
•	 7-5/2013/EUIWC-0159 
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	 o8 JU N2022 
MIs. Sun Pharmaceutical Industries Ltd.,
 
A-7/A-8, M.I.D.C Industrial Area
 
Ahmed Nagar-414111,
 
Maharashtra, India.
 

SUB:- VVritten Confirmation of MIs. Sun Pharmaceutical Industries Ltd., A-7IA-8 , M.I.D.C 
Industrial Area, Ahmednagar-414 111,Maharashtra,Indiaasper 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/2022/2191 submitted to 

CDSCO, West Zone office and the recommendation received from DDC(I), West Zone, 
Mumbai office 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 

vlL 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 
07) . 

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	 The Written Confirmation will be withdrawn in the events of non compliance of 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

01 67 o8 J UN iU22 25.07 .2025 

02 02 U ~ JUf~ Lua 25.07.2025 

Yours faithfully, 

~'~ 

(Dr. V. G. Somani) 
Drugs Controller General (India) 

s i-: '\.- "I.
/ n 1.. , 1.N 

Q/J
o 



· ~.' i" ~~~' 
GOVERNIVIENT OF INDIA WC-0159 

~ ):L~ MINISTRY OF HEALTH & FAMILY WELFA R.E CERTIFICATE NO. :(1jJL, Central Drugs Standard Control Org aniza tion 

Wr itten confirmation for active substances imp?rted i.nto the European .union (~~6;?;3~~dicinal 
products for human use, in accordance with Article 46b(2)(b) of Directive 

1. Name and address of site: MIs. Sun Pharmaceutical Industries Ltd"
 
A-7/A-8, M.I.D.C Industrial Area
 

Ahmednagar-414111,
 

Maharashtra, India.
 

2. Manufacturer's licence number: NKD/32 & NKD/39 

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

List of API(s):
 
As per list Annexed
 

The issuing Regulatory Authority hereby confirms that: 

'I' 
The standards of good manufacturing practice applicable to this manufacturing plant are at le ~t 
equivalent to those laid down in the EU(= GMP of WHO/ICH 07); t}::
The manufacturing plant is subject to regular, strict and transparent controls and to the effect V:E? 
enforcement of good manufacturing practice, includlnq repeated and unannounced inspections, so ~:s 
to ensure a protection of public health at least equivalent to that in the EU; and r: 
In the event of findings relating to non-compliance, information on such findings is supplied by t~ 

export ing third country without delay to the EU. ~ 

Date of Inspection of the plant: 05.08.2021 & 06.082021 

The Written Confirmation remains valid until: 25.07.2025 

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 Shawan, Kotla Road, 

New Delhi- 110 002 , India..~ 

Name and function of responsible person :	 Dr V G Soma ni.
 
On.:gs Controtter General 11:I : la 1
 

E-mail .
 
Telephone no..
 o8 JUN 2022 
Fax no .'.'" 
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: ;~~I I ~0i.U. '~ GOVERN ivlENT OF IN DIA Annexure-01 
_ ~~ MINIS TRY OF HEALTH & FAMILY WELFA RE WC-0159 

. ~ -.... , Centra l Drugs St anda rd Control Orqan izatio n .ERTI FICATE NO . : 

Writ te n confirmation for active s ub stance s imported into the Eu ropean Un io n (t:Ui i-: r Jr ", ,j c rr s 
p ro d uc ts for human use . in acc ordance with A rt ic le 46 b(2) (b) of D ire t ive 200 1 2,) EC 

1. Name and address of site: MIs. Sun Pharmaceutical Industries Ltd., 
A-7/A-8, M.I.D.C Industrial Area 
Ahmednagar-414111, 

:. Maharashtra, India 

List of APls: 

. ~ 

_ _ I ~_----,-----------,----------:-----r------::-::----=------:---------:-=-~ 

SI. Name of the active substances Activitie(s) 
No. t:-

1. Abiraterone Acetate IH Manufacturing and Packing f: 
2. AcitretinUSP Manufacturing and Packing I 

I r i 
> 

3. AmifostineUSP Manufacturing and Packing ;:'.-: 

4. AnastrozoleUSP/EP Manufacturing and Packing 
: 11 

I I,.t • 
• ~Y' . 

