
•	 7-5/2013/EUIWC-0094 
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	 .U 4 JUN 2022 
MIs. Hikal Limited,
 
Plot No. 72 & 82/A, KIADB Industrial Area,
 
Jigani, Anekal Taluk,
 
Bengaluru-560 105, India
 

Subject:- Written Confirmation of MIs. Hikal Limited , Plot No. 72 & 82/A, KIADB 
Industrial Area, Jigani, Anekal Taluk, Bengaluru-560 105, 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/2022/3158 & WC/ED/2022/3296 

submitted to CDSCO, Sub-Zone Bangalore office and the recommendations received from 
DDC(I) , Sub-Zone Bangalore 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 Art icle 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 (GI\I1P of WHO/ICH 07) . 

2.	 The manufacturer is subject to regular, strict and transparent controls and to the 
effective enforcement of Good Manufacturing Practice , includ ing 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	 The Written Confirmation will be withdrawn In the events of non compliance of 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 20 

2 07 

Date of Issue 
• 

Valid Upto 

02.07.2025 

02.07.2025 

Yours faithfully, 

~.~ 
(Dr. V. G. Somani) 

Drugs Controller General (India) 
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GOv EP, ME T OF INDIA 
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,2 •na 1 Or U~J S St ,l'l fl <tr(j ont rol .J '9 <1 : 1;:'1(11)'1 CER TIFICA.T E r 0, : 
WC-0094 

: 1 ' it:en ,c oll f j r l11 ~ t j o n for c c t ivo sUbstal>::es i rn n o r tc d into the Eu ro p san nion (EU\ fo r m edi c i ta l 
produ ct s To ' human lis e. I II accor l ..i nce wit h Art icl e ~6b (2 )( b \ f Oi c c ti ..e 2 00~ 0,3 t:: C 

1. Name and	 address of site: MIs, Hikal Limited ,
 
Plot No . 72 & 82/A , KIADB Industrial Are a,
 
Jigani , Anekal Taluk,
 
Bengaluru -560 105, India
 

2, Manufacturer's licence number: KTK/25/462/2 001 

Regardi ng the manufacturing plant under (1) of the follo wing Act ive substance (s) exported to the EU for 
1/	 

~;medicinal prod ucts for human use
II 
I List of API(s) :
 

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

The standards of good ma nufactur ing practice app licab le to thi s manufacturing plant are at least 
equiva lent to those laid down in the El) (=G MP of WH O/ICH Q7); 

The manufact uring plan t is subject to regu lar , strict and tran sparen t controls and to the effective 
:.:'.;j enfo rcement of good manufacturing practi ce, inc luding repeated and unannounced inspections , so as 
J to ensure a pro tectio n of public he alth at least equivalen t to that in the EU; and 

.:', .he event of findi ngs re lating to non-com pliance, information on such find ings is supp lied by the 
exporting third country wi thout del ay to the EU . 

Date of Inspection of the plant: 24 02 .202 1 & 25.02.2 021 

The Written Confirmation remains valid until: 02" d July, 2025 

1 The authenticity of this written confirmation may be verified with the issuing regulatory authority 
"~I 

, Th is written confirmation is w ithout prej udice to the responsibilit ies of the manufactu rer to ens ure the 
quality of the medicinal product in accordance with Direct ive 2001/83/EC. 

Address of the issuing regulatory authority: Central Drugs Standard Control Organisation
 
FDA Bhawan , Kotla Road,
 
New Delhi- 110 002, India
 

Nam e an d function of responsible person: Dr. V G Som ani,
 
u rugs Controller Ge neral (India)
 ., 

E-m ail : 
Tel ephon e no.: 
Fax n o.: 

~, ' 4 JUN 2022 

aare 



.:; ::: ! t:R ~ ,<tE" r OF INDIA 
Annexure-1..: 1" IST~ ( OF HEALTH 8. FAM ILY WE LFf- RE 

,~ o; ";JI Dr .m s ~ t <1 lld (H'd Co n trol O rq aniza t ion CERTIFICATE NO. : 
WC-0094 

: . - ' > - r~~l' ~ ir~ :l tio n fOI: 'JClI:'\..! .511 bs t:l n ccs im po r ted in to the ELII' p oan Un ion ('-U ) fo r n ed ic ln al 
c . - ..uc :> to r huma n li s e. !l1 (1 cco r J:m 1.0 w il l : A ticl 46b(2) b ) o f D : -ec tive 2001/83i EC 

Name and address of site:	 MIs, Hikal Limited, 
Plot No. 72 & 82/A, KIADB Industrial Area, 
Jigani, Anekal Taluk, 'I 
BengaJuru-560 105, India 

.'

