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7-5/2013/EU/WC 0103
Government of India
Diractorate General of Health Services
Central Drugs Standard Control Organisation
(International Cell)

FDA Bhawan, Kotla Road
New Dailhi-110002

Pated: 27 SEP 2018

To
Mis IPCA Laboratories Limited,
H-4, MIDC Waluj,
Aurangabad 431136, Maharas htra,

3UB: Written Confirmation of M/s IPCA Laboratorieg Limited, H-4, MIDC, Waluj,
Aurangabad 431138, Maharashtrs as per requirement of EU for import of active
substances imported into the Euvropean Union (EU) for medicinal products for
human use, in accordance with Article 46b(2)Xb) of Directive 200183EC from

Sir,

Piease refer to your application submitted to CDSCO, West zone Mumbaj and

the recommendation received from DDC (i), West Zone Mumbai on the above noteqd
subject.

Written Confirmation as required for active substances imported into the
Evropean Union {EV)} for medicinal products for human use, in accordance with Ariicle

46b(2)(b} of Directive 2001/83/EC from India is herawith granted subject to the following
conditions; -

1. The Active Pharmaceutical ingredients shall confirm to Good Manufacturing

Practices mentioned in the E(j directives or other equivalent (GME of WHOACH
Q7).

2. The manufacturer is subject to regular, strict and transparent controis and to the
effective enforcement of Good Manufacturing Practice, including repeated and

unannounced inspections, sg ag to ensure a protection of pubiic health
equivalent to that in the EU,

3. The manufacturer is required o follow the Guidance document for Issue of
Wrilten Confirmation as issued by CDSCO,

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

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 The Written Confirmation will be withdrawn in the events of non-compliance of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

6. This Written Confirmation, unless it is sooner suspended ar cancelled, shall be
valid for a period of threa yaars.



7. 1n the event of any Non-Compliance observed during inspections conducted by
Local or Intemational 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 repon.

Please nofe that Written Confirmation issued is liable to be suspended /
cancelled if any of the conditions stipulated above are not compliad with or in case af
viglation of the provisions of the Drugs & Cosmetics Act, 1940 and the Rules

theraunder as the case may be.

Piease acknowledge the receipt.

Annexure No. | No. of Products Date of lssue Validity
o1 03 02.07 2022
27 SFP 2019
Yours faithfully,
L

{Dr..V.G.Somani)

Drugs Controller General {india)

=\t
5%/ g &

/ RN *’

<<



i

. }
= GOVERNMENT OF INDIA WC-0103 ;‘3
. MINISTRY OF HEALTH & FAMILY WELFAR
i i Cantrsa]- Crugs Standard%(:untrul DrganizatiEn CERTIFICATE NO. : i

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

1.Name and address c;f site: M/s IPCA Lahoratories Limited,
H-4, MIDC, Waiuj,
Aurangabad 431136, Maharashtra

2.Manufacturer's license Numbar: 25-ADf070

T T |

Regarding the manufacturing plant under (1) of the following Active substance(s) exported to the
EU for medicinal products for human use
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Az per list Annexad

The issuing Regulatory Authority hereby confirms that-

e | Y

The standards of good manufacturing practice applicabie to this manufacturing plant are at least
equivalent to those laid down in the ELJ (= GMPF of WHONCH Q7):

The manufacturing plant is subject to regular, strict and transparent controls and to the effective
anforcement of good manufacturing practice, including repeated and unannounced inspections,
$¢ s fo ensure a protection of public health at least gquivaient to that in the EU: and

[ — e

In the event of findings relating to non-compitance, information on such findings s supplied by the
exporting third country without delay to the EU.

[l — - i

Date of Ingpection of the plant: 18" June 2019

The Written Conflrmation remains valid until: 027 JULY 2022

The authenticity of this written confimation may be verified with the issuing regulatory authority.

This written confirmation is without prejudice to the fesponsibilities of the manufacturer to
ensure the quality of the medicinal product in accordance with Directive 2001/83/EC.

Address of the issuing reguiatory authority: Central Drugs Standard Control QOrganisation
FDA Bhawan, Kotla Roag.
New Delhi- 110 002 india.

Fir | el Y - e e

MName and function of responsible person: Dr.\.G.Somani
Drugs Contreller General {indiay).

E-mail: _ dci@nic in, i
Telephone no.: +81-11-23236965 B
Fax no,: +91-11-23236473 !

Signature m'_//
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ﬁ GOVERNMENT OF INDLA Annexure- 01

MINISTRY QF HEALTH & FAMILY WELFARE .
Cantrsal Drugs Standard Controi Organization CERTIFICATE NO.; WC-0103

ey 1

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

1.Name and address of site: M/s IPCa Laboratories Limited,
H-4, MIDC, Waluj,
Aurangabad 4311 36, Maharashtra.

List of APis:

| SLRo.T — — Name of the Agtive Substence (S Activity(ies)
Atenolol BP/Ph_Eurfusp Manutacturing & Facking
Metformin Hydrochioride BP/Ph.EurdJSPIIFICR Manufacturing & Packing
Flumequine 8P/Ph.Eyr. Manufactuﬁng & Packing |

ITEM(S) Three [03) Only

The Written Confirmation remains valid untjj: 02.07.2022
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