I 5. Atorvastatin Calcium USP Manufacturing and Packing ,1.1/ 

":' ''-
~ ;y' 

I 7. 

6, Azacitidine IH Manufacturing and Packing ~~ I 

BicalutamideUSP Manufacturing and Packing )~ 
I 8. BortezomiblH Manufacturing and Packing ~) 
! 9. Bupropion Hydrochloride USP Manufacturing and Packing ' ~'I \

j,. 
• 10_ Capecitabine USP Manufacturing and Packing 

.: -~ 

I:)V}
I 

11 ., Carboplatin USP/EP/BP Manufacturing and Packing "511I , 
12.[ Cisplatin USP/EP/BP 

,-/) , Manufacturing and Packing l;»i\1 
I I 

I 13.1Clopidrogrel Bisulfate USP Manufacturing and Packing ~» 
I 14. Desloratadine IH Manufacturing and Packing ~~ 

Wi 

1_ ___. 15. Dabigatran EtexilateMesylate IH Manufacturing and Packing 
..'{/ 

~j) 
I 16. Decitabine IH Manufacturinq and Packinq , J} 

i 17., Desmopressin Acetate USP Manufacturing and Packing 
~) ) 
~t 

I 18.1--Oisodium Pami"dronate USP/BP Manufacturing and Packing I:~I )

I19. Divalproex Sodium USP Manufacturing and Packing 

20 . Dobutamine Hydrochloride USP Manufacturing and Packing 
))'; 

I .', 

I 21. Donepezil Hydrochloride USP Manufacturing and Packing ~~ I I 
~;' 

I 22 . Dothiepin Hydrochloride I 
, 

Manufacturing and Packing t> 
Dosulepin Hydrochloride EP/BP I 

23 .! Erlotinib H drochloride IH 
24 .' Finasteride USP 

25 .\ Flurbiprofen USP/EP/BP 

26 , Fluvoxamine Maleate BP/USP 

.' 

8 J U1'4 2U22 
'- I~' 

:==;;::==; ::;;;=~=;;; =::::; = = ==== . _I 

~: . : . ,-..= '?,~ =--;~'~.~~~~f?~;:~~·::':k·~'\~~::~~ =-3::: ::~;~~~;::~:l?i;~ 

-- 27 , Fulvestrant USP/EP 



l 

lr~ : '~~ti.Y. i§ ~ GOVERNMENT OF INDIA Annexure-01 r;4 : MINISTRY OF HEALTH & FAMILY WELFARE WC-0159.:;..', Central Drugs Standard Control Organization CERTIFICATE NO. : 
~ . 

Written co nf i rm at io n fo r ac tive s ubs tances imported in to the European Union (EU) fo r medicinal 
prod uct s for human u se, in accordance with Article 46b(2)(b) of Directive 2001/83/EC 

ISI.No, ! Name of the Active Substances Activitie(s) 
28 , I Gabapentin USP Manufacturing and Packing 

r 29 . Ganirelix IH Manufacturing and Packing 

! 30. Gemcitabine Hydrochloride USP/EP/BP Manufacturing and Packing 
31. Ibandronic Acid Monosodium Monohydrate Manufacturing and Packing 

I 
IH 

32. j lmatinib MesylatelH Manufacturing and Packing 

I 
33. i Lamotrigine USP Manufacturing and Packing 

I 34. JLenalidomidelH Manufacturing and Packing 
!- 35. [ Lercanidiplne Hydrochloride IH Manufacturing and Packing 

.36_, J Letrozole USP/EP/BP Manufacturing and Packing 
i 37, I Leuprolide Acetate ILeuprorelin USP/BP 

I. 
Manufacturing and Pack ing 

l I 

38 . Linagliptin IH Manufacturing and Packing 

Meloxicam USP/BP Manufacturing and Packing 
. 

I 39. 
,- -

40 . Memantine Hydrochloride USP Manufacturing and Packing 
41 . Mesalam ine/MesalazineUSP/EP Manufacturing and Packing 

i-42 :._ . Metformin Hydrochloride USP/EP Manufacturing and Packing 
, 43, " Metopro lo l Succinate USP/EP/BP Manufacturing and Packing 
,-- - . 

;;'," 

. ::: 

I
:@ 

l
I 

.,· ;1.. 

