ewvent through a robust system of causality assessment.

Reference: http://www.pharmabiz.com/NewsDetails.aspx?aid=152997 &sid=1
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Trainings and National Pharmacovigilance Week Celebration 2022

A total of 1795 training programmes were conducted by IPC in the area of Pharmacovigilance
including skill development programmes, induction-cum- trainings, advance-level trainings and
continuing medical educations. These trainings have trained as many as 109571 participants
including students, academicians, analysts, healthcare professionals (Physicians, Nurses,

Pharmacists and allied health workers), industry professionals etc.

The National Coordination Centre (NCC)-Pharmacovigilance Programme of India (PvPl), Indian
Pharmacopoeia Commission (IPC) has celebrated 2nd National Pharmacovigilance Programme
(NPW) from 17th-23rd September 2022 across the country through hybrid mode. The theme of
this NPW 2022 was to “Encourage the reporting of ADRs to PvPI by the consumers™. The
approval for celebration of National Pharmacovigilance Week across the country was accorded by
Governing Body of Indian Pharmacopoeia Commission. The National Pharmacovigilance Week
will be celebrated every year on this day which will go a long way in reaching common masses
about the importance of reporting Adverse Drug Reaction.
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The major focus of National Pharmacovigilance week celebrations is to focus on PV activities
aimed at creating awareness amongst the public, healthcare professionals, pharmaceutical
Industries and healthcare authorities about the reporting of adverse drug reactions and encourage
carrying out the activities related to Pharmacovigilance to the general public during the National
Pharmacovigilance Week. The Pharmacovigilance Week Celebration is about recognizing the role
of healthcare professionals like Physicians, Nurses, Pharmacists, students, Academicians in
reporting adverse drug reactions. The Pharmacovigilance Week celebration can be ideal platform
to honour our fellow healthcare professionals who are an integral part of the healthcare system

and drug safety.

During the 2nd NPW 2022, NCC-PVvPI has organized a walkathon in Ghaziabad on September 20,
2022 to create awareness about the reporting of adverse events with the use of medicines and also
distributed the pamphlets & resources materials prepared in Hindi and English to the public,
hospitals and chemists. The major activities organized by NCC-PvPI during this week were as

follows;

i. Inauguration of 2 NPW 2022

ii. PvPI Stakeholders Meets:
e Pharmacovigilance Experience from an AMC
¢ Reporting of AEs - Consumer/NGO Perspective
» Reporting of AEs - An Industry Perspective

Activities
on
Day1 &2

I. National Pharmacovigilance Walkathon

ii. NCC-PvPI Team visited hospitals in Delhi-NCR for
creating awareness about the reporting of AEs with
the use of medicines

2" National
Pharmacovigilance
Week 2022

Activities
on
Day 3 & 4

i. Quiz on Pharmacovigilance
ii. International Webinar on “Utilization of VigiFlow &

/ Activities
VigiLyze - Ensuring quality of ICSRs and Signal

X A b °:& & by detection” for SEARO Countries and its beyond
- \&d iii. Valedictory Ceremony -
™ « Panel discussion on “Encouraging AEs reporting by
‘ patients”

¢ Announcements of results of Quiz, Poster, Animation
video Competition

During the National Pharmacovigilance Week PvPI organized a total of 628 training/awareness-cum-
sensitization programmes including CME/CPE in which 54,889 Healthcare Professionals and other

stakeholders were trained on PV.
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Expansion of PvPI

NCC-PvPI, IPC has enrolled 167 new AMCs across the country, the total number of AMCs have increased
from 534 to 701 since last FY 2021-22. However, 10 AMCs were delisted also on 24" March 2023. So, the
current strength of AMCs is 691 as on 31% March 2023 and the list of new AMCs enrolled during this tenure
1s mentioned below.

S. No. States/UTs No. of Hospital/_MedicaI
college/Institute
1. Andhra Pradesh 15
2. Bihar 1
3. Chhattisgarh 2
4, Gujarat 12
5. Haryana 16
6. Himachal Pradesh 1
7. New Delhi 11
8. Karnataka 4
9. Kerala 13
10. Madhya Pradesh 5
11. Maharashtra 9
12. Manipur 1
13. Mizoram 1
14. Odisha 1
15. Puducherry 1
16. Punjab 7
17. Rajasthan 11
18. Tamil Nadu 12
19. Telangana 12
20. Uttar Pradesh 21
21. Uttarakhand 1
22. West Bengal 9
23 | Dadra and Nagar Haveli & Daman and Diu 1
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INTERNATIONAL COOPERATION

Performance of PvPI as WHO-Collaborating Centre

The NCC-PvPI, IPC being a World Health Organization (WHO)-Collaborating Centre for
Pharmacovigilance in Public Health Programmes and Regulatory Services in SEARN countries, PvPI has
done the following activities;

Activities

Outcomes

Development of e-tools
for integration of ADR-
reporting

Developing Indigenous Adverse Drug Reaction Management System (ADRMS) Software
integrated with WHO-Drug Dictionary and MedDRA dictionaries. The ADRMS software will
offer seamless processing & evaluation of ICSR reported with the use of medicines, vaccines
and medical devices.

PV data sharing with
South-East Asia Regional
Network (SEARN)
countries

The NCC-PvPI has shared drug safety alerts with SEARN countries on monthly basis through
e-mail.

The NCC-PVPI has shared electronic version copy of newsletter with SEARN countries on
quarterly basis through e-mail.

The NCC-PvPI has also shared the identified Signals and Prescribing Information Leaflet
changes with SEARN countries through e-mail.

PvPI as a National Pharmacovigilance Centre of WHO Programme for International Drug
Monitoring publishes drug safety information in WHO-Pharmaceuticals newsletter for global
outreach.

Capacity Building and
support for Public Health
Programmes (PHPs) and
Regulatory services

Coordination done with Adverse Event Following Immunization (AEFI) Secretariat of the
MoHFW, Govt. of India by sharing of data related to vaccines.

WHO-SEARO has organized a conference on “Addressing challenges of regulatory COVID-
19 medical products in South-East Asia” from 11-12 April, 2022. Dr. Rajeev Singh
Raghuvanshi, Secretary-cum-Scientific, Director, IPC has participated in this conference.
WHO-SEARO office, New Delhi has organized a meeting for the heads of National Regulatory
Authorities (NRAs), South-East Asia Regulatory Network (SEARN) from 7-8 June, 2022. Dr.
Rajeev Singh Raghuvanshi, Secretary-cum-Scientific, Director, IPC has participated as a
Chairman for Working Group -3 (vigilance for medical products).

The representatives from PvPI, IPC have participated as observers in a WHO-Multidisciplinary
Technical Group (MTG) meeting organized by the WHO Regional Office for South-East Asia
(SEARO), New Delhi on Ocular Events reported with the administration of Miltefosine on 30th
November 2022 through virtual mode. In this meeting, discussion was focused on the Causality
Assessment, Risk Minimization Measures & its Communication, remaining uncertainties and
need of further studies for Miltefosine associated Ocular Events.

PVPI RESOURCE MATERIALS
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PvPI has published the following 04 quarterly newsletter during the index period:

; "3\1” n)’»??ﬁ’: ISSN: 23207760

-ANewsletter

QVIGIFANCERROGRANMMEGRINDIRYRYA]) PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)

VOL 12 | ISSUE 3 | 2022

nd

2" National
Pharmacovigilance

@ ‘ B s Week - 2022
Dose \ p £ D

Common measures

2R) i to prevent Medication
Drug Errors-5Rs

?

7 ) g ?
a @&
Patient )

145l

Imnmmooped-cunmmlon(li'c) ;::::::yunntrmmv;m:g‘ﬁmmm i a ia i ( )M?n Irywﬂ( ImlFinulyW feltaro

Newsletter, Vol 12, Issue 2 (April 22 Newsletter, Vol 12, Issue 3 (July 22

to June 22) to September 22)

ISSN: 23207760 ISSN: 2320-7760

s Newsletter 2 Newsletter

PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI) PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)
VOL 13 | ISSUE 1| 2023

VOL 12 | ISSUE 4 | 2022

Regulatory
Pharmacovigilance

Role of Pharmacovigilance
in
Drug-Drug Interactions

&+ @-=A —

) & ¢ ‘
3 @

Published by Published by:

National Centre. of India (NCC-PVPI)
Indian Pharmacoposia Commission (IPC), Ministry of Health & Family Welfar Indian Pharmacopoeia Commission, Ministry of Health & Family Weltare, Government of i India
Government of India

ogr of India

Newsletter, Vol 13, Issue 1

Newsletter, Vol 12, 1 4
cws CHer, YOI 12, SSue (January 23 to March 23)

(October 22 to December 22)

NCC-PvPI has published PvPI Newsletter, Volume 12, Issue No. 2, 3, 4 Year 2022 and Volume 13, issue 1,
Year 2023. The newsletter highlighted the activity of different divisions of NCC-PvPI as well as activity at
AMC level. Posters on various PV activities were also published to sensitize the stakeholders of PvPI.
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MATERIOVIGILANCE PROGRAMME OF INDIA (MvPI)

After several horrific cases of malfunctioning of medical devices such as babies burnt to death due to short
circuits in incubators or hip implants causing blood poisoning, the Ministry of Health & Family Welfare
(MoHFW), Govt. of India (Gol) has approved the commencement of Materiovigilance Programme of India
(MvPI) on 10" February 2015 in an effort to ensure safety of medical devices. Thereafter, MvPI was
launched on 6" July 2015 at Indian Pharmacopoeia Commission (IPC) Ghaziabad by the then Drugs
Controller General (India) with an objective to ensure the patient safety by monitoring, recording, analyzing
the root cause of adverse events or risk associated with the use of medical devices and suggesting National
Regulatory Authority i.e., Central Drugs Standard Control Organization (CDSCO) for appropriate action.
MvPI aims to promote and facilitate adverse event reporting of medical devices and subsequently
evaluating these events. The scientific and systematic evaluation of these medical device adverse
events/reports will foster monitoring trends for improving and protecting the health and safety of Indian
population. Initially Sree Chitra Tirunal Institute for Medical Sciences & Technology (SCTIMST),
Thiruvananthapuram served as National Coordination Center (NCC) for the programme till 2017; since
2018 IPC functions as NCC for MvPI. In addition to protection of health and safety of patients, MvPI
reduces the likelihood of reoccurrence of the harmful incidents elsewhere thereby safety of medical devices.
MvPI continuously work with its partnering organizations where SCTIMST, Thiruvananthapuram serves
as National Collaborating Centre and National Health System Resource Centre (NHSRC), New Delhi
serves as Technical Support & Resource Centre for the programme. As a dynamic process, MvPI-IPC
recognizes Medical Device Adverse Event Monitoring Centers (MDMCs) across India for monitoring and
reporting of Medical Device Adverse Events (MDAES).

Modalities for Reporting Medical Device Adverse Events (MDAES):

One can use the medical device adverse event reporting form which is available on the IPC website
(www.ipc.gov.in) to report any medical device associated adverse event. Reporters from Medical Device
Adverse Events Monitoring Centre (MDMC)/Adverse Drugs Reaction Monitoring Centre (AMC) after
filling the above mentioned MDAE reporting form can be submitted to the Coordinator or Associate of the
respective MDMC/AMC. A reporter who is not part of MDMC/AMC can submit the filled MDAE reporting
form to the nearest MDMC/AMC or directly to NCC-MvPI, IPC. Reporter can also mail the scanned
reporting form to shatrunjay.ipc@gov.in or mvpi-ipc@gov.in. The MvPI has the same helpline number as
PvPli.e., 1800-180-3024 (Monday to Friday from 09:00 AM to 5:30 PM, except holidays) to report adverse
events. A person can also report MDAE by using PvPI mobile application, which is freely available on
google play store.
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Indigenous medical device adverse events (MDAEs) data management:

NCC-MvPI, IPC collates and analyses adverse events associated with medical devices exclusively on
Indian population, analyses the benefit-risk ratio, generates evidence-based information on medical devices
safety, supports regulatory bodies in the decision-making process on medical devices & communicates the
safety signals on use of medical devices to various stakeholders.

» A total of 6,441 MDAE reports have been received at NCC-MvPI during the index period. The
reporting has been increased by 60% as compared to previous financial year (3,868 MDAE reports).

Monthwise number of MDAE reports
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Recommendations forwarded to CDSCO:

NCC-MvPI forwarded following 12 recommendations on safe use of medical devices in India to CDSCO
for their information and further necessary actions at their end.

Device

Total Knee
Replacement

Adverse event
reported

Implant Deformation/
failure

Description

Information about the
adverse event of Implant
deformation/ failure is
suspected to be associated
with the use of total knee
replacement.

Date of
communication

April 18, 2022

o) Vacutainers

Defective devices
(Leaky)

Information about the
adverse event of defective
devices (Leaky) is
suspected to be associated
with the use of
Vacutainers.

April 18, 2022

Inhaler

delivering improper
dose/ medicament not
released/ breathing
problem/ issue with
the pipe of inhaler/
dose counter error/
not working/ pin
broken etc.

Information about the
adverse event of
delivering improper dose/
medicament not released/
breathing problem/ issue
with the pipe of inhaler/
dose counter error/ not
working/ pin broken etc. is
suspected to be associated
with the use of Inhaler.

April 18, 2022

HCG/Pregnancy

4 Test Kit

(HCG/Pregnancy
Test Kit)

HCG/Pregnancy Test
Kit

Information about the
adverse event of invalid
result event is suspected to
be related to device and
quality issue is a foremost
concern in such type of
events.

August 11, 2022

Mandibular
Reconstruction
5 (Plate)

Mandibular plate
breakage

Information about the
adverse event of plate
breakage event is
suspected to be related to
device and quality issue is
a foremost concern in
such type of events.

December 13,
2022
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Coronary Stent
System

Balloon Deflation
Issue

Information about the
adverse event of balloon
deflation Issue is
suspected to be related to
device and quality issue is
a foremost concern in
such type of events.

December 13,
2022

Pacing Lead

High Capture
threshold, loss of
capture, and Lead
dislodgement

Information about the
adverse event of High
Capture threshold, loss of
capture and Lead
dislodgement event is
suspected to be related to
device and quality issue is
a foremost concern in
such type of events.

December 13,
2022

Umbilical cord
clamp

Non-functioning of
clamps

Information about the
adverse event of non-
functioning of clamps is
suspected to be related to
device and quality issue is
a foremost concern in
such type of events.

December 13,
2022

Infant Incubator

Malfunctioning
(Heating Issue)

Information about the
adverse event of
Malfunctioning (Heating
Issue) is suspected to be
related to device and
quality issue is a foremost
concern in such type of
events.

December 13,
2022

10

Meter-dose
Inhaler (MDI)

Counterfeit Device-01
report Less dosage
delivery, Dose meter
Error & others -65
reports

Information about the
adverse event of
counterfeit device event is
suspected to be related to
device and quality issue is
a foremost concern in
such type of events.

March 03, 2023

11

Intra-ocular Lens
(IOL)

Toxic Anterior
Segment Syndrome
(TASS)

Information about the
adverse event of toxic
anterior segment
syndrome event is
suspected to be related to
device and quality issue is

March 03, 2023
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a foremost concern in
such type of events.

Basic Male Information about the March 03, 2023
Condom adverse event of
counterfeit device event is
12 Counterfeit Device suspected to be related to

device and quality issue is
a foremost concern in
such type of events.

Safety Alerts circulated to monitoring centres:

NCC-MvPI has circulated following 07 safety alerts to the MDMCs/AMC:s for the safety surveillance of
medical devices.

Device Adverse event reported Date of sending to
AMCs/MDMCs
April 18-19, 2022
1 Total Knee Implant Deformation/ failure
Replacement
April 18-19, 2022
) Vacutainers Defective devices (Leaky)
Delivering improper dose/ Medicament not ‘
Inhaler released/ Breathing Problem/ Issue with the | April 18-19,2022

3 pipe of inhaler/ Dose Counter Error/ not
working/ Pin Broken etc.

Interbody System with April 18-19, 2022

4 Titan nano LOCK™ Displaced fusion device

Implantable Collamer

5 Lens Toxic Anterior Segment Syndrome (TASS)

August 12, 2022

Monofilament
synthetic absorbable
6 skin support & filling
thread sterile

Atypical Mycobacterial Infection March 06, 2023
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Orthopaedic
Megaprosthesis
(Femoral Stem)

Stem Breakage March 06, 2023

Resource materials to stakeholders:

E- Newsletter: During the index period, 04 E-newsletters (Volume-4, Issue- 1, 2, 3 and 4) has published
& circulated to stakeholders for promoting MvPI related activity.

‘ VOL 4 | ISSUE 3 | 2022

g €e-Newsletter

VOL 4 | ISSUE 4 | 2022

« Materiovigilance
Programme
of India

@-Newsletter

VOL 4 | ISSUE 2 | 2022

Materiovigilance
Programme of India/

Materiovigilance Matenovnguance.
Programme of India Programme of India

Training/Awareness programmes conducted: NCC-MvPI, IPC has conducted 23 training/awareness
programmes and 27 stakeholder meetings in order to sensitize healthcare providers and industry personnel

to enhance the MDAE reporting and their understanding on post marketing vigilance practices in India.
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adverse event reporting form in the Hindi version and made it available on IPC website.
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Government initiatives on MvPI and PvPI: The Secretary, Ministry of Health & Family Welfare,
Government of India has issued a letter dated October 14, 2022 to State Secretaries regarding the enrollment

of district level hospitals under MvPI and PvPI.

WA TR

WRE T4 9RER Fem A

e va 9w swam saraa

== e Department of Heslth :d.l‘“hly Welfare
n |
ﬂﬁ!lﬂ TN, afeea 7/';_ Ministry of Health and Family Welfare
; 110 .
RAJESH BHUSHAN, 1as A‘}“l,g"’;a - 14™ October 2022
SECRETARY
Dear Colleague,

The Indian Pharmacopoeia Commission (IPC), an autonomous body mder lhe
Ministry of Health and Family Welfare, has been functioning as the National Coordination
Centre (NCC) for Pharmacovigilance Programme of India (PvPI) and Wiglllm
Programme of India (MvPI) since April, 2011 and January, 2018 mpgc_nvely. : 1PC -
also been recognized as a WHO-Collaborating Centre for Pl_unnu?ovngulmce in l?u ":‘
Health Programmes & Regulatory Services in South-East Asia Region. The objective uc:c
PvPl and MvPl is to improve the patient safety of Indian population by moni}o:;:g -~
safety of the drug and medical devices and thereby reducing the risks associated Wi
them.

i PvPl and MvPI are
2. In pursuance of the mandates given 10 lP(_'J in so far as !
concerned, the IPC is collecting, collating and analyzing the Adverse Rc_nctms on account
of usage of drugs & medical devices, and sharing the evidence-based scnen_uﬁc inputs wnh'
the Central Drugs Standard Control Organization for further regulatory interventions in
order to improve the patient safety.

3. So far, PvP] has been able to enroll 567 Adverse Drug Reaction Mon_itor.ing Centers
(AMCs) and MvPI has enrolled 174 Medical Device Adverse Event Mqutmng Centers
(MDMCs) across the Country. These Centers are functional health facilities.

4. In order to expand both these programmes and scale-up the reporting of Adverse
Evmtswithdnuugeofdmpimodicaldevbs,umisaneedu_»ht_wenmmdm?rc
institutions enrolled as AMCs & MDMCs in each and every district of States/Union
Territories in India under PvPl and MvPL

5. Recently Additional Secretary, Government of Kerala has taken an initiative to
issue an order on March 10, 2022 to State Mission Director, National Health Mission,
Director of Medical Education (DME), Director of Health Services (DHS),
Thiruvananthapuram respectively for grant of permission to DME and DHS institutions
for enrolling in to MvPI through the institutional arrangements of National Health Mission
Kerala (copy enclosed).

6. The following are the key benefits of enrolling under MvPIL:-

(i) Monitoring the safety of medical products through PvPl and MvPI is an
ethical and professional duty of healthcare providers and hospitals;

'™

Room No. 156, A-Wing, Nirman Bhawan, New Defhi-110 011
Tele - (0) 011-23061863, 23063221, Fax : 011-23061252, E-mall : secyhfw@nic.in
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» Subsequent to Health Secretary’s Letter, following states government has issued the G.O. to medical

superintendents/head of the hospitals to get enrolled under MvPI and report medical device adverse
events.

State/UT Government Order No. Issued Date

Tamil Nadu No.21189/M-1/2022-2 November 16, 2022

Puducherry No.843/DMS/PA/2022 December 19, 2022

Secretariat
Chennai-d

LTHAND FAMILY \WELFARE DEPARTMENT

GOVERNMENT OF PUDUCHERRY Hi D A s dated. 16.41,2022
DIRECTORATE OF HEALTH & FAMILY WELFARE SERVICES Letter No.2 1180/N-1/2022-2, dated:
e
No.843/DMS/PA/2022 Puducherry, dt.|9.12. 2622, Tm. N Bhwanes‘wan " I-”, »
Deputy i "
CIRCULAR

Sub: DHFWS - Reporting of Medical Device Adverse Event under
Materiovigilance Programme of India (MvPI)- Reg

The Ministry of Health and Family Welfare, Government of India is insisting on the
enroliment of Hospitals/Clinics/PHC under Materiovigilance programme of India (MvPI)
a5 a Medical Device Adverse Event Monitoring Centre (MDMC).

The aim of the MvP] is 'preventing patients from medical devices/IVDs related
Injuries’. The role of the MvPI is to monitor the safety of medical devices in the country
and to safeguard the health of the public by ensuring that the benefits of use of Medical
Devices outweigh the risks associated with its use, Its main objective is to Improve the s
protection of the health & safety of patients, healthcare professionals and others by Datea. 14 10,2022
reducing the likelihood of reoccurrence of an adverse event assoclated with the use of

il | am ditocted to_invite a' n
National Coordination Contre -l‘-a"av:l
Indian Pharmacopogid Com¢ ss.:

Govermment of Indig, Nave req ot
occurrence, unintended disease or injury, or an Inconvenient clinical sign (Inchuding Colleges Wasp:(alleln-csl»l"ﬂ.:: ln‘i 'e;c" :
(MDMC) uncef MvPl programe

e $50C
¥ 1 safely from the riskS 8
Devies 1o ensure patent s3EY o0 of the heath 873 5

A Medical Device Adverse Event is any unexpected or inappropriate medical

abnormal laboratory findings) in subjects, users or other persons, whether or not related

to the medical device dovices and to improve e proteciOn B ihood of 180
professiona’s 8nd others by reducing !
adverse Gven'S )
In case of any Medical Device Adverse Event, the manufacturers, Importers, 2 1 tne Government \atter ’m’:”’b:,;ejﬁ/q y
healthcare professionals, Patients etc., will report device-related adverse events and you 1o enrol the Medica > MC) for Bgverse §V8%E

Medical Device Adverse Event
on usage of Modical Devices The

product problems to the Licensing Authority/National Co-ordination Centre (NCC) -
vermment of 1068

Materiovigilance Programme of India (MvP1), e
entfactve PO

sed, The G
in the letter third ctied. Th&
3. v the enroim

siops by 85ung directions fof
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Expansion of MvPI network pan India: NCC-MvPI collects adverse events from MDMCs located pan
India. During the index period, NCC-MvPI has recognized 143 MDMCs.

S. No. States/UTs No. of MDMCs
1. Andhra Pradesh 6
2. Assam
3. Chhattisgarh 1
4, Gujarat 2
5. Haryana 9
6. Jammu & Kashmir 1
7. Jharkhand 1
8. Karnataka 4
9. Kerala 54
10. Maharashtra 10
11. Meghalaya 1
12. New Delhi 8
13. Odhisha 2
14. Punjab 7
15. Rajasthan 4
16. Tamil Nadu 10
17. Telangana 5
18. Uttar Pradesh 12
19. West Bengal 4
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QUALITY ASSURANCE,

ACCREDITATION &
CERTIFICATION

Quality Assurance (QA) Division takes care of all the activities starting from receiving of samples to
issuance of report. It plays the most important role to ensure the full compliance and implementation of
quality parameter which are developed through in-house standard operating procedures and other
controlled documentation system as per NABL/WHO and GLP specification.

Activities of Quality Assurance Division

Quality Assurance division review the IPRS development, NDS analysis, MISC sample and other data
related to Internal audit, calibration, logbook, SOP revision and Issue Controlled worksheet forms and
Formats related to Repeat Analysis form, CAPA form, Deviation (planned/unplanned) form, Change
Control Form related to SOP/personnel/location, Incident event form, Out of Specification form,
Calibration form for various analytical instruments, new logbooks.

ACCREDITATION & CERTIFICATION ACTIVITIES

IPC was recognized as NABL accredited laboratory for ISO/IEC 17025:2017, NABL ISO 17034:2016
(RMP), NABL ISO/IEC 17043:2010 (PTP) in September 2011, December 2015 and June 2017
respectively and also is a WHO pre-qualified laboratory since October 2015. Since then IPC is maintaining
various accreditations & certification. Onsite/desktop audits were successfully conducted for all the
accreditations at IPC during this year 2022-2023.

e) NABL ISO/IEC 17025:2017 Testing and Calibration Activities

Re-Assessment for ISO/IEC 17025:2017 (NABL) was conducted successfully in the month of October
2022 in the field of Chemical & Biological testing.

f) NABLISO 17034:2016 for Reference Material Producers (RMP) Chemical Discipline Activities

Desktop Surveillance for ISO 17034:2016 (RMP) was conducted successfully in the month of June
2022 for the applied scope of CRM.

g) ISO/IEC 17043:2010 (Proficiency Testing) Activities:

Re-Assessment for ISO/IEC 17043:2010 (PTP) was conducted successfully in the month of September
2022 in the field of Chemical & Biological discipline.

h) WHO prequalified Quality Control Laboratory (QCL) since 2015.
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PROFICIENCY TESTING/ILC ACTIVITY:

IPC is PTP since 2017 & started the activity of PT at National & International level for the drug and
testing laboratories across India. This initiative was started to support Pharma laboratories and
Industries (small & big scale). Now IPC has conducted 13 PT rounds as per the accredited Scope.

IPC has also successfully participated in various PT & ILC programs with satisfactory Z score.

For the first time, IPC conducted a PT (Proficiency Testing) round in the field of Microbiology as
well as in Pharmaceutical formulation.

Four PT rounds were conducted during the index period, and the details of each PT round are
provided below:

S.No. | Year | Date of PT PT Sample Parameter No. of
Scheme Participants
l. 2022 | 01/04/2022 | Gentamicin API | Antibiotic Assay 17
by Cup plate
method
2. 2022 | 02/07/2022 | Paracetamol API CP by HPLC 25
3. 2022 | 03/10/2022 Caffeine API IR & LOD 38
4. 2023 | 01/02/2023 | Ofloxacin Tablet | Assay By HPLC 35

PT round 01, 2022 in Antibiotic assay by cup plate method was successfully completed. A total of
17 labs participated in the proficiency testing (PT) round. Among them, 15 labs achieved
satisfactory Z' score, while two labs got unsatisfactory results.

The PT round 02 of 2022, in chromatographic purity by HPLC in Paracetamol, was successfully
completed. A total of 25 labs participated in the proficiency testing (PT) program, and all of them
achieved satisfactory Z' score.

The 3 PT round in Identification and Loss on Drying (LOD) for Caffeine was successfully
completed. A total of 38 Labs participated in the above PT round of LOD parameters out of which
34 Participants achieved satisfactory Z score & 03 were unsatisfactory and 01 questionable.

Results were received from 37 labs for the Identification by IR parameter, and all of them were
found to be satisfactory. However, there was 1 lab that did not report the result for the IR
parameter.

The 4™ PT round in Assay by HPLC for Ofloxacin Tablet was successfully completed. In this round
35 labs participated across India, out of which 31 participants have Satisfactory performance, 3
participants have Questionable performance & 1 participant has Unsatisfactory performance in the
conducted parameter.
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e In order to enhance the technical competence of IPC staff and meet the accreditation requirements,

IPC actively participated in the Green Economy Initiative Pvt. Ltd’s activity as part of its

commitment to PT and details of these schemes are given below:

S.No | Name of PT Scheme Parameter Month & Results
PTP Year
1. Green 22PHO1P2P1(I) | pH, LOD, LOI, Acid | November | Satisfactory
Economy Base Titration, 2022
Density
2. Green 23PHO2P1(I) Assay by UV, January Satisfactory
Economy Identification by IR 2023

QUALITY MANAGEMENT SYSTEM

The Quality Assurance division has been actively involved and reviewing Repeat Analysis, CAPA

(Corrective and Preventive Actions), Deviations (both planned and unplanned), Change Control related to

SOPs, personnel, and locations, as well as Out of Specifications (OOS) parameters to ensure compliance
with standards of NABL/WHO and GLP.

S.No. | Activities related to documentation | Total Numbers of forms /SOPs
1 SOP revised 69
2 Change Control 69
3 Deviations (Planned/Unplanned) 16
4 Repeat Analysis 51
S | cAPA 10
6 | 0os 16
7 Incident 26
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INTER LABORATORY COMPARISON:

Objective:

The objective of the Inter laboratory comparison was to assess the technical competence of IPC staff
and fulfill the accreditation requirement.

e IPC has conducted Inter Laboratory Comparison for Identification/ Purity/LOD or Water Content
for APIs Clotrimazole, Imatinib Mesylate & Norfloxacin in the month of November 2022.

e IPC has successfully participated in 47 samples in ILC programs of RDTL Guwahati, Ultra
International Limited, Central Drugs Laboratory Chennai, RDTL Chandigarh, Central Drugs
Testing Laboratory, Hyderabad, Central Drugs Testing Laboratory, Kolkata for various parameters
e.g. ldentification, Uniformity of weight, pH, Dissolution, Specific Optical Rotation, Melting range,
Related Substance, Assay, BET, and Sterility.

INTERNAL QUALITY CHECK:

IPC conducted Internal Quality Check (IQC) as per schedule plan:

S.No. | Month & | Parameter Sample Name with Code Observations
Year
1. April LOD & Water | 1. Levocetrizine HCL Complies
2022 content (IQC/LOD/APR/2022/S1)

2. Lisinopril
(IQC/Water/APR/2022/S2)

2. | July 2022 | Identification 1. Anastrazole Complies
& SOR (IQC/Identification/JUL/2022/S1)
2. Atenolol

(1QC/Identification /JUL/2022/S2)
3. Chloramphenicol Palmitate
(IQC/ SOR/JUL/2022/S3)

3. October | CP by HPLC | 1. Cefotaxime sodium

2022 & GC (IQC/CP/OCT/2022/S1) Complies
2. Amantadine HCL
(IQC/CP/OCT/2022/S2)
4. January Assay by 1. Frusemide Complies
2023 titration & (IQC/Assay/JAN/2023/Frusemide)
LOD 2. Risperidone (IQC/LOD/JAN/2023/S1)
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QUALITY CHECK ON INSTRUMENTS

Internal & external calibration and Intermediate checks of all the equipment’s/Instruments were carried
out as per the scheduled plan.

ANALYTICAL ACTIVITIES (IPRS/NDS/MISC/CMSS)

Review of Reports

New IPRS, Impurity Substances and Retesting existing IPRS:

To add new IPRS/Impurities RS on the Website, Lot Change of IPRS and Impurities RS and to check the
stability of existing IPRS & Impurities RS data from IPC and other collaborating laboratories reviewed
and approved.

S. No. IPRS/Imurity RS Total No. of IPRS/Imurity RS
1. New IPRS 18 (18x4 files =36)
2. IPRS Lot Change 118 (118x4 files =472)
3. New Impurity Substances 224 (224x4 files =896)
4. Impurity Substances Lot Change 49 (49x4 files =196)
5. Retesting of IPRS 400

New Drug Substances (NDS) and Miscellaneous samples (CMSS, Port Samples, ILC and PT
samples)

Reports of NDS, Miscellaneous samples i.e., CMSS, Port Samples, ILC and PT samples were reviewed as
per the table attached.

S. No. NDS/MISC SAMPLES No. of Samples (Different Batches)
Received Analysed
1. New Drug Substances (NDS) 957 1099
2. Miscellaneous samples (MISC) 613 692
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INTERNALAUDIT & MRM:

The internal audit in various divisions of IPC was scheduled and conducted:

e Internal Audit in RSD, QA, Micro, and Store divisions was conducted on 25, 27", and 30" May,
2022 & all the observations and Non-conformances observed during the assessment were addressed
and closed. Corrective action taken against all the NCs were Implemented adequately.

e Management Review Meeting (MRM) was conducted on 2™ September 2022 to evaluate and assess
the outcomes of the internal audit.

e Gap analysis in Phyto, Biologics, and AR&D divisions was conducted on 21 to 23" December
2022 for the Implementation of QMS.

TRAINING /VISIT/ DISSERTATION/PUBLICATIONS:

a. Projects/ Dissertation:

A total number of 17 Research Scholar pursuing Ph.D. /M. Pharm & 50 B. Pharm. has completed their
project work/summer training during the index period in different divisions at Indian Pharmacopoeia
Commission. Hands on training on instrument provided to the research scholar and many other
activities covered during the training. (Annexure II: List of Research Scholars)

b. In-House Training:
e 04 days training programme was organized by Indian Pharmacopoeia Commission on 5™-8" April
2022 as per ISO/IEC 17043:2010 for 26 IPC staff from all divisions of IPC.
e IPC Nominated two employees for a three-days training program as per 1ISO 17034:2016, organized
by NABL from 6" to 8™ July, 2022.

e Total No. of 57 In-House training on documentation was given as per various accreditation and
GLP requirements of ISO/IEC 17025: 2017, ISO 17034:2016 and ISO/IEC 17043: 2010 during the
index period. (Annexure I11)

c. IPC Visit:

To educate and raise awareness among students about Indian Pharmacopoeia (IP) and Indian
Pharmacopoeia Reference Standards (IPRS), etc. A total 1254 B. Pharma/BSc. Students and their
faculties from the given below Institutions visited to IPC for one of day Training during their industrial
visit curriculum.

S.No. Name of Institution No. of Students

1. GVM College of Pharmacy, Sonipat 39

2. IMS, Ghaziabad 27

3. IIMT, Greater Noida 37

4. G.D Goenka University, Gurugram 27

5. Sanskar College of Pharmacy & Research, 32
Ghaziabad

6. Sanskar College of Pharmacy & Research, 26
Ghaziabad
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7 Sanskar College of Pharmacy & Research, 31
' Ghaziabad
3 BPS Mahila Viswavidyalaya, Khanpur Kalan, 54
) Sonipat (Haryana) Department of Pharmaceutical
Education & Research
9 Translational Health Science & Technology 17
) Institute, Department of Biotechnology, Ministry of]
Science & Technology, Government
of India.
10 ITS, College of Pharmacy, Muradnagar- 45
" | Ghaziabad
11 ITS, College of Pharmacy, Muradnagar- 45
) Ghaziabad
12 Saraswathi College of Pharmacy, Hapur- 50
" | Ghaziabad
13 Delhi Skill Entrepreneurship University (DSEU), 49
) Dwarka
Campus-Delhi
14 Vishveshwarya College of Pharmacy, Greater 43
) Noida
15 SRM Institute of Science & Technology- 34
) Modinagar, Ghaziabad
16 SRM Institute of Science & Technology- 36
) Modinagar, Ghaziabad
17 SS Institute of Pharmacy, Sankari, Salem (Dt), 49
) Tamil Nadu.
18 PDM University (Faculty of Pharmaceutical 34
) Sciences, Bahardurgarh-Haryana
19 PDM University (Faculty of Pharmaceutical 35
) Sciences, Bahardurgarh-Haryana
20 SGT College of Pharmacy, Gurgaon 45
21 CBS College of Pharmacy and Technology. 40
" | Faridabad
22 Alshifa College of Pharmacy, Perinathalmanna. 28
23 Amrita Institute of Medical Sciences Campus, 32

Ponnekara-Kochi.

Indian Pharmacopoeia Commission

94



24 Devaki Amma Memorial College of Pharmacy, 55
) Chelembra, Malappuram

25 Swami Vivekanand Shubharti University, Meerut 43

26 Swami Vivekanand Shubharti University, Meerut 40

27 Meerut Institute of Engineering & Technology, 21
" | MIET Meerut.

28 Santosh Medical College, Ghaziabad 11

29 Quality Control Persons & Research Scientist 18
" | from PCIMNH, Ghaziabad

30 Centre for Professional and Advanced Studies, 44
) Puthuppally, Kottayam-Kerela.

31 Sanskar College of Pharmacy & Research, 33
" | Ghaziabad

32 IIMT, Greater Noida 31

33 Sanskar College of Pharmacy & Research, 31
" | Ghaziabad

34 Sanskar College of Pharmacy & Research, 40
) Ghaziabad

35 SHEAT College of Pharmacy, Varanasi 32

Total 1254
AWARENESS PROGRAMME

One Day Awareness Program on Indian Pharmacopoeia (IP) and Indian Pharmacopoeia Reference
Standards (IPRS) was organized at Dehradun on 28th April 2022 for MSME & Pharmaceutical
Industries. Total 130 participants attended the awareness program.

One Day Awareness Program on 9™ edition of Indian Pharmacopoeia (IP2022) & IPRS was
organized by IPC 26" August 2022 at Bengaluru. Total 110 participants attended the awareness
program.

ACHIEVEMENTS:

IPC holds third position in terms of having IPRS and impurities standards, after USP and BP.
Currently, IPC possesses a total of 672 IPRS and 545 impurities standards.

During the index period, IPC significantly expanded its standards list by adding 224 additional
impurities standards.

IPC got accreditation in biological discipline as per ISO/IEC17043;2010 & first time conducted a
PT (Proficiency Testing) round in the field of biological discipline & also conducted one PT round
in tablet formulation (chemical Discipline).

During the index period, IPC organized four PT rounds, in which three rounds in chemical & one
round in biological discipline.
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OTHER ACTIVITIES:

WHO: As per WHO's request, for the first time IPC prepared and reviewed three case studies for
their training planner, which led to IPC received cash rewards from WHO. Three case studies are:

Method Development
Implementation of Quality Management system (QMS)

Laboratory Quality assurance program

Annual Maintenance Contract / Comprehensive Maintenance Contract:

At present, all the major equipment/instruments are included in AMC and CMC to ensure their
maintenance.

Coordinated with technicians from various companies for preventive maintenance (PM) of
instruments and evaluated their service reports.
Verified the external calibration certificate of instruments across all division of IPC.

Details of In-house Training

S. No. | Standard Operating Procedure

1. Change control procedure.

2. Intermediate check of Instruments.

3. Handling of Incident during operation.

4. Preparation & Maintenance of Volumetric solution, Indicators, Buffers & Reagents.
5. General Guideline for HPLC Analysis.

6. LC Column Performance Check.

7. Dealing with deviation.

8. Management Review Meeting.

9. Operation and Calibration of Micropipette.

10. Reporting of Results.

11. Laboratory waste disposal.

12. GC Column Performance check.

13. Control of Non-Conformance, corrective & preventive action
14. Handing of out of specification results.

15. Calibration of Volumetric Glassware.

16. Spreadsheet validation.
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17. Operation and Monitoring of Laboratory Fume Hood, Spot Extractor and Exhaust System.

18. General Operation of Gas Chromatograph.

19. Cleaning and validation of HPLC vials.

20. Handling and storage of chemicals.

21. Estimation of Residual solvents by GC-HS.

22. Cleaning of laboratory Glassware.

23. Design and Planning of Proficiency Testing Scheme.

24. Planning and Conducting an Internal Audit for Proficiency Testing.

25. Data analysis and evaluation of PT scheme results.

26. Preparation of proficiency testing reports and communication with participants & maintaining
confidentiality.

217. Packaging, handling, labeling, storage and distribution of proficiency test items.

28. Requests, tenders, contracts and supplying of PT items by PT provider.

29. Dealing with complaints and appeals for PT test items.

30. Assessment of homogeneity study of PT items.

31. Stability study of PT items.

32. Electronic storage of PT programme data.

33. Validation of assigned value in PT scheme.

34. Handing of Reference material within the lab.

35. Planning and Conducting an Internal Audit for RMP.

36. Assessments of homogeneity study.

37. Stability Study of Indian Pharmacopoeia Reference Substance (IPRS).

38. STP for Standardization of Reference Standards.

39. Request, Tenders & Contract Review for RMP.

40. Data integrity and Evolution.

41. Reference Material Handling and Storage.

42. Estimation of uncertainty of measurement.

43. Cleaning Validation of IPRS Vials for Packing of Reference Material.

44. Production, Labeling, Storage, Distribution, Transports, Arrangements and retest programme
of IPRS.

45. Environmental Monitoring of IPRS filling and cold storage area.

Indian Pharmacopoeia Commission

97



46.

Metrological Traceability of CRM.

47. Production Planning and Control of IP Reference Substance

48. Stability Study of Transported IPRS Vials.

49. General awareness training on ISO 17025:2017.

50. Repeat analysis of sample.

51. Validation and verification of analytical.

52. Reporting of results.

53. General awareness training on ISO 17043:2010.

54. Equipment, Accommodation and environments condition for conducting PT programme
55. Planning and Conducting an Internal Audit for Proficiency Testing.
56. General awareness training on ISO 17034:2016

57. Handling of Reference Material within the lab.
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MICROBIOLOGY

The major activities of Microbiology Division include the upgradation/ addition of General
Chapters and Monographs in Indian Pharmacopoeia (IP), Microbiological Analysis of Indian
Pharmacopoeia Reference Substances (IPRS), New Drug Samples (NDS) & Miscellaneous Drugs received
from various sources and conducting/participation in Proficiency Testing/Inter Laboratory Comparison
programs as per the requirement of NABL: ISO/IEC:17025:2017, the division also involved in providing

research projects/trainings to UG/PG students from various Universities/Institutions/Colleges.

The progress report of Microbiology Division from 1% April, 2022 to 31% March, 2023 is as under:
Indian Pharmacopoeia (IP) related work

Addition of New General Chapter - 01

Guidelines on the Bacterial Endotoxins Tests (2.2.33)

IPC has published a new general chapter on “Guidelines on the Bacterial Endotoxins Tests (2.2.33)”
for IP addendum 2024. This chapter is for information and is not an official requirement. This
chapter has been prepared after intense and in-depth consultation with relevant subject experts and
approved by IPC Expert Working Group-Microbiology and Scientific body. The best practices
followed in other countries and the procedures and approaches provided under similar chapters in
other pharmacopoeias (like USP, BP and Ph. Eur.) have also been taken in to consideration while
preparing this chapter.

I.  Revision of General Chapters - 03
(i) Effectiveness of Antimicrobial Preservatives (2.2.2)
(i) Bacterial Endotoxins (2.2.3).
(i) Microbial Contamination in Nonsterile Products (2.2.9).

e After approval by IPC Expert Working Group-Microbiology and scientific body, these chapter
were harmonized on the basis of USP and BP by keeping view of the Indian context.

I1.  Revision in Chemical Monographs - 06

e Barium Sulphate Oral Suspension: Upgradation of Microbial Contamination Test
e Ergotamine Injection : Upgradation of Bacterial Endotoxin Limit
e Hydralazine Injection : Upgradation of Bacterial Endotoxin Limit
e Microcrystalline Cellulose . Addition of Microbial Contamination Test
e Phenylephrine Injection : Upgradation of Bacterial Endotoxin Limit
e Starch : Upgradation of Microbial Contamination Test
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IPC has received various queries regarding revision of chemical monographs as mentioned above.
These queries were discussed with Expert Working Group-Microbiology. After approval of Expert
Working Group-Microbiology and Scientific body, these changes were made in chemical monographs
for IP addendum 2024.

Analysis of Drug Samples: 957

e Candidate Reference Material of IPRS: 22
e New Drugs Samples (NDS): 900

e Miscellaneous Samples: 35

ILC Program conducted/ participated

e Microbiology division was successfully conducted & compiled for Inter Laboratory Comparison
Program for the year 2022-23 for Microbial Limit Test, Bacterial Endotoxin Test & Antibiotic
Assay

e Microbiology division was successfully participated in Inter Laboratory Comparison Program for
the year 2022-23 for Bacterial Endotoxin Test, Sterility Test & Microbial Limit Test conducted by
RDTL-Chandigarh, & RDTL-Guwabhati. IPC laboratory performed satisfactory in ILC conducted
by RDTL, Chandigarh & results of RDTL Guwabhati is awaited.
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BIOLOGICS

Biologics Section at IPC develops IP monographs and general chapters for Biotechnology derived
products, Vaccines and Immunosera for human use, Blood and blood related products, Allergen
Products and Veterinary Biologicals. The responsibilities and activities of the section are as follows:

e Development of IP Monographs/ general chapters/general requirements
e Vaccines and immunosera for human use

e Blood and blood related products

e Biotechnology derived therapeutic products

e Allergen products

e Veterinary products

e Alternatives to animal methods in IP

e Reference Standards for biologicals for human use

e Testing of samples received in the division for

e Monographs and query verification,

e New Drug Samples,

¢ Indian Pharmacopoeia Reference Substances (IPRS)
e Other miscellaneous samples

BIOTHERAPEUTICS FOR HUMAN USE

Amendments in monographs/general chapters and general requirements of IP 2022

Published in Amendment list-01 (13 nos.)
e General Requirements Vaccines for Human Use.
e Anti A Blood grouping Serum
e Anti-Human Globulin Serum
e Dried Human Antihaemophilic fraction
e  Fibrin sealant Kit
e Human coagulation factor VIII (rDNA)
e Human Normal Immunoglobulin for Intravenous use
e Erythropoietin concentrated solution
e Insulin Aspart
e Insulin Glargine
e Pegfilgrastim
e Rituximab.
e Rituximab Injection.
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Published in Amendment list-03 (02 nos.)

e Rituximab

e Rituximab Injection

Finalized for publication in Amendment list-04 (04 nos.)
e General Requirements- Antisera for human Use

e Diphtheria Vaccine (Adsorbed)

e Inactivated Influenza Vaccine (Split Virion)

e Japanese Encephalitis Vaccine Inactivated (Adsorbed, Human)
Finalized for publication in IP Addendum 2024 to IP 2022 (12 nos.)
e 5.9 IP Reference Substances

e General Requirements Vaccines for Human Use

e  General Requirements- Antisera for human Use

e Measles, Mumps and Rubella VVaccine (Live)

e  Mumps vaccine (Live)

e Antithrombin 111 Concentrate

e Human Albumin

e Human Normal Immunoglobulin for Intravenous use

e Anti- B Blood Grouping Serum

e Anti -AB Blood Grouping Reagent

e Blood Grouping Lectins Anti-H

e Erythropoietin concentrated solution

New Monographs/general chapters finalized for publication in IP Addendum 2024 to IP 2022
(02 nos.)

e  Pegfilgrastim injection

e 2.7.20. Substitution of in-vivo Method(s) by in-vitro Method(s) for the Quality Control of
Vaccines

1 year extension given for implementation of Antisera General Requirements IP 2022 (up to
Dec 2023)

SAMPLES ANALYSED (NEW MONOGRAPH VERIFICATION, QUERY RELATED AND
NDS SAMPLES): (40 nos.)