I~ 
List of APls: 

S, No, :-A- c-t-iv- e--s-u-b-s-ta--n-c-e-(-s-) - - - ._- Activity(ies) 

'- - 1-. - j Acebutolol Hydrochloride USP/Ph·.Eur Manufac-t-ur-in-g-&-P-a-c-k-in-g- , > 

,-, -2~-IB u p ro'Pi071 Hydrochloride USP _ J Manufacturing & Packing 

. ~ 3. '-SutorPhanol Tartrate USP ~anu fa ct u r i n g & Packing 

4. Cinnarizine BP/Ph .Eur	 -- i Manufacturing & Pack ing 

5. Flunarizine HydrochlorTde Ph.Eur '1 Manufacturing & Packing 

=- 6 .~!=G..abcpe ~~I H / U S P/Ph .EU r I Manufacturing & Packing , 
7 ! Gemfibrozil IH/US~/Ph.Eu_r_ : Manufacturing & Pack ~g . ' .;. \ 

~I 8 -I Lacosamide IH ! Manufacturing & Packing I /1 
~I 9 . - - I Memantine Hydrochloride USP - jM anufacturing & Packing . jj 

·1 - -10 - iO ndansetron Hydrochloride Dihydrate USP/Ph .Eur j Manufacturing & Packing I ;:!~: 
11 - - 'O nd an-setro n i~liusp - ....-- - ----1 Manufacturing & Packing '~1' 
1 2~ T P;ntoXifYii ine (Oxypentifylline) BP/Ph, Eur/USP : Manufacturing & Packing-D--rPiracetam Ph. Eur .- - - - ..- - IManufacturing & Packing 

14. Pregabalin Ph .Eur Manufacturing & Packing 
15-._. Quetiapine Fumarate USP/Ph.Eur . Manufacturing & Packi-~ ;~~ 

- --0-	 .__ ~. , 

J}iJ 

16. Sitagliptin Phosphate Monohydrate IH : Manufacturing & Packing 
--1'7-. --Triprolidine Hydrochloride USP/BP i Manufacturing & Packing 
... . - - -	 -1-------~----

_ ~ . ~ Val ~cyclovir Hydrochloride USP I1 

Manufacturing & Packing 

19 I Venlafaxine Hydrochloride Ph .Eur/USP I Manufacturing & Pack ing 
. . -- I -- --- _ . - --- .	 I' - - --- ­

_2~j Vildagliptin IH : Manufacturing & Packing 

ITEM(S) TWENTY (20) ONLY 

l L 

S .-/' )b iUle 

t· .
'.. 

UN 2022 
~- . 



GOVERNMENT OF INDIA 
MINISTRY OF HEALTH & FAMILY WELFARE 

__ Central Drugs Standard Control Organization CERTIFICATE NO. : 
Annexure-2 

WC-0094 ::­

d date Starn 

Mis. Hikal Limited , 
Plot No. 72 & 82/A, KIADB Industrial Area 
Jigani, Anekal Taluk ' , 
Benga{uru-560 105, (ndia 

ITEM(S) SEVEN (07) ONLY 

S. No. I Active substance(s) Activity(ies) 

1. I Ap ixaban IH Manufacturing & Pack ing 
2. Celecoxib USP/Ph. Eur . Manufacturing & Packing 

3. I Dapagliflozin Propanediol Monohydrate IH Manufacturing & Packing 
4 . I Empagliflozin IH I Man u'facturing & Packing 

5. I Pregabalin USP Manufacturing & Pack ing 
'­ -

6. Pyrimethamine USP Manufacturing & Pack ing 
7, Valacyclovir Hydrochloride Ph. Eur Manufacturing & Packing 

'J')UN2022 

Name and address of site: 

Li st of APls: 

, \ .\...v 
Signature \j /" 

• ri tt en confirmation for active substances imported into the European Union (EU) for medicinal 
pro duc ts for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC 

@ l 


