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FROM THE DIRECTOR’S DESK

Annual Report (2021-22)

The year 2021-22 started with challenges &
opportunities & CDTL-Mumbai strived to meet the
needs of the hour, reasserting the message of “Health
First” by testing essential medicines. The laboratory
is rewarding a strong signal of quality policy on
consistent basis.

CDTL-Mumbai has steadily built itself through
sustained pursuit of excellence. It is reflected in the

quality output & demonstrated through our focus on Research & Development & regulatory testing
of drugs, cosmetics & medical devices & consistently. Our inhouse scientific talent pool strengthens
our intellectual capital thereby contributing in the passion to deliver & this passion in turn shapes
our culture of excellence. In these critical& uncertain time CDTL-Mumbai has responded timely &
efficiently to tackle the challenges.

CDTL-Mumbai has an ISO — 17025:2017 Accreditation by NABL for Chemical &
Biological discipline and is committed to promote, coordinate & implement the system for testing
in accordance with the relevant National & International Standards & Guides. Quality is of utmost

importance & CDTL-Mumbai ensures that it achieves the quality & compliance motive.

In CDTL-Mumbai, we believe that employees are the most valuable assets & key players of
our success & sustained growth. Therefore we continue to conduct various employee benefit
activities, trainings, recreational & team building programmes to enhance employees skills &
motivate as also to foster the team spirit. Key focus is employee protection & keeping workplace
COVDI-19 free. CDTL also conducts in-house training programmes to develop technical /

functional capabilities in order to meet future talent requirements.

With Best Regards,

Dr. Raman Mohan Singh
Director

CDTL-Mumbai
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INTRODUCTION

Central Drugs Testing Laboratory (CDTL) - Mumbai is one of the regulatory laboratories of the
Ministry of Health & Family Welfare, Government of India working under the administrative
control of the Drugs Controller General (India), CDSCO, DGHS.

It is the laboratory’s quest to meet and excel the highest standards for maintaining the quality of
drugs in India.

Some features of our facility :-

. Modern Quality Control, Quality Assurance, Microbiological and R & D laboratories
supported with high-tech equipments.
. NABL Accredited (ISO/IEC-17025:2017) for Chemical and Biological Testing.

. Implemented the E-governance and online Reporting through SUGAM PORTAL.

. Conforms to International Environmental, Health and Safety regulations (ISO 9001:2015,
ISO 14001:2015 & ISO 45001:2018).

. The laboratory is divided into two major divisions — Chemical & Biological. The various

sections functional under these divisions are Wet Chemistry, Instrumentation, Analytical Research
and Development, Reference Standards, Sample Warden, Microbiology, Medical Devices,
Cosmetics and Quality Assurance.

\
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VISION

To be recognized globally for providing world class testing facilities for
Safeguarding human and animal health by establishing and reviewing quality

objective at various levels of the organization.

To safeguard and enhance public health by quality and excellence in testing of drugs,

cosmetics and medical devices.
To be a part of modern regulatory system in India to protect public health by

Ensuring provision of safe, effective and quality drugs and pharmaceuticals based on

scientific excellence accountable to both, the Government and the public.

MISSION

To provide quality and effective analytical services achieved through advanced
testing in the area of drugs and pharmaceuticals by dedicated and committed work
force by adhering core values of transparency, accountability, efficiency,

commitment, credibility and innovation.

To be a smart drugs testing laboratory equipped with latest sophisticated

equipments and having clean and green eco-friendly environment.
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QUALITY POLICY

Central Drugs Testing Laboratory—Mumbai is committed to :

s Perform quality testing as per ISO/IEC 17025:2017 and NABL guidelines to attain the
highest proficiency and unbiased testing of Drugs & Cosmetics & Medical Devices in
transparent, well documented and controlled environmental condition to attain proper

justified quality results.
< Ensure that all laboratory personnel familiarize themselves with quality documentation

while implementing policies and procedures in their work.

«¢+ Strive for continual improvement related to laboratory functions through personnel

involvement at all levels.

QUALITY OBJECTIVES

%+ To make all the laboratory staff aware to the requirements of ISO/IEC 17025:2017 by

conducting regular training and interactions.

« To implement effective quality system in the laboratory.

¢+ To ensure dependable and accurate testing facility.

%+ To operate in such an environment so that the test result obtained is very close to the true

result.

% To provide test results at the earliest and to the best satisfaction.