Testing of Pegfilgrastim samples for query verification

Testing of IPRS samples using LCMS through Direct Sample Analysis mode (DSA)(Make: Perkin
ELmer) (35 nos.)

Query verification: Analysis of Human albumin samples for sodium and potassium content (4
batches)

Follicle stimulating hormone injection for proposed amendment

Pegfilgrastim injection new monograph verification
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EXPERT WORKING GROUP CONSTITUTED (EWG): (01 no.)

Constitution of Expert working group (EWG) for Blood and blood related products in IP: The
said EWG is constituted by involving experts from Central Drug Control Central Drugs Standard
Control Organization (CDSCO), National Institute of Biologicals, Noida (NIB), blood banks,
Academic experts and Manufacturers etc.

VETERINARY PRODUCTS IN IP

Amendments in monographs published in amendment list-01: (02 nos.)

e Buserelin injection monograph IP
e Blackquarter Vaccine, inactivated

Revised general chapters/general requirement finalized for publication in IP Addendum 2024
to IP 2022
— Revised general chapters/general requirements related to veterinary vaccines: (03 nos.)

e 2.7.8. Tests for Absence of Non avain Mycoplasma
e 2.7.9. Test for Absence of Avian Mycoplasma in Live Viral Poultry Vaccines
e Veterinary Vaccines General Requirements

— Restructured veterinary vaccine monographs: (07 nos.)

e Anthrax Spore Vaccine, Live
e Brucella Abortus (Strain 19 Vaccine) Vaccine, Live
e Blackquarter Vaccine, inactivated
e Haemorrhagic Septicaemia Vaccine, Inactivated
e Canine Adenovirus Vaccine, Live
e Canine Parvovirus Vaccine, Inactivated
e Canine leptospirosis Vaccine, Inactivated
— New general chapters (04 nos.)
e 2.7.17. Evaluation of Safety of Veterinary Vaccines and Immunosera
e 2.7.18. Healthy Chicken Flocks for the Production of Inactivated Vaccines for
Veterinary Use
e 2.7.19. Management of Extraneous Agents in Immunological Veterinary Medicinal
Product
e Premixes for Medicated Feeding Stuffs for Veterinary Use (General monograph vol 4)
— Target Animal Batch Safety Test (TABST): By considering the retrospective data submitted
by stakeholder it was decided by EWG-Veterinary products to provide conditional waive-off
for TABST, instruction/note regarding this is included in ‘General requirement-Veterinary
vaccines’.
FUNDED PROJECTS FROM DEPARTMENT OF SCIENCE AND TECHNOLOGY (DST)

Drugs and Pharmaceuticals Research Programme (DPRP), DST funded project “Development of
National laboratory facility for setting quality standard for rDNA based therapeutics™ at IPC at the
cost of INR 3.11 Crore at IPC is successfully completed.
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SKIL DEVELOPMENT

PROGRAMME

Objectives:-

e To develop or enhance skills of participants in understanding and applications of Pharmacopoeial
standards, National Formulary of India, analytical procedures, phytopharmaceuticals,

pharmacovigilance, materiovigilance,.

e To keep the stakeholders abreast of new drug standrads and to better understand the regulatory
aspects of IP.

e To develop the human resource for future.

Outcomes

Students Training

A total of 20 students completed their training during the index period at IPC.

Participation in Training Programmes and Guest Lectures

(i) Participated in 5-days training programmes on “HPTLC method development and validation”
from 26t - 30th September 2022 organized by the Anchrom Enterprises Pvt. Ltd. In IPC,
Ghaziabad.

(ii) Participated in the ‘Global Digital Health Summit’ held on 28th — 29th October 2022 at the Vigyan
Bhawan, New Delhi.

(iii) Delivered a guest lecture on the topic of “Phytopharmaceutical Drugs and its Monograph in
Indian Pharmacopoeia” on the occasion of 61st National Pharmacy Week at Sanskar College of
Pharmacy and Research, Ghaziabad on 25t November 2022.

Imparting Trainings to Students
e As speaker in Trainings/webinars/workshops: (05 Nos.)
e As participants in Trainings/webinar/workshops: (07 Nos.)

e Project training to students: (08 Nos.)
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NATIONAL

COOPERATION

Signing of MoU with Pharmacopoeia Commission for Indian Medicine and

Homoeopathy (PCIM&H)

An MoU was signed on 30" August 2022 between the IPC and PCIM&H for inter-ministerial cooperation
for promotion and facilitation of “One Herb, One Standard”. Dr. Rajeev Singh Raghuvanshi, Secretary-cum-
Scientific Director, IPC and Prof (Vaidya) P. K. Prajapati, Director (In-Charge), PCIM&H signed the MoU
in the presence of Shri Vaidya Rajesh Kotecha, Secretary, Ministry of AYUSH. Primary objective of the
MoU is to develop cooperative efforts between IPC and PCIM&H to promote public health by facilitating

the development of harmonized herbal drug standards.

MoU signed with PCIMH :

MoU with Indian Medicine & Homoeopathy (PCIM&H) ON 30" August 2022:

A Memorandum of Understanding (MoU) was signed between the Pharmacopoeia Commission for Indian
Medicine and Homoeopathy (Ministry of Ayush) and the Indian Pharmacopoeia Commission (Ministry of
Health & Family Welfare) on 30" August 2022 in New Delhi

For Inter-Ministerial cooperation for promotion and facilitation of “One Herb, One Standard”.

Extension of MoU between IPC and CSIR-Centre for Cellular & Molecular Biology (CCMB),
Hyderabad for one year from 23" April 2022 to 22" April 2023.

Signing of MoU between IPC and PCIM&H for ‘One Herb One Standard’
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SCIENTIFIC BODY MEETINGS &

CONFERENCES

Meetings of Expert Working Groups (EWGs)

In order to strengthen the IP standards through their revision and/or up-gradation, IPC has organized 19
meetings of the EWGs.

Meetings of the Scientific Body

3 Meetings of the Scientific Body of IPC were organized in the index period.
Participation in Meetings/Training/Conferences

IPC has participated at national level in 91 Meetings/Training/Conferences in different parts of country.

IPC at international level, has Presented “Pyrogenicity testing - Indian Pharmacopoeia (IP)
perspective” in Joint EDQM-EPAA on Pyrogenicity “The future of Pyrogenicity testing: phasing out
the rabbit pyrogen test” held at Albert Borschette Conference Centre (CCAB) Rue Froissart 36,
Brussels, Belgium (14-16 February 2023)-in person meeting.

Meetings of Expert Working Group and Stakeholders

In order to get directions and suggestions regarding the introduction of new PPI monographs and the revision
and upgradation of the existing monographs, the Phytopharmaceuticals Division has organized 14 meetings
of the Expert Working Group (EWG) on Herbal and Phytopharmaceticals Products:

Review Meetings under the MoUs

4 Meetings with different Institutes were conducted to review the progress of the signed MoUs.
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RESEARCH

PUBLICATIONS

A. 16 Nos. of research publications have been published by IPC officials in National and International

Journals.

B. AWARDS & RECOGNITION

I. IPC has received “Third Best Publication Award” for the research article entitled “Principles of
Good Pharmacopeial Practices for Establishing India Pharmacopoeia Standards for COVID-19
Therapies” by Quality Council of India, on 6" October 2022.

ii. IPC has received best oral presentation for “detection and quantification of bioactive compounds
from Aegle marmelos (L.) Correa fruit pulp showing anti-inflammatory response.” In: “13%
IASTAM Oration and Awards Function 2023 & International Conclave 2023: Regulatory Aspects
of AYUSH Products for Global Reach and Competitiveness” held at the Delhi Pharmaceutical
Sciences and Research University, New Delhi.

iii. IPC has received best poster presentation for detection and quantitation of bioactive markers of
Glycyrrhiza glabra by 1H-NMR: NMR-based metabolomics. In: “13"" IASTAM Oration and
Awards Function 2023 & International Conclave 2023: Regulatory Aspects of AYUSH Products
for Global Reach and Competitiveness” held at the Delhi Pharmaceutical Sciences and Research
University, New Delhi.

iv. IPC has received best e-poster presentation for enrichment and metabolomic profiling of low
assayed molecules — Quinic acid, Myo-inositol, and 2,4-Di-tert-butylphenol in Aegle marmelos fruit
and leaves. In: “22" International Congress of International Society for Ethnopharmacology & 10™
International Congress of Society for Ethnopharmacology” held at Imphal, Manipur.
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PUBLICATION, LIBRARY &

INFORMATION

The Publication Division of Indian Pharmacopoeia Commission (IPC) is performing the entire
gamut of activities related to publication Division, sales and distribution of the Indian Pharmacopoeia (IP),
National Formulary of India (NFI), Guidance Manual for Monographs Development of Herbs & Herbal
Products Including Phytopharmaceuticals Drugs, Reference Manual for Medical Devices 2020 and other
official publications in a dedicated and professional manner. The Official Publications of Indian
Pharmacopoeia Commission (IPC) are available for sale and distribution through IPC & its Distribution
Networks.

Publication Division worked on Promotional Activities to enhance awareness of IPC Publications:
The IPC has actively participated and setup stall in various conferences/seminars/workshops, etc. for
promotional activities of IPC Publications and to enhance the awareness among all trade visitors. The
details are mentioned below:

(1) Sensitization about authentic copy of Indian Pharmacopoeia (IP): Sent letters to the Pharmaceutical
Manufacturers, Laboratories, Importers, Exporters and other Stakeholders to use of authentic copies of
IPC Publications.

(i1) Distribution of Old IPC Publication: Distribution old IPC Publication on complementary basis to the
students from pharmacy colleges/institutions.

(iv) Sensitization about the use and procurement of National Formulary of India (NFI), 2021: Sent letters
to the principal secretaries (H&FW) and Mission Director (NHM) to use and procurement of National
Formulary of India.

Stall set up in various Pharma Expo/ Events.

07 stalls have been setup by Marketing Team of IPC at national level in different part of country.

IPC had participated in 52nd Annual Conference of Indian Pharmacological Society, IPSCON 2023, from
22nd to 25th February 2023, organized by JSS Academy of Higher Education & Research, Mysuru,
Karnataka.
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Awareness Program on Indian Pharmacopoeia (IP) and Indian Pharmacopoeia Reference Standards
(IPRS) was organized at Dehradun on 28th April 2022.

Revenue Generation:

Total Revenue of X 10,43,90,457/- (Rupees Ten Crore Forty Three Lakhs Ninety Thousand Four
Hundred Fifty Seven Only) including GST @ 5% has been generated by the sales and distribution of IPC
Priced Publications.

LIBRARY & INFORMATION DIVISION

The IPC Library and Information Division is the well developed and enriched with valuable
collections. IPC Library is specialized in terms of their collections which are Pharmacopoeia and National
Formulary. The Library has an excellent collection of Pharmacopoeia of different countries and reference
books in the field of Drugs, Pharmaceutical Sciences and other related areas for catering to the need of
the users. The Library has also a good collection of bound volumes of journals. The IPC Library is also
an institutional member of DELNET, through which we can access a huge amount of e-resources for our
users.

Objectives:

The objective of Library & Information Division is to facilitate access to quality information
resources and services in the field of Drugs & Pharmaceutical Sciences, Pharmacovigilance,
Materiovigilance, Biotechnology, Microbiology, Chemistry, Medical Devices, Instrumentation, Research
& Development and other related areas for support IPC Scientists, Officials and Researchers to update
regularly the Drugs Standardization commonly required for the treatment of diseases prevailing in this
country. Library seeks to create hospitable physical and virtual environment for study, research and
training.

Resources / Collection Development:

The Library & Information Division has approx. 37972 Nos. of documents including
pharmacopoeias of different countries, pharmaceutical chemistry, drugs, pharmacology, pharmacognosy,
microbiology, biotechnology, instrumentation, pharmacovigilance, administration, government
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publications, encyclopedias, annual reports, National & International standards, bound volume journals,
thesis/dissertations, training / project reports, photographs and non-book materials.

The library also has rich collection of National and International serials/ periodicals along with
approx. 396 nos. of e-resource and database of DELENT on various subjects to keep up-to-date knowledge
of the users in the field of drugs and pharmaceutical sciences and other related areas.

Library Services:

Library also acquires, organizes and circulates relevant information and provides the following
services in support of Scientific, Pharmacopoeial and other related areas to its users. The Library services
are as follows:

Reference and Consultation Service

Literature Search Service

Circulation Service

Selective Dissemination of Information (SDI/CAS) Service
OPAC (Online Public Access Catalogue)

Indexing & Abstracting Service

Newspaper Clipping/ News Digest Services

Reprographic Service

Internet Service

Document Delivery Service

YVVVVVVYVYYVY

Library Publications:

Library has brought out 6 No. of library publications, which are very useful for the scientists, officers/
officials, trainees and researchers to support R&D and other official work in the organization. The details
of library publications are as follows:-

e Accession List of Books

e Article Alert of Journals

e Current Content of Books

e Indexing & Abstracting of Journals.
e Library Catalogue

e Current Holdings

Major achievements during index period:

» The Library has added about 174 nos. of books, CD/DVD/USB Flash drive, Project Report, Research
articles by the IPC officials, free publication and 07 nos. of titles of National & International Journals
and also DELNET e-resource database to its collection during 1st April 2022 to 31st March 2023.

» Worked on record of usage and access of IPC Library resources for Pharmacopoeia Commission for
Indian Medicine & Homoeopathy (PCIM&H).

» Worked on user awareness through IPC facebook post about new arrivals and special collections of
books.

» The Library carried out physical stock verification of books to review the availability and status of
books & journals in the library.
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The Library has re-constituted Library Committee for advising the Library regarding the procurement
of Books and Journals to improve and enhance the Library resources & services.

Worked on subscription of print & online scientific journals and revision of Library Rules and
Regulations.

Worked on Survey of Institutions/ Libraries through questionnaire for improvement and enhancement
of library resources and services.

Library staff assisted marketing team in various exhibitions and expos for promotion and marketing of
IP, NFI & IPRS etc.

The Library has provided document delivery service of Journal’s articles collected from outsources
databases / DELNET online on request of Scientific Officials during 1% April 2022 to 31 March 2023.

Provided Article Alert of Journals and CAS/SDI through e-mail to all the users to update about new
information & articles on related subject area.

Provided Certificate of “Division of the Month” for maximum usage of Library Resources to the
Division.
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ADMINISTRATION & STORES

Total No. of Regular Employees in IPC: 41
Group-wise are as under:

Group -A : 18
Group -B : 15

Group -C : 08

Pledge

» During Vigilance Awareness Week 2022 took a pledge for the prevention of corruption and Unity
Day on 31% October 2022.

» Women’s Welfare Committee: Member of the Internal Committee for the Prevention, prohibition,
and Redressal of sexual harassment at IPC. IPC Conducted several meetings with all the female staff for
the welfare of female staff and to address various issues related to female staff at IPC.

Sexual Harassment Committee Composition: The composition of Committee is as under: -

1. Dr. Jai Prakash, Senior Principal Scientific Officer - Chairperson
I.P. Commission, Ghaziabad

2. Dr. Meenakshi Dahiya, Principal Scientific Officer - Member
I.P. Commission, Ghaziabad

3. Dr. Gaurav Pratap Singh, Principal Scientific Officer - Member
I.P. Commission, Ghaziabad

4. Dr. M. Kalaivani, Senior Scientific Officer - Member
I.P. Commission, Ghaziabad

5. Ms. Pratima N. Lakra, Advocate - Member

Delhi High Court, Delhi

Celebration

> Celebrated Independence Day on 15" August 2022 and Republic Day on 26" January 2023.
Celebration of Hindi Pakhwada from 14" September to 30" September 2023.

Celebrated Flag Day on 07 December 2022.

Celebrated Constitution Day of IPC on 01% January 2023

YV V V
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Stores Division

The Stores Division of IPC provides comprehensive support to all Scientific and non-Scientific
Divisions for performance of the tasks assigned to them. Supply chain management is an important
activity looked after by this division. This Division attends to procurement, up-keeping,
maintenance of scientific/other Stores of any value, including the equipment/instruments,
consumable, non-consumable & miscellaneous items and maintains the relevant records and also
takes care of periodical condemnation/disposal of obsolete or not in use or outlived items or stores
beyond economic repairs, etc. All the activities are performed under well set procedure keeping in
view the provision of General Financial Rules (GFR) and Quality Management System (QMS)
requirements issued from time to time. Some of the notable achievements are as under:

e Procurement of all available items and services thru GeM Portal.

e Procurement of more than 220 Nos. of Pharmaceutical Impurities of high purity/ potency in
order to develop Impurity Reference Standard and making it available to Stakeholders. Further,

Published Tender for procurement of 70 Nos. API’s Candidate Materials for development of
IPRS.

e Procurement(s) Furniture(s) and fixture, Health & Hygiene, energy efficient Lightings &
Equipment, Battery Banks & HVAC.
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IMPLEMENTATION OF

RTI ACT, 2005

Central Public Information Officers (CPIOs)

The following officers are nominated as Central Public Information Officers (CPIOs) for matter related to
Right to Information (RTI) Act, 2005 at Indian Pharmacopoeia Commission:

1. Dr. V. Kalaiselvan, Senior Principal Scientific Officer, IPC,
CPIO for Technical Matter.
Email 1d: kalaiselvan.ipc@gov.in
Extension No.: 148

2. Dr. K.K. Singh, Library & Information Officer, IPC,
CPIO for Publication Matter.
Email 1d: kksingh.ipc@gov.in
Extension No.: 309

3.  Mr. Chandan Kumar, Finance & Accounts Officer, IPC,
CPIO for Administrative Matter.
Email 1d: chandank.ipc@gov.in
Extension No.: 150

First Appellate Authority

Dr. Rajeev Singh Raghuvanshi
Secretary-cum-Scientific Director

Indian Pharmacopoeia Commission
Sector-23, Raj Nagar, Ghaziabad - 201002
Email Id: Rajeevr.ipc@gov.in

Phone No.: +91-120-2783400, 2783401

Reporting Period

Report for the period April 2022-March 2023 is as under:
* The updated particulars of the CPIOs are given in the IPC website at the following link:
https://ipc.gov.in/images/Manual 16.pdf
* The RTI requested replies dispose off.
* Quarterly reports updated on IPC website.

Description Requests/First Appeals Decisions where Decisions where
received requests/appeals requests/appeals
(Including cases rejected accepted and replied
transferred to other
Public Authority)
Requests 37 NIL 37
First Appeals 06 NIL 06
Second Appeals 02 NIL 02
Total 45 NIL 45
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RAJBHASHA

AWARENESS

RAJBHASHA AWARENESS

The aim of the Rajbhasha unit is to educate and train the employees of Commission to use Hindi language
in day-to-day official works as per the rules. This unit also provides a platform to employees of the Institute
to involve themselves and participate in various activities during celebration of the ‘Hindi Pakhwada’.

The IPC celebrated Hindi Pakhwada from 14™ September 2023 to 29" September, 2023 as a mark of
acknowledgement of HINDI as the National Language as per guidelines issued by Rajbhasha Vibhag,
Ministry of Home Affairs, Government of India.

In this program talks were delivered by various officials of the Commission. Many big and small events are
organized to celebrate this day. Many creative activities became part of this event. Employees of IPC were
encouraged to participate in this event as a way to pay respect to Hindi language which is deeply rooted in
our culture and reminder that no matter where ever we go in life, we must value and respect our language
and culture. During the ‘Hindi Pakhwada’ various types of competitions were also organized such as Hindi
General Knowledge Competition, Hindi Essay Competition, Hindi Poster Competition, etc.

The glimpses of the activities are annexed in photo gallery.

Hindi Pakhwada, 18-29 Sept., 2023- Various Competition & Prize Distribution
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SALES &

DISTRIBUTION

A. Revenue generated by Sale/Distribution of IPRS, IMP-RS and Prednisone Dissolution Calibrator
Tablet :-

% 11,96,30,405.00/- (Eleven Crore Ninety-Six Lacs Thirty Thousand Four Hundred Five Rupees
Only) including GST @ 18%.

B. Revenue generated by Sales & distribution of IPC Priced Publications
%10,43,90,457/- Rupees Ten Crore Forty Three Lakhs Ninety Thousand Four Hundred Fifty

Seven Only including GST @ 5%.

Total Revenue of X 22,40,20,862/- (Rupees Twenty Two Crore Forty Lakh Twenty Thousand
Eight Hundred Sixty Two Only) has been generated by the Sale/Distribution of IPRS, IMP-RS and
Prednisone Dissolution Calibrator Tablet and IPC Priced Publications.
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FINANCE & ACCOUNTS

The Finance and Accounts Division supported the smooth functioning of IPC by allocating suitable
budget and resources. The bills of CDSCO experts were also processed for payment. The audited statement
of accounts for the financial year 2022-23 is as follows:

X C-10, LGF, LAJPAT NAGAR-III
aoltyalo \Sjiéc/ar C()_g') Co. % NEW DELHI- 110 024
PH. : 011- 42440071
Chartered Accountants 011- 42440072
! 011- 42440073
011- 42440074
e-mail : kashyap.sikdar@yahoo.com

Independent Auditor’s Report
To the Stakeholders of M/S Indian Pharmacopeia Commission (IPC)
Report on the Audit of the Standalone Financial Statements

1. OPINION

i) We have audited the accompanying Standalone Financial Statements of Indian
Pharmacopeia Commission ("IPC"), which comprises the Balance Sheet as at 31st March,
2023, the Income & Expenditure Account and the Receipt & Payment Account for the year
then ended and, the notes to the financial statements, including a summary of the significant
accounting policics and other explanatory information (hereinafter referred to as "the
Consolidated Financial Statements").

ii) In our opinion and to the best of our information and according to the explanations given to
us, the aforesaid Standalone Financial Statements give the information required by the Act
as applicable ("the Act") in the manner so required and give a true and fair view in
conformity with the Indian Accounting Standards prescribed by the Institute of Chartered
Accountants of India (ICAl) and other accounting principles generally accepted in India,
of the state of affairs of the IPC as at 31st March , 2023

2. BASIS FOR OPINION:

i) We conducted our audit of the Standalone Financial Statements in accordance with the
Standards on Auditing specified by ICAI (SAs). Our responsibilities under those Standards
are further described in the Auditor's Responsibilities for the Audit of the Standalone
Financial Statements of our report. We are independent of the IPC in accordance with the
Code of Ethics issued by the Institute of Chartered Accountants of India (ICAI) together with
the independence requirements that are relevant to our audit of the Standalone Financial
Statements under the provisions of the Acts and the Rules made there under, and we have
fulfilled our other ethical responsibilities in accordance with these requirements and the
ICAl's Code of Ethics. We believe that the audit evidences we have obtained is sufficient
and appropriate to provide a basis for our audit opinion on the Standalone Financial
Statements.

3. KEY AUDIT MATTERS:

i) Key audit matters are those matters that, in our professional judgment, were of most
significance in our audit of the Standalone Financial Statements of the current period. These
matters were addressed in the context of our audit of the Standalone Financial Statements.
as a whole, and in forming our opinion thereon, and we do not provide a separate opinion
on these matters. We have determined the matters described to be the key audit matters as
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1

1:2

1.3

1.4

On scrutiny of financial statements, our observations are given below:

Sundry Creditors/ Advance Received from parties include balances which are
outstanding since long. However, the number of such parties have reduced in the period
of audit.

The following advances for expense are outstanding and needs to be adjusted :

SI. | Parties Name Amount (in Rupees) | Remarks
No.
Advances to Supplier
1 HLL Lifecare Limited (Building Advance) 18967454
2 HLL Lifecare Limited (Equipments) 87619751
CPWD Advance 5096350

IPC generate revenue through sale of Books with significant amount. However, such
books remain in store at the end of year for sale in subsequent years, inventory of the
same has not accounted in books of accounts.

There is significant delay in construction of “Advance Level Research Centre” building
as per the agreed time frame for construction of the same.

4. INFORMATION OTHER THAN THE STANDALONE FINANCIAL STATEMENTS AND
AUDITOR' S REPORT THEREON:

i)

i)

The IPC’s Board of Governors is responsible for the preparation of the other information.
The other information comprises the information included in the Management Discussion
and Analysis, Board's Report, Business Responsibility Report. Our opinion on the
Standalone Financial Statements does not cover the other information and we do not
express any form of assurance conclusion thereon.

In connection with our audit of the Standalone Financial Statements, our responsibility is
to read the other information and, in doing so, consider whether the other information is
materially inconsistent with the Standalone Financial Statements or our knowledge
obtained during the course of our audit or otherwise appears to be materially misstated.
If, based on the work we have performed, we conclude that there is a material
misstatement of this other information, we are required to report that fact. We have
nothing to report in this regard.
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5. MANAGEMENT' S RESPONSIBILITY FOR THE STANDALONE FINANCIAL
STATEMENTS:

i)

1))

ii)

The IPC's Board of Governors is responsible for the matters stated in respective Act
with respect to the preparation of these Standalone Financial Statements that give
a ftrue and fair view of the financial position, financial performance, total
comprehensive income, and receipt and payment of the IPC in accordance with the
Accounting Standards and other accounting principles generally accepted in India.
This responsibility also includes maintenance of adequate accounting records in
accordance with the provisions of the Act for safeguarding the assets and for
preventing and detecting frauds and other irregularities; selection and application of
appropriate accounting policies; making judgments and estimates that are reasonable
and prudent, and design, implementation and maintenance of adequate internal
financial controls, that were operating effectively for ensuring the accuracy and
completeness of the accounting records, relevant to the preparation and presentation
of the standalone financial statements that give a true and fair view and are free from
material misstatement, whether due to fraud or error.

In preparing the Standalone Fanatical Statements, management is responsible for
assessing the Company’s ability to continue as a going concern, disclosing, as
applicable, matters related to going concern and using the going concern basis of
accounting unless management either intends to liquidate the concern or to cease
operations, or has no realistic alternative but to do so.

The Board of Governors are responsible for oversee and the IPC's financial
- reporting process.

AUDITOR' S RESPONSIBILITY FOR THE AUDIT OF THE STANDALONE FINANCIAL

STATEMENTS:

i)

Our objectives are to obtain reasonable assurance about whether the Standalone
Financial Statements as a whole is free from material misstatement, whether due to
fraud or error, and to issue an auditor's report that includes our opinion. Reasonable
assurance is a high level of assurance, but is not a guarantee that an audit conducted
in accordance with SAs will always detect a material misstatement when it exists.
Misstatements can arise from fraud or error and are considered material if, individually
or in the aggregate, they could reasonably be expected to influence the economic
decisions of users taken on the basis of this Standalone Financial Statements.

As part of an audit in accordance with SAs, we exercise professional judgment and
maintain professional skepticism throughout the audit. We also:

a) Identify and assess the risks of material misstatement of the Standalone
Financial Statements, whether due to fraud or error, design and perform audit
procedures responsive to those risks, and obtain audit evidence that is sufficient
and appropriate to provide a basis for our opinion. The risk of not detecting a
material misstatement resulting from fraud is higher than for one resulting from
error, as fraud may involve collusion, forgery, intentional omissions,
misrepresentations, or the override of internal control.
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i)

v)

vii)

viii)

b)  Obtain an understanding of internal financial controls relevant to the audit m order
to design audit procedures that are appropriate in the circumstances. The
provisions with respect to the internal financial controls with reference to financial
statements in place and the operating effectiveness of such controls, the said
provisions are not applicable to the IPC.

c) Evaluate the appropriateness of accounting policies used and the
reasonableness of accounting estimates and related disclosures made by the
management.

We also provide those charged with governance with a statement that we have
complied with relevant ethical requirements regarding independence, and
to communicate with them all relationships and other matters that may reasonably be
thought to bear on our independence, and where applicable, related safeguards.

From the matters communicated with those charged with governance, we determine
those matters that were of most significance in the audit of the Standalone Financial
Statements of the current period and are therefore the key audit matters. We describe
these matters in our auditor's report unless law or regulation precludes public
disclosure about the matter or when, in extremely rare circumstances, we determine
that a matter should not -be communicated in our report, because the adverse
consequences of doing so would reasonably be expected to outweigh the public
interesl benefits of such communication.

Conclude on the appropriateness of management's use of the going concern basis of
accounting and, based on the audit evidence obtained, whether a material uncertainty
exists related to events or conditions that may cast significant doubt on the IPC's ability
to continue as a going concern. If we conclude that a material uncertainty exists, we
are required to draw attention in our auditor's report to the related disclosures in the
Standalone Financial Statements or, if such disclosures are inadequate, to modify our
opinion. Our conclusions are based on the audit evidence obtained up to the date of
our auditor's report.

Evaluate the overall presentation, structure and content of the Standalone Financial
Statements, including the disclosures, and whether the Standalone Financial
Statements represent the underlying transactions and events in a manner that
achieves fair presentation.

Materiality is the magnitude of misstatements in the Standalone Financial
Statements that, individually orin  aggregate, makes it probable that the
economic decisions of a reasonably knowledgeable user of the Standalone
Financial Statements may be influenced. We consider quantitative =~ materiality and
qualitative factors in (i) planning the  scope of our audit work
and in evaluating the results of our work; and (ii) to evaluate the effect of any identified
misstatements in the Standalone Financial Statements.

We communicate with those charged with governance regarding, among other
matters, the planned scope and timing of the audit and significant audit findings,
including any significant deficiencies in internal control that we identify during our audit.
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I REPORT ON OTHER LEGAL AND REGULATORY REQUIREMENTS:

i

Based on our audit we report that:

i)

ii)

ii)

iv)

v)

vi)

vii)

We have sought and obtained all the information and explanations which to the
best of our knowledge and belief were necessary for the purposes of our audit.

In our opinion, proper books of account as required by law have been kept by the
IPC, so far as it appears from our examination of those books.

The Standalone Financial Statements including Other Comprehensive Income,
dealt with by this Report are in agreement with the relevant books of account.

In our opinion, the aforesaid Standalone Financial Statements comply with the
AS specified by ICAL.

On the basis of the written representations received from the Governors as on
March 31, 2023 taken on record by the Board of Governors, none of the governor
is disqualified as on March 31, 2023 from being appointed as a governor. We
report that the said clause is not applicable in case of the IPC.

With respect to the adequacy of the internal financial controls with reference to
Standalone Financial Statements of the IPC and the operating effectiveness of
such controls, we report that this clause of audit report is not applicable in the
case of the IPC.

With respect to the other matters to be included in the Auditor 's Report:

In our opinion and to the best of our information and according to the explanations given to us, no
remuneration is being paid by the IPC to it governors during the year.

Place:-NEW DELHI AKARSH KASHYAR®
22/08/2023 (PARTNER)

Date:

For KASHYAP SIKDAR AND CO
Chartered Accountants
FRN: 016253N

UDIN: 2209828 ) 66 WUXPLSY> Membership No. 088281
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bl INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

Balance Sheet as on 31st March 2023

(Amount in Rs.)

COREF E LIABILITIES If»rhminlr |
Corpus / Capital Fund 1 1,329,859,045.48 1,225,056,965.48

Current Liabilities and Provisions 2 308,213,509.52 161,370,027.45
TOTAL 1,638,072,555.00 1,386,426,992.93

(Amount in Rs.)

Fixed Assets 3
1,136,860,129.85 1,110,396,329.85

Gross Block

Less : Depreciation 402,832,214.85 369,297,694.85

Net Block 734,027,915.00 741,098,635.00
Capital Work in Progress 3 442,954,750.00 -
Interest Accrued on Investment 2,831,938.00 325,553.00
Current Assets, Loans & Advances 4 458,257,952.00 645,002,804.93
TOTAL 1,638,072,555.00 1,386,426,992.93
SIGNIFICANT ACCOUNTING POLICIES AND 14
NOTES ON ACCOUNTS

As per our report of even date attached.

For KASHYAP SIKDAR AND CO FOR INDIAN PHARMACOPOEIA COMMISSION

Chartered Accountants
Dr. Raje i (g

FRN: 016253N

vinshi
( Secreta m Scientific Rirector)
-Scientific Direcler
Indlan Pharmacopoeta Commission
M/a Haalth & Family Welfare, Gowt. of india
CA AKARSH KASHYAP Ghaziabad (U.P)
Partner
(M. No. 088281) C AN\
UDIN: Chandan Kumar Shashi Bhushan
Place: Ghaziabad (Finance & Accounts Officer) (Administrative Officer)(l/c)
Date: 22/08/2023 Finance & Acoounts Officer Administrative Officer

 UDIN 22088281 BGWUXP2S YD indian Pharmacopoeia Commissioa  Indian Pharmacopoeia Commissio

F u- Welfare, Govt. of Inga Mio Heaith & Family Welfare, Govi. of Ind
MioHeama& amily SHATIABAD (L) Ghaziabad (UP)
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INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

Income & Expenditure for the Year ended 31st March 2023

(Amount in Rs)

INCOME
Receipts from Sales 5 212,667,231.00 99,028,451.77
Grants/Subsidies - IPC 6 14,451,755.00 71,822,486.26
Grants/Subsidies - PVPI 6 94,967,019.00 124,925,117.62
Interest Earned 7 7,750,512.00 4,485,710.00
Other Income 8 321,469.00 1,444,055.70
Depreciation (as per contra) 33,534,520.00 34,380,522.00
TOTAL (A) 363,692,506.00 336,086,343.35
EXPENDITURE
Establishment Expenses 9 135,107,178.00 107,355,072.10
Adminstration Expenses 10 64,058,094.00 36,526,439.22
Lab Services - Operation & Maintainance Expenses 11 36,025,695.00 32,889,242.41
CDSCO Meeting Expenses 12 - 9,950.00
PVPI Expesnses 13 94,967,019.00 124,925,117.62
Depreciation (as per contra) 33,534,520.00 34,380,522.00
TOTAL (B) 363,692,506.00 336,086,343.35
Balance being Surplus/(Deficit) (A-B) - -
Add/(Less): Prior Period Expenses - -
Prior period Expenses charged to Grant - -
SIGNIFICANT ACCOUNTING POLICIES AND NOTES 14
ON ACCOUNTS
As per our report of even date attached.
For KASHYAP SIKDAR AND CO FOR INDIAN PHARMACOPOEIA COMMISSION
Chartered Accountants
FRN: 016253N
2P >
Dr. Rajeey Singh RaghuUvanshi
( Secretary Scientific Director)
Secretary-Cuin-Scientific Director

Indlan Pharmacopoeia Commission

M/a Neaith & Family Welfars, Gowt, of lndia
CA AKARSH KASHYAP Ghaziabad (U.P)
Partner
(M. No. 088281) O\A \\w Q{\rﬁ_
UDIN: Chandan Kumar Shashi Bhushan
Place: Ghaziabad (Finance & Accounts Officer) (Administrative Officer)(l/c)
Date: 22/08/2023 Finance & Accounts Officer Administrative Officer

indian Pharmacepocia Commission Indian Pharmacopoeia Commisst
M/o Health & Family Wetfare, Govt. of indBiljo Health & Family Weifare, Govi. of i
GHAZIABAD (U.P.) Ghaziabad (U.P)
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INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31st MARCH 2023

IPC:

(Amount in Rs)

For Previous Year ended on 31.03.2022

Balance as at the beginning of the year 1,218,313,826.48 ) 1,262,316,049.01

1,218,313,826.48 1,262,316,049.01
Add: Additions made in Fixed Assets during the year - IPC 26,463,800.00 17,133,262.00
Less: Advances utilised against purchase of Fixed Assets 18,709,238.00 7,754,562.00 -
Less: Depreciation for the Current Year 32,365,129.00 33,593,702.00
Add: Net Grant utilised against advances & Fixed Assets 127,156,787.00 127,156,787.00 -
Less : Tfd. To MoHFW against Previous Accumulated Funds 27,541,782.53
TOTAL (A) 1,320,860,046.48 1,218,313,826.48
PvPI:
Capital Assets Fund 6,733,139.00 5,501,166.00
Add: Additions made in Fixed Assets during the year - PvP| - 2,018,793.00
Less: Depreciation for the Current Year 1,169,391.00 5,563,748.00 786,820.00 6,733,139.00
PvPI Deposits & Advances 3,435,251.00 10,000.00
Grant in Hand - -
TOTAL (B) 8,998,999.00 6,743,139.00
BALANCE AS AT THE YEAR END (A)+(B) 1,329,859,045.48 1,225,056,965.48

\IND PROVISION!

ar ended on

31.03.2022

1

CURRENT LIABILITIES
1. Sundry Creditors
IPC:
-Audit Fees Payable 24,000.00 24,000.00
-Sundry Creditors 3,967,664.00 3,991,664.00 1,375,524.50 1,399,524.50
PvPI:
-Expense Payable 5,797,207.00 8,032,177.00
- 5,797,207.00 - 8,032,177.00
2. Advances Received
-Security Deposits/ Retention Money 2,371,180.00 2,371,180.00 878,310.00 878,310.00
3. Other Current Liabilities
IPC:
-Pension Trust Fund 213,501,387.00 -
-Shashi Bhushan NPS Transfer to MOHFW - 2,296,923.52
-Grant received in surplus from G.O.| (Refer Sch-6) 51,366,578.00 123,245,681.91
-CGHS Payable - 146,141.00
-License Fees - 2,718.00
-NPS Contribution Payable (379.00) 12.00
-Receipts Payable to MoHFW 5,585,122.00 270,452,708.00 - 125,691,476.43
PvPL:
-Payable to MoHFW 25,600,750.52 25,368,539.52 25,368,539.52
-Receipts Payable to MoOHFW - 25,600,750.52
TOTAL 308,213,509.52 161,370,027.45
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INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

SCHEDULES FORMING PART OF BALANCE SHEET AS AT 31st MARCH 2023

SCHEDULE 4 -C|

| For Current Yeal

(Amount in Rs)

A. CURRENT ASSETS
Balance with Banks
Bank of Baroda- 310 56,918,037.00 110,541,876.77
Bank of Baroda- 13540 237,459,290.00 1,009,607.40
ICICI Bank 717,498.00
Bank of Baroda- PvPI 853 17,536,768.00 312,631,593.00 19,502,711.83 131,054,196.00
Stamps in hand
IPC 25,423.00 10,942.00
PvPI 2,901.00 28,324.00 39,716.00 50,658.00
TOTAL (A) 312,659,917.00 131,104,854.00
B. LOANS, ADVANCES AND OTHER ASSETS
1. Loans
Staff Advances
- Department Advance
IPC & CDSCO 357,247.00 10,230.00
PvPI 94,775.00 ‘
- House Building Advance 2,577,455.00 3,078,810.00
- LTC Advance . - 3,029,477.00 - 3,089,040.00
2. Advances and other amount recoverable in cash
or in kind or for value to be received:
IPC:
-Advance to HLL Life Care Ltd against Building 18,967,454.00 359,341,096.00
-Advance to HLL Life Care Ltd against Equipments 87,619,751.00 88,327,756.00
-Advance to CPWD GZB 5,096,530.00 26,996,358.00
-Advance for Expenses - 69,600.00
-GST Recoverable 5,547,409.00 13,981,404.63
-Advance on Tax - 41,723.64
-Prepaid Expense 109,294.00 -
-TDS 1,509,023.00 964,232.00
PVPI:
-NIB 2,293,686.00 483,488.69
-Center for Development of Advanced Accounting 13,374,800.00 13,374,800.00
-CPWD 1,000,000.00 -
-GST Recoverable 471,769.00 -
-TDS Recoverable 48,510.00 -
-Grant Receivable from Govt. of India (Refer Sch-6) - -
Other Deposits
-Security Deposit with Bank 59,135.00 59,135.00
-Security Deposit (Telephone) 21,850.00 21,850.00
-Security Deposit (Telephone) - PvPI 10,000.00 10,000.00
-Security Deposit (Electricity) 1,611,000.00 137,740,211.00 1,611,000.00 505,282,443.96
5. Amount Recoverable From Debtors 4,828,347.00 5,526,466.56
TOTAL (B) 145,598,035.00 513,897,950.52
TOTAL (A+B) 458,257,952.00 645,002,804.52
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INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

Receipts from Sales

-Sale of IP Books 102,287,683.00 29,823,420.00

-Sale of IPRS 104,658,722.00 64,522,500.00

-Sale of Tender Forms 327,500.00 203,500.00

-Sale of Scrap 187,000.00 994,550.00

-Sale of PVPI Books - 207,460,905.00 - 95,543,970.00
Technical Testing 2,004,330.00 2,185,388.92
Income from Trainin_g_/Workshop 3,201,936.00 1,299,092.85
TOTAL 212,667,231.00 99,028,451.77

Grant Received for the Year
Add: Surplus Grant for Previous Year utlized during the year

298,223,212.00

231,728,683.00

(Refer Schedule-2)

123,245,682.00 85,430,964.64
Total Grant Available for the Year 421,468,894.00 317,159,647.64
Grant Adjusted towards Revenue Expenditure:
Current Year Revenue Expenditure 235,190,967.00 176,780,703.73
Expenses Adjusted from Current year Income 220,739,212.00 14,451,755.00 104,958,217.47 71,822,486.26
(Grant utlised for Revenue Expenditure during the Year)
Interest on Project Fund - HLL on Building Advance 49,536,279.00
Less: Current year Income transfer towards: 132,500,000.00
-Interest on Project Fund HLL 49,536,279.00
-Bank Interest -310 2,486,859.00
-Pension Fund 212,667,231.00 -
-Payble to MoHFW for Receipts 5,585,122.00 -
Less: Previous Year Income returned to the MOH & FW - 270,275,491.00 27,541,782.53 104,958,217.47
Total Current year Income transferred during the year
Less: Net Grant Utilized for Purchase of Fixed Assets 7,754,562.00 17,133,262.00
Less: Net Advance Paid during the Year
1. HLL Life Care Ltd.for Building 52,581,108.00 -
2. HLL Life Care Ltd.for Equipments 69,028,270.00 -
3. Net ITC balance of GST - (GST Recoverable for the year) 5,547,409.00 -
Total Advances paid during the year from current year Grant 127,156,787.00 -
Grant (Receivable)/Payable to Govt. of India - IPC
(Refer Schedule-2) 51,366,578.00 123,245,681.91
PVPI:
Grant Received for PvPI 98,417,528.00 94,424,926.00
Add: Grant in Surplus for Previous Year 25,368,539.52 123,786,067.52 13,209,681.14 107,634,607.14
Less: Expenditures
Revenue Expenditure 94,967,019.00 124,925,117.62
Capital Expenditure - 2,018,793.00
Bank Interest Paid to MoHFW during the year 334,109.00
Less: Net Increase in PvPl Advances 3,425,251.00 98,726,379.00 (44,387,807.00) 82,556,103.62
PvPI Receipts:
Add: Bank Interest 541,062.00 290,036.00
Less: Receipts Payable to MoHFW (Refer Sch-2) - 541,062.00 - 290,036.00
Grant (Receivable)/Payable to Govt. of India - PvPI 25,600,750.52 25,368,539.52

Indian Pharmacopoeia Commission

127



INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

SCHEDULES FORMING PART OF INCOME & EXPENDITURE FOR THE YEAR ENDED AS AT 31st MARCH 2023

(Amount in Rs)

Intrest Earned on Fixed Deposit - 68,759.00
On Saving accounts 7,750,512.00 4,416,951.00
TOTAL 7,750,512.00 4,485,710.00

Interest on Income Tax Refund 64,177.00 98,120.00
Misc. Income including Forex gain 257,292.00 1,345,935.70
TOTAL 321,469.00 1,444,055.70

Salary 60,616,430.00 53,677,679.00
Outsourcing of Skilled Manpower 72,744,788.00 53,059,161.10
Consultancy Charges 202,960.00 -
Wages/ Contract Employee Payment 528,000.00 80,981.00
Hospitality& Staff Welfare expenses 1,015,000.00 312,501.00
-Examination Charges - 224,750.00
TOTAL 135,107,178.00 107,355,072.10

Electricity and Power Charges 6,772,167.00 7,140,486.00
Office Maintenance 808,571.00 1,758,021.77
Rates and Taxes & Certification Charges 685,257.00 339,629.95
Vehicles Running and Maintenance 370,606.00 423,657.00
Postage, Telephone and Communication Charges 3,329,745.00 1,078,601.00
Printing & Stationary 2,110,190.00 3,865,362.00
Travelling and Conveyance Expenses 1,730,326.00 529,721.00
Seminar,Training , Workshop & Accomodation Exp 451,830.00 18,160.00
Training Fees - 100,000.00
Civil & Electrical Charges-CPWD 17,496,111.00 8,123,357.39
Cleaning Charges 1,147,421.00 694,292.41
Legal & Professional Charges 667,770.00 1,387,913.00
Advertisement and Publicity 636,743.00 675,357.65
Repair & Maintenance - Electrical 4,631,781.00 1,588,625.56
Audit Fees 24,000.00 28,320.00
Other Expenses:
-Secuirty Charges 5,355,106.00 6,908,204.54
-Miscellaneous Expenses 305,492.00 941,851.00
-TA/DA 640,612.00 281,447.00
-Newspapers & Periodicals 140,758.00 -
-Custom Clearing Charges 33,623.00 -
-Bank Charges 19,419.00 17,279.95
-Computer Software 241,024.00 -
-IP Publication Expenses 15,960,000.00 -
-Insurance Exps. 499,542.00 533,589.00
Prior Period Expenses - 92,563.00
TOTAL 64,058,094.00 36,526,439.22
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INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

SCHEDULES FORMING PART OF INCOME & EXPENDITURE FOR THE YEAR ENDED AS AT 31st MARCH 2023

(Amount in Rs)

Purchase of Lab Consumable 11,941,343.00 8,439,117.41
Purchase of Impurities 8,019,653.00 20,409,886.00
Testing Charges 6,673,206.00 4,040,239.00
AMC Charges 9,391,493.00 -

TOTAL 36,025,695.00 32,889,242.41

TA/DA CDSCO Meeting Expenses

9,950.00

TOTAL

9,950.00

Outsourcing of Skilled Manpower 80,799,442.00 82,735,350.04
TA/DA Incidental Charges 862,353.00 935,600.00
CME Meeting Expenses 666,035.00 960,381.00
Hospitalty Expenses 27,819.00 63,696.00
Advertisment & Publicity 22,641.00 26,186.00
Printing & Stationery 204,655.00 92,526.00
Telephone Exp 38,381.00 189,662.00
Travelling Expenses 706,383.00 51,648.00
Tranning & Workshop Expesnses 176,852.00 4,268.00
Postage & Telegram Charges 36,815.00 15,250.00
Legal & Professoinal Charges 82,800.00 35,400.00
Repair & Maintance (CPWD) 568,773.00 8,681.00
Bank Charges 2,631.00 (366.00)
Attendance software Charges 90,447.00 35,147.00
HvPI Expenses 4,228,544.00 9,442,103.08
AMC Charges 154,102.00 139,534.16
Prior Period Expenses - 29,857,783.34
ADR Monitoring Centre's Monthly Charges 406,489.00 332,268.00
Internet & Data Centre Hosting Charges 1,001,697.00 -
Electricity Expenses 1,160,508.00
National Pharmaciovigilance Week 864,838.00
Misc. Expenditure 1,450.00 -
Vehicle Running & Maintenance 27,036.00 -
Taxi Services under RCM 307,473.00 -
Security Services under RCM 2,528,855.00 -
TOTAL 94,967,019.00 124,925,117.62
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INDIAN PHARMACOPOEIA COMMISSION (IPC) SCHEDULE-14
(Forming part of Financial Statement as on 31.03.2023)

(A) SIGNIFICANT ACCOUNTING POLICIES

1. Basis of Accounting
The financial statements have been prepared in accordance with generally
accepted accounting principles. The Indian Pharmacopoeia Commission(here
and after referred as IPC)adopts accrual system of accounting but interest on
advances to Employees are recognized on Cash basis.

