File. No: 807/COS/REG/DC-15
(Government of India)

Central Drugs Standard Control Organisation (HQ)
Directorate General of Health Services
Ministry of Health and Family Welfare

(Cosmetic Division)

FDA Bhawan, Kotla Road
New Delhi-110002

— LA DEC 2018

WHEREAS, Rules 129 to 129 C of the Drugs and Cosmetics Rules, 1945 specify the

provisions for grant of Registration Certificate for import of Cosmetics.

AND WHEREAS, the firm M/s. Skin Aesthetics International Pvt Ltd.. Office No.
104/105, 1st Floor, Park Plaza, Opposite Kamla Nehru Park., Bhandarkar Road Pune-

411004, Maharashtra, hereinafter referred as “Authorized Agent” was granted
Registration Certificate bearing No. C0S-878/15 Form 43 dated 05.02.2016 and
Endorsement-01 dated 02.05.2016 having validity up to 04.02.2019. for import of
Cosmetics into India manufactured by M/s. MESOTECH SRL. Via Scarlatti 8 Naples,
ltaly. under the provisions of the Drugs & Cosmetics Act, 1940 and Rules made there

under.

AND WHEREAS, a show cause notice was issued by the Licensing Authority under rule
21(b) on dated 02.11.2018 to M/s. Skin Aesthetics International Pvt. Ltd., Office No.
104/105, 1st Floor, Park Plaza, Opposite Kamla Nehru Park, Bhandarkar Road. Pune.
Maharashtra — 411004 for violation of the provisions of labelling for imported cosmetics
under Registration Certificate COS-878/15 dated 05.02.2016. In the show cause notice.

an opporitunity was given to you to submit your reply within 07 days.

AND WHEREAS, you have sent a mail to this directorate on 05.11.2018 stating that you
courier labels to manufacturer and this time they forgot to paste them on product packs
because of new staff and summer vacations. You had further requested to consider this
lacuna as human error. Your responses have been gone by and you have clearly
admitted your fault, which is a violation of the provisions of the Drugs and Cosmetics
Act, 1940 and the Drugs and Cosmetics Rules, 1945.



AND THEREFORE, the undersigned being the Licensing Authority empowered under
Rulé 21 (b) of Drugs and Cosmetics Rules, keeping in view of the violation of the
provisions of labelling for imported cosmetics under Registration Certificate COS-878/15
dated 05.02.2016, hereby cancel the Registration Certificate COS-878/15 dated
05.02.2016 along with Endorsement-01 dated 02.05.2016, granted for the import of
cosmetics under the provision of Rule 129 C of Drugs and Cosmetics Rules, 1945 with

immediate effect.

This action is taken without prejudice to any other legal action which may be

taken in future against the Agent in the above matter.

-
(Dr. S. Eswara Reddy)
Licensing Authority
Cum Drugs Controller General (l)

To
M/s. Skin Aesthetics International Pvt. Ltd.,
Office No. 104/105. 1st Floor, Park Plaza,
Opposite Kamla Nehru Park, Bhandarkar Road,
Pune- 411004, Maharashtra

Copy to:

1. M/s. MESOTECH SRL, Via Scarlatti 8, Naples, Italy
2. All port offices of CDSCO.
3. Order file



