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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 25th April, 2023

S.0. 1928(E).— In pursuance of the provisions of sub sub-rule (2) of rule 19 of the Medical Devices Rules,
2017, the Central Government hereby makes the following amendment to amend the notification of the Government
of India in the Ministry of Health and Family Welfare (Department of Health and Family Welfare) number S.O.
2237(E) dated 1st June, 2018, published in the Gazette of India, Extraordinary, Part Il, Section 3, sub-section (ii),
namely: —

In the said notification, in the Table, for serial number (1) and the entries relating thereto, the following shall
be substituted, namely: —

1) ) 3)
“1 The National Institute of In-Vitro Diagnostics Medical Device for Human Immunodeficiency
Biologicals, Noida Virus, Hepatitis B Surface Antigen, Hepatitis C Virus, Syphilis,

Blood Grouping, RT-PCR Kits for Diagnosis of Covid-19,
Ribonucleic acid (RNA) Extraction Kits for Diagnosis of Covid-19,
Viral Transport Medium (VTM) for Diagnosis of Covid-19, RT-
LAMP Kit for diagnosis of Covid-19, Glucose Test Strip and Fully
Automated Analyser Based Glucose Reagent and Glucometer.”.

[F. No. : X.11035/22/2018-DR]
ARADHANA PATNAIK, Jt. Secy.

Note: The principal notification was published in the Gazette of India, Extraordinary, Part 11, section 3, sub-section (ii)
vide notification number S.0.2237 (E), dated the 1st June, 2018.
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[7.5. TF.11035/22/2018-S1417]
T FHT, HYF AT

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)

ORDER

New Delhi, the 1st June, 2018

S.0. 2237(E).— In pursuance of the powers conferred by sub-rule (2) of rule 19 of the Medical Devices Rules,
2017, the Central Government hereby designates the laboratories specified in column (2) of the Table below having
facilities for carrying out test and evaluation of medical devices, as Central Medical Device Testing Laboratory for the

purposes of —
(a) testing and evaluation;

(b) functioning as an appellate laboratory; and

[PART II—SEC. 3(ii)]

(c) to carry out any other function as may be specifically assigned to it by the Central Government,

in relation to the medical devices specified in column (3) of the said Table.

TABLE
Serial Name of Laboratory Category of medical device
Number
€)) (@) 3
1. The National Institute of Biologicals, In-Vitro Diagnostics for human Immunodeficiency
Noida virus, Hepatitis B Surface Antigen and Hepatitis C
Virus, Blood Grouping sera, Glucose Test Strip, Fully
Automated Analyser Based Glucose Reagent
2. The Central Drugs Testing laboratory, Condoms
Chennai
3. The Central Drugs Laboratory, Kolkata Surgical Dressings, Surgical Cotton, Surgical Bandages,
Disinfectant
4. The Regional Drugs Testing Laboratory Disposable =~ Hypodermic Syringes,  Disposable
(RDTL), Guwahati Hypodermic Needle, Disposable Perfusion Sets,
I.V. Cannulae
5. The Central Drugs Testing Laboratory, Intra Uterine Devices (IUD) and Falope Rings
Mumbai
2. The laboratories designated above are duly accredited by the National Accreditation Body for Certification
Laboratories.
3. This Order shall come into force on and from the date of its publication in the Official Gazette.

[F.No. X.11035/22/2018-DR]

SUDHIR KUMAR, Jt. Secy.
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