E-Mail

GOVERNMENT OF RAJASTHAN
FFood Safety and Drugs Control Commissionerate
Swasthya Bhawan, Tilak Marg, Jaipur (Rajasthan)

No. DC/Testing Lab /E-01636/2023/ D) Dated: ;20/9)2_’5‘

M/s IRCLASS Systems and Solutions Pvt. Ltd.,
B-11(G), Malviya Nagar Industrial Area,
Jaipur-302017 (Raj.).

Sub:- Regarding grant of approval for testing of Drugs of Form-37.
Refi- Your application dt. 02.09.2022 and 10.08.2023.

Please find enclosed herewith approval for testing of Drugs on Form-37

bearing no. RAJ-%& .Li.aunder the Drugs & Cosmetics Act 1940 and Rules 1945

Please note that you will abide by the provisions of Drugs & Cosmetics
Act 1940 and rules made there under.

Encl. Approval (FORM-37).
(Ajay Phatak)
Licensing Authority &
Drugs Controller,
Rajasthan, Jaipur
No. DC/Testing Lab /E-01636/2023/ Dated:
Copy forwarded to :-

1- Jt. Drugs Controller (India), CDSCO (North Zone), Kamala Nehru Nagar,
Ghaziabad.

2-  Sh. Vijay Kumar Singhal, Assistant Drugs Controller, Hqr. Jalpur,
3-  C-Desk/Guard File.

(Ajay Phatak)
Licensing Authority &
Drugs Controller,
Rajasthan, Jaipur

Signature yalid

Digitally signed by

RajKaj Ref No. : 4729296




FORM 37
[Sec Rule 56( 1)56(2).58(1),59,60(1) and 62]

Number of approval : RAJ- 251 4—0 Date: , 8 ' C) "),.0’2.3

1 Approval is hereby granted to M/s IRCLASS Systems and Solutions Pvt. Ltd. for carrying
out tests for identity, purity, quality and strength on the following categories of drugs and the
raw materials used in the manufacture thereof on the premises situated B-11(G), Malviya
Nagar Industrial Area, Jaipur-302017 (Raj.)

Categories of Drugs :

A Dirugs other than those specified in Sch. C & C1:-

(i) Crude Vegetable Drugs.

(1} Drugs requiring the use of Ultraviolet/Infra-Red Spectrophotometer or Chromatography.

(iid) Disinfectants.

(1) Other Drugs.
B Drugs Specified in Schedule C & C1

(i) Anuibiotics.

(1} Vitamins,

(11} Parenteral Preparations.

(iv) Sterilized surgical ligature/suture,

(v} Drugs requiring Microbiological tests.

(wi) Drugs requiring the use of Ultraviolet/ Infra-Red Sp P or Cl phy,

(vii) Other Drugs.
2, Name of competent technical staff employed for testing and the person-in-

charge of testing.

S.No. | Name Section
Iy Mr. Vijay Kumar Chejara Analytical Chemist
{Chemical, [nstrumentation & Micrabiology)
2 Mr. Sudeb Mandal Analytical Chemist
{Chemical, Instrumentation & Microbiology)

3. The approval unless sooner suspended or cancelled, shall remain valid perpetually. However,

the compliance with the conditions of approval and the provisions of the Drugs and Cosmetics
Act, 1940 (23 of 1940) and the Drugs and Cosmetics Rules, 1945 shall be assessed not less than
once in three years or as needed as per risk based approach.

4. The approval is subject to the conditions stated below and such other conditions as may be
specified in the rules for the time being in force under the Act.

Date of issue: ’8 , q ’%B (Ajay Phatak)

Licensing Authority &
Drugs Controller,
Rajasthan, Jaipur
Conditi fLi

1. This approval shall be kept on the approved premises and shall be produced at the request of the Inspector

appointed under the Act.

[f the approved institution wishes to undertake during the currency of the approval the testing of any other items

of cosmetics it should apply to the State Licensing Authority for necessary endorsement as provided in rule 56.

This approval will be deemed to extend to the item so endorsed.

3. Any change in the analytical staff or in the person-in- charge of the testing shall be forth with reported to the
State Licensing Authority,

4. The approved institution shall inform the State Licensing Autherity in writing in the event of any change of the
constitution of the institution operating under this Form. Where any change in the constitution of the institution
takes place, the current approval shall be deemed to be valid for a maximum period of three months from the
date on which the change takes place unless in the mean time, a fresh approval has been taken from the State
Licensing Authority in the name of the institution with the changed constitution.
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Signatu re

Digitally signed by
Designation
\Date 2023.

RajKaj Ref No. : 4729296