'~I 

'~I 44 , Metoprolol Tartrate USP/EP/BP Manufacturing and Packing 
Manufacturing and Pack ing 45 . Narat riptan Hydrochloride USP 
Manufacturing and Packing 46 . Octreotide Acetate IH 

~--t---------------------1---------='-----------=---j 

47 . Olanze ine USP/EP Manufacturin and Packin 
>---- - '- - - .1...-- ----=- - - ---- - - - - -+-- - -----:-- - ----""-- ----:-:::-------:-----""-- ; 

48 . I Olopatadine Hydrochloride IH/USP Manufacturing and Packing 
- .-- 1-- --- -'----- - - - - - - - - - 

49 , IOmeprazole EP/USP I Manufacturing and Packing 
50 , Oxaliplatin USP/EP/BP 

Manu fac" 1' 1" "" anc p ;:> r ~" ,.., ,.., 
~ ........ I I '8 1 1>.J ,-,"v \. I ':::1 

- - - - - - - -
56, Rrsec ronate Sod ium USP 

:J ' Rrvastiqrru ne USP 
- .. - =--- --- - - - - - - -

58 RI\/astigml ,e Tartrate USP 

- - - -  - - -- -- - - - -- - -

. 

~ 

, " ", .. .. ., ,~ '";- . 
= .

"';;. ' - = §- :: = 
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' C • ~ K I" , eNT ') F Ii 10 1t.. 
' '' I ~, 1 37R :' ~ t: E.ALT ri & F' MILV INEi_Ff.\ 
~:: --" J C . ,L :d S ta rid u rd Cont ro l O rg an iz a t ion CERTIFICt TE NO . :

.f: 

• - :te I co nn rrnat io n fo r act ive s ubsta nces imported in to t he Eu ro pean Union (EU) for m edic inal 
prod u c ts fo r h u m an use, in ac cordan ce with Arti cl e 46b (2)(b) o f Direct iv e 2001/83/EC 

SI.No. Name of the Active Substances Activitie(s) ~ 
3 1 Temozolomide USP Manufacturing and Packing 
62. Teriparatide IH Manufacturing and Packing 
53 : Terlipressin Acetate IH Manufacturing and Packing 
64. Tetrabenazine IH 
65. . Tramadol Hydrochloride EP/USP 

I Manufacturing and Packing 

Manufacturing and Packing 
56. I Valporic Ac id EP 

-
67 . Venlafaxine Hydrochloride USP/EP 

- - -

Manufacturing and Packing 
Manufacturing and Packing 

! 

ITEM(S) SIXTY SEVEN (67) ONLY 

0\ L-
The Written Confirmation remains valid until: 25.07.2025 

d date 
Signature 

N / Lr 'lfi '1..- -i,

1Nt> 

" q IN1011 

r 

Page 3 of 3 
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" ibi~' :' GOVERNMENT OF IND IA 

d~ MINISTRY OF HEALTH & FA MILY WE'...F" RE Annexure-02
' .- . Centr al Dru gs Sta ndard Co ntro l Orq aruzat to n CERTIFICATE NO, : WC -0159 

~' I 

'. ~ I Wri tten con firm at io n fo r ac t ive s ubs tances im ported in to th e Eu ro p ean Un io n (E I fo r meu .c .r a: 
"1 pro d ucts fo r human u se , in acc ord an c e w it h A r t ic le 46b (2)(b) o f Dl rnc iv o 200 '1. '83 E 

1. Name and address of site: Mis. Sun Pharmaceutical Industries Ltd. , 
A-7/A-8, M.I.D.C Industrial Area 
Ahm ednagar-414111 , 
Maharashtra, India 

List of APls: 

Activitie(s) I 
Manufacturing & Packing I 
Manufacturing & Packing , 

ITEM(S) Two (02) Only 

This certificate is being issued subject to condition that the f irm shall obtained NOC from 
the Competent Authority , on case to case basis, to manufacture the above mentioned 
activ e substance for the purpose of export only, as the above mentioned active 
substance is not approved for manufacture for sale in India 

The Written Confirmation remains val id until 25.07.2025 

o8 JUN 2022
 

d date ~.~ Star 
Signature /' 

.
. ~ .. 

s::-c-=== ==== ---- .-; .,:-";" :!,' - .,; 