% To update technical knowledge / skill of scientific / technical staff by in-house and outside

training.

¢ Regular participation in Proficiency Testing and Inter laboratory Comparison Programs.

¢+ To provide proper & safe working environment to adopt Good Laboratory Practices.

%%%%%%%%%%%%%%%%%%%%%%%%%%
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STATUTORY & OTHER MAJOR FUNCTIONS

% Analysis of Drugs and Pharmaceuticals, Cosmetics and Medical Devices in terms of
schedule to the Drugs & Cosmetics act, 1940 & rules there under so as to specify the
standards of identity, purity & strength for the drugs imported, manufactured for sale,

stocked or exhibited for sale or distribution in India.

%+ The Director, CDTL - Mumbai acts as “Appellate Authority” as per Drugs & Cosmetics
Act, 1940 for the testing of Copper T and Tubal Rings (Intrauterine Contraceptive Device).

+«* Analysis of Import drugs & Cosmetics samples entering through the port offices.

¢+ Analysis of Registration samples for approval of site registration as per GMP.

% Analysis of New Drugs to get license for manufacturing the same.

¢+ To undertake Analytical Research on standardization and methodology of Drugs.

% Analysis of Drugs & Pharmaceutical formulations received as Survey Samples from Central
Drugs Standard Control Organization and its Zonal Offices.

¢+ Analysis of Drugs & Pharmaceutical formulations received as National Survey sample from
CDSCO or other offices under Ministry of Health & Family Welfare.

¢ Imparting training to Drugs Analysts deputed by the Government laboratories from time to

time.
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OVERVIEW

India enjoys an important position in the global pharmaceutical sector. The country has a
large pool of scientists with potential to steer the industry to greater heights by evolving in terms of
newer drugs, cosmetic & medical devices, regulating the quality of the same. The drug regulation
India is based on the centrally enacted Drugs &Cosmetics Act, 1940 & rules thereunder.

The pandemic included the growing need of medicines & the laboratory reinforced focus on
global compliance, people potential & moving towards our goal of new beginnings & sustained
analysis output of medicines. CDTL-Mumbai strives to give quality testing report & in turn shape a

better future for the society.

The laboratory’s strong fundamentals and its resilient policies have enabled us to record
another remarkable year of growth. We at CDTL, are better prepared today to achieve our quest of
doing quality work, effective execution of compliance to International Standards and also imparting

knowledge through our training cell.

CDTL-Mumbai is one of the National Laboratory in India engaged in the Research &
analysis of Drugs, Cosmetics & Medical Devices. The laboratory keeps a macro perspective&
sample testing output is grown significantly. The laboratory has continued to evolve over the
decades with the shifting trends of the pharmaceutical industry.

The laboratory’s presence in the regulatory sector is supported by advanced testing facilities.

Committed employees & guidance of senior officials act as key drivers in achieving our goals.

CDTL-Mumbai is emerging as an exciting growth story in the regulatory sector. Our
commitment in what we do today, will drive recognition tomorrow. As we grow our capacity,

capability and analytical research development expertise, the objective is to deliver results.
By giving emphasis on a high level of compliance & quality standards.

“Wherever the art of Medicine is loved, there is also a love of Humanity”

- Hippocrates

%%%%%%%%%%%%%%%%%%%%%%%%%%
8 Central Drugs Testing Laboratory — Mumbai Annual Report : 2021-22

%ﬁ%%%%%%%%%%%%%%OKD%%%%%%%%%%%%%%%%%%%%%%%%@é



SN N SV MR SV W SV WA YA SO WA SO VA WA S VA MRS S VA W S S

e A e L e Lt e e

ACTIVITIES PERFORMED IN 2021-22:

A) Sample Warden Section :

>

This section deals with the processes right from sample receipt, checking the physical
integrity of received material, checking for Method of Analysis/Standard/Impurities required
for testing and acknowledgement, issue of samples to respective divisions and report
generation.

Requirements for sample testing is also communicated to the sender and receipt of
Reference Standards and additional material is facilitated.

Monthly / Quarterly Key Performance Indicators, Monthly Drug Alerts, Monthly Sample
data reports and other pertinent is generated here. Control of samples after testing is done as
per storage conditions.

The testing fees of Registration, New Drugs, Miscellaneous Samples is calculated and
communicated to sender.