2. Fixed Assets and Depreciation
a) Fixed assets are stated at cost less accumulated depreciation.

b) Depreciation has been provided to the extent of 95% on straight line
method. Depreciation on Library Books has been charged @ 40% on
straight line method. The depreciation rates applied on various assets is
given below -

FIXED ASSETS RATES OF DEPRECIATION CHARGED
Machinery & Equipment - 4.75%
Office Equipment - 19%
Building - 1.63%
Furniture & Fixtures - 9.5%
Vehicles - 9.50%
Cycle - 7.07%

c) Inrespect of additions to fixed assets made during the year, depreciation
has been provided for the full year and in respect of sale/disposal of fixed
assets, no depreciation has been provided.

d) The depreciation has been charged to the grant Corpus Fund and is
recognized in the Income & Expenditure account over the useful life of
the asset as a contra item.
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INDIAN PHARMACOPOEIA COMMISSION (IPC) SCHEDULE-14
(Forming part of Financial Statement as on 31.03.2023)

3. Grant In Aid
a) The grants in aid received from Ministry of Health & family Welfare,
Government of India is accounted for on accrual basis. Accordingly, any
deficit/surplus of grant has been shown as Grant receivable/payable to
the MOH & FW.

b) Grant is charged to the revenue to the extent of expenditure incurred as
all the Incomes received by the IPC have been transferred to the MOH &
FW.

c) The Advances utilized for the purchase of fixed assets have been shown
under the head of Corpus Fund.

4. Employee Remuneration & Benefits
All Retirement and other Terminal Benefits such as Gratuity, Leave Encashment
and Bonus etc. are not accounted on year to year basis and the same are
recognized in the year of retirement.

5. Revenue Recognition
Income and expenditure are accounted for on accrual basis, as they are
earned or incurred. Further all the income received by way of Sale of I.P Books &
other misc. receipts has been transferred to the MOH & FW.

6. Provision

A provision is recognized when an enterprise has a present obligation as a result
of past event: it is probable that an outflow of resources will be required to settle
the obligation, in respect of which a reliable estimate can be made. Provisions
are not discounted to present value and are determined based on best estimate
required to settle the obligation at the balance sheet date. These are reviewed
at each balance sheet date and are adjusted to reflect the current best
estimates.

7. Contingent Liabilities and Contingent Assets
A disclosure for a contingent liability is made when there is a possible obligation
that may, but probably will not, require an outflow of resources. Where there is a
possible obligation or a present obligation but the like hood of outflow of
resources is remote rovision or disclosure is made.
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INDIAN PHARMACOPOEIA COMMISSION (IPC) SCHEDULE-14
(Forming part of Financial Statement as on 31.03.2023)

(B) NOTES ON ACCOUNTS

1. The depreciation of Rs.3,3534,520.00 has been charged to the Income &
Expenditure account which includes Rs. 11,69,391.00 in respect of PvPl. Since the
institute is fully cided by the Government of India, therefore depreciation is charged
to the grant Corpus Fund and is recognized in the Income & Expenditure account
over the useful life of the asset as a contra item.

2. IPC does not craft Provisions for Leave Encashment and Gratuity.

3. During the year, IPC has earned Rs. 21,26,67,231.00 on account of receipts by way
of Sale of I.P Books, NF, IPRS, Scrap& other Misc. receipts for the current year.

4. An adjustment of Rs. 42,28,544/- has been given by NIB against the advance of
Rs.60,00,000/-given to National Institute of Biologicals (NIB) out of PvPI funds.

5. Procurement of Library Books is not carried out through tendering process.

6. Liabilities are recognized to the extent information available.

7. Party's balances are subject to confirmation and reconciliation.

8. Advances to HLL Life care Ltd. For construction of Building has been accounted for
in Work In Progress and will be considered as Capital Asset as and when the

building is handed over to IPC.

9. Assets have been recognized only to the extent it is realizable.

For KASHYAP SIKDAR AND CO FOR INDIAN PHARMACOPOEIA COMMISSION

CL) \wh NN

Chandan Kumar Shashi Bhushan
Membership No 088281 (Finance & Accounts Officer) (Admlrgs’rang O&ﬁﬁr)(i/c)
: . ministrative
Registration No. 016253N Finance & Acoounts Officer Indian Pharmacopoeia Commission
Indlan Pharmacopeeia Commiss Ao Health & Eamily Weffhre, Bov. of Indis
WMo Health & Family Welfare, Govt. of ; UR)
GHAZIABAD (U.F) y
Dr. Raj&ev \
(Secretary-cum {Scientific Diggctor(l/C)
Place: Delhi Secretary- -Scientific Directer
Indian Pharmacoposia Commission
Date: 2.2 -08 ”2—02-'} M/e Health & Family Welfare, Gowt. of India

Ghaziabad (U.P.)
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INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

for the Year ended 31st March 2023

& Pay A
(Amount in Rs)

1. Opening Balance 1. Expenses

-Bank Balance 111,551,484.17 98,615,513.00 | -Establishment Expenses 135,107,178.00 107,355,072.10
-Stamps in Hand 10,942.00 5,766.00 | -Administrative Expenses 64,058,094.00 43,942,236.47
-Lab Services- O&M Exp 36,025,695.00 32,889,242.41
2. Grants Received -CDSCO Meeting Expenses - 9,950.00
-From Government of India (MoHFW) 298,223,212.00 | 231,728,683.00
3. Interest Received: 2. Payments made against funds
-Interest Accrued on Investment - 68,759.00 -Advances to CPWD Ghaziabad 4,373,851.00
-Interest on Savings Account 7,750,512.00 4,416,951.00
3. Expenditure on Fixed Assets
4 mcommtrom Activity & Capital Work-in-Progress
-Sale of I.P Books 102,287,683.00 29,823,420.00 -Building 4,002,118.00 3,629,053.00
-Sale of IPRS 104,658,722.00 64,522,500.00 -Books 1,499,697.00 3,620,792.00
-Sale of Tender Forms 327,500.00 203,500.00 -Computer & Pheripheral 1,154,272.00 3,416,242.00
-Sale of Scrap 187,000.00 994,550.00 -Furniture & fixture 235,617.00 1,245,681.00
-Income from Technical Testing 2,004,390.00 2,185,388.92 -Plant Machinery & Equipment 19,572,096.00 5,221,494.00
-Income from Training/Workshop 3,201,936.00 1,299,092.85 | -Capital Work-in-Progress 442,954,750.00 -
-Other Income 321,465.00 1,444,055.70
5. Other Receipts 4. Payment to MoHFW
-Advances to Contractor & Suppliers 363,051,075.00 2,979,820.00 | -Amount Paid during the Year to MoHFW 2,486,859.00 132,500,000.00
adjusted during the year
-Net Increase in Sundry Creditors 2,592,139.50 - 5. Investment made during the year
-Net Increase in Other Current Liabilities - 2,296,924.00 | -Net Increase in Investments 2,506,385.00 -
-Net Decrease in Investments 20,860,534.00
-Net Decrease in Department Advance - 563.00 | 6.0ther payments
-Net Decrease in House Building Advance 501,355.00 - -Amount Recoverable from Debtors 359,631.00
-Net decrease in 5dvance Recoverable from 7,821,634.27 . -Net Increase in A.dvance Recoverable from 4,870,81535
Statutory Authority Statutory Authority
-Advances Adjusted for Expenses - 84,002.00 | -Net Decrease in Sundry Creditors 4,256,281.36
-Net Increase in Security Deposits - 556,910.00 | -Repayment of Loan to PVPI 1,428,449.01
-Net decrease in LTC Advance 50,000.00 | -Net Decrease in Shashi Bhushan NPS 2,296,923.50 -
-Net decrease in House Building Advance - 480,120.00 | -Net Increase in Department Advance 347,017.00 -
-Net Increase in Pension Trust Fund 213,501,387.00 - -Net Decrease in Other Current Liabilities 149,250.00 243,762.00
-Net Increase in Security Deposits 1,492,870.00 -Net Decrease in Advance Received as ITD & T Gra - 1,600,273.60
-Amount Recoverable from Debtors 698,119.56 -Net Increase in Pension Fund (C.Y Income) 212,667,231.00 -
-Net decrease in EMD - 91,800.00
6.Closing Balances
-Bank Balance 295,094,825.00 111,551,484.17
-Stamps in Hand 25,423.00 10,942.00
TOTAL 1,220,183,430.50 | 462,617,052.47 | TOTAL 1,220,183,430.50 462,617,052.47
As per our report of even date attached.
For KASHYAP SIKDAR AND CO .
Chartered Accountants o
FRN: 016253N FOR INDI. PHARMACOPOEJA COMMISS%
Dr. Rajeev Sing jhuvanshi &£
Indlan Pharmakopoeia Com
CA AKARSH KASHYAP Mie Nealth & Femily Welfare, Gowt. of Irdia
e Ghaziabad
(M. No. 088281) C)h\ \\M {U-P-)
UDIN: \
Place: Ghaziabad Chandan Kumar Shashi Bhushan
Date: 22/08/2023 (Finance & Accounts Officer) (Administrative Officer)(l/c)
Finance & Accounts Officer _ Administrative Og“'
indlan Pharmacopoeia Commission Indian Phannagopoela Omff‘-‘sf sion
M/o Health & Family Weifars, Govt. of india Mo Health & Family Weifare, Govi. of india
GHAZIABAD (U.P) Ghaziabad (U.P)
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PHARMACOVIGILANCE PROGRAMME OF INDIA (PvPI)
Ministry of Health & Family Welfare
Sector - 23, Raj Nagar Ghaziabad - 201002

Receipts & Payment Account for the Year ended 31st March 2023

(Amount in Rs)
1. Opening Balance 1. Expenses
-Cash in Hand - - -Outsourcing of Skilled Manpower 80,799,442.00 82,735,350.04
-Bank Balance 19,502,711.83 12,420,723.99 | -TA/DA Incidental Charges 862,353.00 935,600.00
-Stamps in Hand 39,716.00 14,966.00 | -CME Meeting Expenses 666,035.00 960,381.00
-Hospitalty Expenses 27,819.00 63,696.00
2. Grants Received -Advertisment & Publicity 22,641.00 26,186.00
-From Government of India 98,417,528.00 94,424,926.00 | -Printing & Stationery 204,655.00 92,526.00
-Telephone Exp 38,381.00 189,662.00
3.0ther Receipts -Travelling Expenses 706,383.00 51,648.00
-Net increase in Loan from IPC 1,428,449.01 | -Tranning & Workshop Expesnses 176,852.00 4,268.00
-Net decrease in Advances - 29,988,017.34 | -Postage & Telegram Charges 36,815.00 15,250.00
-Net increase in Expenses Payable - 3,008,928.00 | -Misc. Expenses 1,450.00 -
T e . 4,927,103.08 | -Legal & Professoinal Charges 82,800.00 35,400.00
Haemovigilance Program
-;e()::{n;mse nAmAIREERyEblsIn . -Repair & Maintance (CPWD) 568,773.00 8,681.00
4. Income from Activity -Wages 864,838.00 -
-Bank Interest 541,062.00 290,036.00 | -AMC Charges 154,102.00 139,534.16
-Vehicle Running & Maintenance 27,036.00 -
-Taxi Services 307,473.00 -
-AMC's Monthly charges 406,489.00 332,268.00
-Bank Charges 2,631.00 -366.00
-Internet Charges 1,001,697.00
-Prior Period Expenses - 29,857,783.34
-HVPI Expenses 4,228,543.84 9,442,103.08
-Electricity Expense 1,160,508.00 -
-Security Charges 2,528,855.00 -
-Attendance Software Charges 90,447.00 35,147.00
2. Expenditure on Fixed Assets
& Capital Work-in-Progress
-Computer & Pheripheral - 2,018,793.00
3.0ther payments
-Net decrease in Expenses Payable 2,234,970.00 -
-Net Increase in Advances 520,279.00 -
-Net decrease in Liabilities for Receipts payable .
to MOH &FW 3
-Bank Interest paid to MoHFW during the year 334,109.00
-Net Increase in Department Advance 94,775.00 -
-Net increasse in Advance to NIB for 1,810,197.00 .
Haemovigilance Program
-Net increase in Advance to CPWD 1,000,000.00 -
-Net decrease in Creditors - 16,811.00
4.Closing Balances
-Bank Balance 17,536,767.99 19,502,711.83
-Stamps in Hand 2,901.00 39,716.00
TOTAL 118,501,017.83 | 146,503,149.42 | TOTAL 118,501,017.83 | 146,503,149.45
As per our report of even date attached.
For KASHYAP SIKDAR AND CO FOR INDIAN PHARMACOPOEIA COMMISSION - PvPI
Chartered Accountants
FRN: 016253N
i Mie Hoalth & Family Welfare, Gow. of ladia
(M. No. 088281) \ Ghaziabad (U.P
UDIN: d\k\ \"S -—
Place: Ghaziabad Chandan Kumar Shashi Bhushan
Date: 22/08/2023 (Finance & Accounts Officer) (Administrative Officer)(i/c) off
Finance & Acoounts Officer ~ Administrative Otkcer
i Indian Pharmacopoeia Commission
Indian Pharmacoposia Commission Family Welfare, Gov. of Indi8
M/o Health & Family Wetfars, Govt. of indta Mio Health & Fami Vba; atrle'P .
GHAZIABAD (U.P.) Ghaziabad (U.P.)
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INDIAN PHARMACOPOE[A COMMISSION (IPC) SCHEDULE-4
General Provident Fund (Forming part of Financial Statement as on 31.03.2023)

A. SIGNIFICANT ACCOUNTING POLICIES

1. Method of Accounting
The Accounts have been prepared under the historical cost convention on accrual basis.

2. Revenue Recognition
The revenue has been recognized on accrual basis.

3. Fixed Assets
There are no Fixed Assets.

4. Investments

Investments are stated at cost and are held in the name of the “Indian Pharmacopoeia
Commission General Provident Fund” (herein after referred to as “IPC-GPF”).

B. NOTES TO ACCOUNTS

1. The investment of “IPC-GPF” have been Invested in Fixed Deposit with nationalized Bank
The accounting Standards issued by ICAl wherever applicable have been complied to the
extent possible.

3. The Previous year’s figures have been regrouped/reclassified/rearranged, wherever
necessary to confirm to the current period presentation.

For KASHYAP SIKDAR AND CO FOR INDIAN PHARMACOPOEIA COMMISSION
Chartered Accountants General Provident Fund

(AKARSH KASHYAP)

O Mt Fn,

PARTNER Chandan Kumar Shashi Bhushan

Membership No 088281 (Finance & Accounts Officer) (Administrative Officer)(i/c)

Registration No. 016253N Finance & Accounts Officer _ Administrative Officer

Place: Ghaziabad Indian Pharmacopoeia Commission Indian Pharmagopoela Comml§sion

Date: 22.08.2023 Mo Health & Family Wetfare, Govt. of InB3  Mjo Health & Family Welfare, Govi. of India
. GHAZIABAD (U.P.) Ghaziabad (U.P.)

!
Dr. Rajeev Sin &sg
(Secretary-cum -Selentific Directot(1/C)

ry-Cum-Scishtific Director
Indlen Pharmacopoeia Commissies
Mijs Nealth & Famity Welfare, Goue, of jps
(UP)
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T 23 RAawR, 2022 & FIET TAr 3R
Frd3MS A TSR AT RAfET F IR A
SPT&hdl e & [T AN gdehdm
FafafeEt F 3mea & Qv vvadr
SeTRe T foRar T USSR AN @dchdr
oA & Sl diddRms & dvasads
afed FoT 628 FNRAGTUN/SATIERAT-HE-HAGTHU]
FGA Ao Fu, STd 54,889 Fareey
TIRT 3R 3T RAURST &I AV Adehdl W]
gfifera foeam a/r| a¥ 2022-23 & aReT Ave
Aclhal o &1 H ol 1795 RIGTOT Hrdshe
3R 109571 wfdenfaat =1 gfRfea fFar am@m)
frd3mg & 3R FuEs Fas = &
T d5vadizn & 03 AW (2 fmsTa
gRade 3R 1 f@esrar) off a5

R & #Hifas Tahdr FRHA (THIUIIG)
Rfhcar 3uaol & FROT g drell dfdger
e W ok WA H Heg Y @l &l adaAeT
#H 150 Afshar Barsq AffAeRer dex (TASTHH)
TAGRTS & dgd & X | &1 i
TAAH HEIHAI T QW A & faw gy
3R P AT FHATELA IR A& & 368 4
F 8T # Fierer e & fow ufderor a1 sy
@l




HAUSET FEAeT & THh HET & ®9 H, JsdrAr
o AdSIfeieh TAELT HHAT IR s Farsi
H AT T & fov sseguast wgder &g &
I H HH AT ST @

Yidifiemg gfafafr & 30.11.2022 @1 PeeHf{T &
qry RAE & a8 3FeR ol W a5 ool #
gfeor 99 ufien & fav sseyguast ey wrfiea
CaRT IS Seeguasi-TAdlsl doh # qdass
& T 7 Hrer foram|

IR A, ARG Rfvcar 3R gEten &
fav Avsr d@fgar 3maer iR ATHITEIHR-AefeR
IR urides Siafaee &g, gediEe & @Yy
FASIAT A9 Higd, BAURST T a9 S@elr
kI ggw AT AEAR fFA gl gAY
gafafal & IR Ae & @ry-ary
Aaoleieh FAELT &1 H HaUSery #@gaeT 3R
ATHSET T # SRR &I A derdr &ar =]

T gAdd IR ATV §H 3HTGET FLar ¢ TR
g gfom & HIATS HareHl A ¥ TH & FHhd ¢l
SN AFAa/aYIdtT Hrowers & fav Rfecar
Icurel #T doraEr AR FIEm & oaF A IR
Al & A A & v afha &0 @
39T FHT &l

73 faRard § & amedel gAR wel Reaume,
vt danfas Faaiar, agafot 3k Sear
F U IHT FgAET & werg, Ferm 3k
AAER & 9Y W fARaR 3R @am|

st. Teli g Tgaeh
gfg-gg-dafaes A
URAT VST Gfgar maeT
IferaTaTe-201002
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fasr
faaTor 3R fAaeewor & fov 3uesy digaf@ifeal & caragie AT & iy Awg 3R

STASRT & 39T & T gar3if & 3TIdd AT I Ferdr Sal.

o=
e QAR AT 3R ITAIFAt garT 3udter $r S arelr dfhg itweha ardel, dgras

uerdt R Guehl & Fawdi @fed gansit v quredr & far gt AR iR v W
EIehc ATl & A AR H Adoliolh HR U] FEELT &l Ferdm o,

EEAu)

1. AT BATRITIT & eMfAe I S arell a3l & fav <aves Alans fwfad &,
fSea afshg wHAEgehe Tl GETEgehd Here Al iR s TG & Ay
ary RAfecar suaor ft anffer § 3R 3¢ @A 3R @ @Ay garT 3gade
G g

2. o garsit, 3fAfAd gant 3R 3q% 3rb/Flaeee e & fov, A fsfia s

3. 3MEeTeh carit &I U FaET AR 3 G T A AMAG @it & Aans &
UrITH&dT ol

4, AR AR I AT 3UY [a2eUTcAs TIeTor/3Tgaedd # IRShR & fafdees
TR O &A1 ST,

5. et gerdf, 3reftrdt 3N &RoT Scurel |fgd, ST Hest ueref v IRy, gAE AR
faazor $r gfshamsim & A aar

6. di%aeh Hlelehl H HHGET TS el dI Tfoe & v g, fidy, Juad, sidr, dved
3R ST FHAITNAT ST FATRIAT & 1T g7 FIAT

7. 39Afold AAETE # gesd 3R Seaaa/amesT T aThar arel AT H gy
A HT TC T FAT-GAT W AlS[eT AEAD hl FHET .




8. camil AR wEf @i/aARPAT & fau IqurEdr Aw i OAETSdr W GRY W
SETEhdl & faEarR AR Tumer & fav Afeis wRiHA R egEue afafafeat
3T L.

9. AfSwel UiFcEerl 3N Ty AR A 3T F F AT XA & TET Blaery
I JRIRAT .

10. IR & AYST Tdohdl HAHH & [T AT FH-AT g b & H HIY HLal.
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AR AV Tfgar 3T & v FfT a¥ 2022-23 a3l & AAS TG e,

IRF TREHIUT & AeTH I ey 3curel & THadd 39T F §gar o 3R ARd &
AYST Hahcl FIHA AR HART & i Adhar FEHA & ACTH & AN JI&T, 3o
HUHRT IR FHed0T A FARTT el & 8T H A0 dAh Thra & FAURST B A%
WA & AT Th 3cdieesh 9§ ATl T Tl H R FEEAR g

IER gRAST 2024 &1 YHTAA

HEN A 39T AAAD B IR Fee I & AU, T IR TS §F o= A AC
AAaE R AT AT F 36 GAMUT 3R AFGTET & T FRfag a=F sy
aRfRISe 2024 T Y1l Y& fhaT §1 AlTer-HAUROT Uishar # qReRiar w1iid i &
foIT, Ssecgall & ATy WA @ feeqforar gred &¥e & 37elrar, A7 Al[RNG 3R AlAas
TMYAT U YTATal I U JadBse W YAIRd T 3T 47| 3MFe Al @)
fBauRsl & yrod feeqiorgt dr 3ugearadr 3R Fefa & v nsdelr 3R Sssegeh A
St @r T 3mSdr aRkferse 2024 HF enfAT e & AT T AR U & ganr Aeafar@d
AET® 3R AT eI o) faar Rar = §:

AL (3HeTe1asTeh )

(i) IHET 37T (N =2)

(i) T3S 3R GIH GUE W AETE (N = 48)
(i) o RAfRcaT Aams (N = 10)

3eoddel (3TeIcldcdch 1)
S

(i) T eI (N = 23)

(i) TAHE IR IS T W AAED (N = 180)
(iii) 9 Rfhcar QAT I7EAT (N =1)

(iv) o] RAafhcar Aars (N = 11)

r$d Hest gerd
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1. % 3 gert (vadivw) &1 Ravor-3Ruasr FafEa §v @ v Fagfaas (ema),
Farg 3l AE AT Herad, A3 el @ ured A3 wfr geraf (vadivd) # adetor
A IR glefor RUE ge&qd e & Heleod gl Th ARG @#EIE®. Heghiaa afe
(38T 2022-AT 2023) % NIl Fel 1099 AT MW gerdf (TAsiwd) & FAHaAT H1 faeeryor
forar 9 3R 31 FHEAT T RO Fheldrqds ARG & 39T #Agiiad=e (ST (313)) &
AT I TEIA &l TS,

2. TANTSTHHA/AE/HTATHTH AT 1 fRdAvon IRTHEST fAgewur 38ged & fav dewme
SrdTerat, e fafehcar 3ngfd damsi (Feavaws) SO Affe WHRr HRiToE § w7
ITC AT §1 3fTehiAa 3afer (3ol 2022-AT 2023) & ERTeT 692 FAFAT T fagawor famar
AT 3R ST T 1 RO HAfT THRT FHrATerdl T holdiqaes T A G| TTAT
IMENHRTE 3N IRERIT T I www.ipc.gov.in T 3TTsH g,

A=A B i1 $fan

ATl BIFERT 3T STSAT (THUB3TS) Sar3it & dehddd iR TR & I dgmar &l &
T Tareey d@erer 9T F AT TH AN GEAAS gl TAUHNE & TS TEOT Hl
eral & & T "TAUHIG 2021, THH TRPAhAT IR AT AT T GHIRr ST g
faffe=r gafreTon & AT & SAETESRAT 3cded T TS|

I[UTIAT JTRATH YAl TS THATONHTOT

UG 3TRATH AT T 36’y HRAT AN Tl AT H I[OTEdr Jeeel Jomell &l
AT Y@AT AR FRAlfedd AT AT GA&T0T AR 3eMhed TARTRISASN T &7 aT & o
AT JTEGRTehcll & HeJulelel &l AT HLT g MSUE T shaer: Adex 2011, feHay
2015 3R ST 2017 #H STHEN/IMSSH 17025:2017, TATSITS ITSUHAT 17034:2016 (3RTA),
TATSITS 3TSUHN/3MSsAT 17043:2010 (MEW) & foT TavEIve Teqrad TA9RMeT & & &
Al & 915 A AR FE P 2015 @ Seoguadil YI-3ecl TAWERMer o g1 a9 &
IS fAffiesr gcarer 3R 9HveE 99T W@ W@T &1 57 a¥ 2022-2023 F eRreT 3msURT A7
Tl geare & AU ffearge/sencey 3ifse awadds smafaa fFue o)

) UATHUS ITETHIN/ATESHY 17025:2017 qdreqor 31X 3fenssr afafaferar

e 3R Sifae gdeTor & 89 F ST 17025:2017 (TATSITA) & foIU
JeTd{ediehal 3eFa 2022 % HElel H HBela aeh Aol fohar I .

b) Wee WEE 3caeH (INTAN) A TEEAEF g afafdfeat F v wawdve
ITSTH3MT 17034:2016
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HI3NUH & TG SRR & T ST 2022 % FElT H TSTHSMT 17034:2016 (IRTHUT)
& foU SERelT FIRTET Ahordrqdes 3fard &1 arg o,

c) IMETHIHN/MESH 17043:2010 (worar gdreor) afafafor:
TERfAE 3R Sifde AT & & # MSTHAINSSAT 17043:2010 (HIErd) & o
qededichel FdeR 2022 % A H @holdiqae Efsia fam amr o
d) SSYUH3M ¥ 2015 F IUTAAT fAAFOT AT (FIHT) F N-FaTfowss F AT 8.
HRA T AYST Tdhdl HIAHA

HRAT AW Figar 3T GMedRl) 9Rd & A Adehdl HwA (TEd3mE) & oo
TSET TH-AT g (TIANN) & §F H H BT 8.

> T W gfdge gar gfafeant # el 3 RAE & & v 8ard & avs
Tderdl HRIGH & ded ol W H 691 TSR FeRmEr &g &

> ARART SITEETT & gar3it & 39AET & 3 SNTEAT &1 e Hag, Hediche!, Il @l 3R
FEIUT AT Gfdel gar gfafhar fAoRme sl 3R oo arfdeor g garT T
Y IS eTTFATd HE FET ROE (MSHTHIR) TAEd-dddmeg 1 o i S 8.
o 3af & fov aiffie serad A 113459 3SATHIN nfAer 8.

» 3T ar¥er qoial TR 18 & o9rsmT 0.758, ST aehl SRt T Jofalm & il e &,

> Ad3MS & @ader T@eem 9aa o v R@eaa (Riff¥esa @ aafa s 31
Weere) 3R ol OEhEies gaar a9s aRads (s @ deaiad AFaRl tee 3
urSIfFHhH ¥ S8 fhaes o7 Worre) &7 gfse &I g Aol @ 3fad e
FRATS & fow FT T FAw Fa0T Teres (FETadi3N) H A T4

> drddI3mg 3ar & gRfAew fEeayor & g, fididiens wgefeled, $-Ad 3R 3msdr &
Je-UIcel o ATEIH T T 9a’, URPET 3R 3TSeanit &I Seee #le & fow
18 39T F&T 3ere S fhe 9w,

> AdBmS & A 9T 1795 ARTRHAT-Tg-TAEIUT  hIshd, SSaRIA-Tg-UiRAST0T, hierel
O %A, TATHITT EIdTel & forw gfAeor, &g FrRRrer iR tAvTT e &
v sclifdeg dod 3AST $i, TEF 109571 gedaR 9’ 3R 3T Raures =

g frar arr| A tedRi-dEdeTg garr Fefefaa swA afEa o
AT feu T O

o UUAYI GaRT Halfold UiRIGTOT/EAE0T/SeTEhdT I 1121

o TS AW HAdedl dedlg 2022 & aRT  TUAA  c@nr  3mfad
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JTRY&TOT/T G eI UT/STTRehelT hIsha: 628

o 3ooAd EAX ST YIATUT: 09

o TSHAA-HE-RAGTUT FRIHA: 05

o WARATE 9T Hiere AHrd HRIHA: 04

o TATSIUT HAIAT YIod 3dTell & forw oyt gfretor srishe: 01

e TUHUTT & ToIT scifdea doh: 12

o JRTSET AV Tdhdl TRNETUT FRIFH W S-HARAT deheiret 3R 3w Fgarer
(3SEISHT) dTeasha: 01

o gsgifesd Saah: 08

o 3T FEcaYUl YRIETUT FRiha: 06

R &1 HifaF Tashdr FRFH

2T RIS HX BR ACRANATTT IRNA ATh 33T (TTHRA-TaAddIamg) gy
T @ ARA IMSTEr # Rfhcar 3usol & SEt gfdehel Gea3i & SelehRl Tehd
g, 3oTehT AT XaT § 3 SoTer fAReIvoT il &, Smer-Gif@a 37e]drl ol faRelSoT e
¢, RAfhcar 3uehol i1 FR&T W {EI-IURA SR Fiod Far &, Rfshcar sqawzon
W AU o FT gk & e et & ggraar war § 3R Afees Raurer @
RIfehcar 3uaol & T T GIET Hehd YN I &.

> 6,441 RfhcHT 3u0T gfage Te-3t (TATs) fr RAE gred g8 3R vy fadasa &
T o & fow g i 73,

> ORd A Tafehcar Ul & AT 39T X 12 AR dSeadisn ®I 3 Siear)
3R 39 TR W AW HT 3ETH FRAS & [T FAelr 1S,

> Rfehcar 3ustolt 1 geam FRE & v vASivad/Teae ®1 07 gReT e gaRd
fu T 2.
> 23 YTAETUT/SIRRRehdl hIhA 3R 27 RAURS Soh AMAfad @ I8,

> 38 FRFA & SN 4 3-7g5Taed Jamid fad a3
F ToTed Forel
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IMSUT & 3MSH3RTd, IFSTAD-3RTH, Usfade Baiegee Hfoser Saee 3 smsdT
AT TehRIE! dr fash 3 fadvor garT 22,40,20,862/-F (S$H IS Aol oi@ §H g
36 & 918G TIY AH) & Tsied S gl
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fARANUTIcHe 3TEY Td fdehrd (TR TS &) GeIeT 30l grelieiel 3R arfaeiier 3rgeens
afafafeat & Areds @ gansit & STadd Al TN P §U ARCIT AT Afedm AT (3medien)

& AT 3R TfSeaor s AT § o] &l &1 T 3R US ST YHET AR BRI (3med) 3R
sad IRfAse # 3a% gwee & v d@fky eregRed saadl, IR wregRed qerit i
eI Uerdt & v quraar AfAde TR # A SEAR Helddl g1 I8 gAY w & fav &
ISR HAeTeh FHAT TIHAT RIS I T A ¢, Hisal Alah Iases o T 3T Ts =
THTIT ST AT SITar 1 38& 3elrar, U 3R U8 St yHnT Arfaf@a & o aar €

o FAAEE & FHE & fow 3md & favs s ! (SSsegah) & A AT

o HTh-TAUROT GHAT3HT & fAU 3 BATAITNAT S FeA1ses FeaH WAMRIAT (guad), fafeer
HIATRITT (i), TR G (dfea. 30), 3R Sexeareee ST (3. dva.) &
AT TEANRT el

o AT AR IR TEREE AGEE & GHET & v SANar got gog (@86 &
arrere faEar & smefierd

o RAURE a1 A=A & o GeAgSTal & R W 3aeTehdl Usa W M Fraam ol

o BIATEYCHA HIAHOT H Flceh 3R FATARIT STl I GIRIETUT FeleT e,

N Siwer wigar (3msdh)

AR AVST AT (3m$d) 3R 58 aRRISe A NN carr 3w 3R yee gl T,
1940 T qE{T T 3N WS dEd TATH, 1945 HT LTI F QW A & fAv FIAT el |
g foRam Sar &1 & F Tdaifae Faree # gerar & & faw e fafader srcdd Agcaqet €
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Fifer ¥ oRa A A Ak Ruue & v segAfea qasd & gquEaa & fuRor & fao
INTARIRS HATh §.

1. 3rsdr qRRfAse 2024 &1 g2

HEW F g1 ARG H AN AT F & AT, T 3R T F gmr F dv A dR A"
AT &l 3ol MU HR THTET o TTY AHAT FXeh IS aRMRASC 2024 &1 FeprreT Y& febar
g1 A-FuRor gfthar 7§ aReRiar ¥t & & forT, Sseogeh & w1y WA ¥ feeaforar g
el & AT, AT AlAEE 3R AGEIE TMUAT W 9Tdral @ 3SURT d9dse W) yaiRd fear
I ATl gI%e AAENS W RAURST & wred feoqiorat $ 3ugerddr 3R F&pia & faw sngdr 3k
$Seegall GaNl Sfig &I a8 AT 3SW qRMAST 2024 # MAT A & AU T 3R T8 5 g@nr
i@ A 3R GAe 3Rl W AR fRar I @

TA (3HeTerasTeh )

(1) 9IrATT eI T (N =2)

(i) T3S 3R GIH JUE W AEETE (N = 48)
(i) = RAfRcaT Arams (N = 10)

3eeTdsl (3TelelIatdh I1)

(i) @A eI (N = 23)

(i) TAES IR TS JuAT W AETS (N = 180)
(iii) o RfHcar g eI (N=1)

(iv) o] FRafhcar Aams (N = 11)

2.1 BISCIhHAEG Chel Heresh (MUI3TS) AED H1 faehrg

(i) 3MSHr A BEABHEGCH SAfSie (NNIHS) AEs H Th 75 ot ger & 7 8
3R wgel IR IS 2022 % FAld FEROT H IRAERIT g3 81 BgBEHARGCHed Bdisr
o 3MSdr 2022 F 7 AT S AAEITE 3R 2 A0 g A 9w fFw g1 3 wa
FECHHAEICHed ol o 37T NS A-ens efad fhe § 3R 3msdr aikfRrse
2024 7 AAST A & AT 1 Alger A3 AGETS @ 3931s fhar g1 f3des & ware
AT NS ARG F Ieeid TEROT H FYTATAIR H RE F v wh ddwfous
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faftr & &7 & I F U SN & Tgell IR AFRICHS AR (Tl THeeT) Hr A&

I 8.

(i) 3msdr gRfAse 2024 F favw REFfAa av 3R 37a ddisns Aane f F=h

.. | T TR depmis | goit
L | worer A Az | AR AN Forerrdr 3R
(PIATRT FTHGE A= (s uw guceforee
379) ARl IpNIcH
Tt & HH
B P= T & T A)
el
2. | sorsERIBAT  JereRT | TafFaRfes ICIECINTGC] AYAT VeT va
A3 ECISEINED] CEC)
(FAGIAISTH FHGE | BIAfAA T
37er) LCIGIEG]
3 | ot sreretsr| dwem T G- T
AT TR
(Hohellssd FHGE | Frhiarstie
3%1) TATTFART
4 | fFfaew  IefaHeRT | 6- TSRt 6- TSioRrer gAY 3R
3T 8- foerier ol el
(fbatled GHGEr 379) | 10- TSoRYer
6- Toiorier

2.2 QAT 3TEAR™AT T [arg
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(i) AT NS AARME F 3Helal, FEAhHEREed Bdee A rsdr gRkfdse 2024 &
AT et & fAT 3 AC AT rearat &1 off #dler IR far &1 sad anfae &
WIgeIhlii-ecegued &I fAhYor 3R efrtor dehelleh (2.6.10), BISelhli-ecgucy
Tadler gfshar (2.6.11), 3R 3maegs o (2.6.12).

2.3 ATET ﬂ?orm T YehTRleT

(iv) SISCIPHAEYChd gar3il Aigd SE-giedl AR gao 3cuel & Al s & fow
AP HeJ3TeT STGEIN STl HT TER el 3R SIE-ieAT TUT gel 3cUmar &
HAlAR & 3T 39IRT AR [Grd &I derar & & fav f3amsa far a=m ar| s
365RT AEW A ffAe el & AT Aane & e & fov Raure & Aeds 6
FaUT YeTel AT g1 SoTehl U FARYT el & fav SrE-gfedt I gae Ikt
ygate 3R gdietor @ FefRd faaRer Azt & U aw §)

2. e BHATHINAIT & TTT AT
21 A F grree REaR A Arehed

S, St faffest &t & eat-fiee wrATRITe 3aRdsanstt & @ & & fov, Affes
TPl ACST T 3UANET aeh, Affe Tl @ faeewuicas gfshad fasarfied et &
A3 & ST 1 HA A & 3T F AT F A WHE &AT H BATHITIT HieTeh
(TFATE AGEE 3R TAAT AT W) FT GHITT Tl & fav =gy I, S
GATRTAT () AR Juad & T @ AR AT gl dElen A dRgs fIEaR & fav
ST gee & PlleR & &9 & sy &1 Taea fRar a8 eiwom 2021 dEeh arfve
4% H HEEIAT & faFdN & foIU Ueh 9ielc died el & [0 &l 36ER0T aer § 3R
Ig ARgH AT gred e T T & AHSAEIYUT GHATRITNTA AlThl HI AT
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fAFdR e & fau 98 & gfdeeuar & ve Agcaqol 9gel A gl dRad TR W
IATHITIAT, ST 7 UIIelc Yol H HET o & 3e0a &, 3og AU et AT e & o
ARG R =T AT YRAF 3desT Y FHIET A & alg, NEe F TIEFATT I ST,

THATT 3Tdeeh ST Urgelc & fT Jaer At # @l MaeySdBl & QU T AT, & qrI

WA TROT Y& A W TgATT eFFd H1. TR & foIv Teh Frel T GAET e 2022

H E g3

Ve European Directorate for the
(¢~ | COUNCILOF EUROPE

Quality of Medicines & HealthCare

Home EDQM ~ coviD-19 Medicines ¥ Substances of human origin ¥ Consumer health ¥ Products & services Events & training ¥ Contact

O Newsroom

@ PDG welcomes Indian Pharmacopoeia Commission to pilot for

global expansion

® Find information on the
EDQM's responses to N-

Q Q "\E nitrosamin

and the COVID-19 pandemic.

ntamination

RESOURCES

s and

TRAININGS AND EVENTS

The Pharmacopoeial Discussion Group (PDG), which brings together the European Pharmacopoeia (Ph. Eur.), the Japanese

Pharmacopoeia (JP) and the United States Pharmacopeia (USP), with the World Health Organization (WHQ) as an observer, is Upcoming events and

fifs o dRgs ATar & AT gyee Weiee & TSN w1 Tanra fmar

SIS Uriee faEaR T I & de @, WU o dEel & @y SEfatead smemdr
Soor H dmer for
() 8 FasY 2022 I MY IR FIAT 39-EH & 55

(i) 9 TR 2022 T GSreir FHr ATAS Soh
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(iii) 9 s 2022 T WSS Ik & HIY FIeT AISTHIOT JUTell Sl S5

(iv) 6 feEsY 2022 1 WSS doh & QY FIT HIHTHIUT GO &l §5eh
(v) 10 STeAadr 2023 & 9EIeh & Afds S5
(vi) 18 STeTady 2023 @ NESN-3mSdE o
(vii) 8 Il 2023 &I YISl $r ATfAS Soh

(viii) 28 T 2023 FHI NIST-IBUSHT S

(ix) 1 AT 2023 & GE6T & AT ICH Q4B IWREE &
(x) 2 AT 2023 FI BT aRT g5 AT S 7

(xi) 15 AT 2023 FT N3G 9T d8HPDG spring meeting on 15" March 2023

2.2  THAY FEIATT/TFAITEGS A (N3rell) I ATHIET

frafaf@a amea srearr dEive ars & 3eT § 3 3msdr 2022 F gt R e
&
(i) Tl SRR

(ii) 3TTCeheT HATSHITHIT

Heleldeleh |

LERY

A
1. ooR 9y faadd gaRr &UT HHR 2. dAfafie gerer GOl @R & ER
faeorsoT faeorsoT
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Tharg IR G TR W AR

1. TAFAhe IR Quf@erster mfer 25. foigeT aiterst
2. uwm?tns?r 3R ATt AR 2. G TR Tede
aferar
3. U AF gAY 27. TAecwHIfasT
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oq Tafd MSTAMN-3RTd & g
®.°. | SdIGl & A TSYHYT- AR BT A dic
. /4SBT
=T
1. Aceclofenac Aceclofenac Impurity B IMPA049
2. Aceclofenac Aceclofenac Impurity C IMPAO50
3. Aceclofenac Aceclofenac Impurity D IMPAO51
4. Aceclofenac Aceclofenac Impurity E IMPA052
5. Aceclofenac Aceclofenac Impurity F IMPAO53
6. Aceclofenac Aceclofenac Impurity | IMPAQO55
7 Aceclofenac Ac.e clofenac Im_punty A IMPA063
(Diclofenac sodium)
8. Aceclofenac Aceclofenac Impurity G IMPA0G5
9. Aceclofenac Aceclofenac Impurity H IMPAQ072
10. Aciclovir/Aciclovir
Cream/Aciclovir
Dispersible
Tablets/Aciclovir Eye
Ointment/Aciclovir Guanine IMPAO026
Intravenous
Infusion/Aciclovir Oral
Suspension/Aciclovir
Tablets
11| Adrenaline Tartrate Norepinephrine Bitartrate IMPNO14
(Adrenaline Impurity A)
12. AIbendazoIe_/AIbendazoIe Oxibendazole IMPOO10
oral suspension
13. Allopurinol/Allopurinol . .
Tablets Allopurinol Impurity B IMPF019
14, Alprazolam 2-Amino-5-chlorobenzophenone IMPAOQ56
15. Alprazolam Alprazolam Related Compound A IMPAQO75
16. Alprostadil Injection Et.h vl _Paraben (Alprostadil IMPEQ37
Injection)
17. Amiodarone Hydrochloride | Amiodarone Impurity D IMPAQ74
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18. Amiodarone Hydrochloride | Amiodarone Impurity E IMPAQO76
19. Amiodarone
Hydrochloride/Amiodarone | Amiodarone Impurity A IMPB027
Tablets
20. Amiodarone
Hydrochloride/Amiodarone | Amiodarone Impurity B IMPB028
Tablets
21. Amisulpride Amisulpride Impurity B IMPA029
22. Amlodipine and Benazepril . .
Hydrochloride Capsules Amlodipine Impurity IMPEO33
23. Amlodipine
Besylate/Amlodipine
Tablets/S-Amlodipine - .
Besylate/Metoprolol Amlopidine Impurity D IMPE029
succinate Prolonged Release
and Amlodipine Tablets
24. Amoxycillin Trihydrate gmoxycnlln Related Compound IMPA062
25. Amoxycillin Trihydrate ﬁmoxycnlm Related Compound IMPAOG7
26. Ampicillin/Ampicillin
Sodium/Ampicillin .
Trihydrate/ Ampicillin Cefradine IMPCO65
Injection
27. Atenolol Atenolol Related Compound A IMPAO057
28. Atenolol Atenolol Related Compound B IMPAO58
29. Atenolol Atenolol Related Compound F IMPAQ73
30. Atorvastatin
Calcium/Atorvastatin Atorvastatin Related Compound A IMPA054
Tablets
31. Atorvastatin .
Calcium/Atorvastatin Atorvastatin Related Compound IMPA059
D
Tablets
32. Atorvastatin
Calcium/Atorvastatin Atorvastatin Related Compound B IMPAO060
Tablets
33. Atorvastatin
Calcium/Atorvastatin Atorvastatin Related Compound C IMPA066

Tablets
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34.

