
·	 - 7-5/2013/EUIWC/0119 
Government of India 

Directorate General of Health Services 
Central Drugs Standard Control Organisation 

(International Cell) 
FDABhawan,Kotla Road, 

New Delhi-110002 
Dated: 1 9 

To 
MIs. Aurore Pharmaceutical Private Limited, 
Plot No. 35, 36, 38, 39,40,49, 50 & 51, 
Phase-IV, IDA, Jeedimetla, 
Medchal- Malkajgiri District, 
Telangana State , India 

Subject:- Written Confirmation of Mis. Aurore Pharmaceutical Private Limited, Plot 
No. 35, 36, 38, 39, 40, 49, 50 & 51, Phase-IV, IDA, , Jeedimetla, Medchal- Malkajgiri 
District, Telangana State, 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 Article 46b(2)(b) of Directive 2001/83/EC from India-Reg. 

Sir, 
Please refer to your online application No. WC/FR/2022/5055 submitted to CDSCO, 

Hyderabad Zone office and the recommendation received from DDC(I), Hyderabad Zone on 
the above noted subject. 

Written Confirmation as required 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 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). 

2.	 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. 

3.	 The manufacturer is required to follow the Guidance document for Issue of Written 
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	 The Written Confirmation will be withdrawn in the events of non-compliance of 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 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 
No. 

No. of Products Date of Issue Valid Upto 

1 22 I 9 SF P ?n')') 
02.07.2025 

2 02 1 
.. 'L •• 

9 ~ ~ P ?nf)1') 
02.07.2025 

.. '" ~: {. ... 

Yours faithfully, 

~i 
(Dr. V.G. Somani) 

Drugs Controller General (India) 



equivalent to those laid down in the EU (=GMP of WHO/ICH Q7); 

for medicinal products for human use 

2. Manufacturer's licence number: 99/RRIAP/B/CC 

The issuing Regulatory Authority hereby confirms that: 

List of API(s): 

E-mail: 
Telephone no.: 
Fax no.: 

~ 
Signature 

1. Name and address of site: 

GOVERNMENT OF INDIA 
MINISTRY OF HEALTH & FAMILY WELFARE 

__ Central Drugs Standard Control Organization CERTIFICATE NO. : 

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 

Mis. Aurore Pharmaceutical Private Limited, 
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51, 
Phase-IV, IDA, Jeedimetla, 
Medchal- Malkajgiri District, 
Telangana State, India 

Regarding the manufacturing plant under (1) of the following Active substance(s) exported to the E 

As per enclosed Annexures 

The standards of good manufacturing practice applicable to this manufacturing plant are at leas 

The manufacturing plant is subject to regular, strict and transparent controls and to the effectiv 

WC-0119 

Address of the issuing regulatory authority: Central Drugs Standard Control Organisation 
FDA Bhawan, Kotla Road, 
New Delhi- 110002, India 

The Written Confirmation remains valid until: 02.07.2025 

Date of Inspection of the plant: 17.01.2022 to 19.01 .2022 

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

enforcement of good manufacturing practice, including repeated and unannounced inspections, so a 
to ensure a protection of public health at least equivalent to that in the EU; and 

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

Name and function of responsible person: Dr. V. G. Somani, 
Drugs Controller General (India) 

This written confirmation is without prejudice to the responsibilities of the manufacturer to ensure t 
quality of the medicinal product in accordance with Directive 2001/83/EC . 
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GOVERNMENT OF INDIA 

. - 0 > MINISTRY OF HEALTH & FAMILY WELFARE Annexure-1 -- Central Drugs Standard Control Organization CERTIFICATE NO. : WC-0119 

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 

Name and address of site:	 MIs. Aurore Pharmaceutical Private Limited,
 
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
 
Phase-IV, IDA, Jeedimetla, 
Medchal- Malkajgiri District, 
Telangana State, India 

List of APls: 
S.
 

No.
 
1. 
2. 
3. 

4. 
5. 
6. 
7. 
8.
 

9. 
10. 
11. 
12.
 

13.
 
14.
 

15.
 
16.
 
17. 
18. 
19.
 
20. 
21, 

22. 