All the samples received in this section are given Registration number. All these samples are
kept in the required storage conditions and distributed to the different sections as per the
directions given by SSO-II.

All these samples are registered and routed through OASIS LIMS system.

Disposal of samples and reports with raw data as per approved CDTL SOP is carried out on
regular basis.

API tested are sent to Standard Section along with copy of report for use as Secondary
Working Standard in future.

=
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Highlights :

1. Analysis of COVID-19 related Medicines :
During this COVID-19 pandemic period the laboratory has received the samples of life
saving Antiviral drug Remdesivir Bulk, Favipiravir Bulk, Umifenovir Bulk, Amphotericin B
Bulk and formulations such as Remdesivir Injection, Remdesivir Sublingual tablets,
Remdesivir oral solution, Favipiravir tablets, Amphotericin lyophilized injection which were
analysed on urgent basis including the weekly off days by the team of analysts for the
welfare of COVID 19 patients.

o

Revenue Generation :

The revenue generated in the form of testing fee for Registration / New Drugs Samples
received for analysis is Rs. 25,38,435/-in the this year 2021-22. Charges for the tests of
these samples are collected as per Drugs & Cosmetics Act & rules and deposited in
Government of India account through “Bharat Kosh”.

3. Total samples received and analysed from April 2021 to March 2022.
Month / Year | Received | Reported * Pass Fail Under analysis at
NSQ end of the month
Apr —2021 111 176 172 4 153
May — 2021 165 129 122 7 186
Jun -2021 288 171 165 6 299
Jul -2021 269 230 223 7 337
Aug — 2021 224 255 250 5 297
Sep -2021 278 256 247 9 319
Oct — 2021 270 240 236 4 349
Nov — 2021 262 271 264 7 340
Dec — 2021 268 274 263 11 331
Jan — 2022 151 216 213 3 253
Feb — 2022 256 195 191 4 305
Mar - 2022 416 285 272 13 436
Total 2,958 2,698 2,618 80 -
*Note : Samples reported includes the samples received in previous months/years

4. Category wise status of samples tested during the period April 2021 to March 2022:

Sample Type Re;i';’f?zgg?_gg)the Pass Fail Total Reported
Import 586 527 22 549
Registration 650 609 11 620
Zonal Survey Samples 642 531 2 533
New Drugs 112 108 4 112
Miscellaneous 54 40 1 41
Legal Samples 815 715 40 755
Inter Labo_ratory 93 86 i 86
Comparison
Proficiency 2 1 - 1
Medical Device 4 1 - 1
Total 2,958 2,618 80 2,698
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Sample Output with No. of Tests Performed for the year 2021-22 :

Chemical Division

Backlog | Samples | Total | Reported No. of HPLC
Months Sample | Received | Samples | Samples Tests Tests
Performed
April-2021 46 87 133 96 650 176
May-2021 38 99 133 68 751 136
June-2021 65 126 182 107 1,068 272
July-2021 68 144 212 124 1,088 339
Aug-2021 121 187 308 186 1,427 410
Sept-2021 122 185 307 179 1,287 390
Oct-2021 128 157 287 171 1,119 285
Nov-2021 121 184 305 199 1,162 306
Dec-2021 106 174 280 168 1,093 486
Jan-2022 112 155 267 155 962 276
Feb-2022 112 167 279 152 1,129 326
March-2022 124 266 390 213 1,509 366
Total 1,163 1,931 3,083 1,818 13,245 3,768
Biological Division
Backlog | Samples | Total | Reported No. of HPLC
Months Sample | Received | Samples | Samples Tests Tests
Performed
April-2021 59 76 135 87 505 143
May-2021 48 72 120 77 662 125
June-2021 43 96 136 76 839 160
July-2021 43 136 179 93 799 180
Aug-2021 53 67 120 81 609 133
Sept-2021 39 71 115 87 647 140
Oct-2021 28 65 99 64 416 98
Nov-2021 35 83 118 71 446 92
Dec-2021 47 83 130 86 513 115
Jan-2022 44 49 93 68 368 76
Feb-2022 25 68 93 57 314 61
March-2022 38 97 135 66 573 92
Total 502 963 1,473 913 6,691 1,415
Total
Chemical +
. . 1,665 2,894 4,556 2,731 19,936 5,183
Biological
Division
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B) Reference Standard Section :

» The main function of this section is to distribute and maintain the reference material required
for testing of drug samples. The reference material is received in the section from sample
warden section which is labeled as per the SOP and maintained between 2-8°C. The material
is distributed to analysts as per their requirement which is returned back to the section after
analysis. The information regarding purity/potency, LOD/Water is maintained in the
computer for easy reference. This information is regularly updated in Sample Warden,
Chemical and Biological divisions for easy reference.