Atorvastatin

Atorvastatin Related Compound

Calcium/Atorvastatin IMPAOQ6G8
H

Tablets
35. Bezafibrate Bezafibrate Impurity B IMPCO036
36. Bisacodyl Bisacody! Impurity D IMPB040
37. Budesonide Budesonide Related Compound E IMPB037
38. Budesonide Budesonide Related Compound L IMPB038
39. Butyl Paraben 4-Hydroxybenzoic Acid IMPHO012
40. Cephalexin/Cephalexin

Capsule/Cephalexin .

Tablet/Cephalexin Oral Cephradine IMPC064

Suspension
41. Chlordiazepoxide Chlordiazepoxide Impurity A IMPC066
42. Chlorpheniramine Maleate Chlorpheniramine Related IMPC083

Compound B

43. Cilostazol Tablets Benzophenone IMPB036
44 C|profloxac_ln/C|proroxacm Fluoroquinolonic acid IMPF031

Hydrochloride
45, Clindamycin

Hydrochloride/Clindamycin | Clindamycin Impurity A IMPC069

Capsules
46. . . Clindamycin Impurity E

Clindamycin Phosphate (Clindamycin Hydrochloride) IMPCO074
47. Clobazam, Clobazam Tablet | Clobazam Impurity A IMPC039
48. Clonazepam glonazepam Related Compound IMPCO78
49, Clonazepam Zlonazepam Related Compound IMPCO79
50. Clonazepam glonazepam Related Compound IMPC0S0
51. Clonidine Hydrochloride Clonidine Impurity B IMPC031
52. Clopidogrel

Bisulphate/Clopidogrel Clopidogrel Impurity A IMPCO071

Tablets
53. Clopidogrel

Bisulphate/Clopidogrel Clopidogrel Impurity B IMPCO073

Tablets
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54.

Cyclophosphamide

Ethyl Paraben

Injection (Cyclophosphamide Injection) IMPEO37
55. Cyproheptadine Cyproheptadine Impurity A IMPDO48
Hydrochloride (Dibenzocycloheptene)
56. Cyproheptadine . .
Hydrochloride Cyproheptadine Impurity C IMPMO049
57. Dexamethasone Sodium Dexamethasone §od|um IMPDO57
Phosphate Phosphate Impurity A
58. Dextromethorphan .
Hydrobromide Dextromethorphan Impurity A IMPD054
59. Diacerein Triacetyl aloe-emodin IMPTO033
60. Diazepam Diazepam Impurity B IMPA040
61. Diphenhydramine Diphenhydramine Impurity D
Hydrochloride (Benzhydrol) IMPDO29
62. Dolutegravir Sodium Dolutegravir-4-fluoro Impurity IMPDO058
63. Domperidone/Domperidone
Maleate/Domperidone Droperidol IMPDO056
Tablet
64. Doxycycline/Doxycycline
Capsule/Doxycycline Metacycline Hydrochloride IMPMO033
Dispersible Tablet
65. Ebastine / Ebastine Tablet Ebastine Impurity A IMPDO029
66. Efavirenz, Emtricitabine . .
and Tenofovir Tablets Fumaric Acid IMPF028
67. Enalapril Maleate Enalapril Impurity A IMPE035
68. Ethyl Paraben Ethyl Paraben Impurity A IMPHO012
69. Etoposide/Etoposide . .
Capsule/Etoposide Injection Cis-etoposide IMPEOL7
70. Famotidine Famotidine Impurity C IMPF032
71. Famotidine Famotidine Impurity D IMPF034
72. Favipiravir/Favipiravir 6-Chloro-3-hydroxyamide IMPCO52
Tablets (Chlorohomolog impurity)
73. Fenbendazole Fenbendazole Impurity B IMPMO045
74. Fenofibrate/Fenofibrate Fenofibrate Impurity C IMPCO67
Tablets
75. Fluconazole/Fluconazole Fluconazole Impurity C IMPP042

Tablets/Fluconazole
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Capsule/Fluconazole Oral
suspension

76. Fluoxetine Hydrochloride Fluoxetine Impurity C IMPF025
77. Gabapentin/Gabapentin
Capsules/Gabapentin Gabapentin Impurity A IMPA042
Tablets
78. Gliclazide Gliclazide Impurity B IMPNOOQ9
79. Glimepiride Glimepiride Impurity B IMPEO19
80. Glimepiride Glimepiride Impurity A IMPGO011
81. Glipizide/Glipizide Tablet Glipizide Impurity A IMPMO034
82. Homatropine Hydrobromide | Homatropine Impurity C IMPMO064
83. Ibuprofen Cream 2-(4-Butylphenyl)-Propionic acid IMPBO030
84. Ibuprofen/Ibuprofen Tablets | Ibuprofen Impurity N IMP1021
85. Ifosfamide Ethyl Parahydroxy Benzoate IMPEO37
86. Indapamide Indapamide Impurity A IMPM044
87. Ipratropium Bromide Atropine Methylbromide IMPAOQ70
88. Ipratropium Bromide Ipratropium Impurity A IMP1020
89. Itraconazole Itraconazole Impurity F IMP1014
90. Ketorolac Tromethamine Ketorolac-1-hydroxy analog IMPKO004
91. Lamivudine and Tenofovir | Fumaric Acid (Lamivudine and IMPF028
Tablets Tenofovir Tablets)
92. Lamivudine and Zidovudine Thymine IMPTO53
Tablet
93. Lamivudine, Nevirapine and
Stavudine Dispersible
Tablets/Lamivudine, Thymine IMPTO053
Nevirapine and Stavudine
Dispersible Tablets
94, Lansoprazole/Lansoprazole .
Gastro-resistant Capsules Lansoprazole Impurity A IMPLO12
95. Lapatinib Ditosylate Lapatinib Impurity B IMPFO15
%. Levetiracetam Leve_tl_r acetam Impurity C IMPL021
(Pyridine-2-ol)
97. Levetiracetam Levetiracetam Impurity D IMPL026
98. Levetiracetam Impurity A IMPL025

Levetiracetam/Levetiraceta
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m Oral
Solution/Levetiracetam
Prolonged-release
Tablets/Levetiracetam
Tablets

99. Levetiracetam/Levetiraceta
m Tablets/!_ evetlracgtam Levetiracetam Acid IMPLO029
Oral Solution/Levetiracetam
Prolonged Release Tablets
100. Levetiracetam/Levetiraceta
m Tablets/Levetiracetam . .
Oral Solution/Levetiracetam Levetiracetam Impurity B IMPLO0O30
Prolonged Release Tablets
101. Levocetirizine
Hydrochloride, Levocetirizine Amide IMPCO043
Levocetirizine Tablet
102. Levofloxacin Hemihydrate | R-Ofloxacin IMPOO016
103. Levofloxacin Oral Solution | Levofloxacin Impurity A IMPLO028
104. Lumefantrine 'I&umefantrlne Related Compound IMPLOLL
105. Maleic Acid Fumaric Acid (Maleic Acid) IMPF028
106. Malic Acid Fumar_lc Acid (Malic Acid IMPE028
Impurity A)
107. Mannitol Mannitol Impurity B (Maltitol) IMPMO062
108. Mannitol Mannitol Impurity C (Isomalt) IMPMO063
109. Mannitol Mannitol Impurity A (Sorbitol) IMPMO066
110. Mefenamic acid Mefenamic acid Impurity C IMPC053
111. Mefenamic acid Mefenamic acid impurity D IMPMO050
112. Mefenamic . . :
Acid/Mefenamic Acid 2,3-Dimethylaniline (Mefenamic IMPDO036
Acid Impurity A)
Capsule
113. Mesalazine Mesalazine Impurity H IMPS022
114. Mesalazine Prolonged- Mesalazine Impurity F IMPMO053
release Tablets
115. Methotrexate
Injection/Methotrexate Methotrexate Impurity A IMPMO052
Tablets
116. Methotrexate Impurity B IMPAO043

Methotrexate/Methotrexate
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Tablets/Methotrexate

Injection
117. Methyl Paraben Methyl Paraben Impurity A IMPHO012
118. Methylcobalamin Hydroxycobalamin Acetate IMPHO014
119. Methylprednisolone Acetate | Dexamethasone Acetate IMPDO046
120. Metoprolol Injection . .
(Metoprolol Tartrate Fu_ma_ncAmd (Metoprolol IMPF028
O Injection)
Injection)
121. Metoprolol Succinate Metoprolol Succinate Impurity B IMPC068
122. Metoprolol Succinate Metoprolol Succinate Impurity C IMPMO057
123. Metoprolol
Succinate/Metoprolol .
Tartrate/Metoprolol Metoprolol Impurity A IMPE020
Tablet/Metoprolol Injection
124. Metoprolol Tartrate Metoprolol Impurity B IMPMO039
125. Metoprolol
Tartrate/Metoprolol Metoprolol Tartrate Impurity C IMPMO058
Injection/Metoprolol Tablets
126. : 2-Methyl-4-nitroimidazole
Metronidazole (Metronidazole Impurity A) IMPMO38
127. 2-Methyl-4-nitroimidazole
Metronidazole Benzoate (Metronidazole Benzoate IMPMO038
Impurity A)
128. Metronidazole Benzoate I\/Ietronldgzole_Benzoate Impurity IMPMO50
C (Benzoic Acid)
129. Metronidazole Injection Tinidazole Related Compound A IMP/39/17
130. Mexiletine
Hydrochloride/Mexiletine _— .
Capsule/Mexiletine Mexiletine Impurity C IMPMO018
Injection
131. Miconazole/Miconazole Econazole Nitrate IMPE027
Cream
132. Minoxidil Deoxyminoxidil IMPDO049
133. Montelukast Granules Montelukast Impurity G IMPMO067
134. Montelukast Sodium Montelukast Sulphoxide IMPMO029
135 | Mupirocin/Mupirocin Mupirocin Lithium IMPMO55

Ointment
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136. Naproxen Naproxen Impurity K IMPMO031
137. (R)-2-(6-Methoxynapthalene-2-
Naproxen yl) propanoic acid [Naproxen imp IMPMO032
Gl
138. Naproxen Naproxen Impurity L IMPMO047
139 | Nicotinamide Nicotinamide Impurity D IMPNO19
(Isonicotinamide)
140. Norfloxacin Norfloxacin Impurity E IMPC059
141. Ofloxacin Ofloxacin Related Compound A IMPO022
142. Olopatadine
Hydrochloride/Olopatadine | Olopatadine Impurity B IMPDO051
Ophthalmic Solution
143. Omeprazole S-methoxy-lh-Benmmldazole-Z- IMPMO6L
Thiol
144, Omeprazole Sulphone
Omeprazole (Omeprazole Impurity D) IMPO011
145. Omeprazole Omeprazole Related Compound | IMPO021
146. Omeprazole Omeprazole Related Compound E IMPO024
147. Ondansetron/Ondansetron
Hydrochloride/Ondansetron
Injection/Ondansetron
Orally Disintegrating Ondansetron Impurity A IMPDO039
Tablets/Ondansetron Oral
Solution/Ondansetron
Tablets
148. Pantoprazole Sodium Zantoprazole Related Compound IMPP050
149. pantoprazole Sodium ;antoprazole Related Compound IMPP052
150. pantoprazole Sodium zantoprazole Related Compound IMPP053
151. . Pantoprazole Related Compound
Pantoprazole Sodium D & F Mixture IMPPO55
152. Paro>_<et|ne Hydrochloride Paroxetine Impurity A IMPPO010
Hemihydrate
153. Phenylephrine . .
Hydrochloride Phenylephrine Impurity C IMPPO58
154, Benzophenone IMPBO036

Phenytoin
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Injection/Phenytoin
Tablets/Phenytoin
Capsules/Phenynoin oral
Suspension

155. ggg?grtr(])in/Phenytoin Phenytoin Impurity C IMPDO035
156. | Phenytoin/Phenytoin Phenytoin Impurity D IMPDO50
Sodium
157. Pioglitazone Hydrochloride | Benzophenone IMPB036
158. Piroxicam Piroxicam Related Compound J IMPPO60
159. Piroxicam Piroxicam Related Compound A IMPP063
160. Prednisolone Acetate Prednisolone Impurity A IMPP062
161. Pregabalin Pregabalin Lactam Impurity IMPMO030
162. Pregabalin Isobutylglutarmonoamide IMPP056
163 E;er?;ﬁ:'si” / Pregabalin Mandelic acid IMPMO64
164. Pregabalin Capsule Pregabalin Impurity D IMPPO51
165. z;zg:t:i?:e Injectable Methyltestosterone IMPMO048
166. Propofol Propofol Impurity E IMPP059
167. Propranolol Tablets Propranolol Impurity B IMPP061
168. Propyl Paraben Propyl Paraben Impurity C IMPEOQ37
169. Propyl Paraben Propyl Paraben Impurity A IMPHO012
170. Pyridoxine Tablets Pyridoxine Impurity A IMPP054
171. Quetiapine Fumarate Quetiapine Impurity A IMPDO043
172. Quetiapine Fumarate Fumaric Acid IMPF028
173. Quetiapine Tablet,
Quetiapine Prolong Release | Quetiapine Impurity | IMPDO030
Tablet
174, Quinapril and o Benzothiadiazine related IMPBO18
Hydrochlorothiazide Tablets | compound A
175. Rabeprazole Injection Rabeprazole sulphide IMPR025
176. Rabeprazole Injection Rabeprazole Sulphone IMPRO026
177. Rifampicin Rifampicin Quinone IMPRO19
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178. Risperidone Risperidone Related compound G IMPF024
179. Risperidone Risperidone trans-N-oxide IMPRO27
180. Risperidone Tablets Risperidone-cis-N-Oxide IMPF023
181. Salbutamol/Salbutamol

Sulphate/Salbutamol Salbutamol Impurity A IMPS014

Injection
182. Salicylic Acid Salicylic Acid Impurity A IMPHO012
183. Salicylic Acid Salicylic Acid Impurity C IMPP033
184. Saquinavir Mesylate Saquinavir Impurity A IMPS017
185. Sertraline Hydrochloride Sertraline Impurity E IMPMO064
186. Sertraline Hydrochloride Sertraline Impurity G IMPS020
187. Sertraline Tablets Sertraline Impurity E IMPMO064
188. Sitagliptin Phosphate Sitagliptin Impurity A IMPA039
189. Sodium Methyl Paraben 4-Hydroxybenzoic Acid IMPHO012
190. Sodium Propyl Paraben 4-Hydroxybenzoic Acid IMPHO012
191. \S/Z?F::Jgt;/i!;)tr)?;ie/Sodium Valproic acid Impurity K IMPVO019
192. ﬁsi_lr_ggiaelsctone/Spironolacto f:rsg;er?t(;/r)]e (Spironolactone IMPCO41
193. Stavudine/Stavudine

Capsule/Stavudine Oral Thymine IMPTO053

Solution
194. Sulphamethoxazole itélrar;ir:r?;hzxazole Related IMPS031
195. Sulphamethoxazole Sulphanilic Acid IMPS032
196. Sulphamethoxazole Sulphanilamide IMPS033
197. Tamoxifen Tamoxifen Citrate Impurity IMPTO040

Standard

198. Tamsulosin Hydrochloride | Tamsulosin Impurity A IMPMO051
199. Tamsulosin Hydrochloride | Tamsulosin racemate IMPTO057
200. Tamsulosin Hydrochloride | Tamsulosin Impurity B IMPTO059
201. Telmisartan Telmisartan Related Compound A IMPTO064
202. Telmisartan Telmisartan Related Compound B IMPTO068
203. Teneligliptin Impurity C IMPTO055

Teneligliptin Hydrobromide
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Hydrate

204. Terazosin Hydrochloride Terazosin Impurity J IMPT048
205. Terbinafine Hydrochloride | Terbinafine Related compound A IMPMO046
206. Terbinafine Hydrochloride | Terbinafine Related Compound C IMPT060
207. Terbinafine Hydrochloride | Terbinafine Related Compound D IMPTO61
208. Terbinafine Hydrochloride | Terbinafine Related Compound B IMPT062
> Il?;:g::ﬁoridenhiamine Thiamine Impurity A IMPT039

Mononitrate (Thioxothiamine)
210 ;23’:3;;' /r‘]l'ehyroxine Tablets Liothyronine Sodium IMPL031
211. Tinidazole Tinidazole Impurity B IMPEO18
212. Topiramate Topiramate Impurity B IMPT024
213. Torsemide Torsemide Impurity A IMPTO063
214. Torsemide Tablets Torsemide Impurity E IMPT066
215. Trimethoprim Trimethoprim Impurity B IMPDO031
216. Tropicamide Tropicamide Impurity A IMPEO30
ar ;/jtljsr?)rgz?o?g?hiazide Tablets Valsartan Impurity A IMPVO14
e X;;itﬁ:]oarlgghiazide Tablets | VaISartan Impurity B IMPVO15
219. Vildagliptin Diazabicycloundecene IMPDO061
220. Vildagliptin/Vildagliptin

Tablets/Vildagliptin Vildagliptin Impurity B IMPV017

Metformin Tablets
221. \oriconazole \oriconazole Impurity E IMPV013
222. \oriconazole \oriconazole Impurity D IMPV020
223. }:](};i;?gszole/VOriconazole \oriconazole Impurity A IMPDO045
224. \oriconazole/\Voriconazole Voriconazole Impurity C IMPEO32

Injection
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3. IMSEIMEH HR IETAN-IRTH dfc F TqaEa:- G I3 & SN, IRTEST 7 118
WY e gerdf 3R 49 ISuAN IRE i dic dEAT F deod foar gl i aRade
IMSNIHRCH 3R HSTAN-IRTE & G HAM: Hefae-111 AR IEEE-1V & &7 F Helael
8.

S D-11
SMFWSRTH dte ulad= gt
U J. | SMSUHYL- 3R BT ATH dic 9. R @le 9.
1. Aciclovir IPRSA036 IPRS/35/16
2. Acitretin IPRSA030 IPRS/128/13
3. Allopurinol IPRSA033 IPRS/46/14
4. Aripiprazole IPRSA031 IPRS/68/13
5. Artesunate IPRSA022 IPRS/33/15
6. Azithromycin IPRSA013 IPRS/61/14
1. Benzoic Acid IPRSB003 IPRS/117/14
8. Benzyl penicillin Potassium IPRSB022 IPRS/28/15
9. Beta Cyclodextrin IPRSC045 IPRS/12/14
10. Bisoprolol Fumarate IPRSB024 IPRS/47/16
11. Brimonidine Tartrate IPRSB021 IPRS/104/15
12. Bromhexine Hydrochloride IPRSB020 IPRS/19/18
13. Caffeine IPRSCO050 IPRS/14/20
14. Carbimazole IPRSCO040 IPRS/152/14
15. Catechin Hydrate IPRSC012 IPRS/93/15
16. Cefuroxime Axetil IPRSCO060 IPRS/24/15
17. Celecoxib IPRSC032 IPRS/101/15
18. Choline Fenofibrate IPRSC034 IPRS/165/14
19. Cilastatin Sodium IPRSCO051 IPRS/83/12
20. Ciprofloxacin hydrochloride IPRSC029 IPRS/67/14
21. Clarithromycin IPRSC030 IRPS/30/14
22. Clindamycin Hydrochloride IPRSC028 IPRS/79/16
23. Clobetasol Propionate IPRSC049 IPRS/10/15
24, Clonazepam IPRSC044 IPRS/27/16
25. Cyanocobalamin IPRSC042 IPRS/34/16
26. Cycloserine IPRSC054 IPRS/16/13
217. Danazol IPRSD027 IPRS/176/14
28. Dextrometharphan IPRSD025 IPRS/141/14
Hydrobromide
29. Diacerein IPRSD028 IPRS38/15
30. Dicyclomine Hydrochloride IPRSD040 IPRS/40/16
31 Diphenhydramine IPRSDO38 IPRS/70/15
Hydrochloride
32. Domperidone IPRSDO055 IPRS/28/20
33. Domperidone Maleate IPRSD041 IPRS/82/16
34. Donepezil Hydrochloride IPRSD053 IPRS/71/14
35. Drotaverine Hydrochloride IPRSD032 IPRS/110/15
36. Erlotinib Hydrochloride IPRSEO013 IPRS/111/14
37. Erythromycin IPRSE005 IPRS/51/13
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38. Escitalopram Oxalate IPRSE014 IPRS/142/14
39. Eslicarbazepine Acetate IPRSEQ21 IPRS/17/14
40. Espmeprazole Magnesium IPRSE012 IPRS/05/16
Trihydrate
41, Ethyl Paraben IPRSE008 IPRS/153/14
42. Fexofenadine Hydrochloride IPRSF014 IPRS/71/15
43. Flavoxate Hydrochloride IPRSF013 IPRS/08/14
44, Fumaric Acid IPRSF016 IPRS/04/14
45, Gallic Acid IPRSG014 IPRS/84/15
46. Glimepiride IPRSG010 IPRS/70/19
47. Guaiphenesin IPRSG013 IPRS/130/14
48. Hyoscine Butyl Bromide IPRSHO11 IPRS/46/18
49, Ibuprofen IPRSI011 IPRS/144/14
50. Imatinib Mesylate IPRSI017 IPRS/54/16
51. Imidurea IPRSI001 IPRS/102/13
52. Indapamide IPRSI007 IPRS/90/16
53. Ipratropium Bromide IPRSI008 IPRS/105/14
54. Ivermectin IPRSI1012 IPRS/37/16
55. Ketorolac Tromethamine IPRSK003 IPRS/06/16
56. Ketotifen Fumarate IPRSK002 IPRS/116/14
57. Lamivudine IPRSL0O16 IPRS/38/16
58. Lamotrigine IPRSLO13 IPRS/35/14
59. Lefluonamide IPRSL0O01 IPRS/67/13
60. Lignocaine Hydrochloride IPRSLO18 IPRS/23/16
61. Linezolid IPRSL014 IPRS/45/15
62. Loperamide Hydrochloride IPRSLO17 IPRS/55/15
63. Mannitol IPRSM042 IPRS/14/16
64. Mebendazole IPRSMO035 IPRS/73/14
65. Mecobalamin IPRSM028 IPRS/46/16
66. Mefenamic Acid IPRSMO037 IPRS/73/15
67. Menthol IPRSMO027 IPRS/98/14
68. Metronidazole IPRSM043 IPRS/42/14
69. Mifepristone IPRSMO036 IPRS/22/14
70. Nevirapine IPRSNOO7 IPRS/76/15
71. Niclosamide IPRSNO13 IPRS/64/15
72. Norethisterone IPRSNO12 IPRS/24/14
73. Norfloxacin IPRSN008 IPRS/52/15
74. Olmesartan Medoxomil IPRSO006 IPRS/107/15
75. Olopatadine Hydrochloride IPRSO013 IPRS/64/16
76. Omeprazole IMPO0015 IPRS/32/17
77. Ondansetron IPRSO012 IPRS/68/16
78. Ondansetron Hydrochloride IPRSO009 IPRS/01/16
79. Oxacillin Sodium IPRSO009 IPRS/118/13
80. Phenoxyethanol IPRSP009 IPRS/249/12
81. Piracetam IPRSP041 IPRS/04/16
82. Praziquantel IPRSP021 IPRS/62/15
83. Prednisolone IPRSP047 IPRS/101/16
84. Prednisolone Acetate IPRSP048 IPRS/51/18
85. Probenecid IPRSP028 IPRS/52/14
86. Propranolol Hydrochloride IPRSP029 IPRS/32/14
87. Propyl Paraben IPRSP020 IPRS/08/17

43



88. Propyl Thiouracil IPRSP030 IPRS/157/14
89. Prothionamide IPRSP031 IPRS/155/14
90. Pyrazinamide IPRSPO35 IPRS/57/14
91. Quercetin IPRSQ002 IPRS/03/15
92. Quetiapine Fumarate IPRSQ005 IPRS/54/15
93. Raloxifene Hcl IPRSR001 IPRS/108/13
94. Ramipril IPRSR020 IPRS/47/15
95. Repaglinide IPRSR003 IPRS/109/13
96. Roxithromycin IPRSR018 IPRS/49/15
97. S(-)Amlodipine Besylate IPRSA032 IPRS/02/16
98. Secnidazole IPRSS016 IPRS/50/14
99. Sildenafil Citrate IPRSS015 IPRS/77/14
100. Sitagliptin Phosphate IPRSS018 IPRS/108/15
101. Sorafenib Tosylate IPRSS013 IPRS/109/14
102. Tadalafil IPRST029 IPRS/113/15
103. Tamsulosin Hydrochloride IPRST051 IPRS/43/14
104. Terbinafine Hydrochloride IPRST046 IPRS/43/16
105. Terbutaline Sulphate IPRST035 IPRS/41/18
106. Testosterone Propionate IPRST049 IPRS/64/14
107. Tetracycline Hydrochloride IPRSTO037 IPRS/29/15
108. Thiamine Hydrochloride IPRST008 IPRS/50/15
109. Ticagrelor IPRSTO050 IPRS/12/17
110. Tinidazole IPRST030 IPRS/51/15
111. Torsemide IPRST047 IPRS/114/14
112. Tranexamic Acid IPRSTO019 IPRS/03/14
113. Triamterene IPRST038 IPRS/90/12
114. Trimethoprim IPRST045 IPRS/34/14
115. Vanillin IPRSV009 IPRS/95/15
116. Voriconazole IPRSV008 IPRS/32/16
117. Zolmitriptan IPRSZ007 IPRS/110/14
118. Zonisamide IPRSZ009 IPRS/08/15
SAED -1V
fac af 2022-23 # sMgTUNSIRTYH die seaT f gt
. 9. | IdIG DI A {TSTHUI-3RTY HT dle 3. RMT dic
aH 4.
1. Aciclovir/Aciclovir
Cream/Aciclovir Dispersible
Tablets/Aciclovir Eye
Ointment/Aciclovir Aciclovir Impurity B IMPA026 IMP/02/14
Intravenous Infusion/Aciclovir
Oral Suspension/Aciclovir
Tablets
2. Aminophylline Theobromine IMPT052 IMP/19/14
3. Amoxycillin Sodium 2-ethylhexanoic acid IMPEOQ15 IMP/12/14
4. Aspirin Aspirin Impurity A IMPHO012 IMP/25/16
5. Baclofen/Baclofen Oral
Solution/Baclofen Baclofen Impurity A IMPC063 IMP/02/15

Tablets/Pregabalin Capsules




6. 2-Vinylpyridine
Betahistine Mesylate (Betahistine IMPV007 IMP/03/16
Impurity A)
7| Betamethasone Valerate Betamethasone-21- | \\ipo42 | IMP/21/15
valerate
8 | Bezafibrate g(’:%h'ombenzo'c IMPCO036 | IMP/07/16
% | Bisacodyl i'sac"dy' Impurity IMPBO17 | IMP/24/15
10. | Captopril and
Hydrochlorothiazide/
Irbesartan and
Hydrochlorothiazide Tablets/
Metoprolol Tartrate and
Hydr(_)chlorothla2|de Tablets/ Benzo_thladlazme IMPBO18 IMP/03/15
Telmisartan and Impurity A
Hydrochlorothiazide Tablets/
Valsartan and
Hydrochlorothiazide Tablets/
Olmesartan Medoxomil and
Hydrochlorothiazide Tablets
11. | Cefadroxil / Cefadroxil Impurity
Cefadroxil Monohydrate A IMPCO35 IMP/10/15
12. 7-
Aminodesacetoxyce
Cefadroxil / phalosporanic acid IMP/001/1
Cefadroxil Monohydrate (Cefadroxil IMPAD25 3
Monohydrate
Impurity B)
13. | Cetirizine Cetirizine Impurity
Hydrochloride/Cetirizine A IMPCO061 IMP/01/15
Tablets
14. 2-Amino-1-(4-
Chloramphenicol nitrophenyl propane IMPA023 IMP/19/15
-1,3-diol)
15. | Ciprofloxacin/Ciprofloxacin
Hydrochloride/Ciprofloxacin Ciprofloxacin
Injection/Ciprofloxacin ethylenediamine IMPCO072 IMP/13/17
Tablets/Ciprofloxacin eye analog
Drops
16| Clotrimazole Clotrimazole IMPC038 | IMP/04/16
Impurity E
17. Clotrimazole
Clotrimazole Impurity D IMP1009 IMP/22/14
(Imidazole)
18. | Cyclizine Hydrochloride Cyclizine Impurity B IMPD029 IMP/08/16
19. | Dilcofenac Sodium/Diclofenac
Diethylamine/Diclofenac Gel/ Diclofenac Impurity
Diclofenac Gastro-resistant A IMPDO047 IMP/53/16
Tablets/ Diclofenac Prolonged-
release Tablets/
20. | Glimepiride Glimepiride IMPGO009 IPRS/23/1
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Impurity D 9
21| Guaiphenesin Guaiphenesin IMPMO019 | IMP/05/14
Impurity A
22. | Hydralazine Hydrochloride Phthalazine IMPP023 IMP/12/15
23| |rpesartan Xbesa”a” Impurity IMPP027 | IMP/27/14
24, Isoxsuprine Hydrochloride Hexacosane IMPHO008 IMP/11/15
25| Lamivudine Lamivudine IMPHO09 | IMP/04/14
Impurity C
26. | Lansoprazole / Lansonrazole
Lansoprazole Gastro-resistant P IMPM022 IMP/20/15
Sulphide
Capsules
27| Levodopa EeVOdOpa Impurity IMPLO15 | IMP/11/16
28- | Mefenamic acid 'I\_"esa'az'”e IMpurty | \mpcos3 | IMP/02/16
29| Mefenamic acid Mefenamic Acid IMPC053 | IMP/02/16
Impurity C
30- | Mesalazine l';"esa'az'”e IMpUrty | \\vpac28 | IMP/16/15
3L | Mesalazine '}\é'esa'az'”e MUty | \\pmo2s | IMP/05/16
32. | Mesalazine '[\)"esa'az'”e MUty | \\pmos0 | IMP/L7/15
33 | Mesalazine g"esa'az'”e MUty | \\pmoat | IMP/15/15
34| Mesalazine I';"esa'az'”e IMpUriy | \\pa034 | IMP/18/15
35 | Mesalazine mesa'az'”e IMPUMy | \\pcose | IMP/06/16
36. Nandrolone Decanoate Nandrolone IMPNO10 IMP/23/15
37| Naproxen maproxe” Impurity IMPB023 | IMP/08/15
38. Naproxen Suppositories iéilalaphthylacetlc IMPNO16 IMP/09/15
39| Noscapine hydrochloride Xoscap'”e Impurity | \mpNO11 | IMP/27/15
40. Ondansetron
Hydrochloride
Ondansetron . IMPMO021 IMP/17/16
Impurity (2-
Methylimidazole)
41| Pheniramine Maleate Pheniramine IMPP022 | IMP/04/15
Impurity A
42. | Phenaxymethylpenicillin Phenoxyacetic Acid | IMPP025 | IMP/06/14
Potassium
43| povidone én‘(’; nylpyrrolidin-2- | \\ipvo11 | IMP/19/16
44, . . Thiourea
Propylthiouracil (Propylthiouracil) IMPT031 IMP/21/14
45| propylthiouracil Thiourea (Quinidine |\ \ioro31 | 1Mp/21/14

Sulphate)
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46. | Teicoplanin Mesityl Oxide IMPMO023 IMP/10/14

47| Tolnaftate ;mnaﬂate IMPUMtY | \MpT032 | IMP/14/15

48. Zl_dov_udlne / Zidovudine Zidovudine Impurity IMPTO53 IMP/18/14
Injection C

49. | Zidovudine/Zidovudine Zidovudine Impurity IMPZ008 IMP/008/1
Tablets B 3

4. IMSNHRTH 3R HSTAN-3RTH HT GoA: GAET0T- Feehieh AT & SR, FSTAU-IRTH

AfE 400 IENHRTH &1 Gof: GUETUT fhaT AT, (3eJelaeten-V)

HeelTelh -V
T af 2022-23 F qer: wdieror #r ¢ SIRTE 3R ST RIRTE A wE
$.H. | ASTAN-IRTH T AT SIS

1. (+) - Dihydroquinidine IMP/09/19
2. (+) 6-aminopenicillanic acid (Oxacillin Impurity A) IMP/42/16
3. 2- Methylbenzhydrol (Orphenadrine Impurity A) IMP/43/16
4, 2-[4-[(7-Chloroquinolin-4yl)amino]pentylamino]ethanol IMP/10/20

(HYDROXYCHLOROQUINE SULPHATE IMPURITY)
5. 2-methyl-2-propyl-1,3-propanediol (Carisoprodol impurity) IMP/56/16
6. 2-Methyl-5-nitro imidazole (impurity) IMP/39/17
7. 2-Methylbenzophenone (Orphenadrine Impurity B) IMP/21/16
8. 3-ethoxy-4-hydroxybenzaldehyde IMP/48/16
9. 4-Hydroxycoumarin (warfarin impurity B) IMP/40/16
10. 5,7-dichloro-8-hydroxyquinoline

(Quiniodochlor/diiodohydroxyquinoline) IMP/18/17
11. 5-chloro-7-iodo-8-hydroxyquinoline

(Quiniodochlor/diiodohydroxyquinoline) IMP/19/17
12. 5-chloro-8-hydroxyquinoline (Quiniodochlor/diiodohydroxyquinoline) IMP/17/17
13. 5-Nitrofurfural Diacetate IMP/11/18
14. Abacavir Sulphate IPRS/56/19
15. Acebutolol Hydrochloride IPRS/33/20
16. Acetazolamide IPRS/74/16
17. Acetazolamide Impurity D IMP/16/17
18. Adenosine IPRS/125/16
19. Adenosine Impurity A IMP/28/16
20. Adenosine Impurity G IMP/29/16
21. Agomelatine IPRS/41/19
22. Albendozole IPRS/18/20
23. Alfuzosin Hydrochloride IPRS/62/19
24. Alphacyclodextrin IPRS/28/17
25. Alprazolam IPRS/75/18
26. Amantadine Hydrochloride IPRS/04/19
217. Ambrisentan IPRS/24/17
28. Ambroxol Hydrochloride IPRS/85/19
29. Amiloride Hydrochloride IPRS/76/19
30. Aminocaproic Acid IPRS/124/16
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31. Aminophylline IPRS/32/20
32. Amisulpride IPRS/73/19
33. Amitriptyline Impurity B IMPAO11

34. Amlodipine Besylate IPRS/69/19
35. Amodiaquine Hydrochloride IPRS/108/16
36. Amorolfine Hydrochloride IPRS/70/20
37. Amoxycillin Sodium IPRSA027

38. Ampicillin IPRS/26/18
39. Ampicillin Sodium IPRS/79/18
40. Ampicillin Sodium IPRS/79/18
41. Anastrozole IPRS/11/19
42. Aprepitant IPRS/25/17
43. Armodafinil IPRS/11/18
44, Aspirin IPRS/88/19
45. Aspirin impurity A IMP/25/16

46. Atazanavir Sulphate IPRS/118/16
47. Atenolol IPRS/116/20
48. Atorvastatin Calcium IPRS/63/19
49. Azathioprine IPRS/75/19
50. Baclofen IPRS/13/18
51. Beclomethasone Dipropionate IPRS/09/19
52. Benazepril Hydrochloride Impurity C IMP/58/16

53. Benzhexol Hydrochloride IPRS/25/18
54. Benzhexol Impurity A IMP/06/19

55. Benzocaine IPRS/32/19
56. Berberine Chloride IPRS/18/17
57. Betamethasone Dipropionate IPRS/75/16
58. Betamethasone Sodium Phosphate IPRS/74/20
59. Betamethasone Valerate IPRS/71/16
60. Bisacodyl IPRS/76/16
61. Bisacodyl impurity C IMP/10/18

62. Bosentan Monohydrate IPRS/11/17
63. Brimonidine Tartrate IPRS/104/15
64. Brimonidine Tartrate IPRSB021

65. Brinzolamide IPRSB024

66. Bronopol IPRS/07/20
67. Buclizine Hydrochloride IPRS/53/19
68. Budesonide IPRS/47/17
69. Buspirone Hydrochloride IPRS/37/20
70. Butylparaben Impurity E/Iso-butyl-4-hydroxybenzoate IMP/27/17

71. Calcium Gluconate IPRS/77/16
72. Calcium Levulinate IPRS/65/20
73. Calcium Pantothenate IPRS/03/19
74. Candesartan Cilexetil IPRS/79/19
75. Capecitabine IPRS/109/16
76. Captopril IPRS/27/19
77. Carbidopa IPRS/38/19
78. Carisoprodol IPRS/78/18
79. Carvedilol IPRS/78/16
80. Carvedilol Impurity A IMP/15/17

81. Caryophyllene IPRS/124/15
82. Cefazolin Sodium IPRS/08/20
83. Cefazolin Sodium IPRS/08/20
84. Cefdinir IPRS/48/16
85. Cefepime Hydrochloride IPRS/17/20

48



86. Cefixime IPRS/59/19
87. Cefoperazone Sodium IPRS/81/20
88. Cefotaxime Sodium IPRS/14/19
89. Cefpodoxime Proxetil IPRS/58/19
90. Ceftriaxone Sodium IPRS/13/19
91. Cetrimide IPRS/45/18
92. Cetirizine Hydrochloride IPRS/59/20
93. Chloramphenicol Palmitate IPRS/77/19
94. Chlorhexidine Gluconate Solution IPRS/106/20
95. Chlorhexidine Hydrochloride IPRS/34/20
96. Chlorocresol IPRS/62/16
97. Chlorthalidone IPRS/78/20
98. Cilastatin Sodium IPRSC051
99. Cilnidipine IPRS/61/16
100. Cilnidipine Impurity A IMP/02/18
101. Cilostazol IPRS/64/19
102. Cilostazol Impurity B IMPC019
103. Cimetidine IPRS/119/16
104. Cinacalcet Hydrochloride IPRS/66/16
105. Cinnamic Aldehyde IPRS/120/15
106. Ciprofloxacin impurity C (-20C) IMP/13/17
107. Citalopram Hydrobromide IPRS/33/18
108. Citalopram Impurity A IMP/09/18
109. Clindamycin Phosphate IPRSC004
110. Clobazam IPRS/100/16
111. Clobetasol Propionate IPRS/10/15
112. Clomipramine Hydrochloride IPRS/18/19
113. Clopidogrel Bisulphate IPRS/50/20
114. Clotrimazole Impurity B IMP/13/19
115. Cloxacillin Sodium IPRSC023
116. Cuminaldehyde IPRS/83/15
117. Curcumine IPRS/15/17
118. Cyclobenzaprine HCI IPRS/126/16
119. Cyclosporine IPRS/13/17
120. Cyproheptadine Hydrochloride IPRS/49/20
121. Cyproterone Acetate IPRS/40/19
122. Dacarbazine IPRS/68/18
123. Dapoxetine Hydrochloride IPRS/72/19
124. Darifenacin Hydrobromide IPRS/26/17
125. Darunavir Ethanolate IPRS/67/16
126. Dexlansoprazole IPRS/54/19
127. Diazepam Impurity A/2-methylamino-5-chlorobenzophenone IMP/20/17
128. Diclofenac Diethylamine IPRS/42/16
129. Diclofenac Sodium IPRS/08/19
130. Diclofenac Sodium IPRS/08/19
131. Dicloxacillin Sodium IPRS/43/17
132. Dicyandiamide IMPDQ12
133. Diethylcarbamazine Citrate IPRS/81/16
134. Diloxanide Furoate IPRS/30/18
135. Diltiazem Hydrochloride IPRS/54/18
136. Diphenhydramine Impurity A IMP/25/18
137. Disodium Edetate IPRS/48/17
138. Disulfiram IPRS/05/20
139. Dobutamine Impurity B IMP/46/16
140. Docusate Sodium IPRSD0OQ7
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141. Domperidone Maleate IPRS/82/16
142. Dopamine Hydrochloride IPRS/102/16
143. Dorzolamide Hydrochloride IPRS/67/15
144, Dothiepin Hydrochloride IPRS/57/20
145. Doxepin Hydrochloride IPRS/22/19
146. Doxycycline Hydrochloride IPRS/67/18
147. D-Panthenol IPRS/69/16
148. D-phenylglycine IMP/37/16

149. Drospirenone IPRS/74/18
150. Drotaverine Hydrochloride IPRS/110/15
151. Drotaverine Hydrochloride IPRSD032

152. Duloxetine Hydrochloride IPRS/109/15
153. Duloxetine Hydrochloride IPRS/109/15
154, Ebastine Impurity C IMP/02/19

155. Ebastine Impurity D IMP/26/18

156. Efavirenz IPRS/83/16
157. Emtricitabine IPRS/28/19
158. Enalapril Maleate IPRS/115/20
159. Enrofloxacin IPRS/80/18
160. Ephedrine Hydrochloride IPRS/20/18
161. Eplerenone IPRS/68/19
162. Erlotinib Hydrochloride IPRSEQ13

163. Ethambutol Hydrochloride IPRS/84/16
164. Ethinylestradiol IPRS/37/17
165. Etidronate Disodium IPRSE006

166. Etodolac IPRS/17/18
167. Etodolac Impurity C IMP/18/19

168. Etoposide IPRS/34/19
169. Etoricoxib IPRS/61/19
170. Eucalyptol IPRS/122/15
171. Ezetimibe IPRS/66/19
172. Famotidine IPRS/85/16
173. Favipiravir IPRS/56/20
174. Felodipine Impurity A IMP/04/18

175. Fenofibrate Impurity A IMP/12/17

176. Fenofibrate Impurity B IMP/16/18

177. Ferrous Fumarate IPRS/02/19
178. Ferrous Gluconate IPRS/66/20
179. Fesoterodine Fumarate IPRS/52/19
180. Fexofenadine Hydrochloride IPRSF014

181. Fexofenadine Impurity B IMP/09/17

182. Finasteride IPRS/86/16
183. Finasteride Impurity A IMP/03/19

184. Flavoxate Impurity A IMP/52/16

185. Fluorouracil IPRS/77/20
186. Fluoxetine Hydrochloride IPRS/52/20
187. Fluphenazine Decanoate IPRS/20/20
188. Flurbiprofen IPRS/60/20
189. Flurbiprofen Sodium IPRS/61/20
190. Flutamide IPRS/63/20
191. Flutamide Impurity C IMP/01/17

192. Fluticasone Propionate IPRS/87/16
193. Folic Acid impurity A IMP/01/18

194. Formoterol Fumarate Dihydrate IPRS/30/16
195. Frusemide/Furosemide IPRS/25/20
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196. Furazolidone IPRS/60/18
197. Galantamine Hydrobromide IPRS/39/19
198. Gefitinib IPRS/89/16
199. Gemfibrozil Impurity A IMP/30/16

200. Gemifloxacin Mesylate IPRS/28/18
201. Gentamicin Sulphate IPRS/57/19
202. Glipizide Impurity D IMPG003

203. Glutaric acid IMP/44/16

204, Glycine IPRS/48/20
205. Granisetron IPRS/29/20
206. Griseofulvin IPRS/21/18
207. Haloperidol IPRS/18/18
208. Homatropine Hydrobromide IPRS/81/19
2009. Hydralazine Hydrochloride IPRS/23/19
210. Hydroquinone/Dobesilate impurity A IMP/54/16

211. Hydroxychloroquine Sulphate IPRS/38/20
212. Hydroxychloroquine sulphate IMP/14/19

213. Ibuprofen Impurity F IMP/22/19

214. Imatinib Mesylate IPRS/54/16
215. Imipramine Hydrochloride IPRS/20/17
216. Indapamide IPRS/90/16
217. Indomethacin IPRS/58/18
218. Isosorbide Dinitrate Diluted (40 %) IPRS/13/16
2109. Isoxsuprine Hydrochloride IPRS/27/20
220. Ketoprofen IPRS/10/20
221, Ketorolac Impurity B IMP/30/18

