
• 7-5/2013/EUIWC-0011 
Government of India 

Directorate General of Health Services 
Central Drugs Standard Control Organisation 

(International Cell) 
FDA, Bhawan Kotla Road, 

New Delhi-11 0002 
Dated: 

To	 oB JUN2022 
MIs. Sun Pharmaceutical Industries Limited,
 
Village Toansa, P.O. Rail Majra,
 
District Shaheed Bhagat Singh Nagar, Panjab, India
 

Subject:- Written Confirmation of MIs. Sun Pharmaceutical Industries Limited, 
Village Toansa, P.O. Rail Majra,District Shaheed Bhagat Singh Nagar, Panjab, 
Indialndia 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/2022/3670 submitted to 

CDSCO, Sub-Zone Baddi and the recommendation received from DDC(I), Sub-Zone 
Baddi 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	 The Written Confirmation will be withdrawn in the events of non compliance of 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. of Products 
No. 

1 42 

2 01 

Date of Issue Valid Upto 

02 June 2025 

02 June 2025 

Yours faithfully, 

~~ 
(Dr. V.G. Somani) 

Drugs Controller General (India) 



GOVERNMENT OF INDIA 
MINISTRY OF HEALTH & FAMILY WELFARE CERTIFICATE NO. :Central Drugs Standard Control Organization WC-0011 

Written confirmat ion for active substances imported into the European .uni~n (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: Mis. Sun Pharmaceutical Industries Limited , 
Village Toansa, P.O. Rail Majra , 
District Shaheed Bhagat Singh Nagar, Panjab, India 

2. Manufacturer's licence number: 1313-0SP-Pb and 1245-B-Pb 

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

As per List enclosed as Annexure-1 & 2 
The issuing Regulatory Authority hereby confirms that: 

The standards of good manufacturing practice applicable to this manufacturing plant are at 
least equivalent to those laid down in the EU (=GMP of WHOIICH Q7) ; 

The manufacturing plant 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 at least equivalent to that in the 
EU; and 

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

Date of Inspection of the plant: 24.03.2022 & 25.03.2022 

The Written Confirmation remains valid until : 02nd June 2025. 

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

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

Address of the issuing regulatory authority: Central Drugs Standard Control 
Organisation 

FDA Bhawan , Kotla Road, 
New Delhi- 110002, India 

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

E-mail: dci@nic.in , 
Telephone no. : +91-11-23236965 
Fax no.: +91-11-23236973 

u 8 J U ; 2022 
\ I '\,lr 

Signature 't.....-



WC-0011 

Annexure-1 
CERT IFICATE NO. : 

-- - - -,- - ------------------~---------

; S. No. i Active substance(s) Activity(ies) ~ 
!=- 1. =1 Amorolfine Hydrochlo-ri-de-P-h-.E-ur-/'-H- - - - ---t Manufacturing & Packing 

I 2. I Atorvastatin Calc ium Trihydrate USP/Ph .Eur Manufacturing & Packing 

- 3. -11 
- At orv-a-s-ta-tin Calcium Amorphous IH ' I Manufacturing & Packing 

; _ 4_._ _L Benazepril Hydrochloride US P/Ph .Eur IManufacturing & Packing 

5. i Bosentan Monohydrate IH IManufacturing & Packing 

6. i Candesartan Cilexetil Ph .Eu r/IH Manufacturing & Pack ing 

\- 7-. -, Celiprolol Hydrochloride Ph .Eur Manufacturing & Packing 

1-8.- - ' Desloratadine Ph. Eur/iH Manufacturing & Packing 

! 9. Donepezil Hydrochloride USP/IH IManufacturing & Pack ing

I 10 i Entecavir Monohydrate IHI Ph.Eur IManufacturing & Packing 

. 11. 1Eslicarbazepine Ac etate IH I Manufacturing & Packing 

12.- 1Esomeprazole Magnesium Amorphous IHI USP Manufacturing & Packing 

I_~ ~_! Fexofenadi'ne Hydrochloride USPI Ph.Eur/IH I Manufacturing & Packing , 

i _ _14_.._! _~ I u v a s t a t i n Sodium IH/Ph .Eur IManufacturing & paCklng 
j15 l ~b e s a r t a n USPI Ph.Eur IManufacturing & Packing 

16 _ I isotretino in USPI Ph .Eur - Manufacturing & Packing I 

___1~ ; Lacosamide IH Manufacturing & Packing 1 
18. _ i Lansoprazole USP/Ph .Eur ! Manufactu ring &---packing j 
19. Levofloxa cin USP IManufacturing & Packing \. 