> The validity of Primary Reference substances is also checked at regular intervals from the
respective website.

» The section also maintains the API, which are reported as of standard quality, as 'in-house
working standard' for future use after validation. These materials are retested as per the
schedule, to determine moisture and assay and decision is taken accordingly about its future
use.

» To minimize the use of Certified Reference Standards, correspondence with API
manufacturers is also done by this section to obtain candidate APl material for which
Primary Reference Standards are available in the laboratory. These APIs are tested against
the Primary Reference Standard and are used as Secondary Standards.

» The regular work like receipt of standard, labeling, issuing them for analysis is carried out.

Month wise schedule for retesting / testing of reference material is also followed to overcome
the need of reference material required for day to day analysis of the samples.

> Total number of reference material received during the period is : 1603 Nos.

|
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» Following IPRS were procured from Indian Pharmacopoeia Commission received in
2021-22 : (30 Nos.)

Sr. IPRS Sr. IPRS
No. No.
1 | Albendazole 16 | Indapamide
2 | Atomoxetine Hydrochloride 17 | Linezolide
3 | Cefpodoxime Proxetil 18 | Metformin Hydrochloride
4 | Cetrizine Hydrochloride 19 | Miconazole Nitrate
5 | Clomipramine Hydrochloride 20 | Naproxen
6 | Cyanocobalamine 21 | Prednisone
7 | Diclofenac Sodium 22 | Proguanil Hydrochloride
8 | Dicyandiamide 23 | Propranolol Hydrochloride
9 | Diphenhydramine Hydrochloride 24 | Remdesivir
10 | Domperidone 25 | Sertraline Hydrochloride
11 | Etophylline 26 | Sertraline Impurity E
12 | Fexofenadine Hydrochloride 27 | Simvastatin
13 | Flavoxate Hydrochloride 28 | Tenofovir Disoproxil fumarate
14 | Gentamicin sulphate 29 | Theophylline
15 | Gliclazide Impurity F 30 | Thyroxine sodium
» Following EPCRS were received in 2021-22 : (47 Nos.)
Sr. EPCRS Sr. EPCRS
No. No.
1 | Albendazole CRS 25 | Isosorbide - 2 - nitrate
2 | Albendazole Impurity mixture 26 | Lithocholic acid
3 | Albendazole SST mixture 27 | Lovastatin
4 | Amphotericin B 28 | Lysine Hydrochloride
e Amphqterl_cm Biforpeak e Metamizole Sodium
Identification
6 | Arginine 30 | Mexiletin Impurity D
7 | Chenodeoxycholic acid 31 | Mupirocin Lithium
8 | Chloramphenicol 32 | Nystatin
9 Dermato_n_ sulphate and oversulphated | 33 Propofol for peak Identification
chondroitin sulphate
10 | Disodium edetate 34 | Propofol Impurity J
11 | Disodium EDTA 35 | Quetiapine for SST
12 | Docosahexanoic acid 36 | Rocuronium bromide for peak
Identification
13 | Eicosapentanoic acid Ester CRS 37 | Rosuvastatin calcium
14 | Ethambutol for SST 38 | Salbutamol sulphate Impurity B
15 | Ethambutol Hydrochloride 39 | Sodium Alendronate for SST
16 | Folic acid 40 | Sodium Alendronate Trihydrate
17 | Folic acid Impurity A 41 | Theobromine
18 | Folic acid Impurity D 42 | Trometamol
19 | Folic acid Impurity | 43 | Ursodeoxycholic acid
20 | Framycetin 44 | Ursodeoxycholic acid for SST
21 | Fusidic acid Impurity Mixture 45 | Vitamin C
22 | Gliclazide Impurity F 46 | Vitamin D
23 | Heparin low molecular mass for 47 | Voriconazole Impurity E
calibration CRS
24 | Heparin sodium
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» Following USPRS were received in 2021-22 : (29 Nos.)