Active substance(s) 

Acyclovir USP 
Aciclovir Ph.Eur 
Amlodipine Besylate USP 
Amlodipine Besilate Ph.Eur/BP 
Celecoxib USPI Ph.Eur 

Desvenlafaxine Succinate IH 
Dolutegravir sodium IH 
Dronedarone Hydrochloride Ph.Eur IUSP 

Erdosteine IH 
Etoricoxib IH 
Levetiracetam USP/Ph.Eur/BP 

Levothyroxine sodium USP/Ph.Eur 
Oxcarbazepine USP/Ph.Eur 

Pinaverium Bromide IH 
Prazosin Hydrochloride USP 
Tofacitinib Citrate IH 
Tolvaptan IH 
Valaciclovir Hydrochloride Ph.Eur/BP 
Valacyclovir Hydrochloride USP 
Valaciclovir HydrochlorideHydrated Ph.Eur 

Valganciclovir Hydrochloride USP 
Verapamil Hydrochloride USP/Ph.Eur 

ITEM(S) TWENTY TWO (22)	 ONLY 

The Written Confirmation remains valid until: 02.07.2025 

1 9 StP 2022	 A 

Activity(ies) 

Manufacturing & Packing.
 
Manufacturing & Packing
 
Manufacturing & Packing
 

Manufacturing & Packing
 
Manufacturing & Packing
 
Manufacturing & Packing
 
Manufacturing & Packing
 
Manufacturing & Packing
 

Manufacturing & Packing
 
Manufacturing & Packing
 

/P.»»)Manufacturing & Packing 
))

Manufacturing & Packing 
))

Manufacturing & Packing 
I)

Manufacturing & Packing
 
Manufacturing & Packing
 
Manufacturing & Packing
 
Manufacturing & Packing 11 1»»)) 

Manufacturing & Packing 
Manufacturing & Packing 
Manufacturing & Packing 

Manufacturing & Packing )) 

Manufacturing & Packing il 

. .. o. . 0 , . .r:;:--" 
..;:3';''; -'-.,. " :>':>:" 
I:~d r: ,

\--	 staffl ortht;'authorittand date 
Signature y
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GOVERNMENT OF INDIA Annexure-2
MINISTRY OF HEALTH & FAMILY WELFARE 
Central Drugs Standard Contro l Organizat ion CERTIFICATE NO. : WC-0119 

Written confirmation for active .substances imported into the European Union (EU) for medic inal 
products for human use, rn accordance with Article 46b(2)(b) of Directive 2001/83 /EC 

Name and address of site: Mis. Aurore Pharmaceutical Private Limited, 
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51, 
Phase-IV, IDA, Jeedimetla, 
Medchal- Malkajgiri District, 
Telangana State, India 

List of APls: 

S. No. Active substance(s) Activity(ies) 
1. Desvenlafaxine Oxalate IH Manufacturing & Packing 

2. Salsalate USP 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 manufacture for sale in India. 

The Written Confirmation remains valid until: 02.07.2025 

,,-- ··f/ ' r:. _ '.., ,.  .'~:. ; 

Starn ~of. the 'authority and date 
Signature ~ , ':} \ i ' ~ . 

' 1 . . 

9 "EP 2 2 



7-5/2013/EU/WC/0119
GovernmentofIndia

Directorate General of Health Services
Central Drugs Standard Control Organisation

(International Cell)
FDABhawan,Kotla Road,
New Delhi-110002
ed:

Q 2 NOV 2022
Dat

M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,

Phase-lV, IDA, Jeedimetia,
Medchal- Malkajgiri District,
Telangana State, India

Subject:- Written Confirmation of M/s. Aurore Pharmaceutical Private Limited, Plot
No. 35, 36, 38, 39, 40, 49, 50 & 51, Phase-IV, IDA, , Jeedimetia, Medchal- Malkajgiri
District, Telangana State, India as per requirement of EU for import of active
substances imported into the European Union (EU) for medicinal products for human
use, in accordancewith Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,
Please refer to your online application No. WC/FR/2022/2905 submitted to CDSCO,

Hyderabad Zoneoffice and the recommendation received from DDC(I), Hyderabad Zone on

the above noted subject.

Written Confirmation as required 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 from India is herewith granted subject to the following conditions:-

41. 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.



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

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

. 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 issuedis 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|No. of Products Date of Issue Valid Upto
No.

1 22 19.09.2022 02.07.2025

02 19.09.2022 02.07.20252

3 03 02 nov 2022 02.07.2025
4 02 02nov 2022 02.07.2025

Yours faithfully,
Vie

(Dr. V.G. Somani)
Drugs Controller General (India)
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7 GOVERNMENTOFINDIA
» MINISTRY OF HEALTH & FAMILY WELFARE Annexure-3

© Central Drugs Standard Control Organization CERTIFICATE NO.: Wc-0119

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

.

ES

x

LS

ti

tt
YR

aS

Name and addressofsite: M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
Phase-IV, IDA, Jeedimetla,
Medchal- Malkajgiri District,
TelanganaState, India

List of APIs:
S. Active substance(s)

,

Activity(ies)
No.