222. Labetalol Hydrochloride IPRS/36/19
223. Lamivudine Impurity A IMP/12/19

224, Lamivudine impurity E IMP/27/16

225. Lamivudine impurity F IMP/26/16

226. Lansoprazole N-oxide IMP/14/17

2217. Lapatinib Ditosylate IPRS/05/19
228. Letrozole IPRS/12/18
229. Levamisole Hydrochloride IPRS/33/19
230. Levocetirizine Hydrochloride IPRS/55/18
231. Levodopa IPRS/06/19
232. Levofloxacin Hemihydrate IPRS/50/19
233. Levonorgestrel IPRS/30/20
234. Levosulpride IPRS/21/19
235. Lisinopril IPRS/91/16
236. Lithium Carbonate IPRS/20/19
237. Lopinavir IPRS/111/16
238. Loratadine IPRS/45/19
239. Lovastatin IPRS/45/20
240. Lumefantrine IPRS/113/20
241. Magaldrate IPRS/12/19
242. Meclizine Hydrochloride IPRS/10/17
243. Medroxy Progesterone Acetate IPRS/37/18
244. Mefloguine Hydrochloride IPRS/120/16
245. Memantine Hydrochloride IPRS/72/16
246. Mepyramine Maleate Impurity C IMP/14/18

247, Metadoxine IPRS/87/20
248. Metformin Hydrochloride IPRS/118/20
249. Methocarbamol IPRS/106/15
250. Methotrexate IPRS/83/18
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251. Methyl Nicotinate IMP/45/16

252. Methyl Salicylate IPRS/01/19
253. Methy_l-3,5-d|am|n0-6-chloropyra2|ne-2-carboxylate (Amiloride IMP/10/17

Impurity)

254. Methyldopa IPRS/11/20
255. Methylergometrine Maleate IPRS/43/19
256. Methylparaben IPRS/83/20
257. Methylphenidate Hydrochloride IPRS/112/15
258. Methylprednisolone Acetate IPRS/84/19
259. Metoprolol Tartrate IPRS/55/20
260. Metronidazole Benzoate IPRS/29/18
261. Miconazole Nitrate IPRS/44/17
262. Minoxidil IPRS/86/19
263. Modafinil IPRS/47/19
264. Mometasone Furoate IPRS/64/20
265. Montelukast sodium IPRSM012

266. Mosapride Citrate Dihydrate IPRS/62/18
267. Moxifloxacin Hydrochloride IPRS/44/18
268. Moxifloxacin Hydrochloride Impurity E IMP/19/18

269. Mupirocin IPRS/16/19
270. Mycophenolate Mofetil IPRS/112/16
271. Nabumetone IPRS/100/15
272. Nadifloxacin IPRS/73/20
273. Naphazoline Impurity C IMP/13/18

274. Naproxen IPRS/23/18
275. Natamycin IPRS/10/19
276. Neomycin Sulphate IPRS/52/18
277. Neotame IPRS/63/16
278. Nicotinamide (Niacinamide) IPRS/114/20
279. Nicoumalone IPRS/21/17
280. Nitrazepam IPRS/48/18
281. Nitrophenylpyridine analogue (Nifedipine impurity) IMP/02/17

282. Norfloxacin Impurity A IMP/08/19

283. Norfloxacin Impurity H IMP/05/18

284. Nystatin IPRSN002

285. Ofloxacin IPRS/60/19
286. Olanzapine IPRS/94/16
287. Olopatadine Hydrochloride IPRS/64/16
288. Ondansetron Impurity C IMP/10/19

2809, Ondansetron Impurity D IMP/19/19

290. Ornidazole IPRS/51/19
291. Orphenadrine Citrate IPRS/69/20
292. Oseltamivir Phosphate IPRS/114/16
293. 0-Toluene Sulphonamide IMPTO003

294, Oxacillin impurity C IMP/39/16

295. Oxybutynin Chloride IPRS/70/18
296. Oxymetazoline Hydrochloride IPRS/72/20
297. Paliperidone IPRS/40/17
298. Pantoprazole Sodium IPRSP0O01

299. Paracetamol IPRS/74/19
300. Parecoxib Sodium IPRS/33/16
301. Parecoxib Sodium IPRS/33/16
302. Paroxetine HCI Hemihydrate IPRS/45/16
303. Penicillamine IPRS/83/19
304. Pentazocine IPRS/12/20
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305. Piperacillin IPRS/81/18
306. Piperazine Adipate IPRS/65/15
307. Piperazine Citrate IPRS/66/15
308. Pirfenidone IPRS/68/20
309. Potassium Citrate IPRS/31/19
310. Potassium Sorbate IPRS/24/19
311. Povidone-lodine IPRS/03/20
312. Praziquantel Impurity A IMP/02/20

313. Prednisolone IPRS/101/16
314, Prednisolone Acetate IPRS/51/18
315. Pregabalin IPRSP008

316. Prilocaine IPRS/44/16
317. Primaquine Phosphate IPRS/23/20
318. Prochlorperazine Maleate IPRS/40/18
3109. Proguanil Hydrochloride Impurity C IMP/11/19

320. Proguanil Hydrochloride Impurity D IMP/21/19

321. Promethazine Hydrochloride IPRS/95/16
322. Promethazine Theoclate IPRS/55/19
323. Propyphenazone IPRS/33/17
324. Pseudoephedrine Hydrochloride IPRS/66/18
325. p-Toluene Sulphonamide IMPT004

326. Pyrantel Pamoate IPRS/30/19
327. Pyridoxine Hydrochloride (Vit. B6) IPRS/19/19
328. Pyridoxine Hydrochloride Impurity A IMP/15/19

329. Pyridoxine Impurity B IMP/20/19

330. Pyrimethamine IPRS/54/20
331. Quinine Sulphate IPRS/36/20
332. Quiniodochlor IPRS/01/20
333. Rabeprazole Sodium IPRS/25/19
334. Racecadotril IPRS/67/19
335. Ranitidine Hydrochloride IPRS/82/20
336. Remdesivir IPRS/75/20
337. Reserpine IPRS/17/17
338. Ribavirin IPRS/53/20
330. Risperidone IPRS/44/19
340. Ritonavir IPRS/15/20
341. Ropivacaine Hydrochloride IPRS/19/20
342. Rupatadine Fumarate IPRS/71/19
343. Salbutamol Sulphate IPRS/89/19
344. Salicylic Acid IPRS/46/20
345. Salmeterol Xinafoate IPRS/35/19
346. Sertaconazole Nitrate IPRS/49/18
347. Sertraline Hydrochloride IPRS/01/17
348. Sertraline Impurity E IMP/31/16

349. Simvastatin IPRS/87/19
350. Sitagliptin Phosphate IPRSS018

351. Solifenacin Succinate IPRS/82/19
352. Sorbitol IPRS/76/20
353. Spiramycin IPRS/35/20
354. Spironolactone IPRS/36/18
355. Stavudine IPRS/04/20
356. Streptomycin Sulphate IPRS/104/16
357. Sucralose IPRS/60/16
358. Sulfasalazine IPRS/78/19
359. Sulphadiazine IPRS/103/16
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360. Sulphamethoxazole IPRS/13/20
361. Sulpiride Impurity B IMP/04/20

362. Sumatriptan Succinate IPRS/37/19
363. Tacrolimus IPRS/128/16
364. Tamoxifen Citrate IPRS/31/18
365. Tapentadol Hydrochloride IPRS/42/19
366. Tazobactam IPRS/30/17
367. Telmisartan IPRS/65/19
368. Teneligliptin Hydrobromide Hydrate IPRS/46/19
3609. Tenofovir Disoproxil Fumarate IPRS/63/18
370. Tibolon IPRS/56/16
371. Ticagrelor IPRS/12/17
372. Timolol Maleate IPRS/61/18
373. Tizanidine Hydrochloride IPRS/96/16
374. Tocopheryl Acetate IPRS/23/17
375. Tolbutamide Impurity B IMP/38/17

376. Topiramate IPRS/32/18
377. Tramadol Hydrochloride IPRS/79/20
378. Tramadol Impurity A IMP/42/17

379. Tranexamic impurity D IMP/24/16

380. Trifluoperazine Hydrochloride IPRS/05/17
381. Triflupromazine Hydrochloride IPRS/06/17
382. Trimetazidine HCI IPRS/34/17
383. Trimetazidine Hydrochloride IPRS/34/17
384. Trimetazidine impurity C IMP/22/16

385. Trimetazidine impurity C IMP/22/16

386. Trimetazidine Impurity D IMP/23/16

387. Trimethoprim impurity J IMP/33/16

388. Triphenylphosphine oxide/ Alprostadil Impurity K IMP/25/17

3809. Triprolidine Hydrochloride IPRS/31/20
390. Tropicamide IPRS/80/19
391. Trospium Chloride IPRS/57/16
392. Ursodeoxycholic Acid IPRS/53/18
393. Valproic Acid Impurity C IMP/16/19

394. Valsartan IPRS/98/16
395. Verapamil Hydrochloride IPRS/22/17
396. Warfarin impurity C IMP/35/16

397. Warfarin Sodium Clathrate IPRS/29/19
398. Xylometazoline Hydrochloride IPRS/64/18
399. Zoledronic Acid IPRS/27/18
400. Zolpidem Tartrate IPRS/99/16

5. HENREE, IETAd-3RTE HR IS Rulegae Ffaver dave A Rshyfaaon:

F.4. i o amyfet AT wfa afaead® e | fta e,
& TE (@reats @ 18%
& s Siegdt afgd
1 1pRs Private 11205 | 5000/- + Taxes 6,49.32.354.00/-
Stakeholders
2 [IMP-RS | Private 1603 25000/-. 12500/~ | 3.13.25.100.00/-
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Stakeholders 5000/- + Taxes
Prednisone
Dissolution | Private
Calibrator Stakeholders 842 10000/- + Taxes 97,86,200.00/-
Tablet
IPRS Government 3098 | 2500/- + Taxes 90,60,900.00/-
Stakeholders
Government 12500/-, 7500/-,
IMP-RS Stakeholders 359 2500/- + Taxes 43,23,650.00/-
Prednisone
Dissolution | Government 35 5000/~ + Taxes 2 02.300.00/-
Calibrator Stakeholders T
Tablet
Fe 11,96,30,405.00/-
]
TS (el #): 11 w3 Baera a@ f¥ goR o) @t 9= 393 A

6. 7§ I ugrd (vadvw) F1 fQedAvor- IRTES AT ®@ @ A FEEEe (gR9), S e
Aledsh fAT0T Totee, 75 fgear & ured 18 39T geref (vadiew) & 9detor a3k vE AfRaa aag
3af & iR oderor RUE gedd et & &9 §3M §1 Fohih A & R, o 1099 AC 3iwfer weraif
(TASITE) Aot 1 faReryor fRar I 3R 3T Aot @ RUIE dnaddes e mgfeEs aRa (St
(3T8)) & FRATET FI T I .

7. wAATSTHA/AE/HTATHTE AT 1 faRdwon IRTEST farewer 3aged & fav dewng
Frterdl, e Rfcar smqfd dansit (@eavard) o Affes ol sl @ a5
9Icd AT g1 Hashieh A & NI, 692 sl 1 faRelwor fohar arm 3T so aogat
RarE weftra avrr Frifodt i ahards Je&dd i 713,
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URAG A R B

SRl Bl 3T ST3AT Ty S@HTT GRS & fav gansit & frwrrdh
qEL H Fordl &l & AU Th AN cEAS gl TAUGIES & Raure A
Depesed a1 Sead (AR 3R Sed), AR a1 sea, a8 3R 3= Taey
SEHTST YT (VTN gan3it T 3Tqfd H@ell (Gar A SAThRI W A Hesl),
TR 3R ITFAINT ATl H T AT BRI AN Aol & fIT Hesh a&aast
3R g ToAdr & forw fAayor HErdar anfAe gl

BS HERLUT & HET 36T GaT3l & Tehddld 3T &l derar &1 gl 3
388T I Uit A & T, garsil & AAans #H Acriaies Hand, BlHArT @ Afdrd
AR gg@ vfdehel gar IfAfshare nfAe gl &1 30 TERIOT H 3TaRTH carsit Hr
UG T A PEeey gansit, Rfhcdel gart 3R HUiRA @1 S arelr 3wy
At AR A & ST TORLT SIHAT IR TSI FGreey fAREEr d 39deT &
fIT gansit & AlAE A AR HlA HT TIH ThAT I=AT B

TAUKITS 2021, SHHT THBPIhAT AR HAET fAQvanit & sR # He=far@d
gfRN&ToT AT FH ARTERSAT 3cUesd HT IS

%.9. feetien gfreTor &7 faw fr&Tor fr gepfa CIGEIEIR
$r gEar
1| 12-16 Rdsw TAUBRATS 2021, | AYST Hdehdl TR 22a7 shierel 131
2022 gahT Il | fasrT wrishe
IR e
faQryare
2. |14-187TdSR 2022 | TATHITE 2021, | AT HAHAT T 23aT Hierer 106
ST grdTeIhdT | fadra FHHA
IR e
faQryare
3. 282—310 TR | UAUHIHTS 2021, | AT TAHAT T 24a7 Fizrer 189
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SHPT TTHThdT

IEHAGIN

g FRIsHE

15— 19 S 2023

TATHATS 2021,
SHhT grAfTehdT

IEHAGIN

AYST Fdhdl W 25dT i
R FRieH

157

07— 11 3
2023

TATHATS 2021,
SHhT grAfTehdT

IEHAGIN

AYST Fdhdl TR 26dT i
R FRieH

209

06— 08 30d
2022

TATHATS 2021,
SHhT grATehdT

IEHAGIN

AYST Tdehdl T IRUT-Hg-HTreToT
FRIGH

63

30 H5 - 01
2022

TATHATS 2021,
SHhT grATehdT

IEHAGIN

AYST Tdehdl T IRUT-Hg-HireTor

33

18— 20 TR
2022

TATHATS 2021,
SHT grATehdT

IEHLGIN

AYST Tdehdl T IRUT-Hg-HireTor

87

12 — 14 feOsR
2022

TATHE3S 2021,
SHT grATehdT

IEHLGIN

AYST Tdehdl T ORUT-Hg-HiAeTor

95

10.

27 A3 — 01
T 2023

TATHE3S 2021,
SHI grAehdT

IERLGIN

AYST Tdehdl T ORUT-Hg-HiAeTor

108

11.

02 A5 - 04 W%

2023

TATE3S 2021,
SHPT TTHThdT

IEHLGIN

AYST Tdehdl T ORUT-Hg-HiAeToT

200
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AR wHmERfafeE Fwriwa @ seafa (dfddang)
HRA &l WHRIATTAT FEIhA HRd EIRR HT 9T gdl FRET ARl

FEAFH B, Sl gar ¥ G ufdemel g3t # Ted Far g, 3R Ao R §
IR 3dwT AEWoT Far & 3R 3T FaEs FiEs s & for @igeadkT &
AErRey fsrar &

gfdieher gar 9fdfshar (TEI3R) g s & 90Tl 3R Hcg X & 999 RUT A
¥ UHh gl TSR & gRonmA RAfecar &1 dedl amerd 3R 3adrel # #di gl
A & WY TARLI S@HTS TOTMell I &I STeid ol fashraeiier geif #, arAg
HEEr #H Ul STAThAT3N & JaeeT 6 T g I ¢ 3 FA AIAr gt
gl 3afT, AYST AAHAT UOTell & HATEIA § car3il i F&T 1 Hodidhed Hel
ifaarT §.

oy 3R 9RER FeIor #I6, IR TR 15 319, 2011 FF NS
T GeTdias] fohdm 3R TSI THA-aT shg Al WA ARAT AT A (TH),
7S el & 3mSehel, anfSrarare & wureiaRa #¥ fer 3R 78 #a o W ge 2

radheT

GIATRITATSTN WA 3% $f8AT (PVPl) #IRA THR &l YHE &ar e formei
HRSH § S gar @ Gt g g3 & Hare 3 f&eewor & g1 i gfaga
caT ST g SR WO 3N Heg oX ¥ SHE FNOT A ¥ U ¥, 56T, TR
H IR T ST g BrATRIATST WETe 3% 134T (PVPI) ST 2010 § FEReey
AR IRAR FedoT FAGT (MoHFW), IRA IR &aRT died fohadm aam a1 3R 3@
HRA HGIAATT FEATH (AIIMS), 775 feoell SHeT TSI HH=aY g (NCC) &T| gTailieh,
T 3R IRAR ool FAed, ART WHR, AT #7a+, a5 ool o 15 31 2011 &
e HEAT X.11035/7/2011-DFQC & d8d 39 HAHH &I R I duR fHar e
ROy HidTdiens & TR 75 o I AR Aver dfgar 3maer (3msd), anferamere
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TYATIRT F f&ar a1 a9 & ISURT A AATA RIS HeX B BHARI A foTerd
QI 3% 3T (TAH-Gadams) & &9 & SeAerRy didr 15 §1.

fire=

g AT Fh HRAT EIET & T HT T AT b Gar & SUAET & ol $Heh
39T A S5 @A @ iU

ICEGI

car3tt T gRam H AIRE Fyeh Wi GRam 3R HRAT AT & Fedor d FUR He,
S ad 3o 39T @ S5 SITQ@A @I FF fhar s ah|

HIAYRT 3R 3T
» GaT-FRET HATRET Fleh WIN-GI&T & TIT Teh Tsgedrdl Yorrell deirelt

« ROIc [T T ATHGT F A0 Ghdl T TgarT 3T 3T [IQVT LT

o [QUUTST Ean3ft & arH-J@H 3Tt T faLeINoT T

* aT3T I FRET W {IEG-3MTRA STAPRT 3ceed el
« T3 & 3UAT W Ao o 1 ufehar § Qe weifaat 1 g#@ds

o SIfEHE & Adel/dd A & AT @Affied BAuRel # casit & Iuder W geaT
ST TUNT AT

« PAAT & TETA-YGTeT 3R ST Yot & oIU g TS hal & AT HEAET el

« AT X F 3T AT AT Felehall shal ol FTRIGTOT HR Teholtehl HGTIAT TGTeT el

« &Y IO 17 AR & 23 IR do TSI AYST Tdohdl Avdig AT & fow Baement
I Fafed AR dacaale Fare|
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o TATT & THGITT 3UAT I Ferdr Soll

« AT Fclehell ATATATEIT & AT TSI Sepeedm g & &I H IR

e & FR atan?

FEHA & Ak N gl FHAGS H GARTT F & U tad-dede A
fArafaf@a afafaar afsa i a5 &

>TaraT gfafa

I UTHIE-ddI3TS &1 #ET TRIdfes 3R RET e §, St i & Sl o
ATGY 3T gIARTT T B

>& HqHg

deheilehl SAYEC Y&l oo Higd SRHH H FTUMA AR ddlcadd § Fefoa @i
dehellehl Heel 1 Y g earm fAafld fear orar & o e gedeld & faw
ETEd3T & RO sar &

> J[UTaAT FHET YeTel

TOTIAT FHIET Yofel ISHTHAIR & I[0Tear, F1 Hedishel 3R qofar & v Seaer B
YeTel SeT faRAINoT & T NS wr Fepg i AwRe off #xar § 3R 3egadt sRars
& T 9T 3R AR cEdRs daR AT B

> Rveter gHlem daer

W3S & [@eeter Reg Ul (THIRD) 7 WA AR IN-wait AeiOes et iR
3Tl & 3 deAlioten AR sAericieh faRIver emder g1 e o 3ravysh g WA Cehdl
3eia & faAweAr @ o Ao sAYe o, ASHTHIN @ ST Tehd el 3R 3HeR
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faeelwor &t & fow 3maAlRd fRar sirar 81 I8 99 A" AR gt wa & fav
HSHTHIR & Ygdlel A0 FHFGelihd @actel & IROTAT &1 3Teheled AT &1 TE
faeawor & faT Sig-@ifegdh s W 7N Hdr § AR Ahehd NEe-faeeyuicas
ROE 9amar & S TEI3R & 9ed AhRY H GHSS H HAcg T &1 Ig HRAS AT
Gohae 9 o fAvTr oar B

>HR gfetor da9er

dAdi3mS @1 FR cfder S (AEdY) gfieTor 3naeTehdnit I ggae ae, T AR
HAUSET GTRIGTOT HRIHA HRATSIT e, TIRAGTOT FAlSYA f3olsed aXat H ARG T ¢
IR W a¥ Ty AT WRIal AR T BauRe & fdT gRIgor HEfed & #
FGE AT gl Ig &F-aR IRN&0T Sl & forw gidetdi Fr o ggae war gl e
AYST Hlehdl H TRALTUT HAHAT H ARNERT IR Feadss & v T&ET AR HeRTedT
TSfAAT & T 1T AT &1 PR fAer Yefel & PyPl & 3raRes gfator &a garr

eIl YT T Jrdr g,

Eiocioic

A & TSI GHAT Fg-AYsT Tdhdl FRIGH FHl TS
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‘
[ Secretary (Ex-Officio), MoHFW Governing Bodyl

= Scientific Body
—— Signal Review Panel |

Advisor/National Secretary-cum- Steering Working —
Scientific <+—»(_ Scientific Director, )€—|committee/< | Group [¢ P Core Training Panel [
Coordinator

L___Quality Review Panel|

IPC
— HR & Admin. Division
ADR Monitoring Sr. Principal Supporting
Centers (AMCs) | €\ scientific Officer Divisions, PvPI
Division

: fantifi Technology Division
( Technical ) Scientific

Secretariat Assistant, PvPI

Senior
Scientific
Officer

Store & Procurement
A 4 Division
Sr. PV PV

Associate || Associate

e

Quality Assurance/

» Quality Control
v

v * —{ Training & Education ]

Drug Safety Quality - =
Management System Management System Promotion Communication
& Publication

v v v v v

PV
ICSRS. Regulatory
Processing Affairs

Signal
Detection

International
Cooperation

T 3R aRgT TR detel fonel ot FRIshA & Aol HIEHST B Holl &
TAEE-NAN3NE A A AR AATAT FT TR IS GEr Wledifahr &
3UANT & @Y ofed el AR gHd deey Yidge gar widfsar fAeReEn et
(TuAHT) T Herar §1 TR & Afded ol Siesh garT PvPI SeT 9dTg &l defeigal
T §, A fow aw Ry &7 e I §
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National
T Coordlnatlor‘l (_:entre-
Headquarter Pharmacovigilance
FDA Bhawan " \ Programme of India

New Dethi IPC, Ghaziabad

=T

[Marketing AuthorizationJ « Steering Committee

States/ UTs
Drug Regulators

Holders « Working Group

« Signal Review Panel
« Quality Review Panel
« Core Training Panel

! ! ! }

ADR Monitoring Centres Uppsala Monitoring Centre/
National Health (AMCs) / Healthcare Professionals/ WHO Headquarter/
Programmes Regional Training Centres Others SEARO Country Office,
(RTCs) India

e Fr Raféar

PvPI Helpline:
1800-180-3024

PvPI Mobile APP ‘_‘ icsr.nccpvpi@gmail.com

N ADR PvPI y pvpi.compat@gmail.com

AR RAIfET wrer 3mSdRiT $r e dsase (www.ipc.gov.in) 3R S8oawi3 &

qEaSe (Www.cdsco.gov.in) Y 3UeleT &
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e 4t H1?

o TATU ol aTel ATNAT T FI&T FiATREA el
o AN & 3NN ¥ I3 ANTAT 1 FA & & fav e aer, S 6
I[OTS)

o CATHT & FRIETA 3TN & Haer H HAHS FITAHOT T Hged oI Al Ao
e H Hee Hie

FIr e &1

Tt v & Tfeey v

o AT AT 3HATA
o IR I -
o TR-EX AT GIH
CaRT TUSIAN:
o CarSAT
o fAfhcar 3usior
o &% Ffga Afaw
gadl Jwfa/=ggregfesded, 3|
gar Ffear:
o 3cUle fARU/fARIE/ e R aa=1/ssror Jie/ged
o 37Ul & Ufd HHIEA® HIH
o Afhcar 3curel @ rgiad 3uner
o 3o Yidel@s Ifedr 3N FuR FHEET

ITh-ATe STANAT:

o 3EIhd Hevel, Y FHE, Gl IT GAEA &€ & TIT garit 1 39T
eI/ TS AA/GTIANT:

o TERIT I Fha & 3remar fRAY gar &1 I (Rifecar i & o),
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31f8e/31f8% IR AT el 31afe d gar ol
o 3CRITAT @ el 3RS AT H gar HT Jael/9ET
o AAAS TTa, [AIRAT, IT 3McHEAT & wIH AT 3R F fav Fer werd v R-
Rafrcda 3uater, fFer off FRoT & gerdt #1 AdRSe 39T
wHTEFIRAT F1 FA1 3R 3w 3c9E IUraEr-wa qog

« &aT &7 YHIG GI/hHT

« HTANE/3TEFd Hohed & foIT gar ey

« GaT T AT ST/ AT 3T glelr

o« YHATET eal G SFaEYl

« GaT &l 3T 39&T O 37 dot/EHa gl
Te/TERR REifear & o daa

TEUHIT PR (vadidl) & AT Fey @R Raiféer vt (@Eor 1.4)

afery R RO o G &9 & e S & T /e & aR # &AEd
STASRT UIed @l & v 38 fFar a—m &1 I8 wie 3mSUET (www.ipc.gov.in) Ir CDSCO
(www.cdsco.gov.in) ATHTSE 3T AT BIHeRT 3T 3f3AT 2021 H 33Uy g

garat & gewsma Rféar wie (Fusiaanit & fw)

3TN NdadEng w R o dfgry w/ednm & RAE = & fow gansit & angs-
sthae RAITET B F1 T 3TIRT X Thd g1 Tg BIA 10 ARCT ATV #H 39aey g: e,
ST, IS, Fots, HerdTeld, ANS, 3rafaar, 3f3am, affier 3k deel

wfery @R Rafér sl (F1f33-19 7 dwy#BER § ygFa qasit & o)
afeey TSR RUIfET Bia FI AGHART & SR TEELT @A 9T & forw Bomse foar
T § arfer ABNERIEE -19 & NfRFaT / 3TaR & 39AeT A F= arell gar3it  gefad
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TS / USI3R & §R A A& SITehll 1o T ST Weh| T§ BIA MU (www.ipc.gov.in) T

39 §.

safFaara gram 39wor (fds) gfage aear Rafér st

HIfAS-19 HGTART H WA ET, TAARN-TANING o AT &7 & v g gfdsper gea
Raiféar wiet BT frar 8, o A 3ede Rfhcar yaiee & far 3w & s
arel NS & 3TN & S[ST Ticlepel TSN AT Uehd & B

3 Ageaqul TR Riféar wit

g 9¥X AR 3T RAURE ol FO-36R 3TUR A 3UAET HiT S arell gasit & 93
TSR 1 RO & T AR Ree BT e RIS B @ ST o TSR
R X T § - PO STAR & T STt Gar Srafhan ©h, & & sudir & et 73
HAIHAS - TR TSUG3TS 8 TG Bl 3R RAfRcar 3uaor & 3uder § Haftd Awa- Rfsaar
39RIVT fcdiehel TeaT RAféar wial|

PvPI
Helpline I
C prarmy
ﬁ1800-180-3024

—

U/ STHNFAT/EIELT S@aiTe YR Hwela/gdel Seurei/dient a1 fafehear sueton & 3uder @
S5 frel off dfesyr WS 1 RO cTel3hr goudise @iek 1800-180-3024 & HEIH &
TAHTE-ERNHS & Hr ST HHRA &

IR #ir §-Raféern

o U3igs Alasd ¥ - ‘TR diddaE
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@ ADR PvPI

T el U3ies HAEB VT "TaI3R adiams”, i 29 fAder 2017 & Ts¢ &t AT fovar
IAT AT, 7 TSR Hr RAIfEr & fov 3usieansit afka el RauRe! & @e/d - &
HEcaquT A oS B

.

02

Reporting ADRs by

0 1 Consumers

pvpi.ipc@gov.in
Reporting ADRs by
Non-AMCs

pvpi.ipc@gov.in

HEIATA/ATSHA Flelol R 3T TAELY AT FEAH AT NAN3NE & dgd TTHAT & &9
H AR S8 8, 3 SH (icsr.ncepvpi@gmail.com) ST 3UAET F:eh Tl T3l dHr RAIE

F Thd &l SE TR, STHFA/FAIST & I Teh FHATIAT SHA (pvpi.ipc@gov.in) & HATEIH
O vl Tgean3it i RO e &1 fdehod o &

AT BEIAN ATE IBAT (TAwwas) A wieew wEhar Rafér vt

TAumas RAfdecar Rfscae, sreaare R foshr gfasesr # @A wte arer wHATfaw, 74,
Rfhcar iR B oEl 3R 3T W@ qEHTd 99 & fIU Th ARGYS gEdEe &
T H dR HIAT §| TATHINS 1 HTT 36T o0 H a3t & dehdard 3udier AR fhwrger
FEY P AT ol gl T SWHTST YUY HieTY TSR &l RUE &l & fov v
ROIfET BT T ITANT I Tohd ¢ ol TATHITE 2021 & d H Foldel hdT I-T g
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FrdIdI3mg X 3MSHITH3R 3eed

AT WaH 3% Sf3ar (PvPl) (IR el # Rifshcar 3cuel & 39der @ 53
SITEHAT & |G, Hediehe!, TdT oM IR FOR & fov GFAer g1 Raifér & [Affes deaat
& AEIA q idgd gar gidfhar IR $el (Tuad), fauoer wifteor arent (TATe),
YR PG AJS/3THFAS @RT Thd fhU a0 IMSHTEAR &I TAARI-dadia,
SUT A R R arar g1 gEes a3 wifds Raifér det & v aiffs seew
#H 113459 ABHTHIR i gl

16000 1 14602
14000 1

12000 1

10000 1
7380 7122

8000 1

No. of ICSRs

6000 1

4000 1

2000

68



O & YR W ITSHTHIR &1 {Aaor

T3S ST & Il ol foh 50.0% MSETHIR TRV UG & & 3R 45.0% Afgem At
T | 5.0% ISHTHIR FH FIS SATARRT 7T & TS|

Female M Male M Unknown

45%

T 2: fofor & 3R oY IMEATHIR & fFaRor
3G & MU R MSHATHIN & Fqa”or

ST & el Tell & 3Ahcs 35.3% HGHTAHR 18-44 I¥ & 31 o & 9ed T, SFafh
eATH 0.2% IMSHTENR 0-27 fe=At & 3mg o7 & wred gul 10.1% FSHTHAAR H AT Hr

3 F IR FH BS RN T8 & TS

40.0% - 35.3%
35.0% 31.8%
. 30.0%
X 25.0%
& 20.0% 1
= 15.0% 1 10.9% 10.1%
S 100% {1 0.2% 14%  27%  3.0% . 4.6% -
o' - - - - -
2 5.0%
T A & N
W &° > Y o & A A2 0&‘5\
© s v N 3 ™ & v
b”"{,
AP
Patient Age

T 3: 3 & YR W IMEHTHIR & fqavor
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R Aegar & YR W IEHTHIR &1 {Aaor

39.0% ISHTHEIR RAfFcaar T &, 16.5% BHATATE T A, 26.2% 31T TARLT WHTAT UaRT
T 2, 28.0% IYMNTFA/IR-TIELT @HTST IAA T & 3R 0.3% 3177 A

39.0%
40.0% 1
T 35.0% 1 26.2% 28.0%
= 30.0% 1
g 25.0% 16.5%
O 20.0% A
% 15.0% 1
S 10.0% + 0.0% 0.3%
2 5.0% 1 - an>
0.0% - - - T - - 3
N\
‘("\é N Q:;,\ 2 o (*(\
Q Q‘(@ Q‘& t\o )
A
N <°
€ &
Q} (_’0
0&‘5‘
Reporters

7 4: RO Aegar & YR 9T ISHTEHR w1 {agor

THRAT F YR W ISHTHIR T {AaIor

3T A 9dr Ier & 73.0% 3medTE3R I 7w & 3R 27.0% Rfecar 3cuer & 39T
& IR ATHS

HMYes MNo

7 5: fRAT F 3TUR W ITEANTHHR FT FaRor
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AT AEST & YR W ASHTHANRT H1 —{eaor

uITd HiGTY INSHTHNR & IHRAT AIGs & Tl ol b 5.7% IMSHTHIR HF & HRUI
&, 1.9% ABATHR Sfiaed & o TRT YeT e arelr BAfa & FRoT &, 10.8% IEATIAIR
IS THT doh IATAATT H Hdf I§eT & PROT &, 0.2% SATHAAR I&TH/378TH gl & HROT &
3R 12.7% ISHTHEIR 317 RfhcdT &7 § Agcaqor BAfadt & wRoT |

12.7%
0, -
15.0% 10.8%

— 10.0% +
x 5.7%
(%]
&
o 5.0% 9 1.9%
- 0.2% 0.0%

) -

0.0%
e:s{? ®¢% %Qrb ,00% .\(5\ ‘?(“V
Q <2 & 2 \\d &
Q,’a‘ 0\ o S Q
& 3 ? @ &
& b\Q C"Q & Q
w2 e '\’(\ @o "b\\
K B) > ¢
v W« & &
@ & (@
0\‘? & e
& 0‘&

Seriousness Criteria

R 6: MHAT AAEET & IUR W IMSHTEHR FT f{aor

RFed A0 FaRiw (TEa) & aryr W afafeanst s fRagor

Frad3mg Seed A RUE v 90 IMSETa3R & 9ar dor § & oY g Rdic fhw a0 ooy &
g TEI-aEeT GERT 3R gas ase fr Rufaat @ gfafkani fr siftedas aear 29.0% gof
#Fr S o

SOC: General disorders and administration site... jummmmmm— "= .ns=": - 2 9.09%

SOC: Skin and subcutaneous tissue disorders

SOC: Gastrointestinal disorders

SOC: Injury, poisoning and procedural complications
SOC: Nervous system disorders

- 16, 7%
16.7%

12.5%

- 11,9%

- 7,2 9%

6.1%

4.8%

4.6%

mmmmnm  4,4%

SOC: Investigations

SOC: Metabolism and nutrition disorders

SOC: Infections and infestations

SOC: Respiratory, thoracic and mediastinal disorders
SOC: Musculoskeletal and connective tissue disorders

System Organ Classes

0% 5% 10% 15% 20% 25% 30% 35%
No. of ICSRs (%)

o 7: v & 3ryr 93 yfafFans &1 fQ{avr
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TaRAwa RfFc e (Td) Feffator & 3muR v rSHvEIamR F1 f{avor

GIddI3mg Sered A Ruic fhw av SHedsm & 9ar o § fF W g Ruie fFe v o & &g
JUTTeleTd 39ART & oI TERi-Ue-gothiaca & AR 35.0% Gy gan3if &1 Faer & 715 oA

ATC: ) ANTIINFECTIVES FOR SYSTEMIC USE

35.0%

m

E ATC: L ANTINEOPLASTIC AND IMMUNOMODULATING... junusimusisuissnmimmmmmm - 23.5%
é ATC: A ALIMENTARY TRACT AND METABOLISM  Juum - 14.3%
-§ § ATC: D DERMATOLOGICALS 13.4%
S_ E ATC: CCARDIOVASCULAR SYSTEM  jummmmmmmmmmmmmmm - 13,0%
E 'E ATC: S SENSORY ORGANS  jummmmmmummmmmmmm  12.3%
T'_u 5 ATC: N NERVOUS SYSTEM 10.0%

o

E ATC: B BLOOD AND BLOOD FORMING ORGANS 6.7%

‘2 ATC: G GENITO URINARY SYSTEM AND SEX HORMONES 6.5%

& ATC: R RESPIRATORY SYSTEM  jummmmmm  5.4%

0% 5% 10% 15% 20% 25% 30% 35% 40%
No. of ICSRs (%)

T 8: vl Feifervor & 3R 9T ITEHTHIT F1 faaRor

i 10 ROIE Y 71§ gEdIer Iafr
A3 S # RUIE fhT a7C Ser & gdr Tl § b Uidehel ar widfshansil (qwciar

afe) & feda gfaera afFaar (8.4%) a1 o Asgr SRl ganrr wifsa frar am=m

o]

8.4%

9.0% +o
< 8.0% *
Té, ;gf b 5.4%

. 1 2
: ‘ . 4.6%  43% 429 o

6% 3.8% 9
: 3.4% 3.1% 3.0%
~ 4.0% o ] B

3.0% o

2.0% 1

1.0%

Lo : - - . ¥ ¥ ¥ ¥ ¥ 9

& & N Qf"\ & s° & o < s
Q\* ¢§ &\ 5 Q} b’b ‘{o -& @Q .
«.-Q < Qo ¥ \%o ° & & .e Q‘\.
< A s x4 4 &
Q & & & ¥ 3
2 ) Q &
< &
&(
L
Preferred Terms

& 9: fiY 10 RE iy 1§ qwdier srafer
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FEHTHIR A RE fFe arv ofif 10 afFw ac
MSATHIR & Ffhd AT (THS) & AT § uer e & 38 gasie 3afy & et
A3NAT3EET -19 dordleT (10.8%) Taw 3if8e Ric fovar a/r vas o

12.0% 7 10.8%

2 100%
a
S 8.0%
2
L 6.0% o
[=T1]
= 4.0%
o U7 2.2%  2.0%
E 5 o . “ 1.7% 1.7% 1.6% 1.3% 1.3% 1.2%
[*] - o 9
g PP S®
0.0%
o (0 é ¥ \
go @6 éo +o° &}Q & . {{5“ o ) g«a"
37 A¥ & & &P <& & ° &
] _\\-“\ Q’f‘\ (}:6 <& é@% < ? ..;&‘b
oé\b ‘6§$ b\(‘ ?\ \(\t, ‘,e;\ % 9“ .0'3
< ’b"\} (.3‘) &' o ‘\<\\<“
s S i S &
® & D st
s o +
& & .
R & \
S o
Y 2°
W G
v\-
Active Ingredients
7 10: RaE fFo v oY 10 GfhT aca
IR-TTAdE @ 9o ITEATHIR

TUAAT § 3MSHTHIR Wed T & 3TeTdl, TEA-NddBms & &g 31Eadrdl, Af3wd Sidel 3R 3T TEAE & ATegd &
T ISHETEIR gred fovam, St ¥ AR 7 NS (@l IR-vwad) & dd TOAET & §9 H AANRT T67 61 IR-TwAEr o
U FAGT §-Ael IS pypiipc@gov.in F AT § TAARN-NANITE T #RT g3 Fewy IR ReAfar wia el
3T IMSHIVEINR & hof3ed! Hedichd & U eheas Tuadl 1 f1 a1 amr| goehih afTr & Rie, IR-voadr &

ATETH ¥ 1203 SHTHNR T FAAT &7 918, 3T USIHR & AG-aR fAeRor o fer aram g

160 146

140 4 128
120
100 o
80 ¢
60 1
40
20 o

No. of ICSRs

Months

7 11 R-voad ¥ yreg AGAR ITSHTHAIR
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PvP| R3S geTdisd & ATEIH | Yo MSHTHIR

ST 1T gedelissl 11 3eFga 2013 &l Y& &1 315 i, d9 § Ig HiGeer Yidhel T T Rare
A & T GEEsT 3uaol # F U & §T H HH & @I gl AN/ 3THFA/FaLT
CEHTS U Selhl gedelise & ATLIH & Rifshcar scdrel/fafecar susol & 3uder @ S
afeaer gfage g3l @ RAC #d g1 @l F13 Gadl R gog 9:00 9oF & A 530 9 &
S el HT SIAT HET &7 & 373l AR G & fer Sirar g1 <ronhr gedelise & AedH 4
el 301 ITSHTHIR o T, TH IMSHTHIR T AGIR fARoT oA fezm ara g

80
80 1
70 1
60 1

52
47

50 1§
]l 34 32
40 27 26
30 4 22 2 2
: 008l s
[ e
10 T T T T T T T T T T T

S LN S S S S A S S
W~ é@ W W v_\)"" .»_,Q.Q Oé &

No of ICSRs

‘;O Q@ W@ @ é{b
Months
R 12; dididiang deuarse (Sah) ¥ Yo AGIR TSHTIAR
HRT & secquast Namsdien weew ot & oar ¥ giffe R

3H i A & SR, ARd o dRGF TR W 2.8% INSHTHIN & Ao fear § 3R fashew
IMSHTHIR JEJT F H HRA 7aT TGH F37 IRTETAshll ATl Fel AR, fashed & ISHTHIR SIAT 3 &
AHCT H ARA 32T Ty erosT (Ssoguast) WaH B Seiaieieiel 39T Alfear (NIHEETH) & 176 Faed

gof 7 99 ¥ W § (T 13).
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43.8%

45.0%
40.0%
35.0%
%  30.0%
£ 250%
2 20.0%
9 %g-gg’: 6.3% 6.2% 54% 4.5% 3.8% 25% 2.0% 2.0% 1.8%
- 51”2 - - -— — —-— -— —-— - e
L & & & S & ¥
¢ & & & @ N SR
?§\ ) & A A (o4 e
% & & & RS
o° N e‘*f
¢ 2 >
& & NE
5’ i N
0(-\\'@' \E"O(
Countries

R 13: MY 10 RAiféar eor

TAUTY SaRT e

RIgoreT WRIETT URE (wTTd) GRS #@ TS B RS Fr ¥ Agcaqot R e §)
399 Us HieAfead &ed, 1945 3R = 399 Us Fafed gied Ted 2019 (TSR 2019 Fe8) H
giforar Wt & SISl HAhaT & TAUTT & U T &FEE Gidcd o &7 §1 38 3cme-faferse
GRETT 3T Tohd A 1 AT TR fohaT &, ToTehT 3eeed garl-guetl &1 Jiefgiold Heell 3R HRA
e & T Fareey dar RARTT A1 §1 39 gIhh A F SR For 115 THTTT A 55703
MSHTHIR TAN-PAR3MS AT fobw o

5500 4 5326
4984 4935 5003
5000 A 4799 4731
4455 4428 4460
4500 o F
4092 4050
v
& 4000 1
o
L
© 3500 s
=]
=
3000 o
2500 +
2000 +
1500 *
worr——

Apr-22 May-22 Jun-22 Jul-22 Aug-22 Sep-22 Oct-22 Nov-22 Dec-22 Jan-23 Feb-23 Mar-23
Months

R 14: vHUTT @ YI°d AGIR TSHTHIR
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IT$HTHIR Raféar S aporaar

fafSars™ quidr TR IMEHTHIR W Yaled T TS SAFhRT HT IUadr H A & v Th
SscgUUT Yol g1 A ey Tl ooif (A W) garT YA fhv v IngHiTaEm
ool H AR (s oflSel) & Y& U a0 HEATHIR & 3 qofar FR H g2Tar gl
aehieh afer & Jfda fAAET &1 HFT qOTar &R 1 H § @78 T 0.75 8

Average Completeness score, India

Average Completeness score over time

075

18]

Score

2019 2020 2021
Time point received at the UMC (year and quarter)

== All countries = |ndia

s FRaEal F v Reaa g daa (Tw3md) fr RAemier

TARA-AANHE A Tadifeld T @ Gedd ISHTHIR H Hediched T AR 3gshiAd
3afr & R ReaTer T Y9 (TH3RYY) &7 Sod H 39 Tdl $I| THARYT S6h7 &
el & 3T Faws FRas & v & e Aes SEEer @eea @t oA & 9s
ARON & HTER Fiad fhar arr o

F.4. THIR d5F HigY gam yicsger &ar gRome
CIGIER 1LY
1 ST [CIEEG] 3itwer | ReeTor
2047 THIRW dah e (@3mseear &
22 AdEY, 2022 @ ° ofer  Rear
AT g% ST
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2 e Al F Som | dmTa F
AT fohar

ST
3 SIESUCRET) IGIESGH Jroer | dmsra A
TEpee AR

ST

IS, TAHA-TA3E A Fareed 9 3 3UHFAB ' SO%dh A & v gaaia
yafer & eRrer diddeng w1 Ruifésr Aeqd & AU FHor 18 ATRAH car FRET HC SAT
& SIRT, FAG-HAT W NS 7Ggieley, IUH & d9-UIE & T8d IR T 1w foieten
favor S @Rl 7 fear = §-

FH. | I Fa | @feey g dhd 9faser gar

£

#r fafr yfafsame

o TNIICH-  fader
AR YN a8 A
¥ THA, A, EX IR GG
& Wr ged

hHAUT, cadr AT

JT&IUN & FTYU &dl
$r gfafear (39)

AN hd U
28 m, hlHel  Scdeh dAsnAHYI

2022 3nfe & forw gafadl

o TAEMNfEH- @HA HMET
& HPHAU,  FEITS,
SUAST WA AP
GHAUT g & 3UAR
H Toha fear amam B
e YUTTGIETd

RT3 | e
30 {3, 2022 . = el
Sfsfanfas, Reles-sexfefaa

ScTehlsiTailel [EasdEacaitan:y AR TFelereel
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TARIERI A,
R s
faw, sarecAEHRIET
IR 3w ae &
wr gl aren
ENIGIEG] T
3SuThfeadiT
AR
drel Sax el
=gerafae Affrt 6

TSIt Rfehcar|

TFSATAIHAT

(THSIIRITSTFS)

17 [T 2022

SThAG  g&d T,
TSl UarelRd,
AETeTeT T A
TASSAT SCTAIRe: ]
IR HARE @orar
& 3YAR H Hehldd
el

3R JUTTNTd
J&ION o IIU &ar

T gfdfhar (39)

=X

15 s,

2022

gIEHR el AT lax
H FeIRIqoT
&R HT AehTH
& fau vwaEmwe
Ersicant

fohsail, oAy a1 g d
TAlITFE  ITodehdl &
TCIRIOT &R
T UHUTH|

b, TR, Hhh3,
g IR I &

Fgs @ fdgef™
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TAHFE  Tocehd I3t
H YARIIOT
HEARIA T AehaTH
& for 3Rk 337
SFG-HIT T

Ao 3cuel &
Y 3R & fdu
IGEU TATITFC
EAIPIT & 3TN &

TTA ThHAUT, cadT & Sddh

23 3R, | s &I HenaoT, AfATaTsieT, N
2022 ’ QeérdfAAT, FEAEN, >
HreATelT TBHT 3R &
hiafera e
) o THCISS IfSAT
26 fAd<, TR , GRS 3irerer
2022 fEeasmeREiy, JERCT
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Fifesasied,
HaTgehel
Hlfesersied 3R
3T ATHeAThelcd
fdeR & 3R #|

o ol e Tale-
THEISS Afer,
Hlfesersied 3R
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Cephalosporins

Risk of fixed drug eruption

India. The Central Drugs
Standard Control Organization
(COSCO) has approved the
recommendation from the
National Coordination Centre —
Pharmacovigilance Programme
of India (NCC-PvPI), Indian
Pharmacopoeia Commission
(IPC) to revise the prescribing
information leaflet (PIL) for
cephalosporins to include fixed
drug eruption as an adverse
drug reaction.