7
%% Sr. USPRS Sr. USPRS
%% No. No.
1 | Amphotericin B 16 | Oversulphated Chondroitin sulphate
%% 2 | Brinzolamide Related Compound A 17 | Polymyxin B Sulphate
3% 3 | Brinzolamide Related Compound B 18 | Propylene Glycol
%% 4 | Carboplatin 19 | Rocuronium Bromide
5 | Doxycycline Hyclate 20 | Rocuronium peak Identification
23% 6 | Heparin sodium for Assay 21 | S-Adenosyl Homocysterine
%% 7 | Heparin sodium for Identification 22 | Tazobactam
8 | Isotretinoin 23 | Tazobactam Related compound A
33% 9 | Metroprolol Related Compound C 24 | Tretinoin
%% 10 | Metroprolol Succinate 25 | Ubidecarenone
11 | Mupirocin Lithium 26 | Ubidecarenone For SST
%% 12 | Mupirocin 27 | Ubidecarenone Related Compound A
;gg 13 | Neomycin Sulfate 28 | Vardenafil Hydrochloride
%% 14 | Nystatin 29 | Vardenafil for SST
;0% 15 | Ofloxacin
%% » Following Candidate Materials were received in 2021-22 from Manufacturers : (50
Nos.)
3?,% Sr. Candidate Materials Sr. Candidate Materials
3?? No. No.
1 | Aceclofenac 26 | L-methionine
3?? 2 | Acyclovir 27 | L-phenylamine
;gg 3 | Allopurinol 28 | Lumefantrine
4 | Amlodipine Besylate 29 | Memantine Hydrochloride
30% 5 | Atorvastatin Calcium 30 | Metoclopramide Hydrochloride
;0% 6 | Azithromycin Dihydrate 31 | Metoprolol tartrate
;g% 7 | Caffeine 32 | Metronidazole
8 | Carbamazepine 33 | Montelukast sodium
%% 9 | Carvedilol 34 | Moxifloxacin Hydrochloride
%% 10 | Cefaclor 35 | Nimesulide
11 | Cefixime Trihydrate 36 | Norgesterol
%% 12 | Cefpodoxime Proxetil 37 | Olanzapine
%% 13 | Cefuroxime Axetil 38 | Phenylephrine Hydrochloride
14 | Cetirizine Hydrochloride 39 | Pioglitazone Hydrochloride
30% 15 | Ciprofloxacin Hydrochloride 40 | Polymyxin B Sulphate
;0% 16 | Clarithromycin 41 | Remdesivir
3% 17 | Coenzyme Q10 42 | Rosuvastatin calcium
18 | Diclofenac Sodium 43 | Secnidazole
%% 19 | Fluconazole 44 | Simvastatin
%% 20 | Glimepride 45 | Tadalafil
21 | Hyoscyamin sulphate 46 | Ticlopidine Hydrochloride
%% 22 | Indapamide 47 | Tinidazole
;% 23 | Ketoconazole 48 | Tolnafate
3% 24 | L-arginine 49 | Topiramate
2% 25 | Lidocaine 50 | Ubidecarenone
7
7
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» Following Candidate Materials were received in 2021-22 from Remnant Samples : (186