.- 20. : Levofloxacin ~ e m i h y d r a t e 11-1 I Manufacturing & Packing 

21. . Midazolam USPI Ph .Eur ! Manufactu ring & Pac king 

\- 22. IMetoprolol Tartrate Ph.Eur/USP/BP t Manufacturing & Packing 

Name and address of site: Mis . Sun Pha rma ceut ical Industries Limited , 
Village Toansa , P.O. Rail Majra , 
District Shaheed Bhagat Singh Nagar, Panjab, India 

IN r i t , 11 c o n f i rm at ion fo r ac t iv e s u b s ta c es im po r ted in to the Euro p ean Union (EU) for medicinal 
produc ts for h uma n us e, in ac c o rd anc e w ith Art ic le 46b(2)(b) o f Directive 2001 /83 /EC 

1. List of APls: 

. GOVERNME JT OF INDIAeJ/.· MI ISTRY OF HEA LTH & fA Mil Y W EL FA RE 
.::.:f2t") C ntral Drug s S tandard Co ntro l Orqanizat ion 

.:;. 

!' 
' . .' 

[ 
- ; 

Jlr"



I 'I:' ~ t;>.::~ , .~; ~v 
.. .~.t: \: '. 
. . ~l -,: ~ ' " 
',2J ~~ GOVERNMENT OF INDIA Annexure-1.... .; 

( ' ;JJ ' : MIN ISTRY OF HEA LTH & FAMILY W E L~ AR.E CE TIFICATE NO. : 
I . Cen tra l Dru gs Standard Control Organization 

WC-0011 

Writ en con firm at io n for ac t ive substances imported into the European Union (EU) for medicinal 
produ cts for h um an use , in accordan ce with Article 46b(2)(b) of Directive 2001/83/EC 

Name and address of site: Mis . Sun Pharmaceutical Industries Limited, 
Village Toansa, P.O. Rail Majra , 
District Shaheed Bhagat Singh Nagar, Panjab, India 

IT N ~ JActive substance(s) Activity(ies) 

i~~ Repaglinide USPI Ph.Eur Manufacturing & Packing 

32 . I Rosuvastatin Calcium Ph .Eur Manufacturing & Packing 

~ Sertral ine Hydrochloride Ph .Eurl USP Manufacturing & Packing 

34. I Simvastatin USPI Ph .Eur Manufacturing & Packing 

35. I Solifenacin Succinate Ph.Eur/IH Manufacturing & Packing 

1--36- . r Tamsulosin Hydrochloride USPI Ph .Eur Manufacturing & Packing 

37. i Telmisartan USPI Ph .Eur Manufacturing & Packing 

38, ITramadol Hydrochloride Ph.Eur Manufacturing & Packing 

39 . i Valgancic lovir Hydrochloride USP/IH IManufacturing & Packing I 
I 40. I Venlafaxine Hydrochloride Ph .Eur IManufacturing & Pack ing ! 

:_ ~I Vildagliptin IH [~a n u fa c t u r i n g & Packing ~ 
I 42. ~ Voriconazole Ph .Eur I Manufacturing & Packing ! 

ITEM(S) Forty two (42) ONLY 

The Written Confirmation remains valid until : 02 nd June 2025. 

d date 
Signature 

. <' 
. ' .~ 

Page 2 of 2 



Stam 

B JUN 2022 

Signature 

List of APls : 

I ~: No_. 
I 1. ~ 

from 

mentione d active 

IN r i ten c on firm at io n fo r ac t ive 

Name and address of site: 

GOVERNMENT OF INDIA 
• , I, MINISTR Y F HEA LTH 

:J Centra l Drug s St andar d 
Annexure-2FA MILY WE L ~f\ R. E 

r-.a n tra l Org an izat io n E TIF ICATE I O. : 
WC-0011 <: 

substances im ported in to the Eu ropean .u n i~ n (E U) for ~~di c i n a l 
produc s for hum an use, in accorda nce wi th Arti c le 46 b (2)( b) of Direc tive 20 01 /83 

Mis , Sun Pharmaceutical Industries Lim ited , 
Village Toansa, P.O. Rail Maj ra, 
District Shaheed Bhag at Singh Nagar, Pan jab , India 

i Active sUbstance(s) Activityties..L)_ _ ___ ___ __ I 

Cilazapr il Ph.Eur Manufac turing & Pac king =1 
ITEM(S) One (01) ONLY 

, " 

Th is certificate is being issued subject to condition that the firm shall obta in NOC :>< 

the Competent Authority, on case to case basis , to manufacture the above 

substances for the purpose of export only, as the above 

men ti oned act ive substances are not approved for m anufac ture fo r sale in India . 

The Writte n Confirmation remains val id until: 02 11 d June 2025 . 