Cephalosporins are a group of
antibiotics that belong to a
beta-lactam class, indicated to
manage a wide range of
infections from gram-positive
and gram-negative bacteria.

The NCC-PvPI, IPC reviewed
203 Individual Case Safety
Reports (ICSRs) of
cephalosporin associated fixed
drug eruption and a causal
relationship between thhem was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the sowurce within ipc.gowv.ir)

Haloperidol

Risk of cogwheel rigidity

India. The CDSCO has
approved the recommendation
from the NCC-PvPI, IPC to
revise the PIL for haloperidol to
include cogwheel rigidity as an
adverse drug reaction.

Haloperidol is indicated for the
treatment of chronic
schizophrenia.

The NCC-PvPI, IPC reviewed 11
ICSRs of haloperidol associated
cogwheel rigidity and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.gov.in)
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Olanzapine

Remdesivir

Risk of hyponatraemia

India. The CDSCO has
approved the recommendation
from the NCC-PvPI, IPC to
revise the PIL for olanzapine to
include hyponatraemia as an
adverse drug reaction.

Olanzapine is indicated for the
treatment of schizophrenia in
adult patients, rapid control of
agitation and disturbed
behaviour in patients.

The NCC-PvPI, IPC reviewed 20
ICSRs of olanzapine associated
hyponatraemia and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.gov.in)

Tigecycline

Risk of coagulopathy

India. The CDSCO has
approved the recommendation
from the NCC-PvPI, IPC to
revise the PIL for tigecycline to
include coagulopathy as an
adverse drug reaction.

Tigecycline is indicated for the

treatment of skin and
abdominal infections.

The NCC-PvPI, IPC reviewed
three ICSRs of tigecycline
associated coagulopathy and a
causal relationship between
them was found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.gov.in)

Risk of sinus bradycardia

India. The CDSCO has
approved the recommendation
from the NCC-PvPI, IPC to

revise the PIL for remdesivir to
include sinus bradycardia as an
adverse drug reaction.

Remdesivir is indicated for the
treatment of suspected or
laboratory confirmed corona
virus disease 2019 (COVID-19)
in adults and children
hospitalised with moderate to
severe disease.

The NCC-PvPI, IPC reviewed 11
ICSRs of remdesivir associated
sinus bradycardia and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.gov.in)
(See also WHO Pharmaceuticals
Newsletter No. 1 2022: Remdesivir and
Potential risk of sinus bradycardia in
Canada, No. <4, 2021 in Europe)

Minoxidil

Risk of folliculitis

India. The NCC-PvPI, IPC has
recommended the CDSCO to
revise the prescribing
information leaflet (PIL) for
minoxidil to include folliculitis
as an adverse drug reaction.
The recommendation is under
consideration of the CDSCO.

Minoxidil is indicated for the
treatment of alopecia (male
pattern baldness) in men.

The NCC-PvPI, IPC reviewed 17
ICSRs of minoxidil associated
folliculitis and a causal
relationship between them was
found.

Reference:

Based on the communication
from IPC, India, October 2022
(link to the source within ipc.qgov.in)
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Mefenamic acid,
doxycycline

Risk of fixed drug eruption

India. The Central Drugs

CTramdared CAamFeal Meacsairariae

(CD5C0) has approved the
recommendation to revise the
prescribing infermation leaflet
(PIL) for mefenamic acid and
doxycycline to include fixed
drug eruption as an adverse
drug reaction.

Mefenamic acid is indicated for
the treatment of rheumatoid
arthritis, osteoarthritis,
dysmenorrhea, mild to
moderate pain, inflammation,
fever and dental pain.
Doxycycline is used as a broad-
spectrum antibiotic.

Isnx
w‘%)‘% WHO Pharmaceuticals

The National Coordination
Centre - Pharmacavigilance
Programme of India (NCC-
PvPI), Indian Pharmacopoeia
Commission (IPC) reviewed 23
case reports of fixed drug
eruption with use of mefenamic
acid and 94 cases with the use
of doxycycline, and found a
strong causal relationship
between each of the two drugs
and the event.

Reference:

Based on the communication
from IPC, India, June 2022
(link1 and link2 to the source within

cdsco.gov.in)
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IPC alerts healthcare professionals about norfloxacin induced skin
hyperpigmentation

I axmi Yadav, Mumbai
Wednesday, December 7, 2022, 05:00 Hrs [IST]

The Indian Pharmacopoeia Commission (IPC), which is the National Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvP1),
has flagged drug safety alert revealing that antibacterial norfloxacin is associated with adverse event known as skin hyperpigmentation.

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvPI database

Morfloxacin is used to treat a variety of bacterial infections. This medication belongs to a class of drugs known as quinolone antibiotics. It is indicated in
the treatment of acute uncomplicated/complicated chronic, recurrent urinary tract infections, including pyelonephritis, urethritis and gonococcal
infections. It is also indicated in a wide variety of infections caused by susceptible gram positive and gram-negative organisms including mixed

infection in poultry.

Morfloxacin's mode of action depends on blocking of bacterial DNA replication by binding itself to an enzyme called DNA gyrase, which allows the
untwisting required to replicate one DMNA double helix into two. Motably the drug has 100 times higher affinity for bacterial DNA gyrase than for
mammalian.

As per drug safety alert issued by IPC last week of November, norfloxacin is linked with skin hyperpigmentation. Hyperpigmentation refers to patches
of skin that become darker than the surrounding areas of skin. It occurs when the skin produces excess melanin, the pigment that gives skin its colour.

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of norfloxacin. If
such a reaction is encountered, it needs to be reporied to the NCC-PvPI for suitable action.

Earlier IPC had also flagged drug safety alerts revealing that amoxicillin, a penicillin-type antibiotic. was associated with an adverse event known as
fixed drug eruption. Besides this, nonstercidal anti-inflammatory drug (NSAID), piroxicam: beta-lactam antimicrobials, cephalosporins and anti-
inflamrmatory drug. ibuprofen were also found to be associated with adverse events known as fixed drug eruption.

Furthermore. IPC also cautioned that second-generation cephalosporin antibiotic, cefuroxime was associated with drug reaction with ecsinophilia and
systemic symptoms (DRESS) syndrome while immunosuppressive medicine tacrolimus was linked with an adverse event known as gingival
hypertrophy. It further revealed that antifungal medicine itraconazole caused an adverse event known as Symmetrical Drug-Related Intertriginous and

Flexural Exanthema (SDRIFE)

BEvPl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR event through a robust system of causality assessment.

Reference: IPC alerts healthcare professionals about norfloxacin induced skin hyperpigmentation (pharmabiz.com)
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IPC flags safety alert against immunosuppressive drug tacrolimus

Laxmi Yadav, Mumbai
Monday, August 8, 2022, 08.00 Hrs [IST]

The Indian Pharmacopeeia Commission (IPC)., which is the Mational Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvPl1),
has flagged drug safety alert revealing that immunosuppressive medicine tacrolimus is asscociated with adverse event known as gingival hyperirophy.

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvP| database.

Tacrolimus is mainly used in reducing the activity of the patient's immune system after organ transplant to prevent organ rejection. It is also used in a
topical preparation in the treatment of severe atopic dermatitis. severe refractory uveitis after bone marrow transplants, and the skin condition vitiligo. It
was discovered in 1984 from the fermentation broth of a Japanese soil sample that contained the bacteria Streptomyces tsukubaensis. Tacrolimus is
chemically known as a macrolide. It reduces peptidyl-prolyl isomerase activity by binding to the immunophilin FKEP-12 (FK506 binding protein)
creating a new complex. This FKBP12-FKS506 complex inhibits calcineurin which inhibits T-lymphocyte signal transduction and IL-2 transcription

Tacrolimus is indicated for prophylaxis of transplant rejection in liver, pancreas, lung. heart and kidney allograft recipients and treatment of allograft
rejection resistant to treatment with other immunosuppressive medicinal products.

As per drug safety alert issued by IPC in last weelk of July 2022, tacrolimus is linked with gingival hypertrophy or hyperplasia, a condition that refers to
an overgrowth of gum tissue arcund the teeth

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of tacrolimus. If
such a reaction is encountered, it needs to be reported to the NCC-PvPI for suitable action.

IPC had earlier also flagged drug safety alerts revealing that antifungal medicine itraconazole was associated with an adverse event known as
Symmetrical Drug-Related Intertriginous and Flexural Exanthema (SDRIFE).

Besides this, it also revealed that second-generation cephalosporin antibiotic, cefuroxime was associated with drug reaction with eosinophilia and
systemic symptoms (DRESS) syndrome while beta-lactam antimicrobials. cephalosporins and anti-inflammatory drug, ibuprofen were associated with
adverse event known as fixed drug eruption

PvPIl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR event through a robust system of causality assessment.
The PvPI's basic objective is to create a nationwide system for patient-safety by ensuring adverse events reporting, identification of new adverse drug

reactions, analysis of the benefit-risk ratio of the marketed drugs and generation of evidence-based information on the safety of drugs. The NCC-PvPI,
IPC is in the developing phase of indigenous database-Adverse Drug Reaction Monitoring Software (ADRMS) for the processing of Individual Case

Safety Reports (ICSR).

Reference: http://www.pharmabiz.com/NewsDetails.aspx?aid=152518&sid=1
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IPC cautions healthcare professionals to watch out for Cefuroxime induced DRESS
syndrome

Laxmi Yadav, Mumbai
Saturday, May 7, 2022, 08:00 Hrs [IST]

The Indian Pharmacopoeia Commission (IPC), which is the Mational Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvPl),
has flagged drug safety alert revealing that second-generation cephalosporin antibiotic, Cefuroxime is associated with drug reaction with Eosinophilia
and Systemic Symptoms (DRESS) syndrome.

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvPI database.

Cefuroxime is a bactericidal agent that acts by inhibition of bacterial cell wall synthesis. Cefuroxime has activity in the presence of some beta-
lactamases, both penicillinases and cephalosporinases, of gram-negative and gram-positive bacteria. Cefuroxime was patented in 1971, and approved
for medical use in 1977. It is on the World Health Organization's List of Essential Medicines.

The antibiotic is indicated for lower and upper respiratory tract infection, urinary tract infections (UTIs), gynaecological infection, skin infection or soft
tissue infection. The drug is also indicated for ENT soft tissue infection etc.

As per drug safety alert issued by IPC in last week of April 2022, Cefuroxime is linked with Drug reaction with Eosinophilia and Systemic Symptoms
(DRESS) syndrome which is an idiosyncratic, drug-induced hypersensitivity reaction that presents with skin rash, involvement of internal organs like
liver, lung, or kidney, lymphadenopathy, and haematological manifestations such as eosinophilia and atypical lymphocytes.

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of Cefuroxime. If
such a reaction is encountered, it needs to be reported to the NCC-PvPI for suitable action.

IPC had earlier also flagged drug safety alerts revealing that beta-lactam antimicrobials, cephalosporins and anti-inflammatory drug, ibuprofen were
associated with adverse event known as fixed drug eruption while Cefazolin, a cephalosporin antibiotic, was associated with acute generalized
exanthematous pustulosis (AGEP).

Besides this, it had earlier also flagged drug safety alerts revealing that popular blood pressure drug, Losartan was associated with muscle spasm
while diclofenac, a NSAID, was linked to skin hyperpigmentation.

Dimethy| fumarate, used for relapsing-remitting multiple sclerosis, was associated with adverse drug reaction alopecia, according to the preliminary
analysis of ADRs from the PvPI database.

PvPl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR event through a robust system of causality assessment.

Reference: http://www.pharmabiz.com/NewsDetails.aspx?aid=149603&sid=1
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IPC alerts healthcare professionals about cefoperazone induced coagulopathy

Laxmi Yadav, Mumbari
Monday, Sepfember 5, 2022, 08:00 Hrs [IST]

The Indian Pharmacopoeia Commission (IPC), which is the National Coordination Centre (NCC) for Pharmacovigilance Programme of India (PvPl),
has flagged drug safety alert revealing that cefoperazone. a third-generation cephalosporin antibiotic, is associated with adverse event known as
coagulopathy, a bleeding disorder.

This came to light after the preliminary analysis of adverse drug reactions (ADRs) from the PvPI database

Cefoperazone is a new beta-lactam antibiotic that possesses a breoad spectrum of activity against gram-positive and gram-negative organisms_ It is
used to target bacteria responsible for causing infections of the respiratory and urinary tract, skin, and the female genital tract. It is one of few
cephalosporin antibiotics effective in treating Pseudomonas bacterial infections which are otherwise resistant to these antibiotics. It was patented in
1974 and approved for medical use in 1981

Cefoperazone exerts its bactericidal effect by inhibiting the bacterial cell wall synthesis. and sulbactam acts as a beta-lactamase inhibitor, to Increase
the antibacterial activity of cefoperazone against beta-lactamase-producing organisms.

While its clinical use has been discontinued in the US, cefoperazone is available in European countries, Latin American countries, Australia, India
among others.

As per drug safety alert issued by IPC last week of August, cefoperazone is linked with coagulopathy, a condition in which the blood's ability to
coagulate (form clots) is impaired. Coagulopathy may cause uncontrolled internal or external bleeding. Left untreated. uncontrolled bleeding may
cause damage to joints. muscles, or internal organs and may be life-threatening

Healthcare professionals and patients have been advised to closely monitor the possibility of the above ADR associated with the use of cefoperazone
If such a reaction is encountered, it needs to be reported to the NCC-PvPI for suitable action.

IPC had earlier also flagged drug safety alerts revealing that immunosuppressive medicine tacrolimus was associated with an adverse event known as
gingival hypertrophy while antifungal medicine itraconazole was linked with Symmetrical Drug-Related Intertriginous and Flexural Exanthema
(SDRIFE})

Besides this, it also cautioned that second-generation cephalosporin antibiotic, cefuroxime was associated with drug reaction with ecsinophilia and
systemic symptoms (DRESS) syndrome while beta-lactam antimicrebials. cephalosporins and anti-inflammatory drug. ibuprofen were associated with
adverse event known as fixed drug eruption.

PvPl was implemented by the CDSCO in July 2010 across the country. Since then, IPC has been mandated to establish clinical evidence between the
drug and the ADR event through a robust system of causality assessment.

Reference: http://www.pharmabiz.com/NewsDetails.aspx?aid=152997&sid=1
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i. Inauguration of 2™ NPW 2022

ii. PvPI Stakeholders Meets:
» Pharmacovigilance Experience from an AMC
¢ Reporting of AEs - Consumer/NGO Perspective
» Reporting of AEs - An Industry Perspective

Activities
on
Day 1 &2

I. National Pharmacovigilance Walkathon

ii. NCC-PvPI Team visited hospitals in Delhi-NCR for
creating awareness about the reporting of AEs with
the use of medicines

2" National
Pharmacovigilance
Week 2022

Activities
on
Day 3 &4

=l i. Quiz on Pharmacovigilance
¥ Activities B ii. International Webinar on “Utilization of VigiFlow &
i Vigilyze - Ensuring quality of ICSRs and Signal
A pa o: acl detection” for SEARO Countries and its beyond
QY iii. Valedictory Ceremony -
g™ » Panel discussion on “Encouraging AEs reporting by
' patients”
¢ Announcements of results of Quiz, Poster, Animation
video Competition
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ST (TSUHITS) FiIaTe & A1y ARd & & § Faftd e @8 &
TH-aY fahar |

SeegUTBN-TASURAT & 11-12 34, 2022 TF "GEO-qE R 7 s
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HIfas-19 FfhcEr 3curel &1 Tt &1 A" vy W th @FEAe
IS R &1 50 @FRed § iy & gRg-mg-daree, Hgee St
efta g Tgaeh & smer fomr §

S UUN-TASUINR3N HRITed, 78 ool & 7-8 S, 2022 dh TS o
TITEIOT (TA3RU), GRAT0T-qd TR Paras dcad (THSURT) & yoq@r &
T vsh do IS @ &1 ST, TSlia &g wgaeh, aiaa-ag- 3=, f@eers,
IS & HF wHg-3 (RfFcar 3cuel & faw wddwan & egst & §9 7
sirer form g

qrdrdiang, 3msdR & gfafafat 30 afw & Aeewf@a & g & arg
RAE & a8 3MFeR geaA3i W eRiorqd whrer & fav ssoyuast &g
ST (THSUHRIN), 7S feoel @R Faex 2022 TN HIS & AIHA §
AT SeeqUasil-agiavasd doheill Feg (TACSN) I doh # qdders &
T # #mr fomr g1 38 dok A, g9l FROT Hedicd, SITEH wAdHIOT &
39T AR 3Ed H@OR, AV IAREGAaEi R Aeewfed & S5 a9 weh
AT & AT 3T & FETTT Y IITRAT W higa M.

Jdidiang garesr aresh
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Government of India

FgeleT, WS 12, 3HF 4 (22 Tgorelex, @3 13, 3% 1 (23
WaFaaT A 00 frEan gt & 23 A

TAHH-PARNIE A N30 sgoralel, s 12, 3 HE&AT 2, 3, 4 a¥ 2022 3R TS 13, 3% 1,
aY 2023 Y1 ThaT B #ggieled o TAEE-Radi3ng & fafdieer gsmn v afafafer & are-
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MY TTAAT TR R I W gHhrer srem g1 fddizmg & fauRer $f a1 ae &
for RAffiea Ay afafafiat o divex o geifira fee oo 2
HRAffEEw N e 33ar (vadidieng)

RIfhcar 3ROl & TIET & F HAETF ATHAL, o8 [ gaagael a1 R gFceic 7 QiC
Gfdhe & HROT T TASTFIc & HROT RIRBFT &1 STefhl Hog 81, & dl Taeg iR 9Rar
HATT HATGT (TANTIUHSseY), HRA WHR (H1.4.) o Rafehcar suson 1 gear gafad
S & T H 10 BEd 2015 H ARATATTAT WA 3% Si3A7 (THAING) AE HTel Sl
FAY el HT| 38F d1G, THAINES H 6 Sfelis 2015 & dchroler iRy FgrfaTes ()
ANl ARAT Aiver dfgar 3mater Gmsdrd) miSameg # dlea fRar aar on, fSae 368
Jictepel T3 AT fAfhcar 3UROT & 3UWET & S SI@H & Hel HROT H FIRTE,
RepifEar, fagamor st Ael i gram giafRaa e qur 3fa sras & fav aséa s
IR0 I Shara 3N Aol @01 GorasT (FESITEdi3N) H g S A1l THAISS
T 3ecRy TARRcET YU &I Uidiehel TeaT T RUlféar &1 derar & 3R giaur ver= e
AR ¢ A S TTABN F Hediched AT ¢l o Ffhcdr Yo Yidehe TeaAT3l/RUE r
dAfAe AR afeyd Fedicha HRAY S & FTEeT AR G # gur AR gqeen &
for frerrtt ggfeat & aerar Saml aReT F A7 AT fAead $Eiege BR AfSHd dsdsl U8
Earetlelol (THHETSTATHS), fAwasidqd & 2017 d& FFHA & v T8 aweaa &g
(CAER) & & & FF Far; 2018 & U vHARTS & O A & FT H HT AT
gl AN & Faeey AR & JUr T & 3Helldl, THANNTS 339 gliciehReh U3 &l
UeRIgT T THEAT I HA Al ¢ S0d Rfhear suwol $ geam gl g1 THddams
SHAR 379e] FEAEN TS & HIY HIH HFAT & ST6T THHAIIINSUATHE, feaeic e TSET
TEAT g & T A FF RAT § IR T TIRLY GOl FHYA b (TTTTTHIRA), 75
feeeh #disaA & faw gaedidh Ggrrar AR Haeed &g & §9 H & a1 gl T afaha
gfshdl & &7 A, THAMEMS-3MSUT Rifehcdr 3ueor gidepel T3l (THSITS) & fooRre
3R REiféer & fov @ 9Rd & Afecar 3uor gidege gear IR el (TASuAeE) S
AT ST &l

Rffcar sugor yfawea geamat (wiEivs) #1 Ruiféer & Qe dl-ades:

IS 8t Rfhcar 39etor @ Fafd gfdepel e & RO wte & faT U dewmse
(www.ipc.gov.in) T 3TelstT FRATRcHT 3UeoT Tidehel T RUIfET BIA &1 3TN FT Fehcl
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gl AfRed Basy vsay sde AffAeRer e (THivad)/usay 398 Ruar AffdeRer dex
(TTHE) & RO 3WFT vaASits RARET BT RS F 95 G THASTAT/TTAdT &
THGIS AT THATAUC &l AT I Tohd g1 Toh RUIY ST THSUAH/TTHAT #r fgear 87 &,
g8 o0 g3 TASINg RAféer A fAhedH TASTAH/TUAT a1 WY UAE-uAdda,
TSI & 91 STAT T Tl &1 RO Thet foham g3m RAET ®IA shatrunjay.ipe@gov.in IT
mvpi-ipc@gov.in 9T 31 Aol T Hehell g1 Ficdiehel TSN H RUE A & v THASMS @
godelse Ay NS & FAW &, AT 1800-180-3024 (Pefedl & BIsH, WHIN &
YhaR Fag 09:00 & & AH 5:30 o1 dh) gl HIS FFd NANHS HANegel TCeThered T
3YANT @eh o TASIUS T ROGIE T Fohl &, ST IPIT o TR W {:¢ch 3UcTet g

|

.

£

—_—

Medical Device Adverse Events ll Field Safety Corrective Action Mobile A Helpline Numb
(MDAE) Reporting Form (FSCA) Reporting Form vl ORIDONCIHILON

Tagelt Rfrcar suaror yfage geat (TAdies) 3er gete:

L\
e

TAEE-TAITS, MSUE 99y &9 & HARA ey W Rfhedr 3uaolt @ S8r gfasger
geA3 # Ao R fARewr Far B, oer-Sf@H 3egard #r fagewor sxar g, Rafecar
3YRIUT T FRET TR FIEF-IMURA SAhRT FIAd X g, Rfhear susont ) Ao o
s gfshdr A fAaras Ahrt w1 gedler wdr ¢ 3R Qe fduret w1 Rfscar sqwon
& AT T GIET Hehel T FEITOT FcT B

> gIhih A & R TAAE-TANNNG A el 6441 TASIUE RAE 9ed g% Fl
Uod fada a¥ (3,868 tASITS RAIE) H Jorar &7 RAfEer 7 60% F gefer i a1g Bl
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Monthwise number of MDAE reports

644 g4

607 ggg

480 537 521 556
485 489 482

408

e \I ol *
\o(\ W VQ% "Q,Q' 0(} & 025' \va.

vadiat FF IRT it 75 R[wRa:

TAEE-UAAIITS o R H Tfhcdr 3ueivil & FUaTT 3uAeT N Hefai@d 12 REwrier
HETTEASNT BT IoTeh! SABRT AR 3% TR W 3P ST AETH HRAS & v Jair g

1 SIr=paJller) CEARTICERTI) STy FYOT gear 18 3T 2022
gfaeaga & 39T &
ST8Y @7 T HeE &
aIquT 3l (M)
$r gfdere gear & I
arSqoT 3uehor o
2 qFgeR P H SAFRT GFGEAT & | 18 3187 2022
39T { ST g I
T ¢
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T Gl ol /

3T G Sel/ean

ST S8l gel/ard ofel

gar SR A8l Pl | H JHTI/SAgR I
| | ol H qrsq H GHAEIT/SS
FHAEAT | AgoR & | H13eX I/ AT
T gy # §HET / AT/ T 3G 18 310IeT 2022
gk FEX H | gfdpel T & IR
| T 6T R /| H SATAPRT SAgoR &
AT ge S 3nfe| | 39T A 3T g H
HeE &
AT RUTH g
&I gfcehel Tear & aR
TS /ATsTaET H SIhRY fSasa &
qeor fhe | vaESi/aTaTaTRr HaTT gl &l Teg & 11 39T
(TTESH/ITeTaET | TdTaTor fohe AR 57 R Hr 2022
qre70T fohe) HEHT3i & T[0T &
Heel T&d 991 =™Aar
a1 fawg gl
T Tl I Hicepel
el & IR H
SR B3asa &
AFSTR AR weIc T T E1F BT HE & | 13 o
qARTHT () |gea IR H THR A 2022
e H U I
AegTl Ty 3t faar
a1 fawT gl
TeIRT IEHIT
PRI T | IaRT aTH g Fet & AR A 13 R
eea ;RT STAFRY fSerew & 2022
> gafad gl &7 dcE ©

3R 37 g Hr
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g3 H I[OTarT T
HeET FY FAgcaqol
Rrar &1 Qv g1

afder ofis

3T R AT
Foer A g1, 3R
CIEREEIEG]

3T oAk WYAT A
Jiciehel ECaT, el i
gl 3R o faeae
UeAT & IR H
SeARRY fSarsq &
Tafd glel FT TcE §
AR 39 9HR Hr
e H UTaT I
fiar & fawT g

13 feus¥
2022

IAATT ST

FoIT T HIH o

FoIT o A o Hel
&I gfcehel Tear & aR
A St fSarsa &
Tafd gl &7 TeE §
3R 39 YR Hr
e H 0T I
ECCURERICEED]

gl

13 feas¥
2022

I SeAFgeex

s (§Ifar

TS (BT 397)
gfdeher Gl & aR H
SR B3asa &
gafad gl &7 deE ©
3R 39 9hR Hr
AT A I[OTar I
Al Aoy F9Y fiar
gl

13 feas¥
2022
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10

-3 3Ager
(THSI3S)

el f3arsd-01
Raté wa gue
fareRoT, gues #Hiex
e 3R 3T -65

sTehell f3arsd sdT &r
gfdeher gl & aR H
SeARRY fSarsq &
T glel T HeE ©
AR 38 R &
A3 H IUTaT I
Heel Ty 991 =™Adr
a1 favT g

03 AT 2023

11

< LN

fasTerd qdehrer @s
9w (Srvvguw)

X

v qdshrer @s

g T $r gfagd
el o g H
SAAeRT Basa &
qafid gl #T 9¢E ¢
3R 30 g &
ATl A IOTadr I
fiar & fawT g

03 AT 2023

12

CIEEI AL

el Sarsd

sTeholl f3arsd sdT T
gfdeher Teall & aR H
SR Basa &
Tafd giel FT TcE §
3R 389 YR Hr
eIl # IoTadr I
&1 fawT gl

03 AT 2023

frareh Ff A gean e IR few A

TAHE-THATNNTES o Tafehcar 3Usnolt S FIaT RE & fov vAsiuad/vwadr S
fAefaf@d 07 grem 3 yaid fae &
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N JRIG0T faepfa/fawmerar 38T 18-19, 2022
gfasamaeT
dFgeeT Iyt 39eoT (Rama) 3T 18-19, 2022
I G SANEAT SIRY e 379l 18-19, 2022
BIAT/ATT ot H TATAT/SAgeR & U8y
e A GHAEGUS 13 H JRe/HHA T
AN/ T 37
eTse St afE™ & 38T 18-19, 2022
T e feweive Wy fearsy
JeIRIIuTT g
; . v qaerer @s & druTaTH 12 2022
Sa Ie s fagH ( ) 39TET
Afromae HAfew
3aeNNS caar AT ATSHIGFA RIS Hha0T
s 3 , 06 AT 2023
Iz wEUTA
KNI IEED
AN/ (3% LY dbs 06 AT 2023
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Raurst & v Farus awe:

§Sggrael. gaaie 3Ef & N, utAdETe @ wefag afafefr @ geEr & & fav
feauRel a1 04 $-ggtaieX (@3 -4, 37 1,2, 33N 4) yhiRia 3R genfaa fre aw 1.
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Materiovigilance

p— Programme of India/
Materiovigilance Materiovigilance

Programme of India Programme of India

wRaTT/IeIERaT FEHA AN TAER-TAATIETS, HEORT F HRd A TAdits Raiféar
3R O ARKTET Tdehar STaERT W 3T FAS H T & fov T Har varardr 3R
3T HFAAT FF Fagerehe T & T 23 GRIGTU/SRESRAT FHA 3R 27 {auRs So&h
Fmfad & gl

tHATE ROiféer o (S gwmon &1 R add-vaddinng, 3msdelt & Rfecar
3T gfade gear RAfEr v & RE dwmor # fuea o § 3k 5o s

JeATEC W 39clsY AT &l
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f=fEmam

g :

MEDICAL DEVICE ADVERSE EVENT REPORTING FORM
Rt ustor afaee gea g we
Materiovigilance Programme of India (MvPI)

A iTaTeEe v e Sz

This ferm is imenged 1o collect infomation on MeScal Devices Soverse Event in inda. The form is designed 10 Ba s vk e bkl A Desirizutor of Modical
Do, Hisaiisina Proksdionats and aimyong with directindiect kn owhisige of Midice Do Advirss Evwin.

o wid e sefne g & Rrfkeer e O gl el oftser oo & ol d el mew o ool el RS soened & Sl e ferme, vl
sy Fiflean sowesl b ofiwe oo ol s e 9 s ard Rl b esfile ca iR en @ wed et b T wm m B

L. Date of Report! Fuen oo F fr afr [ |
2. Type of Report! quer &7 ST intial/ spranedt (7 || Follow u/ sffres st & amr @™ | Finalt s [ Toenar s [
3. Reporter Reforence for MDMC onlyl Py s, e va & o A & B0 Cemtrel 8 [ | Location/Fas

Morth- Year wifter- mk [ | Case Mo/ g waiec [ |

i. Type of Reporod Fowr &7 o & Ao ja) Manutscsunesd T D fb) Iimporier HETERAT D fc) Distributoe FToRAT I:l
{d) Healthcare Professionall FTFEsEHT |:| (e} Pabent! TRt D {fi Cthers! 37 D!ped}‘.'!ﬁﬂﬁﬂ'mﬁtl: ...................... al
2. in case, where the reporier is not manufacturer, fill the following details! oft ®rer 32 == B a8 b & P e et
{a) Has the roporter imformed the incidont to the manufacturen! 35 30T &1 @ = AT S ofe oo 1 e & ET
ves/ €[] ol [ ]
(b} Is the reporter also submitting the report on behalf of the mmm“a_ymﬂmﬁﬁmﬂﬂ#njmlwfrwmﬁ
ves! €[] Nolaft [ ]
3. Reporter contact informationd 5T & ara &1 FF FRe FEEEE

a)  Mamel 78

b) Address! T

€} TelMobilel ZrFe 737 -
d)  Emaill 5= :

Dewice Catogory (Frfteam sowrr fr =)
Meodical Device! In ¥itro Diagnostics (VD) Wedical Eguipments/ Machines!
TR I B e TR T ¢ i
L Therapeatic! ffrm waw: O | o kwes
Bagnostic Bremesrdr || Bothd 2 O O| r Tempeste/ffem st []
Proventive! FrRTE [ Assistivel SRS [ | 1% Reagents! siRERE O Diagnasticl i
1. impilantable device! TeIRtT da ST [ | wmcalibrator! 3rmimes ol = Therapeutic & Diagnostic |
nondmplantable devicetfToearien 390 I [ | v ontrol Material 0 Pt gt it el
T e O Foeta st L Prprentivel Fraseeat O
Mondrvasiveled A e af e A 3w ] | v Others! 391 0 Tv. AssisthelFEToFETT O
V. Single use dovice! T TR TR O | vi Mo stectronic ader 0 ¥, imaging! B a1 pa i |
Winsi o il it S fraz) Edrs VL. Invasivel i # e T @[]
wse device! T TEmn fifes w=
el S = ek O Nondnvasivel i & SRl [
Sterile Frewias [ Non Steriled f7-fmwha O S —
VL Personal usel &= dmmHomecane wsel
ey it O VIL Others/== O

- sifitfi el & ame e & e b afew v o ape o o o e Bt b e ool afsem wee P skt Bree st st g o s
& e o it e ol & e b e B Rt sresky Tt Fefeen swers oftee oo Perodlt b e O ASTRTaE dhaor s gt I s
T R e

Page 1 of 4
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THAEME i fdAdEE W @ER Y ggd: 9Rd WER & a3 aRar Fedrr
Ao & g o tHAMEES 3R AR & dgd oer T 3gdrdl & AT &
TEY H Tog Fidl @l 14 ey, 2022 1 Teh 99 ST T B

VALTs,
9*' 0,% W DR
£ 2 w@Re v gRaR s favm
= Wk = e wa 9RaR e s
M Government of India
IAAY WYI, srdeew " Department of Health and Family Welfare |
s 7/&;; Ministry of Health and Family Welfare
RAJESH BHUSHAN, 1as Azadi e o
SECRETARY ahotsav
Dear Colleague,

The Indian Pharmacopoeia Commission (IPC), an autonomous body under the
Ministry of Health and Family Welfare, has been functioning as the National Coordination
Centre (NCC) for Pharmacovigilance Programme of India (PvPI) and Materiovigilance
Programme of India (MvPI) since April, 2011 and January, 2018 respectively. IPC has
also been recognized as a WHO-Collaborating Centre for Pharmacovigilance in Public
Health Programmes & Regulatory Services in South-East Asia Region. The objective of
PvPl and MvPI is to improve the patient safety of Indian population by monitoring the

safety of the drug and medical devices and thereby reducing the risks associated with
them.

2. In pursuance of the mandates given 10 IPC in so far as PvPl and MvPI are
concerned, the IPC is collecting, collating and analyzing the Adverse Reactions on account
of usage of drugs & medical devices, and sharing the evidence-based scientific inputs with
the Central Drugs Standard Control Organization for further regulatory interventions in
order to improve the patient safety.

3. So far, PvP] has been able to enroll 567 Adverse Drug Reaction Monitoring Centers
(AMCs) and MvPI has enrolled 174 Medical Device Adverse Event Monitoring Centers
(MDMCs) across the Country. These Centers are functional health facilities.

4. In order 10 expand both these programmes and scale-up the reporting of Adverse
Evemswilh!hcungeofdmg&'modiclldevba,ﬂmisamdtohwcnmmdmc
institutions enrolled as AMCs & MDMCs in each and every district of States/Union
Territories in India under PvPl and MvPL

5. Recently Additional Secretary, Government of Kerala has taken an initiative to
issue an order on March 10, 2022 to State Mission Director, National Health Mission,
Director of Medical Education (DME), Director of Health Services (DHS),
Thiruvananthapuram respectively for grant of permission to DME and DHS institutions
for enrolling in to MvPI through the institutional arrangements of National Health Mission
Kerala (copy enclosed).

6. The following are the key benefits of enrolling under MvPIL:-

(i) quiloting the safety of medical products through PvPl and MvPl is an
ethical and professional duty of healthcare providers and hospitals;

contd 2L

Room No. 156, A-Wing, Nirman Bhawan, New Delhi-110 011
Tele - (0) 011-2306 1863, 23063221, Fax : 011-23061252, E-mall : secyhfw@nic.in
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> Ty giUd & 99 & 916, Feafai@d Ual i WMAR & Rfercar et/ 3readrat
& GHE! H THADIG & dgd AHIThd gl IR Fafhcar sueor ufdee Teasit S
ROE e & o s3Iy fmar 2

Il &3 i fAfy

RIEEGIE AT 21189/TH-1/2022-2 16 sTdeT 2022

qeady SheTeh 843/STTATE/IT/2022 19 fe@eR 2022

Secretariat
Chennai-d

HEALTH AND FAMILY WELFARE D‘PARTYz.‘.uE;T

GOVERNMENT OF PUDUCHERRY e XT ]
DIRECTORATE OF HEALTH & FAMILY WELFARE SERVICES Letter No.2 183N 1[2022-2, dated: E
Eild
No.843/DMS/PA/2022 Puducherry, dt. .1 2. 2622, Tt N, Bhuvaneswari WA
Deputy Sewretary 16 G0
CIRCULAR

Sub: DHFWS - Reporting of Medical Device Adverse Event under

Materiovigilance Programme of India (MvPI)- Reg

Sup Medical De

The Ministry of Health and Family Welfare, Government of India Is insisting on the Support in entalm
enroliment of Hospitals/Clinics/PHC under Materiovigilance programme of India (MvPI) L
a5 a Medical Device Adverse Event Monitoring Centre (MDMC)

fe

The aim of the MvPI is 'preventing patients from medical devices/IVDs related

injuries’. The role of the MvPI is to monitor the safety of medical devices In the country

Winistry of Healne ano B

and to safeguard the health of the public by ensuring that the benefits of use of Medical 4 From the Secreta? 10 2
anment of Health 8nd Famij 7
Devices outweigh the risks associated with its use. Its main objective Is to Improve the Depa '\E: J:'a ¢ D.0NGX.1103
Ingia. New :
protection of the health & safety of patients, healthcare professionals and others by Dateg, 14102022

reducing the likelihood of reoccurrence of an adverse event associated with the use of

jnvite stiantion 0 the feferences o,

anire - Materiovigiance PrIAMTE S o
” Ministry ©f Hestn 803

il | am directed 10
National Coordination G
Indian Phatmacopoed LY g
Govemmert of India, nave requesed L .

i ics/PHCs 88 Medce
occurrence, unintended disease or injury, or an Iinconvenient clinical sign (Including Colleges Ahosp:.nlﬂ(;!n:s/?? ﬂ,:m o o
(MDMC) undef MyPI programm

P

A Medical Device Adverse Event i any unexpected or inappropriate medical

jor 18907y
sho ks 3sS00E

abnormal laboratory findings) in subjects, users or other persons, whether or not related Devices 10 ensure patent safety ',:Fc' e heatth 8nd safety o
A rotect e e of re-cocuanict of M
to the medical device devices and to mprove ine ?ec-"‘"g the likalingod of re-0sCUTenca ™

professiona’s 8nd others by
adverse Lvenls

Government rav

Tne Govt

- ' o ot §6CONG
In case of any Medical Device Adverse Event, the manufacturers, Importers, 2 inthe Government lette SE‘;:W;_ Jiopprier !
healthcare professionals, Patients etc,, will report device-related adverse events and o courre cm'?:"w: T e
«ce Adverse Event ntoring Cant® LU
product problems to the Licensing Authority/National Co-ordination Centre (NCC) - koo oo oo U2
on usage of Medical Devices. I )
ot of Ing'@ hes 8387 % s

Materiovigilance Programme of India (MvPI), R : Gcwh:/:“.m e :’
siops by 85ung directions fof the enrolimenyac:
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AYUT HRA A THAMNTE Acad 1 REaR: taai-rAddimG @ $Rd # fud tASeadr
¥ ufdger e @ ThT AT B gIwis A & SN, vad-raddisng A 143
THSITHAAY I HAIT oY 8.

%.4. TS/Hg affd geer THASITHEY & q&T

1. 3T geer 6
2 JEH 2
3 BISIEICI 1
4 T[T 2
5 R 9
6 ST Td $HHR 1
7 SINEE 1
8 Tellesh 4
9 o 54
10 HERTSE 10
11 ATy 1
12 7S feeel 8
13 3 2
14 ESIE] !
15 oTEATeT 4
16 oS 10
17 UG 5
18 3cc 9o 12
19 i FImer 4
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IOTEAT NI (FIV) TN A Wed e & oo RUiC Sl e dsh &1 qel
afafafedl & eae @ar g1 I AuEdar WeX & qUl Heureld 3R Hreade @
gARad #t # T8 Agcal A Wemar § S vAvdve/seeguast 3R shuerd

A & TR S-g13H HIeTeh FaTeled Uisha3it 3R 3w AT cTAdienior Jorell &
e ¥ fawfaa fFe s g

IoTET TR T #r afafafeat

T[OTAT 3R G IMSNHRTH [qehid, TAsIvy faReivor, TH3NSUEET e AR 3aRe
3ifSe, 37liehat, wlieTgeh, THT HMeeT 3R SRT Faf3d adehe i 3R aea faeesor
wid, dedie ®F, fGgea (Aeeeey / JFEAfed) oA, tad/aiFEwFaa & g6
giadsl AIAUT Y9F, geAT FAEH 9T, 3M3c 3B [afdrsear yuy, Affes eavuncAs
3YON & AT 3ieMiehe] GUF, S AT ¥ Hfd YUl § S[S 3HeF SeT hl FHET &l
gl

IR 3 YA afafafear

3MSUT & A fAdew 2011, GHT 2015 3R ST 2017 H STAN/BMSSH 17025:2017,
TATHITS ST 17034:2016 (ARUHAUT), TATSIUS HSTHIAN/ITESAT 17043:2010 (FEdT) &
forT vaTdive ATAT Ted gARETEneT & 9 H ARIAT & T A 3R e 2015 § Ig
SeogUAT W-FdTellhrgs JARRITeT ¢ 81 da @ 3mede Affies vearasr 31 yAwE s= e
TG QT &1 37 a¥ 2022-2023 & aRmeT ISUEY 7 Feft ATt & v s/ sTmerd
Hifse Aheld @ HaTfeid fohu T

) TAUSIUS TSUg3N/3msSsaT 17025:2017 9ieTor 3R 37reheT arfafafaar

TaEfae AR Sifae ofiefor & 83 7 MeuaEsn/3mssdr 17025:2017 (TATHTS) & fow
qeTd{ediehe] 3TFCe] 2022 % HEH H holaiqde AT fehar = a|
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f) @ FH e (RTAd) RS epEmEe it v wavdve

3TSTHE3M 17034:2016

WHRTA & 6] SRR & AT ST 2022 F AT # MSTHAIN 17034:2016 (3IRTAT) & faw
SEheld [IRTE Hhelaqds AT 6T a5 o

g) IMETHIN/IMESH 17043:2010 (wrfiorar gdiator) arfafafer:

T 3R Sifde 3eqemas & & # ASTHN/3MSSH 17043:2010 () & faw
YeAHcaTehel AdeR 2022 % #Qlel & FholdTqaesh AT fohar aram |

h) faRa T2y G & 2015 & I[OTGAT FIAFOT GAIRIAT (FGHT) HI H-FITAHES HT

fear 2.