Nos.
Sr. Remnant Samples Sr. Remnant Samples
No. No.
1 | Ademetionine 1, 4-butanedisulfonate | 49 | lvermectin
2 | Albendazole 50 | Lacosamide
3 | Albuterol sulphate 51 | Leflunomide
4 | Alogliptin benzoate 52 | Leuprolide Acetate
5 | Alpha lipoic Acid 53 | Levamisole Hydrochloride
6 | Amantadine Hydrochloride 54 | Levetiracetam
7 | Amfenac Sodium 55 | Levocarnitine
8 | Amlodipine Besilate 56 | Levocetrizine Dihydrochloride
9 | Amoxicillin sodium 57 | Levofloxacin hemihydrate
10 | Amphotericin B 58 | Levomepromazine maleate
11 | Ampicillin trihydrate 59 | Levonorgesterol
12 | Antipyrine 60 | Limecycline
13 | Antipyrine 61 | Lisinopril Dihydrate
14 | Ascorbic acid 62 | L-isoleucine
15 | Ascorbyl palmitate 63 | L-Methyl folate
16 | Atenolol 64 | L-ornithine L-aspartate
17 | Atomoxetine Hydrochloride 65 | Losartan potassium
18 | Atorvastatin Calcium 66 | Magnesium Oxide
19 | Atracurrium Besylate 67 | Mecobalamin
20 | Azithromycin 68 | Medroxy progesterone Acetate
21 | Azosemide 69 | Mehylprednisolone sodium succinate
22 | Bacitracin Zinc 70 | Melglumine
23 | Baclofen 71 | Meloxicam
24 | Benazepril Hydrochloride 72 | Memantine Hydrochloride
25 | Benfotiamine 73 | Meropenem
26 | Betahistine dihydrochloride 74 | Meropenem with Sodium Carbonate
27 | Betamethasone 75 | Mesalazine
28 | Bethamethasone Valerate 76 | Metamizole Sodium
29 | Bivalirudin 77 | Methotrexate disodium
30 | Bromfenac Sodium 78 | Methyl testosterone
31 | Bromo-Palbopyrimidinone 79 | Metoprolol Succinate
32 | Buprenorphine Hydrochloride 80 | Metronidazole
33 | Butaphosphan 81 | Mexiletine Hydrochloride
34 | Caffeine 82 | Minocycline Hydrochloride
35 | Carbetocin 83 | Montelukast Sodium
36 | Carisoprodol 84 | Moxidectin
37 | Cefoperazone sodium 85 | Moxifloxacin Hydrochloride
38 | Cefpirome Sulphate 86 | Neomycin Sulphate
39 | Ceftiofur Sodium 87 | Nepafenac
40 | Ceftriaxone Sodium 88 | Nicotinamide
41 | Cefuroxime Axetil 89 | Nitrofurantoin monohydrate
42 | Cefuroxime sodium 90 | Nitroxoline
43 | Chloramphenicol 91 | Norfloxacin
44 | Cholic Acid 92 | Nystatin
45 | Chondroitin Sulphate Sodium 93 | Ofloxacin
46 | Citicoline sodium 94 | Oxcarbazepine
47 | Clarithromycin 95 | Pancreatin
48 | Clindamycin Hydrochloride 96 | Paracetamol

Annual Report : 2021-22 15

%ﬁ%%%%%%%%%%%%%%OKD%%%%%%%%%%%%%%%%%%%%%%%%@é



%%%%%%%%%%%%%%%%%%%%%%%%%%
16 Central Drugs Testing Laboratory — Mumbai

%%%%%%%%%%%%%%%%%%%%%%%%%%
%% 97 | Clomiphene citrate 142 | Pemetrexed Disodium Heptahydrate
%% 98 | Cloxacillin sodium 143 | Pepsin
;0% 99 | Coenzyme Q10 (Ubidecarenone) 144 | Phenyramidol Hydrochloride

100 - 145 | Piperacillin sodium and Tazobactam
%% Colchicine Sodium
3% 101 | Cyanocobalamin 146 | Pitavastatin calcium
%% 102 C 147 | Potassium clavulanate diluted with
yproterone Acetate . :
microcrystalline cellulose
23% 103 D . 148 | Pramipexole dihydrochloride
aptomycin
%% - ' monphydrate
104 | Daunorubicin Hydrochloride 149 | Praziquantel
33% 105 | Dehydroepiandrogesterone 150 | Prednisolone
%% 106 | Dicloxacillin Sodium 151 | Pregabalin
107 | Dicloxacillin Sodium Monohydrate | 152 | Progesterone
33% 108 | Digoxin 153 | Progestone
;0% 109 | Docetaxel Anhydrous 154 | Prothionamide
%% 110 | Domperidone 155 | Quinine Hydrochloride
111 | Dopamine Hydrochloride 156 | Ranitidine Hydrochloride
3%% 112 | Doxycyclin Hyclate 157 | Remdesivir
%% 113 | Dutasteride 158 | Resperidone
114 | Dydrogesterone Granules 159 | Rifamycin S
3?% 115 | Enoxaparin Sodium 160 | Rifaximin
%g 116 | Eplerenone micronised 161 | Riluzole
117 | Erdosteine 162 | Rivaroxaban
%% 118 | Erythromycin 163 | Rosuvastatin calcium
%g 119 | Esomeprazole sodium 164 | Sertraline Hydrochloride
%% 120 | Ethambutol Hydrochloride 165 | Sevelamer Hydrochloride
121 | Ethinylestradiol 166 | Sildenafil Citrate
?%% 122 | Ethionamide 167 | Simvastatin
;g% 123 | Ethosuximide 168 | Sorbitol
124 | Ezetimibe 169 | Ceftizoxime Sodium
%% 125 | Felodipine 170 | Sulbactum Sodium
%% 126 | Fingolimod Hydrochloride 171 | Sulphamethaxazole
127 | Flupenthixol Dihydrochloride 172 | Tacrolimus
30% 128 | Fluticasone propionate 173 | Tacrolimus premix
;0% 129 | Fluvoxamine Maleate 174 | Tacrolimus premix 20%
%% 130 | Furosemide 175 | Teicoplanin
' 131 | Fusidic acid 176 | Theophylline
20% 132 | Gentamicin sulphate 177 | Thiamine Hydrochloride
%% 133 | Gliclazide 178 | Thioacetic acid
134 | Glutathione 179 | Topiramate
%% 135 | Guaifenesin 180 | Tramadol Hydrochloride
;% 136 | Heparin Sodium 181 | Tranexamic acid
137 | Hydroclorothiazide 182 | Trimetazidine Hydrochloride
3% 138 | Hydrocortisone sodium succinate 183 | Trimethoprim
;0% 139 | Ibuprofen 184 | Tylvalosin Tartrate
%% 140 | Isoniazid 185 | Undecynoic acid
%% 141 | Itopride Hydrochloride 186 | Ursodeoxycholic acid
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» Following Secondary Reference Standards were prepared in 2021-22: (46 Nos.)

