To

Subject:-

Sir,

7-5/2015/EUWCI0343
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation

(International Cell)
FDA, Bhawan Kotla Reoad,
New Delhi-110002
Dated:

M/s. Bhagat Aromatics Limited, 75 FER 2022
A-76, Sector-57, Noida,
Gautam Budh Nagar (U.P.), India

Written Confirmation of M/s. Bhagat Aromatics Limited, A-76, Sector-57, Noida,
Gautam Budh Nagar (U.P.), India as per requirement of EU for import of active
substances imported into the European Union (EU) for medicinal products for
human use, in accordance with Articie 46b(2)(b) of Directive 2001/83/EC from

India-Reg.

Please refer tc your éppliéaition submitted online vide F No WC/RE/2022/1706 to

CDSCO, North Zone Ghaziabad and the recommendation received from DDC(l}, North Zone
Ghaziabad on the above noted subject.

Written Confirmation as required for active substances imported into the European

Union (EU} for medicinal preducts for human use, in accordance with Article 46b(2)(b} of
Directive 2001/83/EC from India is herewith granted subject to the following conditions:-

1.

The Active Pharmaceutical Ingredients shall confirm to Good Manufacturing Practices
mentioned in the EU directives or other equivalent (GMP of WHO/ICH Q7).

The manufacturer is subject to regular, strict and transparent controls and to the
effective enforcement of Good Manufacturing Practice, including repeated and
unannounced inspections, so as to ensure a protection of public health equivalent to
that in the EU.

The manufacturer is required to follow the Guidance document for Issue of Written
Confirmation as issued by CDSCO.

Written Confirmation shall be produced by the Authorized Exporter as and when
required by the Drug Regulatory Authority.

The Written Confirmation will be withdrawn in the events of non compliance of
Standards.

This Written Confirmation, unless it is sooner suspended or cancelled, shall be valid for
a period of three years.



7. In the event of any Non Compliance observed during inspections conducted by Local
or international Drug Authorities, the same shall be forwarded to this office within 7 days
of receipt of report.

8. In the event of any drug found not of standard quality, the same shall be reported to this
office within 7 days of receipt of report.

Please note that Written Confirmation issued is liable to be suspended / cancelled, if
any of the conditions stipulated above are not complied with or in case of violation of the
provisions of the Drugs & Cosmetics Act, 1940 and the Rules thereunder as the case may be.

Please acknowledge the receipt.

Annexure Né. of Pi'oducts Date of Issue Valid Uptor |
No. )

1 02 25 FEB 2[]22 17‘.02.2025

2 02 75 FER 2p9s -17.02:2025

Yours faithfully,

(v

(Dr V.G. Somam)
Drugs COntroIIer General {India)
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Y GOVERNMENT CF INDIA

e MINISTRY OF HEALTH & FAMILY WELFARE CERTIFICATE NO. :

Central Drugs Standard Control Organization WC-0343

i i i ion (EU) for medicinal
i firmation for active substances imported into the European.Umc_m {
Wntte:r(czg:lcts for human use, in accordance with Article 46b{2){b) of Directive 2001/83/EC

1. Name and address of site:  Mys. Bhagat Aromatics Limited,
A-76, Sector-57, Naida,
Gautam Budha Nagar (U.P.), India

2. Manufacturer's licence number:; 04 of 2009

T e e, e e

T iy G e e e S i R 3

R Y R TR Tyl d i i il )
v e

R

Regarding the manufacturing plant under (1) of the followung Active substance(s) exported to E
the EU for medicinal products for human use

As per-List enclosed as’ Annexure-1& 2 - .
The i fssuing Regulatoryﬁuthority hereby confirms that;

e

e

‘The standards, of good manufacturing practice applicable to this manufacturing plant are at E5";
. least equwalent to those laid down in the EU (=GMP of WHONCH Q7);

The manufactunng plantis subject to regular, strict and transparent cofitrols and to the effective
- enforcemeént “of good manufacturing’ 'practlce including repeated, -and unannounced |E
mspectlons 80 as to ensure a protectlon of publlc health at least equwalenl to that-in the EU,
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n {he event of findings relatlng to non-comphance information on such fi ndmgs- is supplied Ey <
' the exportrng third country wlthout delay te'the EU _ '

e

N Date of Inspectlon of the plant 09!12!2021 & 10/12/2021
The ertten Confi rmatlon remams vahd until 1?!0212025

=

The authentlc;ty of thls wntten conﬁrmatlon may be venfed wnth the issuing regulatory
authorlty i Do,
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“This: wntten confirmation is without pre}udlce to the responsibilities of the manufacturer to
ensure the quahty of the medlcmal product in accordance with Directive 2001!83IEC
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Addmss of the issuing regulatory authonty Central Drugs Standard Control Orgamsatuo
FDA Bhawan, Kotla Road,
New Delhi- 110 002 India

‘Name and function of responsible person: Dr. V.G Somani

) o . ' y Drugs COntroller General (India)
E-mail: L dei@nicin, |

~ Telephone no.: +97-11-23236965 -

Faxno.: - ‘ +91-1 1-232369?3 ] c;,,%q
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List of APIs:
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GOVERNMENT QF INDIA

MINISTRY OF HEALTH & FAMILY WELFARE
Central Drugs Standard Control Organization CERTIFICATE NO. : WC-034 ')B)

Written confirmation for active substances imported into the European Union {EU) for medicinal
products for human use, in accordance with Article 46b{2){b) of Directive 2001/83/EC ')9)

1. Name and address of site:

e g 2

Annexure-1ig

)

M/s. Bhagat Aromatics Limited,
A-76, Sector-57, Noida,
Gautam Budh Nagar (U.P.), India

8. No.

L

Active substance(s)

Activity(ies) )

1.

Menthal IP/USP

Manufacturing & Packing

Peppermint Oil IP/BP/USP/EP ' | Manufacturing & Packing 9
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Signature \J/"":
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ITEM(S) Two (02) ONLY
The Written Confirmation remains valid until: 17/02/2025
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Annexure-2

MINISTRY OF HEALTH & FAMILY WELFARE

Central Drugs Standard Control Organization CERTIFICATE NO. : WC-0343

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2){b} of Directive 2001/83/EC

1. Name and address of site:  M/s. Bhagat Aromatics Limited,
A-76, Sector-57, Noida,
Gautam Budh Nagar (U.P.), India

List of APIs:

S. No. | Active substance(s) Activity(ies)
1. Levomenthol BF/EP Manufacturing & Packing
Dementholised Mint Oil BP/EP ' | Manufacturing & Packing
ITEM(S) Two (02} ONLY

This certificate is being issued subject to condition that the firm shall obtain NOC from
the Competent Authority, on case to case basis, to manufacture the above mentioned
active substances for the purpose of export only, as the above mentioned active
substances are not approved for manufactufe for sale in India.
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The Wri tten Canfirmation remams valld until: 17/02/2025
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25 FEB 2022
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