Desvenlafaxine Succinate USP Manufacturing & Packing

Fluphenazine Hydrochloride USP Manufacturing & Packing ik

Raloxefene hydrochloride Ph.Eur /USP |
Manufacturing & Packing Z

mA ITEM(S) Three (03) ONLY

The Written Confirmation remains valid until: 02.07.2025

beSignature
|

RS

YY

Wy~



7 GOVERNMENTOFINDIA Annexure-4mK MINISTRY OF HEALTH & FAMILY WELFARE© Central Drugs Standard Control Organization CERTIFICATE NO.: WC-0119

Written confirmation for active substances imported into the European Union (EU) for medicinal
products for humanuse, in accordancewith Article 46b(2)(b) of Directive 2001/83/EC

Nameand addressof site: M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
Phase-lV, IDA, Jeedimetla,
Medchal- Malkajgiri District,
TelanganaState, India

List of APls:

| S.No.|Active substance(s) Activity(ies)
Ai Camostat Mesilate JP Manufacturing & Packing
‘C

~
Molnupiravir lH Manufacturing & Packing

ITEM(S) TWO (02)ONLY
Thiscertificate 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 purposeof export only, as the above|mentioned active substancesare not approved for manufacture for sale in India.

The Written Confirmation remains valid until: 02.07.2025

Signature Ve

0 2 Noy. 2099



AMENDED
7-5/2013/EU/WC-0119
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organisation

(International Cell)

FDA Bhawan, Kotla Road,
New Delhi-110002
Dated:

25 0CT NB
M/s.Aurore Pharmaceuticals Private Limited

Plot No. 35,36,38,39,40,49,50 51,
Phase-IV, IDA, Jeedimetla,
Medchal-Malkajgiri-500055, Telangana State, India

SUB:- Written Confirmation to M/s.Aurore Pharmaceuticals Private Limited, Plot No.

Sir,

35,36,38,39,40,49,50 51, Phase-lIV, IDA, Jeedimetla, Medchal-Malkajgiri-
500055, Telangana State, 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 Article 46b(2)(b) of Directive 2001/83/EC from

India-Reg.

Please refer to your online application no. WC/RE/2023/6483 dated 06.02.2023
submitted to CDSCO, DDC(l), Hyderabad Zone, Telangana State, and the
recommendation received from DDC(l), Hyderabad Zone, on the above noted subject.

Written Confirmation as required 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 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 subjectto 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.

. 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.

. 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 No. No. of Products Date of Issue Valid Upto
1 22 19.09.2022 02.07.2025

02 19.09.2022 02.07.2025
03 02.11.2022 02.07.2025

02 02.11.2022 02.07.2025
11 5 0rT 2099

02.07.2025

Yours faithfully,

uw
(Dr. Rajeev Singh Ra anshi)
Drugs Controller General (India)
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WC-0119

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

~~

CN

CN

ENN

EN

EN

NX

1. Name and address of site: M/s.Aurore Pharmaceuticals Private Limited
Plot No. 35,36,38,39,40,49,50 51,
Phase-lV, IDA, Jeedimetla,
Medchal-Malkajgiri-500055, Telangana State, India

XN

ZN

~~

List of APIs:3
> CN Sr. No. Active substance (s) Activity(ies)

Armodafinil IH Manufacturing & Packing

Candesartan Cilexetil Ph.Eur Manufacturing & Packing
Carvedilol Ph.Eur Manufacturing & Packing

Citalopram Hydrobromide Ph.Eur Manufacturing & Packing

Citalopram Hydrochloride Ph.Eur Manufacturing & Packing
Emtricitabine IH Manufacturing & Packing

Escitalopram Oxalate USP/IH Manufacturing & Packing

Itraconazole Ph.Eur Manufacturing & Packing

Mitrazapine Ph.Eur Manufacturing & Packing
Tadalafil Ph.Eur Manufacturing & Packing

Telmisartan Ph.Eur Manufacturing & Packing

NNN

CN2
NyN

SN

XSZN

Py2
RN

SN

0

M3

OLN

A

Pe)

GPO

CN=

SN

ITEM(S) ELEVEN (11) ONLY(]

(
q

EN

The Written Confirmation remains valid until: 02.07.2025



7-5/2013/EU/WC-0119
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organisation

(International Cell)

FDA Bhawan, Kotla Road,
New Delhi-110002
Dated:

25 SEP 2023
M/s.Aurore Pharmaceuticals Private Limited
Plot No. 35,36,38,39,40,49,50 51,
Phase-lV, IDA, Jeedimetla,
Medchal-Malkajgiri-500055, Telangana State, India

SUB:- Written Confirmation to M/s.Aurore Pharmaceuticals Private Limited, Plot No.