ZaTar gdiaTur/arsuad arfafafer:

ST 2017 § P § W @ ARG F gar AR wliefor sAemmensdt & v Id 3k
FATSET TR W N dr aifafafr & 7 g1 I8 g BAT GAERIn3t HR 3ee
(@ AR 99 YAW) @ FASH ST & fAU gE H AE M| 3T ISAA T AT gred
TRIY & IHTEAR 13 GET T35 AT e g,

o IBURN A HdWS® Z THR & Y Affiead O AR Sverdt s&wAT 7 o

Aheldrgde T form Bl

o JMEUET & UgCl IR ASHIERICIGH & WY-ATY GAGChel BlAA & & # diér
(JAOTAT 9AETOT) R T ARSI foha|

o P AT & SN IR dIE W33 IS fhT 317, iR gdsr 9T U3 & faawon

S fear = g

w°. | af | O Aeer | D aqgen RreteT wfasnfaay &
#r fafy e
1. 2022 | 01/04/2022 |  gieramsfas =T e B 17
T3S ¢aRT Tl

107



2. 2022 | 02/07/2022 RS | TadiTer gaRT 25
T3S drdr
3. 2022 | 03/10/2022 | e T3S IEIR 3R 38
TeT3NET
4. 2023 | 01/02/2023 | sforeiferanideT | TadITerET @R 35
ceeic G

o $Y toic A garT Werifed W@ & N W33 01, 2022 AHAAYIH G EHT| E&TcT
qeTor (WE)) R A Fel 17 vEERIAST A HET fodT 3HE @ 15 TERRTensit A
TdIYoleTeh Z' ThR IS T, STafeh &l TARTRTeT3t & 3HaINSTds IRomH .

o WfATAr # vadived @ FHSENG  Euar H 2022 1 N[BT 02
HhEITYd I ET| E&Td GQeior () Fshat & Fel 25 GAFRIEN3T & sar foram,
IR 3TH @ I A HAWSds Z' THR BT R

o HH dH TgHe IR GEA W g (Ter3E)) A AR diE U35 Aheldrgdeh QU 8
IAT| TASNSY ATUCS! & SWRIed e gk & el 38 YAERIAST o a7 o, o= @
34 gfaaPt & Fdivsiels oI5 TR &iie fhar 3R 03 3advses 3R 01 a@fgay o)
IMEHR WA @RT Tgaled & TT 37 gAETIen3it & aRoms gred gu 3K F @l
HdIYoleTeh UTT I[T| gTellieh, 1 AT AT oF oer 3ME3R WRrefer & aRomer $r
e =gt 4.

o 3NFAFHIAA Sdle & fov Tadiverdll qar W@ A =ieur A& WBs Fhadgds U
forar amam| 3@ N F QU HRA A 35 gAWIRmensit & srer form, A @ 31 widesniora
T Yo Hdveleds T, 3 gfaefaal & gedsr afgey or 3R 1 gfaemh &1 gede
R H 3 FAYSIAS AT

o ISURN FATRAT A TNl &TAAT oIl IR AT INAIFAI H [ A &
T, 3SART & i st sARTRRT grsde s & afha &7 @ swr fomm @
& gfd 39elr gfdeeyar & feed & & # fafdes & afafaf™r 3Rk g AS=msit &
favor A fear arm §
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.7 | N &1 | fE Qeen Rt A a¥ | gRonw
olH
1L |zha 22PHO1P2P1(l) | pH, LOD, LOI, Acid | sraet B —
Base Titration,
JrdcaE Density 2022
2. gﬁa‘ 23PHO2P1(1) Assay by UV, K GEEU aNsd$
e o Identification by IR 2023

J[UTTHT_YeEle] Yool

TOTEAT 3RATH FET Hishd &9 & 1A QT & 3R algdrd fageivor, diediv (uricAs 3R
faRe FRaEan), Ggaa (@eaeey AR afFEAfGa =), wasid, T ik T @
et aRade 0T, @ §1 TAUEIve/Sseguast 3R Siuadt & A d1 3Hedrele
giAfRad i g fARsedsit @ aey (330ey) Ades! S JHer H @ gl

. | gramsieor @ Wefta afafafEt | swieasd S go e
* | i it 69
2 | afader RyeoT 69
* | oo RIEGIEAIEICRITR) 16
* | Rrador v 51
° | dodie 10
® | Ssiow 16
[ p— 26
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AL TAITRATAT_Tel=AT:

3ceed:

AT TANITRITET Jolell T 36aRT JTSUIAT HaATTRAT T cTehoilehl &THAT I JHTeholel el
R ATAT T 3HEGIHAT Sl G HIEAT A

o NEBURNT & AGR 2022 & HE H TS FallcHolld, SHcAd AASAE 3R
ARFAFHTHA & TIT TEaE/EUa/T3E A1 Sl AT & faU 3w germern
ol AT T 8.

o IS & RAffe AUt & fav IREET AR, el SexaeTe fafAes, dgel
ST AR, FIeThIAT & ITSUSTHT FRAHAT H 47 FAHAT H FhelaTqae HET form gl
9g e, dofel ol Uh&adr, fiud, fages, fafdrse sifteawa A, Raeer & dar, Fafed
91y, Ry, S5cr AR ST,

me:

ISUET & TR AT & ITER AR IUiadr S (3MSHgEn) ImAfoia

| A ay| AT IS Higd FAHAT ATH feoaforar
. T | TNEr 3R L cRIRfCRe TeriIes 37eTaTeleT
(IQC/LOD/APR/2022/S1)
2022 STel ATHET faram
2. Tofaaoer
(IQC/Water/APR/2022/S2)
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Yo | s | L TR JegeTTerst
2022 - (ISR TET=A/TeTS/2022/THL)
2. UHAreler
(3TSFGH/ TG Te/S[el1$/2022/TH2)
3. FARFhARI TIfHce
(3SFIEN/THINITR/SeIS/2022/TH3)
3 et | cadieae | L SOREER @fms N
2022 T S (W/m/ma/zozz/wn
2. JFATAESS TIHITS
SR (3mSR 3ENE 2022/T7w2)

* ST | 3erErae 3k | b ROes PO———
2023 2 (1QC/Assay/JAN/2023/Frusemide) >
TN 2. REINET (IQC/LOD/IAN/2023/S1)

ANl Y

3YHIOI_HT_IOTadl_Sii=l
fAuRT et & 3R @l 3URON/3uaion 1 ARSI e e AR
TqEITdT ST #T IS,

fAevucAs AR (IEUR U/ a8 ud/ TAS vHH /A TATHTH)Review of Reports

AT IMSNHRTH, Irereerar verd IR Al wrshamud F1 g adaorn:

JTHSE T AT IMSNIRTH/RCHAT IHRTH S5l & T, ISdImed 3N 3refdr 3mey
e aRader 3R IMSUET 3N 37T TRl FAETRIrenst & Hiser S IRTE 3 e
3RTH 3T 7 fRRar & o & & fow welen f a1 3R segAfea R o,

*.9. IFNIRTH/FARS IRTH IFNIRTH/ZANE IRTH AT FeoT

q&qr
2 PR A e 118 (118x4 files =472)

3, T ey T 224 (224x4 files =896)
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5. ITSUINRTH &7 IoT: TraTor 400

7% 3ivfer gerd (versivd) iR Rfaw s (Heavaey, 98 J9@, smsvad it i1 o)

Holael dlflehl & 3TER TaAsied, fafder qoge anh dvAcaey, i 79073, 3msvedr 3k qé
STHwl T REE i FaeT $H .

&.4. (E eI CICUIEEC AT T HET (TAfdeet o)
e [ERERL)
1. T R ward (TEiva) 957 1099
2. Rfaer e (AT 613 692
Haie AW T THIRTH:

ISR & Affiesr garmel A 3rale r@adar AuiRa ik gafaa & g o

o 3RUHS, FYT, AGH AR TR Bfaat # iaRkes orar odiem 25, 27 3R 30 7, 2022
H Fafed fFar mm a1 3R Aediwd & GRe qEr ag w@ef et sk dR-
AT FT FATUA FRAT a7 IR de wY fAT AT wl Tt & Ferd dr arg
URTcHAS HNATS S GAcd & § o9] fohar |

o AR @l GET & IRUMAT &l Hedlehel IR HTehelsd el & T 2 F@deT 2022 &t
Yatel THET d&& (THARUHA) Jfod &7 715 27

o FYUATH & HeaId & fav Hrsel, aidioed 3R TR U3 3 f3diewi # 3a)
faeeyor 21 @ 23 fRHeR 2022 &1 ImAIfSd fohar am=r am

G TASTUT/STHOT/ANET T/ TRIAA:

a. RIS/ e

HRAT AveT FiRar 3T & faffeet ysmal & Faeeh 3Gl & SR FHor 17 aendf
PoT.d). /TH BAT FT @ & JUT 50 & BAT o 39T GRATSTAT SR/ASHE ol FfA8ToT
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R AT Toram g1 MmIE] &l 3YeoT G ShTagIRey FRIETOT Yerd fhu arv X giiefor &
SN F8 3 afafaferr e i 718, (3regerearsn 11: aenfiat i g=h)

b. FI-g3d gfASTOT:

o HARA AYS HFAT AT gaRT 5-8 AT 2022 HI HSURA & @l g9 & 26
ISP AR & AT ISTHHYIMSSH 17043:2010 & 3JAR 04 feadg yfRraror
FIhA IS fohar |

o IESU & 6 @ 8 JoIIS, 2022 T UAUSUS @RI ST ISTHNT 17034:2016 &
AR el feadia giIeToT ®Risha & T & SeaaiRat S A b fohar|

o TIH® AW F GRS HSTHEIVIAESSAT 17025: 2017, IFQUHEN 17034:2016 3R
IMSTHN/IMSSHT 17043 2010 T fAfFeeT FeargeT 3R SHTAR HEGLTRATIT & 3TAR
SEATASNIUT U Fol 57 3o1-g130 GfRET0T fRU 1w, (3regeraetar 111)

c. 3mgdRd ER:
ARAT Avel d@fgar (3EW) 3R AR Sdve @fkar desf Aee (rSdRTd) e &
R & BHEl B RIfET a3 3R ST de & g, @ T 710 deuet & Fel 1254
St wAVSTEEr oA R 3G e 7 A9 eI HAU qousA & R Th
fead ufRietor & forw msddr & eir fRa.

%.9. FEAT FT ATH Al T FEdT

1. | SETeH Flast e wEE, dead 39

2. | 3méuATH, mMicrET 21

3. | TEIMSTUAL, Y ATsT 37

4. .8 TMeteht Taeafaerery, eane 27

5. | GERR Plelal A HEAA U5 R, 32
EIEDICICY

6. | GERR Plelal A HEAAT U5 RET, 26
EIEDICICS

7. | GFPR Fleler 3% wETE U3 Raq, 3l
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TSI

8. Sidee Afgen favafdedmer, Ty e, 54
Hiefd (gRamom) wTEgewa e ua
3eTHeTeT fasImT

9. S Fae a3l 3R digafachr 17
HEUTA, Sta Aefarenr fasmer, o AR

10. | 3MSEITH, BT Field, ﬂ{lqddl{-m 45

11, | 3meErTd, BT S, FRIETIR-MISaTETE 45

12. | GTESCA Sielst 3T B, gTYs-IMieAEG 50

13. | feeelr @ierer 3eafAar feafdearea (DSEV), 49
AR HFad- fgeell

14, | TATLEGIT Plerel 36 BEAAT, A AT 43

15, | THIRTH SEITIL 3 AGH TS Hleral- 34
AR, MTSATeTG

16. | THIRUA FEICIE 3% ASH TS Taailolion- 36
AR, MTSATETG

17. | THUH SEEICIT 3Th Brofdr, Hdl, QoA 49
(3), AfAeT=Tg

18, | MEvA faeafderery (wHATEgReHe faeeT 34
TR, TEIGLG-ERATON

19, | MEwA faeafdearer (WA RH faeeT 35
HehTd, SETGLATG-gIRATUT

20. | THSIE ahiclel 3% BT, IEaa 45

01, | BT @ieleT 3iTH BRERAT U3 Catara, 40
ERUCAEIY

29 | 3TATRITT Fielel 3HTH HrEdT, IREATTHFAT 28
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23, | 3T ST 3w Afdwer wEAS Fuw, 32
QeHRI-HI |

04, | CAHT IFAT AAIRIS Fiel 36 BT, 55
ToAFST, HAITIIH

25, | TamHl fadeidee FHRAT favafaearery, A3 43

26. | TaTH fadeldee ARG favafdeare, #ats 40

27. | FRo SEAeyE 3w FNfAaRer vy eaararsh, 21
THIESET :S

og. | AN AfSHd Fielal, MiGIATEIG 11

29, | drETITSTATATT, oSG & I[OTEET 18
g0 egfed 3R JqauE defan

30. | SEHETRS 3R 3ol AT g, FYToel, 44
PICCTIH-h

31, | GEHR dielsl 36 HEHAT U3 Raw, 33
mferareTe

30 | IEHESUAE, e Arwsy 31

33. | G¥HRR ielel 3% HEAT U3 RAd, 31
ITSTATETG

34, | GEHR dielsl 36 HEAT U3 Ra, 40
TG

35 | efiue Sicler 31T wrefd), aRmord 32
FeT 1254

STl RIS

o THATHUAS 3R BHATEGRE 3c@e & faw 28 3miiel 2022 1 SEIGe H ARAT Aol
gfgar 3 IR 9RAT Aver Ifgar Ted AS (IEURRTE) W T feady
SRRl HIIHH IRNfoid AT IR—AT| JARTRGdT dR_I%GH H $or 130 gfasmfaat & smar
fora.
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o HRAT AvS FTfeAr (3m5dI2022) 3R IEWIIRTH & 99 TFTWOT W TH fead
SRl HAhA IS G@RT 26 3T 2022 1 STefe H ARESTT fhar amm
SRTEehll hRIshH H el 110 FAefagr = et forr.

PERICIRIN
o U IEWHRTH iR IR[EYUAT ATH & FAH H Juadr 3N & & ag drawr
U TGAT &1 TAART H, TSN & I FHel 672 MSNIRTH AR 545 IR[SfAIT AleToh
gl
o FIhih AT & AR, SN o 224 HARNFA YU HleTehl I SAISHT 3T
Aleleh FAl A Sool@elld § & faEIR fohar|

o JMTSURT I ATSTHS/IMESHIL7043;2010 & ITAN SHfdeh Ieqemdsd H Aegar el iR
TE IR Sifdeh 3ERME & &9 H U W (Fdioran qdeon) ek mafaa fear amn
3R Toele BiARE (RS Herae) & Uh dié g o smafaa fear |

o IHE AW F aNe, A & X A W3z 3 fre, GEd e w3z
TS AR T U35 S e & ol

3= afafafe=:

> SeeqUH3NN: SeegUU3il & 3ERIY & 3R, Tgell g SURT & 379 wfRrafor
IR & [T did & 399 dIR fhU 3R 33T gaeT 6, oae aRomHTawa
ISUHT T Seoguasil & Hehe, [WEPN Ted g3 Y diT & Tedr g

o T e g

o TUTEHT Yot YUl (FYUATH) HT hAlcads]

o TNITRATST I[OTaAT JHTREATEHeT FRIGRH

> AT TEIEE e / SA9F (@G e

o TAAW H, W Y@ ITRON/ZTEE HI 37T WREET AT Fa & v voaAd
3R dreadr # eanfAer fRar = gl

o 3UMUN & HaR® I@@E (ditd) & for Affied sufaal & JeaRgar & @y
AT fohar 3R SoTehr dar RUIE &1 Hediehe Tl

o 3MSUIET & T YHEN F IYRION & S8 3iRMehed THIOTIT & A9 foham 7.
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SA-8I39 9A&TUT ohl faayor

F.H. | AAF FOTe qfHar

L afRader faz=or gfesar

2. 3N HT FALIGAT S

3. 3R & ENTeT g & fAvesr

4. dlcgATedh FHTUTS, Hohcleh, IHE 3R 3fAFAS Hr IR 3 Tw@E
5 TgdiTer fazemor & faw aEeT fGenfader

6. TRl SictH Fellel Sire

7. faaersr @ fAuea

8. TSt HHTET doh

9. ASFHITIUC & FaTeel AR 37t

10. | oftomst &1 Raiféar

11| gaeremer 3mfAse fAger=

12. ) Srfy fad yede S

13, | IR-ITEIAT T AL, GURIeAS TF HaRS Hars
14. Rfades & Il & gk atuer

15. dlegAfeeh TITHAAT T 3{RAMehat

16. | Wz Feade

17. | gaveremer wgA g, TIC TFAgHeR 3R fAehra Jomlell & Farelsl AR IR
18. | 37 wrAEE w1 THT T

19. | vadiverd MR & FBE AR geameT

20. | THIIEAT T YeEe Td HSROT

21 | irf-vaTE gaRT JHafise Aicdcy # AT

22.

SARTRITST & Hid & Tl I TS
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23.

geTdT 9eTuT Jratelr HT Bamsa 3R Jrear

24.

Z&TaT qeToT & foIv 3TdRe AWM I AT ST 3R 3TRT ATeAT Il

25.

dEr Aretelr & IRUMAT T ST faRelvor AR Hediehat

26.

geTar gdieTor ROE IR HTar 3R Ay & I §9R T 3 Mgeizar
JATT Q=T

27.

ceTaT qOeTor aEg3t T Yentoiar, gsfeier, dafeir, sisror AR faeror

28.

dIEr gerel @Rt 3R, fAfderd, sreqeer 3R diér aEqai v gl

29.

AT gdieTor A & T Rt it et O @gear

30.

dIET aEG3T hT THEAAT TG HT 3fTeheled

31.

dIEr aEg3t 1 PeRar s

32.

I YIRITH SeT &7 Soldcioie HSRUT

33.

e Attt A fAfEse Hod a1 wearde

34.

g & R Tt gree digar

35.

IRTAT & AT 3aRe J@raer H AT 977 3R 3THT Tl FIE

36.

HATYAT €I bl HThelodd

37.

AT BIHATITIAT TeeT Uerd (AMSUIIRTE) HT TURAT 3egT

38.

Tl ATh & HATHIHIOT & foT Tgedy

39.

IRUAD & AU 3Ry, fAfaerd 3R sreqaer qehetm

40.

SeT gfiearreT 3R fashe

41.

42.

AT ARG T 3T ATT

43.

ey Tt T dfher & fow amsdmueg ARt & awE &1 acae

44,

IMENIRTH T 3G, elfelar, HSNOT, faawor, gRagest, sqaear iR g gdrefor
FRIGH
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45.

ITSUNRTY 1T 3T Ales TR &aF T 90T HIRET

46. | di3RuA Fr Acrdifoee safafadr

47| ImSdY Test uerd i Icures e AR AT

8. | ofkggfad msdmud Rft @1 fRerar seaae

49. ST 17025:2017 9T HTAT SARTRGAT FTAGTOT

0. oTFeT 1 oT: faervor

5L | fyeeiwor &7 defieReor 3R Fcarde

52. | oRtumat dr Raiféar

53. | dudsi 17043:2010 I HIHATY SIREhdT TTAGTT

. | i FRA IRAST W & faT 3uen, 3mard 3R ararerer @ RRufa
95. | gaTaT 9dieToT F T AR @RI @ Al ST AR 3HH FAeT FLAl
56. | 3Sud3 17034:2016 I HHATT SIRTEhRT TTAGTT

5. | yTRmTelr & iR Feet Tl d eee
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geASd O G 1 gAE afafedt d AR Avs dfgar (3msH) # @Ay
e 3R AR FT 3eATA/SSAT, AR AveT dfedr gt uerat (Gmedimued) 3R

faffesr @idl & ucd F gar & A (TASiew), RAfaw Wit &1 Asserierie
faeawor AR vATTer  HSTHIIMSSAT17025:2017 HI AR & IR 0T
WAETOYIHA  TINRMAT  Jolell  HhAl H HENGR) & emAe g1 wemer  fafdes
Taeaidereral/aegmEi/Hidsi & Jol/del Bl S IFTEE ITRATTAT/ITRALTT Je=l H &
A ForeeT g

1 319, 2022 @ 31 AT, 2023 deh FEHONG (I THET AT Yo RGIE 36 TR &

AR A d@fgar (3med) & Heaftd &

AT AT eI T g - 01

dFRTe veieiFaa qdaron o Renfader (2.2.33)

IR & ISH aRRASe 2024 & AT "YFEARTA USeifFaT eEe (2.2.33) W feenfAdar
& GO H Tk A7 WA AT A fhar §1 T8 e gaenr & fov § 3R
INRIRG 39eT T67 &1 IJg Ay gl awy Aawar & @y g 3R caues
WA & d¢ AR A = § 3R Imeder Qv S wep-Asseeien 3R
deffareh T earr A fohar arar §1 g 3EU R S FHEY 3T Rl
# AR S dTel Haldd AR 3N 3T BATRIIAT (S guady, fidr 3R diwes
) A GA AT & dgd Yl I TS Giharsit 3 efeewvi o off et 7 w@r
I gl

| WEAWT AT FT ToAL8T0T- 03
() MmO gRwaTEl At gemarfiear (2.2.2)
(i) SFARTT wRerfFaT (2.2.3).
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(iii) ATTCES 3cUTGl H ATFHIATST HGHOT (2.2.9).
o U [AAVH F FHE-gEASIA T R AAAS T q@RT A &

dTe;, 3o A HY HRAT Fe A LA A 7@ gU guadr IR Aid F R |
I ST T

1. TEREfAE AARETe § @A - 06
 INTHA Fohe IR TEIAT: AGHITTST TGO TIETIT T Fowide]
* TICTATSS SR SFCIRTST USICIFHA AT Pl Soalel
* EIESCATAI SolaRle]: SFEIRTS USICFHaT HIAT T SeoTded

* ASHIshECSe Helailal: ATl HGYUT YT &1 1S

* RATSIRIS SAFele: SFEIRIT UsleHads] HIAT T SoAdel

* T HISHITaTT HGNUT YETOT T Seeidol

ST o 3 Id™T IRT §, ASURT F qTaafas AGEd & M & Jag J fafed
g UIed EU | 3 Ul W ANYA F GHE-gEA SHafdae & @ gd d gl
faews & wepg-ga Shafderer 3 defae awar f Aol & arg st aRfrse 2024
& forw Tarfas Alee 7 T sgaa fFe o)

3itwfer sTo@Ar #1 faRawor: 957

o 3SURRTY Hr 3FAicar Tl area: 22
o FS TATIHT F A (TASITH): 900
o fafaer &eE: 35

IMNAT ISeadt FRIFH /6T o =

o ARSI faffic ere, SFORT vkl ¢re 3R wWemfts wm@ & for ay
2022-23 & fAIT 3R SAERMAT ool S & U geg Siig fael gsmr &
AWheldTqdeh HaTeled 3 AT fonam arar 2|

o &Y S fAdAT 9T & IRSKATA-USNTG IR IRSIATA-IEEIET caRT AT
JFIRT Tereiidaa ¢¥e, TeRfodr e 3R AsHifage ffc ¢t & T av 2022-
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23 % 3N FAERMTAT Joiell SRIHH H Fhodqas HAET forar| g yaieremer o
ARSIV, T39I GaRT HAAT ST H HdlvSleleh Ugled foham 3R 3RETe
I@TETer & RO & FheT .
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IR A IR AT Sid WeATANH edeet 3curel, Ara 3uer & faw
& 3R SEGHARRT, & 3R &d @ Fefd 3cumel, Toroled 3curel 3R 92 Rfhcar Sifds
& AT MSHr AT 3R WHATT IFEAR TGRS HT g1 e  fSeEAeRar R

afafafedr s6 9o §:
o ST AFATH/ATHT IEIAR/ATHTT EIRATT FI AhrT
* AT 39T & fow & IR SFEgEARRT
* &d 3R &g g 3curg
* Sl e @ wred Rl 3carg
* Tololel 3cUTg
* o[ Tafehcar 3cure
° MW H U geufadl & faehed
* AT 39N & fav Sfdw ueraf & fou d@eo ATs
© HHTIT H YIed oA HT gheTor
« AAIAE AR FA g9,
* TS gal & A,
* HRAT HATRITAT TS Terd (3MSIIRTH)

* 3= fafay

AT 39T & v d9 Rfecr [

AT 2022 & AARTE/ATHATT reATEAT I AHCT ITFIHAT F e
weerer g-01 (13 §&dn) # wehra

« AT 399197 & foIT I#AeT 30fEd |

- T U sols Iioer ERA
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» ATA-faTElT TelegfoeT dRA
» @ §IHT Al UAIg Aol 371
« AlAG STATC SR VIl (RSITAT)
« HA:RRT 39T &F AT ATd AT SFLAT Aol
- TRYAIseS @ifgd arel
- SgTolel TEATER
- ggfaeT Tl
« Wftherdea
- RefFads|
- RefFade soFere|
wetuer {-03 (02 W) # wHIfT
o RefFads
RefFads saaeeT
weereT {EAT-04 (04 F&AT) H W gq s w7 R
« AT TITHRAN- AAT 3UATT & T TERRT
- fEefiRar ddisr (3raenfya)
- AR seeuan dle (Rcae araRas)
« SAUTAT TeQbhenrsied Erhr ATSHT (3raniyd, Aq)
o MY gRfASE 2024 @ 3mSdY 2022 (12 HE&AT) H yheeT & fow ifaw w0 far =
*5.9 3MSUT TG U
« AT 39T & fIT @#AT 3Maegehdr Esh
« OTATTT TATSATY- AT 3UAT & fow TERRT

« G, HFUSHTAT AR Tl ST (l18d)

« HFUSHTAT T CIhT (AT3d)

- TENFEA 11l Flcdice

« AT Tod A

« 3T:RRT 30T & U AT AT FLAR Aol
« TSl sof3 ar dRA
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- TRYASfe Hifed el
g aikfdrse 2024 @ 3$dr 2022 (02 WE&AT) HA YR F AU AT ARIEAHTT
sregrar & 3fas w9 =
. QaTTtherd eH SoterereT
. 2.7.20. &1 T IOt fAgaor & fav go-faar afeat & so-fagy et @
gfaeaTget

TERRT SeRel Ry adh 2022 F FRTeaqd & QT 19§ 1 R{rar 7w =
(frgeT 2023 )
faeavor fFe AT A (AT AARTE Feae, e GefAd AR TS Ae): (40 HE)

FI FAYT & fow Qerftherdiffes st s adiafor
TcdeT FHEAT TARIVUT HIS (TAV) & ACTH ¥ UHIUATH T 39N Fleh
HENIHRTH AeeA T GA&TT (FAT0: Gfdhed TeaR) (35 79T)
FH FAYT: AIfSTA 3R GefRIH FHN & AT ATa Tosg[AT e 1 faRelvyor
(4 &)
TEATTAd HAME & TIT FHT 3dsieh gl Soareret
QaTftherd e SAFAA AAT AAEIE TcATIT

YcdeT FAHAT faRelor IS (STHU) F ACIH ¥ THITATH &1 3YART ¥ HeWHRTH
THFAT T GUETOT (S0 Gfdhel TeAR) (35 &91)

FA FAIeT: AfsTA 3R ARRIA AN & AU ATa TesgfAa T e S faeeNor (4 &=)
SEATAT WM & T 9 Jioleh gl Soterred

QATTh el TEcH ST 1T HAIATATH ATl

afsa faws FF |@ag (§5eegan): (01 HE&A)

R # @ AR @ wath 3euEl F v v s w@ag (SssegE) @ aea: 39d
SSeegoll ol IS e R fAaor i W Aees Faaor oo (HEvads),
AT FEEICIS T FATAIToTehel, ATST (TANTSH), SoIs Jel, eplaiAs ATl 3R
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A3y 3nfe & [ATAT A A =& Far = g

gt F wyr RAfFcEr e

o Helter gE-01 H yFfRa Aams & el (02 W)
. ROl Sl Hilah TS
. Solhearex dadiA, AT
N AT FEATA/ATHTT HTaeTHdT H St aikfse 2024 ¥ 3msdt 2022 &
gy & fav sifasw & &=
gy R dat @ Fefta Falfta aeeT srear/ame AraegFan: (03
TEI)
2.7.8. 7l Tdel ATSHICATGHT &l HIURUTT & forw olraor
e 27.9. 039 TR Uiedl &ehl & TIATST ASRICATSHT i Ui & o
adreTor
o TISd IRR Uied! Eehl H TIATT ASHITATGHT & IUUTT & forw odraior
gadtfea gy Rfscar dadie Aatas: (07 @&

- ToFH TAR drdleT, elisq

T4 AT eI (04 HEAT)

o 27.17. 9% TAfhcAT &eht 3R SEGANRT T GI&T I Hodichel

o 27.18. 9 AT 39T & AU ATSHT =l & 3cures & o Taey R
TFellerd

o 2.7.19. 3FFsAlclltolehel Y[ FAfhcdT 3cdle & T8 Toleh T Hatre

oyl Rfhcar 3wl & faw siwehyr 3meR qeEl & fav fffATw (@@ Aars

s 4)

agg uy 3w guew gderor (@udvadl): BauRe carn WA qEeddl sa W

AR &t $secgon-uy] Rifehcdr 3curel gart Eudvadr & foav @erd g vars
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A F AU for AT un, sEe Hew HOHERAT WA ITERTehdl-u
Rfercar & &7 anfae g
e 3R vl R (dvad) @ e ORa aRaswe

HEARN # 3.11 8 TUA FT oeTd ¥ 399 3R FAEgRTHed RET damA (Srdismy),
A @R fad ¥ IRATSTAT "IREITT 3neRa RfFcda & fow aoradr A
T el & [T TG TR giaer &1 fah” Fhelargdes I 8 I gl
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o BATRITUTS AR, @A BIEJ 3 $f3ar,  faeeiwomemAs i,
BISCIBHARG[Ched, BAMRIdGoE, AeRAfASed & @At iR e A

gfanfaat & Fivrd a1 FHAa T ar serEr.

o BAURRT T AT GaT ATH @ AT AT IR SN & AAHS Tgef3it & dga T

q AT,

o HIST & AT AT T &1 fGhrd L.
gfoms
EIERCIT L)
IS H Feehieh AT & SRIT Fel 20 BTEAT & =T FRAGTOT Q0 fawam|
yfator wRiwAT 3R AR sareaEt # smefierd
(i) U1 TeRUTESIST Wisde falf#es garT 26-30 RAdsR 2022 d& 3msdrdl, anfomere &
"TadiéTerdr fafYr faere 3R GeaueT" 9T 5 fgada gfietor srishAT 7 srer fod
(i) 28-29 3feFca 2022 &Y A e, 7S fqeot H IMATAT ‘Tellger Bfoce oy afAe #
srer form|
(iii) 25 AGEX 2022 P FEHR Fielsl 36 BT U3 RO, miGaEe & 619 TS wretdr
HCATE & A W "BISIBANG Chel 3980 US 38 AlAND 5o 3T wraAtehiTar fawy
W T AT carean g
(i)
fagznfdat & wfrator g Fe
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o FTRIETUT/ATIAR/FRIATATHT H gl & &I H: (05 HE&A)
» giRIETOT/ATSR/reTe3it & yidenfagt & &9 #: (07 &)

« BTET P GRS IFAETOT: (08 TEeAm)
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SR Rfrcar 3R et & v dvsr d@fear 3maer (dfismden e =) &

AT FASNET AGT G FEATER

"TE FI-Q, U A & AR 3R ghawr & v sew-warer wgder & fow i i
FRAI3MSTA U T & & 30 37T 2022 T U FHSIAT AT W gEAleR Fe amw o 3§
et R Tgaeh, afe-ge-denfaes e, smsdel ik diher (de7) @, yemdfa, Feers
(), EABMEUATSTY & HYY FHACI & Giog, A deF o dear dr suieuia &
FASAT A9 W gEARR f6U| A3y & grafAs 36820 AHGEIUT gao gdl Hieel &
fara & gfaer ga & TdafaE ey # gear & & v s ik drfsmses
TS U & 1 TghR YA B faefid el g

TRftensunwT & arer gaslar ArvT o7 sEanRR

30 HAET 2022 F ARAT Rfrcar ik gttt (s v ) § @ty gaE=ian
Ao

30 3FTEA 2022 T 75 feeel H AR Tihedr 3N Al Iy #HA1e) & U Avs
AT T 3R ARAT A a@fgdr 3T (T2 3R 9RarR wear #Fre9) & &g
Teh HASIAT AU (TH3AY) TR §EAER fhv a1v]

"Ueh SS9, Teh Ao & TuR 3R glaer & v siek-Aarerdy Fgaier gq
arEdet It Hewsrdam-ader 3R RE Shafawe &a (W), damEr & @
23 3Tl 2022 & 22 3l 2023 % T a¥ & foIv g&siiar A9« &1 [ear|
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U STSI-§CI Uk HIedd @ elC TSI IR SIS 0H U T @ &iT AT #7997

EETET
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fadws wrF weggl (Sseeg) Hr doF

T AT FN 3oToh GAT IR/AT 3oo1dT & AIA § A el & foiw, My o
$Seegall I 19 4o AT & &

Iafae Aa i do&

Hahieh AT # SURN & dATeieh HAeprg 1 3 S5 oI & 7
dohl/IfRAGTOT/EFAGAT H AT

ITSHEY & 22 & faffies fREal &7 91 dor/afAeTo/TAFATAT F TSI TR W AT forr
gl HAWSIT R W INSAET o, 36, J8eq, dfeaad (14-16 wadl 2023)-sqfaderd
Hellehld, edc aRfc Hiahg e (TS I WHIsarE # AHEAGT IS @S W
TgFd SHFGUA-SHIUT & "ISASATATIE TR&T0T o1 IS Gaer Irsiolel TRIaTor
WOTEEYH THIeh & FATC FAT" H "IERISTAIET AT - HRAT BIADIIAT (3T$UT)
gRYET" FEIT T &l

fadws w1 woE IR Raursr A do&

AU PRHE AAATS B YEINT IR AlGEr AGETE & HMEUA HR Zoordd & HOU H
fRerfder 3R goma uvd #Wa & AU, wEdwHERRFew Bl a g IR
BISCIHATECHed 3cdal W AATT F T (SSscga) & 14 do ImATSIT #T ¢
THANY & dEd WHIET S5

FEATETRT THA3NY Fr weria & T & fov faffes deu=t & a1y 4 56 3mafea & a5l
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A.

AT ATRIRAT ganrT TSE 3R FRTET IFFFRIBT H 16 MY Fehrered JHhrd fhe

T .

WERR AR AIar

HISURAY T 6 ey 2022 T FATfelel HI3 Al 3B ST8AT GaRT "HIfds-19 MAT & v
AR BIHTRITOIT AlThl T FATTAT & T 3reedy wrAtm e gamsit & f@curd” s
arel MY AW & AT "W FIHSS Jeheied RERR" U1 §37 &

ii. MU H fEeol WAETEGChd TEdsT Us REd FAardd, @ fGeol & 3mafaa

"13a1 JSVCHITTH 3NAT AR GEHR FARE 2023 3R FRTET Floeereld  2023:
dRas gga IR yfaedel & AU Iy el & FuEd gge A UE-graAcd
fdfshar fe@re arer werel AT (Tel.) FIRAT e Teu § arAiviFed At 1 qar
M AR AT T G o & fT adaves Al gedfd ared g8 2

HSUT &1 feoell BAYRS Al Us REy IAafdd, a5 fooel # 3mafed
"139T HTSTTHETTA 3R iR RWEPR FARIE 2023 3R IFRTSET Shioareld 2023:
dRasw ggd 3R gfaeqel & fav gy 3cuel & AIEs gge’ # LH-NMR: NMR-
e ATISIATAFH GaRT IASHRISST TaRT & drAIufded AR &1 9dT oelel 3R
AT AR el & fT Fadss e Jedfd e g% &

iv. IMSURT T ToTer AR Bl 3R 9fadl # &A W@ 0BT - fFafds ils, A-

gAfe AR 24 SE-TC-SERabad & Havd AR FAeEiod dwsiear & o
FEASs SO eI fAeN g1 SFh, AU #H 'SeEeed @EEd BR
TUATRTATRIATST T 2287 SeXeqdel SO AR FIABE B TAATHIATDIATST I 10dT
SCAAST FE" AT FT TS|
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HRAT AV Hfgdr 3=AET (BYE) HT ThRIA THET ARG BEATITIAT (TS, AQrTd
Bl 3T S3AT (TATH3NS) & skt 3R faeRor, SEr-gfeat 3R gder & ARG fahE & o
AT AP, wEAEHGRFH 378, R susol & fav dest Asgarer 2020 3R 3w
nfeRe gl a@fed & waftd afafafdl & qfr J@ar &1 @Aflda Ak 9dar a@d @
FRTASET Y I@T g1 ARAT AYS Tfgdr 3T (ATSUE) & 3feeRe gehrerT 3sur 3R s@s
faRoT Acas & ATH F 96T 3R TR & v 39eey gl

g faemT A AU YT & R H SEEhdl §6ld & fov JaR fafafadl ¥ e
foram: ImEdel & InSdR geRTeret A g aifafafat i w@el SR et & A SRR el
& fov RAffea aFaea/AfRaR/EAR—RIems T 3nfe & afha &7 @ a7 fomr § 3R Teiar Tanfa fear
gl AT & sfeafaa &

(i) ¥R AV E@fgar (3MSW) #T WA Ui %GR A SREehan  BEEGH AT,
AT, Ty, aTdedr 3R 3T RAURST Fr SR I ST grAoes gfadi &
39T & fov 9T At AU

(i) =T ST FhrereT @ fIROT BT Fiolal/HEAAT F BEN F PEH HUR W G ISAE
geh1eleT I fIaRoT.

(iv) AerTel BIHE HE SEAT (TATH3S), 2021 & 39A1T 3R @l & I) # Fdgeredfelan AR &
TS il & 39T R @l & fav yag afgal (vo Us uhssey) 3R fAee f@ceres
(TATUTH) FT 97 Aol T

Rffiea FAT TFEQ/AESET # Fera g,
IMSHIEY & AT & o TET TR W S & Affea BEAT 7 07 Tl 9T 70 §.

134



STSYET & 22 & 25 PReR] 2023 T STUHUH VSH I FIIN Ugadled US R, Heqe, #eilcsd
GIRT JTANIAT 3T BIAFIAlITHT FNTIEET, HBHTTHHITT 2023 & 525 TTf¥F TFHcrT H
87T ferdT ).

HRART BIAIFNAAT (3150 3N FIRAT PrHIBIAIT Fa3h Hiededh! (FTSHAHRTEH) ¥ SRSl
FIAHH 28 el 2022 #I Ag¥IgeT H HrAfSAT 3T 13T 27/

{eTET olet:
HEUET Hed bl 1 TSt 3R faaor @ 5% # X @ Siwwd digd

10,43,90,457/- (&0 &S ATl oW [Aeareld §olR TR |l FTael TIT AE) AT FHol Toied
e g3 gl
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QEIHTIT T FAAT T

ISUET qEhrerd AR Faear FeT 3T oRE @ Ahf@d 3N Hegae Tl d aFey
Tl ST Seky 39 IR & AFer # Afse § S wrAer AR awed Bree &
g1 TETHTord H SYAEThAT3T T HETehal Hl [ A & fav e, swegiesa aga
IR 3=y EEfta & & [Affies qef & Aver &g 3R dest qeas &1 3chse §IE B
qEdelerd # g3t T @fotes qEasi @ o 3o H@IE g1 IS orssd o Sl @
Teh TR TEET g, [T #ATETHA & &7 el 3UNThAIT & folv 987 AT 7 g-gard=r
% ggd Fehd g
3aeT:

qEThIeT AR FIAT THET T 36aRd W IR GAEgieha A8d, BAmhIafTed,
e 3R faer U ey Eftd eEl A gAde g qqueangel guear danE 3R
ATt I Igd A FIAUT eloT hIAT g1 IS ST, HURRAT 3R M3t w580
ST 7 vaferd SARAT & 3ol & U AR W 3EeTF an3il & AT i Fafag
T { HeIAA HLAT RN GEAROT I, 3@erel 3N gReor & fav deprehe
M 3R 3T araTaIoT ST IEdar gl

qarea/aag Re:

qERIerd Ud Geer gormer . fafdeer ot & PTATRITIT, qleﬁ{-gTE%« W e,
SRITHST, TR Yehiered, faRaenter, amiier ROIE, TS 3 TSI Aleleh, I135 dlegH Sfeie,
ffa@/eNy geer, gREOVARASET RO, &k AR IR-qeds @@l afga o@memEr 37972
gEdraat gl

gan3it 3R wHEEgehd faeie AR 30 Fafa &at A STAESAR & FAdTaH Al
I FAC @A & AT qEaperd A A Awal ov oerenr 396 9T S-HETye R See
ST & WY TSET 3N s uRrarfgeni/af3wst &1 o Gy §ag &
qEdHTT Qe

EdRIerd G Sl 8 IIed &Ham g, sgafeud adm § 3R ga@id &ar § 3R

39T 3YIRTRATT HI JATfeleh, BIATRIGTA IR 3T AT 837 & TAdT & AeAfai@d
AT el Yl ¢l JEhierd dal 58 YR g

1 @t vd WA Jar
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O |ifged @ist |ar

O Fpol2rel Jar

[ T &l TATcHS JHR (THSIITS/HTTTH) Har
[ 39k (3TAose Uleelsh TFAH hedlid)

[) 3TeTSh e Td R qar

[ AR 99 helel/=gaT Sgaiee qard
0 Resranfthes @ar

[ 3Tl Har

[ g&dTasT faavor dar

JEIRTTT YhIRAeT:

QETHOT o 6 Jedhiord YRl el §, S oo # 36U Ud fahd dur 39
e sRf & §Fdd & & v darfasl, sfteiEaaiosial, gfept ik
%ﬁﬂwﬁﬁ%%uagamﬁﬁlwwﬁwwsvw%y

» G T TRIEVT

« AT &1 TG 37eIC

« GECThT T TIAT FTHIAT

« GTIRI3T T 3HeThAVT Td AR-HETT|
- TENY Sedrr

- TAHTT Bliosad

YaHH HATS & SN W@ Ui

> QEADOT o 1 3o 2022 @ 31 AT 2023 & aRI 39 HaIg & oI oememr 174 fava,
AE/AE/guasT Feler gEa, Wolde RO, IS FROAMAT @rT M @, HF
YeRIRMT AT 07 AT TS 3R IRTET a3t & fivs 3R soeie s-garye Seey o
CICR

> ARaT Rfecar 3R gt & fov wEAdREr 3maer (@ @mEea ts ta) & o
IS eMeall Famer=t & 3uAer 3R qga & Rebis W e
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5 IEHA R GEahl & [T Hag & aR A U BEgE U & ARIH 4
3UANThAT SARTReal G 1A fhaT.

qEIRIeT A JEdhi AR B @1 3uoeuar iR Rufa # @EeT wa & fav
qEdhIerd o GEehl T Hifdeh Teieh Teamael o,

GEThITT o GEdhled HHTUAT AR Ja13il & dgol Feolled AR o & fov gedent AR
U3 I TliE & HaU A [EdDeT I TAE &l & [T GEIhIerd HATT BT eAdSeT
frar gl

fiic 3R 3ficTeliss =Micter TIPS I HeEIdl R qEdwrerd oAt 3R gt &
HeMersT OX e foham|

[EdRIeT FETUAT 3R [t A YR AR gefT & fAU geAT@en & AveIgA @
HEATAI/GETRTOAT & HIETOT 9T 1 feha.

B TEH o W, TATHIS 3R IsMmeE e F wr 3R R{uve F o
RAffe vedfaat ik vergay & arhfesr o i ggrar .

ASST A 13 2022 @ 31 AT 2023 % aRIeT deATfareh ATAFIRGT & Y T I3AH
3T / Soc ¥ THhT [T 9T Fdd & @l hI Edrder [Fator Jdr verT 6T .

TafT AT &7 W 78 JhRY 3R J@l & aR & 3fUsSe aer & fow it 3uaiersrarsit
B S-HoT & ATETH H ot 3R Aeq/vasizTg &1 dfchd 3ae YerT har |

THET T JEIRTT FATAT & HASAH 39T & AT "AE & JHET" HT JHOT 95 JeTd
foram ara.
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st F frafda FAaRat # Fa @ a1

FHgaR AFITER &
HHg- @18
HHg-G 115
HHg-I: 08

Ay

> Hcohdl SRl HCAE 2022 & aRM 31 el 2022 1 HSeER fHaRoT Td Tehell
feaq fr auy o TS|

> Afger swearor FfATT: edRT & T 3cdisa fr JeuE, FNY 3R HErer F fow
3aRe afafa 1 ger) i F AR FFRAt F Feaor & v ik mededr &
Afgell HAARAT @ Had e Aeal & FaAU= & fav qoft Afgen wA=iat & @
Fs Joh AT

i 3cdisa afAfa & TaeT: afAfa fr TWaar 539 IR & -

1. 31. ST YT, RS T daATfaieh TARRT - 3regeT
TS, 3T, e

2. 31, #Hiarelr g, v dare i - &
TS 3T, mierTeTe

3.31. 3RG ga &g, T daTfeish TSR - qo&a
TS, 3T, e

4.31. TH. Tholdldl, IRES dATTAS TARRT - qaeg
TS 3T, i

5. AT ITAAT Uel. SlehsT, 3feasdr - & g

iavél Std odldleld, ia(*él

AR
> 15 30ETEd 2022 1 TaaFdr fead@ 3T 26 FIadl 2023 T 0TdT ead AT -7
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> 14 f@desw ¥ 30 AdsR 2023 d& EEr g@arsT H 3.
> 07 fe@eR 2022 T SeT oaq@ AT I
> 01 STeTadr 2023 Sl YT T AfaeneT fgaw Frar aam

HAUSY THTIT

A & SR wHeT Tl danfas 3R AR-dfAE g #r 3¢ | v St
& fvdies & v ca9eh HErIaT YaTed &l gl Y H@ol YUl SH THET SaRT
gl 1 el dTell Ueh Hgcaqul Al §1 T§ THET IURI0T/3TERT, 3T, IR-
3usiicy AR fafay aegat afRa el off Hew & d-faen/3eg weRi &1 @lig, yror,
EE R T &l & AR e Repls 71 WREE AT § dAUT 3efold aeg3it
T S 3UhET A AET § A Well a¥qu AT HSR A IS #AEAT e @ W H
TAT-AT R fAraror/fades &1 off e t@ar g1 @l sfafafen gag-a7g «
oY AT fad FEAT (GhUh3R) 3R JUIGAT YeUe YOmell  (FYTATH)
ITARIASAI & Jraulel F I H WA T e R § R gfshar & agd
el #T STl &1 $S Soo@elld 3Uciodl $8 YR g

o GeMUIEH & ATEIH § H Iueletr ae3il AR Jar3it &1 wlic|

o 3MRYCHCT HeH A [Ahffd sl 3R 38 RAURST &I 3UTsY el & v 3=
UEHA/ETHAT 1 220 @ 3 WHEGCh YA 1 GAUT| THb  37elra,
HEHIRTE & (e & fow 70 tihamg & 3t aafar & @l & fov
fafder g $r S|

o WellR AR fhereey, TaReg AR Taeodl, Sl FUA ThRI TGl AR 3T,
Y d 3R TadvEr H @i,

140



FAT Ah T AR (TRITS3M)

AR BIATHITAT IMART & FIr 1 AR (AIRE3TS) 3fRfF#, 2005 @ H@&fed A
& fov afaf@d 3fteRat & &dT de goer e (@dhssn) & & 7 afFd

R =T §:
1. 37, 1. FHelsHedd, IR T dalferen TASRY, 3TgUrT,
TehellehT ATHAT & forw dd3msa|
AT ASaT: karaiselvan.ipc@gov.in
TEFHEA AaT: 148
2.31. &.3%. g, [rd@ed vd Fae AR, e,
Yh1leT ATHS & fow drdsmsan|
A 3msa: kksingh.ipc@gov.in
TFHCLAT e 309
3.4 Tt TAR, faw va orr ey, smsde,
gemdfae A & forw A
A 3MS3: chandank.ipc@gov.in
TFHCLA e
JUA TN iRy
ST, Troia g Tgal
Hida-ag-dalieien fecgern
HRAT HIATRITIT 3T

AeFe-23, TSl AR, MTSTATEE - 201002

A 37S3r:Rajeevr.ipc@gov.in

BT a3 +91-120-2783400, 2783401
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Raféar et

A 2022-AT 2023 FH A & v NUE 59 yoR

o WAL F NcIddT fAaRor U dgaEe W Ffafaa e w v v &
https://ipc.gov.in/images/Manual_16.pdf
REBMS H AR T Farel T HEAROT fHT.

o YT dease W YATRAS RAiE 3rase fir 718,
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JSTHTYT_SITTR™eh dl

TSTHIST SHE H 3T AT & FHAMRAT A PAATIN EF wE Ft R sor
H AT Wl & fov AT vag afRifera Fr g1 I8 she aTu & HAaiRar o er
q@arsr ARG & R [affed aifafafRat & @ gier 3R 91 o & o o &7 &
UeT T &

AR ST Ffear 3T o AT fIHTT, 5 FATe™, ARG IWHR @ o fernfadert &
3TAR RSy T TS & FI A AIAT S & Tl b & H 14 Adew 2023 @ 29 AR,
2023 de fgar g@arsr HA«rar|

50 HIHH FH AT F (e 3RFRAt a e @ 50 Raw # 79 & v #5
BIC-98 HHA IRGd o S &1 3 ITcAs IfAfafeay 50 e & fgear §ei.
ST & AT T FANT HERid A s & Al e a9r & v FeAe o =
F A & T H 3T FRFH H 9T O & v Weafed Far = 3R a8 I fomar =
R &7 Sfiat 3 T W S S, g RN W iR TR A Fecd 4 ART M 3w
FATT AT A1feT| Bedr g@arsr & e RAffies ger & gfaafae i 3mafea & o8
S R AT e gfaaforan, Redr ey afaafaan, Redr dreex gfaaifaar anfe

aifafafat $r srafear & & doee g

184t gerarsT, 18-29 fAda, 2023- faffiesT GIFAaar vd geeer f@eavor
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A. ITSIHRTE, ISTAN-3REE 3R usfae Bafege Ffewey oo & fohfaaor ¥
gIARTSTET:-

(S

% 11,96,30,405.00/- (3TURE IS AT oM@ SAE g9l IR & 919 399 A) 18%
Shoger afedl

B. HEUE Ao arel Fehrerair 1 ekt 3R faewor & giaa
NErE]

% 10,43,90,457/- T &H FAS JdTond o U9 goR IR & Tdad shad shwder
@ 5% afedl.

