TNSWP Case No.: FSDAD-7359-2024
Application ID: 234542

Office of the Director of Drugs Control,
Tamil Nadu, Chennai — 600 006.
Dated:20-FEB-2025

Sub: Drugs — Drugs & Cosmetics act 1940 rules made there under M/s. ARIUS FORMULATIONS
PRIVATE LIMITED, R.S. No. 141/1, Plot No. 38 & 47, GROUND FLOOR, NAVARKULAM
ROAD, PATTANUR, AUROVILLE POST, 605101, VANUR Taluk, Villupuram District, Tamil
Nadu Application for Revalidation of WHO-GMP Certificate on WHO Norms under licence in
Form 25 bearing No. TNO0O003936 dated: 19/10/2015 & Form 28 bearing No. TNO0O003937
dated: 19/10/2015 are approved for the period from 01/01/2025 to 31/12/2027 - Issued - Reg.

Online Portal Token no.234542 Dated: 16/11/2024 of M/s. ARIUS FORMULATIONS PRIVATE
Ref. LIMITED, R.S. No. 141/1, Plot No. 38 & 47, GROUND FLOOR, NAVARKULAM ROAD,
PATTANUR, AUROVILLE POST, 605101, VANUR Taluk, Villupuram District, Tamil Nadu.

*kkkkkkk

M/s. ARIUS FORMULATIONS PRIVATE LIMITED, R.S. No. 141/1, Plot No. 38 & 47, GROUND FLOOR,
NAVARKULAM ROAD, PATTANUR, AUROVILLE POST, 605101, VANUR Taluk, Villupuram District, Tamil Nadu are
informed that Revalidation of Good Manufacturing Practice Certificate under WHO norms in Form 25 bearing No.
TNOO0003936 dated: 19/10/2015 & Form 28 bearing No. TNO0O003937 dated: 19/10/2015 are approved for the
period from 01/01/2025 to 31/12/2027.

The receipt of this certificate shall be acknowledged early.

Signature Not Verified

Signed by: Sﬁn‘\(a\;i\/l. .
State Licensing Autpdrity,
Food Safety an ug

Administration
Date:20-Feb-2 17:51:58

STATE LICENSING AUTHORITY
DIRECTOR OF DRUGS CONTROL




DEPARTMENT OF FOOD SAFETY AND DRUGS CONTROL ADMINISTRATION
GOVERNMENT OF TAMILNADU

359, Anna Salai, Chennai - 600 006, Tamil Nadu.

CERTIFICATE OF GOOD MANUFACTURING PRACTICES*

Certificate No: TN/WHO/00005 Dated: 20/02/2025

On the basis of the inspection carried out on 16/12/2024 to 17/12/2024 and 04/02/2025 we certify that the site
indicated on this certificate complies with Good Manufacturing Practices for the dosage forms, categories and
activities listed in Table 1.

1 Name and address of ARIUS FORMULATIONS PRIVATE LIMITED
site: R.S. No. 141/1, Plot No. 38 & 47, GROUND FLOOR, NAVARKULAM ROAD,
PATTANUR, AUROVILLE POST, 605101, VANUR Taluk, Villupuram District, Tamil
Nadu

2 Manufacturer's licence Form 25 bearing No. TNO0O003936 Dated: 19/10/2015

number: Form 28 bearing No. TNO0003937 Dated: 19/10/2015
3 Table 1:
Dosage form(s) Category(ies) Activity(ies)
External Preparations General Manufacturer
P (Other Than Betalactum, Sex Hormones & Cytotoxic)

The responsibility for the quality of the individual batches of the pharmaceutical products manufactured through this
process lies with the manufacturer.

This certificate remains valid until 31/12/2027 It becomes invalid if the activities and/or categories certified herewith are
changed or if the site is no longer considered to be in compliance with GMP.

_ _ SRIDHAR M.N.
Name and function of responsible person: STATE LICENSING AUTHORITY
DIRECTOR OF DRUGS CONTROL

Email:tndcad@gmail.com Telephone No.: 91-44-2433 5068 Fax No0.:91-44-2432 1830

Signature Not Verified

Food Safety an
Administration
Date:20-Feb-2 17:51:58

STATE LICENSING AUTHORITY
DIRECTOR OF DRUGS CONTROL

* This certificate is issued as per WHO norms



Explanatory notes

1. This certificate, which is in the format recommended by WHO, certifies the status of the Site listed in point 1 of
the certificate.

2. The certification number should be traceable within the regulatory authority issuing the certificate.

3. Where the regulatory authority issues a licence for the site this number should be specified. Record “not a
pplicable” in case where there is no legal framework for the issuing of a licence.

4. The certificate remains valid until the specified date. The certificate becomes invalid if the activities and/or
categories certified are changed or if the site is no longer considered to be in compliance with GMP.

5. The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate
are those included in Quality Assurance of Pharmaceuticals: a compendium of guidelines and related materials.
Good manufacturing practices and inspection, Volume 2, 1999. World Health Organization, Geneva and

subsequent updates.

Signature Not Verified

Signed by: Sritthar M.]J..
State Licensing Aut
Food Safety an
Administration

Date:20-Feb-2 17:51:58




List of already permitted drugs in Form 25 bearing No. TNO0003936 dated: 19/10/2015 of M/s. ARIUS
FORMULATIONS PRIVATE LIMITED, R.S. No. 141/1, Plot No. 38 & 47, GROUND FLOOR, NAVARKULAM ROAD,
PATTANUR, AUROVILLE POST, 605101, VANUR Taluk, Villupuram District, Tamil Nadu, are included with effect
from 20/02/2025 under WHO GMP certificate which is valid upto 31/12/2027.

Certificate No: TN/WHO/00005

Sr. No. Details of Product
External Preparations
Proper Name of Product : ACICLOVIR CREAM 5 %
Composition : EACH GRAM CONTAINS: ACICLOVIR BP 50MG
1 EXCIPIENTS Q.S
Brand/Trade Name : -
Dosage Forms : Cream
For Export Purpose Only
External Preparations
Proper Name of Product : CLOTRIMAZOLE CREAM BP
Composition : CLOTRIMAZOLE BP 1 % W/W
5 IN A CREAM BASE
Brand/Trade Name : -
Dosage Forms : External Preparations - Cream
For Export Purpose Only

Signature Not Verified

Signed by: Sritthar M.
State Licensing Aut
Food Safety an
Administration

Date:20-Feb-2 17:51:58

STATE LICENSING AUTHORITY
DIRECTOR OF DRUGS CONTROL
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