Sr. Secondary working standard Sr. Secondary working standard
No. No.

1 | Aceclofenac (1 Batch) 24 | Fluconazole (2 Batches)

2 | Allopurinol (2 Batches) 25 | Gentamicin Sulphate (2 Batches)

3 | Ascorbic acid (3 Batches) 26 | Gliclazide (1 Batch)

4 | Automoxetine Hydrochloride 27 | lbuprofen (1 Batch)

(1 Batch)
5 | Azithromycin (1 Batch) 28 | Levocetrizine Dihydrochloride
(3 Batches)

6 | Carbamazepine (2 Batches) 29 | Lisinopril Dihydrate (1 Batch)

7 | Carbidopa (1 Batch) 30 | Lorazepam (1 Batch)

8 | Cetirizine Hydrochloride (1 Batch) 31 | Metoclopramide HCL (2 Batches)

9 | Chloroquine sulphate (1 Batch) 32 | Metronidazole (1 Batch)

10 | Chlorpheniramine maleate (2 Batches) | 33 | Montelukast Sodium (1 Batch)
11 | Cinacalcet Hydrochloride (1 Batch) 34 | Mycophenolate Mofetil (1 Batch)
12 | Clindamycin Bisulphate (3 Batches) 35 | Nitrofurantoin (3 Batches)

13 | Clindamycin Hydrochloride 36 | Ofloxacin (2 Batches)
(4 Batches)
14 | Clobetasol Propionate (4 Batch) 37 | Ondansetron Hydrochloride
(2 Batches)
15 | Cloxacillin Sodium (1 Batch) 38 | Pantoprazole Sodium (2 Batches)
16 | Cyanocobalamine (1 Batch) 39 | Phenylephrine Hydrochloride
(3 Batches)
17 | Diclofenac sodium (1 Batch) 40 | Pyridoxine Hydrochloride (3 Batches)
18 | Dicyclomine Hydrochloride (1 Batch) | 41 | Roxithromycin Hydrochloride
(3 Batches)
19 | Domperidone maleate (2 Batch) 42 | Theophylline (6 Batches)
20 | Dopamine Hydrochloride (1 Batch) 43 | Timolol Maleate (2 Batches)
21 | Doxycycline Hyclate (2 Batches) 44 | Tolnaftate (1 Batch)
22 | Ethionamide (1 Batch) 45 | Tranexamic acid (3 Batches)
23 | Ferrous fumarate (1 Batch) 46 | Ursodeoxycholic acid (3 Batches)
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C) Quality Assurance Section :

Quality Assurance is the sum total of organized arrangement made with objective of
ensuring that medicines are of the quality required for their intended use. Quality Assurance is a

team work for achieving common goal.

The Quality Assurance Section focuses on quality management & provides confidence that
quality requirements are fulfilled. This section comprises of procedural activities implemented in
the laboratory’s quality system & ensures the operations are in accordance with the ISO/IEC 17025
: 2017 Standard.

The maintenance of Quality Management System (QMS) is crucial to a laboratory for
providing the correct test results. The QA Section covers important elements of Management
System such