Sir,

35,36,38,39,40,49,50 51, Phase-lV, IDA, Jeedimetla, Medchal-Malkajgiri-
500055, Telangana State, 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 Article 46b(2)(b) of Directive 2001/83/EC from
India-Reg.

Please refer to your online application no. WC/RE/2023/7066 dated 11-MAY-

2023 submitted to CDSCO, DDC(l), Hyderabad Zone, Telangana State, and the
recommendation received from DDC(l), Hyderabad Zone, on the above noted subject.

Written Confirmation as required 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 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.

. 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.

. 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 No. No. of Products Date of Issue Valid Upto
1 22 19.09.2022 02.07.2025

02 19.09.2022 02.07.2025
03 02.11.2022 02.07.2025
02 02.11.2022 02.07.2025
11

~~

15.09.2023 02.07.2025
03 75 SEF 2078:02.07.2025

“rg

Yours faithfully,
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Ly MINISTRY OF HEALTH & FAMILY WELFARE
=’ Central Drugs Standard Control Organization CERTIFICATE NO. : \wc-0119

NN

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/ECPy3

a=
NS

BK

x

RE

RY)

1. Name and address of site:  M/s.Aurore Pharmaceuticals Private Limited
Plot No. 35,36,38,39,40,49,50 51,
Phase-lV, IDA, Jeedimetla,
Medchal-Malkajgiri-500055, Telangana State, India

1

List of APIs:

Sr. No. Active substance (s) Activity(ies)
1 Sulindac IHS* Manufacturing & Packing

2 Losartan Potassium USP Manufacturing & Packing

3. Clozapine Ph.Eur Manufacturing & Packing

“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 in the serial no. 1 for the purpose of export
only, as the above mentioned active substances are not approved for

manufacture for sale in India

ITEM(S) THREE (03) ONLY

RNSfii

CNN

The Written Confirmation remains valid until: 02.07.2025

NN

NNN

~~

5
~~

SEN

5
~~

WN

0S

NY

YY

YY

Xs

x

I

CH

RY

YR

25 SEP 03
Ri



7-5/2013/EU/WC/0119
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organisation

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

M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
Phase-1V, IDA, Jeedimetla,
Medchal- Malkajgiri District,

Telangana State, India

03 NOV 203

Subject:- Written Confirmation of M/s. Aurore Pharmaceutical Private Limited, Plot
No. 35, 36, 38, 39, 40, 49, 50 & 51, Phase-lV, IDA, , Jeedimetla, Medchal- Malkajgiri

District, Telangana State, India as per requirement of EU for import of active

substances imported into the European Union (EV) for medicinal products for human
use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,
Please refer to your online application No. WC/FR/2023/6430 submitted to CDSCO,

Hyderabad Zone office and the recommendation received from DDC(I), Hyderabad Zone on

the above noted subject.

Written Confirmation as required 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 from India is herewith granted subjectto 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.



6. This Written Confirmation, unless it is sooner suspended or cancelled, shall be valid

for a period of three years.

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.

_
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. ryTEDiPlgéLo know dge the receipt.

Annexure T No.of Products Date of Issue Valid Upto
7

Foal 02.07.2025
02.07.2025

22 19.09.2022

02 19.09.2022

03 02.11.2022 02.07.2025

02 02.11.2022 02.07.2025

11 25.10.2023 02.07.2025

03 25.09.2023 02.07.2025

04 02.07.2025UJ NOV 2003]

Yours faithfully,

(Dr. Raj
G §fhgh aghlivanshi)

Drugs ntroller Gen | (India)
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GOVERNMENT OF INDIAnu EALTH & FAMILY WELFARE C-EOP CRsEte Standard Control Organization CERTIFICATE NO. : banNN

i i i i i i Union (EU) for medicinalWritten confirmation for active substances imported into the European )products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC
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Name and address of site: M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
Phase-lV, IDA, Jeedimetla,
Medchal- Malkajgiri District,
Telangana State, India

NN

List of APIs:

= Active substance(s) Activity(ies)
%: Aripiprazole Ph.Eur/USP Manufacturing & Packing.

