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Pharmaceuticals and Medical Devices Agency

Notification of Pharmaceutical Compatibility Survey Results

Generic Name

date

Name Amlodipine OD Tablets 2.5mg (KN) and two others
Brand name (as per the attached sheet)
Name of the applicant Kobayashi Kako Co., Ltd.
Application approval date or approval | As per the attached sheet

Date of conformlty survey application

9% August, 2019

Name of the factory that conducted the
survey

Glochem Industries Private Limited

Location of the factory where the
survey was conducted

Survey No. 174-176, IDA Bollaram, Sangareddy District
Telangana state- 502 325
INDIA

Manufacturer's name (in the case of a
corporation, the name and the name of
the representative)

Glochem Industries Private Limited

Manufacturer's address (in the case of a
corporation, the location of the main
office)

GV Chambers,7- 2- C8 & C8/2, IDA Sanath Nagar, Hyderabad
-500 018, Telangana State, INDIA

Manufacturing permit classification or
foreign manufacturers
certification classification

Ensuring the quality, effectiveness and safety of pharmaceuticals and
medical devices, etc. with respect to Article 36, Paragraph 1, Item 4
of the Law Enforcement Regulations

Manufacturing permit number or
Foreign manufacturing certification
number and date

AG12300047
22nd March, 2017

Survey results

Concluding that there are no particular issues to be considered with
respect to the result of the compatibility survey based on the
provisions of Article 14, Paragraph 6 of the Act on securing quality,
effectiveness, and safety of Pharmaceuticals and Medical Devices at
the Pharmaceuticals and Medical Devices Agency

Remarks

System reception number :5130108013927
Drug substance "Amlodipine Besilate" Conformity survey for
(MF registration number 219MF10188)

Based on the above, we will notify you of the results of Pharmaceutical Compatibility survey.

12th June, 2020

Minister of Health, Labor and Welfare
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Pharmaceutical compatibility survey result notification_Kobayashi Kako Co. Ltd.




5130108013927

(Attached sheet)
Date of approval for
Names partial change
licati
Generic Name Brand name appiication
Amlodipine OD Tablets
A Emg&N) 31 July, 2019
Amlodipine OD Tablets 31% July, 2019
5mg(KN)
Amlodipine OD Tablets
10mg(lllee) 31% July, 2019
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