IEUINTH, FSTAN-3IRTH 3R Isfaae Baregeet Hieset dade 3R sl e

YT Hr fSh/faaRor &  22,40,20,862/- (FaeT S5 FUS ATl oG IF §R 376 &t
IS T9Y) HT Fel ToTEd Jrod g3 &l
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o 3R o @r gameT & 3uged Seic AN FEHS ITdfid wih AU & FATE HrHb
& gAS frar| v FAver & el @ o spraer & fow @it fear
ay 2022-23 % fow er@EAfE@T or@r AaRer 39 UHR g

AT o@r et $r ROrE
qar #,
Aad aRAT Ave wiear smaer (rEd) Raurs

F33rae AT Qo f JEader )W RO

1T

) EFeT R AVST TfRAT ImAeT ("ITEH") F el N faret i orar gdew fr &, S
31 &, 2023 HT di e, 3T AR 7T @A R 3§F de FACT a¥ & fav gifed 3R serdr,
AR o el & siew, fSHd Agcaqul @i Aifddl iR 3T caredrcAs SR (0
a1g 30 "gAfRd i Ao & &0 & Teffa forar o §) &1 arier anfae g

i) FARY T A 3N AN HalaH SRl & IFER AR g QT a0 TUsEaior & AR, ST
s3relsr o faavor e sifRfaes ('wfRfaws) & ggd fea F & 3maas Sy
yared @d § 3R 31 A, 2023 A IEWT & AAGT fr BAfd F v 7 SEdege e ardd
3hr3ied 3w Sf3ar (SHUams) cart AuUiRa wRAd @ Al R R F A AR W
a3 o gy & 3w frsat efewor 3R T FER & £

1. A &1 ITUR:

i) BHA IMSHTIHS (THV) gaRT e ofEr wat Aol & 36JdR Ts3ell fadar faeron #r orar
qlem &Y &1 37 AR & dgd AN SFAcRAT # g RAE & Tesrela fadw fAaron &
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3ifEe & T o e A SeEAgRat § 3mr aftla fFar = &1 &7 edege 3ie acs
IFTSEeH i 3T (MSHUIE) @ Sy AR Hiedr & AR U ¥ T@ad § ' f
Tadaar 39eTT, St fAfETAT 3R sO% dgd 9 T RAIAET F YauET & dgd T3l O
ot & gaAR 3if3e & fow gafe §, 3R &8s 37 3193t 3R 3EAvas & AR afgdr &
3TN 39T 377 sAfceh [SFAeRal &l qu fohar &1 gART AT § & g/ S 3ifse @ ured
T §, 7 T3l Oy Aaol W AR o@r T ATURT & v 3MYR Yl el & fov
wfed 3R 3ugFa g

A& @1 et dreE:

AEY oiEr FieT @l 98 &, S AR I AU A, adAe 3ate & Tsaele oy faewet &
AN olEl TET H I Agcaqul A 31 AHe H FAT & ¥ TS37ellel i faawon & ganr
@ gfier & Tt # 3R 3T W gAY T 9 & Te¥ H N fFar = o, 3R g9 s
HAHAT T Teh 379 [T Jald oAl 3 81 A aF o § for aftTa aAmeel giq@ @ader A
g oar T i 3eo@ Far = gl

1. e faavuil i S &teh, §AR 3deiehe #a T v §:

1.1 Afay eeri/mcal @ grcg 3H & 3 AV A § S o THET T IHAT g1 gt odr
qﬁﬁ@rmmqﬂwﬁmﬁmg&%l

1.2 & fov Feafaf@a 3330 serr § 3R 3% gamfea s it 3maaesan &

. féat & s fr (w3 #) SECEY

Frqfwatat @ s

TUAUS dTshaR fafdes (fafeger vsamm) 967454

TUATS STghhaX faffies (3qehon) (619751
RIEEZ IR ) 96350

1.3 ISR el T fhr & ATeTH @ Ageaqul AT H Toied YaT T g1 grellish, T G
30T ast & fhr & AT a¥ & 3d F TR A @' § 3 g F oo@r gEdR 7 gof w6l
foram STar g1

146



1.4"Usaid ode REd deX” o & @A & fav @gad @a@g die & AR AT # S

4. T AT f9aor 3R 38 9T @ qets & ROIE & dar 3T SRR

) ISR & SIS 3F ITGaY T ATHR IR el & T FFAER §1 39 IRy &
g Tat 3R Agewer, 15 fr R, caq@Rs smeRca RAE & affa awery anfde
g T3aeT A faaRol W gAY IF 7 3T ShRT MAe 767 § 3R &7 39 ) fhar
off YPR FT 3MREET AshY »Fd TG A §.

i) T337elleT A Jao & gAYy o@r gdiel & g9 #, AN [FFAel 3T AHhRY & YT §
IR 0T WA TAYT, 39 910 W AR T & 6 F1 307 Iaerl T3 fad fJavon ar
AR 33T & ERIT AT 39T UIed §AR AT & a1y Hifas & F 3@erd g1 0T gdid giar g
fo 58 #ifder &9 @ el o1 F Y& T a7 1 IS, AR @RI fhU 0 SR & HUR W,
gH Ig Ty fehrerd § 6 30 300 Sl # g Agcaqul Ieldadsi] g‘é’s‘,a’rgﬁm
a2y &1 RUIE Tl HaeTs &1 50 F6U # gAR i RO et & fow 3o o 787 B

5. ¥ Al ot & v yausr i SFAE:

) TS FT AeAF FHsT 5 TEAT AT RO I ARy & Foy #§ &g s &
9T AT A & T TFACR & S #Rd & 3MH d W T&hihd d@iehel Al AR 307
i fheuidl & gar Ry Rufa, e w18 fosaes, $o @#ar 3 3 s &
WIS 3R $gareler 1 FEr 3R fsuer e27 & 81 58 SRy & gufd & geam 3R urarers
3R e HAGATAHT & Aehel HR 3ol Tam 9 & fov IfAfeasd & graumEEt & 3ar
Tied r@iee Rebls &l @@, 39gead a@ised sNfadl & == R 3regoen; @@ oty 3k
Hrdadel R @@ o anffer & S oiehel Repl$ T Féeham 3R quiam FiAfad a3l &
foT gomdy dor @ w1\ A W A, S TWsHee fadg faaRon @ Gl iR gegfa & fov
TR A, v w3 fAvuer gfewior 3R sifde Tedeaeh @ Aed § 9 98 e ar
Ife & FRoT A

i) T3l e faaRer IR %t &, 99U H9ir dr are &Far & & 7 I @ F A
HT Heheled 1, dle T & Ffta A F1 Gl el 3R d@iehet & @re] fiar & 3muR
FT 3T I & foT fGFAER §, 519 d& F yaeus Rar aF @cd FTa $T7 ST o @dr g a1
AT ¢ H Soll AR, IT 38 9T TAT el o Tl g I Ashed 6T gl

iii) T Fzer IMSUR i TAdi-Raféar gfthar fr @ 3R ARET & v SFaer £
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6. T¢S3Tellel faeiig TRl 1 oI@radiet & fov J@moiets & fSFAeT:

) ART 3662 38 a H 39 3Mards ured e § fof 1 AT 9§ s g
faavor fifae TTodeanEh @ Had g, 9 98 wrEusr A IR & FHROT gL AR v Sifser @
RAE S e § 99 g I enfAe g1 3fRd 3mardd v 359 TR @ RO
dafrd ag TR A& § F vaved F AR FOfad o@r 9dam g Alg @ W U
HEcaYUT ITelcIadTell T Tl S@NUaN| A=l TS AT A& & 3ceet gl Hehell ¢ 3R 37¢
HEcaqUT HIAT ST § IS, STFdaTd §9 & AT AT 9 W, 38 56 T3l i faawor &
MR W AT 910 3uAereRaist & e Avrl & genfaa et $r 3 & a1 g g

ii) THU & AR oGl TET & HIET & &9 A, §H G 0T A § 3R g orn odie & SR
Ia] Teg Fo0 WA ol &7 I8 8 :d & o

a) 33l fadr faot & #ifas o AaRor & A@AT F ugaey 3R 39T 3Theed &,
d1e 96 UIETUE) AT R & HROT g, 3 @A & gfd Seer JHifse gkt @ fSersa
R Tsafea Y, 3R 3iifse e urcd & S &R T & AT 3MYUR 9eid #e & fov
gaea 3R 3R @ iﬂ'@Tﬂ‘é’f%Clﬁ'qu‘éﬁ?FﬁHscdq‘y‘l ATqTAT T Il o Tl
I H A, IR F IRuTEeET gg Rl @l i gelen A AU gar g, Fie
HIERE H (AT, STordTsll, Selege] Iqeh, Ield ST AT AR HITT HT Seoreed
AfAS & Hehell &

b) or@T udleT Ufha3t A BoTs aar & fav @ qdeT ¥ @«9fd daRe i Aot &

A wed H S IRTEAfaat # 3ugea gl fadier faaoi & dest & 3iaRes fad &g &

gey A waure AR 08 Ao f aRares geasfierdn, 39d geaune 3redE W ae) F6 ad

gl

C) 3YANT HT IS AWiehel ANfTAT HT IUFFAIA IR JatieT @RI fhT IT oI@iehed A= AR

AT Gelrdl 1 FhAITAT HI Hediched .

i) 8 3T A I Uk I T Ue W & T W 8T 1 3IRT § F gHA Tadadr &

Haer 7 A e aeashanst #r eqares R g, 3R 39 @l dewl 3R 3w Al &

Y ol Al & v S 3d ®9 & gAN TAIdT W A STel Fohdl o, 3R @1 o] &,

HeTd FI&T 3Ur X Fhd gl

iV) AMHAT & THRY AT & Y FANT ATHAT H, §H 31 AT d [TURUT aRd § oIl dctHTeT
3afer & TE3relleT fadihg faaRor & of@r weT # 98 Agca Ul & 3R AT 9q@ oidr
T0ET ATHS 81 §A 3T 3HifSeT T RUIE 7 57 AHGH &1 aUled d § ST deh [ Hlefel
1 fafadeT A & IR F Aidolioleh JRCIIOT & Aehcl 61 & AT o9, Hchd ot
oRFufaar #, g7 a8 FuiRa &=a § & 5y JFe &1 g7l RO & Tuia 7@
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Vi)

vii)

ST =R, &difeh CHT e & Hidehol GRUMA H TE & HHINUT & Sielfed ool &
31F gl HT 35 g

oIGishel I A7) fidT & 3MUR & Yaered & YA I IuPeFaael W Asehy fAeprel AR wred
Hifse |rET & FUR W, FA7 w3 I Fufadt @ w6t w15 difds AARaadr Alsg
g, S ISR B arel BT & &9 A T @ A &THAT W Ageaqul Hag Yo F el
21 I g Ig vy s § 5 A5 Agcaqut AfafRadar Alsg &, ar & 3w 3iffsex
$ RAE & ws3reller fadi fqawoi & deftid gorat X e i S gen 2, I
U e Juied g, A Il T @ HAMAT e grem| gAR fAshy gAR Jifser #r
Rac $r k@ d& 9o @r 9AeTT e W OIIRA &1

ThErRIUT Higd TSl fadig faavont &1 @oer yedfa, Eeuar 3R aHa &1 Hedihe
Y, IR Fr e T fGmor afAfka daca 3R geamit &1 5@ Re @
sfaffRca wa § fored frsuer geqfa ared g &

MArar s3rena A [awon & sraa s it FaEgar &, S Ifedea &9 O a1
AT FT B, g AT 3cTUood Al g & T3l o [Jawon & e 3Ra IR
39ANTRdT o e vty ganfaa g dea €1 &7 (i) 39a o TeT FF & GrRR H
AT FTa 3R 39T ST & qRUMAT & Aedidhd i H ARAS Afdsar 3R
AUMcHS HRePI W IR X &; 3R (i) Hs3relier fadhg faawon & foedr off wgarer arw
I IR0 F GG T HediheT H &

viii) §H 3 ATH & e, i & Ffaa arr 3R w@#g qur Agcaqel e wleT fasest &
ey A, 3idaRe fAg=or 7 R off Agcaqot war wfgd, @ g7 39a 3ifSe & et wgaed
g, AT & TH olall & HY Halg A gl

I Felel 3R Afards 3rqemst 9 Rure:

1. 39l of@r T{Ie & TR 9 gH RUlE ad & o
) g I T STpRr 3R TISEaor AR 3R ured fhr § ST gART Hafad SeeRT 3R

faear & AR AR oEr W & FEeE & T 3Eegs I

FARY T H, IMSAR @RI FelA & ded 3fEd 39 T #i qEds @ as g, Sel
eh 3oT GEcehl T AN ST & el deldT &

59 RO # aiffia 37 came 3 afgd Ts3rde oy e gefea @ &
qEchl & 3HTET g

BANT T &, 3WFd ES3ellel facdg faaxor eHwsng earr Widse ted 1 3Hejdrelet
W gl
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) 31 A, 2023 d TsAurell & greg fof@d 3r9umdes & 3muR ), S e #sa o
Repis a1 foram €, 31 &4, 2023 o F1$ o Hery, Hexg & & & fAged g & fov
AT AL &1 gH NUE Fd § o 3od 9T M & AAS # o] 78 B

vi) IO & w3 fadiy faeRoi & dedt A iaRe fad o i gaieaar ik
U feAui @ aRaEres geaeiiear & d9w 7, gH RO &d § & aar alem Rad @
TF W3 SN F FAS F o A B

vii) JrETRIeTEd fT RUC & aifde fFY S arer 379 AF & TaYT A

gANT T A 3R gAY Halaw Sl & 3RER AR & QT av Tqslaor & 38R, a¥ &
eRTe MU gaRT 379 G A HIS RAAS FGT GAT I W@ B

Fd FIT_ AHey U5 HYA

YIS HHI3EC

THIRTA: 0162530

3TRTLT HTT
T 75 fear (ATER)
IFGICE HeEIaT T&AT 088281
gSISRT:
AR Avsr gigar 3mAer
Ay 3R 9RER Feamor AT
HFeT - 23, TS AR AMAAEG- 201002
31 AT 2023 #r Fufy & qaR qaa o
@R T H )

Fra/gst faftr s daaiar g 31.03.2023 31.03.2022

D N
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HITH/IST A1 1 1,32,98,59,045.48 1,22,50,56,965.48
qAHTT SAGTRET 3R raene 2 30,82,13,509.52 16,13,70,027.45
el 1,63,80,72,555.00 1,38,64,26,992.93
@R EA)
wufean e 31.03.2023 31.03.2022
3T AT 3
ol sclich 1,13,68,60,129.85 1,11,03,96,329.85
geTU: Hedeard 40,28,32,214.85 36,92,97,694.85
Retaer scileh 73,40,27,915.00 74,10,98,635.00
warfe 9X geferd & 3 44,29,54,750.00 -
faaer W o s 28,31,938.00 3,25,553.00
FAATT "t %oT 3R] 3 4 45,82,57,952.00 64,50,02,804.93
el 1,63,80,72,555.00 1,38,64,26,992.93
14
HEcAqUT SWiehe sl 3N @il W feeaforar

FAR) Feoreel WA feaifha RAE & Iqan

Fd FIT AT T3 H0
UE! AWHR
FRN: 016253N

T TRTIA HIAT
e

(Wewgar |. 088281)
UDIN:

TYT: MTSATEE
feTis: 22/08/2023

AR Aver wigar 3mAr

Fd AT Awer wigar AT

31, et g Tgaeh
(T wg dofas @eus )

e $AN
(faea va aar i)  (Temafas rfasr)(wem)

e 3R IRaR Feanr JAeT
FFeT-23, T IR MSATEG-201002

31 AT 2023 H AT a9 & v 37 k=g

AT sqyor

TR EH)

ST

31.03.2023

31.03.2022
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foshr & wiftaan 5 21,26,67,231.00 9,90,28,451.77
IejeTel/afersT- s 6 1,44,51,755.00 7,18,22,486.26
kAL IS EIENIE I KIS 6 9,49,67,019.00 12,49,25,117.62
o a s 7 77,50,512.00 44,85,710.00
3T I 8 3,21,469.00 14,44,055.70
HeIEdd (Flegl & IHTR) 3,35,34,520.00 3,43,80,522.00
F (F) 36,36,92,506.00 33,60,86,343.35
gy
YT eI 9 13,51,07,178.00 10,73,55,072.10
FRATHAh I 10 6,40,58,094.00 3,65,26,439.22
JAITRITET HaTT-yaell 3R 37eRaTor 11 3,60,25,695.00 3,28,89,242.41
dEvads sok g 12 - 9,950.00
drddiamg =g 13 9,49,67,019.00 12,49,25,117.62
HEIEAH (Flocl & 38R ) 3,35,34,520.00 3,43,80,522.00
F () 36,36,92,506.00 33,60,86,343.35
Wl & §T H fw/(amen) (F-9) . .
Sirg/(gem): 4 3afe <o . .
et § g qd afer sy ] .
Agcaqul oiEire Afaar 3 e w feeaforar 14
AN Heree W Reifra R & e
Fd FIT AFeT T3 F0 Fd AR Swer wigar 3marer
U AGTHR
FRN: 016253N
31, Tehe RiE tgae
(afa ug dofas @Aeeaw )
Hiv 3T FRIAT
qTEAR
(M. No. 088281)
UDIN: e FAR ofy sor
T MSATEG (Rea sl @ @ )  (Administrative Officer)(l/c)

& 22/08/2023

AT SwsT WRaT 3manr
Ay 3K aRErR Femor FEET
JFeT - 23, TS AR MfSAEE- 201002

31AR 2023 7T RUTY & oy JeraraT A
TR

a'e

gt TSR (THRY)

(@fr ® #)

I 1 -Fed/FRed b3

31.03.2023 F! FATCH TAAA I &
T

31.03.2022 FI AT Ao a¥ &
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TSP
ay & YR H fOAY

S a¥ & R e ool F e aRays-
TS
He:3ael TUdT T @G & folv sTdaATe fhe arw
Eipe:

HTU: =T a¥ & NI Hedeard

Shs: 3Rt 3R e Fufeat & dd wged e
3tegeTet

Tee: Rod T aa & 3ideid Ty 3k 9Rar
FAUT HIATT HI RS

1,21,83,13,826.48

2,64,63,800.00

1,87,09,238.00

12,71,56,787.00

1,21,83,13,826.48

77,54,562.00

3,23,65,129.00

12,71,56,787.00

1,26,23,16,049.01

1,26,23,16,049.01

1,71,33,262.00

3,35,93,702.00

2,75,41,782.53

N (F) 1,32,08,60,046.48 1,21,83,13,826.48
LiCiiEIER

Golt @ufa fAfer 67,33,139.00 55,01,166.00

Sg: a¥ & g e Tumar & forar a/ar faear-

RICIEIEIES - 20,18,793.00

TG A6 a9 & AT degeemrd 11,69,391.00 55,63,748.00 | 7,86,820.00 67,33,139.00
Sicicici i ik rak o) 34,35,251.00 10,000.00
Jefere grat # - -

T (T) 89,98,999.00 67,43,139.00
a¥ & 3a & IVAY (F)+(@) 1,32,98,59,045.48 1,22,50,56,965.48

I 2 =], maiar 3R yEue

31.03.2023 ! FATCA ITef a¥ F

o

31.03.2022 FI AT Woa a¥ F T

TAAT SeASIRAT
1. Beqe 3ury

S 2 9

24,000.00

39,67,664.00

39,91,664.00

24,000.00

13,75,524.50

13,99,524.50
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4T =g

2. 9o 3TA
gfasd seRdr a8 afr

3. 3w dTe] Seferar
it

U TTC B3
LAy 3R IRaR Fedmor HATeT & 3alka afer
§oT Tl

H1E. 8 9red HARSFT JHefar (@est 3. 6)
-Hrsfoaes #t &I

T B

27 TN 3Rrer

LAy 3 gRAR FHedmor HATT A & wreadr
defidiams:

L2y 3T 9RaR FedvT AAET A ST
ey 3R URER ST #AT A & wiicaar

57,97,207.00

23,71,180.00

21,35,01,387.00

5,13,66,578.00

(379.00)

55,85,122.00

2,56,00,750.52

57,97,207.00

23,71,180.00

27,04,52,708.00

2,56,00,750.52

80,32,177.00

8,78,310.00

22,96,923.52

12,32,45,681.91

1,46,141.00

2,718.00

12.00

2,53,68,539.52

80,32,177.00

8,78,310.00

12,56,91,476.43

2,53,68,539.52

T

30,82,13,509.52

16,13,70,027.45
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31 AT 2023 B GO U & URT $ dR W g

IR = H)
SR 4-aTe R, wof ok i 31.03.2023 P! [T A1 ay & A€ | 31.03.2022 7 GHTE fUsa af & ferg
$. AT UR™UTai
SP & U SRR
d& 3H F8I4l- 310 5,69,18,037.00 11,05,41,876.77
& 3TH TSIGI- 13540 23,74,59,290.00 10,09,607.40
TSI dh 7,17,498.00
d% 31 TSIGI-UIdITISTS 853 1,75,36,768.00 31,26,31,593.00 1,95,02,711.83 13,10,54,196.00
Y H Wy
3TUt 25,423.00 10,942.00
diaidisms 2,901.00 28,324.00 39,716.00 50,658.00
T () 31,26,59,917.00 13,11,04,854.00
B. BT, 3FH 3R 3= uRTuar
1. BT
% 3H0H
- faym e
MU 3R FreStuastan 3,57,247.00 10,230.00
dididiams 94,775.00 -
- I8 fgtor S| 25,77,455.00 30,78,810.00
- Tt 3 - 30,29,477.00 - 30,89,040.00
2. THG 91 g P ¥U J I1 YT g aTet Ted
% o ot g SR iR o IfRT:

9T & vawl # TaUeud AR IR fifHes & i
UM & Taol H# TIUATd Arsth HaR [aiHes &l 3

1,89,67,454.00
8,76,19,751.00

35,93,41,096.00
8,83,27,756.00

&9 micrarere &1 3w 50,96,530.00 2,69,96,358.00

g & fore Sy - 69,600.00

T SiTEet 55,47,409.00 1,39,81,404.63

IR R T - 41,723.64

Rvilvecdestl 1,09,294.00 -

Id R IR DI Herdt 15,09,023.00 9,64,232.00

Wdidteng:

ReeRNEr| 22,93,686.00 4,83,488.69

-37d iR (9P % 1,33,74,800.00 1,33,74,800.00

FHaffa 10,00,000.00 -

T Sheget 4,71,769.00 -

I Aty 48,510.00 -

-YRA DR Y U 3IeH (Y gEt-6) - -
3 STH1Y

- & Uy S| wiayfd 59,135.00 59,135.00

51 gfayfd (CeiwlE) 21,850.00 21,850.00

S A (CeTDlE) - dididies 10,000.00 10,000.00

ST gy (faggd) 16,11,000.00 13,77,40,211.00 16,11,000.00 50,52,82,443.96
5. §AGRI | UG IRy 48,28,347.00 55,26,466.56
P9 (F) 14,55,98,035.00 51,38,97,950.52
A (P+3) 45,82,57,952.00 64,50,02,804.52
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31 AT 2023 1 HHTE TY & oY 3 3R TG & W F R W Srgqfrai

SS: Y & SR IUgNT fobar a1 el o o Sifey

12,32,45,682.00

T & oY ST T ST

o1ed oY & Yfd FHAH 3aM:
EISCAEARSIS )
AL TN B Y FHRANSId fohar a1 g

23,51,90,967.00
22,07,39,212.00

(@Y & SR 1ok oqg o feTT IUGRT foha T 3ga)

TR FIY TR STS-TEUaTd Had 3| w®
YCTE: A TN 3T R
URFISHT DY TITATA W o]
d% & -310
O Ay
-yt o fore e 3k Uik
YT W 3R YRR Hedru) HATerd Bl dicTs Ts fUsd

4,95,36,279.00
24,86,859.00
21,26,67,231.00
55,85,122.00

9§ & IR WHTaRe a1 9 # T o
YCTE: 31 YUl of WRie & el IuanT foar T fHaa
Less: Net Advance Paid during the Year

1. TIUAUA 3% HeR ol fafedn gq

5,25,81,108.00

42,14,68,894.00

1,44,51,755.00

4,95,36,279.00

27,02,75,491.00

77,54,562.00

@R FH

ST 5-faet | vt 31.03.2023 H FATH a9 =1 a¥f ¥ forg 31.03.2022 ! FHTW fusa af & forw
ot & ot

-3{T3Ut &ih| i feisht 10,22,87,683.00 2,98,23,420.00

-3{TSUISRTH i faich! 10,46,58,722.00 6,45,22,500.00

e ugi o1 fasht 3,27,500.00 2,03,500.00

TPy 1 faehl 1,87,000.00 9,94,550.00

-UIdTGT3ITS GEdehi i faich! - 20,74,60,905.00 - 9,55,43,970.00
GERIEARRIL 20,04,390.00 21,85,388.92
TRIET/ SR Y ST 32,01,936.00 12,99,092.85
Ead 21,26,67,231.00 9,90,28,451.77
ST 6- rafeudt 31.03.2023 B WIS Y AT o F

31.03.2022 ®! JUTW fUsa af & ferg

(T &mﬁaﬂaﬂgz IeM R A forg
¥ & forg o srfg 29,82,23,212.00 23,17,28,683.00

8,54,30,964.64

17,67,80,703.73
10,49,58,217.47

13,25,00,000.00

2,75,41,782.53

31,71,59,647.64

7,18,22,486.26

10,49,58,217.47

1,71,33,262.00

2. TIUAEA A8k 3R ffH-3uesrul & fag 6,90,28,270.00 -
3. Segd! o1 Fad mecrt IRy - (@v & fau ur 55,47,409.00 )
Total Advances paid during the year from current year Grant 12,71,56,787.00 -
ST (UTH)/HRd ARPR -
el srgat-2) 5,13,66,578.00 12,32,45,681.91
didtdtens .
dididiens & forg ure srge™ 9,84,17,528.00 9,44,24,926.00
SIS fiwd a¥ & fag SfI=y o e 2,53,68,539.52|  12,37,86,067.52 1,32,09,681.14 10,76,34,607.14
YeTe o
JoRd Y 9,49,67,019.00 12,49,25,117.62
GoiltTd &g - 20,18,793.00
Y & GRIM WA 3R URIR BT HATR Bl 1AM fbg 3,34,109.00
Herg: fididiens ot 7 faa g 34,25,251.00 9,87,26,379.00 (4,43,87,807.00) 8,25,56,103.62
Hddiaens it
SIS: I ST 5,41,062.00 2,90,036.00
YU WY 3R GRAR Hedru] HATed ol o Wil (TaY - 5,41,062.00 - 2,90,036.00
Tg?a(mm)/ ‘:r;?‘cr PR U3 P T 2,56,00,750.52 2,53,68,539.52
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31 |1 2023 B JHTE 99 & AT Mg 3R oG & U & IR W A

(Amount in Rs)

31.03.2023 B 31.03.2022 BT
St 7- ifsfa e T ¥ g ay | Jure fUed ad
& fog & fog
Trafy ST W sifofa st - 68,759.00
90 @A R 77,50,512.00 44,16,951.00
Fd 77,50,512.00 44,85,710.00
31.03.2023 B 31.03.2022 B
S 8- 3T T ¥ g a9y | JuEre fUed ad
& firg ¥ forg
3D Rbs TR TSl 64,177.00 98,120.00
faa=fh gy @y wfed fafay s 2,57,292.00 13,45,935.70
Fd 3,21,469.00 14,44,055.70
31.03.2023 Bl 31.03.2022 Bl
SRTET 9 - RITYT g T a9 Irg ay | JuTe fUse o
¥ forg ¥ forg
qa-d 6,06,16,430.00 5,36,77,679.00
PRI HHARIRT bl ARSI 7,27,44,788.00 5,30,59,161.10
FOACH UHR 2,02,960.00 -
/4 fIeT FHAR Y= 5,28,000.00 80,981.00
e 3R W S R Y 10,15,000.00 3,12,501.00
-URI&T UHR - 2,24,750.00
Fd 13,51,07,178.00 |  10,73,55,072.10
31.03.2023 B 31.03.2022 BT
S 10- URMNAS g T ¥ g 9y | Jure fUed ad
& fog & forg
foreft ok fagga THR 67,72,167.00 71,40,486.00
Frafer TEREE 8,08,571.00 17,58,021.77
¥ 3R IR TG TEIVA TR 6,85,257.00 3,39,629.95
qTe e 3R TeREE 3,70,606.00 4,23,657.00
I1H W, TTAHH 3R TR THR 33,29,745.00 10,78,601.00
U 3R R 21,10,190.00 38,65,362.00
T SR e T THR 17,30,326.00 5,29,721.00
TR, UfRreror, Hriwen iR ey o 4,51,830.00 18,160.00
UfRref0r Yeob - 1,00,000.00
fafew ok fagga mRF A 3 1,74,96,111.00 81,23,357.39
WSl UHR 11,47,421.00 6,94,292.41
e iR IR TR 6,67,770.00 13,87,913.00
fagT 3R TR 6,36,743.00 6,75,357.65
TR 3R SrRav-egd 46,31,781.00 15,88,625.56
AT Uten W 24,000.00 28,320.00
Yy :
“GRET UHR 53,55,106.00 69,08,204.54
fafay =g 3,05,492.00 9,41,851.00
Ayt 6,40,612.00 2,81,447.00
R -UF 3R A6 1,40,758.00 -
“HICH FAIRIT UHR 33,623.00 -
% YUR 19,419.00 17,279.95
“HICR U AT 2,41,024.00 -
-3Ts Ut UHTRH 0 1,59,60,000.00 -
AT e . 4,99,542.00 5,33,589.00
3afy gd oy - 92,563.00
Fd 6,40,58,094.00 3,65,26,439.22




31 W 2023 1 WAT 99 & fog 34 3R g & UNT & R W gl

RIRT =)
31.03.2023 &I 31.03.2022 &I
SR 11 - TRANTRITET JaTE- AT SR SR S U 94 g ay | guTe fUed ad
@ forg @ forg
TR SUHIST &1 WRIG 1,19,41,343.00 84,39,117.41
Sl & Wiig 80,19,653.00 2,04,09,886.00
TRI&0T THR 66,73,206.00 40,40,239.00
T UHR 93,91,493.00 -
Edl 3,60,25,695.00 3,28,89,242.41
31.03.2023 Bl 31.03.2022 Bl
T 12- HSwERan dow = T 9¥ T ay | gHTe e af
& fow P forw
A/t el des g - 9,950.00
Edl - 9,950.00
31.03.2023 B 31.03.2022 B
ST 13- fdfidtans wra U a¥ Arg ay | guTe fUed af
& frg & g
P AR BT STITHRIT 8,07,99,442.00 8,27,35,350.04
TIY/SIT H /D THR 8,62,353.00 9,35,600.00
Hung o g 6,66,035.00 9,60,381.00
e g 27,819.00 63,696.00
fame iR TER 22,641.00 26,186.00
fiife iR Rt 2,04,655.00 92,526.00
TAE g 38,381.00 1,89,662.00
DI IRCE] 7,06,383.00 51,648.00
UfRreror 3R BT o 1,76,852.00 4,268.00
TP T 3R U THR 36,815.00 15,250.00
fafde 3R IR TUR 82,800.00 35,400.00
TR 3R 3REIUT (&b ol 1 1) 5,68,773.00 8,681.00
GEoRetiing 2,631.00 (366.00)
JURYFT FRATR THR 90,447.00 35,147.00
T THR 42,28,544.00 94,42,103.08
T UHR 1,54,102.00 1,39,534.16
U4 Sfafy g - 2,98,57,783.34
TSR AR & &1 HIR¥S TUR 4,06,489.00 3,32,268.00
Zeae 3R ST Jer T UHR 10,01,697.00 -
faggd TuR 11,60,508.00 -
AT U Helhdl I8 8,64,838.00 -
fafay oog 1,450.00 -
g Tamer 3R I@RAd 27,036.00 -
IRATA F 31efi TR Fama 3,07,473.00 -
SR & SHefiF gRen Jang 25,28,855.00 -
Sl 9,49,67,019.00 12,49,25,117.62
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(A) FAgeaqUT @i Afaar

1. AWHA FT AUR

fadg faavor 3m\ AR W FE&hd d@ihe Uil & HJER AR U 7T §| AR et Figar smaer
(T 3T 91 A A & T F defiid) JWihel S TUT YU &l HUATAT § oAfehel daardl &y
3IRPF W SIS Adhe YR W AIAT & ST §.

2. 3r=e wufean 3R Aeaew
Q) IS U HT AEd F AT Hedg W Sood T ST &

b) e dfFa fAfr w 95% 1 WMar dF Feded Fard fRaT T &l qEARET H qEAHT W
HAoderd el afed fafr & 40% i ex & eeman o= g1 R_ffer aReufadt @ oy dqegsra f

X & & a1 g
I wafar yaa Aegerw #ir &
MY 3R Iuehgor - 4.75%
HIATET 3TARIOT - 19%
fafeger - 1.63%
ety 3R frrae - 9.5%
argeT - 9.50%
TTEFHeT - 7.07%

c) a¥ & SR e Ul # &1 78 gefsr & Hau H, Q a¥ & v Heggrw vere fomar mar g
3R 3rarer Hufat &1 fahl/fAueeT & J6U &, FIS Hederd YalT g1 fhdr a:m gl

d) FCIGE H el HIH B F a1 AT ¢ IR IREURT & 3uGRT Shae W) 3T 3R g
i 7 UF AU AG F §I H AT 9T B
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3. Jeard weradr
a) $Rd WHR & T Td IRAR FedI0T HAGF § YIcd FerIdT el H AW TIF F
YR 9 TRdT STl &1 dealaR, 3ejalel i fhdl o a3y & Faey td qRar Hedror
HATCRT T ICA/CT el & &9 H fe@mm am g

b) el T 7Y HT WA Tk Toied H AT fhar Srar § F2ifer 3mSR garr urea qafr 3
TATELY U4 qRAN SedIv] HATAT dl FAAIRT ¢ & 7S &l

c) 3rad gufadl @ @lg & v 3uder e v 3fPFF & H199 b3 F MY & ded G@mr =
g

4. FAaARr qiisfas g dner

a3l Qarfagfa AR 3T 3w oy S FLE, Haher Fhcraor AR dw e+ faE Arer-a-aret
YR R g fhar STer & 3R g6 Aarfagia & a¥ & Agar & Sl g

5. {er¥d Al

I 3R =TT w1 ROE-frae 99 & 3R W Far aar § o F 9 3foa e s § a1 w9 e
ST §l $HF Jermar, HEW qEaw 3R 3w fafdy & N & Areaw @ ured @ 3w wEee v
IRAR FHeATOT HATAT P gEAART HT & IS

6. IaYT

Ry gTatne &I a9 AT & ST § 9 Rl 35IH R WS gt & IRUTATIET IGA gifded gidm
g U% T99 ¢ & aRca & Pues & v garEt & afgdare & 3maeasar geft, Sas &g &
TaRaENT AT ST ST Fohell &1 TaUTAl HT TAT Hod & HF g1 fhdl Sar § 3R deig e
&1 al@ W gRica # v & AU 3rEegs ade AW & MUR W AuiRa fear s g
Tcdeh doid e fafy ox gotehr Feletr &1 Sl § 3R acdars Fafda 3egam ® gfdfdfad #e & fav
gaAATST fFar S §.

7. IeAF AeIRAT 3R wfens wufaar

IR TEAS ef¥ica & ToIT Yol od fhdm STar § Sfd IS @i alfdicd g1, dfther Heraa: =gt @1, o
T Farest & Sfgudrg i TaTRAT & Tehd! &l ST Pls AHIAT &ifdcd AT TIAA &Ifdcd & olfohel
AT & SfRUATE HT SRR &Y ¥, 98T e AUl AT Gehel g1 [HAT ST 8.

(B) @Tdl WX feeaforar

1.

I R g¥ W H 3,3534,520.00 TUA Kl HedgrH AT IAT § TrEA RS & Hew A
11,69,391.00 ¥ enffAer §1  Hfh FEA 0T FEHN @Rl I e & WerAar 9red g, sfav Hedg™
I Iefelel HIE Bz A fodr Ser g 3R aREUfT & 39N Sied W3 AR gy mra A v fawla
AC & FT # ATar & S g
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ST 37aehrel FAhSInoT AR I=FEr & T yraener FiAa g1 S ¢

av & SR, 3SR & ST g, TAUGIS, IMSUAREw, Tha &1 fhr AR A av & v e fafay
el & AEIH & 21,26,67,231.00 & eIV |

RIS B3 F ATl SIS AHF drANellolhed (TAMSHN) A T 71T 60,00,000/- F9F & A &
HPT TANSH SaRT 42,28,544/- T9Y FHAMIS & &9 & U 71w g

qEhTerd Qe T Tlie fAfder gfshar & aregs @ w7gh &1 e &,

SETRAT Y IUCTeY STTehRT &I HAT deh Gg=ell I §.

arét i A i gite iR e & el B
$79e7 AT F AT TavaTa dsh HIR AfEes # & 18 3w I & w1 gerfa ) F 3iaeia @r
I ¥ 3R ST saet ST A " faar Sreer &t 38 eiera |@ufa A See|

TRy Y e 3T VAT Toh AT & T § SET dh 98 agen 29T

Fa F2I9 AT U5 0 Fd HRATT Aol Higar SRt
AU AWTHR
(3TT FIT)
qrE Hee FAN erfr sqyor
HeTgdT . 088281 (Rea v a@r feR) (vemafas i) (vam)
YSiIdoT H; 016253N

3T, Telta i Taeft

(FRT-vg-dafas Adas (Tmd)
T el
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HRA WS gl AT
WA 3R IRAR ST HATAT
Jex-23, W TR MRRTETE - 201002

31 91 2023 1 HHT 94 o e Uit 3R Yard=

R = H)
IR 31.03.2023 31.03.2022 YT 31.03.2023 31.03.2022
1. 3TUFAT e 1.99
A% 3Ry [ 11,15,51,484.17 | 9,86,15,513.00 | -G & 13,51,07,178.00 10,73,55,072.10
[ T 10,942.00 5,766.00 | -URINH® &g 6,40,58,094.00 |  4,39,42,236.47
9 JaTd- e TH & 3,60,25,695.00 |  3,28,89,242.41
2. YW e rSuEiish 9o T - 9,950.00
R RBR (TG 3R URAR Hedm @01 29,82,23,212.00 | 23,17,28,683.00
3. YITT TS - 2. Tl & g fg g Y=
99 W eifvid &I - 68,759.00 | -o @l 1 fa TTiforaraTe @1 3P - 43,73,851.00
§9d W R & 77,50,512.00 |  44,16,951.00
5. TR o ;;fg““'“'“mm@ T PR
R
-3118 Ut qdTeh! ot faicht 10,22,87,683.00 | 2,98,23,420.00| -Had 40,02,118.00 36,29,053.00
-IATSUISRTY &1 foht 10,46,58,722.00 | 6,45,22,500.00| -G&idb 14,99,697.00 36,20,792.00
fAfaer el ot fosh! 3,27,500.00|  2,03,500.00| -HWX 3R BR®GRA 11,54,272.00 34,16,242.00
Y Bt fadt 1,87,000.00 9,94,550.00 | -WrieR 3R oy 2,35,617.00 12,45,681.00
AB-1p! TRIETT ¥ 3T 20,04,390.00 | 21,85,388.92 | -TF ARIRT 3R IUTRU 1,95,72,096.00 52,21,494.00
“ITRI&T/STIRTE § 31T 32,01,936.00| 12,99,092.85 | -SRI TR UsitTd wrd 44,29,54,750.00 -
-39 3 3,21,469.00 |  14,44,055.70
5. 3= TG 4. TR 3R URAR HI0T HATAT B YA
-SFHERY 3R syfefaataft @t i 36,30,51,075.00  29,79,820.00| - IR UNGR FAWT HACT HI a¥ F & 24,86,859.00 | 13,25,00,000.00
Y & SR JHRIeH
fafay pfeed # fFaa afe 25,92,139.50 - | 5. af & SR o mn fRRw
-3 91 eaival § Fad gfs - 22,96,924.00 | -Fasi & Faad afs 25,06,385.00 -
faw & Raa ot 2,08,60,534.00
fqumT o o faa et - 563.00 [ 6.3/
18 fAgfor 3 & faa ot | 50135500 - | Secd S o g IRy - 3,59,631.00
ﬁaiufg [ 0 e Sim A 78,21,634.27 - SRl 1 3 e S H - 48,70,815.35
g4t & foe garfor 3l - 84,002.00 | -fafdy eRI & Faa FHt - 42,56,281.36
“gfayfa smref ¥ Fad 9fs - 5,56,910.00 | -GIdITI3NS I BN BT GALTIA 14,28,449.01
et 3R | Faa &Ht - 50,000.00 | -IRIYWOT THGCY H FHad HH 22,96,923.50 -
a7g i offYy & fad it - 4,80,120.00 | -faHmT oY & faet fs: 3,47,017.00 -
UM e N & Faa s 21,35,01,387.00 - | -eRgERgdeREl # Haw gfs f 1,49,250.00 2,43,762.00
gfayfd srref § Had 9fs 14,92,870.00 - 9t & fou 3mecIel U ¢ oM & IR U - 16,00,273.60
-Sfacd ¥ aygaara R 6,98,119.56 - | demREfeass @ as sm) 21,26,67,231.00 -
Jumsl ¥ fad ol - 91,800.00
6.3fo9 =Y
P SAfIRY 29,50,94,825.00 | 11,15,51,484.17
[UaS] T 25,423.00 10,942.00
1,22,01,83,430.50 | 46,26,17,052.47 | TOTAL 1,22,01,83,430.50 | 46,26,17,052.47
% Her e |9 TeA1TPd NUIC & 3R .
Fd HY KPR TS o
OIS AR
FRN: 016253N Fd URHRT Ve HigdT ST
31, Toig Rig vgash
(fera wg 3 fFew )
Y 3T HIAY
TR
(M. No. 088281)
UDIN:
RIT: MG g PAR IR ywor
i 22/08/2023 (faw iR ot RS Siftert qyR
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BTHIPITAISTeT URITH 3% gisdl (UIAiuises)
HRGT WY HigdT 3T

JFeR-23, AR MMEETE -201002

31 A 2023 &1 FHTG 94 & for¢ gt iR YId = @rdr

R = #)
YTl 31.03.2023 31.03.2022 YA 31.03.2023 31.03.2022
1. YT S 1.9
TG TUH - - P THARIGRT B SMTICARIT 8,07,99,442.00 | 8,27,35,350.04
d IRy 1,95,02,711.83 | 1,24,20,723.99 | - srpf@es quR 8,62,353.00 9,35,600.00
LW HEgH 39,716.00 14,966.00 | -Hiuws oo g 6,66,035.00 9,60,381.00
-3 = 27,819.00 63,696.00
2. U Se - ok TER 22,641.00 26,186.00
“RAWERY 9,84,17,528.00 | 9,44,24,926.00 | -HEUI 3R R 2,04,655.00 92,526.00
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