Eszopiclone IH Manufacturing & Packing
Esomeprazole Magnesium Trihydrate Ph.Eur Manufacturing & Packing
Esomeprazole Magnesium USP Manufacturing & Packing

ITEM(S) FOUR (04) ONLY

The Written Confirmation remains valid until: 02.07.2025

i ; 12)
Cuwne fth ,authority'q d date

/

4

/

2<JJ ££7hi,

03 NOV 2003 4

oN

NS

XS

XS

NIN

NRX

%

5

5

RI

NIN

)i(1)
IX

RR

OR

OR

OR

OR

ORY

ZN

NN



7-5/2013/EU/WC/0119
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organisation

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

16 AN 0M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
Phase-lV, IDA, Jeedimetla,
Medchal- Malkajgiri -500055,
Telangana State, India

Subject:- Written Confirmation of M/s. Aurore Pharmaceutical Private Limited, Plot
No. 35, 36, 38, 39, 40, 49, 50 & 51, Phase-lV, IDA, , Jeedimetla, Medchal- Malkajgiri

District, Telangana State, 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 Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,
Please refer to your online application No. WC/RE/2023/7260 submitted to CDSCO,

Hyderabad Zone office and the recommendation received from DDC(I), Hyderabad Zone on

the above noted subject.

Written Confirmation as required 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 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 durinLocal or International Drug Authorities, th
within 7 days of receipt of report.

8. In the event of any drug found notof standard quality,to this office within 7 days of receipt of report.

g inspections conducted by
€ same shall be forwarded to this office

the same shall be reported

Please note that Written Confirmation issued is liable to be suspended / cancelled, ifany of the conditions stipulated above are not complied with or in case of violation of theprovisions of the Drugs & Cosmetics Act, 1940 and th
be.

Please acknowledge the receipt.

e Rules thereunder as the case may

Annexure
No.

No. of Products Date of Issue Valid Upto
1 22 19.09.2022 02.07.2025

02 19.09.2022 02.07.2025
03 02.11.2022 02.07.2025
02 02.11.2022 02.07.2025
11 25.10.2023 02.07.2025
03 25.09.2023 02.07.2025
04 03.11.2023 02.07.2025
01 02.07.2025

Yours faithfully,

ev& R
ontroller Ge

uvanshi)
al (India)
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GOVERNMENT OF INDIA0 MINISTR(HR Y OF HEALTH & FAMILY WELFARE Annexure-8S80 Central Drugs Standard Control Organization CERTIFICATE NO. :

WC-0119
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

Name and address of site: M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
Phase-lV, IDA, Jeedimetla,
Medchal- Malkajgiri-500055,
Telangana State, India

List of APIs:
S.
No.
5 Favipiravir IH Manufacturing & Packing.

ITEM(S) ONE (01) ONLY

Active substance(s) Activity(ies)

The Written Confirmation remains valid until: 02.07.2025

fof wes
Stamp of.ne aythory Yate

be)

15 JAN 2004



7-5/2013/EU/WC/0119
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organisation

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

23 1M 0M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,

Phase-1V, IDA, Jeedimetla,
Medchal- Malkajgiri District,

Telangana State, India

Subject:- Written Confirmation of M/s. Aurore Pharmaceutical Private Limited, Plot
No. 35, 36, 38, 39, 40, 49, 50 & 51, Phase-lV, IDA, , Jeedimetla, Medchal- Malkajgiri

District, Telangana State, 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 Article 46b(2)(b) of Directive 2001/83/EC from India-Reg.

Sir,
Please refer to your online application No. WC/FR/2023/7259 submitted to CDSCO,

Hyderabad Zone office and the recommendation received from DDC(l), Hyderabad Zone on

the above noted subject.

Written Confirmation as required 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 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.



6. This Written Confirmation, unless it is sooner suspended or cancelled, shall be valid

for a period of three years.

. 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.

. 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.
Ty.

Annexure No. ofProducts Date of Issue Valid Upto
No.
1 22 19.09.2022 02.07.2025

FX7) 19.09.2022 02.07.2025
03 02.11.2022 02.07.2025
02 02.11.2022 02.07.2025
11 25.10.2023 02.07.2025
03 25.09.2023 02.07.2025
04 03.11.2023 02.07.2025
01 15.01.2024 02.07.2025

02.07.2025123 J
Yours faithfully,

01
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GOVERNMENT OF INDIA
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My MINISTRY OF HEALTH & FAMILY WELFARE Annexure-9
=’ Central Drugs Standard Control Organization CERTIFICATE NO. :

WC-0119

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
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Name and address of site: M/s. Aurore Pharmaceutical Private Limited,
Plot No. 35, 36, 38, 39, 40, 49, 50 & 51,
Phase-lV, IDA, Jeedimetla,
Medchal- Malkajgiri District,
Telangana State, India

P—,NA

NN

List of APIs:
Ri

S. No.|Active substance(s) Activity(ies)
4 Bilastine IH Manufacturing & Packing

ITEM(S) ONE (01) ONLY

The Written Confirmation remains valid until: 02.07.2025
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